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HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



V To mtopdv QopHOKEVTIKO TPOiOV TEAEL VIO GLUTANPOUATIKY TAPUKOAOVONGT. AVTO Oa emTpEYeL Tov
YPNYOPO TPOGIOPIGUO VEDV TANPOPOPLAV aGPaAElag. Znteital amd Tovg emayyeltaties vyeiog va
AVOPEPOVY OTTOEGONTOTE THAVOLOYOVLEVEG OVETIBOUNTEG eVEPYELEG. BAéme mapdypapo 4.8 yio tov TpdTo
avaQopdg avemBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Hukyndra 20 mg evéouo didAvpa o Tpoyspouévn copryya

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe gpdamag d6om 0,2 ml mpoyspuopévng cvpryyag nepiéyel 20 mg adalimumab.

To adalimumab givot éva avBp®OTIVO avocLVSLOCUEVO LOVOKAMVIKO OVTIGMLL 10V Tapdyetol 6€ KOTTAPA,
Qobnkdv Kivélwcwv Hamster.

"Exdoyo ue yvootn dpdon:

Kabe ml nepiéyet 1 mg molvcopPiko 80.

[Ma tov mAnpn kaTdloyo Tov ekddywV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéowo ddAvpa (éveon).

Awowyéc Kot dypmuo StdAvua.

4, KAINIKEX ITAHPO®OPIEX
41 Ogpamevtikéc gvociteig

Neovikn Woradngc apbpitida

TolvapBpixn veaviky 1010madng opbpitido,

To Hukyndra ce cuvdvooud pe t pebotpelatn evdeikvoton yio T Oepomeio g evepyol moAvapOpikng
veavikng Wionabovg apbpitidag oe acheveic amd TV nAKio TV 2 TGV TOV 0TOlMV 1) 0vVTUTOKPIoT O
éva 1 TEPLGGOTEPO. TPOTOTOMTIKA TNG VOoOoL avTtipevpatikd edpuaiko (DMARDs) etvar averapkrg. To
Hukyndra pmopei va yopnyeiton og povobeponeio oty nepintmon dvoavetiog o pebotpe&dn 1 6tav n
ouvvéylon g Oepameiog pe pebotpedtn kpiveTar aKOTAAANAN (Yol TV OTOTEAEGHATIKOTITA OTY|
novobBepaneia, PAéne Tapdypaeo 5.1). To Hukyndra dev éxet pehetnBei oe aobeveic nhikiag katm tmv 2
ETMOV.

ApOpitida oyetilopevn e evheaitida
To Hukyndra gvdeixvoton yia t Bepameio g evepyod apbpitidag mov oyetileton pe evesitido o
acOeveic, nAikiag 6 TV Kol Gvm, o1 0moiot eueaviovy avemapK avIOTOKPIoN 1| dEV AVEXOVTOL TN

ovppartikn Oepaneio (PAéne Tapdypapo 5.1).

IHodaTpikn wopioon Koté TAGKoC

To Hukyndra evdeikvotat yio ) Ogpaneio TG cofopnig xpoviag yopiaons Kot TAGKIG 6€ Tondid Kot



epnpovuc amd v nAkia Twv 4 €10V 01 00101 ELPAVIGOV AVETOPKN AVTATOKPLoT 1 Elval oKaTAAANAOL
VTOYNPLOL Y10, TOTIKN Oepameio Kot poTobepameiec.

IMowdwotpucn vosog tov Crohn

To Hukyndra evdeikvotat yio ) Ogpameio TG pétpilog £mg coPapnc evepyod vocov tov Crohn g
ToudTpikovg acbeveic (MAkiog amd 6 eT®V) mov glyav averapkn avtamdkpiorn ot cupPatikr Bepameio
oL mEPLaUPavel TpToyEVT dtoTpoPikh) Bepameia Kol £vo KOPTIKOGTEPOEWDES Kau Eva
0VOGOTPOTOTOWTIKO, 1] TOL £X0LV ducavesia 1 aviévdelln yia tétoteg Oepameiec.

Houdwazpixn Payoeditida

To Hukyndra evéesikvoton yioo tn Bgpoameio g TodloTpikig xpoviag UNn-Aotumdovs mpochiog
payoeditidag oe acheveic amd TV NAKia TV 2 £TOV OV €0V AVETOPKT OVTATOKPLION 1) OV avEXOVTOL
T ovuPotikn Oepaneio 1§ oTovE 0oioVG 1 GVUPATIKY Oepameia dev eival KOTAAANAN.

4.2  Aocoloyio kol TpémOS yopRynong

H 6epameio pe to Hukyndra Ba mpénet va apyicet kot va mapakorovdeitol ommd e181KeELUEVOLS Y10TPOHS HE
eunepio otn Sudyvoon kot tn Oeponeio voowv yia Ti¢ onoieg evdegikvutan To Hukyndra. Ot opBaiuiotpot
oLVIGTATOL VO GLUBOVAEVOVTOL Evay EWIKO 1Tpo TPy TNV Evapén g Bepaneiog pe Hukyndra (BAéme
Topaypao 4.4). Xtovg acbeveic mov Aapfdavovv Hukyndra 0o mpémet va diveton n Képto YrevOopuong
AcBevoic.

Metd and katdAAnin eKTaidELoT GTNV TEYVIKN £VECSTS, OL acBeveig umopovv va KAvouy POVOL TOVG TNV £VEST
Hukyndra €dv o ylatpdg Toug 0o Kpivel EQKTo Kot KAT® amd 1Tpiky Tapakolovdnon, edv kpivetal avoykaio.

Katd m didpkeia tng Oepomeiog pe Hukyndra, dileg cuyyopnyodueveg Oepamneieg (m.y.
KOPTIKOGTEPOELDN KOl /1] VOGOTPOTOTOMTIKOL Tapdyovies) Ba mpénet va feltiotonotodvat.

Aocoloyia

Howdwrpucodc TAnfuoude

Neavikn 1010mad¢ apOpitido

HolvapOpixn veavixn 1010madnc aplpitido nAikioc amo 2 1wV Kol 6vw

H cvviotduevn d6om tov Hukyndra yua acbeveic pe molvapOpikn veavikn diomadn apbpitida, niwiog 2
ETOV KO Gvm, emhéyetal Bacel Tov Bapovg ohpatog tov acbevoig (IMivakag 1). To Hukyndra yopnyeiton
UEG® VTTOdOPLG EyyvoNnG KaOe debtepr efdopdda.

IMivakag 1: Adon Hukyndra es AcOgveic pe IolvapOpikn Neovuki Idromad) ApOpitida

Bapoc Xoportog AcOevoig A0G0LOYIKO TyMpa
10 kg péypi< 30 kg 20 mg kaBe devtepn efdopnada
> 30 kg 40 mg kabe devtepn fdouado

To d100éc10 dedouéva VITOSEIKVHOLY OTL 1] KAWVIKT avTamoKploT nttuyydvetal cuvnbmg péco og 12
efdoudoeg Oepaneiag. H ocvvéyion g Bepanciog mpémel va agloloyeital TpocektiKd og dmotov achevi
OEV AVTATOKPIVETAL LEGH GE BTV T1 YPOVIKT| TEPI0HO.

Agv vrdpyet oyetikn yprion Tov adalimumab e acbeveic nhikiog KGT® TOV 2 €TMOV Y100 TAY TNV EVOEIED.



Apbpitido oyetiloucvn ue eveoitido,

H ovvietouevn d6on tov Hukyndra yia acOeveic pe apBpitida oxetildpuevn pe evBecitido nhikiog 6 etdv kot
avo, emiéyetar Baoet Tov Bapovg cmpatog Tov acbevoig (TTivaxag 2). To Hukyndra yopnyeiton pécm
VT0dOPLOG Eyyvong kabe devutepn efdopdda.

IMivokog 2: Aéon Hukyndra ywa AeOgveic pe ApOpitida Xyetilopevn pe EvOsoitida

Bapog Xopoartog AcOevoig A060LoYIKO Zynpa
15 kg uéypr < 30 kg 20 mg kdBe dedtepn efdopdda
>30 kg 40 mg kaBe devtepn efdopada.

To adalimumab 6gv éyetl pehe el oe acBeveig nhikiog kKdto TV 6 etV pe apbpitida oxeTldpevn ue
evBecitido.

THoudiazpixn ywpioon kota TAGKOS

H cvviotdpuevn d6on Hukyndra yo acbeveig pe yopiaon katd midkag, nAkiog 4 - 17 etdv, emdéyeta
Bdaoel Tov Bapovg cmdpatog Tov acbevong (ITivaxag 3). To Hukyndra yopnyeitat pécm vmoddpiog
gyxvong.

IMivaokog 3: Aden Hukyndra yia Ilodrotpikovg AcOsveic pe Yopioon kara IMAdkag

Bapog Xopotog AcOevoig A0GOLOYIKO Zynpa

15 kg péypr < 30 kg Apykn d6om 20 mg, axoArovBovpevn amd 20 mg kabe devtepn
efoopdoa Eekvmvtag pio efdopddn HETA TNV apyikn dOom

> 30 kg Apywn 06om 40 mg, axorovBovuevn and 40 mg kdbe devtepn
efdoudoa Eekivamvrag pio foopdado LeTd TV apyikn 06om

H ovvéyion g Oepaneiog petd tnv 16" efdopdda mpénel va a&loloyeiTal TPOGEKTIKA G OO0V achevn
OEV QVTATOKPIVETAL LEGO GE OVTHV T1 YPOVIKT| TEPI0HO.

Y mepintmon mov gvdeikvuton emovaAnyn g Bepaneiog pe adalimumab, wpénetl va axolovbodvton ot
AVOTEP® GVOTAGELG GYETIKA LLE TN 00G0A0Yin Kat TN didipkela TG Bepamneiog.

H ao@dieia tov adalimumab og noudiatpicong acbeveic pe yopioon kot mhdkag Exel agrohoynbei yio
éva péoo drdotnua 13 pnvav.

Agv vrdpyer oyetikn yprion tov adalimumab o madid nhikiog kK4To TV 4 eTdOV, Y10 cvTv TNV Vo).

Houdozpin véoog tov Crohn

H ovvictdpevn d6on Hukyndra ya acBeveic vooo tov Crohn, nhikiag 6 £mg 17 etdv, emdéyston fdoet tov
Bapovc odpatog Tov acbevovg (IMivakag 4). To Hukyndra yopnyeitor péom vmodoprog Eyyvong.

Mivoxog 4: Adon Hukyndra ywe ITowdwarpikovg AcOsveic pe véso tov Crohn



Bépog Apyukni Adon Adon Zovtipnong

Zopotog ZeKIVOVTOG TNV
Ao0Bgvoig Epoopdda 4
<40 kg e 40 mg v EBSopdda 0 kot 20 mg thv ERSopddo 2 20 mg ke devtepn
efoopada

2NV TEPIMTMON TOL VILAPYEL 1] OVAYKT] YOl LidL TaVTEP
avTondkpion ot Oepamneio, yvopilovrag 6t o kivduvog ekdAwmong
AVETOOUNTOV EvEPYELDV UTTOPEL VaL elvorl LEYOADTEPOG LE TN XPHON
LEYOADTEPNC OPYIKNG 0OONC, UTOPEL va ypnoyomoindei n TopoKatm
0oo:

e 80 mg v EBdoudda 0 kar 40 mg v Edopdada 2

> 40 kg ¢ 80 mg v EBdopada 0 kot 40 mg v EBdopdda 2 40 mg Kabe
devTepn efdopada
2NV TEPITTMON TOL VIAPYEL 1 OVEALYKT] VIOl Lt TAVTEPT] AVTATOKPLOT
ot Bepaneia, yvopiloviag 6Tt 0 kivduvog exdnimong avemBountov
EVEPYELDV UTOPEL va eival LEYaADTEPOG LE TN XPNOT| LEYORDTEPTS
apYIKNG 600TG, UTopEl va yxpnotporom el n mopakdtm doon:

e 160 mg v EBdouada 0 kot 80 mg v ERdopdda 2

Aocbeveic Tov epeavilovy HEI@UEVT] KAIVIKT aVTOTOKPLIoT EVOEYETOL VO WQEAN000V ammd pia avénen e
docoroyiag:

o <40 kg: 20 mg ka0 gfdopada

. > 40 kg: 40 mg kaOe efdopdada | 80 mg kabe devTepn efdopdda.

H ovvéyion g Bepaneiog og Evav acBevr| mov dev €xet avtamokpBel péypt v ERdopdda 12 npémel va
a&loloyeitar mpooekTikd. Agv vTapyEL oxeTIKn Y¥pnon Tov adalimumab oe Todid nAkiog kbt TV 6 €MV
Y0 QVTNV TNV EVOELEN.

Houdrazpixn payosiditioo,

H cvviotdpuevn d6om Hukyndra yio mondiotpikodc acbeveig pe payoeiditido, nikiog 2 £tdv kot Gvo,
eméyetot Paoet ov Bapouvg copatog Tov acbevoig (TTivaxag 5). To Hukyndra yopnysiton uéowm

VTOJOPLOG EYYVONG.

XV ToudaTpiky poryoeditida, dev vdpyet Tponyoduevn eumelpio ot Oeponeio pe adalimumab ywpig
Oepaneio oe cuvdvaoud pe pebotpedr.

IMivakag 5: Adon Hukyndra ywa IToaudratpikovg AcOsveic pe Payosiditido

Bépog Xodptog A0G0hOYIKO Zynfjpa
Ao0gvoig
< 30 kg 20 mg «60e devtepn efdoudda 6€ GLVILAGUO
pe peBotpe&d
>30 kg 40 mg kg devTepn eBSOUGON GE GLUVOVAGLO

ue peBotpe&d

Katd v évapén e Bepaneiog pe Hukyndra, umopei va yopnyn0ei pia d6om epddov 40 mg o€ acbeveic <
30 kg 1 80 mg o acbeveic > 30 kg pio efdopada mpv amd v Evapén g Bepaneiog cuvtnpnong. Aev
VIAPYOVY SLOBEGILL KAMVIKG OEG0UEVE GYETIKG, LE T YPNoT] TS d0oNG £@ddov Tov adalimumab cg moidid
nikiog < 6 etov (PAéne Tapdypoeo 5.2).



Agv vrdpyer oyetikn yprion tov adalimumab ce Toudid nhikiog K4T® TV 2 IOV Y10 AT TV EVOEEN.

YuvioTtdtot 6Tt To OPEAOG Kot 0 Kivouvog g cuveyllopevng pakpoypoviag Bepaneiog Oa pénet va
egetdlovtar og etfota faon (BAéne mapdypao 5.1).

Neepikn kovn nroatikn SucAsrtovpyia,

To adalimumab dev &yet puekeBel og avtodv TOoV TANOLVOUO 06OEVDVY. Agv uopohv va Yivouv VITodei&elg yia
N docoloyia.

Tpomog yopnynong

To Hukyndra yopnyeitat pe vodopia Eyyoon. ITAnpeig 0dnyieg xpnong mopéyoviol 6To GUALO 0oNyIHV
xpfong.

To Hukyndra pmopei va diatebei o GALEG TEPIEKTIKOTNTES KO LOPPEC.
4.3  AvtevoeiEeag
YnepevoicOnoia otn Spactikn ovcia 1 6€ KATOL0 o T EKO0Y0 TOL AVAPEPOVTOL GTNV Tapdypopo 6.1.

Evepyog pupotioon 1 dAdeg cofapéc AotudEets, Ommg oy Kot evkouplokés Aouméels (Préne
mopaypaeo 4.4).
Métpro émg ooPopn kapdakr averdpketo (NYHA class HI/1V) (BAéne napdypapo 4.4).

4.4  E101kég mPogdoTon|oELg Kot TPoPuAGEELS KaTA TN prion)

Iyymlacdmra

[Ipokeévov va Pertinbdel n yvnrlaoiudtnta Tov POAOYIKOV QAPUAKEVTIKMY TPOIOVI®V, TPETEL VA
KOTOYPAPETOL LUE CAPVELD 1] OVOLOGT Kol 0 aplOUog TapTidns TOL PUPLUKEVTIKOD TPOTOVTOG TOV
yopnyetra.

Aowméelg

AocBeveic mov Aappavovv TNF-avtaywviotég eivar mepiocdtepo gvaicOntol oe coPapég Aoyméeg. H
dlaTopayn TG TYEVUOVIKNG Aettovpyiag evoéyetal va avENoel Tov Kivouvo epedvionc Aouméemv. Ot acbeveig
0o mpémel ¢ €K TOHTOV, VO TAPAKOAOVOOHVTOL TPOGEKTIKA Y10t AOIUMDEELS, CLUTEPTAOUPAVOUEVIC TNG
eupatioong, Tpwv, katd T didpkeia Kot petd ) Oepaneio pe Hukyndra. Enedn n amopfoin tov adalimumab
umopel vo Slopkécel LEYPL Kol TEGGEPLS UNVEG, 1 TapakoAoVOnor Ba Tpémel va cuveyloTel 6T d1apKELL
QVTAG TNG TEPLOSOV.

H Oepancio pe to Hukyndra de 0o mpénel va Egkivioet og acbeveis pe evepyéc Aotuméeig
CUUTEPIAAUPAVOLEVOV TOV YPOVI®OV 1] TOTIKOV AoUmdEemV, HEYPLG OTOV ot AomEELS TeBoVV VIO EAeYYO.
Xe aoBeveic mov €yovv ektebel og pupatioon kot acbeveig mov Taideyav oe TEPLOYES LYNAOV KIVOHVOL
Y10 QUUOTIOOT 1 EVONUKEG LUK TIAGELS OTOC IGTOTAGGULMGT], KOKKISIOEIWO0 VKT Tioe™ 1)
Bractopvkntioon Bo npémel va AapBavetatl voy o Kivduvog kat o opEAN ¢ Bepameiog ue Hukyndra
npw and v Evapén g aywyng (PAére Aoirmés Evkaipioxés Loumdeig).

O1 aoBeveic Tov avoamticcovy pia véo Aoipuwén eved vrofdilovtar og Oepaneio pe Hukyndra o mpémet
Vo TopakoAov0obvTal TPOGEKTIKA Kot va vofdrlovial oe TAN PN dayveoTtiky akloddynon. H yopriynon
tov Hukyndra 6o mpémet vo Srokomel €dv o acBevig ppavicet pua véa cofapn Aoipwén 1§ onyn kot Oo
TPEMEL vaL YiveTal Evapén TG KOTAAANANG AVTIUIKPOPLOKNG 1] OVTILVKNTIOGIKNG 0y®@YNG LEXPLG OTOV M
Aoiuwén tebei vio Edeyyo. Ot yuuTpoi Oo Tpémel va eivar Tpocektikoi dtav e€eTdalovy T ypnHon Tov



adalimumab oe acBeveig pe £va 16TopiKd votpomdlovoag AoTUmENC N LE TPOVTAPYOVOES KATAGTAGELS
oL evd€yeTal vo Tpodlabétovy Toug acbevels yio AolndEELS, cuumeptiapfavopévng g xpnong
GUYYOPNYOVLEVOV OVOGOKOTAGTOATIKAOV QAUPUAK®Y.

2oPopés loyaterg

YoBapég Aoméelg, cvumeptiapfavopévng g onYNg Aoym Paktnplakdv, LuKoBakTnplakdy, Snintikov
HLUKNTIOGIK®V, TOPACITIKMV, 10YEVAOVY 1] GAADV EVKAUIPLOK®OV AOU®OEE®V, OTMOC 1| AMloTEpiman, 1
AEYIOVEALMOT] KO 1] TVELLLOVOKDOTT £X0VV avapepbel o acbeveig mov Aapupdavovy adalimumab.

AAAeg coPapég Aoméelc Tov Tapatnpnnkay o€ KAVIKES SOKIUEG TEPIAAUPAVOVY TVELUOVID,
mvgloveppitda, onntikn apbpitda Kot onyarpio. Exovv avaeepBel oxetildpeveg pe AoludEeig
MEPMTMOGELG VoonAeiag 1 TePIoTATIKG e Bavatneopa EkPac.

Douaticoon

dopatioon, TepAapPovopEVIG ETAVEVEPYOTOINGONG Kol TPMTOEUPUVILOUEVTS LUOTIOONG, £XEL
avapepbei o acbeveic mov Aappavovv adalimumab. Ot avagopég nepthopfdvovy TeptoTatiKd
TVELUOVIKNG KOl EEMTVEVUOVIKNG (7). KEYPOEDOVCS) PLUOTIMOTG.

Ipw amd v évapén g Bepaneiog pe Hukyndra, 6ot ot acBeveic Oa mpémet vo a&rodoynBodv 1060 yio
evepyd 660 kot avevepyd («havBdvovsar) puuatioon. H agloldynon avtr Ba tpénel va nepiiapfaver
AETTOUEPT] WOTPIKT EKTIUNOT TOL 1IGTOPIKOD PLUOTIOONS TOV acOevdv 1 Tavn Tponyovuevn ékbeon o€
GTopO LE EVEPYO PLUATIMGT KOL TTPOTYOVUEVT KOUT TPEYOVOH OVOGOKATAGTAATIKY Ogpameia. Ot
KatdAAnAot Edeyyot (.. depratikn doKipacio eLUATivNG Kot akTvoypaeia Bdpaxog) Ba tpénet va
devepynBovv oe dhovg Toug acbeveic (o1 Tomucég odnyieg umopel va epappochoiv). XvvictdTor va
KOTOYPAQETOL 1] S1EEAYMYT KO TO OMOTEAECUATA OVTOV TV eEetdcoemv oty Kdpta YrevOoong
AcBevoic. Ocot cuvtayoypaeovv Ba tpémel va Aappavouy vad Y Tovg Tov Kivouvo yeuddg apviTiKoy
OTOTEAECLLATOG TG SEPUATIKNG doKIpaGiog eupativng, £101Kd 6Tovg GoPapd VOGOVUVTEG 1] GTOVG
0VOGOKOTOGTAANEVOVG 0oDEVELC.

Y mepintoon didyvoong evepyod gupoatioong o Oa mpinet va apyioel n Oepomeio e Hukyndra (PAéne
napdypoeo 4.3).

Ye OAEC TIG AAAEG TEPIMTMOGELG Ol OTOIEC TTEPLYPAPOVTAL TAPAKATM, O Tpémel va eEeTAlETOL TPOGEKTIKG O
AOY0g 0pélovc/acpdrciag g Oepameiag.

Edv vrapyet vroyia yia Aavlavovoa eupatioon, Oa mpénet va {ntndei cupfovin amd yatpd pe guneipio
o1 eVUATIOON.

Edv d1ayvocbei AavBdvovca gupatioon, tpénet vo EeKivioel KatdAANAn Oepameion LE OVTIQUUOTIKA
TPOPLAAKTIKT ay®yn Tpv omd thv Evapén tov Hukyndra kai copemvo pe Tig Tomkég odnyiec.

H ypnion ¢ avtipupatikng tpopuAaxtikig Oepanciog 0o mpénel, emiong, va eEetactel wpv v Evapén
tov Hukyndra o€ ac0gveic e moAamTAODE 1) ONUAVTIKODS TOPAYOVTES KIVOUVOL Y10l QUUATI®OT), akOun
Kot €4V £(0VV apVNTIKN SOKLUAGIN Y10 GUUATIOOT Kol 6€ 0c0gvelg pe mald 1oTopikd AavBdvovoag i
EVEPYOL PLUATIOONC, 0TOVE 0T010VG dev Umopet va emiPeParmBbel n emapknc Oepamneia.

[Mopd v TpoeuAakTiky) Oepameia Yo QLUUOTIOON, TEPMTMOGEIC ETUVEVEPYOTOINGCTG PLUOTIOONG £YOVV
avaeepel og acbeveic mov AapPavav Bepaneio pe adalimumab. Mepikoi aoBeveig ot omoiot Exovv
Oepamevtel pe emtuyia yio evepyd eupotioon Exovv avamtiéetl Eavd euuatioon Katd T S1apKEL TNG
Bepameiag Tovg pe adalimumab.

Ot acBeveic Oo pémet vo Adfouvv 0d1yiec Vo, KATOEVYOLV GE LUTPIKT GLUPBOVAN EGV TPOKDLYOLV
onueio/copnTOpOTe TOL PTOPEL Vo LITOONAGVOLY Aoip®EN amd eupatioon (T.y. ETipovog yas, PLoIKN



aduVaio/amdAELD BAPOVG, YOUNAOG TVPETOG, VOBPOTNTA) KOTA TN dtdpKeln 1| LETA T Bepoameia e
Hukyndra.

Aoirég evroupiarcés Aoyméers

Evkaiprokéc Lopndéetg, cvpmeptlopfoavopévav SmdnTikdv puknToctkav AOMEEDY £xovy Tapotnpn el
o aoBeveig mov Aappavovv adalimumab. Avtég ol AomEeig dev avayvmpiloviol GLGTNUOTIKG G
acBeveic mov AapPdavouy TNF-avtaywoviotég Kot auto £xel cuVTELECEL 6 KAOVGTEPNOELG OTN KATOAANAN
Oepameio, e amoTéAecpa KATOIEG POPEC Va, Exovv Bavatneopa EkPoor).

Mo aoBeveic mov avanTOGGOLY GNUELD KOl CUUTTAOUOTO 0TS TVPETO, KOKOLYIN, ATMAELD fAPOVG,
EPOPAOCELS, Pxa, SVoTVOLN Ko TVELUOVIKA dtnBnpata 1| GAAeg GoPapéc cuotnuatikés achéveleg e M
®pic TovTtoYpovn KotamAn&ia, Oo Tpémel va vdpyel vroyia Yo SMONTIKN LUKNTIOGIKN AoTH®EN Kot 1
yopriynon tov Hukyndra 6a mpénet va Srokomteton ueco. H didyvmon kot 1 yopiynomn EUTEPIKNg
OVTIHVKNTIOGIKNG Bepaneiog oTovg acbevels avtods Ba mpénet va yivetal oe cuvevvON oM LE 1ATPO EIOTKO
otV mepifaiym aoBevav pe dmONTIKEG LUKNTIONGIKES AOUMEELS.

Enavevepyonoinon Hratitdac B

Emavevepyomoinom g nratitidag B éxel mpokdyel og acbeveic mov Aappdavovv TNF-avtaymviot
ocvumeptiapfavopévov tov adalimumab, ot omoiot givat gpoviol popeic Tov 10V (TT.)., OVTIYOVO ETPAVEINS
OeTikd). Mepikég mepmtmoelg eiyav Oavatneopa xPacn. Ot acbeveic Oa mpémel va eEAEyyovtar Yo
hoipmén and 16 nrotitdog B mpwv v évapén g Bepameiog pe Hukyndra. T tovg aoBeveic mov gival
Betcol otov €Aeyyo Yo Aolpmén amd nratitide B, cuvictdrol va cupfoviedovtaor Eva yiaTpd pe epmerpiol
o Bepomeio TG nratitidag B.

O1 popeig Tov 100 ¢ nratitidag B ot onoiot amartovv Bepameio pe Hukyndra 8o, tpémet va
napakolovBodvtar 6Tevd Yo onpeio Kol cupTTOATO EVEPYOD AolumEng amd 10 nratitdog B katd
ddpkela g Bepameiog Kot ylo apkeTong Uiveg Petd tn ANéN g Bepamneiag.

Agv vrapyovv dabéciua emapkn dedopuéva, and ™ Beponeio acbevmv ol omoiot eival popeic Tov 100 TG
nratitdoag B kot Aapfavovy avtiukn Oepaneia g cuvdvacpod pe TNF-aviayoviot, dote va
EUTOSICOVV TNV ENAVEVEPYOTOINGT TOV 10V TNG Nratitdag B. Xe acbeveic mov gpepavifovv
EMAVEVEPYOTOINGT TOV 100 TN Nratitidag B, o mpénet va dwaxonei To Hukyndra kot va. yivel évapén ue
amoTeLecUATIKN avTikn Oepomeio pe KatdAANAN vTooTNPKTIKY Oepameia.

Nevporoyikd TEPICTOTIKA

Ot TNF-avtoyoviotég, cvpmepihoppavopévou tov adalimumab, £xovv cvoyetichel og 6TaVIEC TEPIMTOGELG pE
TNV EUEAVIOT) 1 TNV EMOEIVOOT] KAIVIKOV GUUTTOUATOV KON 0KTIVOLOYIK®Y EVPNUATOV
OTTOUVEAMVOTIKNG VOGO TOL KEVTIPIKOD VELPIKOD GUGTILOTOG GUUTEPIAAUPAVOUEVNS TNG GKANPLVOTG
KOTO TAGKOG KO TG OTTIKNG VELPITIONG, KOl TEPUPEPIKTG OTOUVEAVAOTIKNG VOGOV GUUTEPIALUPAVOUEVOD
Tov cVvdpouov Guillain-Barré. Anaiteitol 1pocoyn amd 6GoVE GLVTAYOYPUPODY OTAY TPOKELITAUL VL,
yopnynoovv 1o Hukyndra oe acBeveic pue mpobmdpyovoa 1| e mpdo@atn EKONAMOT OTOUVEAVOTIKOV
JTAPOY DY TOV KEVIPIKOD 1 TEPLPEPIKOV VELPLKOD GLUOTILOTOC. 1€ TEPIMTMON TOV avorTuydei
onoldnmote amd oVTEG TIC dratapayé Tpénet va eEgTaleTon To evogyduevo drokomng Tov Hukyndra.
Y7rapyetl po yvootn cuoyETion Peta&d e EVOLAIESNG POYOEISITIONG KOL TV UTOUVEAVOTIKMV
JOTOPAY DY TOV KEVIPIKOD VELPIKOD GUGTHIOTOG. X& acOeVEIC e UN-AOIUL®DOT EVOIAUEST POyOEDITION
TPEMEL VAL YIVETOL VEDPOLOYIKT| eKTinon tpwv amd v Evapén g Oepomeiog pe Hukyndra kot toxtikd
Katd T o1dpkelo TG Oepameiag yio v a&loAdynoN TPO-VTAPYOVE®Y 1| VIO AVATTUEN OTOUVEAVOTIKOV
SOTOPAY DY TOV KEVTPIKOD VEVPIKOD GUGTHUATOGC.

AMepykéc ovTdOpAoElC

Kotd m dibpkeio Tov KAVIKOV S0KIU®OVY 01 6oPapés aALEPYIKEC ovTIOPAoELS OV oyeTilovTal LE TO
Hukyndra ntov ondvieg. Mn coPoapéc arlepyikés avtidpaoels oxetildpeves pe to Hukyndra fitav oyt



OULYVEG KOTA T SIAPKELD TOV KAVIKOV JOKIUDV. AVOPOPES GOPOPOV OALEPYIKDV OVTIOPACE®MV
ocvumeptAapfavopévng kot g avapuratiog Exovv Tpokdyel petd ™ xoprynon adalimumab. Edv
TPOKVYEL VOPLANKTIKY avTidpaon 1 GAAN coPapn aldepyikn avtidpaon, 1 xopnynon tov Hukyndra
TPENEL VO, S10KO0TEL OUESMG KOl VoL EEKIVIOEL 1] KOTAAANAT Oepameio.

Avoc0oKOTOGTOA

Y o perétn 64 aoBevmv pe peopotoetdn apbpitido otovg omoiovg yopnyndnke to adalimumab, dev
TapaTnPNONKe KaTacToAn NG LIepevacinciog emPpadvvopevov THTOV, HEIDOT TOV ETUTESDV
avoGocPalpivnc N aAAayr oTov aplBuod tov evepyoromtikov T-, B-, NK kvttdpav, tav
LOVOKVTTAPWOV/LAKPOPAY®V KOl TMV OVOETEPOPIAWDV.

KokonOeieg kot A puQoimepmAOCTIKES dUTAPUYES

211¢ eAeYYOUEVEG OHAdEG KAMVIKDV doKIU®V e TNF-avtoyovioTéc, TepIoCOTEPEG TEPITTMCELS
Kakonfglog cupmepAapPovorévon Kot Tov AEPe®uatog £xovy mapotnpndel petasd acBevmv mov
Aappdavoov TNF- aviaymvietég cuykpitikd pe toug pdptopec. Hapodia avtd, n ocuyvotnTo ELEAVIGNC
Nrav ondvio. Metd v KukAopopia, Exovv avagepbel Tepmtmoelg Agvyopiag oe acheveic mov Erafay
Oepaneio pe TNF- aviayoviot|. Yrapyet avénpévog Kivouvog avantuéng AELe®MUOTOG Kot AEVYoLiaG oe
acBeveic pe pevporogdn apbpitida ndoyovteg amd ypovia, VYNANG EVEPYOTNTOC, PAEYLOVMOT VOGO, TO
omoio mepumAékel TNV a&loldynon Tov Kvdvvov. Me v mapoho YVMOGT|, OV UTOPEL VO ATOKAEIOTEL
mBavog kivouvog avamTuEng AEPPOUOTOG, AEVYaLIiag Kot GAA®Y KoKkonBelidv og acBeveic Tov Tovg
yopnyeitan Bepamneio pe TNF-avtayoviot).

Metd v kukhogopia, kakon0eieg, peptkéc Bovatneopec, Exovv avapepbel og Toudid, eprPovg Kot
veapobg evilikes (MAkiog €wg 22 etmv) mov Elafav Bepoaneio pe TNF-avtayoviotés (évapén Bepamneiog
oe nAikia < 18 etov), copneptiapPavousvov tov adalimumab. To uicv Tepimov TV TEPTTOCEDY NTOV
Aepoopata. Ot GALEG TEPUTTMGELS OVTUTPOCHTEVAY 10, TTOIKIAMO SIOPOPETIKOV KOKONOEIDY Kot
ocouneplerdpfovay omdvieg kakondeieg cuvnBmg GUVIEOUEVES LUE OVOCOKATAGTOAT. Agv umopel va
OTOKAEIGTEL O KIVOUVOG Yo avdmTuéEn KakonBelmy o modid ko eprfovg mov Elafav Bepaneio pe TNF-
OVTOYOVIGTEC,

Metd v kukhogopio Exovv Tawtomombei ondvieg tepmT®oelc NratocTANviKo T-cell Aeppmdpoatog o€
acBeveic otovg omoiovg yopnynonke adalimumab. Avtdg o ondviog Tomog T-cell Aeppdpotog Exet ToAY
emBeTikn mopeia Kot givar cuvnBwg Boavatneopog. Kamoleg amd avtég Tig TEPITTMGELS TOTOCTANVIKOD
T- cell Aepedpatog £(0VV TPOKVYEL G VEUPODS EVAAIKEC 0oDEVEIS GTOVG 0TOI0VG YOopMYELTOAL
adalimumab tavtoypova pe alaberonpivng 1 6-pepkomtomTovpivn YioL AEYHOVMOOT VOGTLOTO, TOVL
eviépov. O duynTikog Kivouvog pe tov cuvdvacpd alabdeionpivig i 6-peprantonovpivng kot Hukyndra
0o tpémer vo e€etooTel

TPOCEKTIKG. Agv pmopei vo. amokAelotel o kivovvog avantvéng nratoorinvikod T-cell Aeppdpotog og
acBeveic otovg omoiovg yopnyndnke Hukyndra (BAéne mapdypago 4.8).

Agv &yovv mpaypatonom el pedétec mov mepédafov acbevelg e 10Topikd Kakonbetog 1 pe acbeveic
otovg onoiovg N Bepancia pe adalimumab cvveyileton Topd v avantuén kakonBetog. o awTo,
amatteitat Waitepn mpocoyn katd tn yoprynon Hukyndra e avtoig tovg acbeveic (BAéne mapdypopo
4.8).

‘O)ot o1 acbeveic kot 1Wiaitepo o1 0GOEVEIC e 1TPIKO 1IGTOPIKO EKTETOUEVNG OIVOGOKATAGTAATIKNG
Oepamneiog 1 o acBeveic pe yopiaon Kot pe wotopwod Oepaneiog pe PUVA Ba npénel va e€etdlovton yio
v Omopén P LEACVOUOTIKOD KOPKIVOD TOV SEPUATOG TPV Kol KATd T1 ddpKeld g Oepaneiog pe
Hukyndra. Melavopua ko kapkivopa ek kottdpov Merkel (Merkel cell carcinoma) £yovv emiong
avapepbel oe acbeveic mov Ehapav Oepaneia pe TNF-avtayoviotéc copneptlapufavopuévon Tov
adalimumab (BAéne mapdypago 4.8).

Y& pio epguvnTikn KAMVIKN doKiun, 1 ooia a&loAoyel tn ypnon evog dArlov TNF-avtayoviot, tov



infliximab, o€ acOeveig pe pétpia £og cofapn ypovia AmToPPAKTIKN TVELUOVIKT Voco (XAII), &éxovv
avapepbel meptocoTEPES KakonBeles, kKuplwg 6ToV TVELOVA 1] GTNV KEPAAT KOl GTOV TPAYNAO, GTOVG
acbeveig mov AdpPavav infliximab cuykpitikd pe tovg paptopeg. Olot o1 acbeveis eiyov 16TOPIKO GLYVODH
kamviopatog. Eropévac, 8o mpénet va dobei 1diaitepn tpocoyn|, 6tav ypnoytonoteitor ototocdnmote TNF-
avroyoviots o€ XAl acBeveic, Omwg eniong kot o€ acBevelg pe avénuévo kivovvo yia kaxonfeta eEattiog
TOV GLYVOV KAMVIGULOTOG.

Me Bdon ta tpéyovia dedopéva dev etvan yvaootd dv 1 Oepaneia pe adalimumab exnpedlet Tov kivovvo
v avantoén dvomiaciog N kapkivov Tov moyEog eviépov. OAot o1 aobeveig pe eAkdON KOATION TOV
daTpéyovv awénpévo kivouvo yo duoTAaciao 1 KapKivo Tov mayEog eviépov (Yo mapadetypa, acteveic
pe pakpoypdvio eAk®on KoAitida N Tpwtonadr] cKANpLVTIKY YoAayyelTidn) 1 o1 omoiot glyav
TPOTYOVHEVO 1GTOPIKO SVOTANGIOG N KapKivepa Tov Tayéog eviépov Ba mpémetl va e€etdlovtan yio
dvomhacio ava TOKTO Xpovikd daucthipota Tptv T Oepameia kot kad' 6An v mopeia g vocov tovg. H
a&lohdynon avtr| Ba tpémetl va meptiapfivel KOAOVOGKOTNOT| Kol floyiec COUPMOVA UE TIC TOTKEG
odmyiec.

Awatoloyikéc ovTdpaoelg

"Exovv avapepbel oTaVIEG TEPITTOGEIC TAVKVTTOPOTEVIONG CUUTEPILOUPBAVOUEVTC KOL TNG OTAAGTIKNG
avoLiog Katd tn yopnynon aviayoviot®v tov TNF. Avemfbuntec evépyeleg TOL ALLOTOTIKOD
GULGTILLOTOG, GUUTEPIAOUPOVOLEVIG KAVIKA OTUOVTIKNG KuTTapomeviag (m.y. Opopfomrevia, Aevkonevia)
&yovv avoeepbei pe to adalimumab. Olot o1 acBeveig Oa mpémet va evpepdvovial dote va
avalnNTMoovy GUECT] LOITPIKN VTOGTHPIEN EGV EUPOVICOVY GNUEIN KO GUUTTMLOTO VTOTTA Y10, SVGKPOTTOL
TOV aipOTog (.. EMUEVOV TUPETOG, LOAWDTES, ALLOPPAYio, OYPOTNTA) VA TOVS EYEL yopnynOel
Hukyndra. Awoxonr g Oepameiog pe Hukyndra 6o mpémet va e&etdleton o acbeveic e emPePoropéva
OTMUOVTIKEG OLLOTOAOYIKEC UVOUOALEC.

Eupoia

[Mopodpoteg avtamokpicelg avIlc®UATOV 0¢ TPog 10 TPdTLTTO 23-60£VEG TVELLOVIOKOKKIKO EUPOALO KoL TOV
TPOVVAUOV EUPOAOCUOD KATH TOV 10V TNG YPITNG, Tapatnpnnkay o€ pio pekét oe 226 evilike aobeveig
UE pevpTOELdN apbpitide 6TOoVG omoiovg yopnynonke adalimumab 1| gikoviKo PdpuaKo. Agv vdpyovy
dwbéotpa oTotyEln Yl T OELTEPOYEVH LETASOOT] TNG AOTHMENG 0md euPOAta omd (DOVTEG LKPOOPYAVIGLODG
oe acfeveig mov haufavovv adalimumab.

YuvioTatal, €9’ OG0V gival EPIKTO, 01 TASLNTPIKOT AGOEVELG VOl £YOVV TPOYLOTOTOW|GEL TOVG
amoPoiTNTOVE EUPOAAGHOVS COUPOVO UE TIG IOYXVOVOES KATELOVVINPLES 001 YIEC Y10 TV VOGOTOINOT)
apwv amd Vv évapén g Bepaneiag pe Hukyndra.

Ot aoBeveig mov Aapfdvovy Hukyndra eivat duvotd vo kvouv Tontdypove UPOALIGHOVS, EKTOG TMV
euporiov amd Lovreg pkpoopyaviopovs. H yopriynon epporiov amd {ovieg pkpoopyavicpuoig (m.y.
euporo BCG) yuo ta Bpéen mov extibevrar og adalimumab otn uritpa dev cuvietdror yio 5 pivec uetd
v tehevtaio £veon adalimumab otn untépa KaTd T S1GPKELD TNG EYKLULOCVHVIC.

ZUUEOPNTIKN KOPILOKT OVETAPKELD,

Y pio KAwvikn doxkun pe Evay dAlo avtaymviot tov TNF, ntapatnpnidnke emdeivoon tng cuUQopnTIKNG
KOPOIOKNG OVETAPKELNG Kot avEnon e Bvnoudtntog A0Ym GLUEOPTTIKAG KOPOIOKNG AVETAPKELNC.

"Exovv mopatnpn0el mepntdoelg endeivimong GuUQopnTIKNG KOPOL0KNG aVeETApKELNG o€ 0o0gvVeig oV
éhapav adalimumab. To Hukyndra 6o mpénet va ypnoipomoteiton pe mpocoyn oe acbeveic pe Nmo kopdioky
avenapketo, (NYHA class I/11). To Hukyndra avtevésikvotat otn pétpio éo¢ cofopn kapdiaxy ovendprela
(BAéme mapdypago 4.3). H Ogpancio pe to Hukyndra 6o mpénetl vo dtakontetat og acbeveic mov
OVAITOGOOVV VEQ GCUUTTAOUATO 1] ELPAVICOVV EMOEIVOCT] GUUTTOUATOV GUUPOPTTIKNG KAPIIOKNG
OVETAPKELOC.
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Avtodvooec diepyaciec

H Oepaneio pe Hukyndra evdéyeton va éxel @ 0motéAecpa 10 oYNUATIGUO 0vTodvocmy aviicoudtoy. H
enidpacn g pakpoypoviag Oepomeiog pe adalimumab otny avamtoén avtodvoomv voonudtov givor
dyvootn. Edv évac aoBeviig avantiosel cuuntdpato VTOnTo Yo cHVOPOLUO TPOGOUOIILoV pe AVKO UETA TN
yopriynon pe to Hukyndra kot £xet Beticd aviiodpata katd SimAng édtkog DNA, 8¢ Oa mpénel va yopnyeitat
nepartépo Oepancio pe Hukyndra (BAéne mapdypago 4.8).

Tavtdypovn yopnynon froroyikddv DMARDS 1 TNF-ovtayovictodv

Yofapéc ModEelg mapatnpndnkayv o€ KMVIKEG dOKIUES e TavTdypovn xoprynon anakinra kot GAiov TNF-
OVTOY®OVIOTN, TOV etanercept, yopic Kaveva ETTPOcOETO KAVIKO OPEAOG GE GUYKPIOT| LLE TN XOPNYNOT| TOV
etanercept g povoBepaneia. EEattiag tng hons tov avemBiunTov gvepyeldv mov Topatnpndnkay pe 1o
ovvdvacud etanercept kot anakinra, givar mbavo va Tpokvyouv Opoteg TOEIKES ETOPAGELS e TO GLVOVAGUO
anakinra kot GAAov TNF-avtayoviot). Qg ek T00T0L, 0 cLUVOVAGIOC Tov adalimumab e anakinra dg
ocvviotatal (PAEne mapdypapo 4.5).

Tavtdypovn yopnynon tov adalimumab pe dAlo frodoyikd TPOTOTOMNTIKA TG VOGOU OVTIPELUATIKA
eappaka (DMARDS) (7.y. anakinra kot abatacept) 1 GAAovg TNF-avtayovietég 6ev cuvietdtal, A0y
mBavov avuénuévou KivoHivou yia Aotuméelc, copmepiiapfovouévav coPapdv AomEemv Kot yio GALeg
mBavég pappakoloyikés aarniemdpdaoels (PAéme mapdypaeo 4.5).

Xepovpywkéc emeufdoelg

Yapyel TEPLOPIGUEVT] EUTEPIN Y10 TNV ACPAAELD GTIC XEPOVPYIKES EMEUPAcELS acheviy mov Aapfdvovy
adalimumab. O peydlog ypdvog nuiceiag (ong Tov adalimumab 6o mpénet va Aaufdvetat vedoyn otav
npoypoppatifetar pia yewpovpykn enépPacn. O achevng o omoiog Tpémel vo voPAndel oe enépufaocn evod
gtvar vro Oepaneio pe Hukyndra Oa tpénet va mapoakorovbeitar otevd yio AoudEeig kat va Aappdavovot
To avOAOYQ PETPO. YTTOPYEL TEPLOPLGUEVT] EUTEIPIN VIO TNV 0OPUAELN G acbevelg Tov vTOPAAAovTol oE
apBpomiactiky eméuPacn eved AauPdvouv adalimumab.

Andopoén Tov Aemttob eviépou

H un avtandkpion ot Bepameia yio ™) voéco tov Crohn givorl mbavo va vrodnAdvel T mapovsio
WOTIKOD GTEVOUOTOG TO 07010 eivar mhavo va, amartel xeypovpyikn aviyetdnion. Ta dwabéoia
dedopéva vrodetkviovy Oti To adalimumab dev emdevadvel 00Te TPOKaAel oTEVOUATAL.

Hlkiopévor

H cvyvémta coPapmdv Aowdéenv peta&d acbevav mov Aaupdvovy adalimumab niiag Gvo tov 65
etV (3,7%) qrov vynAoTepn and exeivn yuo acbeveic nAikiog kdto Tv 65 etdv (1,5%). Mepikol ek TV
omoiwv giyav Bavatneopo éxPaoc. Idlaitepn Tpocoyn GyeTikd He Tov Kivouvo AoUGEEDY ePLoTATOL KOTE

T Oepomeio NAKIOUEVOV.

Hodrazpucdc TAnfuoudc

BAéne Eupfoia napondvo.

"Exdoya

AvTo 10 PapprOKELTIKO TPOIdY TTEPLEXEL AMydTepO amd 1 mmol varpiov (23 mg) avé 0,8 ml, givan avtd mov
ovoudlovpe «erevbepo vatpiovy.

A1 TO PuppraKeEVTIKO TPoidy TepiEyel 0.2 mg moAvcopPikod 80 oe kdbe Tpoyeuouévn cOpLyya Tov
roodvvapel pe 1 mg/ml. Ta moAvcopPikd pmopel vo mpokaAEcovy aAAEPYIKES OVTIOPACELS.
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45 Allemdpdosic pe GrAha QUPUOKEVTIKA TPOIOVTO KoL AALES POPPES ahinreniopaong

To adalimumab £yel pedetBei oe acbeveig pe pevpatoedn apbpitida, TorlvopOpikn veavikn 1d10madn
apBpitida kot yoproacikn apbpitida tov Aaufdavovy adalimumab cav povobepaneio kat 6€ aobeveic mov
TavToYpova Aappdvouv kat pebotpeEdtn. O oYNUATIGUOG AVTICOUAT®V NTAV YAUNAITEPOS OTOV TO
adalimumab 866nke oe cuvdvacud pe uebotpeldtn oe ohykpion pe ™ ¥pNon Tov og povobepamneio. H
yopriynon tov adalimumab ywpic pebotpeEdtn 0oMynoe 6€ CLENUEVO GYNUATIGUO AVTICOUATOV, aOénoT
™G kéBapong Tov adalimumab kot petwpévn amotelespatikdtnta tov adalimumab (BAéne mapdypapo 5.1).

O cvvévacpodg tov adalimumab pe anakinra g cuviotdrot (BAéne mapdypago 4.4 « Tavtdypovn xopnynon
Broroywav DMARDS 1 TNF-avtayoviotdvy).

O cvvévacpodg tov adalimumab e abatacept de cuvietdrar (BAéne mapdypapo 4.4 «Tavtdypovn xopnynon
Broroywav DMARDS 1 TNF-avtayoviotdvy).

4.6 Tovipétnra, kKinon ko yolovyia

Iuvaikec o€ avomopoyyiKn NAKio

X yuvaikeg mov Ppickovtal o€ avamapayoyikn nAtkio tpémnetl vo e&etaletan 1 xprnor KatdAAning
OVTIGUAANYTG Y10l TNV OTOPLYT EYKVUOGVVNG TNV 0Toia Kot Vo uveyilouv y1o TOVAGYIGTOV TEVTE UNVEC
uetd v tedevtaia Bepaneio pe Hukyndra.

Kinon

"Evog peydrog apiBuog (repimov 2100) mpoontikd culleypuévav kKuncemy mov ektédnkav og adalimumab
EYOVTOG MG AMOTEAEG LD TNV YEVVN oM (DVTMV VEOYVDV UE YVMOGTEG EKPAGELS, TEpIAapPavovTag
nepliocdtepeg and 1500 kunoeis pe €kbeon oto adalimumab o1r S1dpKELR TOV TPOTOL TPLUIVOL, dEV
VTOJELKVVEL 1oL aENGT o1 GLYVOTNTO SLGTANGIOG GTO VEOYVO.

Y pio TPOOTTIKY Kataypapn eyypaenkayv 257 yovaikes pe pevpatogdn apbpitida (PA) 1 voso tov
Crohn (CD) o1 omoiec élaPoav Oeponeio pe adalimumab tovAdyloTov Katd Tn S1GPKELR TOL TPMDTOV
tpyunvov kot 120 yuvaikeg pe PA 11 CD ot omoieg dev éhafav Oepamneia pe adalimumab. To mpmtedov
KOTOANKTIKO ONUEID NTOV O EMTOAAGUOG TNG YEVVIONG LUE ONUOVTIKEG GLYYEVELS Sapapties. To m0c0oTo
TOV KUGEDV 01 0Toieg ANy e [ TOLAGYLIoTOV Yévvnon (ovTavoDd veoyEvvnTou Bpépoug Le pia
ueilova cvyyevn dwopaptio nTav 6/69 (8,7%) otig yuvaikeg pe PA mov éhafav Oepaneia pe adalimumab
Ko 5/74 (6,8%) otic yuvaikeg pe PA mov dev éhapav Bepameia (un mpocappoouévo OR 1,31, 95% CI
0,38-4,52) xa 16/152 (10,5%) otig yovaikes pe CD mov éhapav Bepaneia pe adalimumab won 3/32 (9,4%)
oT1g yuvaikeg pe CD mov dev éhapav Oepameio (un npocapuocuévo OR 1,14, 95% CI10,31-4,16). To
nwpocappocuévo OR (AapBavetor vedyn yio Tig dapopég omd v apytkn Tiun) frav 1,10 (95% CI 0,45-
2,73) xatd tov suvdvacpo PA kat CD. Agv vmipyov S10KplTég S10popEs LETAED TV YOVOLKADV TOV
éaPav Oepomeio pe adalimumab kot yovarkov mov dev ElaPav Oepaneio w¢ TPOG T0 SEVTEPEVOVTA
KOTOANKTIKO OTUEiR, aTOUOTOV amofOoADY, EAUGCOVOV GUYYEVOV SIOUOPTIOV, TPOWPOL TOKETOV,
pey€0ovg veoyvol Kot coPapdv 1 EVKOIPLOKOY AOU®MEE®V Kot dgv avaeépniay TokeTol vekpov guppvov
N kaxonbeieg. H eppnveia tov dedopévmv evdéyetar va ennpedotnike Ady® Tmv LeB0doA0YIKGOV
TEPLOPIOUDY TNG UEAETNG, TEPTAAUPAVOUEVOVY TOV LKPOD HEYEDOLE dElyaTOg KO TOL U
TUYOLOTTOMUEVOD GYESIUGHOV.

e o peAéTn ToEIKOTNTaG 6TV avamTuén ov dteEnyon oe mbnkovg, dev vnpéav evoei&elg uUNTpPIKng
to&oTNTag, EPPpuoToSikdtnTag N Tepatoyéveonc. Aev givar Stabéoipa TpoKAIVIKG dedopEva Y10, T

veoyvikn to&kotnta tov adalimumab (BAéne napdypogo 5.3).

A6y® ¢ avaotoing tov TNFa, To adalimumab yopnyoduevo katd tn didpkeia tng kbnong evoéyetar va
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EMNPEACEL TIG PLGLOAOYIKEG AVOOES OVTATOKPIGELS TOL veoyévvtov. To adalimumab npénel va
YPNOLOTOLEITAL KATA TN SLAPKELL TNG KOOGS HOVO EPOGOV Gap®G YpetdleTar.

To adalimumab propei va dtamepdoet Tov TAaKOOVTA KOl VoL EIGEADEL GTOV 0pO TV VEOYVMV OV
yevvpOnkav amd yovaikeg mov rafav adalimumab katd ) didpkeln TG eykvpocvvne. Katd cuvénela,
avtd ta Bpéen pmopet va dazpéyovv awénuévo kivouvo yua Aoipmén. H yopiynon euporiov amd {dvieg
pkpoopyovicpovg (m.y. epporo BCG) ya ta péen mov extifevtal og adalimumab ot prtpa dev
oLVIGTATAL YO 5 UfVeG PETE TV TeAevTaio Eveor adalimumab ot untépa Katd ™ dtdprela g
EYKLLLOGUVIC.

Oniocuog

[lepropiopéveg mAnpopopieg amd v dnpoctievpévn Piproypapio vrodeikvoovy 6Tt To adalimumab
QTEKKPIVETOL GTO UNTPIKO YOAO G€ TOAD YOUNAEG GUYKEVTIPDOGELSG L TNV Tapovaio tov adalimumab oto
avBpomvo yala va, gival o€ cvykevipmoelg 0,1% émg 1% o€ oyéon pe T GVYKEVIPWOOT) GTOV 0pd TOV
aipartog g untépag. Otav yopnyodvial amd Tov GTOHATOS, Ol TPOTEIVEG TOV 0VOGOcOUpvedY G
VEIGTAVTOL EVIEPIKT TPOTEOAVGT Kot X0V TTyN BrodiadesiudtnTo. Agv avapuévovtal ETOPAcEIS oTa
OnAdalovta veoyva/Ppéen. Zvvenmg, to Hukyndra pmopei va ypnoipomomBel katd tn didpkeio Tov
Onioopov.

Tovipdmta

Ipoxhvika dedopéva yia Tig emdpdoeig tov adalimumab ot yovipdtnta dev givon drobéotua.

4.7 Emodpaceig oty IKavOTITO 0017101)G KAl JEPIGHROD P EVILATOV

To Hukyndra pmopei va éxet pukpn enidpacn otny tkavotnta 081 yNons Kot XEPIGHOD Hnyovnudtmy.
TAryyog ko drotapayn g dpoong pmopei vo supPodv petd  yoprynon tov Hukyndra (BAéne
napdypoeo 4.8).

4.8 AvemOopunteg evépyseieg

IIepiinwn Tov TPOOIA AGOAAEINC

To adalimumab peietOnke og 9.506 acbeveic katd T S1GPKEN TILOTIKOV EAEYXOUEVOV KOl OVOLYTOV
doKIU®V Yo Tepiodo uéypt 60 punveg 1 mepiocdtepo. AvTég o1 dokipuég meplerdupavay 1660 acbeveig pe
TPOIUN peLHOTOEWT] apBpiTida 650 Kot Pe Lakpoypovia VOGO, veavikn 1d1o0madr| apBpitida (moivapOpikn
veavikn] Wtoradn apbpitida kot apbpitida oyxetilopevn pe evesitida), kabmg Kot acbeveig pe a&ovikn
omovdvAapOpitida (aykvAOTOINTIKY 6TTOVOVAITION Kot a&0VIKT 6TTovoVAapOpiTIda Y®pPig aKTIvOLoYIKG
EVPNLOTA OYKVAOTOMTIKNG OTTOVOLAITIONG), Woplactkn apbpitida, voso tov Crohn, elkddn KoAitidw,
Yoplaon, SLmuNTIKN W0PpMTASEVITION KOl poyoEdiTION. XTIG TAOTIKEG EAEYYOLEVEG OOKLUEG GUULETEL OV
6.089 acOeveic mov Elapav adalimumab kot 3.801 acbeveic mov Elafav eikovikd 1 SpAGTIKO, CLYKPLTIKO
(QAPLLOKO KOTA T SLAPKELN TNG TEPLOOOV EAEYYOV.

To mocootd Twv aclevdv mov diEkoyav tn Bepameio AOY® avemBounT®V evepyeidv Katd tn ddpKeto
™G SMANG-TVPANG, EAEYXOUEVIC PAOTG TV TMAOTIKAOV HEAETAOV NTaV 5,9% Y100 ToVS aoBeveig mov Eafav
to adalimumab xat 5,4% yio Tovg pdpropeg acbeveic.

Ot 7o cuyva avaeepouevec avemlBounTteg evépyeleg eivar AoMEELC (0TS 1) pLvoEopLYYITION, AOUMEELC
TOV OVMTEPOV AVOTVEVCTIKOV KOl TPOPPIVOKOATITION), avTdpacelg otn B€om g Eveong (epvunpa,
KVNGUOG, a1poppayia, TOvog 1) oidnua), KePaioAyio Kol LDOGKEAETIKOG TOVOG.

YoPapéc avemBounteg evépyeteg £xovv avapepBei yio to adalimumab. Ot TNF-avtayovietés, dnmg to

adalimumab, exnpedlovv T0 avoGoTOMTIKO GVGTNLO KO 1] ¥PNOT] TOVE UITOPEL VO EXNPEACEL TNV AULVA, TOV
OPYOVIGHOV KATA TOV AOUDOEE®V Kol TOL KAPKiVOL. Oavatnedpeg Kot ametAnTIKES yia T (o1 AOMEELS
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(ovumeprAapfovopévng TG CNYNG, EVKALPIOKMY AOUDEEDY KOl PULOTIOONS), ETOVEVEPYOTOINGT TOL 100
nratitwoag B (HBV) kot dtdpopeg kakonBeleg (cupmepriapfovopévng g Aevyoipiog, Tov AEUQ®OUITOS Kot
TOV NITATOSTANVIKOL Aeppdpotos ek T-kuttapmv (HSTCL)) éxovv emiong avapepbet pe m xpnon tov
adalimumab.

YoBapég aOTOAOYIKEG, VEVPOLOYIKEG KO QVTOAVOCEG OVTIOPAGELS £YOVV €miong avapepBel. Avtd
TEPILAUPAVOLV GTAVIEG OVAPOPES TOVKVTTAPOTEVIOG, AMANGTIKNG AVOiOG, ATOUVEAVOTIKOV GUUBAVTOV
KEVTPIKOD KOl TEPUPEPLKOD VEVPIKOV GUGTNUATOG KUl OVOPOPES Y10 GUGTNUATIKO EpLONUOT®OT AVKO,
KOTOGTAGEMY TTOL TPOGOLOLALovV pe ADKo Kot chvdpopo Stevens-Johnson.

Houdrorpikdc mAnfuouodc

evikd, or avemBounTeg evEpPYEIEG GE TAUSLOTPIKOVG 0l00EVEIG NTAV TAPOLOIEG TN GLYVOTNTO KOL GTOV
TOTO e eKelvES OV EUPAVIGTNKAY GE EVIiAMKeES acBevels.

KotdAoyog avemBountov eVEPYELDV GE LOPOT) TIVOKOL

O TopoKAT® KATAA0YOG TV OVETIBOUNTOV evepYEldV Paciletarl oty eumelpio amd KAVIKES SOKIUES Kot
oTNV eUmEPia. LETA TNV KUKAOQOPio KOl TapoLGLAleTal ove KaTnyopict opyovikod GUGTIIOTOG Kot
ovyvotntag otov Iivaka 6 mov akoAovbel: ToAD cuyvéc (= 1/10), cuyvéc (= 1/100 émg < 1/10), oy
ovyvég (= 1/1.000 émg < 1/100), omdvieg (= 1/10.000 émwg < 1/1.000) kot un yvwotig cuyvotrog (dev
propotv va ektiunBovv pe faomn ta dabésya dedopéva). Evidg kdbe katnyopiag cuyxvotntog
EUPAVIONG, 01 avemBOUNTEG EVEPYELEG TapaTifevTan Katd @Bivovoa celpd coPfapotntac. Exet
ooumepnedei N vyNAdTEPT GLYVOTNTA TOL TapoaTNPNONKE PETOED TV dapdprv evdeitemv. Evag
aotepiokog (*) eppavileral otn otAn KOX (Katnyopia Opyovikod Zuotipotog) ebv mepaitépm
TANPOoPopiec Ppickovial g Kdmola Al onpeio Tov Tapaypdewy 4.3, 4.4 ko 4.8.

Hivakag 6: AvemO@opnteg Evépyeteg

Katnyopia opyovikoo XoyvoTnTa AvemOopntn Evépyeo

GLOTILOTOG

AoudEetg kot [ToAV cuyvég AOIUDEELS AVOTVEVGTIKOD GLUGTILLOTOG
TopUCITOoEC™ (cvumepiapfavetol AoipmEN KOTOTEPOL Kot

OVOTEPOL OVOTVEVGTIKOU GUGTILLOTOG,
TVELUOVIO, TOPAPPIVOKOATITION, QupVYYITIdA,
PLVOQOPLYYITION KoL TVELLOVIK 07T 10 TOL
EpTNTO)

PuyveEg PVoTNHOTIKEG AotudEels (ouumepthapupdvetan
oY, KovTivtioaon Kot ypinn),

evTEPIKEC AOUMEELC (GuUTEPIAAUPBEVETOL LOYEVNC
yooTpEVTEPITION),

AOLUMEELG TOL SEPLOTOC KL T®V LOAOKDV

popiov (cupmeprappdvetot Tapovoyio,
KUTTOPITION, LOAVGHOTIKO KTP10, VEKPMTIKY|
meprrovitidn Kot Epnnrag (ootnpog), AOUMEELS
TOV OTOV,

GTOUATIKEG AOUMEELS (GuUTEPIAOUPAVETOL
EPTNTAG ATAOC, GTOUOTIKOG EPTINTOS KOl 00OVTIKES
AOLLMEELS),

AOLUMEELG OVATOPOY®YIKOD CUGTHHOTOG
(cvumepAapPAaveTol OO0I0KOATIKY LUKNTIOGIKY|
Loiumdn),

AOLLMEELS OVPOTOMTIKOV GULGTILLOTOG
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(cvumeprlapPfavetol TLEAOVEPPITION),
LUK TIOGKEG AOUDEELS,
AODEELS TV apBpdcEDY

Oyt cuyvég

INevporoyikég Aoméet (cupmeprhappavetat
LOYEVIG UNVLyYiTIOw),

evKaPlakéG AoUMEELS Katl pLUATIOON
(cvumepAapPAvETOL KOKKIOOEIOOUDKMGT,
loTonAdoumon Kot Aoipwén amd mycobacterium
avium complex),

Baktnplokég AoUmEELS, AODEEIS TV 0QOUAUDY,
exkoAtopatitidot

INeomhdopota Koionon,
koo 01 Ko pun
kaBoploueva
(TeptiapPivovtal KOGTEL
kol ToAOTodEC)*

>uyveEC

Koapkivog Tov 06ppaTog EKTOC LEAUVMUOTOC
(cvumepriapPaveral focKoOKVTTAPIKO
KOPKIVO U Kol TAUKMDOEG KOPKIVO L),
KkaAonBec vedmiaoua

Oy cuyveg

AEPOOHA*,

VEOTAOG L0 GUUTTALYDV OpYEveV
(cvumepiapPaverol Kopkivog pacTov,
VEOTAOGLOL TVEDLOVOG KOl VEOTTAG LLOL
Bupeoeldoic),

ueAavopo**

>TOvVIEG

Asvyonpio?

Mn yvoGTIG
cLYVOTNTOG

HroatoomAnvikd Aépgoua ek T-kuttdpov?
Kkapkivoua ek kuttapmv Merkel (vevpogvdokpiviko
kapkivopo Séppatoc) P, Tapkmpoe Kaposi

Alatapoyéc Tov
OLLLLOTTOU TIKOV KOl TOV
AELPIKOD GLOTHLOTOC™

[ToAV cuyvég

Agvkomevia (CuUTEPILOUPAVETOL OVOETEPOTEVINL
KOl 0KOKKIOKVTTOPOUIR),

ovorpio

ZoyvEC

Agvkokuttapmon, Opopporevia

Oyt cuyvég

1d10mafng OpopPomevikn Topevpa

ZTAvIEG

[Tavkvttaponevia
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Alatopoyés  Tov Zuyvég Yrepevaotneio,
0LVOGOTOINTIKOD oAhepyiec (cupmeprhapaveTot emoyikn
GLGTALOTOCH oaAlepyio)
Oyt cvyvég Toproeidwon?,
oryyeution
Ervieg Avaguro&io
[ToAV cuyvég Auidw ovEnpéva
AtotapayEc Tov ZuyvEg YmoxoAonpio, ovptko
LeTAPOAMG OV Kot TG 0D avENpEVO,
Opéymg VATPLO CLOTOG U PLGLOAOYIKO,
vracPeotionpio, vrepyAvkoia,
VTOPOCPOpaLuia,
apLOd TN
Poylatpicég dtatapayEg Zuyvég Metafoin diabeong (cuumepihapfaveran
KatdOAyM),
Gy,
abmvio
Atotopayéc tov vevpikod  [[ToAd cuyvég KepaAiaiyio
GLGTIOTOC™
Zuyvég [oparcOnoieg (coumepirapPaveral viocnecia),
muKpavioL,
cuUTiEsT VELPIKNG pilag
Oyt suyvéc Ayyeloxo yKeQOAKO emelcOd10Y,
TpOpOG,
vevpomdOeio
Sraviee KA puvon Koth TAGKOG,
OTTOLVEAVOTIKEG O1oTaparyEC (TT.). OTTTIKT VEVPITIOW,
cOvdpopo Guillain- Barré)
OpBolikég Sratapayéc XuyveEC Omntikn Stotapoyn, enmepukitda, frepapitido,
01010 Tov 0PBoApo
Oy cuyvéc Authonio
Atotopay£G ToL OTOG Kot ZuyvEg Thayyog
tov AafupivBov Oyt ouyvés Kaowon,
eppoig
Kopotakég drotopoyéc* Zuyvé Tayviopdio
Oyt cuyvég Eugpaypo tov pooxopdiov?, appobuio,
GLLLPOPTTIKN KAPSIOKN OVETAPKELLL
Zravieg Kopdiokn avakomn
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Ayyelokég OroTapayEg Zoyvec Yréptaomn, £y, LATmLO
Oy cuyvég Avebpuopo. 00pTNG, amdeposn aptnpiog,
OpopPfopirefitida
AtoTopayéc Tov Zuyvég AcOua, dvomvola, fryxog
OLVOTTVELGTLKOV
GLOTNHATOG, TOL Bdpaka (Ot cuyvég [Tvevpovikh epforn?, Sidueon
kat Tov pecofmpdKiov™ mvevpovonddeo,
(POVIOL ATTOPPOKTIKT) TVELHOVOTTAOELD,
mVELLLOVITION,
vrel®KoTIKY cuALoy)Y
Zmavieg [Tvevpovikn tvoon?
AtoTapayéc Tov [ToA0 cuyvecs Kotuakd dhyog, voutio Kot EUETOG
YOG TPEVTEPIKOV
ZuyvEg Aloppayio YooTpeVTEPIKOV, duoTeyia,
YOG TPOOICOPAYIKT TOAVOPOUN O,
cLUVOPOWO ENPOTNTOG
Oy cuyvéc [aykpearitido, dvopayia,
0101 L0l TPOG OOV
EAVIEC AtdTpnon tov evtépov?
AloTopoy£G TOL NITOTOG [ToAV cuyvég AvEnuéva nrotucd Eviopa
Kol TV YOANeOpov*
Oy cuyvég XoAokvotitido Kot yorobiaon,
MTOTIKN oTEdTOON,
norepuBpivn avénuévn
Erdvieg Hrotitido
enavevepyonoinon nratitidag BY
avtodvoon nratitido?
Mn YVOOTEC Hratiky ovendpreia?
Atotapayéc tov dépuatog  [[ToAd cuyvég E&avOnua (copmepthapuBaveTol 0mo@ordmTIKO
K0l TOV VTOAOPLOV 1GTOV eCavonua)
Zuyvég Emdeivoon 1 mpdoeatn Evapén e yopioong

(cvumepriapfaveror @AvKTUVGOONG Ympioon
maAAOV Kol TEAUATMV)Y,

Kkvidmon,

UOA®TEG (cvUTEPIAAUPAVETOL TOPPVPLL),
oeppotitidan (cvumepthapupdvetor klepa), pnén
OVLYL,

VIEPIdpmOT),

oAomekio?,

KVNOUOC

Oyt cuyvég

INvKTEPIVOL 1OPDTES, OLAN
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Zravieg [Tolvpopeo epvdnual), cuvspopo Stevens-
Johnson?, ayysrooidnua?,
deppatiky ayyeindal Aeymvoedng
avtidpaon Séppatoc?
IMn yvootég Emdeivimon tov countopdtov depuatopwositdoc?
AtoTapayE Tov [ToAV cuyvég MvooKeLETIKOG TTOVOG
LLDOGKEAETIKOV
cLoTN HOTOG KO TOL Zuyvéc Mvikoi oracpoi (copmepthapuBaveton
GUVOETIKOD 1GTOD KPEATIVOPMGPMOKIVACT QioToC ovENUévN)
Oy cuyveg Pafdopvorvon,
GLGTNUATIKOG EpLOMUATAOdNG AVKOG
Erdvieg ZHvEpopo mpocopotdlov pe Avko?
Alotapoyéc TV VEQPAOV ZoyvEc Neppikr duoiertovpyia, arpoTovpio
K0 TOV 0OVPOPOPOV 03DV
Oy cuyveg INvktovpia
AtoTapayE Tov Oy cuyveg 2TUTIKN duoAettovpyia
OLVOTTOLP OLY WYY KOV
GLGTHLOTOG KOl TOV
LaGTOV
["evikég dratapoyés Kot [ToAV cuyvég Avtiopaon tng Béong éveong (cupmepthopfaverol
KOTOOTAGELG TNG 000V epLON Lo TG BEomg Eveonc)
xopnymong* . — .
>oyveEs Owpaxikd dAyog, oidnua,
mope&io?
Oy cuyvéc DAreypovn
[oporhvikéc eEetdoeis™ >uyvég Alotapoy€c TG TNKTIKOTNTOG KO OILLOPPAYIKES
(cvumepriapfavetal ypOdvog EVEPYOTOUNUEVNC
ueptkng Opoppomriactivng TapateTopnévog),
DeTIKOG ELEYYOG AVTOOVTICOUATOV
(cvumepriapfaverol avticopo Evavtt Tng SmAng
ko tov DNA),
'YOAOKTIKT 0.pUOPOYyOVAoN aiplaTog ovénpeévn
Mn YOGS AvEnon Papovc?
cuyvoTNTOC
Kokdoeig, SnAnnpidoelg  [Zuyvég AVETOPKNG ETOVA®ON

KOl EMTAOKES
DepoamenTiKOV YEPIoUDY

* tepantépm TANPOPopisc Ppiokovtol o€ kdmola dAlo onueia Tov Tapaypdewy 4.3, 4.4 ko 4.8.

** goumephapdvovior LEAETEG EMEKTOONG LLE OVOLKTY] XOPNYNON.

Y soumeplapPavopivey Totyeimv omd cwdOpUNTES AVIPOPES.

2 H péon petaPorr| Bapovg amd T apyiky T He THY adodpovpdumn kopovotoy omd 0,3 kg og 1,0
kg yia t1g evdei&eig evniikov o€ ovykpion pe (peiov) -0,4 kg émg 0,4 Kg e 1o gikovikd @appoko Kotd
dudpketa Bepamneiog 4-6 unvaov. Avénon Bapoug g tééng twv 5-6 kg TapatnpnOnke eniong Kot og




LOKPOYPOVIEG LEAETEC ETEKTAONG, e LéoT Oldpketa EkBeong mepimov 1-2 €TV ywpic opdoa eAéyyov,
Wimg og aobeveic pe voco tov Crohn Kat eAk®mOT KoAiTda. O unyavicpog avtng g enidpaong dev etvat
cOQNG, EVOEYETAL OUMG VO OYETICETOL PLe TNV AVTIAEYLOVAOOT SPACT| TNG AOUALOVULAUTNG.

Payoeditioa

To mpoeik ac@arelng Yo Tovg acbeveic pe payoelditida mov EraPav Bepaneio pe adalimumab kdéOe
devtepn efdoNAdA NTAV GOUPMVO LE TO YVOOTO TPoPid acedielog Tov adalimumab.

[Ieprypan emheyusvay oveTOOUNTOV EVEPYELDY

Avudpaoeis g Oéong éveong

Y11 mAOTIKEG EAEYYOUEVES DOKIUEG 6 EVIAIKEG Ko Toudid, to 12,9% twv acBevav mov éhafav adalimumab
mapovciocay avidpdoelg g BEong Eveong (epunua kot /M Kvnouds, apoppayia, TOVOG 1 0idonua),
oLYKPLTIKA pe 10 7,2% TtV acBevadv mov Ehafay EIKOVIKO PApUako 1 Papuako pdptupa. Ot avidpdoelg
g B€omg £veong YeEVIKA OEV 00NYNGOV GTI OLOKOTT TOV POPUAKEVTIKOD TPOTOVTOG.

Aoyaéeig

YTIC TAOTIKEC EAEYYOUEVEC BOKIUEG O EVIAIKEG Kol TTodLdl, TO T0G00TO Aoipméne nrov 1,51 ava £tog
acbevn otovg acbeveig mov Edafav adalimumab kot 1,46 avad £tog acbevr| og acbeveig mov Ehafov
EIKOVIKO QApUaKOo Kol @apuaxo paptopa. Ot Aotudéelg mepteddaufovay Koping pvopapuyyitida,
AOWUGDEELG TOL AVAOTEPOL OVATVEVGTIKOD KOl TOPOPPIVOKOATITION. Ot Tepiocdtepol acheveic cuvéyicay ™
Bepancia pe adalimumab agov vroydpnoe N Aoipuwén.

H ocvyvomta epedviong coPapav Aowwméemv nrov 0,04 avd £toc acbevn oe acbeveic mov Elafov
adalimumab ka1 0,03 avé étog acBevn o acbeveic Tov Elafav IKOVIKO PAPLOKO KOL PAPLAKO LAPTUPO.

Y& eheyXOUEVEG KO OVOLYTEG MEAETEG GE eViAIKEG Ko mondid pe adalimumab, éyovv avagepbei coPapéc
rowdéetg (ovumeptiappavopévoy Kot Bavatneopov Aoudemv, ol 0Toleg ELEOVICTNKAV GTAVLN), Ol
omoieg TePLOUPAVOLY avapPOopES PLUOTIOONS (TEPIAaUPAvETAL KoL KEYYPOEIONG KOl EEMTVEVUOVIKT) Ko
dMONTIKEG svKOIPLOKES AOUDEELS (). S1dyvTn N eE@AVELOVIKT 16TOTAGCU®OOT), PAocTOpLKNTIOGT,
KOKKIO10E100 VKN TIOGT), TVEVILOVOKDGTH, KAVTIVTIOOT], AOTEPYIAAMON KOl MOTEPIMOT). LTIG TEPICTOTEPES
TEPIMTAOCELG 1] PLUATIOOT EUEAVIGTNKE PEGH GTOVG TPAOTOVS OKTA UNVES PETA TNV £vapén g Bepameiog
Kot givar Thavo va cuvdéetal Pe VTOTPOT AavOGVOLGOC VOGOU.

Karonbeieg kot Asupotmepmhaotines 010Topoyés

Katd t didpkeia peretmv tov adalimumab oe acbeveic pe veavikn 1dtomadn apbpitida (molvapbpikn
veavikn| Wtoradn apbpitida kot apbpitida oyetilopevn pe evhecitida) dev mapotnprOnke Kopio
kakonfewo og 249 nadratpikovg acOeveig pe EkBeon 655,6 £ acBevov. Emumiéov, dev mapatnpnnkav
kakonOeteg o 192 madatpucong acheveic pe ékBeond98,1 £t acbevdv KoTd T SIGPKELN LEAETOV UE TO
adalimumab og Toudratpikovg aobeveic ue voéoo tov Crohn. Katd t didpkeia pog perétng tov
adalimumab oe madiatpikovg acbeveig pe ypovia yopioon Katd mAdkag dgv TapotnpHONKe Kopio
kakonfeto og 77 moudroTpikovg acbeveig pe Exbeomn 80,0 £ acevav. Katd ) didpketo piog Leréng
tov adalimumab cg madroTpixovg acbeveic pe payostditido dev mapotnpnOnkay Kakoneieg oe 60
noudlatpikovg acbeveic pe €ékBeon 58,4 £t acbevav.

Katd tn didpkeia tov eleyyduevov tunudtov mhotikdv ueketdv tov adalimumab oe evilikeg og
Myotepo amd 12 efdouddeg diapkela o€ acbeveic pe pétpia o cofapn evepyd pevpatoetdn apbpitida,
OYKOAOTOMTIKT] GTIOVOLAITION, AEOVIKT GTTOVOLANPOPITION YMPIC OKTIVOAOYIKA EVPTLOTA
QYKVAOTOMTIKNC GTOVOVAITIONG, WYOPLaoIKn apbpitida, yopiaon, SomunTiky W0p®mTAdEVITION, VOGO TOL
Crohn, gAk®dn koAitida kKot payoetditida, mapatnpionKay Kokon0eleg, EKTOG TOV AEUPOUATOC KO TOV
UM LEAOVOUOTIKOD KAPKIVOD TOV 6EPHATOG, e cuyvotta (95% didotnua eumiotocivg) 6,8 (4,4, 10,5)
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ava

1.000 aoBeveic-étn peta&d 5.291 acbevav mov EdaPav adalimumab évave 6,3 (3,4, 11,8) ava 1.000
acBeveic- étn peta&d 3.444 acBevov poptopov (n péon dbpkela g Bepaneiog rav 4,0 pveg yia to
adalimumab «ou 3,8 ufveg yio toug acbeveic paptopeg). H suyvotnta (95% Sidotnpo epmoetochvig) Tmv
U HEAOVOUOTIKOV KopKivav Tov déppatog ntav 8,8 (6,0, 13,0) ava 1.000 acbeveic-£tn peta&d tov
acbevdv mov Aapfdvovy adalimumab kot 3,2 (1,3, 7,6) ava 1.000 acbeveic-£tn peta&d tov acbevov
LOpTOp®V. ATTO anTOHG TOVG KOPKIVOLS TOL OEPLOTOC, £XEL TapaTPN el KapKivduo amd TAAKMOES
embnAo pe ouyvotnra (95% ddotnua epmoetosvvng) 2,7 (1,4, 5,4) ava 1.000 acbeveic-étn petadd tov
acBevav mov AapPavoy

adalimumab xa1 0,6 (0,1, 4,5) ava 1.000 acOeveic-étn peta&d tov acbevav poptopov. H cuyvomra (95%
ddotnpo gumictooviving) tov Aeppopdtov ntav 0,7 (0,2, 2,7) ava 1.000 acbeveic-£tn peta&d tov
acBevav mov Aappdvovy adalimumab kot 0,6 (0,1, 4,5) avd 1.000 acBeveic-étn peta&d tov acbevov
HOpTOP®V.

Otav cuvdLaGTOVVY T ELEYYOUEVO PEPT] OVTMOV TOV LEAETMV Kol 01 gV eEEMEEL KOl OLOKANPOUEVES
avoyté peréteg eméktaong pe pio péon dbpketa epimov 3,3 ypdvia cvumepiapfavopévoy 6.427
acfevav kot Tave amd 26.439 acbeveic-tn Oepamneiag, n mopatnpneica cuyvotnta kakonbelidvy, EKTOC
TOV AEUPOUOTOG KOL TOV 1] LEACVOUATIKOD KOPKIVOL Tov déppatog eivar tepimov 8,5 avd 1.000
acBeveic-étn. H mapatnpnbeica cuxvotnta tev pun LEAAVOUOTIKOV KOpKIvev Tov dEPLATOC Eival Tepimov
9,6 ava 1.000 acBeveic-¢tn ka1 n mopatnpneica cvyvotnta Tov Aeppdpatog sival tepinov 1,3 ava 1.000
acBeveic-€tn.

Amd Vv petd v kukAopopia amd tov lavovdpio tov 2003 péypt to AskéuPpro 2010, kuping o acbeveig pe
pevpaTogldn apbpitida, n kataypoeeico ovOOpUNTH GLYVOTNTO TV Kakondewdy eival mepimov 2,7 avd

1.000 acbeveic-étn Oepancioc. H xotaypapeica avbopuntn cuyvotnta yio TOVG U LEACVMUATIKODS
KapKivovg Tov dépuatog kot ta Aspeopata eivor tepimov 0,2 ko 0,3 avéd 1000 acBeveic-étn Bepamneiog,
avtiotoiywc (PAéne mapdypago 4.4).

Ynaviec Tepmtdoels nratocmAnvikod T-cell Aeppodpatog petd v kukhogopia govv tapatnpnbel og
acbeveig otovg onoiovg yopnynOnke adalimumab (BAéne Tapdypago 4.4).

Avtoovtiocouazo,

Agiypato 0pod Tov achevav eA&yyOnkay 1o avToaVTICOUATO 6 TOAATAEG YPOVIKEG OTUYUEG OTIC
peAéteg pevpartogdots apbpitidag I-V. Xe avtég Tig peréteg, to 11,9% twv acbevov mov Elafav
adalimumab kot o 8,1% tov acBevdv mov EAafav eikovikd eapuako Kabdg Kot apuako uaptopa e
APVNTIKOVG TITAOVE OVTITLPTVIKAV OVTICOUAT®V TPV amd v Evapén e Oepanciog mtapovoiacay
Betucong tithovg kotd v ERdopdda 24. Avo and tovg 3441 acbeveic mov ElaPav adalimumab og dleg
TIG MEAETEG PELUATOELOOVG Kal YMPLUoIKNG apBpitidag avémtuéay KAVIKE onueio eVOEIKTIKE VEOL
GLVOPOLOL TOHTTOL GLGTNIATIKOD pLONUATOdOVE AvKov. Ot acbeveig Tapovciocay feltimon PeETd ™)
dwakomn g Bepaneiog. Kavévag acbevig dev mapovsicce veppitido Tov AVKOV 1] GUUTTMOUATO OO TO
KEVIPLKO VELPIKO GLGTN LA

2oufopato Tov HTATOS KO TWV YOINPOPWV

Y& eheyyoueveg KAMvikeg dokipéc @aong 3 ue to adalimumab oe acbeveic pe peopatosdn apbpitido kot
yoplacikn apbpitda pe Sidpreia meptddov eréyyov petabd 4 ko 104 gfdouddov, avénoelg g ALT >
3 x ULN zmopatnpnnkov 6to 3,7% tev aclevav mov Ehafov adalimumab kot oto 1,6% tov acbevodv
oV Aoy QAPUAKO HAPTLPO.

e eheyyoueveg kKhMvikég dokipéc Paong 3 pe To adalimumab ce aobeveic ue ToAvapOpikn veavikn
Womadn apbpitida, nhikiog 4 £wg 17 etodv kan acbeveic pe apBpitida oxetilopevn pe evlesitida, niikiog
6 ¢wg 17 etdv, avénoeig g ALT > 3 x ULN napatnpribnkav oto 6,1% twv aclevaov mov érafav
adalimumab kot oto 1,3% tev acbevav mov éhafav edpuako uaptopa. Ot Teplocdtepec GVENGELS THG
ALT mopatmpnnkov pe v tootodypovn xpnon pebotpeédng. Aev mapatnpndnkav avénoeig g ALT >
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3 x ULN og khvikég pedétec @aong 3 pe to adalimumab oe acbeveic pe moAvapbpixn veavikn 1610modn
apBpitida, nikiag 2 £mg <4 gtdv.

Ye gleyyopeves kKMvikeg perétec @aong 3 pe to adalimumab o acBeveis pe vooo tov Crohn kot eAkdIN
KOAITIOO e ddpkeln TEPLOdOL eA&yyov uetald 4 ko 52 gfdopddmv, avénoelg g ALT > 3 x ULN
napatnpnOnkay oto 0,9% 1ev acbevav mov Elafov adalimumab kot oo 0,9% tev acBevdv Tov Ehapav

(APUOKO LAPTLPAL.

Yy kKAwvikn pedétn @daong 3 tov adalimumab ce acbeveic pe madioTpikn voco tov Crohn, 1 onoia
aE10AGYNOE TNV ATOTEAEGUATIKOTITO KOl TNV AGPAAELN JVO OGOAOYIKMV GYNUATOV GLVTIPNONS
TPOCUPUOGUEVOV GTO GOUATIKO Bipog Tov akolobOncav Bepaneia enaymync £wg 52 efdoudadeg
TPOCOAPUOGUEVT 6TO COUNTIKO Bapog, ot avénoec g ALT > 3 x ULN gugpaviotkav oto 2,6% (5/192)
TV a60evav, 4 ek v onoiwv Adpfavay towtdypovn Bepaneio e AVOGOKOTAGTAATIKA KOTA TNV Evapsn.

Y eheyyoueveg kKAvikég uehéteg ®aong 3 ue to adalimumab e acbeveic pe yopiaon kotd TAdKog pe
Sdpkela mepLodov e Eyyov petald 12 ko 24 gfdopddov, avénoelg g ALT > 3 X ULN mapatnpndnkav
oto 1,8% tov acbevdv mov Ehafov adalimumab kot oto 1,8% tev acbevav mov Elafav gicovikd
QAPLOKO.

Agv mapotnpnOnkav avénoeig g ALT > 3 X ULN og khvicég peréteg @aong 3 pe to adalimumab og
OO TPIKOVE 000EVElS e Yoploon kaTd TAGKAG.

Ye gleyyopeveg kKMvikég pedéteg pe to adalimumab (apyég d0oeig 80 mg tnv Efdouada 0,
axolovBovpeveg and 40 mg kabe devtepn efdopdda Eexvavtag and v ERSopdda 1), oe evilikeg
acOeveic pe payoesditida yio £mg 80 efdouddss, pe o didpeon ékbeon 166,5 nuepav kot 105,0 nuepdv
ue adalimumab kot eappoko paptopa, avtictorya, avénoeig tng ALT > 3 X ULN zmopotnpridnkov oto
2,4% 10V acbevav mov Elafav adalimumab kot 6to 2,4% tev acbevadv mov Elafav eapHaKo HapTupa.

e OAeg TIG evOeilelg o KAMvViKEG peléteg ol aoBeveig pe avEnuévn ALT ftav acupntopoticol Kot 6Tig
TEPLOCOTEPES TEPIMTMGELG Ol AVENGELS NTOV TOAPOIIKES KO VTOYDPNCAV KOTA T GUVEYIST TG Oepameiog.
Qo1660, VINPEAY ETIONG AVAPOPES LETA TNV KUKAOQOPIO NTOTIKNAG AVETAPKELNG KaOmG Kot Aydtepo
coPup®V NTATIKMY S10TOPUYDY TOV UTOPEL VoL TponynBohv TNe NTOTIKAG AVETAPKELNS, OTMS NTATITION
ouumEPAAUPAVOLEVIC TNG ouTOAVOCT|G NrTatiTdug o€ acbeveilg mov AduPavav adalimumab.

Tovtdypovn Oepareia pe aladgionpivn/6-LEPKOTTOTOVPIVY

Y& pueléteg pe evilkeg pe vooso tov Crohn, vynAdtepn couyvotnto eUEEvVIoNg avemBuunTmy
evepyeumdv mov oyetifovton e kakon el 1 oPapég AOUMEELG TapatnpONKav LE TO CLVOVAGUO
adalimumab kot alaBeronpivn/6-pepkantorovpivy cuykprrikd pe to adalimumab povo.

Avopopb Thavorloyoduevev ovemfo UnTtwy EVEPYEIDY

H avagpopd mbavoloyoduevmv avemiBdountoy evEPYELOV HETA amd T YopNynon Goelog KUKAOPOPIag TOV
(OPLOKEVTIKOV TPOiOVTOG givarl onpovtikn. Emttpénet ) cvveyn mapakoiovdnon g oyéong opélovg-
KIVOUVOL TOL POPUOKEVTIKOD TPOIOVTOG. ZNTEITUL OO TOVG EMAYYEALOTIES VYEIOG VA AVOPEPOLV
0m01EGONTOTE TOAVOLOYOOUEVEG avETIOOUNTEC EVEPYELEG LEGM TOV E0VIKOD GLGTILATOG AVAPOPAS TTOV
avaypdoeetal oto [apdptnuo V.

49 Ymepoocoroyia
Koatd ™ d1dpketo tov KMVIKGOV HEAETOV OV TapatnpnOnKe ToEIKOTNTO TOV 00N YNOE OE TEPLOPIGUO

™G 06omc. To vymAdtepo eninedo ddong oL £xel a.&loAoyn0el NToV oL TOAAATAEC EVOOPAEPLEC DOGELC
tov 10 mg/kg, 1o onoio gival mepimov 15 popéc LeYaADTEPO GO TH GUVIGTMOUEVT) dOOT).
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5. OPAPMAKOAOTI'IKEX IAIOTHTEX
5.1 ®@appokodvvopIKES 1O10TNTES

DappokobeparenTiky Katnyopio: AVOGOKATAGTAATIKOL TAPEYOVTES, AVAGTOAEIS TOV TAPAYOVTA VEKPWOGCTNG
oykav o (TNF-a), Kodwoc ATC: LOAABO4

To Hukyndra givoi f1o-opog10ég papprokevtikd Tpoiov. Aemtopepeic mAnpogopieg eivol d10bécipueg otov
dikTvako toTo ToL Evpomaikod Opyavicpov Papudkmv: https://www.ema.europa.eu.

Mnyoviopudc dpaonc

To adalimumab npocdévetar 18k otov TNF kot e€ovdetepmdvet ) Broroykn Agrtovpyio tov TNF
mopeumodiloviag tnv aAAnAenidpacn Tov pe tovg P55 kot P75 vodoyeic TNF ot empdveio towv Kottdpwv.

To adalimumab tpomomotei eniong T1¢ Broroyikég avtamokpioels Tov exdyovrat 1 puOuilovrar amd tov TNF,
CUUTEPILOUPAVOUEVOV TOV 0AAXYDV GTO, ETITEDN TOV LOPIOY TPOGKOAANGTG TOV EVOVLVOVTOL YidL TN
petokivnon tov Asvkokvttapwv (ELAM-1, VCAM-1 ka1 ICAM-1 pe éva ICsp tov 0,1-0,2 nM).

DopuoKodVVOUKES ETOPACELS

Metd ) Bepancio pe adalimumab, ntapotnpnOnke po tayeio peimon TV EXMES®V TOV SEIKTOV TNG
o&elag paoemg g ereypovig (C-avtidpmoa tpoteivn (CRP) ko taydtnta kailnone tov
gpvOpokvttdpwv (ESR)) kot tov kutokvadv 1ov 0pod (IL-6), cuykpriikd pe ta enineda mov
napaTnpnOnkay Tpw and v évapén g Beponeiog og acBeveig e pevpotoedn| apbpitida. Ta enineda
0po¥ TOV PETOAO-TPOTEIVAGHY TNG HEGOKLTTAPLOG 0vGiag (MMP-1 kot MMP-3) mov mpokalodv
OVOKOTOOKELT] TOL 16TOL OV €VHVVETOL Y10 TNV KATASTPOPT TOL ¥OVOpOov PeEIdONKay exiong HETA ™
yopnynon tov adalimumab. Ot acOeveic mov Elapav To adalimumab rtapovsiacav cuvinBmg Beitioon
TOV AULOTOAOYIK®V GNUEI®V TNG XPOVIAG PAEYLOVIG.

Eniong, mapatnpndnke pia tayeio peioon tov emmédov g CRP e acbeveig e molvapbpikn veavikn
101omadn apbpitida, voso tov Crohn, eAkmén koAitida kat StomunTiky WpoTadevitido uetd ) Oepamneio,
ue adalimumab. Xe acOeveic pe voco tov Crohn mapammpnibnke peiowon tov aptBuod tov KLTTAPOY IOV
exppalovv delkTeg PAEYLOVIG OTO oD EVTEPO CLUTEPIAAUPOVOUEVIG OTUOVTIKNG LEIMONG TNG
éxppaong tov TNFa. Evéookomuég peréteg tov eviepikold PAevvoyovou £0e1&av oTotyEin ETOVAMGNC
oV PAevvoydvov oe acbeveic mov Elafav Oepancio pe adalimumab.

Kiwikn amotedecuatikotyra kou aopdleia
Evnlixec ue pevuarosion opbpitido,

To adalimumab a&loloynnke o€ navo and 3000 acbeveic oe OLeG TIG KAMVIKEG HEAETEC PEVUATOEIBOVG
apBpitidac. H anotelecpotikdmto kot n acedaieia tov adalimumab a&oloyndnkay oe névie
TUYOLOTOMNUEVES, SITAG TVPAEG Kol KOADG eAeyyOueveG neAétes. Mepikol acBeveig Ehafav to pdppoko
v Tepiodo péxpt 120 pnvec.

H perétn RA T a&oloynoe 271 acBeveic pe pétpra €mg coPapn evepyd pevpatogdn apbpitida, ot onoiot
Nrtav > 18 etov, eiyov amotdyel ot Bepaneia e £V TOVAAYIGTOV TPOTOTOMTIKO TG VOGOV
OVTIPEVUATIKO PAPLAKO KOL ELYOV OVETOPKT ATOTEAEGLOTIKOTNTO e yopnynon pebotpe&dng o€ 00GEIC
tov 12,5 émg 25 mg (10 mg oe nepintwon dvcaveiog otn pebotpedrtn) avd efdoudado Kol 6ToOVG
omoiovg 1 8001 g nebotpesdng mapéueve otabepn| o 10 g 25 mg avd efdopdda. Adceig twov 20, 40
11 80 mg adalimumab 7 eikovikol @apudkov yopnyndnkay avé dedtepn epdoudda eni 24 fdondadec.
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H peAétn RA 1T a&lodoynoe 544 acbeveig pe pétpia o cofopn evepyod pevpatosidn apbpitida, ot omoiot
Nrtav > 18 etdv kot eiyov amotdyel otn Oepaneia e Evo TOLAGYIGTOV TPOTOTOMTIKO TNG VOGO
avTpeLUATIKO appoko. Adcelg tav 20 | 40 mg adalimumab yopnynOnkoav pe vroddpia Eyyvon avd
devTEPN ePSOUAdA LE EIKOVIKO PApLOKO GTIG evildpeoss Efdonadeg 1 kGO efoopdda emi 26 efdopades.
To gwkoviko pappoko yopnyndnke kabe efdopdada yio tnv id1a ypovikn didpketa. Ag yopnynonke kavéva
GALO TPOTOTONTIKO TNG VOGOV OVTIPEVLOTIKO PAPUAKO.

H peAétn RA I a&lordynoe 619 acBeveig pe pétpia £og cofapn evepyd pevpatogldn apbpitida, ol
onoiol NTov > 18 etdv, Kot 01 0ToioL iy U1 OTOTEAECLOTIKY OVTOTOKPLIoN 011 LebBoTpe&dtn og dOGELG
tov 12,5 émg 25 mg 1 o1 onoiot iyav dvcaveéio o 10 mg pebotpebing kdbe efdopdada. Ymnpyov tpetg
opnadec og avtn ™ peAét. H npmtn éhafe evéoelg eucovikod @opuakov avd efoopdado eni 52 efoopddes.
H dg0tepn éhape 20 mg adalimumab ava eBdopdda eni 52 efdopadec. H tpitn opdda élafe 40 mg
adalimumab avé devtepn eBOOUAdA [E EVEGELG EIKOVIKOD PAPUAKOV OTIG EVOLApEsES eBdopades. Metd
TNV OAOKANPOOT TOV TPpOTOV 52 efdopnddmv, 457 acbeveic ouppeteiyov g avorytn LEAETT ETEKTOONG
otV omoia 40 mg adalimumab /MTX yopnyndnkov kébe devtepn efdoudda yia tepiodo uéypt kot 10
POV

H peiémn RA IV a&oloynoe koping v acediela og 636 acbeveic pe pétpia mc coPapr| evepyd
pevpatogdn opbpitida, o1 omoiot NTov >18 etdv. O aobeveig ite dev elyov AdPetl TpomomoOMNTIKG TNG
VOGOV GVTIPELUOTIKO GAPUAKO 1| TAPEUEVAY GTIV TPOUTAPYOVCH AVTIPEVUATIKT BEgpameia TOVG e TNV
npobmdBeon 6t 1 Bepameio avti NTav otabepn yio TovAdyoTov 28 nuépes. Ot Bepameieg avtég
nmepthapupavouv pebotpe€drn, Aepiovvouion, voposuylmpokivn, covipacoralivn kot /M dhata xpvcsov. Ot
acBeveig TuyatomomOnkav e 40 mg adalimumab 1 ewcovikd edpuako ava devtepn efdoudado eni 24
efdopades.

H peiétn RA V a&lohdynoe 799 evihikes aoBeveic atoug omoiovg dev eiye yopnynOel moté pebotpe&d
ue pétpia £og coPapn Tpdun pevpatoetdn apbpitida (Léon ddpkela Bepameiog Ayodtepo amd 9 unveg).
Avtn 1 perétn a&lohdynoe v amoteAespoTikOTNTA TG Oepaneiog cuvdvacov pebotpeEdng pe
adalimumab 40 mg ka0e devtepn efdopdda, tov adalimumab 40 mg kabe devtepn efdopada mg
povobBepameio ko g pebotpe&dtng og povobepameio, 6060V aQopd TN UEI®CT CNUEIDY, CLUTTOUATOV
Kot to Pabud e&EMéEng e apBpikng PAAPNG ot pevpatostdn apbpitida Yo 104 efdoudadec. Metd to
népag Tov tpontev 104 efdopddwnv, 497 acbeveic coppeTelyav o€ Lo avoryTy ACT) ETEKTOCNG OTNV
omnoia yopnyovvtav 40 mg adalimumab kdéOe dedtepn efdopdda yio mepiodo uéypt ko 10 ypovia.

To mpwtevov katainiktiko onpeio otig pedéteg RA 1 1T ko I kon o dgvtepedov kaTaAnkTikd onpeio
ot puerétn RA IV ftav 10 1060016 TV acbevav mov nétuyov avtamokpion katd ACR 20 oty
EBdopdda 24 1 26. To mpmtedov katoAnktikod onueio ot perétn RA V ftov 10 10600610 ToV acleviv
nov gppdvicayv avtamokpion katd ACR 50 oty Edopdda 52. Or Meréteg RA T ko V gtyav éva
EMIPOcOeTo TPMTEVOV KATAANKTIKO onueio kKatd v ERSoudda 52, mv emPpddvven g eEEMEng g
vooov (Bdoel Tov aktivoloyikdv evpnudtov). H pedém RA 111 giye emiong og mpotedov KOToANKTIKO
onueio tig oAhayég otnv modtnta {ons.

ACR avramokpion

To 1060016 TV acbevdv mov EdaPav adalimumab kot epedvicay avtarokpiceig ACR 20, 50 kot 70
Nrav otafepd otig peréteg RA I, 11 xou III. Ta amoteréouato g ddong tov 40 mg ava devtepn
efdopdoa cuvoyiloviar otov Ilivaka 7.

Mivaxag 7: ACR Avtanokpiceilg o Mehéteg Edeyyopeveg pe Exkoviko ®@appoxo (llocostd AcOevav)

Avtamdkpion |[Merétn RA [** Merét RA [19** MerémRA [H1**
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Ewovucd  |Adalimumab?/  |Ewovikd Adalimum  [Ewovicdé  |AdalimumabP/
eappoko/ |MTX'N=63 QapHaKO abPn=113  |pdppaxo/ |MTXCn=207
MTXY n=110 MTXY
n=60 n=200
ACR 20
6 pnveg 13,3% 65,1% 19,1% 46,0% 29,5% 63,3%
12 pmvec NA NA NA NA 24.0% 58.9%
ACR 50
6 prvec 6.7% 52,4% 8,2% 22,1% 9,5% 39,1%
12 wvec | NA NA NA NA 9.5% 41.5%
ACR 70
6 pivec 3,3% 23,8% 1,8% 12,4% 2,5% 20,8%
12 pmvec NA NA NA NA 4,5% 23,2%

* Merémn RAT otig 24 gfdouddeg, perétn RAII otig 26 gfdouddeg kan perétn RA I otig 24 kon 52
efdopddeg

$ 40 mg adalimumab yopnyodpevo avé dedtepn efdopada

" MTX = pebotpe&am

**p < 0,01, adalimumab évavtt stkovikod poppdkov

Y1ic peréteg RA I-1V, 6ha ta pepovopéva otoyyeia tov avtarokpicemv cupueova pe o ACR (aptBuog
EMMOOVVAOV Kol SIOYKOUEVOV apBpdoemv, a&loAdynon g dpactnploTTag TG VOGOL Kol TOV GAYOoLE 0o
ToV Y1otpd Kot Tov aobevy, Tipég deiktn avikavorntoag (HAQ) ko enineda CRP (mg/dl)) Beltidbnkay
oTIg 24 M 26 gfdouddeg Evavtt Tov EKOVIKOD @apudikov. Xt pedétn RA 1L, ot Bedtidcelg antécg
dtotnpnOnkay kad’ 6An ™ ddpkela Twv 52 gfdopadmv.

Yt avoytr| peAém enéxtaong yio  perétn RA L, ow mepiocdtepor acbeveic mov giyav ACR
OVTOTOKPIoT S10THPNoAY TV AVTOTOKPIoT T Tapakoiovdndnkav uéypt kot 10 ypdvia. And 207
acbeveig o1 omoiot TuyatomomOnkav oe adalimumab 40 mg kéOe devtepn efdopada, 114 acheveic
ouvvéyioav t Bepancio pe adalimumab 40 mg kaOe devtepn efdopdda yia 5 xpovia. Meta&d avtmv, 86
acBeveic (75,4%) iyoav avtomokpiceig ACR 20, 72 acbeveic (63,2%) eiyav avramokpicelg ACR 50 kot
41 acbeveic (36%) eiyav avramokpiceig ACR 70. And 207 acbeveic, 81 aobeveic cuvéyioay ™ Bepameio
ue adalimumab 40 mg kaOe devtepn efdopdda yio 10 ypovia. Meta&d avtdv, 64 acbevei (79,0%) siyav
avtamokpioelg ACR 20, 56 acbeveic (69,1%) giyav avramoxpiceig ACR 50 kot 43 acbeveic (53,1%)
elyav avtomokpiceig ACR 70.

¥t perétm RA IV, n ACR 20 avtandkpion tov acbevov mov élafav adalimumab poli pe m ocvuvion
Oepamneio, NTOV CTOTIOTIKA ONUOVTIKE KOADTEPT] CLUYKPLTIKA e TOVG 0.60evelg Tov EAafav elkovikd
eapuaxo pali pe tn cvvndn Bepancio (p < 0,001).

Y1ig peréteg RA T-1V, ot acbeveic mov élafav adalimumab métuyav otatiotikd onuaviikég ACR 20 ko 50
OVTOTOKPICELG GUYKPLTIKA pe TOVG a60evelg mov EAafov elkoviKd PAPHOKO Yo pia TEPiodo oG Emg 000
efdoudowmv petd v Evapén g Bepamneiog.

> pehém RA 'V og acBeveic pe mpaun pevpatosidn apbpitido otovg omoiovg dev gixe yopnyndel moté
uebotpe&drn, 1 Oepameio cuvdvaouov pe adalimumab kot pebotpedn 0dMynoe oe ypnyopotepes Kot
onuavtikd peyorvtepeg ACR avtomokpicelg and ) povobepamneio pe pebotpeédtn oty ERdoudda 52

Kot ot avtamokpioelg dotnpndnkay oty Efdoudda 104 (Bréne ITivoka 8).

Mivaxag 8: ACR Avtamokpicelg oty Merétn RAV (10606716 0.60svdY)
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Avrtamékpion MTX Adalim Adalimumab/ p-value* | p-value p-value?
n=257 umab MTX
n=274 n=268
ACR 20
EBdopdda 52 62,6% 54,4% 72,8% 0,013 < 0,001 0,043
Epdopdda 104 56,0% 49,3% 69,4% 0,002 < 0,001 0,140
ACR 50
Epdopdada 52 45,9% 41,2% 61,6% < 0,001 < 0,001 0,317
EBdopada 104 42,8% 36,9% 59,0% < 0,001 < 0,001 0,162
ACR 70
EBdopdda 52 27,2% 25,9% 45,5% < 0,001 < 0,001 0,656
EBdopdda 104 28,4% 28,1% 46,6% < 0,001 < 0,001 0,864
a. o p-value mpokvmtel amd tn ovykplon ava (evyog g povobepomeiog pe pebotpeEdtn kot tng
Bepameiog cuvovacpov pe adalimumab/uebotpeédn ypnoipomoidvtag to Mann-Whitney U test
B. to p-value mpoxvmtel oo T cVykpion ovd (evyog g povobepameiog pe adalimumab kot g
Bepameiag cvvovacuov pe adalimumab /pebotpe€dn ypnoyonotwvrac to Mann-Whitney U test
y. 10 p-value Tpokvmtel amd ™ cvykpion ava (edyog g povobepameiog pe adalimumab kot g
novoBepaneiog pe pehotpebdtn ypnowonoimvtog to Mann-Whitney U test.

2mnv avouytn pHeAétn emnéktaong yio ) peAétn RA 'V, ta mocootd avtamokpiong katd ACR
dtatnpnOnkav dtov Tapakorovdndnkay yia dtdomuo mg 10 ypdvia. And Tovg 542 acbeveic mov
toyatorombnkav oe 40 mg adalimumab kéOe dedtepn efdopdda, or 170 acbeveic cuvéyioay
Bepancia pe adalimumab 40 mg ke devtepn efdopdda yia 10 ypovia. Meta&d avtmv, 154 acbeveig
(90,6%) iyav avtamokpioelg katd ACR 20, 127 aoBeveic (74,7%) siyav avioamokpicelg katd ACR 50,
kot 102 acBeveic (60,0%) eiyav aviomokpiceig kotd ACR 70.

Ymv EBdopdda 52, 1o 42,9% tov acbevav mov Elapav Oepaneio cuvdvacpon adalimumab pebotpe€dng
nétoyav KAwvikn vgeon (DAS28 (CRP) < 2,6) cuykpitikd pe to 20,6% tov acbevdv mov Edafay
uebotpeEdn oe povobepaneio kat to 23,4% tov acbevodv mov éAaPav adalimumab oe povobepaneia. H
Bepancio cuvdvacpov adalimumab /uebotpe&dtng oy 1060 KAVIKA OG0 Kol GTATIGTIKA AVATEPT OO TN
novoBepameio pe pebotpe&dtn (p < 0,001) ko ™ povobeponeio pe adalimumab (p < 0,001) ywo v
emitenén youUnANg evepyotnNTog vOGoL € acbevels e Tpocpdtog dayvmacbeico pétplo Emg coPapn
pevpatoedn apbpitda. H avtandkpion ya tig dbo povobepaneieg rav mapopoto (p=0,447). Amd tovg
342 aobBeveic mov apyikd ToyooromOnkav og povobepaneio pe adalimumab 7 Bepancio cuvdvAcUOD
adalimumab/pebotpe&dng mov cvupeteiyav otnv avoryty uerétn enéktaong, 171 acbeveic
ovumAnpocav 10 ypévia Bepaneiog pe adalimumab. Meta&d avtmv, 109 droua (63,7%) éxovv avapepbel
va Bpiockovtar o€ Veeomn ota 10 ypdvia.

AKTIVOAOYIKN avTOTOKPLIoN

Y1 pedét RATII, 6mov ot acBeveic mov AauPavoy adalimumab eiyov pevpatoedn appitida péong
dudpkelag mepimov 11 etdv, 1 apbpikn doukn PAGPN a&loloynOnke akTVOAOYIKA Kot 0picTNKE MG M
uetafoin tov tporomotpévov Total Sharp Score (TSS) kot Tov emuépoug dekTtdV TV, TG fadporoyiog
TV daPphoemv kot g Babuoloyiag e otévoong tov uecapbpiov draotriuatog (JSN). Ot acbeveic
ov Adupavay adalimumab /MTX £8e1&av onUOVTIKA WKPOTEPT OKTIVOLOYIKT| EMBEIV®OGT amd TOVG
acBeveig mov Adpupoavay MTX g povobepaneio otovg 6 ko 12 punveg (Préne Tivaka 9).

YV avoryt) puekét eméktaonc ywo tn ueAét RA I, n avacstol g e€EMENG ™G dopkng PAGPNG
drnpnnke yuo 8 ko 10 ypévia oe pio vroopdda acBevav. Xta 8 ypovia, 81 and 207 acbeveig o1 omoiot
apyikd érofav adalimumab kébe dedtepn efdopdda alorloyndnkay axtvoloykd. And avtodc, 48
acOeveic dgv £dei&av kapio EEMEN T doutkng PAAPNS 0mtmg opileTal amd T HETOPOAN Ao TNV aPYIK)
Babuoroyio avagpopdg tov Tpomomomuévov Total Sharp Score (MTSS) g taEemg tov 0,5 1) Arydtepo.
Yta 10 ypévia, 79 and 207 acbeveic o1 omoiot apykd EhaPav adalimumab 40 mg ke devtepn efdopdda
a&lohoynOniay axtvoloywkd. Meta&d avtav, 40 acbeveig dev €det&av Kapio eEEMEN g Sopkng PAAPNG
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onwg opiletar omo T petaPforn amd v apyikn Pabpoioyia avapopdg Tov tpomomomuévon Total Sharp
Score (MTSS) g té&ews tov 0,5 1 Arydtepo.

MMivakag 9: Méoeg Aktivoloyikég Ahhayég Meta Toug 12 Miveg ot Mehétny RA 11

Ewoviko Adalimumab Ewoviko p-value
oappoko/MTX* /MTX 40 mg oappoko/MTX-
KGO devtepn adalimumab /MTX
gpdopdda (95%
ot
gumotoovvne)

Total Sharp Score 2,7 0,1 2,6 (1,4,38) < 0,001
BoBuotoyia 1,6 0,0 1,6 (0,9, 2,2) < 0,001
dwPpacemv

BoOporoyio JSSN° 1,0 0,1 0,9(0,3,14) 0,002

“uebotpe&dn

$95% Sidotnua epmicTocdvg Yo TiC Stopopéc oTig Padporoyieg petaéd pedotpeédmg kar adalimumab
"Baociletat og avalvon KoTd ogpd peyédoug
ST tévawot Tov Mecapdpiov Awectiuatog

¥ pedét RAV, n apBpikr dopkn BAAPN a&toAoynOnke akTivoloyikd, kol opicTnKe oG N LETABOAT TOV
tpomomomuévov Total Sharp Score (BAéne ITivaxo 10).

Mivaxag 10: Méoeg Aktivorhoyikég Adrayég oty Efdopada 52 oty Mehéty RAV

MTX Adalimumab Adalimumab
n=257 n=274 IMTX n=268 p- p- p-
(95% Sotpa | (95% Sbotua | (95% Sidotmua | value® | valueP | value
EUTMIGTOGVVNG) EUTIGTOGVVIG) EUTIGTOGVVIG)
Total Sharp 5,7 (4,2-7,3) 3,0(1,7-4,3) 1,3(0,5-2,1) <0,001 | 0,0020 | <0,001
Score
Babuotoyia 3,7 (2,7-4,7) 1,7 (1,0-2,4) 0,8(0,4-1,2) < 0,001 | 0,0082 | <0,001
SwPpacewv
Babuotoyia 2,0(1,2-2,8) 1,3(0,5-2,1) 0,5 (0-1,0) <0,001 | 0,0037 | 0,151
JSN

* 1o p-value npoxdmtetl amd T cvyKplon ava (edyog g novobepomeiog pe pebotpegdtn kot g Bepameiog
ocvvdvacuov pe adalimumab /pebotpeédtn ypnopomoidvag to Mann-Whitney U test

P 10 p-value mpoxvmrer omd T cOykpion avé (edyog g povodepaneiog pe adalimumab kot g Oepameiog
ocvvdvacuov pe adalimumab /pebotpeédtn ypnopomoidvrag to Mann-Whitney U test

¥ 10 p-value Tpokvmtetl and T cVyKpion ovd (evyog tng povobepaneiog pe adalimumab kot g
novobBepaneiog pe pebotpe&dtn ypnowonoimvtog to Mann-Whitney U test.

Metd amd 52 xai 104 gfdoudodeg Oepameiag, To 1060610 060eVOV Ywpig akTvoAoyik eEEMEN (Slapopd
and v apyn tng Oepaneiog Tov Tpomomompuévov Total Sharp Score < 0,5) Ntav onuavtikd vymAidtepn
ot Oepancio cuvdvacpov adalimumab /pebotpe&dang (63,8% kot 61,2% ovTioToiymG) GLYKPLITIKA 1UE
) pebotpegdn g povobepameio (37,4% ko 33,5% aviiotoiyme, p < 0,001) kat pe to adalimumab wg
povobepameia (50,7%, p < 0,002 kot 44,5%, p < 0,001 avtictoiymg).

Yty avouyti perétn eméktaong yo. tn peAétn RA V, n uéon petaforr] tov tpororomuévou Total Sharp
Score amo v apykn tun £o¢ to 10°'Etog nrav 10,8, 9,2 kou 3,9 o€ acbeveic mov apyikd
TuyatomoOnkav oe povobepomeia pe pebotpe&drn, povodepancio pe adalimumab kot Oepamneio
ovvdvaoupov adalimumab /uebotpe&itng, avtiotoyo. Ta avtictoryo 1060610 TV AcHEVOY Ywpig
axtivohoyikn e&gén rav 31,3%, 23,7% ko 36,7%, avtictoryo.
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ITownto {onc kol AsttovpykdTnTa

H mo6tnto {ong oxeTiKd pe TNV KoTaoTaon TG LYEING KOl Tr AEITOVPYIKOTNTO TOL 0oOEVT
a&lohoynnke ypnoponowdvag to Padud avikovomrog tov Epotnpatoroyiov A&oldynong g Yyelog
(HAQ) o711 1€60¢€p1G MAOTIKEG ETAPKAOG Kol KOADG EAEYYOUEVEG MEAETES, Kot NTAV £V TPOKOOOPIGUEVO
TPOTEHLOV KATOANKTIKO onueio oty ERdopdda 52 g pelétng RA II1. Oieg o1 d66€1¢ /oynaTa TOV
adalimumab otig téooepic perétec £6e1&av oTATIOTIKA GNUOVTIKG peyoADTEPT BedTion 6To deiktn
avikavotntog tov HAQ amd v apynf g Bepameiog péypt 1o Miva 6 GUYKPITIKA pLE TO EIKOVIKO
(ApLOKO Kot TO 1010 amotérespa TopatnpnOnke otn pedét RA I xotd v EBdoudda 52. Ta
amoteAéopara omo to Short Form Health Survey (SF 36) yio 6Aec T1g 60ce1c /oynquata tov adalimumab
OTIG TEGOEPLS LEAETES VTTOGTNPILOVV TOL EVPUATO AVTA, [LE GTOTICTIKG ONUOVTIKES TEPIANTTIKES
Babuoroyiec copatikav tapapétpov (PCS), 6nmc kot pue otatiotikd onuavtikég faduoloyieg v
TOPOUETPMOV TOV TOVOL Kol TNG LOTIKOTNTOS Yol T 060m Tv 40 mg avd dedtepn efdoudda. Mia
OTOTIOTIKA OTHLOVTIKT EAATTOON TNG KOTWOOMNG, OTMG LETPATAL OO TN AELTOVPYIKN EKTIUNGT TG
Babporoyiag g Oepameiog xpdviag vooov (FACIT) mapatnpndnke kot 6T1g Tl HeEAETEG OTTOV
a&loloyndnke n mapapetpoc ovt (neréteg RA I, 111, 1V).

¥ perém RA I, o mepiocdtepot acbeveig mov méTvyay Pedtioon T AEITOLPYIKOTNTOG KOl GUVEXIGOV
™ Bepomeio dwtnpnooy ™ Bertioon éwg kot v ERSopdda 520 (120 pnveg) avowktig Oeponeioc. H
BeAtioon g mowotntag Long petpnnke v ERdopdada 156 (36 univeg) kat n fedtioon dotnpnonke ot
SLAPKELD QTG TNG TEPLOSOV.

¥ pekém RA 'V, amodeiydnke peyadvtepn Peltioon oto deiktn avikavotntog tov HAQ kot ta
AMOTELEGUATA TNG COUATIKNG TTopapéTpov Tov SF 36 £det&av peyaivtepn Pertioon (p < 0,001) yio
Bepancia cuvdvacpov adalimumab /uebotpe&atng o oyxéon pe t pebotpe&arn oe povobepansio 6TV
EBdopdda 52, n onoia dratnpndnke uéypt v ERdopada 104. Metald tov 250 acbevav mov
OAOKANPOGOY TNV AVOLYTH LEAETN EMEKTOONG, Ol BEATIOGEIC TN AEITOVPYIKOTNTA SLoTn P OOV KATA TN
dwpketa tov 10 ypdvev Bepaneiag.

Ywpioon kKoo TAGKAS OTOVS EVIAIKES

H acedieia ko ) amotedeopatikodtnta tov adalimumab pueketOnke o evijlikeg aobeveic e ypovia
yopiaon katd midkag (> 10% BSA kat (PASI) > 12 1 > 10) ot omoiot HTav VITOYNPLOL Y10 GUGTNUOTIKT
Oepaneia 1 potobepaneio o ToyoomomMpéveg SMAA-TLPALG perétes. To 73% twv acBevdv mov cuppeteliye
oe Meléteg Yopiaong I kot 11 eiye AdPet mponyovuévmg cuomuatikn Oepareia 1 owtobepancio. H
ac@aiela kot 1 amotelespatikotnTe, Tov adalimumab peletinkav eniong oe evilikeg aobeveic pe pétpla
¢m¢ cofapn xpovia yopilaon Kot TAAKS LE TAVTHYPOVH YmPIaoT) TUAAUOV/TEAUAT®V 01 0Toi0L HTaV
VIOYNPLOL Y10 GLOTNUATIKY Bgpameia oe pio Tuyalomomuévn, Smhd- ToeAN perétn (Merétn Yopiaong ).

H Merét Yopioong I (REVEAL) a&loddynoe 1.212 aoBeveig o€ tpeig mepiodovg Bepaneiog. Xtnv
nepiodo A, ot aobeveic Ehafav ewovikd edpuako 1 adalimumab oe pa apyikn d6om 80 mg,
axolovBoduevn and 40 mg kabe devtepn efdoudda, apyilovog pio efdopado petd tnv apyikn d6cm.
Metd and 16 efdoudodeg Oepamneiag, ot acbeveig o1 omoiot eiyav TovAdyiotov avtamokpion PASI 75
(Bektimom PASI score tovAhdyiotov Kotd 75% oe oyéon ue ta apyikd emineda) copmeptineonikay otnv
nepiodo B kot édafav avoct Bepameia pe adalimumab 40 mg kdbe dgdtepn efdopdda. O aobeveic mov
dwtnpnoav avtaroxpiorn > PASI 75 v EBoopdda 33 ko giyav apyucd toyoromombei og evepyd
Oepamneio TNV mepiodo A, emavarvyotomomOnkay tnv [epiodo I', dote va Adfovv gite 40 mg
adalimumab ke devtepn efdopdada 1 eikovikod eappoko yio 19 emmiéov efdopddes. Zvvolkd o OAeg
Tig opadeg Bepaneiag, o pécog dgiktng PASI ota apywd enineda tav 18,9 kot ta apyikd enimeda tov
deiktn Physician’s Global Assessment (PGA) kopdavinkav oo “pétpra’” (53% tov acbevov mov
ovpueteiyav) £o¢ “cofoapn” (41%) émg “nold coPapn” (6%).

H Melét 1T e yopioong (CHAMPION) cuvékpive T anoTELEGUOTIKOTNTO KOL TV AGQOAAELN TOV

adalimumab évavtt g uebotpe&dtng kat Tov gikovikod gapudkov o 271 acbeveic. Ot acbeveic Elafov
EIKOVIKO Qdpuaxo, pebotpeEdtn og apykr d6or 7,5 Mg katl akoAovBwg 1 d6oM avENdnKe uEyptL TV
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EBdouada 12 ot péyiotn d6on tov 25 mg 1 adalimumab ce apyiky 66om 80 mg axoiovBodpevn amd 40
mg kabe devtepn Rdouada (Eexvavtag pio efoopdda Petd Tnv apyikr doon) yo 16 efdopddes. Aev
vrapyovv dobécipa ototyeia Ta omoia cuykpivovy to adalimumab kot tn pebotpe&dn yo Tavo omd 16
efdoudoeg Bepamneiag. tovg acbeveig mov AauPavay pebotpelatn ko Tétvyav avtamokpion >PASI 50
v EPdopdda 8 kot /M v 12 dev éywvav emmpdohetes avéNoeig d6omg. Xe OAeg Tig OepanevTikég OpAdES,
T P apyka emineda avtamokpiong PASI tav 19,7 kan ta apyicd eminedo PGA kopaivovton amd
“Ara” (< 1%) éog “pétpra” (48%) éog “coPapn” (46%) £wg “mord coPapn” (6%).

Ot acbeveig mov cvppeteiyav o OAeg Tig peAéteg yopiaong Oaong 2 kot Daong 3 kpidnkov KatdAAniot
Yo eloaymyn o€ pio avoryth peAéTn enéktacng, omov to adalimumab yopnynnke yia tovAdyiotov 108
emmAéov gfdouddec.

Y1ic Meléreg Yopiaong I ko I, éva mpmtedov katoAnKTikd onpeio NTov 10 T0606To TV AcHevdv ot
onoiotl TETvyav aviamokpion PASI 75 and ta apyikd enineda péyxpt v ERSopdada 16 (fAéne [Mivaxeg 11
Kot 12).

IMivaxog 11: Meréty Yopiaong | (REVEAL) - Anoteheopatikétnta otic 16 EBdopadeg

Ewkoviko Adalimumab 40 mg
POaPRUKO KGO0 dg0TEP Efoopdoa
N=398 N=814
n (%) n (%)
>PASI 75* 26 (6,5) 578 (70,9)P
PASI 100 3(0,8) 163 (20,0)
PGA: Kafapo /ehdyeTo 17 (4,3) 506 (62,2)
* To m0c0616 acbevmv ot omoiotl Tétvyav avtamokpion PASI 75
VTOAOYIGTNKE MG TOGOGTO TPOGAPUOGUEVO VALY LE TO KEVTPO
P p< 0,001, adalimumab évavr gicovikod @apudov.

IMivaxog 12: Meréty Yopiaong |1 (CHAMPION) Anotelespatikotnta ot 16 Efdopnddseg

Ekoviko MTX | Adalimumab 40 mg
Papuaxo KG0g devTepn
N=53 N=110 efoopdoo N=108
n (%) n (%) n (%)
>PASI 75 10 (18,9) 39 (35,5) 86 (79,6) “#
PASI 100 1(1,9) 8 (7,3) 18 (16,7)"°
PGA: 6 (11,3) 33 (30,0 79 (73,1) P
KoaOapé/ehayioto
®p < 0,001 adalimumab évavz gikovikod @opudkov
P p < 0,001 adalimumab évavr: pebotpe&dng
" p < 0,01 adalimumab évavz eikovikod @oppdkov
% p < 0,05 adalimumab évavr pebotpe&dng

Y Merém Yopiaong I, to 28% tov acbevav mov giyav avtandkpion PASI 75 kot
gmovaTuyaomotinkay oto ikoviko eapuako v Efdoundada 33 oe oyéon ue 10 5% tov acbevav ot
omnoiot cuvéyoav pe adalimumab, p< 0,001, eppdvicay “anmAgio emapkovs avtandkpions” (deiktng
PASI petd v EBdoudda 33 kot kotd ™ didpkela 1) wpw v ERSopdda 52 wov odnynoe oe
avromokpion < PASI 50 cg oyéon pe ta opyikd enineda pe erdyiom avénon 6 fabudv oto deiktn PASI
oe oyéon pe v ERdopdda 33). Amo tovg 0oBeveic 01 0moiot ELPAVIcHY UTMAELN ETOPKOVS
OVTOTOKPIONG UETE TNV ETXOVATVYOLOTOINGT OE EIKOVIKO QAPLOKO KOl 01 0TToiot TOTE evTdyniay oty
avorytn Ao TG uelétng enéktaong, 1o 38% (25/66) kot o 55% (36/66) enavéktnoav avtamdkpion
PASI 75 petd amd 12 ko 24 gfdopddec emavayopiynons, avtictoy.
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Yvvolkd 233 acbBeveig mov giyav avtandkpion PASI 75 v EBdopdada 16 kot tnv Efdopdda 33 élafav
ovveyn Bepancia pe adalimumab eni 52 efdopadec otn Merétn Yopiaong I, kot cuvéyioay to
adalimumab otv avoyyt pelétn enéktaong. Ta mocootd avramdkpiong katd PASI 75 ko1 PGA xafapd
N eAdyoTO G 0WTOVG TOVG aobeveig ftav 74,7% won 59,0% avtictorya petd amd emmAéov 108 efdopadeg
avolktig Oepomeiog (cuvorkd 160 fdopnadeq). Xe po aviivon 6mov 6Aot o1 aobeveig mov anocHpOnKay
oo TN LEAETN AOY® aveEMOOUNT®V EvEPYELDV N EALEWYNG OMOTEAEGUOTIKOTITAG 1] OTTOL ALERONKE M
0001, BepnOnKay Mg UN AVIOTOKPIVOLEVOL, To TOc00TA avTomdkpiong kKatd PASI 75 kol PGA kabapod
N eAdy1oTo o€ aVTovg Tovg 0lobeveig ftav 69,6% ko 55,7%, avtictorya, petd and emmiéov 108
efdopadeg avowktng Bepamneiog (cuvolikd 160 efdopdosg).

Yvvoaika 347 acBeveig pe otabepr| OVIOTOKPIGT) GUULETELOV GE IO OVOLYTH LEAETT EMEKTOONG UE
oKomd v aflodldynon g ardcvpong kot g emavadepaneiog. Katd t didpkela g meptodov
OTTOGVPOT|G, TO GUUTTMUATO TNG YOPIOOTG EMEGTPEYAV LUE TNV TAPOJO TOV ¥POHVOL LE HEGO YPOVO
VrOTpOTNG TEPimov 5 unveg (peimon tov PGA og “pétpia” 1 cofapn voco). Kavévag amd avtovg toug
acbeveig dev mapovoiaoe vrotpornr (rebound) katd ™ didpkeia g mepLddov andcvpongc. ‘Eva ochvoro
76,5% (218/285) twv acbevdv ot omoiot eloNABav oty mepiodo enavadepomeiog eixe pio aviomodkpion
tov PGA "kaBapn" 1 "erdytot" petd omd 16 efoopnddeg enavabdepaneiog, ave&dpmmra omd 10 GV
vroTpomiocay Kotd Ty amdovpon (69,1% [123/178] ar 88,8% [95/107] fitav acbeveic mov
VROTPOTIOGOV KoL TOV OV VTOTPOTLAGAY KOTA T SdpKELD TS TEPLOGOL amdGLPONS, avTicTorya). Eva
TOPOUOL0 TPOPIA ac@aAeiog TopatnPNONKe Katd TN SLdpkeln ETavadepOneiag OT®S TPV TNV UTOCLPCT).

Inuavtikég Pedtivoelg oty EBdopndda 16 and ta apyikd eninedo o€ oYEOT LUE TO EIKOVIKO QAPHOKO
(Meréteg I xar IT) kot pebotpe&arn (Merén II) emredydnkav oto DLQI (Dermatology Life Quality
Index). Tt Melétn I, o1 BeATIDGELS 6TIG COUATIKEG KOL WYUYOAOYIKES TAPAUETPOLS TOL SF-36 fTav
EMIOMG ONUOVTIKEG GE GYECT] LE TO EIKOVIKO PAPLLOKO.

e pio avotytn HEAETN EMEKTAONG, Y10 TOVG a6beveic 6TOVg omoiovg 1 d6on dapopedbnke amd 40 mg
kd0e devtepn efdopdda og 40 mg kébe efoopdda e&ortiog g avrandkpiong PASI kdtw and 50%, 26,4%
(93/349) ko 37,8% (132/349) tov acbevov nétuyav avtanokpion PASI 75 v EBdoudda 12 kot 24,
avticTtoryo.

H Merétn Yopiaong T (REACH) cuvékpive TV omoTEAEGLOTIKOTNTO KL TNV OCQAAELN TOV
adalimumab évavtt eikovikol gapudkov o 72 acbeveic pe pétpla g cofapn xpovia yopiaon Kotd
TAGKOG Kol yopioon moAaudy ko tedpdtov. Ot acleveig Ehapav pia apykn 66omn 80 mg
adalimumab axolovBovpevn oo 40 mg kabe devtepn efdopdda (Eekvovtag pio eBdopdada petd v
apykn d6om) N eKoVIKO eappoko yio 16 efdopddes. Tnv EBdopndada 16, £va otatiotikd onpavtikd
UEYAADTEPO TO0G06TO TV acbevdy mov Elafov adalimumab nétvye «e&dienyn tov PAafovy 1 «oyeddv
eEarenym tov Prafovy kotd PGA otic maAdpes kav ota TEALOTO GE GUYKPLON LE ToVg acbeveig Tov
éhaPav gicoviko eappako (30,6% évavt 4,3%, avtiotorya [P = 0,014]).

H Merétn Yopiaong IV cuvékpive v omotehecpatikdtno kot Ty ac@dieio tov adalimumab évavrtt
gwovikoV poppdiov og 217 gvihikeg acBeveic e pétpa £og cofapn yopracikr ovoyia. Ot acBeveig
éhapav pia apykn 66om 80 mg adalimumab axoiovBovuevn amd 40 mg kabe devtepn fdouado
(Eexvavtog pio efdopdada Letd v apyikn 66cm) 1 EKOVIKO pAapuako Yo 26 eBoopddeg,
axoAovBovpevo amnd pa avotytr Oepomeio pe adalimumab yia emmAéov 26 gfoopddec. Ot a&loloynoelg
NG YOPLUGIKNG ovuyiog meptiauPavay tov tpomomomuévo Agiktn Zofapotntoc me Yoplacikig Ovoyiog
(mNAPSI), ™ Zvvolikr| Extipnon tov Tatpo yio thv Yoplacikry Ovoyia (PGA-F) kot tov Agiktn
Yopapdmrag g Yopracikng Ovoyiag (NAPSI) (BAéne ITivaxa 13). To adalimumab katédeiée 6@erog
¢ Oepomeiog oe aoOeVELg [1E YOPLOGTKN OVVYI [LE OPOPETIKEC EKTAGEIC OEPLOTIKOV PAUPDV
(BSA>10% (60% twv acbevdv) kar BSA<10% kot >5% (40% tmv acOevdv).

Mivaxag 13: Merétn Yopioong IV Amoteleocpatikéotnta otig 16, 26 kan 52 Efdopdosg
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KotoAnktikd onueio EBoopado 16 EBdopdado 26 EBdopdoa 52
Eleyyopevn pe Ewkoviko EXleyyopevn pe Eucoviko Avoym
dépuakxo Dépuaxo
Ewoviko Adalimumab Ewoviké | Adalimumab Adalimumab
QapHLOKO 40 mg «Oe QAPULOKO 40 mg xkéOe 40 mg k¢0e
devTEPT devTEPT devTeEPN
N=108 gPfdopada N=108 gPdouada gPoopdda
N=109 N=109 N=80
> mNAPSI 75 (%) 2,9 26,0* 3,4 46,6 65,0
PGA-F 29 29,7¢ 6,9 48,9 61,3
KkaBapd/erdyioTo Kot
Bertioon > 2 Babpovg
(%)
[Mocootiaio petafoin -7,8 -44.2 ¢ -115 -56,2* -72,2
tov ogiktn NAPSI yo
6ho to vyt (%)
*p<0,001, adalimumab évavt gikovikod opudkov

Ot acBeveig mov Ehafav Adalimumab édei&av otatiotikd onpaviikég Behtiwoelg otny Efdouddo 26
GULYKPLTIKA pE TO EKOVIKO @appako oty DLQOI.

Néoog tov Crohn oe Evijlikeg

H acedieio kot n arnotelespatikotnto tov adalimumab a&loloyndnkay o€ méve amd 1.500 acbeveic ue
uétpia £og coPapn evepyd vooso tov Crohn (Crohn’s Disease Activity (CDAI) > 220 ka1 < 450) ¢
TUYOLOTOMUEVES OUTAL TUPALEC, EAEYYOLEVEG LLE EIKOVIKO QAPUOKO UEAETEC. ZVYYXOPNYNOT| 6TafEpdY
d0GEMV AUIVOCUHAKVAMKADV, KOPTIKOGTEPOELODV KO/T) AVOGOTPOTOTOUTIKADV TAPOYOVTIWOV ETLTPATKAY
kot 70 80% twv acBevadv cuvéyioay va AapPdvouy ToOLAGYIGTOV pia amd TIG TOPATAV® ymYES.

H emaywyn g kAwvikhg veeong (opildopevn pe CDAI < 150) a&oloynnke o€ dVo pekéteg, T pehé
CD | (CLASSIC 1) ka1 perétn CD 11 (GAIN). v peiétn CD |, 299 acbeveic otovg omoiovg dev iye
yopnynOet Eavd TNF-avtaymviotig Tuyatomomdniay o pia and téocepig Oepamevtikéc opuddes:
gkovikd eappoxo tig EBdopddeg 0 kan 2, 160 mg adalimumab v EBdopdda 0 kot 80 mg v Edoudada
2, 80 mg v EBdopada 0 kot 40 mg v Edopdada 2 ko 40 mg tnv Edopdada 0 kot 20 mg tnv
EBdopdda 2. Ztmv perétn CD 11, 325 acbeveig ot omoiot dev avtanokpivovtay 1 epedvicav ducavesio
oto infliximab tvyaonomOnkav dote va Aapfdvouy gite 160 mg adalimumab v Edoudada 0 ko 80
mg v EBdopdda 2 gite eicovikd edpuaxo tig Efdopnadeg 0 ko 2. Ot acBeveic mov dev eiyov mpwtoyevn
KAWVIKT 0VTOTOKPLOT) OOKAEIGTNKOV atd T LEAETN KOl EMOUEVAOS o TOol 01 aisBegveig dev a&lohoynOnkoy
TEPULTEP®.

H datrpnon g khvikng veeong a&oroynbnke ot uedétn CD 1T (CHARM). Xt ueAé CD I, 854
acBeveic ElaPav oe avoryt yopnynon 80 mg v ERdoudda 0 kar 40 mg v EBSopdda 2. Trv EBSopdda
4 o1 acBeveic ToyaomomOnkov og 40 mg ke devtepn efdopdda, eite oe 40 mg kaOe efdopdda, gite o
EIKOVIKO QAPUOKO LE GUVOALKT dtdpkela ueAétng 56 efoopddmv. Ot acheveic pe KAVIKN avTomdkpion
(ueimwon CDAI> 70) v EBdopdda 4 katnyopromomOnkay kot ovalvdnkav Eexmpiotd and owtolg ot
omoiot dev glyav KAk avtomokpion tnv Efdoundda 4. H otadioxn peimon Tov KopTIKOGTEPOEIODY
enrtpamnke petd tnv Efdopdda 8.

H enaywyn e vpeong ot perétn CD I xon v perétn CD 1l kabbg kot Ta 10600t avTamdKpiong
napovoidlovrot otov [ivaxoa 14.

Hivaxag 14: "Evapn Khvuag Y geong kot Kuvikig Avrandkpiong (Ilocootoé AcOevav)
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Mehétn CD I: AoO¢gveic otovg omoiovg | Mehétn CD II: AcOgveic oTovg
ogv &yer yopnynOei Infliximab omoiovg £yl yopnynOei
Infliximab
Ewoviké |Adalimumab|Adalimumab | Ewoviké | Adalimumab
Dappoxo 80/40 mg 160/80 mg Dappoxo 160/80 mg
N=74 N=75 N=76 N=166 N=159
EBoopada 4
K\wvikn vgeon 12% 24% 36%" 7% 21%"
K\vikn avtandkpion 24% 3% 49%™ 25% 338%™
(CR-100)

Oleg o1 p-tuég eivar ouykpicelg katd (evyn Tv mocoot®dv yio to adalimumab évavtt ewovikov

Qoppdicov
* p<0,001
™ p<0,01

IMapopotla T0606Th KAWIKNAG VPeong mapatnpnOnkay yio to 160/80 mg kot 80/40 mg apyikd oynuota v
EBdouada 8 kot mapatnpnnkay mo cuyva avembounteg evépyeteg otnyv opadae mov Elafe 160/80 mg.

Yty peAétn CD III, v EBdopdda 4 to 58% (499/854) 1wv acbevdv giyov KAVIKH 0vTamOKpion Kot
a&loloynOnioy oty TpOTEHOLGO AVAAVGOT). ATO TOLG 0GHEVELS TOL EULPAVIGAV KAVIKT] OVTATOKPIoN TV
EBdopdda 4, to 48% siyav AdPet oto mapehBov drhov TNF-avtaywviet). H dwatpnon e veeons kot ta
TOGOGTA aVTOTOKPLomg Ttopovatalovtatl otov [livaka 15. Ta 1060aTd TG KAMVIKIG DEEGNC TapEUEIVAY
oYeTIKA otafepd aveEoptnTtwg mponyovuevng ékbeong oe TNF-avtayoviotés.

NoonAeieg kot yeipovpykés eneuPaoelg oxeTIOUEVEG e TN VOGO NTOV GTOTIGTIKG GTUOVTIKG LELMUEVESG
ue to adalimumab cuykpitikd pe to gicovikd eapuaxo otnv EBdoudda 56.

Mivaxag 15: Awamypnon Kivikig 'Y eeong ko Kviknig Avranokpiong (ITocootoé AcOevdv)

Ewoviko 40 mg 40 mg
Pappoko Adalimumab ka0g | Adalimumab
ogvTEPN KGO0 gfoopdoa
gfoopada
EBdopada 26 N=170 N=172 N=157
KAvue vpeon 17% 40%* 47%*
K\ avtomoxpion (CR-100) 27% 52%* 52%*
AobBeveic o€ ehedBepn oTEPOEIBDV 3% (2/66) 19% (11/58)** 15% (11/74)**
veeon yo >=90 nuépec®
Epdopada 56 N=170 N=172 N=157
KA vpeon 12% 36%* 41%*
Kk avtamdkpion (CR-100) 17% 41%* 48%*
AobBeveic o€ ehedBepn 0TEPOEIBDV 5% (3/66) 29% (17/58)* 20% (15/74)**
veeon yo >=90 nuépec®

*  p<0,001 yia ovykpicelg katd (e0yn TV mocootdv Yo o adalimumab évovt sikovikod goppdkov

** p < 0,02 yio ovykpioeig kord (g0yn TV mocootdv yia to adalimumab évavtt stkovikol eapudicov
¢ A7d 0wTo0¢ 01 0moiot ApPavay KopTIKooTEPOEdN TV EvapEn TS LEAETNG

Metoéd Tov acbevav ot omoiot dev avtamokpifnkay oty Efdopdda 4, to 43% tov acbevav ot omoiot
éhapav doon cvvtpnong adalimumab avramoxpibnkav péypt mv ERdopdda 12 cuykprrikd pe to 30%
7oV EAafav 006G GLVTIPNONG LE EIKOVIKO pAPLOKO. AVTA T OTOTEAEGOATO VTTOOEIKVDOVY OTL UEPLKOT
acOeveic ot omoiot dgv Eyovv avtomokpdei uéypt v ERSoudda 4, mpelodvtol amd Tr GUVEYIT TG
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Oepamneiog cuvtnpnong uéxpt v ERdopdada 12. H Oepamneia mov cvveyiotke petd tig 12 fdopddeg dev
0dNYNOE GE GNUOVTIKA TEPLoCOTEPES avTamoKpicels (BAEne mapdypao 4.2).

117/276 acOeveig omd ) perétn CD | xon 272/777 acbeveic amo peréteg CD 1T ko IIT
mapakoAoLONONKav Yo TovAdytotov 3 xpdvia g Bepameiog avowktig enéktaong (open-label) pe
adalimumab. 88 ka1 189 acbeveig avtiotorya, cuvéyioav va givot og kKAMvikn Heeon. KAvikn
avtorokpion (CR-100) dwatnpribnke og 102 kan 233 acbeveic, avticToya.

Howotnyra Lwne

Y1ig peréteg CD T ko CD 1 yia ) voco tov Crohn, emttebyfnke otatiotikd onuavtikn fedtioon ot
GLVOAIKT Babpodoyic Tov £181KOD EpMTNUOTOAOYIOV Y10 TO PAEYLOVMDON voorjuata Tov eviépov (IBDQ)
v EBdopdda 4 og acheveic Tuyoomompévong og adalimumab 80/40 mg kot 160/80 mg cuykpirikd e
TO EIKOVIKO PAPLOKO Kot emiong mapatnpnonke otig Edopndadeg 26 ko 56 ot perétn CD I peto&d tov
BepamevTikdv ouddmv mov édaPayv adalimumab cuykpitikd pe to icovikd eapuaxo.

Payoeiditioa. Evyrikawv

H aopdieia ko 1 arotedecpatikotnta tov adalimumab a&oroynOnkay og evilikeg acbeveic pe pn-
AOmON evdldpeo, omicOia, Kot mavpayosditida, pe e&aipeor Tovg acbeveic pe pepovopuévn Tpociio
poyoelditida, o dHO TVYUOTOINUEVES, OTAG TVPAEG, ELEYYOUEVES UE E1KOVIKO Pdpuako peréteg (UV T
ko IT). Ot aoBeveic Elapav sikovikd @appako 1 adalimumab og apywn d6on 80 mg, axolovBovpevn
am6 40 mg kabe devtepn efdoudda, apyilovrag pio efdouddn petd v apyikn doon. Emtpémovtay
TavTOYpOvEG oTabEPEG DOGEIC EVOC UN-PloA0Y1KOD 0VOCOKATAGTUATIKOD.

H Melét UV T a&oddynoe 217 acBeveig pe evepyod payoeditidoa mapd tn Bepaneio pe KOPTIKOGTEPOELON
(amd otdpaTog TpedviLovn o d6on 10 £wg 60 mg/muépa). Orot ot acBeveic Erafoav yia 2 efdopddeg
Tumomomuévn 6001 TpedviLovng 60 mg/muépa katd v Evapén g perétng akorovBoduevn omod Eva
VIOYPEDMTIKO TPOYPULLE OTASIOKNG UEIMONG, LE TANPN SLOKOT TOV KOPTIKOGTEPOEWMV UEXPL TNV
EBdopdda 15.

H Merétn UV 11 a&lordynoe 226 acBeveic pe avevepyd payoelditido mov amartoby ypovia Oepameio pe
Koptikootepoedn (10-35 mg/muépa omd otdpatog mpedviiovn) Katd v Evapén yio Tov ELEYYO TG
vo0v Tove. O acbeveic otn cuvéyelo VIOPANONKAY GE £Vo, VTOYPEDTIKO TPOYPUUUE OTACIOKNG LEIMOTG,
UE TANPN SLAKOTN TV KOPTIKOGTEPOEW DV uéYpL tnv ERSopdda 19.

To Tp®mTEVOV KATOANKTIKO GNUEID OTOTELEGUATIKOTNTOG KOl GTIG dVO UEAETEC TAV O “YPOVOG EMG TNV
amotvyia g Bepaneiog”. H amotuyia g Oepanciog opicOnke amd 10 amoTtéAESO TOAADY GUVIGTOCMOV
7oV Pociletal 6TIg PAEYUOVASEIC YOPLOAUPPANGTPOEIDIKES KA/ PAEYLOVAOIELS ayYElaKES PAGPEC TOV
apeBAnotpoetdoic, ot Babuoroyia kKuttdpmv atov tpodcdio Oarapo (AC), otn 606w ToL LAAOEIBOVS
oopotog (VH) kot tv kaAvtepa dtopbopévn ontikr oo (BCVA).

O1 aofeveig o1 omoior ohoxAnpwcay tig Merétec UV | kan UV 1 oy katdAiniot yia va evtayBodv oe
L0 UN-EAEYYOLEVT] LOKPOYPOVIOL LEAETT] ETEKTOCTG E APYIKA GYEOAGUEVT O1apKeLD 78 EBSOUAO®V.
Y1ovg aofeveic EMTPATNKE VAL GUVEYICOVY TN PUPUOKEVTIKT oy®mYN TNG LeAETng mépav tng EPdopndadog 78
£m¢ 61ov eiyav npodcPaocn oto adalimumab.

Kivikn Aviamokpion

Ta amoteléopato Kot amd TG 600 peAéteg £0€1EAV OTATIOTIKG GUAVTIKY HEIMOT] TOV KIVOUVOL OTTOTUYI0G
¢ Oepaneiag o acbeveic mov Elafav adalimumab évavit tov acbevidv Tov Ehafav elkovikod EAaPLOKO
(BAéme TTivaxa 16). Kot ot 600 pehéteg £6gi&av pio mpmiun Kot mapatetapusvn enidpoaon tov adalimumab
enti ToV T0G0GTOV amoTLYiag TG Oepanciog Evavtt Tov glkovikoy apudakov (BAére Zynua 1).
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Mivaxag 16: Xpovog £émg v Amotvyia g Oepansiog otic Meréteg UV I kan UV I

Avéivon N Amotoyi Aldpecog ypovog HR*  Cl95% TP P
Ogpomeio N (%0) amotvyiag (uNves) v HR?

Xpovog £émg v Amotvyio g Ospanciog Ztnyv 1] Metd v Efdopdda 6 ety Merétny UV |

Kbpua avéroon (ITT)

Ewoviko pappoxo 107 84 (785 3.0 - -- --
Adalimumab 110 60 (54.5) 5.6 050 0.36,0.70 <0.001
Xpovog £émg v Amotvyia Tng Oepanciog Xty 1] Meta v Efdopdda 2 ety Merétn UV 1

Kopia avérvon (ITT)

Ewoviko pappoxo 111 61 (55.0) 8.3 - -- --
Adalimumab 115 45(39.1) NE° 0.57 0.39,0.84 0.004

Inueimon: H Amotuyio g Ocpamneiag oty 1 petd v Efdopdda 6 Merétn UV 1), § oty 1 petd v
EBdopddo 2 (Merét UV 1), petpribnke og yeyovog. Ot acbeveig mov dev olokAnpmaoay ) Bepaneio yia
AOYoLG GALOLG £KTOG amd TV amoTvyia tng Bepameing, dev vmoloyioTnKay KATA TO YPHVO TOV
EYKOTELEWY AV TN UEAETT).

o HR tov adalimumab évavtt Tov elkovikol @apuaKov amd avaAoyIKn TaAVIPOUNCT KIVODVOL  UE
1 Bepaneio wg mapdyovra.

p 2-6yewv Tipn P omd ) Sokipacio log rank.

¥ NE = dev pumopei va ektiun0ei. Aryodtepot amd tovg Leois acbeveig mov déTpeyay

Kivouvo giyov éva coppav.

Yympo 1: Kapmoreg Kaplan-Meier wov Xvvoyilovv to Xpovo £og tnv Amotvyia e Ocpansiog oty
N petd v EBdopada 6 (Merétn UV 1) | EBdopade 2 (Mehétny UV 1)

1001
80 G

60 1 A Gy — =
40 J

20 G

T T T T T T T T

T T
0 2 4 6 8 10 12 14 16 18 20
P#0/107  35/67 63/35 76/19 80/14 82/11 83/8 83/7 83/5 84/4 84/0
A#0/110  16/82 40/54 48/42 54/35 57/29 60/20 60/17 60/15 60/12 60/0

XPONOZX (MHNEY)
Merét UV | Ogpaneio Ewoviko pappoxo Adalimumab

MOXZOXTO AIIOTYXIAX THE
OEPAIETAX (%)
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MOZOZTO ATIOTYXIAX THE
OEPAIEIAX (%)
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0 \_L—J T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20

P#0/111 16/89 35/66 46/50 49/41 54/33 58/26 61/21 61/19 61/17 61/0
A#0/115 5/105 23/82 32/67 37/58 40/51 44/42 45/37 45/34 45/30 45/0

XPONOX (MHNEX)
Merétn UV I Oepancio Ewoviko @appoxo Adalimumab

Ynueioon: P# = Ewkoviko eappaxo (AptOpog Zoppdviav/Apifudg acbevov mov dtatpéyovy
Kivévvo), A# = adalimumab (Ap1Buog Zopupdaviov/ApiBudg acbevav mov dratpéyovy kivovvo).

¥ Merém UV | mapatnprinkayv 61otiotikd onpovtikég diapopéc vaép tov adalimumab évavtt tov
EIKOVIKOD (OPLAKOL Y10 KAOE CLVIGTMGO OPIoHOY TNG amotuyios g Oepameiag. Xtn Merén UV I,
TopOTNPNONKAY GTATIGTIKA OTUOVTIKEG S10POPES LOVO Y1 TNV OTLTIKT 0EVTNTA, AAAG 01 AAAEG GUVICTAOGES
nroav apduntikd vép tov adalimumab.

Amd t0v¢g 424 acBeveic TOv GUUTEPUMPONGAV GTIG UN EAEYYOUEVEG LaKPOYPOVIES LeEAETEC enékTaong UV
I ko UV 11, 60 acBeveic a&lodoynOnkav wg akatdAinlot (1.y. A0ym amokAicewv 1 Ay dELTEPOYEVAOV
EMMAOK®V SOPNTIKNAG ApEPANGTPOEdOTADELNS, EEAITING YEIPOVPYIKNG EMEUPAOTG KATAPPAKTN 1
EKTOUNG VOADIOVE COUATOC) KOl AMOKAEIGTNKOV atd TNV TPOTOYEVT] AVIAVGT TG OTOTEAEGLOTIKOTTOG.
A6 tovg 364 gvamopeivavieg acbeveic, 269 agloloynoyot acbeveig (74%) éptoacav otig 78 eBdouddeg
Bepanciag avoytic eaong pe adalimumab. Baoet g mpocéyyiong tov mapatnpodpevmy ded0pEVDY,
216 (80,3%) Ntov og veeon (Un evepyéc reypovadels PAaPec, Badpordynon kouttépov AC < 0,5+,
Babuordoynon VH < 0,5+) pe tavtdypovn yoprynon ddong atepoeidode < 7.5 mg nuepnoing, kot 178
(66,2%) fitav o vVeeon yopig oteposidr). H BCVA gite Bedtiodnke gite dwatnprionke (< odlloiwon 5
ypappdatov) oto 88,6% twv opbaiudv Ty efdopdada 78. Ta dedopéva épav g ESopddag 78 yevikmg
ouppaoilov pe anTd To ATOTEAEGUOTO QAAG 0 aplOUOC TV EVIETAYUEVOVY acbevdV petmbnke vatepa omd
VT TO YPOVIKO SLAGTNHO. VUVOAKA, LeTAED TV acBevdv mov diékoyav Ty ueAétn, 1o 18% diékoye
AOY® avemBountov evepyeldv Kot To 8% e&attiog averapkovs avtandkpiong ot Beponeio pe
adalimumab.

Howdtta ong

Ot mopapeTpol antoaéloAdynong TV acbevav oYeTIKA Ie TN AEITOVPYiN TS OPACT|G LETPHONKOV KoL
oTig 600 KAMvikég peréteg ypnotpomowdvrag to NEI VFQ-25. To adalimumab vrepioyvoe apbuntikd
OTNV TAELOVOTITA, TOV EXUEPOVG BOOLOAOYIDV LLE GTATIOTIKG GNUAVTIKEC LEGES OLOPOPES Y10, T YEVIKN
O6paoT, T0 0POAAUIKO AAYOC, TV KOVIIVI] OpaGT), TNV YOYIKT DYELN Kot T cLVOAKY Baduoloyia ot
Melétn UV I, ko yio ) yevikn 0pacn kot v yoyikn vyeio otn Meiétn UV Il To adalimumab dev
vIEpioyLoE aPOUNTIKA GTIC EMOPACELS TOV GYETILOVTAV [LE TNV OPAGCT] VIO TNV AVTIANYT TOV YPOUATOV
ot MeAét UV | kot yio v avtiAnymn tov ypopdtov, TV TEpLpepikn 6pacT Kot TV KOVIivy 0pacn
ot MeAiétn UV Il

Avocoyovikdtnto
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O oynuotiopdc avticopdtov Evavtt tov adalimumab cuvdéetan pe avénuévn kKabapon Kot HElOUEVN
anotelecpatikoétnTa Tov adalimumab. Agv vrdpyetl EpEAVIG GLOYETIOUOG HETAED TG TTOPOVGING TMV
avticopdtov évavtt tov adalimumab kot g epeaviong avemBbuntov evepyeidv.

Iowdratpikdc TAnOvopude

Neovikn 101omodne apOpitida (JIA)

TolvapOpixn veavikn 1010madnc apOpitido(pJIA)

H aopdieia ko 1 anotedecpatikotnta tov adalimumab a&oroyniOnkay og d0o peréteg (PIIA 1 ko ) og
o018 e evepYO ToALOPOPIKT 1 TOAVAPOPIKNC LOPENC VEaVIKT 1010madn apbpitida, To omoin elyov pio
TOWKIALD TOTIOV EPEAVIONS veoviKNG 1010mtafovg apbpitidac (JIA) (mo cuyvd mTolvapbpitida pe apvnTiko i
BeTicd peLUATOELDN TOPAYOVTA KOl EKTETALEVT] OALyoapBpiTidn).

pJIA |

H acedieio kot n amotedeopartikotnta tov adalimumab a&loloyndnkav o€ pio molvkevIpik,
TOYOLOTTOMUEVT], SITAG-TOPAT|, TAPAAAA®Y OUAd®V peAétn o€ 171 toudid (4-17 etdv) pe molvapOpikn
NIA. v apyixn edon avowktig enéktaonc (OL LI) ot acBeveig xatnyopromomfniay o€ 600 opddeg,
Oepaneio pe MTX (uebBotpegarn) M Oepaneia yopic MTX. Ot acbeveic mov fTav 610 okédog ympic MTX
elte dgv elyav AaPet oto mapelBov MTX eite glyav anocvpbel and ™ MTX tovidyiotov dvo efdopddeg
TPV OO T YOPNYNGCT TOV PapUAKoL peAéTns. Ot acbeveic Tapéuevay oe 6tabepéc d00eLg un
OTEPOEBDV AVTIPAEYLOVDOI®V Qopuikev (MEA®D) kot / | mpedviiovng (< 0,2 mg/kg muépa 1 10
mg/muépa kot avdtoto 6p1o). Ztn eaon OL LI 6Xot ot acBeveic ElaBav 24 mg / m? péypt péytog
d6omg 40 mg adalimumab ke devtepn efdopdda yio 16 efdopddes. H kotavoun tov acHevaov ava
nAkio Kot eAGylot, uéon Kot péytot 6o6om mov Elafav katd tn edon OL LI napovoidletor otov
[Mivaxa 17.

IMivaxog 17: Kotavop a60evav ava nhkio kot d6on adalimumab wov éhafav oty eaon OL LI

Hiwcoxr Opdda Ap1Opog AcBeviv oty Evapén n (%) ELdyiomn, péon ko péyiotn d6on
4 ¢mg 7 £ 31(18,1) 10, 20 kot 25 mg
8 éwc 12 ém 71 (41,5) 20, 25 ka1 40 mg
13 éw¢ 17 ém 69 (40,4) 25, 40 xo1 40 mg

O1 aoBeveic mov katédel&ay i ovtomokpion katd Paediatric ACR 30 tv EBdoudda 16 rav emdégot
Tpog Tuyauomoinomn ot Suthd TveAn (DB) pdon kot Ehapov eite adalimumab 24 mg/ m? puéypr péyiotng
d6omg 40 mg 1 ekovikd pappdakov kabe devtepn gfdopdada yio emmAéov 32 efdouddeg | uéypt TNV
é€apon g vooov. Ta kpitipra EEapong g vocov opictnkay o¢ emdeivoon > 30% and v Evapén oe
> 3 an6 6 Paediatric ACR Baocikd kpitipia, > 2 gvepyéc apbpnaoelg ko fedtioon > 30% og oyt
neplocdTep Tov 1 amd ta 6 kprripro. Metd and 32 efdouddeg 1 oy E€apon g vOGoL, o1 0cbeveig
Nrav emAEEOL Vo 160000V 0TV aVOIKTH QAT EMEKTAONG.

IMivokog 18: Avramokpioceic katd Ped ACR 30 6t perétn Molvapdpuciig NTA

Xkéhog MTX Xopic MTX
Ddon
OL-LI 16 eBdopadeg
Avtomokpiceig katd Ped 94,1% (80/85) 74,4% (64/86)
ACR 30 (n/N)

AmotedecLOTIKOTNTOL
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Authé toein 32 Adalimumab / Ewoviko Adalimu Ewcoviko

gfdopadeg MTX (N = 38) eappoako/ MTX | mab (N = ddapuaxo

(N =37) 30) (N =28)
E&apoeig g vocov oto | 36,8% (14/38) 64,9% (24/37)° 43,3% (13/30) | 71,4%
Téh0G TV 32 (20/28)"
gfdouadmv® (n/N)

Mécog ypovog mg v >32 gfdopadeg 20 gfdopdideg >32 efdopnadeg | 14 efdopddeg
¢Eapomn g vosov
*Avtamokpioelg katd Ped ACR 30/50/70 v EBdopdda 48 onpovtikd peyaAdtepes and eKEVEG TmV
acfevav mov EAafav EIKOVIKO PAPLLOKO
Pp=0,015
'p=0,031

Meta&d ekeivav mov avtanokpibnkay otnv EBdopdda 16 (n = 144), o1 avranokpicelg katd Paediatric
ACR 30/50/70/90 drotnpndnkay péxpt kon €L ypovia ot edon OLE og acBeveig mov Ehafov
adalimumab ka8’ 6An ) dudpketo g perétne. Tovokd 19 dropa Elafav Oegpomeio 6 etdv 1
neplocdTeEPO, 11 ek TV onoiwv amd TNV NAMKIOKN Opada avaeopds 4 émg 12 etmv kot 8 g NAKIOKNG
ounadog avapopdg 13 émg 17 etmv.

O1 avtamokpicels 6To GHVOAO TOVG NTAV YEVIKA KAADTEPES Kot AydTePOl ac0evels avénTuEay ovTIGOLOTA
otav éhapav Bepameio cuvdvaouov adalimumab kot peBotpe€dne cvykpitikd pe to adalimumab ce
povobepameio. Aappavovtag vdym ta amoteAéouata avtd, to adalimumab cuvietdton yio yprion oe
ocuvovacpd pe MTX kot ya yprion og povobepaneio e acbeveic 6tovg onoiovg n xpnomn g MTX
Kpiverar axatdAAnAn (BAéne mapdypapo 4.2).

pJIA I

H aopdieia kot 1 anotedecpatikotnta Tov adalimumab a&lodoyinkay og o avoikTig EmGTHOVONG,
TOAVKEVIPIKY UeAETN o€ 32 Toudid (2 - <4 etddv N nhikiag 4 e1dv kot davo pe Bapog <15 Kg) ue uétpia
£mg coPapn evepyd molvapbpikn veavikn 1dtomadn apbpitida. Ot acbeveic EhaPav adalimumab 24
mg/m? emedveiac chpatog (BSA, body surface area) pe péyiotn 86on to 20 mg ke devtepn
efdopdoa, wg pio S6oM yopnyovUEVN He VTOdOPLA EyyVon Yio TOVAG)IoTOV 24 gfdopddes. Katd
ddpketa T ueAENG, Ta TePLoeoTEPA dTtopa EAapav Tavtdypova uebotpedrn (MTX), evd Aydtepa
avépepay ypNoN KopTIKooTEPOEW OV | MZAD.

v Efdopada 12 ko Efdoudda 24, n avtandkpion PeAACR30 fitav 93,5% «ar 90,0%, avtictowya, pe
TN (PN TNG TPOGEYYIONG TV TAPATNPOVUEVAOV dedopévav. Ta T0c006Td TV achevdv pe
PedACR50/70/90 v Efdopdda 12 kot tnv EBdouadae 24 rav 90,3% / 61,3% / 38,7% w1 83,3% /
73,3%/ 36,7%, avtictoyo. Metad exeivav mov avtamokpifnkay (PedACR30) v Edoudda 24 (n = 27
and 30 aobeveic), o1 avtanokpiocelg oto Paediatric ACR30 dwatnpridnkay yia didotnpa £og 60
gpoonadeg ot pdon OLE og acbeveic mov Elafav adalimumab kad’ 6An t xpovikn avth nepiodo.
Yvvorika, 20 acOeveic vropAnOnkav oe Oepaneia yio 60 efdouddeg 1 TepiocdTEPO.

ApOpitda oyetilouevn ue evhecitido,

H aopdieto kot amotelecpatikdtnto tov adalimumab a&oloynhOnkav oe pic ToOALVKEVTPIKY,
TUYOLOTTOMUEVT], SUTAU-TVPAN HEAETN o€ 46 Taudlotpikovg acbeveig (Mwciog 6 éwg 17 etdv) pe pétpo
apBpitida oyetilouevn pe evbeoitida. Ot acheveic ToyoromomOniay kot EAaPav eite adalimumab 24
mg/m? emedvetag sdpoatoc (BSA), pe péyiotn d6om ta 40 mg, 1§ eikovikd @hppaxo kéde devtepn
efdoudoa yio 12 efdopddeg. H dumhd-tvein mepiodog akorovdnnie and pia mepiodo avorytg
Oepanciac (OL, open- label), kotd v omoia o1 aceveic Elapav adalimumab 24 mg/m? empdvetog
ompoTog, e uéytotn doom ta 40 mg kabe deutepn efdopdada, xopnyoOUEVO UEGH VTOdOPLOG EYYVONC,
v 192 emmiéov efdouddec. To mpmTedov KATAANKTIKO GNUED TV 1 TOGOOTIOIN LETABOAT ammd TNV
apyn T éog v ERSdopdda 12 otov apiBud tov evepydv apbpooemv pe apbpitida (oidnua mwov dev
opeidetar o duouopeio 1 apdpDCELS Le OTMAELN Kivnong Kot Tovo Kol evatstnacia), 1 oroio
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emtedyOnke pe péon mocootioia peimon -62,6% (didpeon mocootiaio petaforn -88,9%) otoug
acbeveig g opddac mov Elafe adalimumab og ovykpion pe - 11,6% (Sidpeon mocootiaio petaforn -
50,0%) otovg acbeveig g opddog wov Elafe ewkovikd eappoko. H Bektioon tov apbpod tomv
evepyov apBpooemv pe apbpitida dtatnpndnke Katd t StapKELN TNG TEPLOO0V avolyTnG Bepameiog £
v EBdopdda 156 yia tovg 26 and tovg 31 (84%) acbeveig g opddog Tov adalimumab wov
mapépevay ot HEAETN. AV Kat Ogv VOl GTOTIGTIKA GNUOVTIKO, 1) TAEWOYN OG0 TV acOevdv
mopovcioce PeATioon TG KAVIKNG TOVG EIKOVOG GE OEVTEPEHLOVTO KOTAANKTIKG onueia, OTwe 0 apliuog
TV Bécemv pe evbesitida, o aplBpog tav enmdvvav apbpmcewnv (TIC), o apBuds Tov SloyKoOUEVOY
apBpioewv (SJC), n avtamdkpion katd Paediatric ACR 50 kot n avtomdkpion kotd Paediatric ACR
70.

Toudrotpixn ywpioon kKoo TAdrag

H anoteleopaticdémra tov adalimumab a&loloynOnke ce pio Toxoomomuévn, SIMAG-TOEAT, EAEYYOLEVN
peAétn og 114 mondiatpikovg acbeveic, niikiog dvo Tov 4 eTmv, ue coPapn xpovio, ympiaor Kotd TAAKS
(6mmg opiletan amd PGA > 4 1 > 20% BSA 1 > 10% BSA pe molv mayiég prafeg ) PASI > 201> 10 pe
TPOGROAT KAMVIKG TOV TPOGOTOV, TNG YEVVITIKNG YDPOS 1) TOV TOACUMV/TEAUATMV), O 00101 OEV
eAEYYOVTOV EMAPKMOC Ue Tomikn Bepameio kot nAobepaneio 1 pwtobeponeio.

O1 acBeveic Adpupavay adalimumab 0,8 mg/kg kaOe devtepn efdouada (Emg 40 mg), 0,4 mg/kg kabe
devtepn ePfdoudda (wg 20 mg) M uebotpe&drn 0,1-0,4 mg/kg v efdoudada (fwg 25 mg). Tnv Efdoudda
16, nepiocdtepor acbeveic mov ToyaomomOnkav oe adalimumab 0,8 mg/kg spedvicay avtomodxpion
(m.x., PASI 75) o€ oyéon pe ekeivoug mov tuyaononkay og 0,4 mg/kg kabe devtepn fdopdda 1 og
MTX.

Hivaxag 19: Howdwotpikn yopioon Katd thdkog AroteleopotikétnTe 6T1g 16 Efoopnadsg

MTX* Adalimumab 0,8 mg/kg ke
devtepn efdopdda
N=37 N=38
PASI 75 12 (32,4%) 22 (57,9%)
PGA: Kabop6 /eldyioto’ 15 (40,5%) 23 (60,5%)

*MTX = pebotpe&dn
#P=0,027, Adalimumab 0,8 mg/kg évovtt MTX
" P=0,083, Adalimumab 0,8 mg/kg évavit MTX

Ot acbeveig mov wétvyav PASI 75 ka1 PGA kafapod 1 ehdyioto amocpbnkay and tn Oepameio yio mg
kot 36 efdouddeg kot mapakolovdnnKay yio ardAELN TOL EAEYYOVL TN VOGOL (dNAadn emdeivmon Tov
PGA «atd 2 Badpovg tovddyiotov). Ot acbeveig otn cvvéyeta Erafav kot Tt ayoyn pe adalimumab
0,8 mg/kg kabe dgvtepn efdopddo yio 16 emmAéov BSOUASES KAt TO TOGOGTE AVTUTOKPLONG TOL
mopoTnpNONKay KaTd T S1apKELN TNG ETAVOOEPUTELNS NTAV TOPOUOL0 [IE QVTA TG TPOTYOVUEVNC SUTAd-
TOPANG TEPLOdoL: avtamdkpion PASI 75 78,9% (15 amd toug 19 acbeveic) kot PGA kabapd 1 erdyioto
52,6% (10 and tovg 19 acbeveic).

Koatd ) dudpketa g meptodov avoLyTng EMCTUAVONG TNG LEAETNG, dratnpnonie 1 aviandkpion PASI 75
ka1 70 PGA kaB0pd 1 ehdy1oto yuo mg kot 52 emmAéov eBoopddeg xopig véa dedoUEV acPILELOC.

Houdozpixn voaog tov Crohn

To Adalimumab a&loloynnke o€ Lo TOAVKEVTPIKT], TUYALOTOINUEVT, OITAL - TVPAT KAWVIKY LEAETT TOL
OYEOLAGTIKE Y10, VO 0ELOAOYNOEL TNV OMOTELECUOATIKOTNTO Kol 0opiAEL TG Oepameiog emaymyng Kot
ovvTnpNong pe dOoelg aviloya e To copotikd Bapog (< 40 kg 1 > 40 kg) oe 192 odiatpikods acbeveig
peta&d 6 ko 17 (cvpmeprropfavopévon) etav, pe pétpla £oc cofapn voéoso tov Crohn (CD), mov opileton
®¢ PCDAI > 30. Ot acOeveig énpene va £xouv amotdyel otn cvppartikn Oepaneia (cuumepiiopfoavousvon
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€VOG KOPTIKOGTEPOELOOVG KaU/M vO¢ avosotportonomTiko) yio. CD. Ot acBeveic pnopet eniong va giyav
TPONYOVUEVMG XAGEL TNV avTamokpion 1 va eiyav dvoaveio oto infliximab. Olot ov acBeveig Elapav
apyikn Oepancio ovoryTig xopnynong o€ d6on pe Paon to copotikd Bapog tovg oty évapén: 160 mg v
EBdouada 0 ko 80 mg v Edopdda 2 yio acBeveic > 40 kg, kor 80 mg xar 40 mg, avtictoya, yio
acBeveig <40 kg.

Tnv EBoopdda 4, o1 acBeveig tuyaromombnkav 1:1 pe Bdon to copatikd toug Pépog ekeivn ) otiyun
eite otn XounAn Adon 1 oty Tvmkn Adon Bepaneiog cuvpnong o0nwg eaivetar otov [ivaka 20.

Mivakag 20: Adon Xovripnong

Bapog AcOsvoig | Xaunin d6on Tomki Adon
<40 kg 10 mg ka0e devtEPN 20 mg «d0Be devTEPN EBSoUAON
gBdoudoa
> 40 kg 20 mg k60e devTepN 40 mg k&Be devtepn efdopada
eBdoudida
Amoteleopotixotnro.

To K0p1o KaTEANKTIKO onueio TG neAétng NTav 1 KAvikn veeon v ERdopdada 26, 6mmg opiletal mg
PCDAI < 10.

Ta m0606TA KAVIKNG VPESNS Kot KAVIKTG avtamokpions (mov opiloviot wg peimon tov PCDAI katd
TovAdylotov 15 Babpovg and v tun Evapéng) napovoidlovrot otov [ivaka 21. Ta 1060614 S10KOTNG
TOV KOPTIKOGTEPOELWDDV 1] TOV 0VOGOTPOTOTONTIK®Y Tapovctdovtotl atov [livaka 22.

Hivaxag 21: Meiétn Hodrwarpkiig CD
PCDAI Kiavikn Y 9gon ko Kavikn Avramokpion
Toawi Adon | Xopni 6oony | Twun P*
40/20 mg 20/10 mg
KG0g doevTepn | KaOg dgvTEPN
gfoopaoa gfoopada
N =93 N =95
Epoopada 26
KAMvikn vpegon 38,7% 28,4% 0,075
KM\vikn avtamdkpion 59,1% 48,4% 0,073
Epoopada 52
KMvikn vpegon 33,3% 23,2% 0,100
KAwvu avtomoxpion 41,9% 28,4% 0,038
* TN P v v ovykpion s Tvmkng 66ong évaver g Xopning d6ong

Mivaxag 22: Mgiétn Hodrwarpkiig CD
Awkom KopTikooTepoEld OV 1] AVOGOTPOTOTOINTIKOV Kol ZVYKAMGT Xvpryyimv

Tomkn Aéon | Xopninq d6on | Twr P?
40/20 mg xé0c | 20/10 mg ka0s
ogvTepn) ogvTepn
efoopdoa efoondoa
AL0KOTTI] KOPTIKOGTEPOELD DV N=33 N=38
Epdopddo 26 84,8% 65,8% 0,066
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EBdopddo 52 69,7% 60,5% 0,420
ALOKOTTY] AVOGOTPOTOTON|TIKAV 2 N=60 N=57
EBdopddo 52 30,0% 29,8% 0,983
Yoykion Zvpryyiov N=15 N=21
EBdopddo 26 46,7% 38,1% 0,608
Epdopddo 52 40,0% 23,8% 0,303

L i p v my odykpion g Toming §6omg évavtt tng Xouning 86omg

N AVOGOKOTUGTOATIKY Bgpomeio pmopel va dlakomel povo katd 1 petd v ERdoudda 26, katd
mv
Kpion Tov EpELVNTH, AV 0 OCHEVIG TETVYE TO KPITAPLO KAVIKNG OVTATOKPIONG
3 opiletan og 10 KAelioO OA®V TOV GUPLYYiOVY MOV TApoYETEVayY 6TV Evapén, yia tovAdyictov

ouveyelg emokéyelg petd v Evapén

Y1oTioTiKd onuovtikég avénoelg (Bertioon) and v Evapén tov Agiktn Malag Xopatog kot tng
TaYOTNTAG VYOLS TapatnpiOnKay Kot yio Tig 600 opddeg Oepanciog Tnv EBSopdda 26 o 52.

YTOTIOTIKG KoL KAWVIKG onpoavtikég PeAtidoelg and v Evapén mopoampndnkay eriong kot otig dvo
opddeg Bepameiog yio mopapéTpovg mordtrog (ong (cvumeptiapfavouévne g IMPACT I1).

Exot6 acBeveic (n = 100) and ™ Merém adrorpikig CD cuvéyicav 6g o avolkTh LoKpoypovia
uelém enékraong. ‘Enerta and 5 ypovia Oepanciog pe adalimumab, 74,0% (37/50) tov 50 acbevdv mov
TOPEUEVOV OTN HEAETN GuVE oAV Va gival 6€ KAVIKN Dpeon Kot 92,0% (46/50) tov acbevdv cuvéyicay
va £xovv KAk avtarnokpion kota PCDALL

Houdrazpixn Poyoerditioo

H aopdieia kot 1 anotedeopotikotnta Tov adalimumab a&lodoyfOnkay og pio Toyoomotmpuévn, SmAd
ovykaALppEVT), EAeyyouevn nerétn 90 Tadlatpikdv acbevav nikiog 2 émg < 18 etdv e evepyn un-
Aouddn Tpodchia payoeditida wov oyetiCovrav pe JIA, ol omoiot dgv avtamokpiOnkav ce Oegpancio pe
uebotpe&atn tovidyotov 12 efdopddwv. Ot acbeveig EdaPav eite gucovikd edappako 1 20 mg adalimumab
(v < 30 kg) 1 40 mg adalimumab (gév > 30 kg) ke devtepn efdopddo € GUVOVAGUO LE TNV OPYIKA
doom pebotpe&anc.

To mpmtedov KaToANKTIKO oNUEID NTOV O «YPOVOG MG TNV amoTuyia TG Bepaneiacy. Ta kpitipla TOL
kaBopilovv v amotuyio ¢ Bepaneiag rav N emdeivoon N 1 mapoteTouévn un ertioon g
0QOUALIKTG PAEYUOVIG, 1] LEPIKT] PeATiOON HE aVATTUEN GUVEX®Y 0QOUALKOV GLVVOCTPOTTOV N M
EMOEVOGOT 0QOUALKOY GLVVOGNPOTNTAOV, 1 U EXLTPETOLEVT YPTON GUYXOPTYOOLEVOV PAPUAKMY KOL 1|
OVOGTOAN TNG Oepameing yio TapATETAUEVT XPOVIKT TEPTI0DO.

Kiwixn Aviaroxpion

To adalimumab peiooe onuavtikd tov xpdvo Emg TV amotuyio TG Oepameiog GUYKPLITIKG LE TO EKOVIKO
eapuaxo (Bréne Zynua 2, P < 0.0001 and t dokipacia log rank). O didpuecog xpdvog émg v amotuyia
g Oepamneiog frav 24,1 efdopddeg yio acbeveig mov Erafav Oepameia [1e EIKOVIKO QAPLOKO, EVD O
dhpecog ¥povog Emg v amotuyia ¢ Bepameiog Yo acBeveig mov Elafav Oepancio pe adalimumab dev
umopel va extiundei, emeldn Ayotepo and Tovg oobs acbeveig eppavicay amotvyio otn Oepaneia. To
adalimumab peiwog onpovtikd Tov kivévvo amotuyiog tng Oepomeiog katd 75% cuykplTikd ue to
EIKOVIKO Papuako, 6Tmg gaivetal omd tov Adyo kivdvvov (HR = 0,25 [95% Cl: 0,12, 0,49]).

Yyua 2: Keproieg Kaplan-Meier wov Xovoyilovv to Xpovo £oc tnv Amotuyia g Ogpomsiog
otV
Howwatpukn Meréty yio ™) Payosditidn
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Ynueioon: P = Ewoviko eappaxo (Aptuog Zoppdviov/ApiBudg acbevav mov datpéyovy kivouvo), A
= Adalimumab (Ap18udg ZouPaviov/ApBpog achevmv mov dratpéyovy Kivouvo).

5.2 ®appokoKIvNTIKEG 1O10TNTES

Amoppooncm Kol KOTOVOUN

Meté and xopiynon 24 mg/m? (uéyotn 86om 40 mg) pécm vrodopiag &yyvong kébe devtepn efdoudda
oe aoBeveig pe molvapBpikn veavikr| Wroradn apbpitda (NIA) niikiog 4 £mg 17 etdv ot péceg
KOTMTEPEG GLYKEVIPMOELS 6€ oTabepn Katdotaom (Tipég pétpnong amd v efdoudada 20 éwc v 48) g
ovykévipmong tov adalimumab ctov opd frav 5,6 £5,6 ug/ml (102% CV) ya to adalimumab ympig
ovyyopnynon pebotpe&dng kan 10,9 £5,2 ug/ml (47,7% CV) pe cuyyopriynon pebotpedng.

Ye acbeveic pe moAvapBpikn veavikn Womadn apbpitda (JIA) nlkiog 2 émg <4 etdv 1 nhikiog 4 eTdv
KoL Gve pe copatikd Papog <15 kg ko fhaPov d6om adalimumab 24 mg/m?, o1 péoeg kotdTepeg
ovykevipmoelg adalimumab ctov opd o€ 6Tafepn katdotoon frrav 6,0 + 6,1 ug/ml (101% CV) yia 1o
adalimumab ywpig cuyyopnynon pebotpe&arng ko 7,9 + 5,6 ug/ml (71,2% CV) ue cuyyopriynon

pebotpedrng.

Meté ) yoprynon 24 mg/m? (uéyiot d6on 40 mg) péom vrodopiag &yyvong kade devtepn efdouddo oe
acOeveic pe apBpitida oyxetilduevn e evbesitida, niikiog 6 Emg 17 eTdv, 01 HECEG KOTMTEPESG
ovykevipmoelg adalimumab otov opd oe oTafepn Katdotoon (Tipég mov petpmvtor katd v Efdopddo
24) fitav 8,8 = 6,6 ug/ml ya o adalimumab ywpic cvyyopfynon pebotpeatng kar 11,8 + 4,3 pg/ml pe
cuyyopfiynon uebotpedarne.

Meztd ™ xopriynon 0,8 mg/kg (uéyiotn d6om 40 mg) péom vrodoplag £yyvong kabe devtepn efdopdda oe
TodloTpikong acheveig pe ypovia yopioorn katd Thdkac, 1 wéon (£ SD) cvykévipmon oe otabepn
Kotdotaon adalimumab ftav wepinov 7,4 + 5,8 ug/ml (79% CV).

Ye madratpikong aobeveis pe pétpio émg ooPfapn voso tov Crohn, n apyikn d66m avorythc xopnynong
(open-label) adalimumab ftav 160/80 mg v} 80/40 mg tig EBdouddec 0 kou 2, avtictoryo, eEaptduevn
and éva avdTEPO OPlo cmpatikov Bapovg Twv 40 kg. Tnv EBdoudda 4, or acbeveig tuyaonomdnkay og
avoroyia 1:1 ite oty Tomikn d6om (40/20 mg kabe devtepn efdopdda) 1§ ot Xapnin d6on (20/10 mg
k@0e devtepn efdopadn) og opddeg Oepameiog cuvtipnong e Baon to couatikd Toug Papog. Ot péoeg
(x SD) ghdyroteg ovykevipwoelg adalimumab otov opd mov emtevynkav v ERSoudda 4 firav 15,7 +
6,6

ug/ml yio aoBeveic > 40 kg (160/80 mg) kot 10,6 £ 6,1 pg/ml yuo acBeveic < 40 kg (80/40 mg).

To acbeveic mov Euevav oty Toyouomomuévn Bepameio Tovg, ot péoeg (£ SD) eAdy1oTeC GLYKEVIPMGELS
adalimumab v EBdoudda 52 firav 9,5 + 5,6 ug/ml yio tqv opuddo Tumikng 6omg kot 3,5 £ 2,2 ug/ml yia
v opdda Xapning d0omgc. Ot péoeg ehdyloTeg GUYKEVIPAOGELS dtatnpndnkay o acbevelg mov cuveyicay
vo. AapBavovv adalimumab kabs devtepn efdopdda yio 52 gfdouades. Xe acheveic yio Tovg omoiovg M
d6om dapopedbnke and kabe dbtepn efdopndda og efdopadiaio oynua, n péon (£ SD) cvykévipmon
adalimumab otov op6 katd v ERdopdda 52 nrav 15,3 £ 11,4 ug/ml (40/20 mg, epdopadiaia) kar 6,7 £
3,5 ng/ml (20/10 mg, epdopodiaia).

H éx0eon oe adalimumab og acbeveic pe maudiaTpikn poyostditide mpoPAEQONKE XPNCILOTOIOVTOC
(OPLOKOKIVITIKA HOVTEAN TANOVGHOD Kol TPOCOHOImoT e BACT) TN POPUAKOKIVITIKY OTIG OLAPOPEG
evoei&elg oe AAAOVG TodLOTPIKOVG 0iobevelg (TatdiaTpikn yopiaor, veavikn Wlonabng apbpitida,
moudtorpiky) vocog tov Crohn, kot apOpitide oyetilopevn ue evheoitida). Agv vdpyovv drobiciua
KAMVIKG OES0UEVE, GYETIKG, LLE TN XPNOT| TNG 006N E £POdOV o€ TodLd NAKiog < 6 etmv. Ot Tpofrenodueveg
exbécelg ouvioTobv O0TL eddelyel pebotpelatng, Ho 061 epOSOL PTopel Vo 0ONYNGEL GE LI OPYLIKY
avénomn evotnuikng ékbeong

2yéon Ek0eonC-oVTOTOKPIoN S 6TOV TTodoTpkd TAnbuoud

41



Bdoet tov dedopévmv amd kKhvikég pedéteg o acbeveic ue JIA (PJIA kat ERA), 1 oyxéon éxbeonc-
avtamdKplong HeTa&d ouykévipmong TAdouatog Kol avtandkpiong PedACR 50 texunpiodnke. H
QAVOLEVIKT GLYKEVTp®OT TAdcpatog adalimumab mov 0dnyei 610 Moy g péytotg mbovotnTog
PedACR 50 avtamoxpiong fjrav 3 ug/ml (95% CI: 1-6 ug/ml).

H oyéon éxBeonc-avtandkpiong peta&d cvykévipwong adalimumab kat amotelespotikdtTog 68
OO TPIKOVG 0oBeveic e cofapn xpovia yopiaon Kot TAdkag tekpnpmdnikay yio v PASI 75 kot
10 PGA x0Bap6 1 ehdyioto, avtiotoiywg. H PASI 75 kot 1o PGA kobBapd 1 eddyioto avénbnkav pe
av&avopeveg ovykevrpoaoelg adalimumab, pe topopoto eavopevikd EC50 4,5 pg/ml wepimov (95% Cl:
0,4-47,6 xan 1,9-10,5, avtictoiymg).

EviAieg

Metd amd voddpio yopnynon pag epanas 66ong twv 40 mg, 1 amoppdENOT Kot 1] KATOVOUT TOV
adalimumab fjtav apyn Kot pe enitevén TOV UEYIGTOV GVYKEVTPOCE®Y 6TOV 0pd oTig 5 nuépeg Letd omod
™m xopnynon. H péon andivtn Prodabeoipdmro tov adalimumab mwov vroroyicOnke og tpeig peréteg
petd amd pio vrodople panal door twv 40 mg oy 64%. Metd and epdnal evooAéPia yoprynon
d6oewv mov kupoivovtar ard 0,25 émg 10 mg/kg, ot cuykevipdoelg fitav avaroyeg g d0one. Metd
and 06cg1g 0,5 mg/kg (~40 mg), ot kabdpoelg kopdvOnkay amd 11 Emg 15 ml/dpa, 0 dykog KoTavoung
(Vss) xoponvotav and 5 émg 6 Atpo kot 1 péomn tedky edon nuiong frav nepimov dvo efdouddec. Ot
ovykevipmoelg tov adalimumab oto apbpikd vypd acbevodv pe pevpotostdn aphpitida KvpovoTay oo
31-96% ekeivov tov 0poY.

Metd and vrodopia yopnynon 40 mg adalimumab avé devtepn efdopddo og evitikeg aoBeveis e
PELVLOTOEDN OpOpiTIda O1 HECES KATDTEPES GLYKEVTPAOGELC 08 aTafepn| Kotdotacn frav mepimov 5 ug/ml
(Gvev ovyyopnyodpevnc pebotpe&arng) kot 8 £mg 9 pg/ml (ne TapddAinin yoprynon pebotpe&artng),
avtiotoya. Ta gehdocova eninedo Tov adalimumab otov 0pod oe otabept| KaTdotoon avéndnkay mepimov
aVOAOYIKG LE TN 060N HETA amd VITodoplo d6on TV 20, 40 ka1 80 mg ava devtepn efdopudda Kot ava
gfdopdda.

Y& eviAikeg aobeveic ue yopiaon, N uéon cuyKévpwon ot otabepomomuévn katdotaon froav 5 pug/ml
Katd ™ didpkela g Bepameiog pe povobepameior 40 mg adalimumab kdéOe devtepn efdoudda.

Y acbeveic pe voso tov Crohn, n 86om gpodov 80 mg adalimumab v EBdoudda 0 ko akorobbmg 40
mg adalimumab v EBdoudda 2 enttvyyavel cvuykevipmoelg adalimumab otov opd mepinov 5,5 ug/ml
KOTA TN S1dpKeLo TNG apykng meptdodov. Mia ddom epoddov 160 mg adalimumab tnv Edoudada 0 ko
axolovBwg 80 mg adalimumab tnv EBdopdda 2 emttuyydvel ovykevipdoelg adalimumab otov opd
nepimov 12 ug/ml katd ™ didpkeia g apyikig TeptOd0v. MEGEC EAAYIOTEG GUYKEVTIPMGELS OTN
otafepomompévn Katdotoon ™e Taéng tov 7 ug/ml tapatnpndnkov og acbeveic ue voéoo tov Crohn ot
omnoiot élafav d6on cvvtnpnong 40 mg adalimumab kébe devtepn efdopdda.

Ye acbeveic e poyoeditida, po d6om epddov 80 mg adalimumab v EBdopdda 0, akorovBovpevn omd
40 mg xa0e devtePN Efdoudda Eexivamvtag v ERSoudda 1, 001 ynce oe UEGEC GLUYKEVTPDGELS
otabBeponompévng katdotacng nepinov 8 pe 10 pug/ml.

H @appoxokivntikn Kot gopuakokivntiky / goprokodVVOLIKT LOVIELOTOINGT| KOl TPOCOLOIMGT TOV
mAnBvouod TpoéPreyay cuykpioiun ékbeon oto adalimumab ko anotelecpotikdnTo g acbeveic Tov
éhaPav Bepameio pe 80 mg kabe devtepm efdopdda dtav cvykpivovtav pe T Bepaneio Twv 40 mg kabe
efdoudoa (mepriapfovouévav Tov eVAKoV achevay te peupatogldn apbpitida, SomunTikng
1Wpwtadevitida, EAkmon KoAitida, voso Tov Crohn, acbeveic ue epnpikn Somontikn 18pmTadevitido Kot
noudatpkong aobeveis copotikod Bapovg > 40 kg pe vooo tov Crohn).

AmofBoin
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Ot poppoKoKvNnTIKEG avaAdcelg Tov TANOuopHoD Pacet dedopévov and 1.300 kot ave acbeveig pe
pevpatoedn apbpitda £dei&av po tédomn yio avénuévn eawvopevikn kdbapon tov adalimumab 6co
aVEAVETOL TO GOUATIKO BApog. MeTd amd mpocapproyn 611 d10pOoPOTOoinGT) TOV GOUATIKOD BAPOVS, TOV
Yévoug Kot TG NAMKIaG QoiveTal Ol TOPAYOVTEG AVTOT Vo £XOVV WIKPT ETIOpaoT) 6TV KdBapon Tov
adalimumab. TTapatmpnOnke 6t ta enineda Tov elevBepov adalimumab ctov opd (un deopevpéva ota
avtiodpato vavtt Tov adalimumab, AAA) ftav youniotepa 6tovg acbeveig pe petpnoa AAA.

Hrotikn 1 VEQPIKT 0vVETAPKELD

To adalimumab dev &yel peretnBei o€ acbeveic pe NTATIKN 1) VEQPIKT| OVETAPKELD.
5.3 [poxivikd dedopéva Yo TNV A6QAIALEL0,

Ta pn KAvikd dedopéva, dev amokaAdTTOVY 1010iTePO Kivouvo yia Tov avBpwmo pe Baon Tig peréteg
To&koTNTOG EPATOE 0OGNC, TOEIKOTNTOC ETOVAAUUPOVOLEVOV dOGEMV Kol YOVOTOEIKOTNTOG,

Mo peAétn epPpLoToEIKOTNTAC/ TEPLYEVYITIKNG AVATTUENG £Yve o€ Kuvopoloyoug mfnkovg o 0,30 kot
100 mg/kg (9-17 mbMKovc/opdda) kat dev anekalvye Kopio voelEn Kivdhvov ota Euppuo Adym tov
adalimumab. Kapio pedétn kopkivoyéveonc, Onmg o0Te Kot 1 TPOTLTN EKTIUNGT TNG YOVILOTNTOG Kol
petoyevvnTikng toéikdmrog dev éywve pe to adalimumab Adyw g amovoiog Tmv KOTIAMNA®Y HOVTEA®Y
Yo Vo OVTICOUO PLE TEPLOPIGUEVT d10GTAVPOVUEVT] avTdpacTikdTTa 6T0 TNF TpoKTikdv Ko v
aVATTUEN EEO0VIETEPOTIKMV OVTICMUATOV GE TPOKTIKA.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotahoyog ekdoywmv

Nétpro yAwprovyo

Sakyapoln

[MoAvcopPiko 80

Yowp yio evéoiua

Ydpoyrwpikd 0&D (yio phOuion tov pH)
Noatpiov vopo&eidio (Yo pOOuion Tov pH)

6.2 AocvppotoTnTeg

EMetyel peketdv oyetikd pe tn ouuPatdmra, To Topov QupPIOKEVTIKO TPOioV OV TPETEL VO OVAUELYVOETOL
pe AL QOPUOKEVTIKE TPOTOVTAL.

6.3 Awgpkera {ong
3 ypdvio.
6.4 Idwitepeg TpouAacels kKoTa T POLAEN TOV TPOTOVTOG

dvrdooete og Yyoyeio (2 °C — 8 °C). Mnv katoyvyete. DVAGGGETE TNV TPOYELGUEVT GVPLYYO 1 TNV
TPOYEUGUEVT] GLGKELT] TOTTOV TEVOG GTNV APYIKT GLGKELOGIO Y10 VO TPOGTATEVETOL UTO TO PG,

H xd0¢ mpoyepicuévn ohpiyyo 1 TPOYEUGUEVT] GUGKEVT TOTTOV TEVAG UITOPEL VO PUAACCETOL GE

Oepuokpacieg péypt 25 °C yia ypovikd dtdotnue, og kat 30 nuépes. H npoyeuiopuévn cdpryya npénet va
TPOGTUTEVETAL OTTO TO PMOC KO VO, AToppIimTeTaL €Gv dgv ypnoiponombel péoa oty nepiodo tov 30 nuepov.
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6.5 ®@Vo1n K GLOTUTIKA TOVL TEPILEKTY

Evéowo didivpa 0,2 ml og mpoyepicpévn cvpryya amd yvari tomov I pe otabepn Perovo 29 gauge,
EKTETAUEVA TOPEUPVCUATA SUKTOAOD KO TPOGTATEVTIKO KAAVUUO BEAOVAS, Kot EUBOLO pE TOUQ
gloympnong (and Ppopofovtuikd eLacTikd).

Yvokevacio: 2 TPOYEUOUEVES GVUPLYYEG cLoKEVACUEVEC o€ KuyéEAN PVC/PE, ue 2 emBépoto ahkooAnG.
6.6 Idwitepeg Tpo@uraiears amoppLyng

Kda0e aypnoiponointo @opuokevtikd mpoiov 1 VIOAEUHO TPETEL VO, ATOPPITTETOUL COUPOVO UE TIG KOTA
TOTOVG 16YV0VOES GYETIKES OLATAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

STADA Arzneimittel AG

Stadastrasse 2-18
61118 Bad Vilbel

I'eppavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1589/010

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 15 Noepfpiov 2021

10.. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yia 1O TOPOY QUPLOKEVTIKO TPOioV gival S100EGIIES GTOV SIKTVAKO TOTO TOV
Evponaikod Opyaviopod Gopudkov: https://www.ema.europa.eu.
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V To mtopdv QopHOKEVTIKO TPOiOV TEAEL VIO GLUTANPOUATIKY TAPUKOAOVONGT. AVTO Oa emTpEYeL Tov
YPNYOPO TPOGIOPIGUO VEDV TANPOPOPLAV aGPaAElag. Znteital amd Tovg emayyeltaties vyeiog va
AVOPEPOVY OTTOEGONTOTE THAVOLOYOVLEVEG aVETIBOUNTEG eVEPYELEG. BAéme mapdypapo 4.8 yio tov TpdTo
avaQopdg avemBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Hukyndra 40 mg gvéoiuo didlvpa o€ TPOYEUGHEVT GUPLYYQ
Hukyndra 40 mg gvéouo didAlvpa 6€ TPOYEUIGHEVT] GLGKEVT THTTOV TEVAG

2. ITOIOTIKH KAI IIOXOTIKH XYNGEXH

Hukyndra 40 mg svéouio S1dAvLL0. GE TPOYELUGUEVT GUPLYYO.

KabBe epdma d6on 0,4 ml mpoyepuouévng oOpryyag mepiéyel 40 mg adalimumab.

Hukyndra 40 mg evéowo didlvua o€ Tpoyeiouévi GUGKELH TUTOL TEVOC

KabBe epdmag d6on 0,4 ml mpoyepuouévng cvokevng tomov névog tepiéyst 40 mg adalimumab.

To adalimumab &ivot éva avOpOTIVO avaGUVIVOGHEVO LOVOKAMVIKO OVTICOIO TT0V TOPAYETOL GE KOTTOPA
Qobnkdv Kivélikov Hamster.

"Exdoyo ue yvwotn dpdon:

KéBe ml mepiéyer 1 mg molvcopPiko 80.

[Ma tov mApn kaTdloyo Tov ekddYwV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo odAvpa (éveon).
Awovyég Kot dypmpo dtdAvpa.

4. KAINIKEX TAHPO®OPIEX
41 OgpomevTikég evoeitelg

Pevparoeidne apbHpitida

To Hukyndra oe cuvdvaouod pe t pebotpe&dtn evdeikvoton yio:

- T Oepameio g HETPLOG EmG GoPapng evepyol pevpatogldong apbpitidag og eviikeg acbeveic, 6tav m
AvTamOKPIOT GE TPOTOTOMTIKY THG VOGoL avtipevpatikd edppoka (DMARD), coprepilapfovouévng
g nebotpeldng, NTOV VETOPKNG.

- T Oepameio TG coPapng, EvEPYNS KOl TPOOSEVTIKNG PEVHOTOES0VG apBpiTIdNG 6€ EVAAIKES TOV OEV
&yovv AaPetl mponyovuevn Oepameio pe pebotpelam.

To Hukyndra pmopei va yopnyn0ei oc povobepancio o€ mepintmon dvoavesiog ot pebotpe&dtn 1 6tav n
ovvéylon g Oepameiag pe pebotpeEdtn sivarl akatdAinin.
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To adalimumab éyel amoderybei 6Tt perwver tov puOuod eEEMENG ™G apbBpiknc PAGPNG, OTwe petpréTan
OKTIVOAOYIKA Kot OTL BEATIOVEL TN AELTOLPYIKT IKOvOTNTA OTAV YopTyEiTal o8 cuvdvacud pe pebotpeEd.

Neoavikn 1donodnc apHpitida

TolvapBpikn veovikn 1010mabn¢ opbpitioo.

To Hukyndra ce cuvdvooud pe ) pebotpe&dn evdeikvuton yio ) Bepameio tng gvepyod, moAvapOpikng,
VEAVIKTG, 1010maf00g apbpitidag o aobeveig and v nAikia TV 2 ETOV TOV 0TolMV 1] 0VTOTOKPIoT 6€ éva N
neprocotepa DMARD egivar averapkng. To Hukyndra pmopei va yopnysiton wg povobepaneio otnv
nepintwon dvcavetiog oe pebotpeldn N dtav n cuvéyon g Bepanciog pe pebotpeEdn Kpivetan
aKaTOAANAN (Yo v anotelecpoTikdnTo ot povobepaneio L. mapdypago 5.1). To adalimumab dev £xet
peketBel o aobeveic nhkiog Kdtw TOV 2 ETOV.

Apbpitida oyeti{ouevy ue evlBeoitioo

To Hukyndra evdeikvotat yio ) Oepameio g evepyod apbpitidag mov oyetiletan pe evhesitida oe acbeveic,
NAiog 6 €TV Kol Ave, o1 0Toiol EpEavIiovy avemapKn avtamdkplon 1 OV avEXOVTaL Tr GUUPATIKT
Bepameia (BA. mapdypago 5.1).

A&ovikn omovovrapbpitida

Aykvlomomtikn orovovlitido, (AX)
To Hukyndra evdgikvotat yio t Bepancio evniikov acBevav pe coPapn, evepyd AX, dtov 1 aviomodkpion
o cvpPartikn Bepaneio Exel amoderyBel avemapknc.

Alovikn omovoviapBpitidn ywpis OKTIVOAOYIKG EVPHUATO AYKDAOTOINTIKNG OTOVOVAITIONS

To Hukyndra gvdgikvotat yio t Bepancio evniikov acBevav pe coPapn, a&ovikh omovdvriapbpitido ympig
OKTIVOAOYIKA evpHoTe AX, 0ALG pE avTIKEUEVIKG onueia ereypovig pe avénuévn CRP kovf poyvntikn
topoypagio (MRI), mov giyav avemapkn oviamokpion 1 £xovv dvcavetio og U GTEPOEIDN OVIIPAEYUOVAOON
eappoka (MZAD).

Yopuacwkn apbpitido

To Hukyndra evdeikvotat yio. t Bepaneio g evepyod kot eEEMOOOUEVIS YOPLIGIKNG apOpitidag oe
eviAIKeg acbeveic Otav 1 avtomdkplon og Tponyovuevn Bepamneior ue DMARD éyel amoderyOel avemapknc.
To adalimumab éyg1 amoderydei ot emPpadover Tny eEEMEN g PAAPNG TOV TEPIPEPIKDY apOpDGEDY, OTMG
a&lohoyeital akTvoAoykd o€ acBevelg Le GUUUETPIKEG ToAVAPOPIKES VITOKATYOPiEg TG VOGOL (PA.
Topaypaeo 5.1) kot 0Tt PeEATudVEL TN AETOVPYIKOTNTO.

Yopiaon

To Hukyndra evdeikvotat yia ) Ogpameio tng pétplag £mg coPapnc xpoviag yopioons Katd TAdkag o€
eVAAIKEG ac0eveic o1 omoiot lval VTOYNP1OL Y10 GuGTNATIKY Depomeia.

IoudaTpikn yopiaon Kot TAGKAC

To Hukyndra evdeikvoton yio. t Bepaneio g cofapnc, xpoviag yopiaong Katd mAaKag 6€ Toudid Kot
epnPovg and v NAikia TV 4 €TV 01 00101 EPPAVICAY OVETUPKT AVTUTOKPIOT] 1] EIVOL AKOTAAANAOL
VITOYNPLOL Y10, TOTIKY Ogpameio Kot pmtobepamneisg.

Alamontikn Wpotodevitoa (HS)

To Hukyndra evdeikvutat yio ) Oegpameio thg pérplog £mg cofapnic, evepyov, HS (avaotpoeng axung) o
eviAIKeG Kot €pnPoug amd 12 eTdv pe avemapKr| ovIOTOKPIoT 6T GVUPATIKY, cuaTnpatikn Bepomeio yio ™
dramonTikn Wpwtadevitido (PAéne Tapaypdeovg 5.1 kot 5.2).
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Noooc tov Crohn

To Hukyndra gvdeikvotoan yio. t Bepaneio g pétprag £mg cofapmng, evepyod vocov tov Crohn, og evijhikeg
acBeveic o1 omoiot 6ev Eyovv avtomokplBel oe TAN PN, EXaPKT BEPUTELTIKN AYYT| LE £VO KOPTIKOGTEPOEIDES
KoU1| e £vaL 0vOGOoKATAGTOATIKO 1 01 oToiol Exovv ducavesia 1 avtévoelln yia tétoleg Bepoameies.

IMowdworpukn vosoc tov Crohn

To Hukyndra gvdeikvotat yio t Bepancio g pétpog £og cofapng, evepyod vocov tov Crohn ce
ToudTpikovg acbeveic (Nhikiog omd 6 eTMV) 1OV giyav AVETOPKT OVTUTOKPIOT 6T GLUPATIKY Bepameia Tov
TEPMAUPAVEL TPOTOYEVT, SLATPOPIKT Beparmeia Kal £Vo, KOPTIKOGTEPOEIDEG KAU/T VO (VOGOTPOTOTOUTIKO 1)
oV €yovv ducavetia 1 avtévoelEn yia té€toleg Oepamneieg.

EAkdonc koMtida

To Hukyndra gvdeikvoton yio t Bepaneio g pétprog £mg cofapng, evepyod, EAK®0VG KOMTIONG 6€
EVAAIKEG ac0eveic OV glyav avemopKn avtamokpion otn cvpupatikn Beponeio coumeplapfovouévov Tmv
KOPTIKOGTEPOEWSMV Kot TNG 6-pepkantomovpivig (6-MP) 1 alaberompivig (AZA) 1 ot omoiot £xouvv
dvcave&ia N wrpucég avtevoei&elg yia tétoleg Bepoameies.

IoudraTpikn eEAK®ONS KOAMTIOO,

To Hukyndra gvdgikvotat yio t Bepancio g péTplog £mg cofapng, evepyod EAKOOOVE KOAITIONG o8
OO TPIKOVE 000eveig (0o 6 TMV) TOL ElyOV AVETAPKN AVTOTOKPIOT 6T GLUPaTIKY Oepameia
GLUTEPIMOUPOVOLEV®Y TOV KOPTIKOGTEPOEWDMV Ko ¢ 6-pepromtonovpivng (6-MP) 1 alabetompivig
(AZA) 1 ot omoiot £yovv dvcavesia N avtévoelEn yia étoleg Oepameies.

Payosiditida

To Hukyndra evdgikvotat yio t Bgpaneio g un Aotmd0vg, VOLAUESTS, 0micOag Kot Tavpayoglditidog 6e
EVAAIKEG 0c0EVEIC, 01 00101 ElY OV AVETOPKT AVTOTOKPLOT) GE KOPTIKOGTEPOELON, GE aceVEiC TOV amaTovV
OTOOWOKY] HEIOT TNG 0O0NG TOV KOPTIKOGTEPOEW®V 1) GTOVS 0T010VG dev glvar kKatdAAnin n Oepaneia pe
KOPTIKOGTEPOELDN.

IoudraTpikn poyoelditida,

To Hukyndra evdeikvotat yio. t Bepaneio TG matdtatpikig, ypoviag, H-Aouddovs, Tpochiog payoetditidag
o€ acbeveig amd TV NAkio TV 2 ETOV TOL ElY0V AVETAPKT OVTUTOKPIGN 1) OV avEYOVTAL T1 GUUPOTIKA
Oepaneia 1 oTOVG OmMoiovg 1 cvpPatikn Bepomeio dev glvan KATAAANAN.

4.2  Aocoloyio kol TpOTOS YopyNons

H 6gpameio tov Hukyndra Ba mpénet vo apyioet kat va mapakolovdeiton oo E101KELUEVOVG YLOTPOVG UE
eunepio otn didyvoon kot ) Oepomeio voowv yia ti¢ omoieg evdeikvutar to Hukyndra. Ot ogpBaiuiotpot
owvieTdTol Vo ovpfoviedoviol évay 101k0 1Tpd mpv amd v évapén e Oepomeiog pe Hukyndra (BAéne
nopdypao 4.4). Xtovg acbeveic mov Aapfdavovv Hukyndra 0o mpémet va diveton n Kapto YrevOouong
AocBevoic.

Metd amd KatdAANAN EKTaidEVoT TNV TEXVIKN £VESTG, Ol AGOEVEIC LTOPOLV VO KAVOLV HOVOL TOVG TNV
éveorn Hukyndra edv o 10tpdg Tovg T0 KPIvel EpIKTO Kot KAT® 0O 10TPIKT Topakolohinon, edv kpivetal

avaykaio.

Katd ) dudpkera g Oepomeiog pe Hukyndra, dAleg cuyyopnyodueveg Bepameieg (). KOPTIKOGTEPOEIDN
K01 0VOGOTPOTOTTOWTIKOL TaPGyovTeC) Oo Tpémet vo. BEATIOTOTO10VVTAL.
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Aocoloyia

Pevuoroeidns apbpitioa

H cvviotdpevn d6om Hukyndra otoug evijhikeg acbeveig pe pevpatoedn apbpitido sivar 40 mg adalimumab
xopnyovpevn Kabe devtepn efdopdda mg pia epdmas d6on pe vroddpla Eveon. H peBotpesan Ba mpénet va
ovveyileton kotd ™ didpketa g Oepansiog ue Hukyndra.

Ta YAUKOKOPTIKOELDT, TO GOAKVALKEL, TO (1] GTEPOELDN, AVTIPAEYLOVMIT PAPLLOKA, 1] TO OVOAYTTIKAL
UTOPOVV VO GLVEYIGTOVV KaTd T didpkela TG Oepomeiog pe to Hukyndra. T'o to cuvdvacud pe
TPOTOTOUTIKA TNG VOGOV OVTIPEVHOTIKG @apuaKe ekTog TG pebotpebdtng, PAéne mapaypdpovg 4.4 ko 5.1.

Y1 povobepaneia, peptkoi acbeveig mov Tapovastalovy petwpévn avtandokpion oto Hukyndra 40 mg kabe
devtepn ePfdoudda pmopel va @@einbodv and po avénon ot d6on ¢ tdéemg Twv 40 mg adalimumab kdbe
efdoudoa 1 80 mg kdabe devtepn efdopdda.

Ta d100éc1a 0edopEva VTTOSEIKVOOLV OTL 1] KAVIKT avTaTOKPLoT emtuyydvetal cuvibog uéca og 12
efdoudoeg Oepamneiag. H cuvéyion g Oepaneiog mpémel va alodoyeitar o€ 0motov acbevi dev
OVTOTOKPIVETOL LEGO GE LTIV TN (POVIKT TTEPI0O.

Aioxonh e d0onS
Mmnopet va vapEet avdykn yuo dlakomy TG d0oMG, Y. TPV amd yxeipnon 1N edv Tpokvyel pio coPapn
Aolpwén.

Ta dwbéoua otoryeio vrodnAmvouvy 6Tt N emavévapén tov adalimumab petd amd diokonn 70 nuepdv 1
TEPLOCOTEPO, ElYE G amoTéLesa TO 1010 PEYEBOC KAVIKNG OVTOTOKPIGNG Kot TAPOHOL0 TPOPIA AcPEAELng
OTOG TPV 0T TN JLOKOTH TG dOGNG,.

Aykvlomomtiki orovoviitioa, aloviki orovovlaplpitida ywpic aKTivoLloyika. EDPHUOTA AYKDAOTOINTIKNG
omovoviitidag (AX) kot wapiaoikn aplpitido.

H cuvictduevn 86om Hukyndra yio acBeveig pe AX, aovikh omovdviapOpitido xmpic aKTVOAOYIKA
gupnuota AX kat yio acBeveig pe yopacikn apbpitide eivar 40 mg adalimumab ke devtepn efdopddo mwg
pio epdmas 060 pe VTOJOPLL EVECT).

Ta d100éc1ua 0edopEVa VTTOSEIKVOOLY OTL 1] KAVIKT 0vTaTOKPIoT emttuyydvetal cuvhfog uéca og 12
efdoudoeg Oepamneiag. H cuvéyion g Bepanciog mpémetl va alodoyeitan o€ 0motov achevi dev
OVTOTOKPIVETOL LEGO GE LTIV TN (POVIKT] TEPI0O0.

Ywpioon

H cvviotdpevn d6om Hukyndra yio evilikeg acbeveic eivar pio apyikn 66on towv 80 mg pécm vmoddpiog
éveong, axorovBovuevn omd 40 mg péow vrodoplag Eveonc kdbe devtepn efooudda, apyilovrag pio
ePoouGon LETA TNV apyLkn dOGM.

H ovvéyion g Oepameiog petd amd 16 efoopnddeg 0o mpénet vo alloloyeiton TpoceKTIKd €K VEOU G€ dToloV
acOevn| dgv avtamokpiveTal UG GE QUTNV TN XPOVIKTH TEPi0d0.

[Tépav tov 16 gfdopddwv, ol acbeveig pe averapkn avtandkpion oto Hukyndra 40 mg ke devtepn
efdoudoa pmopei va wpeAnBolv amod o avénon ot d6on o 40 mg kabe efdoudada | 80 mg kabe devrepn
efoopdoa. Ta opéAn Kot ot kivovvor tng cuveylopuevng efdopadiaiog Bepaneiog twv 40 mg 1 g Beponeiog
twv 80 Mg kdbe deutepn gfdopdada Tpémel va enoveeTalovtal TPOCEKTIKA 6 Evav acbevn Ue avemapk
avtamdkplon, uetd v avénon g doong (BA. mapdypago 5.1). e nepintwon mov entevydel emapKng
avtomokpion pe to 40 mg kdébe efdoudda 11 80 mg kdbe devtepn efdoudda, 1 600M UTOPEL GTN GLUVEKELN VO,
pewwbei og 40 mg ke devTEPT EPSOUADA.
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Momonrirs 10pwtoadevitioa (HS)

To cuvictdpevo docoroyko oyfua Yo To Hukyndra og evijlikeg acbeveic pe HS sivar apywcd 160 mg v
Huépa 1 (xopnyovpueva oc téocepis evécelg tov 40 mg oe pio pépa 1 og dvo evécelg tov 40 mg ovd nuépa
v dVo cvveyeic NUEPES), akorlovBovpeva ard 80 mg dvo efdopddec apyotepa v Huépa 15 (yopnyodueva
g 000 evéoelg tov 40 mg og pia nuépa). Avo efdopddeg apyotepa (Huépa 29) cuveyiote pe pio 66om tov
40 mg ke efoopdoda 1 80 mg kabe devtepn efSopada (Yopmnyodpevn g 600 evéoelg tov 40 mg o pia
nuépa). Eav kpivetar amapaitnto, kotd t didpketa g Oepaneiog pe Hukyndra pmopei va cuveyiotei n
ypron ovtifrotikmv. Katd ) didpreia g epaneiog pe Hukyndra o acBevig cuvictdror va ypnotpomnote
oe kafnuepvn| Bdon éva Tomkd avTIoNTTIKO camovv oTig PAAPES TG S1mLNTIKNG 10pMTUIEVITIONG.

H ouvvéyion tng Oepamneiog petd ™ 121 efdopdda tpénet va aloloyeital TpoGeKTIKA G€ OO0V 0obevr dev
éxel mapovoidoel feltioon péoa 6E aVTNV TN XPOVIKT TEPi0dO.

Y mepintwon dwakomng g Oepaneiog, propei va yiver emavévapén ue Hukyndra 40 mg «xdé0e efdopdda 1 80
mg ke devtepn efdouada (PAére Tapdypopo 5.1).

To 6pelog kot 0 Kivduvog g cuveyllopevne pakpoypdviog Oepaneiog 0o mpémel va a&lohoyodviol TEPLOdIKA
(BAéme mapdypago 5.1).

Noooc rov Crohn

To cuvicThuevo 0c0royikd oyfiua exayoync yo to Hukyndra oe evidikeg acBeveic ue pétpia £mg cofapn
evepyn voco tov Crohn givar 80 mg v EBdopada 0, akorovBoduevo amd 40 mg v efdopdda 2. Xtnv
TEPIMTOOT) OV VIAPYEL 1 AVAYKOLOTNTA Yot (ol ToyOTEPT ovTamdkpion ot Ogpamneio, prnopet va yopnynoet
d6om 160 mg v ERdoudda 0 (yopnyovuevn g técoepic evéaelg tov 40 mg o pio nuépa 1 ®g 30O EVECELS
TV 40 mg avé nuépa Yo 600 dradoyikcég NUEPES), axorovBoduevn omd 80 mg v ERSopdda 2
(xopmyodpevn wg dvo evéoelc tov 40 mg oe pia nuépa), yvopiloviag 0Tt 0 kKivouvog exkdnimaong
avemBOUNTOV GUUPAVTOV Eivol HEYOADTEPOG KOTA TN SIGPKELN TNG EXOYWYNC.

Metd ) Bepaneia enaymyng, 1 cuviot@pevn d6om givar 40 mg kdbe devtepn Bdopdda pe vTOdopLa EveoT).
Evolloxtikd, edv évag aobevig €xet dakdwyel To Hukyndra kot ta onpeio kot cupmtdpoto e vooou
emavepoviotovv, To Hukyndra umopei va. emovayopnynOei. Yrdpyetl pikpn epmelpio yio v exovayopnynon
petd omd 8 efdopddeg and v mponyoduevn doom.

Kotd m dudpkela e Oepaneiog cuvinpnong, 1 6001 TV KOPTIKOGTEPOEIOMY UTOPEL VO, S1AKOTEL GTOSIOK,
COLPOVA, LE TIC KATEVOBVVTAPIEG 00MYIEC TG KAVIKNG TPOKTIKNG,

Mepkoi acOeveic Tov gupaviovy petwpévn kKAvikn avtamdkpion oto Hukyndra 40 mg kéOe devtepn
gfdopada evoéyetal vo mpeAnbodv amd uia avénon g 86omg og 40 mg Hukyndra kabe epdopdda 1 80 mg
kd0e devtepn efdopddo.

Mepikoi acOeveic mov dev Exovv avtamokpiOei uéypt tnv EPdopndda 4 eivon mbavd va ermeeAnfovv amd
ovveylopevn Bepameio cuvipnong uéxpt v efdoudda 12. H cuvéyion g Bepameiog mpénetl va
a&lohoyeitan TpooekTikd o€ dmolov acbevi) dev AVTOTOKPIVETOL HEGO GE ALTIAV TN YPOVIKT TTEPI0O0.

Elxwong kolitida

To cuvioTduevo d0c0A0YIKO oyfua emaywyng Yo To Hukyndra og evilikeg acbeveic pe pétpa £mg copapn
eAkmom koAitda eivar 160 mg v ERdoudda 0 (yopnyovuevo wg téocepig evéoelg tav 40 mg oe pio nuépa
N @¢ 600 gvéaelc tov 40 mg avd nuépa yio dVo dtadoyikég nuépeg) kot 80 mg mv ERSoudda 2
(xopmyodpeva wg dHo evéaelg tv 40 mg oe pio npépa). Metd ) Bepaneio eraymyng, 1| GLVIGTMUEVT] dOON
etvar 40 mg kdBe devtepn efdoudda e VTOdOPLO EVEDT).

Kota m dudpkela e Oepaneiog cuvinpnong, 1 6061 TV KOPTIKOGTEPOEIOMY UTOPEL VO, S1AKOTEL GTOSIOK,
COLPOVA LE TIC KATELBUVTNPIEG 00T YiEG TNG KAVIKNG TPOKTIKNG.

49



Mepikoi acBeveic mov gpeavilovy peiowpévn KAvikn avtamokpiorn otr 66or tov 40 mg kabe devtepn
gfoopada evoéyetor vo m@eAnfovv and o avEnomn g d6omng o 40 mg Hukyndra kabe fidopdda 1 80 mg
Kd0e devtepn efoopddoa.

Ta Swwbéoya ototygio VTOOMADVOLV OTL 1] KAVIKT VIOTOKPLIoN EMTLYYAVETOL GUVIBmG péca og 2-8
gPfoonadeg Oepameioc. H Bepancio pe Hukyndra dev Oa mpémet va cuveyiotei og aobeveig mov anétoyov va
avTOTOKPoHV G 0VTO TO YPOVIKO S1ACTN LA,

Payogiditida

H cvviotdpevn d6om tov Hukyndra yuo evilikeg acBeveig pe poyoeditida givor pia apyikn d6on 80 mg,
axolovBovpevn and 40 mg kabe devtepn efdoudda, apyilovtag pio efdopdado Letd TV apyikn d6om.
Yrdapyet mepropiopévn epmeipio otnv évapén Bepanciag pe adalimumab oe povobepoaneio. H Bepancio pe
Hukyndra propei va EgKiviogl 6€ GLVELAGHO HE KOPTIKOGTEPOELON KA pe GALovg, un-froroyikode,
0VOGOTPOTOTOWTIKOVG TTapdyovies. H tavtdypovn yopnynon tov KopTIKOGTEPOEIOMV UTOPEl va dlakomel
OTOOLOKA, COUPMVA LE TNV KAVIKT TPOKTIKY EEKv@vTag 000 efdopddeg petd tnv Evapén g Beponeiog pe
Hukyndra.

YuvIoTaToL OTL TO OQELOG KOl 0 Kivouvog TG cuveylopevns nokpoypoviag Oepaneiog Oa mpémet va
eEetalovtar og etota Pfaon (PA. Topdypapo 5.1).

Ewwoi tAnbuvcpuoi

Hliouévor
Agv amotteitol Tpocop oy g 066,

Negpirn kai/1 nratiky dvolertovpyio.
To adalimumab dev £xet peletn0ei oe awTOV TOV TANBVGUO acBevdV. Agv pmopovv va yivouv vrodeifelg yio
T docoroyia.

THoidraztpikog minBoouog
Neoavikn 1donodnc apHpitida

THolvapBpikn veavikny 1010ma0ns opbpitida omo v nlikio twv 2 €Ty

H cuvietduevn 8601 tov Hukyndra yio acbeveic pe molvapfpikn, veavikn, 1donadn apbpitida, amd v
nikia tov 2 etdv, emhéyeton Bdoet Tov Papovg couatog Tov acbevovg (IMivaxag 1). To Hukyndra
yopnyeitan pé€cw vrodoplag Eveong kdbe dgvtepn efdopdda.

IMivokag 17: Adony Hukyndra 6g a60gveic pe molvappikn, veovuki, 1dromad apdpitida

Bépog ac0evoig A0G0LoYIKO ynjpa
10 kg péypr < 30 kg 20 mg ka0e devtepn efdopdda
>30 kg 40 mg ke devtepn fdopdda

Ta d100éca dedopEva VTTOSEIKVHOLV OTL KAVIKT OVTOTOKPLoN EMTVYYAvETol cuviBmg péca og 12
efdopdoeg Oepamneiag. H cuvéyion g Bepanciog mpémetl va alodoyeiton mpooektikd o€ dmotov achevi dev
OVTOTOKPIVETOL LEGO, GE AVTNV TN YPOVIKT TEPI0O0.

Agv vmapyet oxetikn yprion tov adalimumab cg acOeveic nhikiog kKGtm TV 2 £TOV Y10 GVTAY TNV EVOEIEN.
Apbpitida oyetilouevy ue evleoitioo
H cuvictdpevn 8601 tov Hukyndra yio acbeveic pe apbpitida oyetilduevn pe evbeoitida omd tnv nlkia

TV 6 eTdv, emdéyetal Pdoetl Tov Papovg copatog tov acbevoig (TTivakag 2). To Hukyndra yopnysitol péow
V0dopLoC Eveong kabe debtepn efdopada.
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IMivaxog 2: Aéen Hukyndra ywo ac0gveig pe apOpitida oyetilopevn pe evhsoitidoa

Béapog a60gvoig A0c0oLOYIKG YR
15 kg uéypr < 30 kg 20 mg kdBe 6gdtepn efdoudda
>30 kg 40 mg ke devtepn efdopada

To adalimumab dev £xel pedetnBei oe acbeveig nhikiog katm TV 6 etV pe apbpitida oyeTilopevn pe
evBecitido.

Yoplaown apbpitida kou aEovikn omovovrapfpitida coureprioufavousvng oryKvAOTOUTIKNG
OTOVOLAMTIOOG

Agv vmapyet oxetikn ypromn tov adalimumab oe Toudrotpikd TAnBvepo Yo Tig evei&elg Tng AX kot ™G
Yoplooikng apbpitidac.

IoudaTpikn yopiaon Kot TAGKAC

H ocvviotdpevn d6on Hukyndra yo acbeveig pe wopiaon katd mhdakog, nikiog 4 £éog 17 etdv, emhéyetal
Bdoet Tov copotikod Bapovg tov acbevoig (TTivaxag 3). To Hukyndra yopnysiton péow vroddpiag Eveong.

IMivaxog 3: Adon Hukyndra yw roidrotpikovg ac0eveic pe wopioon kotd mhdaxkog

Bapocg a60gvoig A0c0oroYIKé oyfpa

15 kg néypr < 30 kg Apykn 66om v 20 mg, axkorovBodusvn omd
20 mg «éBe devtepn gfdopdada
EexvavTag pio Boopddo LETA TNV apyIkn SO0

> 30 kg Apyn 66om tov 40 mg, akolovBovpevn and
40 mg kaBe devTEPN EPdopddn
Eexvavtag pio Poopndado LeTd TV apyikn 60om

H ovvéyion g Oepamneiog petd mv 16m efoopdda mpénet vo agloloyeital TPOGEKTIKA G€ OTOI0V 0cOEVT dgV
OVTOTOKPIVETOL LEGO GE LTIV TN (POVIKT] TTEPI0O0.

Y mepintwon mov evosikvutan emavainym g Oeponeiog pe adalimumab, tpénet va axolovBovvtat ot
AVOTEP® GVOTAGELG GYETIKA [LE T d0c0A0Yin Kot TN didpketa TG Oepamneiag.

H acedieia tov adalimumab oe toudiatpikovg acbeveic ue wopioon kotd mhakog xet aElohoynsl yio éva
uéco ddotnua 13 unvov.

Agv vmapyet oyxetikn ypnomn tov adalimumab og moudié nhikiog kGtm TV 4 1MV Yo VTRV TV EVOEIEN.

EonBum domuntikn wWpotadsvitida (amd 12 stdv, Bdpove tovidyistov 30 kq)

Agv vmapyovv KAvikég peréteg pe to adalimumab oe épnpovg acbeveic ue HS. H docoroyia tov
adalimumab og awto¢ ToUC 060eveig Exel kKabopiotel pe PAom PAPUAKOKIVITIKA LOVTELD, KoL TPOGOMOImGN

(BA. mapdypago 5.2).

H ocuvictduevn 6601 tov Hukyndra givar 80 mg v EBdopdda 0, axodovBoduevn amd 40 mg kabe devtepn
efdopdoa Eekvovtag v ERdopdda 1 péow vrododpiag Eveonc.

e epnpoug aobeveic ue averapkn avramodkpion o Hukyndra 40 mg kabe devtepn fdondada, pmopei vo
egetaobel pa avénomn g d6ong og 40 mg kabe efdopdoa 1 80 mg kdbe devtepn gfdopdda.
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Edv kpiveton anopaitnro, katd tn didpkeio g Oepanciog pe Hukyndra pmopei va cuveyiotel n yprion
avtipotikev. Katd ) duapkeia g Oepameiog pe Hukyndra o aofevig cuviotdtor va ypnotpomnotel og
kaOnuepvn Baon Eva TOmKO, AVTIONTITIKO GOMOVVL 0TI PAGPEG TG SLOTLNTIKNG WOPOTASEVITIONG.

H ocvvéyion g Oepamneiog petd ™ 121 efdopdada ntpénet va agloloyeitor Tpocektikd o€ Onotov achevi dev
€xel TOPOVCLACEL feElTiOoT HEGH GE VTNV TN XPOVIKT TEPT0DO.

Ye mepintwon dakomng g Oepanciog, pmopei va yiver emavévapén pe Hukyndra avéioya pe v mepintmon.

To 6pelog kot 0 Kivduvog TG cuveylLopevng pakpoypoviog Bepaneiog mpénel va emave&etdleTol TEPLOSKA
(BAéme dedopéva evndikmv otny Topdypapo 5.1).

Agv vrapyet oyxetikn ypron tov adalimumab og moudid nhikiog k&tm tov 12 eTdv Yo vty TV £voeién.

Howdotpuch vosoc tov Crohn

H cuvictduevn 66om Hukyndra yia acBeveig pe voco tov Crohn, nikiog 6 énc 17 etdv, emdéyeton Pdost
10V Bapovg odpatog tov achevoig (Iivakag 4). To Hukyndra yopnysitot pécw vrodopiag Eveonc.

IMivakog 4:Adon Tov Hukyndra ywo raadratpikovg aedsveic pe voso tov Crohn
A6c1n cuvTipnoNg

af(;i l:, (())?')g Adon erayoyng pe évapén v
Epoopdada 4
<40kg |+ 40 mg v EBdoudda 0 kou 20 mg v EBdoudada 2* 20 mg k&g devTEPN
efodopdoa
2V TEPImT®ON TOL VIAPYEL 1 OVAYKT) Y10l L0 TOYVTEPT
avtomokplon ot Oepameia, yvopilovrag 6Tl 0 Kivouvog
exdNAmong avemBounT®v cuuPavieov puropet va eival
LEYOADTEPOG LIE T YPNON LEYOAVTEPNG OOOG EXAYMYNC,
umopel va ypnoyomombei n wapokdtm oo6on:
* 80 mg v EBdoudda 0 kot 40 mg v EBdoudda 2
>40kg |+ 80 mg v EBdonada 0 ko 40 mg v EBdopddo 2 40 mg ke devtepn

efodopdon
2NV TEPIMTM®OT TOL VITAPYEL 1 OVALYKT] YLOL LG, TOYVTEPT
avtomokpion ot Oepamneia, yvopilovrag 6Tt 0 Kivduvog
exdnAmong avemBounTev cupPdviov propet va givol
UEYOAVTEPOG UE TN YPNON UEYOADTEPTG DOCTG EXAYDYNC,
umopel va ypnoyomomdei n wapokdtm oo6on:

* 160 mg v EBdondada O kot 80 mg v Edopdda 2

Ot acBeveic Tov eupaviovv avemapkn ovTamdkpion evogyetal vo @@eAn0obv amd o avénomn g oo6enc:
» <40 kg: 20 mg ka0¢ epdopdda
* > 40 kg: 40 mg kd0e efdouada 11 80 mg kabe devtepn fdouado

H ovvéyion g Oepamneiag oe Evav acBevi mov dev £xel avtamokpifel uéypt mv ERdoudada 12 mpénet va
0£10MOYEITAL TPOCEKTIKAL.

Agv vmapyet oyetikn ypromn tov adalimumab og Toudid nhikiog katm TV 6 €TdOV Yo VTRV TNV EVOEIEN.
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IondraTpikn eEAK®ONS KOMTIOO,

H cvviotdpevn d6om tov Hukyndra yuo acBeveic pe ehkdon koAitida, nhikiag 6 £mg 17 etdv, emhéyeton
Bdoet Tov cmpotikod Bapovg tov acbevoig (TTivaxag 5). To Hukyndra yopnysiton péow vroddpiag Eveong.

IMivaxog 5: Adon Hukyndra ywo roidiotpikovg ac0eveic pe EAk®dn Koritido

Bapog , . Adon ocvvtipnong pe
000gvoig Adon groyorig évapén v Epoopada 4*
<40kg |+80 mgmv EBdopnada 0 (xopnyoduevn og 600 eVEGELS * 40 mg kdbg devTepn
tov 40 mg og pia nuépa) Kot eBoopdda
* 40 mg v EBdoudda 2 (yopnyovuevn g pio £veon tov
40 mg)
>40kg |+ 160 mg v EBdoudda O (xopnyoduevn og téccepig * 80 mg kdbg devTepn
evéoelg Tov 40 mg oe pio nuépa 1 600 evéoeig 40 mg v gfdoudoa
NUEPA Y10 SVO GUVEYOUEVEG NUEPES) KO
* 80 mg v EBdoudda 2 (yopnyovpevn og dVo evEcelg
tov 40 mg o¢ pia nuépa)

* O mondiatpikoi aobeveic Tov yivovrar 18 etdv evad AapBavovy to Hukyndra Oa mpémet vo. cuveyilovv
d0GT GLVTHPNOTG TOL TOLG £XEL GLVTAYOYPAPTOEL.

H ovvéyion g Oepamneiog mépav tov 8 efdopnadmv Oa tpénel va a&lodoyeitarl Tpocektikd o€ acbeveic Tov
dgV EMBEIKVOOLV GMUEID AVTATOKPLIOTG KOTA T SIEPKELD AVTNG TNG XPOVIKNG TEPLOSOV.

Agv vmapyet oyxetikn ypron tov Hukyndra oe moidid nikiog kdtm tov 6 £Tdv yio avthy v £vosién.

Houdwotpikn payosditida

H cvviotdpuevn d6om Hukyndra ya moudiorpikodc acbeveic pe payosiditida, omd v nhikia 2 €T6v,
emAéyeton Baoet Tov Papovg odpatog tov acbevoig (IMivakoag 6). To Hukyndra yopnysitotl péow vrodopiog
éveon|.

Yy moudlaTpikn payoglditida, 6gv vdpyel Tponyoduevn epmelpia otn Oepamneio pe adalimumab yopig
Oepaneio og cuvovaoud pe pebotpe&dr.

IMivaxog 6:A6en Hukyndra ywo rardratpikods acbeveic pe payociditida

Bépog a60gvoig Aocoloyké oynfpa

< 30 kg 20 mg kdBg devtepn gfdondda
o€ GVVOLOCUO e pebotpegin

>30 kg 40 mg kabg devtepn fdouado
o€ GLVOLOGUO [ peboTpegdn

Katd v évapén g Oepanciag pe Hukyndra, pmopei vo yopnynbei o 66om £pddov 40 myg o acbeveic <
30 kg 1 80 mg o¢ acbeveic > 30 kg pio efdopdda mpv omd Vv Evapén g Bepanciog cuvinpnong. Aegv
VIAPYOVY SoBEGILO KAVIKG OEO0UEVO, GYETIKA LE TN YPToT TS d0oM¢ £pddov Tov adalimumab og mondid
nhkiag < 6 etdv (PAéne Tapdaypopo 5.2).

Agv vrapyet oxetikn ypron tov adalimumab og Toudid nhikiog Katm TV 2 €TV Yio avTHY TV EVOEIEN.
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YuvioTtdtot 0Tt T0 OQeL0G Kot 0 Kivouvog g cuveylopevng pokpoypoviag Bepaneiog Oa mpénet va
e€etalovtar og etota Baon (PA. Topdypapo 5.1).

Tpomog yopnynong

To Hukyndra yopnyesitou pe vroddpia Eveon. TIAfpelg 0dnyieg yprHong TopEXovIol 6To GOAAO 00NV
xpoNG.

To Hukyndra pmopet va dwatebel o GALEG TEPIEKTIKOTNTES KL LOPPEG.

4.3 Avrevdcigeg

- YrepevoicOnoio 6tn dpactiky ovcia 1| 6€ KATo1o amd Ta £KO0Y TOV CVUPEPOVTL TNV TOPAYPAPO
6.1.

- Evepyog pupotioon 1 dAleg coPapég AoumEelc, Ommg oy Kot EVKOIPLOKES AoUdEELS (BAERE
napdypago 4.4).

- Métpro éog coPapn kapdiokn averndpkeia (NYHA xatnyopiog HI/1V) (BAéne mapdypago 4.4).

4.4  E0kég TPOELOOTOMGELS KO TPOPVAGEES KATE TN p1jon

IyynAaciudtnta

[pokeyévou va Pertiwbel 1 yvnrlootudtnta Tov PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®MV, TO OVOUO Kol O
aplBpdc TapTidag TOv YOPNYOVUEVOL POPLAKOV TPEMEL VO KOTAYPAPETAL LE COPIVELXL.

Aouoéelg

AocBeveic mov happdvovv TNF-avtaymvictég eivan mepiocodtepo gvaicOntol oe coPfoapéc Aoudéels. H
dlaTopayn TN TVEVHOVIKNG Aettovpyiag evogyetal va avéNoet Tov Kivouvo epupaviong Aouméemv. Ot
acBeveic B Tpémel wg ek TOHTOL, VO TOPAKOAOLOOVVTOL TPOGEKTIKA Y10l AOIUADEELS, CUUTEPIAAUPAVOUEVIS
™G Pupatioong, Tpv, Katd T didpkela Kot petd t Oepancio pe Hukyndra. Eneidn n amoBoin tov
adalimumab pmopei va dropkécet péypt kat t€ooepig unvee, N mapakolovoneon o mpénel va cuveylotel ot
SIAPKELD OVTHG TNG TEPLOSOV.

H Ogpameio pe to Hukyndra o Oa pémnet va Egkivioet o acbeveic e evepyég Aotuméelg
CUUTEPTLOUPAVOUEVDV TOV XPOVIOV 1 TOTIKOV AoudEemv, UEXPIc 6Tov ot Aouméelg tebovv vtd éleyyo. Xe
acBeveic mov &yovv ektebel og pupatioor kot acbeveig mov Ta&ideyav 6 TEPLOYES LYNAOL KIVOHVOL Yol
QLUATIOON 1] EVONKEG LUKNTIAGELS OTMG IGTOMAACLWOGT), KOKKIS10€W00pvKNTioon 1 PAacTopvkntioon Oa
apémel vo, Aappdvetol vroyn o kivouvog kot ta 0@éAN g Bepaneiog pe Hukyndra mpwv amd v évapén g
ayoyng (PAEme «Aoumég eVKoPLOKEG AOUMEEIDY).

O1 aoBeveic Tov avorticcovy pia véa Aoipwén evd vrofdilovtar og Bepaneio pe Hukyndra 8o mpémnet va
TOPOKOAOVOOVVTOL TPOCEKTIKG, KOl Vo VTTOPAAAOVTOL 6€ TANPT doyveoTikn a&loAdynon. H yopriiynon tov
Hukyndra 0o mpémet va dwaxomei €dv o acBevig eppaviost puo véa cofopn Aoipwén 1 onyn kot 0o Tpénet va
yivetan Evapén g KATIAANANG aVTIILKPOPLOKNAG 1] OVTILVKNTIONGIKG y®YNS HEXPIS 6TOL 1 Aoipwén tebel
1o €leyyo. Ot ywatpoi Oa Tpénet va givon mpooektikol otav e€etalovv ™ xpron tov adalimumab ce
acBeveic pe éva 16TOPIKO VTOTPOTLALOVGAG AOTUMENC 1) LLE TPOVTAPYOVGES KATAGTACELS TOV EVOEYETAL VAL
podiaféTovy Tovg 0obeveic yro AoUMEELS, CLUTEPTAAUPAVOUEVIC TNG XPNONS CLYYXOPNYOVUEVOV
OVOGOKOTOGTUATIKMY QOPLOKEVTIKAOV TPOTOVT®V.
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2ofapéc Loamlels

YoBapés owwmdéels, copmeptrapfavopévng g onyng Aoym Paktnplakmy, Lukofaktnplokdv, dndnTikov
LUKNTWGIKOV, TOPACGLITIKMV, L0YEVAV 1 GAAOV EVKOIPLOKAOV AOUOEE®V, OT®G 1 MoTtepimon, 1| AeylovéAlmaon
KOl 1] TVELLOVOKDGTT £X0uv avoeepbel og acbeveic mov Aaufdvouvv adalimumab.

Aleg ooPapég owuméels mov mapatnpndnkay oe KAViKEG dokipég mepthapupdvouv mvevpovia,
moehovePpitida, onmtikn apbpitida ko onyopio. Eyovv avapepbel oyetilopeves pe AOWUMEEIS TEPITTOCELS
voon\eiag 1 meplotoTikd pe Bavatneopa EkPao.

Douotioon

dopatioon, TepAapPovopUEVG ETOVEVEPYOTOINGTG KAl TPOTOEUPAVICOIEVNG PULOTIOONS, £xEl ovapepOel
og¢ aobeveig mov Aappavovv adalimumab. Ot avagopég TepthapfBavovy TEPIGTOTIKG TVEVHOVIKNG KoL
eEOMVELHOVIKNG (T.). KEXPOEWOVS) PLUATIOGNC.

Ipw amd v évapén ™ Bepomeiag pe Hukyndra, 6dot o1 acBeveic Oa mpémel va a&lodoynfovv 1660 yia
evepyd 660 kot avevepyd («havBdvovsar) pupatioon. H a&lioddynon avtr| Oa tpémetl va meptapfivet
AETTOUEPT] LOTPLKN EKTIUNGOT) TOV 1GTOPIKOD PLUATIOCNG TOV acbevdv 1 mhovn mponyovuevn ékbeon og
GTOpO LE EVEPYO PLUATIOGT KO TPONYOVUEVT KOUT TPEYOVGO 0VOCOKATACTUATIKY Oepameia. Ot KatdAAnlot
éleyyot (m.y. depUOTIKY doKIpacio pupativing Kot aktvoypagio Odpakog) Bo tpémetl va devepynBovv e
O6AoVG ToVG acBevelg (01 TomikEG 001 Yieg pmopel va epapprocsBohv). ZuvieTdtal vo KaTaypagpetat 1 dtegaywyn
KOLL TO OTOTEAECUATO, AVTOV TV e&gTdoemv oty Kapta YrevOopiong AcBevoug. Ocot cuvtayoypagovy Oa
TPEMEL v AAUPAVOVY DTTOYLY TOVG TOV KIVOUVO WELOMS OPVNTIKOD OTOTEAEGUATOG TG OEPLOTIKNG
SOKILAGIOG PLUATIVIG, E10IKA GTOVG GOPapd VOGOUVTEG 1] GTOVG 0lVOGOKATACTOAUEVOLG acOeVELG.

Y mepintoon didyvmong evepyod euuatioong o Oa mpénet va apyicet 1 Oepomeio pe Hukyndra (BAéme
Topaypao 4.3).

e OAeG TIC AAAEC TEPIMTAGELG O1 OTOIEC TEPLYPAPOVTOL TOUPUKAT®, B0, Tpémel va, e&eTAlETOL TPOGEKTIKA O
AOY0G opéLovc/acpdietag g Bepameiog.

Edv vapyet vmoyia yio AavOavovco pupatioon, 0o tpéret vo (nmbei cupPovin and yatpd ue epmeipio
611 PLHOTIOOT.

Edv dayvmcbei AavOdavovoa eupatioon, tpénetl va Eekivicel KATAAANAT Oepameia e aVTIQUUATIKY
TPOPLAAKTIKT ay®yn Tpwv amd tnv Evapén tov Hukyndra kat copemvo pe Tig Tomkég odnyisg.

H ypnon g avtipupatikng tpopuiaxtikig Bepaneiog Oo mpénel, emiong, va eEgtactel mpv v Evapén Tov
Hukyndra ¢ aoBeveic pe moAlamhohe 1| oNUavTIKODG TapAyovIEG KIVEHVOD Y10, QUUATIOOT), aKOUN Kat £6v
£YOLV 0pPVNTIKY SOKLUAGIN Yot LUATIOON Kot o8 000eVeElg Le TOAO 16TOPIKO AavBdvovsag 1 vepyov
eupatioong, otovg omoiovg dev pmopet va emPBefoaiwbei n emapkng Oepamneia.

[Mopd v TpoLAAKTIKY Depameio Y10, PLULOTIOON, TEPITTMGELS EXOVEVEPYOTOINGTG PUUATIOONG EYOVV
avapepdei og aobeveic mov Adppovav Bepaneia pe adalimumab. Mepwkoi acOeveic ot omoiot £xovv
Oepamevtel pe emuyia Yo evepyd pupatioon xovv avartiéel Eavd LUATIOON KOTA TN SIUPKELR TNG
Bepameiag Tovg pe adalimumab.

O acBeveic Ba Tpémet vo Adfovv 0d1yieg Vo KOTaPOYOUV GE 10.TPIKT GUUBOLAN GV TPOKVYOLV
ONUELD/CUUTTMOUOTO TOV UTOPEL VO, LTOOMAMVOLY AOTU®EN amd pupatioon (w.y. enipovog Pyas, VoK
aduvaio/amdAELn BAPovg, YOUNAOG TUPETOG, VOBPITNTA) KT TN dtdpkela 1| Letd T Bepaneio pe 10
Hukyndra.

AMeg evkaupraréc Loy lels

Evkaiprokéc hodéelg, coumeptAapfoavopuéveov StndnTikov poknTactkov Aouméemv Exovy mapotnpnbei og
acBeveic mov AapBavovy adalimumab. Avtéc ot bopumdéEeig dev avayvmpiloviol GLETNUATIKA 6€ acbeveic Tov
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Aappdvoov TNF-avtayovicotég Kot autod £xel cuvieléoet o€ kaBvuoTtepnoelg ot KatdAAnAn Bepaneia, pe
OmOTELEC O KATO1EC POPES VO YoV Bovatneopa EkPac).

Mo acBeveic mov avOTTOUGGOLY GNUELD KOl CUUTTOUOTO OTMS TUPETO, KAKOVYIa, AIM®AELD BAPOVG,
EPOPAOCELS, PNxa, OVGTVOLL KOUT TVELHOVIKA dnONpaTa 1) GALeG coPapés cLuGTNUATIKES acBéveles pe 1)
Yopig TavTtoYxpovn Katamin&in, Ba mpémel va vhpyel vroyia yro SNtk poknTcikn Aoipnmén ko
yopriynon tov Hukyndra 6a mpénet va Stokomteton ueco. H didyvoon kot 1) yopnynomn EUTEpIkng
AVTIHVKNTIOO KNG Oepaneiog 6Ttovg acbeveic avtovg Oa mpénet va, yiveTal oe GuvevvoOnon Ue 1Tpd €101KO
oV mepiBaiym acbevdv pe dmONTIKEG LUKNTIOGIKES AOUMEELC.

Enavevepyoroinon Hratitidoc B

Enravevepyomoinon g nroatitidag B éxet mpoxdyel og acBeveic mov Aappdvovv TNF-avtaymviot)
ocvumepthapfovopévov tov adalimumab, ot omoiot ivar ypoviol eopeic Tov 100 (T.y., avTLyOvo emLpaveiog
OeT1k0). Mepkég mepumtmoelg eiyav Bavamedpa ExPacn. Ot acBeveig Oa mpémet va eléyyovtar yio Aoipmén
and 16 nrotitdog B mpwv v évapén g Bepanciog pe Hukyndra. T tovg acbeveic mov givan Oetikoi otov
éleyyo yio Aoipwén and nratitida B, cuvictdrol va cupfovigvoviol Eva yatpo pe epmelpio otn Oepaneio
g nratitidag B.

Ot popeic Tov 100 ¢ nratitidog B ot omoiot amattodv Oepameio pe Hukyndra 6o mpémet va
TOPOKOAOVOOVVTOL GTEVA Y100 GNUELN KOl GOUTTOUOTO EVEPYOV AOTH®ENC 0md 10 NroTitidog B kotd
dudpketa g Bepameiog Kot yio apketong Pves Petd T ANén g Bepamneiog. Agv vdpyovv dabéoia,
emopkn dedopéva amod T Oepaneia acbevdv ol omoiot etvar opelg Tov 100 ™G nratitidag B kot Aappdavoovv
avtwkn Ogpaneia og cuvovaoud pe TNF-avtayovioty, ®oTe vo eumodicovy TV ETUVEVEPYOTOINGT] TOV 100
¢ nroatitidag B. e aceveig mov eppavilovv emavevepyomoinon Tov 100 ¢ nrotitidag B, 0o wpénet va
dakomel o Hukyndra kot vo yivetl évopén pe amotedeopotikn aviuky Ogpomeio pe KatdAAnAn
VITOGTNPIKTIKY Oepameia.

Nevporoyikd meploTaTikd

O1 TNF-avtayoviotéc, coumepthoufavopévov tov adalimumab, £xovv cvoyeticbel o€ omdvieg TepmTdoELC
Le TV epedvion N v MOV KAVIKOV GOUTTOUATOV KOUT OKTIVOAOYIKOV EVPTUATOV
OTTOUVEAMVOTIKNG VOGO TOL KEVTIPIKOD VEVPIKOD GUGTHIOTOS GUUTEPIAAUPAVOUEVNG TG OKANPLVONG KOTA
TAGKOLG KOl TG OTTTIKNG VEVPITIONG, KOl TEPLPEPIKNG ATOUVEAVOTIKNG VOGOV GUUTEPIAAUPAVOUEVOL TOV
ocvvdpduov Guillain-Barré. Amatteiton tpocoyn amd 6G0Vg GLVTOYOYPAPOVY OTAV TPOKELTAL VOL XOPTYTICOLV
10 Hukyndra og acbeveic pe mpoimapyovoa i e TpOcQATN EKONAWOT| ATOUVEAVOTIKOV SIUTAPUYDY TOV
KEVTPIKOD 1] TEPLPEPTIKOV VELPLKOD GLUOTHOTOC. 1E TEPIMTMON TOV AVATTLYOEL OTOLONTOTE ATTO AVTEG TIC
dwatapayéc mpénet va e€gtaleTon To evogyduevo dlakomng tov Hukyndra. Yzrdpyst o yvooti cvoyétion
HeTa&y G eVOLAUESNG POYOEDITIONG KOl TV ATOUVEAVATIKMV SL0TOPAYDY TOV KEVIPLKOD VEVPIKOD
OLOTNUOTOC. X aoOeVelg pe 1N AOULMOT EVOIAUEST pOyOESITION TPEMEL VAL YIVETOL VEVPOAOYIKY| EKTIUNON
apwv amd v évapén g Bepaneiog pe Hukyndra ko taxtikd kotd ) didpkeia g Oepameiog yio v
a&10MdyNoN TPO-VTOPYOVGMY 1 VIO UVATTLEN ATOUVEAMVAOTIKAOV SUTUPOYDY TOV KEVTIPIKOD VELPIKOD
GUGTILLOTOC.

Alepycéc avTdpacelc

Kotd ™ didpkela Tov KAVIKOV S0KIUOV 01 coPapés aALEPYIKES aVTIOPAGELG TTOL GYETILOVTOL UE TO
adalimumab ftav ondvieg. Mn coPapég odlhepyikéc avtidpaoelg oxetilopeveg ue o adalimumab oy oyt
OULYVEG KOTA T SLAPKELN TOV KAMVIKOV dOKIUMV. AVOQOPEG GOPUPDY AALEPYIKADV OVTIOPAGE®DY
ocvpmephapfovopévne kot g avaeviagiog Exovy Tpokdyel petd ™ yoprynon adalimumab. Edv mpoxdyet
AVOQPUAAKTIKY avTidpaoT 1 GAAN coPapr aArepyikn aviidpacn, | xopnynon tov Hukyndra tpénet va
SlaKoTel apécms kol vo EEKIVIGEL 1 KATOAANAT Oepameia.
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AvVOGOKOTOGTOAN

Ye o pehétn 64 aobevav pe peupatoedn apbpitido 6tovg omoiovg yopnyndnke to adalimumab, dev
TopoTNPNONKE KATAGTOAN TG VIEPELOICONGIOG EXPPASVLVOUEVOD TOTOV, UEIMON TOV EMTEIWDV
avocoo@olpivng N oAlayn otov aptBud tov evepyoromtik®v T-, B-, NK kvttdpov, v povokvttdpov /
LOKPOQAY®V KOl TOV OVIETEPOPIAWDV.

Kaxondeieg ko Aep@oimeprAacTIKES O10TaPOYEC

2116 eheyyopeves opddeg kKAvikodv dokipnav pe TNF-aviayoviotéc, neplocdtepes Tepntdoelg KokonOelog
CUUTEPTAOUPAVOLEVOD KO TOL AEUPDUOTOG £yovy Tapotnpn el peta&d acbevav mov Aapfdavovy TNF-
AVTOYOVIGTEG GUYKPLTIKA LE Tovg pnaptupes. [lapdha avtd, n cuyvétta eppdviong Nrav ondvio. Metd v
KukAopopia, £xovv avapepBel tepuntdoelg Aevyopiog oe acbeveig mov Elafav Bepameio pe TNF-
avToyoVviot . Yapyel avénuévog kivouvog avamtuéng AUe®duoTog Kot Asvyoupiog oe acbeveig pe
PEVUOTOELDN apBpiTida TACYKOVTES 0md YPOVIK, VYNANG EVEPYOTNTAG, PAEYUOVMON VOGO, TO OTOI0 TEPITAEKEL
v 0EoAdynoT Tov Kivdbvov. Me v mapovca yvador, dev umopel va amokAelotel mBavog kivouvog
avATTULENG AEUPOUATOG, Aevyaipiog Kol GAA®Y KokonBeldv e acBeveic mov Toug yopnysitan Oeponeio pe
TNF-avtayoviot).

Metd v xukhoeopia, kakon0etec, peptkéc Bavatneopes, Exovv avapepbel oe Toudid, eprfovg Kot veapong
eviAkeg (MAkiog éog 22 etv) mov édafav Oepaneia pe TNF-avtayoviotéc (évapén Bepaneiog og nAwcia

< 18 e1dv), cvumeprapPavopévov tov adalimumab. To Hpov TEPITOL TOV TEPMTOCEDOV NTAV AEUPDLLOTA.
O1 GALeG TEPUTTMOGELS AVIUTPOCHTEVAV [0 TOIKIAMA SLOPOPETIKAOV KOKONOEIDY Ko cupmepleAdupavay
OTAVIEG KakonOeleg cuVNOmE GUVIEOUEVES [LE OVOCOKATAGTOAT. AgV UTOPEl Vo OTOKAEIGTEL O KIVOLUVOG Y1ia.
avantuén kakondelmv o€ Todd kot eprfovg mov Elafav Oepancio ue TNF-avtaymviotés.

Metd v kukhogopio £xovv TaVTOmONOEl OTAVIEG TEPUTTOGELS NAATOGCTANVIKOD AEUQDLOTOC €K T-
KLTTapoV o€ aobeveic oTovg omoiovg yopnynnke adalimumab. Avtdg o ondviog tHmog Aeppodpatog ek T-
KUTTAP®V £l TOAD emBeTIKN Topeia Kot eivar cuviBmg Bavatneopog. Kanoleg amd avtég Tic mepintdoelg
NTATOGTANVIKOV AEUPOUATOG €K T-KOTTAP@V £XOVV TPOKVYEL GE VEAPOVS EVIALKEG aoBeVeic 6TOVG 0TOioVG
yopnyeitar adalimumab tavtdypova pe alabeionpivn 1) 6-pepromTonoLpivy Yo GAEYUOVOST VOGTIUATA TOV
eviépov. O duvntikdg kivduvog pe tov ovvdvacpd alabetonpivng N 6-puepkamtonovpivn kar Hukyndra Oa
pEnEL va EETAOTEL TPOOEKTIKA. Agv pUmopel Vol AmOKAEIGTEL 0 KIVOUVOG aVATTUENG NTOTOCTANVIKOD
heppdpatog ek T-kuttapmv o aobeveic otovg omoiovg yopnynOnke Hukyndra (BAéne mapdypago 4.8).

Agv &yovv paypatonomBel pedéteg mov meprérafav acbeveic pe 1otopikd kakondelag N pe aobeveic otovg
omnoiovg n Oepamneio pe adalimumab cvveyiCetar Topd v avéntuén kakondsloc. o avtd, amatteiton
Waitepn mpocoyn kotd t yopriynon Hukyndra e avtoic tovg acbeveic (PAéne mapdypogo 4.8).

Ol\ot ot acBeveic ko Wiaitepa o1 acOevels [e 10TPLKO 1IGTOPIKO EKTETAUEVIG AVOGOKOTOCTAATIKNG Oepaneiog
1N ot acbeveic pe yopioon kat e 1otopikd Oepomeiog pe PUVA (Poparévio Kot veptdong axtivofoiio A)
0o pémel va e€etalovtan yio TV VTopEN U LEAOVOUOTIKOD KOpKIVOD TOV 0EPUATOS TPLY KOl KOTH T
ddpketa g Oepanciag pe Hukyndra. Meddvopa kot kapkivopa ek kuttdpov Merkel £xovv eniong
avaeepei oe acbeveic mov Ehafav Oepomeia pe TNF-avtayovietéc coumeptiaufoavopévou tov adalimumab
(BAéme mapdypagpo 4.8).

e pio epguvnTikn KAk Sokiun, 1 ortoia a&toAoyel tn ypnon evog dikov TNF-avtayoviot, Tov
infliximab, oe acOeveic pe pétpro émg coPapn ypovia amo@PaKTIKN TVELHOVIKT VOG0 (XATT), £xovv
avapepbel TeplocoTEPEG KakonOElEG, KUPIMG GTOV TVELHLOVA T} OTNV KEPOAT KOl GTOV TPAYNAO, GTOLG
acBeveig mov AdpPavay infliximab cvykpitikd pe tovg paprupec. OAot o1 acbeveic elyov 16TOPIKO GLYVOL
kamviopatog. Emopévac, 0o mpénet va do0el 1dwaitepn mpocoyr|, 6tav ypnoiponoteitarl onotocdnmote TNF-
avtayoviomc o€ XAIl acBeveic, Omwg emiong kat o€ acbeveic pe avénuévo kivévvo yia kaxoneia e€attiog
TOL GLYVOV KOTVIGUOTOC.
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Me Bdon ta tpéyovta dedopéva dev eival yvwoto dv ) Bepaneio pe adalimumab emnpedlet tov kivouvo yio
avantuén dvomiaciog 1 Kapkivov Tov Tayéog eviépov. Olot ot acBeveis pe EAkdON KOAITION TOV SlaTpéyovV
avénpévo kivduvo o dvomiacia 1) kKapkivo Tov TayEog eVTEPOL (Yo mopadetypa, acheveic pe pakpoypovia
EAKMOT KOAITION 1) TPMOTOTHON GKANPLVTIKY YOAUYYEUTION) 1] O OTTOI01 ELYOV TTPOTYOVLEVO 1GTOPIKO
dvomhaciog 1 kopkivopo tov moyxéog eviépov Ba pénet va e€etaloviat Yo SLoTAAGIN AvE TOKTA XPOVIKA
dwotnpato mtpty T Bepaneia kot kad' 6An v mopeia g vocov tove. H agloloynon avtn Ba mpémet va
mePLaUPavel KOAOVOGKOTNON Kot Ployieg COUQOVO LE TIG TOTIKEG 00N YieS.

Awatoroyikéc avTdpAoelC

"Exovv avoeepbel 6TAVIEC TEPUTTMOCELS TAVKVTTOPOTEVIOG, CUUTEPTAAUPOVOUEVIC KOL TNG OTAUCTIKNG
avalpiog katd tn yopnynon aviayoviet®v tov TNF. AvemfBounta coppdvta tov aipomointikod
GULGTILLOTOG, GUUTEPIAAUPOVOUEVIG TNG LOTPIKA CILOVTIKNG KuTTapoTeviag (m.y. Opoppomevia, Aevkomevia)
éxouvv avapepbel pe to adalimumab. Olot o1 acBeveig Oa mpémetl va evpepmdvovtal dote vo avolnTioovy
GIEOT 1UTPIKT VTOCTAPIEN EAV ELPAVIGOLY G UELD KOl CUUTTMOLOTO DITOTTA Y10t SVCKPAGIO TOL OiUATOg (7T.Y.
EMUEVOV TVPETOG, LOADTES, atpoppayio, wxpdmTo) eV Toug £xel xopnynOei Hukyndra. Awakomn g
Bepameiag pe Hukyndra 0o mpémet va e€etdletal o aobeveic pe emPBefoiopéva GNUOVTIKEG OUATOLOYIKES
OVOUUALES.

EpfolMoacpot

[Mopodpoteg avtanokpicelg avTiIcOUATOV O TPOS T0 TPOTLTO 23-60EVEC TVEVLOVIOKOKKIKO EUBOALO KOl TOV
TPOOVAIOL EUPOAAGIOV KATO TOV 10V TNG YPInNG, mapatnpnnkay o pio perétn og 226 eviikeg acbeveic
ue pevpatosldn apbpitida otovg omoiovg yopnynonke adalimumab 1 sikovikd eapuako. Agv vidpyovv
Stab€oiplo oTotKELD Y10 TN OELTEPOYEVT LETASOOT] TNG AOTU®ENC 0md PO amd (OVTEG LKPOOPYAVIGLODS
o aoBeveig mov Aappavovv adalimumab.

YuvioTaTal, €9’ 0G0V Eval EPIKTO, Ol TAOINTPIKOL AcOEVEIC VO £Y0VV TPAYLOTOTOUGEL TOVG UTAPAITTOVS
eUPoAacLOVG COUE®VA LE TIG 16XV0VoES KOTELOVVTIPLEG 00N YiES YO TNV cvocomoine Tpy and v Evapén
g Bepaneiog pe Hukyndra.

Ot acBeveic mov Aapfdvovv Hukyndra givat duvotd vo Kavouv Tavtdypovae EUPOAOGHOVS, EKTOS TMV
euporiov amd (dvteg wkpoopyaviopovs. H yopriynon epforiov and {dvteg piKpoopyavicovg (.y.
euporo BCG) yia ta fpéen mov extifevton og adalimumab oty witpa dev cuvietdton yio 5 ufveg petd ty
teAgvtaio éveon ue adalimumab ot puntépa katd ™ didpKeLn TS EYKLUOGVVNC.

YUUEOPNTIKNA KOPILUKN AVETAPKELL

e pio kKhvikn dokun pe évav dAio avtayovioti Tov TNF, tapatnpndnke emdeivaon g CuHEOpNTIKNG
KOPOLOKNG OVETAPKELNG KOl avENom TG BvnodTnTog AOYM CLHEOPNTIKNG Kapdlakng avemdpkelas. Exovv
Topo TN PN 0El TEPIMTOOELS EMOEIVOONG GUUPOPNTIKNG KUPOLOKNG aVETApPKELNG o€ 0o0gveig mov Edafav
adalimumab. To Hukyndra 6o mpénet va ypnoipomoteital pe mpocoyn oe acbeveig pe fao kopdiokn
avemdpkelo (NYHA katmyopiag I/11). To Hukyndra avtevdeikvotat otn pétpia éog cofapn Kapdiokn
avenapketo (BAéne mapdypago 4.3). H Oegpancio pe Hukyndra Oa mpénet va draxdntetol o€ aobeveic mov
aVaTTOCOOVY VEN GUUTTOUATO 1] EUPOVILOVV EMIOEIVOGCT] CUUTTOUATMV GUUPOPTTIKNG KAPILOKNG
OVETAPKELOG.

Avtodvocec depyacisc

H Oepaneio pe Hukyndra evééyeton va éxel og omotéAesiia ToV GYNUATIGHO 0vTodvocov aviicoudtov. H
emidpoomn ¢ pakpoypdviag Oepanciog pe adalimumab oty avémtoén avtodvocmv voonuatmy givat
dyvoot. Edv évoc aoBevig avortiooel GUUTTTOUATO DTOTTTO, Y10 GUVOPOUO TPOGOUOIALOV tE AVKO UETA TN
yopriynon pe to Hukyndra kot éxel Oetikd avtiodpata kotd Suming édikog DNA, de Oa mpémet va yopryeitan
nepartépo Oepancio pe Hukyndra (BAéne mapdypago 4.8).
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Tavtdypovn yopnynon Proroyikedv DMARDS 1 TNF-avtayoviotdv

YoPapéc AoydEelg Tapatnpndnkay og KAMVIKEG SoKéG pe Tavtdypovn yoprynon anakinra kot ailov TNF-
aVTOY®OVIoTN, TOV etanercept, ympic kavéva emimpdsheto KAMviKO 0QEL0OG G GVYKPIOT LE TO etanercept wg
povoBepamneio. EEatiog g ¢pvong tov avemBountov cupufdaviov mov tapatnpidnkay Le 1o cuvovacuo
etanercept kou anakinra, eivat mbovo va mpokvyovy dpoteg ToEIkéS emdpaoels pe 1o cuvdvacpd anakinra
kot GArov TNF-avtayoviet. Qg ek tovtov, o cuvdvaoudc tov adalimumab pe anakinra ée cuvietdrtal
(BAéme mapdypagpo 4.5).

Tavtdypovn yoprynon tov adalimumab pe dAla Prodoyikd TPOTOTONTIKG TG VOGO AVTIPEVHATIKG
eappaxe, (DMARDS) (.. anakinra kou abatacept) 1 dGAhovg TNF-avtaymviotéc dev ouvioTdTol, AOYm
mBhavoy avEnuévou Kvdivou yio AoumEels, coumeptlapfoavopévov cofopmdv AOUMEEDY Kot Yo AALES
mOavég pappakoroyikég oAnAemdpaoels (BAEme Tapdypapo 4.5).

Xepovpyikée ensnacelc

Y7rapyel mePLOPIoUEVT EUTELPIX Y10 TV AGPAAELD OTIC YEPOVPYIKEG EMEUPACELS 0lGOEVDY TTOL AapPdvouy
adalimumab. O peydlog ypdvog nuiceag (ong Tov adalimumab Oa wpénet va AapuBavetar vedyn dtov
npoypoppatifetor pia yewpovpykn enéppaon. O acbevig o omoiog mpémel va vtoPAndel oe enéppaon evd
gtvar vrd Oepomeio pe Hukyndra 6o mpémet va mtopokorovbeitar otevd yio AoudEelg kat va Aappdavovtot ta
avdroyo pétpa. Ymhpyel meproptopévn epmelpior yio tnv ac@dAelo o 0obeveig mov vroPdAlovial o
apBpomractikny enéuPacn eved AopPdvovy adalimumab.

Andéppoén tov Aemtod eviEPOv

H pn avtandkpion ot Oepoameio yio t voco tov Crohn givor mbovo va vrodnidvet T mopovsio v Tikod
OTEVOLOTOG TO 0700 gival whavo vo amattel yeipovpyikn avtipetomion. Ta dtwbéoipa dedopéva
vrodetkvoovy O0tL to adalimumab dev emdevmdvel 00TE TPOKOAEL GTEVOUATA.

Huxuwpévot

H cuyvoémta coPapdv Aowdéenv petal&d acbevav mov Adapfdvovv adalimumab niikiog ave tov 65 etdv
(3,7%) Moy vymAdTEPN O ekeiv Yo aoBeveig nhikiag kdtm twv 65 etdv (1,5%). Mepikoi ek Twv omoimv
elyav Bovatneopo ékPoo. [dtaitepn Tpocoy GYETIKA Ue TOV KivOUVo AOUMEEDY EPIGTATOL KOTA TN
Oepameio NAKIOUEVOV.

Houdwotpude TAnbuvoude

BA\éne «Eppoiioy mapamive.

"Exdoya

AVTO TO PaPUOKEVTIKO TTPOTdV TEPLEXEL AyOTEPO 0td 1 mmol vatpiov (23 mg) avd 0,4 ml, givar avtd mov
ovoudlovpe «erevBepo vatpiovy.

Hukyndra 40 mg evéoiuo didAvua oe mpoyeuiouévy oopryya
Av16 10 PapuakevTKd Tpoidv tepiéyel 0.4 mg tolvcopPikov 80 e kb TPOyEUGHEVT] GVUPLYYO TTOV
roodvvapel pe 1 mg/ml. Ta moAvcopPikd pmopel vo mpokaAEcovy aAAEPYIKES OVTIOPACELS.

Hukyndra 40 mg evéoiuo didAvua e mpoyeriouévn oooKevl TOTOL TEVAS

AT 1O PuppraKeVTIKO TPoidv TepiEyel 0.4 mg moAvcopPikod 80 oe kdbe TpoyeuiouéVn GLGKELT| THTOV
névog Tov teodvvouei ue 1 mg/ml. To moivcopPikd puropei va TPOKAAECOVY OAREPYIKES AVTIOPAGELC.
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45 Allemopdosic pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPés allnlemiopacg

To adalimumab £yl pehetBei og acbeveig pe pevpatoedn apbpitida, TorlvoapOpikn, veaviky, 1310modn
apBpitida kot yoprocikn apbpitide wov AapuBdavovy adalimumab cav povobepamneio kot o€ aobBeveic Tov
TavTdYpova Aappdvouv kot pebotpeEdtn. O GyNUATIGUOC OVIIGOUATOV HTAV YOUNAGTEPOS OTAV TO
adalimumab 866nke og cvvdvacud pe pebotpeEdtn og GuYKpLoN pe T xPNoT Tov ®¢ povobepaneio. H
yopriynon tov adalimumab yopic uebotpe&dtn 0dnynoce oe aLENUEVO GYNUATIGUO avTICOUATOVY, 0OENGT TG
kaBapong Tov adalimumab kot peiwpévn anotelespotikotnto tov adalimumab (BAéne mopdypapo 5.1).

O ovvdvaopog tov adalimumab pe anakinra e cuviotdrat (BAéne Tapdypago 4.4 «Tavtdypovn yopriynon
Broroywav DMARDS 1 TNF-avtoyoviotdv)y.

O ovvdvaopog tov adalimumab pe abatacept de cuvietdatat (BAEne Tapdypao 4.4 «Tavtdypovn xoprynon
Broroywav DMARDS 1 TNF-avtoayoviotdvy).

4.6 TovipotnTo, KVNON KOl Yolovyid

IMuvaikeg o€ ovamapay®yikn nikio.

X yovaikeg mov Ppiorkovral g avamapoyytkn nAtkia Tpénet va eEetdletal n xpnon KaTdaAANANg
OVTIGUAANYNG Y10 TNV GTOPLYN EYKVLOGHVNG TNV 07010 Kot Vo, GuVEYILOVV Y10 TODAGYIGTOV TEVTE PVEG UETE
v televtaio Oepomeio pe Hukyndra.

Kvnon

"Evog peyarog apBuodc (nepimov 2.100) mpoontikd culreypévmv komcemy mov ektébnkay o adalimumab
EYOVTOG MG AMOTEAEGLOL TNV YEVVNOT (DVTOV VEOYVOV LE YVOOTEG EKPACELC, TEPIAAUPAVOVTOG TEPIGCOTEPES
a6 1.500 kunoeig pe éxBeon oto adalimumab otn Sidpkelo, TOL TPATOL TPLUNVOL, BEV VIOSEIKVOEL LU0
avénomn ot cuyvoTnTa SuoTANGINS GTO VEOYVO.

Y& ulo TpoomTIKn KoToypapn eyypaonkay 257 yovaikeg pe peopotoedn apbpitido (PA) 1 voéoo tov Crohn
(CD) ot onoieg éhapav Oepameio pe adalimumab tovddyiotov KoTd T SIAPKELD TOV TPMTOL TPIUVOL KO
120 yvvaikeg pe PA 1) CD o1 onoieg dev édapav Oepomeio pe adalimumab. To npwtedov katainktikd onueio
NTAV 0 EXTOAAGIAOC TNG YEVVIONG LE OTUOVTIKEG cLYYeveic dtopaptiec. To T0606TO TV KUGEMY 01 0TT0lEg
EMav pe o tovhdyiotov yévvnorn (ovtavod veoyévvntov Bpéeoug e pia peiova cuyyevn dtapoptio o
6/69 (8,7%) otig yuvaikeg pe PA mov éhafov Oepameio pe adalimumab kot 5/74 (6,8%) otig yuvaikeg pe PA
7oL dgv Elafav Bepancia (un tpocapuocuévo OR 1,31, 95% CI 0,38-4,52) xau 16/152 (10,5%) otig
yovaikeg pue CD mov éhafav Oepamneio pe adalimumab ko 3/32 (9,4%) otig yovaikeg pe CD mov dev édafav
Bepancia (un mpocappocpévo OR 1,14, 95% CI 0,31-4,16). To mpocapuocuévo OR (houfdvetar veoyn yio
1S d1popég amd v apykn tiun) frav 1,10 (95% Cl 0,45-2,73) katd tov cuvévooud PA kol CD. Agv

VN POV SLoKPITEG S10popég HeETa &l TV Yovaukodv mov Edafav Ogpomeia pe adalimumab kot yovaikdv mov
dev éhapav Bepameio g TPOC TA SELTEPEVOVTA, KATUANKTIKG GNUEIN OVLTOHOTOV 0TOPOADY, ELACCOV®Y,
CULYYEVAV SLULULOPTIOV, TPOMPOL TOKETOV, LeYEBOVS VEOYVOD KOl GOPapdV 1) EVKUIPLOKOV AOUMEEDV Kot dEV
avapépOnkav tokeTol vekpov gufpvov 1 kakondeiec. H epunveia tov dedopuévav evOEYETAL VO ETNPEACTNKE
AOY® TV HEBOSOAOYIKMVY TEPLOPICUDY TNE UEAETNC, TTEPIAAUPAVOUEVOVY TOV UIKPOL PEYEDOLG delyaTog Kot
TOV 1] TUYOLOTOUUEVOD GYESIOGHOV.

e wo, peAét to&ikotnTog otV avamtuén mov deénydn oe monKkove, dev vpEav evOEiEelc UNTPIKNG
to&oTNTag, EUPpuotosikdtnTag N TEpatoyéveonc. Aev givar Stobéotpa TPoKAVIKG dedopéva Yio, T
veoyvikn To&kotnta tov adalimumab (BAéne mapdypago 5.3).

Abym ¢ avaotorng tov TNFa, to adalimumab yopnyoduevo kotd tn d1dpkeio Thg KONoNG EVOEXETAL VO

EMNPEACEL TI PLOIOAOYIKES, AVOGEC avTOOKPicELS TOL veoyévvntov. To adalimumab mpénel va
YPNOWOTOLEITOL KATE, TN JLAPKELN TG KVT|ONE LOVO EPOGOV Gap®G YpetdleTar.
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To adalimumab pmopei va Sromepdoet Tov TAAKOVVTO KOl VoL EI6EADEL GTOV 0pO TMV VEOYVAOV TOV YEVVHBNKav
and yvvaikeg mov Ehafov adalimumab kotd ) didprela g eykvpocvvne. Katd cvvéneia, avtd ta péen
pmopel va dtazpéyovv awénpévo kivovvo yia Aoipmén. H yopnynon epporiov amd {dvteg rikpoopyovicons
(m.x. enpoio BCG) yia ta péen mov extifevton oe adalimumab oty wijtpa dev cuvietdton yio 5 pfveg petd
v tedevtaio éveon pe adalimumab ot pntépa katd ) Sibpkeln TG EYKLHOGHVIC.

OnAaopuog

[Mepropiopéveg mAnpoopiec amd v dnpoctevpévn PipAtoypagio vrodeikvoovv dtt o adalimumab
AMEKKPIVETOL GTO UNTPIKO YOAQ OE TTOAD YOUNAEG GLYKEVTPAOGELG e TV Tapovasia tov adalimumab oto
avBpomvo yaha va gival oe cuykevipwoelg 0,1% émg 1% ce oyéomn pe T GUYKEVIPWOOT) GTOV 0pO TOV
aiporog g untépac. Otav yopnyodvial 0md ToV GTOUNTOG, Ol TPMTEIVEG TV 0VOGOcPaIpvdv G veicTovToL

EVTEPIKY] TP®TEOAVOT| Ko £xovv Tty Prodiobecipdtnra. Agv avapévoviat emdpdcels ota Onralova
veoyva/Bpéoen. Lvvenac, to Hukyndra umopei va. ypnoporombei katd ) didpkea tov Oniacpom.

Fovpoémta
ITpoxhvikd dedouéva yio Tig emidpaoelg Tov adalimumab ot yovipdtnta dev givon dabéoiua.
4.7 Emopacelg 6TV tkavoTTo 001]YN61S KOl XEIPLEROD M OvVI|LATOV

To Hukyndra pmopet va éxet pikpn enidpocn oty ikavoTnTo 081 ynong Kat xelptopod unyovnudtov. Tatyyog
Ko droTapayn e Opaong propei va supPodv petd m xoprynon tov Hukyndra (BAéne mapdypogo 4.8).

4.8  AvemOounteg evépyeleg

IIepiinymn Tov TPoEIA acEAAELNC

To adalimumab peietOnke og 9.506 acOeveic KaTd T S1GPKELN TIAOTIKDOV, EAEYXOUEVOV KOl OVOIKTMV
doxiumv Yo mepiodo péxpt 60 punveg N mepiocdTePo. AvTEG 01 doKLUEG TepleAdPavay TOG0 acOevelg e
TPOIUN PEVUATOEDN apBpiTda OGO Kol [LE LOKPOYPOVIL VOGO, VEOVIKT 10107a0n apbpitida (ToAvopOpikn
veavikn Worabn apbpitida kot apbpitida oxetilopevn pe eviecitida), Kabng Kot acbeveic pe aoviky
onovdvAapBpitida (AZ kot aovikr omovévAapOpitida Ywpig AKTIVOLOYKE EVPTLATO OLYKVAOTOUTIKTG
omovOLAITIONG), yoplaotkn apbpitida, voco tov Crohn, elkddn koiitida, yopiaon, HS kot payosiditida.
211g MAOTIKEG eAeyyOueveG doKipéG cvppeteiyay 6.089 acbeveic mov Ehafav adalimumab kot 3.801 acBeveig
oV EAaPav EIKOVIKO 1 paCTIKO, GUYKPLTIKO PAPLOKO KOTE TN S1APKELN TNG TEPLOSOV EAEYYOV.

To 060016 TV acbevdv mov diékoyoav T Bepameio Ady® avemBvUNTOV CLUPAVTOV KOTA T SLAPKELN TNG
OMANG-TUPANG, EAEYYOUEVIC PACTIC TOV TAOTIKAV UEAETAOV MTav 5,9% Yo Tovg acbeveic mov EAafav to
adalimumab «ou 5,4% yio Tovg péptopeg acbeveic.

O1 110 oVyva avapepopeveg avemlBOUNTEC evépYeleg eival AOTUDEELS (OTTMG 1) pLvoPapLYYiTIOA, AOUMOEELS TOV
AVATEPOL OVOTVELGTIKOD KOl TOPAPPIVOKOATITION), avTdpdoelg ot 0éon g éveong (ephbnua, kvnopoc,
alpoppoayia, TOVOG 1 01dM ), KEQAAAAYiN KOl LVOGKEAETIKOG TTOVOG,

YoPapég avemBounteg evépyeieg £xovv avapepbet yio to adalimumab. Or TNF-avtayovietés, 6nwg to
adalimumab, eanpedlovv T0 avocOTOMNTIKO GUGTIHO KoL 1] XPTICT) TOVG UTOPEL VOL EXTPEACEL TNV GLVVO. TOV
OPYOVIGHOV KATA TOV AOIUDEE®V KoL TOL KapKivov. Bavatnedpeg Kot ametAnTikég yio ™ (o1 AOUDEELS
(ovumepriapfovopévng TS GNYNG, EVKAIPLOK®Y AOUMEEDY KOl PUUATIOONG), ETOVEVEPYOTOINGT] TOV 100
nratitdag B (HBV) kot d1dpopeg kokon0eieg (GuUTepIMaUBOvOpIEVIC TG AEVYALUING, TOV AEUPOUATOS KOt
TOV NTOTOGTANVIKOD Agpedpatog ek T-kuttdpov (HSTCL)) £xovv emiong avapepbei pe ) yprion tov
adalimumab.

YoPapéc aATOAOYIKES, VEVPOAOYIKEG KOl AVTOGVOGES AVTIOPAGELS £X0VV emiong avapepbel. Avtd
TEPIMAUPAVOVY CTAVIEC AVAPOPES TOVKVTTAUPOTEVIOS, OTANUGTIKNG OVOLUING, OTOUVEAMVOTIKOV GUUBAVTOV
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KEVTPIKOV KOl TEPUPEPIKOD VEVPIKOD GLGTNUOTOG KO AVOPOPES Y10 GUGTNHOTIKO £pLONUATOON AVKO,
KOTOGTAGEMV TTOV TPOGOHOLG{ovy e Avko kat chvdpopo Stevens-Johnson.

Iowdratpukdc TAnOvopude

I'evikd, ta avemBounta coppdvra oe Toudlatpikovg acheveic Nrov Topdolo 6T GLYVOTNTO KOl GTOV TOTTO
e EKEIVEG IOV EPPAVIOTNKAY G€ eViAKeG acOeveic.

Kotdroyoc avertlBbuntmy evEPYELDV GE LOPQN TIVOKO,

O TopoKdT® KATAAOYOG TV OVETIOOUNTOV evepYEI®V Paciletal oTny eUmepio 0md KAMVIKEG OOKLUES Kol
oV eumelpio petd v KukAopopio Kot TapouctdleTal avd Katnyopio opyovikod GUGTHLOTOS Kot
ovyvotntag otov Iivaka 7 mov akoAovbel : ToAd cuyvég (> 1/10), ouyvég (> 1/100 émg < 1/10), oy ovyvég
(> 1/1.000 émg < 1/100), omdvieg (= 1/10.000 émwg < 1/1.000) ko un yvootég (dev umopodv va ektiunodv e
Baon ta dabéciua dedopéva). Te kdbe KaTnyopiot GLYVOTNTOC EUPAVIOTS, Ol AVETIBVUNTEG EVEPYELEG
napatifeviot katd pBivovoa cepd coPapotntoc. ‘Exet coumeptingbel 1 vymidtepn cuyvoTnTA TOL
napatnpnOnke peta&d tov dtupdpov evdeiewv. Evac aotepiokog (*) epepaviCetar o otiin KOZ
(Katnyopio Opyovikod Zuotiuatog) edv TEpOITépm TANPoPopics Ppickovtal 6 Kdmolo dAAL GNUEIN TV
napaypdemv 4.3, 4.4 ko 4.8.

Hivaxag 7: Avem@ounteg evépyeleg

Katnyopia/opyaviké , , ,
shoTpe Zoyvotnto Avem@opntn evépyero
Aodéeig kot [ToAv cuyvéc AOUDEELS AVOTVEVGTIKOD GUGTHLOTOG
TOPACITOGEIGH (ovumepropfavetol Aoipnmén KatdTEPOL KoL

AVATEPOL OVOTTVELGTIKOD GUGTILOTOS, TVELHLOVICL,
TOPOPPLVOKOATITIOO, APLYYITIOA, ptvoPapuyyiTda
KoL Tvevpovia omd 10 Tov €pmnTa)

Yuyvég YvomuoTikég Aouméelc (cvpmeptiapfavetol onym,
KavTvtioon Kot ypinn),

Evtepucég Mopudéeig (cupmepthapavetal 10yevig
YOO TPEVTEPITION),

AOUDEELS TOV BEPUATOG KOL TOV UAAUKDY LOPimV
(ovumepiiapfaverol mapovoyio, KotTopitida,
LOALGUATIKO KNP10, VEKPOTIKT TEPLTOVITION Kol
gpmnrag Sootpag),

AoludEELS TOV DTOV,

Yropatikég AotUdEELS (GupmepAAUPAVETOL EPTINTOG
OmAGG, GTOUATIKOC £PTNTOG KOl 000VTIKEG AOUMEELS),
AOUDEELS AVOTOPAYDYIKOD GUGTNHUOTOG
(cvumeprAapPAaveTol adOI0KOATIKY], LUK TIOGLKN
hoipwdn),

AOUDEELS OVPOTOMTIKOD GLUGTILLOTOC
(ovumepriapPaverol TLEAOVEPPITION),
MuknTloo1KEG AOUMEEL,

Aounéelg tov apbpooeny
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Katmyopia/opyaviké
cvotnuo

Xoyvotra

Avem@opntn evépyero

Oyt ouyvég

Nevporoykég Aoméels (cvpumeptiapfaveral 0yevig
unviyyitoa),

Evkaiprokéc AoumEelg Kot pupatioon
(ocvumepriapPaverol KOKKIOOEWOUDKMOT),
otomAdopmon kat Aoipwén and mycobacterium
avium complex),

Boaxmnplaxég Aowpméelc,

AoudEeg opBaipov,

Exkolnopatitido?

Neomhdopoto Koionon,
Kokon 01 Kot pun
xaBopiopéva
(mepriappavovtar kKHoTEG
Kol TOAOTOOEC)

Xuyvég

Koapxivog Tov d€puatog eKT0g HEAOVMUOTOG
(ovumepiapfaverol facKOKVTTOPIKO KOPKIVOUA Kol
TAOKOOES KapKivapa),

Kolon0eg veomhaopa

Oy ovyvég

AEPOOpUOF*,

Neomhaopo copraydv opydvav (coumephapupdveton
KOPKIVOG HOoTOD, VEOTAAGLO TVEDLLOVOG KOl
veomhac o Bupeoeldong),

Meldvouo**

Xrdvieg

Agvyoupio?

Mn yvootég

HratoomAnviko Aéupopa ek T-kuttépovy,
Kapxivopa gk kottdpov Merkel (vevpoevdokpvikd
Kapkivopa dépuatoc) P, capkmua Kaposi

Awotapoyéc Tov
OUHLOTONTIKOV KOl TOV
AELPIKOD cLGTAHOTOGH

[ToAv cuyvéc

Agvkomevia (cuumepapPavetal ovdeTepoTEViD KOl
OKOKKIOKVTTOPOLLLICL),
Avopia

Xuyveég

AgvkokvtTapwon,
Opoufokvtraponevia

Oy ovyvég

[dromabng, Bpopforevikn mopevpa

Xrdvieg

[Tavkvttaponevia

Awtapoyéc Tov
0LVOGOTOINTLKOV
GLOTHOTOCH

XuyvE

YrepevaicOnoia,
Alepyieg (cupmephappavetot emoykn aiiepyio)

Oyt ovyvég

Tapkoeidoon?,
Ayyeutida

Xrdvieg

Avagpurotia?

[ToA0 cvyvég

Awmidwo avénuéva,

63




Katmyopia/opyaviké
cvotnuo

Xoyvotra

Avem@opntn evépyero

AwTapayés Tov
UETAPOAGUOV KOl TNG
Bpéymg

Xuyvég

Y mokaAtopia,

Ovpikod 0&L avénuévo,

Natpro aipatog U pUGIOA0YIKO,
YracBeotapioa,
Ymepylokoupio,
Yropwopototpia,

Apuvddtmon

Yoyatpuég dtatopoyég

Xuyvég

Mertafoiéc duabeomng (cvumephappdveton
KatdOAym),

Ayxog,

Abnvia

AwTapayég Tov veupukon
GLOTHHOTOC™

[ToAd cuyvéc

Keporaryio

Yuyvég

[MoparcOnoieg (cvuneprrappdvetar vroicOnoia),
Huwpavia,
Yvpurieon vevpikng pilog

Oyt ouyvég

Ayyelox6 eyke@alid eneloodo?,

Tpopog,
Nevpomadeio

Xrdvieg

YKANpuven KaTd TAAKOG,
ATOpEMVOTIKEG dlotapayEg (T.). OTTIKT VELPITISN,
ovvdpopo Guillain-Barré)?

OeBaApiéc droTapayéc

Xuyvég

Ontikn dvciertovpyia,
Emumegukitida,
Blepapitida,

Oidnpa tov opOoiov

Oy ovyvég

Awmhorio

Awtapoyéc Tov Tdg Ko
Tov Aafupiviov

2oyvég

TAyyog

Oyt ovyvég

Koowon,
Eppogg

Koapoaxég datapoyés™

XuyvE

Tayvkapdio

Oy ovyvég

"Eppaypa Tov pookopdiov?,
Appofpia,
ZOUEOPNTIKTY, KAPSLOKT| OVETAPKELDL

Xmhvieg

Koapdioxn avakomn

Ayyeloxég dratapoyés

2uyveég

Ynréptaon,

‘E€aym,
Aydtopo*
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Katmyopia/opyaviké

shompe Xoyvotra Avem@Opuntn evépyero
Oyt ouyvég Avegvpuopo aopTig,
Anoppagn apmpiog,
OpouPoerefitida
Awtapoyéc Tov Xuyvég AcOuo,
OVOTTVELOTIKOD Abomvola,
GLGTNLOTOG, TOL BMpoKa Bryoc
Kol Tov pecobwpakion*
Oyt ouyvég [Tvevpovikn epfoin
Avdpeon vevpovomdfeta,
Xpoévio, amoPPOKTIKN TVELIOVOTADELD,
[Mvevpovitido,
Ynelwrotiky cuiloyn?
Tévieg ITvevpoviky tvoon?
AwTapayéc Tov [ToAd cuyvéc Kook dhyoc,
YOG TPEVTEPIKOD Novtia kot épetog
Yuyvég Ayoppayio YOGTPEVTEPIKOV,
Avcmeyia,
TaoTpooisopayikn, ToAVIpoUKn vOGOG,
XHvdpopo Enpdtnroag
Oyt ouyvég Hoaykpearitida,
Avcoayia,
Oidnua Tpoo®mTov
Xrdvieg AtdTpnon tov eviépov?
AwTapayéc Tov NIOTOG [ToAv cuyvéc AvEnuéva nratikd éviopa
KOl TV YoANQOpmv* ) ; ; ;
Oy ovyvég XoAokvortitda kot yoAorbioon,
Hrotum otedtoon,
XoAiepuOpivn avénuévn
Yravieg Hrartitida,
Enravevepyonoinon nratitidag BY,
Avtodvoon nratitida?
Mn yvootég Hrotikn avendpreto?)
Awtapayéc Tov déppatoc | [Todd cuyvég E&avOnpa (copmepiiapfavetal amo@oidmTikd

K0l TOV VTOOPLOV 16TV

eEavonua)
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Katmyopia/opyaviké
cvotnuo

Xoyvotra

Avem@opntn evépyero

Xuyvég

Endeivoon 1 mpdopatn vapén g yopioong
(ovumepriapfaverol @AVKTUVOOING YmpiooT
TGOV Ko TEAUGTMV)Y,

Kvidwon,

MoAonec (cuopmeptlopfavetal mopevpa),
Agppotitidoa (copmeprropfaverol Eklepa),
PiEn Gvoxa,

Yrepdpwoia,

Alomexia?,
Kvnopdg

Oyt ouyvég

Nvytepvéc epdpaoel,
OvAn

Yrhvieg

[ToAdpopeo epddmua,

THvdpopo Stevens-Johnson?,
Ayygooidnua?,

Agppoticr| oyyertido?,
Agymvoedng avtidpoon dépuotoc?

Mn yvooTtég

Emdeivoon tov copntopdtov deppotopocitidoct

AwTapayéc Tov
LVOGKEAETIKOV
GLOTNLOTOG KOl TOV
GUVOETIKOD 16TOV

IToA0 cvyvég

MvocKeLETIKOC TOVOG

Yuyvég

Mvikoi oracpol (copmeprhapfaveTo
KPEATIVOPOOPMOKIVACT QULOTOg auENUEVT)

Oyt ovuyvég

PaBdopvorvon,
SVOTNHOTIKOS, EpVONUATOING AVKOC

Xrdvieg

THvdpopo mpocopotdiov pe Avko?

Aotapoyéc TV VEQPOV
KOl TV OVPOPOP®V 00DV

XuyvE

Neppicn dvciettovpyia,
Awatovpio

Oy ovyvég

Nvktovpia

Awotapoyéc Tov
AVOTOPUYDYIKOD
GLGTNATOG KOl TOV
HAOTOV

Oy ovyvég

Ytutikn dvcAettovpyia

Ievikég Srotapayic Ko
KOTOOTAGELG TNG 000V

xopnynonc*

[ToAv cuyvéc

Avtidpaon g 0éong éveong (cupmeptrouPaveTot
epuinua g B€omg £veong)

Xuyvéc

[Tovog oto oboc,
Oidonua,
Mupeéia?

Oy ovyvég

dreypovn
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Katmyopia/opyaviké . . .
shompe ZoyvotnTo Avem@opntn evépyero

Topaxiwvikég eEetdoec™ | Zoyvég AwTopay€g TG TNKTIKOTNTAG KO LU0 PPOYIKES
(ovumepriapfaveral xpOVOG EVEPYOTOMUEVNG LEPIKNG
Opoppomraoctivinc TapateTOUEVOQ),
OeTikdG ELeYYOC OVTOAVTICOUATOV
(ovumepiiapfaverar avticopo Evavtt g SmAng
éhcag Tov DNA),
loAaxtikn apudpoyovdon aipotog avénpévn

Mn yvootég Avénon Bépovc?

Kokaoelg, nintnpidoelg | Zoyvég Avemopkng eroOAmOT

KOl ETUTAOKES

BepamenTIKOV XEPIGUDOV

* mepartépm mAnpoeopieg Ppickovial og kKdmola dAha onpeio Twv mapaypdewv 4.3, 4.4 kol 4.8

** cvunepriapfdvovtor HeEAETEG EMEKTAGNG LE OVOLKTH YOPTIYNON

Y svunepirapBoavopévev ctotyeinv omd avddpuUNTESG ovapopiC

2 H péon petaPorn Bépovg omd v apyikh T pe to adalimumab xvpovotav and 0,3 kg émc 1,0 kg ya
11§ evoeifelg evniikmv og ovykpion pe (peiov) -0,4 kg éwc 0,4 kg pe 1o €1kovikd @appoko Kotd
ddpketa Oepameiog 4-6 pnvov. Avénon Bapovg g tééng tov 5-6 kg Topatnpndnke emiong kot o€
LOKPOYPOVIEG LEAETEC EMEKTACNG, UE LEST) O1apKELn EkBeomc mepimov 1-2 etV ympic opdda eEAEYYOvL,
1Bing ot aobeveic pe vooo tov Crohn kot elkmon koritida. O pnyavicpudg avtig g enidpacng dev givol
oaQPNG, EVOEXETOL OUMG Va OXETICETAL LE TNV AVTIPAEYHOV®OOT dpdon Tov adalimumab.

AN TIK) 10pmTUdEVITIOO

To wpoeik acedrelag yia Tovg acbeveic pe dromunTikn WpwTadevitida mov Edapav efdopadiaio Oepaneio pe
adalimumab ftav cOpemvo pe to yvootd Tpoeil acedieiog Tov adalimumab.

Payosiditida

To po@ik ao@dreilog yio Tovg acheveic pe payoeiditido mov Ehafav Bepaneio pue adalimumab kdbe ddtepn
gpoopada oy cOUPOVO pE TO YVOoTd TPOPid aopdisiag tov adalimumab.

[Ieprypa@n emAeyuEveV ovVeETBOUNTOV EVEPYELDV

Avtidpaoeis ato oHuelo Eveans

2T1¢ TAOTIKEG, EAEYYXOUEVES BOKIUEG GE EVAMIKEG Kot adid, to 12,9% tov acbevav mov élafov adalimumab
napovciacay avTdpaoelg g Béong Eveong (epvnpa Kaun Kvnopog, aoppayio, TOVOG 1 oidn ),
oVYKpLTIKA pe t0 7,2% toov acfevav mov Ehafav eioviko eapurako 1 eappoko paptupa. Ot avtidpdoets g
0éomg éveong yevikd dgv 00N ynoay 6T SLOKOT TOL PUPUAKEVTIKOD TPOIOVTOG.

Aowawleig

2TIC TAOTIKEC, EAEYYOUEVEG DOKIUEG GE EVIAIKEG Kot Tadidl, T0 T0600To Aoipméne frov 1,51 avd érog
acOevi) otovg aobeveic mov hafav adalimumab kot 1,46 ava étoc acbevi og acbeveic mov Edafay elkovikd
QApLOKO Kot eapurako paptopa. Ot Aouméelg mepleAdupavay Kupiog pvoeopuyyitida, AOUMEELG TOV
AVATEPOL OVOTTVELGTIKOD Kot TapappvokoAmitida. Ot tepiocdtepol acbeveic cuvéyioay tn Bepaneio pe
adalimumab agov vroymdpnoe N Aoipwén.

H ocvyvomta eppdviong copfapav Aoywmnéewv nrav 0,04 ava étog acbevi og acbeveic mov Elafav
adalimumab ko 0,03 avé £tog aoBevny oe acbeveic mov Elafav gikovikd APUAKO Kot GAPUAKO UAPTVPA.
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Y& eAeyYOUEVEG KOl OVOLYTNG EMCNUAVONG UEAETEG € eviiAkeg Ko tondld pe adalimumab, éyovv avagepOei
cofapéc Aoudéetg (cupmeprhapfavopévev kot Bavatedpov Aotudéemv, ol omoieg epeavicTnKay ordavia),
ot omoieg meprhapPdvouv avapopés pupatinong (TepthapaveTol Kot KEYXpoewns Kot EEOTVEVIOVIKT) Kot
dMONTIKEG, gvkaIPlOKES AOUDEELS (7. dtdyuTn N EE®AVELUOVIKT 16TOTAACU®OT), PAacTOpLKTTIOG,
KOKKIOL0EOO VKN TIOGT), TVEVLLOVOKVGTI, KAVTIVTIOGT), 0oTEPYIAA®ON Kot MoTtepimon). ZTig mEPIGCOTEPES
TEPIMTAOGELS 1] PLUOTIOCT ELPAVIOTIKE LEGH GTOVG TPATOVG OKTM UNVES LETA TNV EvapEn tng Bepameiog kot
elvar mBavd va cuvdéeTan pe VToTPon AavOEVoLGoC VOGOUL.

Kaxkonbeieg ka1 Leupoimepmlaotikés drotapayés

Katd ) dudpkelo peretdv tov adalimumab e acOeveig pe veavikn, Womadn apbpitido (todvaphpikn,
veavikn, 1tomadn apbpitida kol apOpitda oxetilduevn pe evbecitidan) dev mapotnpnOnke kapio Kakondeio
og 249 toudatpikovg aobeveig e ékBeon 655,6 £ acbevav. Emmiéov, dev mapatnprinkav Kokondeieg o
192 noudratpikovg aobeveic pe ékBeon 498,1 £ acbevav katd tn didpketa peretdv pe to adalimumab ce
nmondloTpikovg acbeveig pe voco tov Crohn. Katd ) didpketo pog peiéng tov adalimumab oe

OO TPIKOVG 0oDEVELS e XpOVIO Yopilaon Kot TAdKaG dev TopatnpnOnke kopio kakonbewo og 77
noudtatpikovg acbeveic pe ékBeomn 80,0 £tn acbevav. Katd t didpkeia pog dokipng tov adalimumab og
OO TPIKOVG 000EVELG e EAKMON KOATIdO dev TapatnpnOnkay kakondeieg oe 93 Taudiotprkovg acheveic
ue éxfeon 65,3 £ aoBevov. Katd ) didpketo pog dokung tov adalimumab oe moudiatpikovg acbeveic ue
payoeditida dev mapatnpnOnkav Kakonbeieg oe 60 modiaTpikovs acheveig pe éxbeon 58,4 £n acbevov.

Katd ) didpkeia tov eleyydpevov tunudtov motikodv ueketdv tov adalimumab ce evilikeg oe Mydtepo
amo 12 efoopddeg dibpkela o aobeveig pe pétpo Emg cofapn, evepyd, pevpotoetdn apbpitda, AL, afovikn
onovoLAapOpiTIdO Y®PIG AKTIVOLOYLKE EVPTLATO OYKDAOTOTIKTG GTOVOLATIONG, Woploctkn apbpitida,
yopioon, HS, voso tov Crohn, ekkddn kolitida kot payoetditida, mapatnpnonkay Kakoneieg, eKTdC TOL
AEUQOUATOG KOL TOV U1 LEAOVOUOTIKOD KAPKIVOL TOV d€ppatog, pe cuyvotnta (95% didotnua
gumotoovvng) 6,8 (4,4, 10,5) avd 1.000 acBeveic-étn peto&d 5.291 acbevov mov Ehafav adalimumab évavr
6,3 (3,4, 11,8) ava 1.000 acBeveic-étn peta&d 3.444 acbevav paptopov (n péon didpkeia g Oepomeiog
nrav 4,0 uriveg yio o adalimumab kon 3,8 urveg yia toug acbeveic paptopeg). H suyvotnta (95% didotnua
EUTIOTOGVVIG) TMOV N LEAVOUOATIKOV KOpKivav Tov déppatog ntav 8,8 (6,0, 13,0) avda 1.000 acheveic-étn
neta&d tov acbevov mov hAoppdvovy adalimumab kot 3,2 (1,3, 7,6) ava 1.000 acbeveic-étn peta&d tov
ac0evav pHopTop@V. ATO aVTODE TOVG KOPKIVOUS TOL dEpLOTOC, £xEl Topatnpnel kapKivoua omd TAUKDOES
emfnAo pe ovyvornta (95% didotua epmotoovvng) 2,7 (1,4, 5,4) ava 1.000 acheveic-étn peta&d tov
acbevdv mov AauPavoy adalimumab kot 0,6 (0,1, 4,5) avé 1.000 acbeveic-étn peta&d tov acbevov
poaptopov. H euyxvotnta (95% didotnua epniotoohvig) tov Aeppopdtov frav 0,7 (0,2, 2,7) avéa 1.000
acBeveic-£tn petocd tov acbevaov mov AapBavovy adalimumab kot 0,6 (0,1, 4,5) avé 1.000 acOeveic-én
peta&d Tov aofevady HapTOp®V.

‘Otav cuvoVAGTOVY TO EAEYYOLEVO, LEPT BVTAOV TOV UEAETOV KoL 01 €V €EEAIEEL Kol OAOKANPOUEVEC OVOLYTIG
EMONUAVONG HEAETEG EMEKTAONG PE pia péom ddpkela epimov 3,3 ypdvia cvumepiiapfovouévay 6.427
acBevav kot Tave ano 26.439 acbeveic-£tn Bepaneiog, N mopatnpndeica cuyvotnTa Kakonbeidy, EKTOG TOV
AELOMUOTOG KL TOV U1 LEAVOUATIKOD KOPKivOL Tov déppatog gival mepimov 8,5 ava 1.000 acbeveic-étn. H
mapotnpNoeico cuyvOTNTO TOV U LEAVOUOTIKOV KapKivav Tov dépuatog givar tepirov 9,6 ava 1.000
acBeveic-¢tn ko 1 mapatnpndeica cuyvotnta tov Aepedpatog eivar tepimov 1,3 avd 1.000 acbeveic-¢t.

Amd v petd v kukhogopia and tov lavovdpto tov 2003 péypt 1o Aekéuppro 2010, kvpiong o acbeveig pe
pevupatoeldn apbpitida, 1 KoTaypapeico avbopunTn cvyvotnTo TV Kakondeidv eivon tepimov 2,7 avdé 1.000
acBeveic-¢tn Oepameiog. H kataypapeioa avbopuntn cuyvotnta yio Toug Ui LEAOVOLOTIKOVS KOPKIVOLG TOV
déppoTog kot Ta Asppapoto eivar mepimov 0,2 kar 0,3 ava 1.000 acbeveic-étn Oepaneioag, aviictoiywg (PAéne
Topaypao 4.4).

Ymavieg meputdoeig nrotoomAnvikon T-cell Aepoduarog petd v kukhopopio &xovv mapatnpndei e
acBeveic otovg omoiovg yopnynOnke adalimumab (BAéne mapdypago 4.4).
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Avtoovtioauoto.

Agtypata opod TV acBevav eAEyyxOnkay Yo avTOaVTICOUOTO GE TOAATAES YPOVIKES GTLYUES OTLG LEAETES
pevpatoedong apbpitidog I — V. Xe avtéc ti¢ peréteg, to 11,9% twv acBevav mov éhafav adalimumab kot
70 8,1% T®Vv 0c0evav Tov EAafav elkovikd PAPUOKO KOODC Kol PAPUAKO LAPTLPO LLE OPVTTIKODG TITAOVG
AVIUTUPNVIKAV AVTICOUATOV TPV amd Vv Evapén g Bepaneiog tapovoiacav Betikovg TitAovg Katd tnv
EBdopdda 24. Avo and tovg 3.441 acbeveic mov Elafav adalimumab og ddeg Tig peréteg pevpatogldovs Kot
Yopacikng apOpitidog avErTuEay KAVIKG onpeio EVOEIKTIKG VEOL GLUVOPOLLOV TOTTOV GLGTILLOTLKOD
gpunpatddovg Avkov. Ot acbeveig Tapovsiacav Pedtioon petd ™ daxonn g Oepancioc. Kavévog
acBevr|g dev mapovcince veppitida Tov AVKOL 1| GUUTTMOUOTA OO TO KEVIPIKO VELPIKO GUGTI LA

Hroroyolixa ovufavea

Ye gleyyopeveg kKAvikég dokuéc Paong 3 pe to adalimumab og acbeveig pe pevpatogtdn apbpitida Kot
YopLookn apbpitida pe didprela TepLodov eAEyyov peta&d 4 kot 104 efdopdadwv, avénosig g ALT > 3 X
ULN mapatmprinkav oo 3,7% tov acBevov mov édaPav adalimumab kot oto 1,6% tov acbevav mov
Elafav apurako paptopa.

e eheyyoueveg KMvikeg dokipéc Paong 3 e to adalimumab e aoBeveic ue molvapOpikn, veavikn, 1610madn
apBpitda, niikiog 4 émg 17 etdv kot aceveig pe apbpitido oyxetilopevn pe evlecitida, nhikiog 6 Emg 17
etmv, avénoeig mg ALT > 3 x ULN mapatmpndnkav oto 6,1% tov achevov mov Edafav adalimumab ot
010 1,3% tov acBevov mov Ehafav edppaxo paptopa. O tepiocdtepes avénoelg g ALT mapatnpnbnkav
He v Towtoypovn xpnomn uebotpebac. Agv mapotnpnnkay avénoeig g ALT > 3 X ULN og khvikég
uelétec @aong 3 pe to adalimumab og acbeveig pe molvapOpikn,veavikn, Wonadn apbpitida, nhikiog 2 £mg
<4 e1dv.

e eheyyoueveg KMvikeg dokipég Paong 3 e to adalimumab e aobeveic pe vooo tov Crohn kat eEAkmon
KOATId0 pe Sidpkela TepLodov eELEyyov petald 4 ko 52 efdopddmv. avénoeic me ALT > 3 x ULN
napatnpHOnkay oto 0,9% tov acbevav mov EAafav adalimumab kot oto 0,9% tov acBevadv mov édafay

QApPLOKO LapTLPO.

Yy kKAavikn pedétn @aong 3 tov adalimumab o aoBeveis pe moudiatpixn vooo tov Crohn, n omoia
0E10MOYNGE TNV ATTOTEAEGUOTIKOTITO KOL TNV AGQAAELN dVO JOGOAOYIKMY GYNUATOV GUVTHPNONG
TPOCAPUOGUEVAOV GTO GMUATIKO Papog Tov akolovOnoav Bepaneia enaymyns éwg 52 efdouddeg
TPOCOAPUOGUEVT GTO COUNTIKO Bapog, ot avénoeig g ALT > 3 X ULN gugpaviomkav oto 2,6% (5/192) twv
aclevav, 4 ek Tov omoimv Adupavay Tavutdypovn Bepameio Le OVOGOKATAGTUATIKA KAt TV Evapén.

Ye eleyyopeveg kKAvikég pelétec @aong 3 pe to adalimumab og acbeveic pe yopiaon katd TAdKog pe
dudpketla meplddov eéyyov petald 12 ko 24 efoopddwv, avénoelg g ALT > 3 X ULN rapatnprnkav oto
1,8% 1tov acBevdv mov éhafav adalimumab kot oto 1,8% 1oV acbevdv mov ELafov edpuako udptopa.

Aev mapatnprinkay avénoeig tng ALT > 3 X ULN oe khvikég pedéteg @aong 3 pe to adalimumab og
OO TPIKOVE 000EVEIC e YopiooT KaTd TAGKAG.

Ye eleyyopeveg dokipég pe to adalimumab (apykéc dooeig 160 mg v Efdouada 0 kot 80 mg v
EBdouada 2, akolovBovueveg and 40 myg kdbe efdopdada Eskvavtog amd v EBdopdda 4), oe acbeveic pe
HS pe didpketo mepiodov ehéyyov petald 12 kor 16 efdouddwyv, avénoeic g ALT >3 x ULN
nopatnpnOnkav oto 0,3% twv achevav mov Edapav adalimumab kot oto 0,6% tov acbevdv Tov Elafav
EIKOVIKO PAPLOKO.

Y eheyyopeveg dokipég pe to adalimumab (apywucég d6oeic 80 mg v EBdopdda 0, axorovBodpeveg amd 40
mg kabe devtepn efdouado Eexvavtag amd v EBdopdda 1), oe evilikeg acbevei pe payoeditido yio émg
80 eBdouddec, ue o didpeon éxbeon 166,5 nuepdv kot 105,0 nuepdv pe adalimumab kot eappoko
uaptopa, avrictoya, avénoeic g ALT > 3 X ULN mapatnpninkay oto 2,4% tov aclevadv mov Ehafav
adalimumab kot oto 2,4% tov acbevav mov Erafav eappako paptopa.
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Yty eheyyopevn doxiun @aong 3 Tov adalimumab e acbeveic pe moudraTpikn. eAkddn koAitida (N=93), n
omoia a&loAdYNGE TV AMOTEAEGUATIKOTNTA KO THV ac@dAgto pag doong cuvtipnong 0,6 mg/kg (pnéyiot
d6om 40 mg) kabe devtepn efdouada (N=31) ko pag 66omg cuvripnong 0,6 mg/kg (néyiot d6on 40 mg)
KGOg gfdopdda (N=32), puetd amd apyikn 06N TPOCAPUOGUEVT MG TPOG TO PApog couatog Kotd 2,4 mg/kg
(uéyro d6om 160 mg) v EBdopada 0 ko tnv EBdopdda 1 kot katd 1,2 mg/kg (péyiot d6om 80 mg) tnv
EBdopdda 2 (N=63) 1 apywn 60on 2,4 mg/kg (uéyiot 66om 160 mg) v EBdopdda 0, eikovikd @appako
v EBdopada 1, kot 1,2 mg/kg (uéyrom 66om 80 mg) v EBdoudade 2 (N=30), topotnprinkoy avénoeig
g ALT >3 x ULN oto 1,1% (1/93) tov acBevav.

e 0Aeg TIC evoeilelc oe KMvikég puedéteg ot acBeveig pe avénuévn ALT ftav acuUTTOUATIKOT KO GTIG
TEPIGCOTEPEG TEPUTTMGELS 01 AVENGELG NTOV TOPOSIKES KOl VTTOYDPNOAY KOTA TN cLVEYIoN TNG Bepamneiag.
Qotdc0, vINPEAV EMIONG AVAPOPES LETA TNV KUKAOQOPIN NTOTIKNG AveTdpKeLG KaBdG Kot Arydtepo
coPup®V NTATIK®V SloTtapaydV oL UTopel va TponynBohv T NTATIKNG OVETAPKELNS, OTMS NTATITION
ocvumephapfoavopévng e avtodvoong nrotitidog oe acbeveig mov Adpupavay adalimumab.

Tavtdypovn Oepancio pe alaberompivn/6-puepKamTonovpivn

Y& uehéteg pe eviphikeg pe vooo tov Crohn, vymidtepn cuyvotra epedviong avemfountov couPdviov mov
oyetiCovton pe kakonosia 1| coPapég Aouméelg mapatnpndnkav pe to cuvévooud adalimumab kot
alabgiompivn/6-pepramtomovpivn cuykprrikd pe to adalimumab pévo.

Avopopd mhovorloyobusvov oveTOOUNTOV EVEPYELDV

H avagopd mboavoroyoduevmv avemBountov evepyeldv PETA amd Tn Yopnynon adelog KukAopopiag Tov
(QOPLOKEVTIKOV TPOTOVTOG givarl onuovtikn. Emtpénel ) cuveyn mapaxorovdnomn g oyxéong opéAoVG-
KIVOUVOL TOL POPLOKEVTIKOD TPOTOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIES VYEIOG VA AVOQEPOLY
0mO1EGONTOTE TOAVOLOYOVUEVEG aVETIOOUNTEC EVEPYELEC LEGM TOV €0VIKOD GLGTILATOG AVAPOPAS TOV
avaypdaeetal oto [Hopdaptnua V.

49 Ymnepodooolroyia

Kotd ™ dubpkela Tov KAMVIKOV HEAETOV dev TapaTtnpnOnKe TOEIKOTNTO TOV 0d1YNCE GE TEPLOPIGLO TNG
d0ong. To vynidtepo eminedo d6ong mov £xel a&loroynfel Nrav ot ToAAamhéc, evoopAéPieg dooels tv 10
mg/kg, to omoio givar Tepinov 15 gopéc peyoldtepo amd T cuVIGTOUEVT dO0M.

5. DOPAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®@oppoKodVVONIKES 1OLOTITES

DdoppokobepamenTikn Katnyopio: AVOGOKATAUGTAUATIKOL TOPAYOVTES, AVAGTOAEIC TOV TAPAYOVTO VEKPWOGOTNG
oykov o (TNF-a), Kodikog ATC: LO4AABO4

To Hukyndra givoi f1o-opog1dég pappokevtikd mpoiov. Aentopepeic mAnpogopieg eivar dtabécipeg otov
dktvaxod tomo tov Evpomaikod Opyaviouod @apudkov: https://www.ema.europa.eu.

Mnyovioude dpdonc

To adalimumab mpocdévetan e1dikd otov TNF ko e&ovdetepmvet ) Proroyikn Asrtovpyio tov TNF
nopepmodifovtag v aAnieniopach Tov pe tovg P55 kot P75 vmodoyeic TNF ot empdveio towv Kottdpwv.

To adalimumab tporomotei emiong Tig froroyikég avtoamokpioelg mov endyovrar 1 puOuiCovrar amd tov TNF,

CUUTEPIAOUPAVOLEVOV TOV OAALNYDV GTO ETITEDN TV LOPIOV TPOGKOAAN GG TOV EVOVLVOVTOL Yid TN
petokivnon tov Asvkokvttapwv (ELAM-1, VCAM-1 ka1 ICAM-1 pe éva ICso tov 0,1-0,2 nM).
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
https://www.ema.europa.eu/

DapuokoduvaLkéc EmOPEoEIC

Mezd ) Bepancio pe adalimumab, ntapotnpnnke po tayeio peimon tov enmédwv Tov dekTdOV TG 0&eiog
eaoeng g pAeyuovig (C-avtidpooa tpmteivny (CRP) kot taydtnta kabilnong tov epvbpokvttdpov

(ESR)) xat tov kutokivdv tov opov (IL-6), cuykpitikd pe ta eninedo mov TapoTnpHOnKoy Tptv omd v
évapén g Bepamneing oe acbeveic pe pevparoedn apbpitda. Ta enineda 0pod TV PETAALO-TPOTEIVACHOV
¢ HecokvTTApLog ovsiog (MMP-1 kot MMP-3) mov mpokadoldy avaKaTaGKEDT] TOL 16TOV TOV £VBVVETL Y10
TNV KOTOOTPOQT TOV YOVOpOoL petmdnkay emiong Hetd tn yoprynon tov adalimumab. O acbeveic mov
éhapav to adalimumab mapovcioccav cuvibmg BEATI®ON TOV AUATOAOYIKOV GNUEI®V TNG XPOVIOG

@reypovig.

Eniong, mapatnpndnke pio toyeio peioon tov emmédwv tg CRP ot acbeveig pe molvapHpikn, veavikm,
omadn apbpitida, voso tov Crohn, erkddn koAitida kot HS petd ) Oepameio pe adalimumab. e acOeveic
ue voéoo tov Crohn mapatnpnnke peimon tov aptBpod v KUTTEp®Y oV eKPPALoVY deikTeg PAEYUOVNG
070 oD £VTIEPO GUUTEPIAQUPAVOUEVTG ONUOVTIKNG peimong g Ekppacng Tov TNFa. Evdockomikég
peAéTeg Tov eviepkol PAevvoydvou €de&av ototyeio emovA®oNS Tov PAevvoydvou e acbeveig mov Elafav
Oepameio pe adalimumab.

KAvikn ommoteAeoUOTIKOTNTO KOL 0GQAAELD,

Pevuoroeidng apbpitioa

To adalimumab a&loloynnke oe naveo and 3.000 acbeveig o€ OAEC TIC KAMVIKEG SOKIUEG PEVIOTOEIBOVG
apBpitdag. H amotelecpatikotro kat  ac@daieio tov adalimumab a&oloynibnkay og tévte
TUYOIOTOMUEVES, OUTAG TVPAEC Kol KOAAMDC EAEYYOUEVEC peAETEG. Mepikoi aoheveic ELaPav To pAPLOKO Yo
nepiodo péxpt 120 pivec. To dhyog g Béong éveong yio o adalimumab 40 mg/0,4 ml a&odoynOnke oe dvo
TUYOLOTOMNUEVES, EAEYYXOLEVES LE EVEPYO TAPAYOVTA, LOVA-TVPAEG, OLCTAVPOVUEVES LELETES OVO TTEPLOSMV.

H perém RA T a&loloynoe 271 acBeveic pe pétpla mg coPapny, evepyod, pevuatocidn apbpitida, ot omoiot
nrav > 18 etdv, eiyov anotvyel ot Bepameia pe Evo TOVAGYIGTOV TPOTOTONTIKO TNG VOGOV OVTIPELULATIKO
(APLLOKO KoL ETYOV OVETOPKY] OTOTEAEGUATIKOTNTA E YOpNyNom nebotpesdng oe ddcelg Twv 12,5 émg

25 mg (10 mg o¢ nepintoon dvcaveiog otn pebotpeldtn) ava efdoudda Kot 6Tovg omoiovg 1 d66n TG
uebotpeldng mopépeive otabepn| oe 10 émg 25 mg ava efdopdda. Adoeig twv 20, 40 ; 80 mg adalimumab 7
EIKOVIKOD QOpLAKOV yopnynOnKay ava devtepr efdopdda eni 24 efdopddes.

H perém RA II a&lordynoe 544 acbeveic pe pétpia Eog cofapmn, evepyod, peopatogldn apbpitida, ot omoiot
Nrav > 18 gtdv Ko eiyov amotvyel otn Oepaneia pe Evo TOLAGYIGTOV TPOTOTOUMTIKO TNG VOGO
avtipevpatikd eapuako. Adoeig twv 20 mg 1 40 mg adalimumab yopnynnkov pe vrodopio éveon kabe
o0 TEPT EPOOUADN LE EIKOVIKO PAPUAKO OTIG EVOLAUESES Efoopade N kGOe efoopdda eni 26 efdopddes. To
EIKOVIKO QdpuaKo yopnyndnke kabe efdopdda yio tnv ida ypovikn dibpkea. Agv eMTPATNKAY GAAL
TPOTOTONTIKA TG VOGOU GVIIPEVLOTIKA PAPLLOKAL.

H perémn RA III a&lohdynoe 619 acOeveig pe uétpio émg coPapn, evepyd, pevpotoeldn opbpitida, ol omoiot
Nrtav > 18 gtdv, kot ot omoiot iyav un arotelecpatiky avtamokpion ot pebotpeldrn o d06celg Twv 12,5
éw¢ 25 mg 1 ot omoiot elyav dvcavetio e 10 mg uebotpe&dng kabe efdoudda. Ymnpyov Tpelg oudoeg o
avtv ™ perétn. H mpdtn élafe evécelg eicovikon gapudkov avd efoopdda eni 52 efoopuddec. H devtepn
éhaPe 20 mg adalimumab avd efdopdda eni 52 efdopddec. H tpitn opdada éape 40 mg adalimumab ava
devTEPT EPOOUADN LLE EVEGELG EIKOVIKOD QUPUAKOV OTIG EVOLAUETES EOOUAOEG. METE TNV OAOKANP®GCT TOV
TpOToV 52 fdouddnv, 457 acbeveic coppetelyav o avolkty ueAétn enéktaong otny omoia 40 mg
adalimumab/MTX yopnynonkav kafe devteprn efdopdda yio mepiodo péypt ko 10 ypovia.

H perém RA IV a&loloynce xuping v acedrelo o€ 636 acbeveic pe pétpia g coPapny, evepyo,
pevpatogdn opbpitida, o1 omoiol Tov >18 etddv. Or acBeveig ite dev elyov AdPel pomomomTIKG TNG VOGOL
OVTIPEVUATIKO PAPHOKO 1) TOPEUEIVAY GTNV TPOVTAPYOVCH AVTIPEVUATIKY Bepameia TOVG e TNV
npodmdeon 611 1 Oepameio avt NTov otadepn Yia TovAdyioToV 28 Nuépec. Ot Bepameieg avtég
mepthappavouv pebotpeédtn, Aeprovvouidon, vépocuyrwpokivn, covipacaralivn Kot /M dAata ypvceov. Ot
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acBeveig TuyaromomOnkav e 40 mg adalimumab 1 ewcovikd edpuako ava devtepn efdoudado eni 24
epoopdoec..

H perém RA V a&lohdynoe 799 evilikec aobeveic otoug omoiovg dev eiye yopnynOel moté pebotpelat pe
pETPLa £G GoPapn, TpmUUN, pevpaToedn apbpitida (LEon didpkela Bepameiog Aydtepo amd 9 pveg). Avtr
N nerét a&oloynoe v anotedeopotikotnta g Oepomeiog cuvovacuod pebotpe&darng pe adalimumab 40
mg ke devtepn fdouada, tov adalimumab 40 mg kdbe devtepn efdopndda mg povobepameio Kot g
uebotpe&atng og povobepameia, 060V apopd ot Heiwon oNUeEiDY, CVUTTOUATOV Kot TO Babud eEEMENG TG
apBpkng PAAPNG ot pevpotostdn apbpitida yia 104 gfdopddes. Metd to népag Tomv npdTov 104
efdopadwv, 497 aobeveig ooppeteiyav o€ Lo AvolkT GACT ETEKTAGNG GTNV omoia xopnyovvtayv 40 mg
adalimumab ka0e devtepn efdopdda. yio mepiodo péxpt kar 10 ypdvia.

O1 peréteg RA VI kou VI a&ohdynoav 60 acbeveic 1 kdBe pia, pe pétpia Eog cofopn evepyd peLATOELN
apBpitida, ot omoiot Nrav > 18 e1wv. Ot acBeveig mov evrdydnkav eite AduPavav 1én adalimumab 40 mg/0,8
ml ko Babuoroyodoay to péco GAyog e Béong éveong g tovAdytotov 3 cm (og o kKiipoko VAS 0-10
cm) gite ftav dropa mov dev eiyav AdPet Tponyovpevn Oepameio pe kamolo Broloykod mapdyovTa Kot
apyCov Oepancio pe adalimumab 40 mg/0,8 ml. Ot acBeveig TuyatomomOnkay oe pia epdmal doon
adalimumab 40 mg/0,8 ml 1y adalimumab 40 mg/0,4 ml, akoAovBovpuevn amd pia Eveon g avtietng
Bepamneiog katd TV €ndUEVN dOGT| TOVG.

To npwrtevov, katainktiko onueio otic peréreg RA 1, II ko I kot to devtepedov kataAnkTikd onpeio ot
peiétn RA IV ftav to 1060016 tov acbevav mov méruyav avtamokpion katd ACR 20 oty EBdoundada 24 1
26. To mpwteHov, kataAnktiko onueio ot pedétn RA V ftov 10 1060010 TV aclevdv mov peavicay
avtomokplon katd ACR 50 otnv Edopdada 52. Or Meréteg RA 11T kau V elyav éva emmpocheto npmtedov
KOTOANKTIKO onueio katd v ERSoudda 52, v emPpddvvon g e&EMéng tng vocsov (Bdoet tov
axtivoloyik®v supnudtov). H peiétn RA I eiye eniong og tpwtevov, Katainktikd onpeio tig aArayég
omv mototnto (onc. To Tpwtevov, kotainktikd onueio otig peréteg VI kot VI fjtav to dhyog g 0éomng
€veonc apécmg HETA TV Eveon Ommg petpatat o€ o Khipoka VAS 0-10 cm.

ACR avramokpion

To 1060616 TV achevav mov Eafav adalimumab kot epedvicay avtanokpices kord ACR 20, 50 kot 70
Nrav otafepd otig peréteg RA I I kou 1. Ta aroteléopata tng 06ong tov 40 mg kabe devtepn efdopdda
ocuvvoyilovtat otov Ilivaka 8.

Mivaxag 8: Avramokpioeis katd ACR og dokipég eheyybpeves pe etkovikd gappaxo (tococtod

0c0gvav)
OVTOTOKPLOT) Merétn RA 19%* Merétn RA 119%* Merétn RA TH%**
Ewovikd  Adalimumab?/ | Ewovucd  Adalimumab? | Ewcovicd  AdalimumabP
Qappoko/ MTXY QAPUOKO n=113 QAPUOKO IMTXY
MTX n=63 n=110 | MTXY n=207
n=60 n=200
ACR 20
6 unvec 13,3% 65,1% 19,1% 46,0% 29,5% 63,3%
12 pmveg AT AT A AT 24,0% 58,9%
ACR 50
6 unvec 6,7% 52,4% 8,2% 22,1% 9,5% 39,1%
12 pnveg AT AT AT AT 9,5% 41,5%
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ACR 70
6 wivec 3,3% 23,8% 1,8% 12,4% 2,5% 20,8%
12 wvec A1 A A A 4,5% 23,2%

* Merétn RA T otig 24 gfdoopddec, perét RA I otig 26 gfoopdodeg kon perétn RA I otig 24 ko 52
efoopdioeg

# 40 mg adalimumab yopnyovpevo kée Sevtepn efSopddo

" MTX = pebotpe&a

**p<0,01, adalimumab évavr eicovikov eoppdkov

Y1ic peréteg RA 1-1V, 6ha ta pepovopéva otoyyeia tov avtarokpicemv cupeove pe to ACR (apBuog
EMMOOLVAOV Kol SIOYKOUEVOV apBpdcemv, a&loAdynomn g opactnpldTnTag TS VOGOL Kol TOL AAY0LS and TovV
wtpd Ko tov acbevn, Tipég deiktn avikavotntag (HAQ) ko enineda CRP (mg/dl)) Bertiwbnkay otig 24 1
26 gBdouadeg £vavtt Tov e1kovikoD eappdakov. Xtn perétn RA 1L, o1 fedtidoeig avtég datnpndnkay kab’
OAn T S1dprela Tv 52 efdopddmv.

YV avorytig emtonpaveong perétn exéktaong yio tn perétn RA 111, ou tepiocdtepor acbeveic mov giyov
ACR avtamokpion Siatpnoay Ty avIamokplorn 0tov topakoiovdndnkoy uéypt kot 10 ypdvia. And 207
acbeveig o1 omoiot TuyatomomOnkav og adalimumab 40 mg kéOe devtepn efdondda, 114 acbeveic cuvéyicoy
) Oepomeio pe adalimumab 40 mg ke devtepn fdopdda. yio 5 ypdvia. Meta&d avtmdv, 86 acbeveig
(75,4%) €iyav avtamokpioeic ACR 20, 72 acbeveic (63,2%) eiyov aviomokpiosig ACR 50 kot 41 aoBeveig
(36%) giyav avtomokpioeig ACR 70. And 207 aobeveic, 81 acbeveig ouvéyioav ) Oepameio pe adalimumab
40 mg kg devtepn fdopdda yio 10 ypdvia. Meta&b avtav, 64 acbeveic (79,0%) siyav aviamokpicelg
katd ACR 20, 56 acBeveic (69,1%) siyov avtomokpicelg katd ACR 50 ka1 43 acbOeveig (53,1%) eiyov
avtonokpioelg kotd ACR 70.

¥t perétn RA 1V, 1 ACR 20 avtamdkpion tov acBevov mov édafav adalimumab pali pe ™ covnon
Oepameio, NTOV GTATIOTIKA GMUAVTIKG KAADTEPT] GLYKPLTIKG LE TOLG acbeveic Tov EAafav elkovikd PapuaKo
poli pe ) ovviOn Bepameio (p < 0,001).

>1ig peréteg RA I-1V, ot aoBeveic mov éhapav adalimumab wétuyov otatiotikd onuavtikég ACR 20 ko 50
OVTOTOKPIoELG GLYKPLTIKA [lE ToVG aoBeveic Tov EAafay EIKOVIKO QAPLOKO Yo [ TEPTOO0 UG EmG dVO
efdopddwv petd v Evapén g Bepaneiog.

¥ pehé RA 'V oe acleveic pe mpoiun, peopatogldn aphpitida 6Tovg omoiovg dgv eiye yopnynoel moté
uebotpe&drn, n Beponeio cuvdvacuod pe adalimumab kot pebotpe&dtn 0dnynoe oe ypyopdTEPES Kot
onpavtikd peyolvtepeg ACR avtamokpicelc amd ) povobepamneio pe pebotpelda omv ERdoudda 52 kot o
avtamokpioelg drotnpndnkay oty ERdopdda 104 (BAéne ITivoka 9).

Hivaxag 9: ACR avramokpicsig ot pehétn RA YV (10600676 060gvarv)

avtambKkpion I\ﬂTX Adali_mumab Adalimu_mab/MTX Tuwi p° | T pP | Tuwij pr
n=257 n=274 n=268

ACR 20

EBSopdda 52| 62,6% 54,4% 72,8% 0,013 <0,001 0,043
EBdopada 104 | 56,0% 49,3% 69,4% 0,002 | <0,001 | 0,140
ACR 50

EBdopada 52 | 45,9% 41,2% 61,6% <0,001 | <0,001 | 0,317
EBdopada 104 | 42,8% 36,9% 59,0% <0,001 | <0,001 | 0,162
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ACR 70

EBdopdda 52 | 27,2% 25,9% 45,5% <0,001 | <0,001 | 0,656
EBdopdda 104 | 28,4% 28,1% 46,6% <0,001 | <0,001 | 0,864

* 1 TN P TPOKVTTEL 0O T SVYKPLoT ovd (g0yog g povobepameiog pe pebotpebdtn kot g Oepamneiog
ovvdvaouov pe adalimumab/pebotpe&dn pe yprion tov Mann-Whitney U test.

P 1 Ty p mpoxdmTel and T cOykpion avé Levyog T povobepoameiog pe adalimumab kot tng Oepomeiog
ocvvdvaouov pe adalimumab/peBotpegdm pe xpnon tov Mann-Whitney U test

"1 T P TpokdmTeL amd T cvykpion avd (evyog g povobepameiag pe adalimumab kot e povobepamsiog
ue pebotpe&dtn pe xprion tov Mann-Whitney U test

YV avorytig emtonpavong peAét exéktaong v tn perétn RA V, ta mocootd aviandxpiong katd ACR
StatnpnOnkay 6tav Tapakorovdndnikay ya dSiotnpa Emg 10 ypovia. And tovg 542 acbeveic mov
ToyooromOnkav og 40 mg adalimumab kdBe devtepn efdopdada, ot 170 acbeveic cuvéyicay ) Bepancio pe
adalimumab 40 mg kdBe devtepn efdopdda yio. 10 ypovia. Meta&d avtav, 154 acbeveic (90,6%) eiyov
avtamokpioelg katd ACR 20, 127 acbeveig (74,7%) iyov avianokpioeig kotd ACR 50, kot 102 acOeveig
(60,0%) siyav avramokpicelg katd ACR 70.

Ymv EBdopnada 52, to 42,9% twv acBevov mov éhafav Bepameia cuvdvacuov adalimumab/puebotpegdtng
néTuyav KAvikn vepeon (DAS28 (CRP) < 2,6) cuykprrikd pe to 20,6% tov acbevov mov Elafav
uebotpe&dtn oe povobepomeio kot to 23,4% tov acbevov mov élafav adalimumab og povobepaneio. H
Oepamneio cuvovacpod adalimumab/pebotTpe&dng NTav T060 KAVIKG OGO KOl GTATIOTIKG avdTEPT 0Td TN
novoBepameio pe pebotpe&dtn (p < 0,001) kot ™ povobeponeio pe adalimumab (p < 0,001) yo v emitevén
YOUNANG EVEPYOTNTOG VOOOL g acheveic e TpoopdTmg dayvmabeica pétpia Emg coPapr peLLATOEN
apBpitida. H avtoamoxpion yuo tig d0o povobepameisg frav mapduowo (p = 0,447). Ao tovg 342 acBeveig
OV OPYIKA TVYoomoOnkay o povobepaneio pe adalimumab 1 Oepaneio cuvdvoacuod
adalimumab/pebotpe&dTng Tov GULULETELY OV OTNV OVOLYTHG EMOLOVONG HeEAETN enékTaong, 171 acBeveig
ocvuminpocav 10 xpovia Bepaneiog pe adalimumab. Meta&d avtdv, 109 dropa (63,7%) £xovv avapepbel va
Bpiokovtol og vpeon ota 10 ypovia.

Axtivoloyikn aviamoxpion

¥t pedétn RA I, 6mov ot acBeveic mov AduPavay adalimumab siyav pevuatosidn apbpitida péong
dudpketag mepimov 11 etdv, n apbpikn, doutkn PAAPN a&loloynOnke aKTIVOAOYIKA Kol opioTnKE MG N
uetafoin tov tporomotpuévov Total Sharp Score (TSS) kat TV eTuéPovg dekT®V TOV, TG Padporoyiog
TV daPphoemv kot g Babuoloyiag e otévoong tov uecapbpiov dactiuotog (JSN). Ot acbeveic mov
Aapupavay adalimumab/pebotpeldt €010V OMUOVTIKG LWKPOTEPN AKTIVOLOYIKN EXOEIVOOT) ad TOLG
acbeveic mov AMappavay pebotpedtn wg povobepaneio otovg 6 kan 12 piveg (BAéne Iivaxa 10).

YV avorytig emtonuaveng perétn exéktaong yio tn uerétn RA I, n avaotodn g e€EEMENG TG dOIKTG
BAGPNg dtoetnprOnke yua 8 ko 10 ypovia oe pio vroopdda acBevav. Xta 8 ypovia, 81 and 207 acbeveig ot
omnoiot apykd Elapav adalimumab 40 mg kdBe devtepn efdopdada a&loroynOnkay aktvoroyikd. Meta&h
avtav, 48 acbeveig dev £oel&av kopia eEEMEN TG doptkng PAAPNG dntwg opiletar amd T pueTafoin omd v
apyikn Baduoroyio avapopds tov tpomonotuévov Total Sharp Score (MTSS) g tdEewg Tov 0,51
Myétepo. ra 10 ypovia, 79 oo 207 acbeveig ot omoiot apykd Erafav adalimumab 40 mg kabe devtepn
efdoudoa a&roroyndnkav axtivoroyikd. Meta&d avtav, 40 acbeveig dev £de1&av kapio eEEMEN TG SOMKNAG
BAGPNG Omw¢ opiletat amd T petaforn amd v apyikn Paduoroyio avagopds tov Tpomomomuévou Total
Sharp Score (mTSS) g té&ewg tov 0,5 1 Arydtepo.

Hivaxag 10: Méogg axkTivoroytkég alhayég netd tovg 12 ufveg otn peiétn RA 11

Ewoviké | Adalimumab/MTX | Ewoviké @appaxo/MTX-
Qappoxo/ 40 mg ka0s Adalimumab/MTX (95% | Twn p
MTX* dchtepn epoondda | ddotTnuae epmotocivnch)
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ZUVOMKN 2,7 0,1 2,6 (1,4,3,8) < 0,001"

BabpoAoyia Sharp

Erosion Score 1,6 0,0 1,6 (0,9,2,2) < 0,001

Badporoyia® JSN 1,0 0,1 0,9(0,3,1,4) 0,002
* uebotpelarn

P 95% Sidotnpa epmotochvng yia Tig dtapopés otic Badporoyieg petald pebotpetang ko adalimumab
" Baoiletal o€ avaivon katd celpd peyébovg
% Ytévoom Tov pesapOpiov SlocTHHATOC

2 peiétn RA V, n opBpicn dopukn PAEPN a&toroyndnke axTivoloyikd Kot opiotnKe @¢ 1 LETAPOATN TOV
tpomomomuévov Total Sharp Score (BAéne TTivaxo 11).

MMivakog 11: Méosg axtivohoyukés arlayés otny efdondda 52 otn pehétn RAV

MTX Adalimumab | Adalimumab/MT
n=257 n=274 X n=268 Twm b Ty | Ty
(95% oo | (95% owdetyua | (95% SvaeTnpo P pk p’
EUTLOTOGUVIIC) | EUMIGTOGVVIG) EUTLETOGVVIG)
ZUVOAIKN
};{39“07‘0 57(4273) | 30(17-43) 13(05-21) | <0,001 | 0,0020 | <0,001
Sharp
E;g?'eon 3,7 (2,7-47) 1,7 (1,0-2,4) 0,8(0,4-12) | <0,001 | 0,0082 |< 0,001
Js?;'c\,lre 2,0 (1,2-2,8) 1,3(0,5-2,1) 0,5 (0-1,0) <0,001 | 0,0037 | 0,151

* 1 TN P TpoKvLTTEL OO TN GVYKPLoT avd (gvyog g povobepoameiog pe pebotpesdtn kot g Bepameiog
ocvvdvacpov pe adalimumab/pebotpe&atn pe ypnon tov Mann-Whitney U test.

P 1 tipf p mpoxdmret amd T ovyKpion avé (evyog e povodepamneiog pe adalimumab kot g Oepaneiog
ovvdvaouo pe adalimumab/pebotpedm e xpnon tov Mann-Whitney U test

N TN P TpokvITEL amd TN ovyKplon ava (evyog Tng povobepamneiog pe adalimumab kot thg povobepameiog
ue uebotpe&dtn pe ypron tov Mann-Whitney U test

Metd and 52 ko 104 eBdopdodeg Oepaneiog, T0 T0600TO 06OeVAV Y0pig akTvoAoyIKn eEEMEN (Stapopd amod
mv apyn g Bepanciog Tov tpomomomuévov Total Sharp Score < 0,5) frav onuavtikd vymAdTEPN 6TN
Bepameia cuvdvaouod adalimumab/pebotpeldng (63,8% kot 61,2% oviioToiy®C) GLYKPLTIKG, LE TN
uebotpeEdn wg povobepoameio (37,4% kot 33,5% avtiotoiymwg, p < 0,001) kot pe To adalimumab wg
povoBepaneia (50,7%, p < 0,002 kot 44,5%, p < 0,001 avtictoiywc).

2V avorytig emtonpaveng uerétn exéktaong yio tn uerétn RA V, n uéon petafoir tov tpomomotnuévon
Total Sharp Score a6 v apywn Ty €og to 100 ‘Etog tav 10,8, 9,2 kot 3,9 oe acbeveig mov apyucd
ToyatoroOnkav oe povobepomeia pe pebotpe&drn, povodepancio pe adalimumab kot Oepamneio
ovvovacpov adalimumab/pebotpeldtng, avtictoyo. Ta avtictoyo T0606TA TV acbevdv Ywpig
axtivohoyikn e&éhén frav 31,3%, 23,7% won 36,7% avrtictouyo.
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Hoiotyro {wne kot Jertovpyikotyto

H modtta {ong oxetikd pe tnv katdotoom tng vyelag Kot T AgttoupytkdtTnta Tov acbevi a&loroynonke
xPNOWoTolOVTaS To Pabud avikevotntag tov Epotuatoloyiov A&oddynong mg Yyeiog (HAQ) otig
TEGOEPLG TAOTIKEG EMAPKADG KO KAADG EAEYYOUEVEG DOKIUEG, KOl TAV £V TPOKAOOPIGUEVO, TPOTEVOV
KoToAnktiko onpeio oty ERdopdda 52 g perétg RA II1. Odeg ot ddoeic/oyfipata tov adalimumab otig
TE60EP1G LEAETEG £5€150V OTATIOTIKG GNUOVTIKG peyodvtepT Pedtioon atov deiktn avikavotntag tov HAQ
amo v évapén g Beparneiog £mg tov Mrjva 6 6€ oyéon e TO EIKOVIKO QaploKo, evd otn perétn RA 11
mapatnpnonke 1o 610 v ERdopdda 52. Ta anoteléopata and to Short Form Health Survey (SF 36) yua
OLeg T1g d0oelg /oynuata tov adalimumab otig téooepig peréteg vrooTnPilovy To EVPNUATO AVTA, LE
OTATIOTIKA ONUAVTIKEG TTEPIANTTIKEG Badporoyieg copatikdv mapauétpov (PCS), 6mwg kot pe 6TaTIoTIKA
onNUavTIKEG Pabpoloyieg TV TOPAUETPOV TOL TOVOV Kot TG {oTikdTTAG Yo T 060on TV 40 mg ava
devtepn efdopdda. Mo GTATIGTIKG GNUOVTIKY] EAATTOOT TG KOTMONGS, OTMG LETPATOL amd TN AELTOVPYIKN
ektipmon g paduporoyiog g Oepameiog xpoviag vooov (FACIT) mapoatnpndnke kot oTig TpeLg HEAETEG OTTOV
a&loloyndnke n mapapetpoc ovt (neréteg RA I, 111, 1V).

>t peké RA 111, o1 mepiocdtepot acheveic mov métvyav Peltioon tng Ae1tovpykdTNTEG KOt GLUVEXIGAV TN
Bepameia dwatnpnoav ) Pertioon £og kot v ERdopdda 520 (120 univeg) avoktig Ogpaneiag. H Beltioon
¢ mototntag (ong petpritnke v ERSoudda 156 (36 punveg) kot n Pektioon dwatnprdnke otn didpketo
0TS TNG TEPLOSOV.

¥ pehém RA 'V, amodeiydnke peyodvtepn Peltiooon otov deiktn avikavotntoag tov HAQ kot ta
AMOTELEGUATO TNG COUATIKNG TopapéTpov Tov SF 36 £det&av peyaivtepn Pertioon (p < 0,001) yio
Bepamneio cuvovacpod adalimumab/pebotpeldng oe ayéon pe ) puebotpesdn oe povobepaneio Kot
adalimumab og povobepancio oty Epdopdda 52, n onola drtotnpndnke péxpt mv ERdopado 104, Meta&h
TV 250 0o0evdV TOL OAOKANPMGOV TNV OVOLYTAG EXOUAVOTG LEAETN EMEKTACNC, O PEATIOGEIS TN
AertovpykdtnTa dtotnprnkayv katd ) didpkea tov 10 xpovov Bepaneiog.

Llovog aro onuceio g éveang

[N 115 ovykevipopéveg daotavpodpeveg perétes RA VI kon VI, mapatnpndnke pio ototiotikd onpovTikn
dapopd Yo 1o dAyog g BEomg éveong auéomg petd ™ xoprynon peta&y tov adalimumab 40 mg/ 0,8 ml
ko Tov adalimumab 40 mg/ 0,4 ml (uéon Ty oty Khpoko VAS 3,7 cm évava 1,2 cm, khipaxa omd O-

10 cm, p < 0,001). Avtd avtimpocmdneve pa didpeon peimon katd 84% oto dhyog g Oéomng veonc.

Alovikn omovoviapbpitida

Ayrxvlomomtikn orovoviitido (AX)

To adalimumab 40 mg xopnyoduevo kabe devtepn efdopdda peretnnke og 393 acbeveig og dvo
TUYOLOTOMUEVES, OUTAG TVPAEC UEAETEG 24 €POOUAdMV, EAEYYOUEVEG UE EIKOVIKO PAPUOKO GE 0c0EVEIC e
evepyd AX (uéom apykn Pabuoroyio evepydtnrog tng vooov [Bath Ankylosing Spondylitis Disease Activity
Index (BASDAI)] 6,3 o€ 0Aec TG OHAOES) TOV ElyaV 1N IKOVOTOUTIKY AVTOTOKPLOT] 6TH GLUUBOTIKY
Oepameia. Te efdounvia evvéa (20,1%) acbeveic yopnyndnkay tavtdypova GALS TPOTOTOTIKAE THE VOGO
avtipevuatikd eapuaka kot og 37 (9,4%) acbeveic ylvkokoptikogtdn. H toein mepiodog axoiovdnonke amd
pio ovorkth pedétn katd ) dudpkeia g omoiog aceveig Elapav adalimumab 40 mg kabe devtepn
gfdopada pécm vroddplog Eveong yio emmAéov 28 gfdopddec. O aobeveic (=215, 54,7%) o1 onoiol dev
nétvyav ASAS 20 otig efdopddeg 12 1) 16 1 20 élafoav adalimumab 40 mg kéOe dedtepn efdoudda péow
VTOJOPLOG EVECT|C, TPALN MG AVOIKTNG XOpTYNong Bepameio S16cmong Kal, MG K TOVTOV, AVTILETOTIGTNKOV
®¢ Un amokpvopevol ot Bepaneia oTig SIMAL TVPAEG GTATICTIKEG AVOADCELS.

e pio peyarvtepn perétn AZ I pe 315 acbeveic, Ta amoteléopata £5€1E0V GTOTIOTIKA OMUOVTIKY PelTioon

TV onueiov Kol cvuntopdtev g AX og aobeveic otovg onoiovg yopnynnke adalimumab ce chykpion pe
Tovg aobeveic 6TOVG 0TOiOVE YOPNYNONKE EIKOVIKO PAPUOKO. ZNUAVTIKT AVIUTOKPLOT) apyLKd Tapotnpnonke
otV fdoudda 2 ko dtoatnpndnke kotd tn didpkelo, tov 24 gfdopddwv (Mivaxag 12).
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Mivaxag 12: AvTomokpicelg TG OMOTEAECRATIKOTNTAG 6T HEAETI] TIG OYKVAOTOMTIKG
OTTOVOVAITIONG EAEYYONEVIG 1E EIKOVIKO @dppako - Merétn 1
Msimon TV onueiov Kol CVURTORATOV

OVTUTOKPLOY) Ewoviko Adalimumab
Qappoxko N=208
N=107
ASAS*20
EBdopdda 2 16% 420/p***
EBdopdda 12 21% 580p***
EBdopdda 24 19% 510p***
ASAS 50
EBdopdda 2 3% 16%***
Epdoudada 12 10% 380p***
EBdoudada 24 11% 3504***
ASAS 70
EBooudda 2 0% 70p%*
EBdoudda 12 5% 230k H*
EBdopdda 24 8% D4R H*
BASDAIP50
EBdopdda 2 4% 200p***
EBdopdda 12 16% A50p***
EBdopdda 24 15% 420p***

FHx *x Yrotiotikd onpovtikd pe p < 0.001, < 0.01 yio 0heg Tig cvykpicelg peta&d adalimumab kot eikoviko
eopuakov otig EBdouddeg 2, 12 xon 24

* Assessments in AS / ASAS = Aiebvig Etarpeia A&loAdynong Zmovdvrapbpitidog

# Bath Ankylosing Spondylitis Disease Activity Index / BASDAI = Aciktng Evepydtnrag AYKvAomomTikyg
YmovévAitidog tov Bath

Ot acBeveic otovg omoiovg xopnynonke adalimumab giyav onpaviikd peyarvtepn Pertioon otnv ERSoudda
12, n omoia dratnprOnke émg v ERdopdada 24 kor oto SF36 kot oto Ankylosing Spondylitis Quality of Life
Questionnaire (ASQoL).

[Mopopoteg Tadoelg (Ol OAeC GTATIOTIKA GNUOVTIKES) ELPAVIOTNKAY OTI KPOTEPT] TLYXOOTOINUEVT], SUTAI-
TVEAN, e eyxOUEVT] LE EIKOVIKO Qapuako perétn AX 11 pe 82 evilikeg acbeveic pe evepyd AX.

Alovikn omovévlapOpitido ywpic oxTIVOLOYIKG, EVPTIUOTO. OYKDAOTOINTIKHC OTOVOVAITIOONC

H acedieia kot amotelecpotikoétta tov adalimumab a&iodoynnkay og d0o Tuyalomouéves, SImAd
TVQAEG, EAEYYOLEVEG LUE EIKOVIKO PAPLOKO HEAETEG oE aoDeveic e un-aKxTivoloyikd exPefaimpévn, aovikn
omovoviapOpitida (Nr-axSpA). Tt perétn nr-axSpA | a&oloynnkav acbeveic pe evepyo nr-axSpA. H
peAétn nr-axSpA I ftav po peAétn yo Ty amdcoupon TG aymyng o€ acheveic Yo Toug omoiovg
emtedyOnke vVeeon katd TV Bepomeio avolktig emonuaveong pe adalimumab.
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Melétn nr-axSpA |

Ymmv Merém nr-axSpA |, to adalimumab 40 mg yopnyovpevo kabe dedtepn efdopddo peretdnke og 185
acleveic o€ pio TUXOOTOMUEVT, SITAG TVEAN PEAETN 12 BSOSV, EAEYYOLEVT] LLE EIKOVIKO (PAPUOKO GE
acbeveig pe gvepyd Nr-axSpA (n péon apyikn Pabuoroyia evepydttag g vooov [Bath Ankylosing
Spondylitis Disease Activity Index (BASDAI)] fitav 6,4 oty opdda acbevaov mov Erafav adalimumab kot
6,5 otnv oudda acbevav Tov EAafay ELKOVIKO PAPUAKO) TOL EYOV LT IKOVOTOWTIKT OVTATOKPION 1
dvcaveéia e > 1 MEAD 1 avtévoeitn oe MXAOD.

Tpiavto tpeig (18%) acheveic Ehafov tavtdypova Bepaneio e TPOTOTOUTIKE TNG VOGOU OVTIPEVUATIKA
eappaxo, kot 146 (79%) acbeveic pe MEA® katd v évapén. H duthd toeAn tepiodog axorovdnonke amd
uio TePiodo aVOIKTAG YOpNYNoNG KoTd ) didpketa g onoiag acbeveic Erafav adalimumab 40 mg kabe
devTepN gfdopdda vrodopia yio emmAéov 144 gdonades. Ta anoteléopata g EBSopddac 12 éde1&av
OTOTIOTIKA OTUOVTIKT BEATIOON TOV OMUEIDV KOl CUUTTOUATOV TNG EVEPYOD, UN-0KTIVOLOYIKA
emPePoropévng, a&ovikng omovévrapdpitidog otovg acbeveic mov Edapav adalimumab cuykpirikd pe to
gikovikd edappoxo (ITivaxag 13).

Hivaxag 13: AVTOTOKPIGELS TG UMOTEAECROTIKOTITAG GTIV ELEYYONUEVI] NE EIKOVIKO PAPNOKO PHEAETN

nr-axSpA |
AvTha TVOM) Ewoviko gappoxo Adalimumab
Avtanokpion otnv Efoopada 12 N=94 N=91
ASAS® 40 15% 36 %***
ASAS 20 31% 52 %**
ASAS 5/6 6% 31 %***
ASAS Mepwn 'Y peon 5% 16%*
BASDAIP 50 15% 35 %**
ASDAS"5¢ -0,3 -1,0%**
ASDAS Avevepyn Noocog 4% 24%***
hs-CRP?°%¢ 0,3 4, 7%
SPARCC" MRI Igpoiayoviov -0,6 -3,2%*
apOpdoenv®?
SPARCC MRI Zrovvhikfg oThinc! -0,2 -1,8**

* AieBvng Etarpeia A&loddynong ZnovdviapOpitidog

# Bath Ankylosing Spondylitis Disease Activity Index / BASDAI = Aciktng Evepydtnrag AYKvAomomTikyg
YmovévAitidog Tov Bath

T KMpoka gvepydtntag e vOGoL TG AYKVAOTOWTIKNAG ZTOVOVAITIONG

% pnéom petaBoin amd ™V apyIky Ty

¢ n=91 swkoviko eappoxo kot N=87 adalimumab

Tuyninig evatsbnoiog C-avtidpmoo tpmteivny (Mg/L)

¢ n=73 gwovikd edppoxo kar =70 adalimumab

1 Kavadwn Kowonpa&io 'Epevvag tng XmovoviapOpitidag

% n=84 eikovikd pdpuoxo ko adalimumab

' n=82 ewovikod eappako kot =85 adalimumab

Fxk kX Yratiotikd onuavtikd pe p < 0,001, < 0,01, kon < 0,05, avticTtorya, Yo OAES TIG GLYKPIGES HETAED
adalimumab kot sikovikod eapudxov.
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2TV avoryTig Mo UOVONG LEAETN emEKTAONG, L T Oepomeia pe to adalimumab 1 Bektimon tov onueimv
Kol CUUTTOUATOV Sttnpnonke £og v ERSondda 156.

Avaoroln e eAsyuovic

Enpovtikn Bektioon tov onueiov g eAEYHovIG, 0mmg petpatot pe v hs-CRP kot ) poryvntiky
Topoypoeio Tv leporayoviov apbpdoemy Kot Tng ZRoVvOVAIKNG GTAANG, dlatnpiOnke otovg acbeveig mov
éhaPav adalimumab éwg v ERdoudda 156 kot tv EBdopdda 104, avrictorya.

Toiotnto {wnc kot Asitovpyikotnza

H mowdtta {ong oxetildpevn pe v vyeio Kot ™ Aettovpykdtnta atoAoynonkay ypnooroidvos to
gpotnuatordyo HAQ-S kot SF-36. To adalimumab rtopovcioce 6tatioTikd onuovikd peyoldtepn
Bedtioon oto cuvolikd amotérecua Tov HAQ-S kot 6T0 OTOTEAECUN COUATIKNG TOPAUETPOV TOL SF-36
(PCS) amd v évapén émg v ERdoudda 12 cuykpriikd pe 1o sikovikd eappoxo. H Beitioon g
oxetllopevng pe v vyeia Todtntag Lmng Kot AettovpytkdtTnTag dlatnpiOnKe Katd T StipKeLn TNG OVOLYTNG
EMONUAVONG HEAETNC emékTaong Ewg v Efdoudada 156.

Melétn nr-axSpA 11

673 acbeveig e evepyod, Un-aktvoloyikd exiefatmpévn, a&ovikn omovovioppitida (1 HET apyikn TIUN
evepyotntag g vooov [BASDAI] fitav 7,0) ot onoiot giyov avernapkr| avtomokpion og > 2 MEAD 1
dvcave&ia og 1 avtévdeltn yio MEA® cvppeteiyav oty mepiodo avolkTig emonpavens g Meiétng nr-
axSpA Il kotd ) dudpketo g omoiag Elafav 40 mg adalimumab kabe devtepn fdouada yio 28 fdoudades.

Eniong, avtoi o1 aoBeveic elyav avTikelpevikd eupiuata GAEYHOVIG GTIG 1EPOANYOVIEG ApBPADCELS 1] TN
omovOLAIKN oTAAN ot poyvntiky topoypagio (MRI) 7 avénuévn hs-CRP. Katomv, o1 acBeveig ot omoiot
TETUYAV TOPATETOUEVT VEESN Yo TovAdyloTov 12 efdonadeg (N=305) (ASDAS < 1,3 o11g efdouadeg 16, 20,
24 ko 28) katd ) didpkelo. TG TEPLOG0V OVOIKTNG EMGNLLOVOTG TUYaLOTOONKaY Vo AGBovv gite cuveyn
aywyn pe 40 mg adalimumab ke devtepn efdopddo (N=152) 1 eicovikd @dppoxo (N=153) yia tepartépm
40 efdoudoeg oe o STl TOPAN, EAEYYOLEVT LE EIKOVIKO PAPLOKO TEPT000 (1] GUVOAIKT SLAPKELX TG
peAétng Nrav 68 efdopdodeg). LTovg CLUUETEXOVTEG 01 0Ttoiot NTOV o8 5o Katd T S1dpKELD TG OUTAL
TOPANG TEPLOdOV emTpENOTAV M YopNyNon Oepanciog didcmong pe 40 mg adalimumab kabe devtepn
efdoudoa yio tovAdyiotov 12 gfoopdded.

To xbp10 KATAANKTIKO GNUEID AMOTEAEGLOTIKOTNTOG TOV TO TOGO0TO TV aclevav ympic éEapon Ewg v
EBdopdda 68 tng perétng. H é€apon oprildtav wg ASDAS > 2,1 6g 300 S10100)IKEG EMOKEYELS O O1AOTNLLA
tecobpov gfdopddnv. Eva peyaldtepo mocootd acbevav o adalimumab dev giye £éEapon g vooou katd
Vv SumAd TVEAN TEPi0d0 68 GUYKPIoN WE EKEIVOVG 6€ gkoVIKO apuako (70,4% évavtt 47,1%, p<0,001)
(Zxfpa 1).
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Ewoéva 1: Kapmoieg Kaplan-Meier mov cuvoyilovv Tov ypovo émc v Eapon ot pedétn nr-axSpA 11

1,0
1 09
=
é;] 0,8
< =
[I] 0’7 LI
=6 A Y S
< A
E 05 - A
S 04 T
% 0,3
% 0,2
0,1 T
0,0 T
1 I 1 I I ) L) I I I ) 1
0 4 8 12 16 20 24 28 32 36 40 44
P 153(0) 153(0) 152(0) 140(4) 127(14) 118(22) 101(36) 93(39) 87(44) B1(47) 60(51) O (54)
A 151(0) 151(0) 149(0) 139(5) 134(8) 132(9) 125(14) 121(15) 119(16) 112(20) 92(20) 0 (22)
XPONOZX (EBAOMAAEY)
Ogpoaneio sesnnne Eicovikd Adalimumab A Anokoupévo
@aproKo

Inueimon: P = Ewovikd gdpuaxo (ApiOudc oe Kivévvo (oe €€apon)), A = Adalimumab (Ap1Budc oe
Kivdvvo (og é€apon)).

Meto& Tmv 68 acbevdv ot omoiot Bpébniay og EEapon oV OpAde TOL KATAVEUHONKE GTNV ATOGVPGCT TNG
Bepanciag, 65 cupminpwoav 12 gfdonddeg Oepameiog diowong pe adalimumab, ex tov omoiwv 37 (56,9%)
eiyav avaktoet Vepeon (ASDAS < 1,3) Hvotepa amd 12 efdopddeg emavévapEng TG oy®YNG aVOIKTHS
EMIGTLLOVOT|G.

‘Emg v EBdopdda 68, o acheveic mov éhafav cvveyn Oepancio pe adalimumab é6si&ov ototiotikd
OTUOVTIKG LEYOADTEPT PEATIOOT TOV OTUEIOV KOl CUUTTOUATOV TNG EVEPYOD UN-OKTIVOAOYIKE
empPeParopévne a&ovikng omovovAaplpitidac o€ GOYKPIoN Ue Tovg acbeveic ol omoiol Kataveundnkoyv otnv
andovpon ™ Bepaneiog KoTd TV d1apked TG STAG TVPANG TePLOdov g perétng (IMivakag 14).

ivakog 14: AmokpLon 0mOTEAEGPUATIKOTITAS GTNV ELEYYOUEVI] UE ELKOVIKO QAPROKO TEPIOOO VIO TN
perétn nr-axSpA Il

AvTha TVOM) Ewoviké ¢appoxo Adalimumab
Avtanokpion otnv Efoopada 68 N=153 N=152
ASAS.p20 47,1% 70,4%***
ASAS.p40 45,8% 65,8%***
ASAS: Mepikn Y peon 26,8% 42,1%**
ASDAS; Avevepydc NoGog 33,3% 57,20***
Mepwr 'E€apons 64,1% 40,8%***

* AieBvng Etarpeia A&loAdynong ZnovduiapOpitidog

PH apyixn i opiletar og n apyik T TS avolkThg emonpaveng otav ot acOeveic xovy evepyd voco.
Y KAipoka gvepydtntag e vOGoL g AYKVAOTOMTIKNG ZTOVOVAITIONG

8 H Mepwcr) 'EEapon opiletor g ASDAS > 1,3 oA < 2,1 6¢ 2 81080)1KEG EMICKEYELG.
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FxEF* Yratiotikd onpavtikny oto p < 0,001 ko < 0,01, avtictorya, Yo OAEC TIg GLYKPIoELS LETAED TOV
adalimumab kot tov gikovikod eappdkov.

Ywpiaoixn apbpitioo

H yopfiynon adalimumab 40 mg ka6s devtepn efdopdda, peetOnke oe acbeveig pe pétpla Emg cofapn,
evepyd yoplactkr] apBpitida oe 000 eheyydueveg pe eikovikd eappoko perétes, Tig peaéteg YA | ko 1. X
perétn YA | pe ddpketa 24 efdopdadmv, coppeteiyav 313 evijlikeg acbeveig ot omoiot eiyav avemapkn
avToTOKplon o€ Bepameio e Un 6TEPOELDN AVTIPAEYUOVMON Kot 0td anTovg mepinov to 50% Aaupavoy
pebotpegdrn. T pekémn WA 1l pe didpreia 12 efdopadmv cuppeteiyav 100 acbeveig o1 omoiot giyav
avemapkmn ovtorokpion o€ Oepancio pe DMARD. Metd v olokApwon kot Tov dVo peretdv, 383
acleveic cuppeteiyov o€ pio avolyTg ETCNUAVOTG LEAETN ETEKTACNG, TNV omoia yopnynOnkav 40 mg
adalimumab ka0e devtepn efdouada.

Agev vrtapyet emapkng epmelpia yio Ty amotelecpatikdtnto tov adalimumab o aobeveic pe AX yoprackn
apBpomdBeia (Yoplacikn omovovditida), eattiog Tov pikpov apBpod actevdv ot omoiotl peletnOnKav.

IMivokog 15: ACR avtamokpicsls 6€ EAEYYONEVES UE EIKOVIKO QAPROKO NEAETES YOPLUGIKIG
apBpitong (m060616 060EVAV)

Mehétn PA T Mehétn WA I
ovVTOTOKpLO) Ewoviko Adalimumab Ewoviko Adalimumab
PappraKo N=151 PapRUKO N=51
N=162 N=49
ACR 20
EBdopdda 12 14% 58%*** 16% 39 %*
EBdopdda 24 15% 57 Yp*** A/E A/E
ACR 50
EBdopdda 12 4% 36 %*** 2% 25 Yp***
EBdopdda 24 6% 39 Yp*** A/E A/E
ACR 70
EBdopdda 12 1% 20%*** 0% 14%*
EBdopdda 24 1% 23%*** A/E A/E

*** n < 0,001 yuo 0Aec T1C cvyKpioelg peta&d adalimumab kot eikovikod gappdkov
*p < 0,05 vy 0Aeg T1¢ ovykpioelg peta&H adalimumab kot eikovikod eapuakov
A/l dev 1oydet

O1 avtamokpioeig katd ACR ot pehétn WA | Nrov mapodpoteg eite pe eite yopic cvyyopnyovuevn Oepaneio
pe pebotpedrn. O avramoxpicels katd ACR dratnpndnkoy TNV avorye EMCTLAVONG LEAETN EMEKTAONG
v Tepiodo péypt 136 efdopddes.

Axtvoloyég aAloinoelg agtoloynnkay otig peAétes yoplaoikng apbpitidoag. AKTivoypapieg xepav,
KOPTTOV KoL 1000V eAN@Oncay oty Evapén kot oty ERSopdde 24 katd t d1dpKeio. TG SmAG TVEANG
nep1ddov dtav ot acbeveic AauPfavav adalimumab 1 ewovikd eapuaxo kot oty EBdondda 48 dtav 6hot ot
acBeveig Adpupavay adalimumab e avouymc emonpoveng perém. Xpnoomodnke 1 TpoToTomUéEVN
Babuoroyia Total Sharp Score (MTSS), n onoia mepredupave Ti¢ dmw EOALKYYOPUALAYYIKEC 0pOPOCELC
(1.%., dropopeTikn and 0 TSS 0 0moiog ¥PNOUOTOONKE Yo TI PEVUATOEDN apOpitida).

H Oepaneio pe adalimumab peiowoe 1o puOpod g eEEMENG g dopkng PAAPNS TV TEPLPEPIKOY apBphoE®mV
oLyKpvouevN ue ™ Bepameio pe elovikd EapuaKo OTmg LeTpONKe amd T LETOPOAN OO TO, apPyLKK
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enineda tovo MTSS (uéco + SD) 0,8 + 2,5 oty oudda mov EhapPe ewovikd edpupako (tnv Efdopdda 24)
ovykpwopevo pe to 0,0 £ 1,9 (p <0,001) oty opdda mov Elafe adalimumab (tnv Efdoudada 48).

Y& acbeveic o1 omoiotl Elafav adalimumab ywpic aktvoroyikn eEEMEN omd Ta apyikd emineda Emg TV
EBdopdda 48 (n=102), to 84% cuvéyioe va un deiyvel kapio aktvoroyikn eEEMEN KoTd T d1dpKeLlo TV
144 eBdopddwv Bepansiog.

O1 aoBeveic o omoiot édaPav adalimumab katédei&av oratiotikd onuavtiky Bedtioon g AEIToVPYIKOTNTOG
onwg agloroyndnke amo tov HAQ xoi tov SF 36 (Short Form Health Survey) cuykpivouevn pe to eikoviko
eappoxo v ERdopdda 24. H BeAtiopévn AEITovpytkOTnTa GUVEXIGTIKE KOTA T1 S1APKELN TNG VOIKTNG
perémg emékraons péypt mv EPdopdda 136.

Ywpioon

H aopdieia ko 1 anotedecpotikotnta Tov adalimumab peietOnke og evijhikeg acbeveig pe ypovia
yopioon katd midkag (> 10% BSA kot Psoriasis Area and Severity Index (PASI) > 12 1§ > 10) ot omoiot
NTaV VTOYNP1OL Yio GLGTHOTIKY Bepameio 1 pmTobepanein og TVYOTOINUEVEG SITAG-TOQAES peEréTeG. To
73% tov acbevav mov cuppeteiye o Mehéteg Yopioong I ko IT elye Adfer mponyovpévog cuoTnUATIKT
Bepameia | potodepancio. H acpdreio kot n amotelecpatikdtnta tov adalimumab pelethOnkav eniong oe
eVAAIKEG ac0eveic pe HETPLO MG GoPapn| xpovia Ympiaor KoTo TAAKOS LE TOVLTOYPOVT Yopioom
TOAUUOV/TEALATOV Ol 0001 NTOV VIOYNPLOL Y10 GLGTNUOTIKY Bepameia o€ pio TVYOTOMUEVT, OITAG-
TP perétn (Merétn Yopioong ).

H Merét Yopiaong I (REVEAL) a&loldynoe 1.212 aoBeveig o€ tpelg mepiodovg Bepaneiog. Xtnv mepiodo
A, ot acbeveic Ehafov gicovikd eapuako 1 adalimumab og pa apykr d6on 80 mg, axorovBovpevn and 40
mg kéBe devtepn gfdoudda, apyilovtog pio efdopada petd tnv apyikn d6cm. Metd and 16 efdouddeg
Oepaneiog, o1 aobeveic o1 omoiot giyav TovAdyiotov avtanokpion PASI 75 (Bertimon PASI score
TovAdyloToV Kath 75% oe oyéomn pe To apylka enineda) cuunepAnednkay oty epiodo B kot Ehafav
avoiktr] Ogpameia pe adalimumab 40 mg kdbe dvtepn efdopdda. Ot aoBeveic OV dlATHPNCAY OVIOTOKPIOY
>PASI 75 v EBdoudada 33 kot eiyov apyikd toyotoroindel o evepyo Bepameio v mepiodo A,
enavatvyatoromnkov v Iepiodo I', dote va AdBovv gite 40 mg adalimumab kdabe dvtepn efdopdda 1
eoviKO @dppaxo yuo 19 emumhéov efoopddes. Zuvolikd oe OAeS TIg opddeg Bepameiag, o LEGOG delKTNg
PASI ota apyikd enineda frav 18,9 ko ta apyikd enineda tov deiktn Physician’s Global Assessment (PGA)
Kopdvinkav and “pétpia” (53% twv acbevav mov cvppeteiyav) £og “copapn” (41%) éwg “mold coPapn”
(6%).

H Melét 1T e yopioong (CHAMPION) cuvékpive TV amoTeELEGUOTIKOTNTO KOL TV AGQOAAELN TOV
adalimumab évavr g pebotpe&dng kot Tov gicovikod pappdkov oe 271 acbeveic. Ot aobeveig Elafav
EIKOVIKO Qdppaxo, pebotpeEdtn og apykr d6or 7,5 Mg kot akoAovBwg 1 d6om avENdnke uéypt v
EBdouada 12 otn péyiot d6on tov 25 mg 1 adalimumab og apyikn 66om 80 mg akoiovBovuevn amod 40 mg
kd0e devtepn efdopada (Eekivavtog pia foopdda pHetd v apykr doom) yio 16 efdouddeg. Agv vdpyovv
dabéoa otoryeio ta onoio cuykpivovv to adalimumab kat ™ pebotpe&dtn yio ndve and 16 efdouadeg
Oepamneiog. Xtovg acheveic mov Adupavay pebotpeEdtn kot métuyav avtamokpion > PASI 50 v Efdoudda
8 koM v 12 dev €yvav emmpocheteg avénoelg 60omG. e OAeC TIC OepamevTiKéG OUASES, TO LEGT, aPYLKKL
eninedo avromokpiong PASI Ntav 19,7 ko ta apyikd eninedo PGA kvpoaivovrat omd “Rma’” (< 1%) éwog
“uétpra’” (48%) émg “ocofapn” (46%) émg “mold coPapn” (6%).

O1 aoBeveic mov ovppetelyov og Oheg Tic pedétes yopiaong Paong 2 ko Pdong 3 kpifnkav katdAiniot yio
€100YOYN 0€ pio avoryThg EMONUOVONG LEAETN ETéKTAONG, OTToL To adalimumab yopnynOnke ya
tovAdyiotov 108 emimAéov efdopddec.

Y1ic Meléteg Yopiaong I ko I, éva mpmtedov, KataAnktikd onpeio nTav To T0606To TV 0cbevov ot

omoiol Tty avtomdkpion PASI 75 amod ta apykd eninedo péypt v ERdopdda 16 (PAéne Tlivakeg 16 kot
17).
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IMivoxog 16: Merhétn Yopioong | (REVEAL) - Anotelespotikotnta otig 16 gfdopddes

Ewoviko gappoxo Adalimumab 40 mg ka0¢
N=398 ogvtepn efoopdoa
n (%) N=814
n (%)
>PASI 75¢ 26 (6,5) 578 (70,9)
PASI 100 3(0,8) 163 (20,0)
PGA: KaBapo/erayioto 17 (4,3) 506 (62,2)

« To 1060616 acbevmv ot onoiol TéTvyav avramokpion PASI 75 vroloyiotnke og T0606Td
TPOCUPHUOGLEVO OVIAOYQ LE TO KEVTPO

pp < 0,001, adalimumab évavtt etkovikod @apuaKov

IMivaxog 17: Merétn Yopiaong |1 (CHAMPION) - Anotelespatikotnta 6tic 16 efdopadseg

Ewoviko MTX Adalimumab 40 mg ka0s
PapRUKO N=110 ogvTepn gfoopdoa
N=53 n (%) N=108
n (%) n (%)
>PASI 75 10 (18,9) 39 (35,5) 86 (79,6)*P
PASI 100 1(1,9 8(7,3) 18 (16,7)"°
PGA: 6 (11,3) 33 (30,0) 79 (73,1)~P
KaOapd/ehdyrioto

«p < 0,001 adalimumab évavtt eikovikod opudkov
pp < 0,001 adalimumab évavtt pebotpe&dng

yP < 0,01 adalimumab évavtt eicovikov eoppdkov
sp < 0,05 adalimumab évavtt pebotpe&dtng

¥ Merét Yopiaong I, to 28% tov acbevav mov giyav avtondkpion PASI 75 kot emavatvyotomomOnkay
010 gkovikd eappaxo v ERdoudda 33 o oyéon e to 5% tov 0o0evdv ot omoiol cuvéyioay pe
adalimumab, p< 0,001, sppavicav “omdieio enopkodc avtamokpions” (dsiktng PASI petd thv EBdopddo 33
Kot katd tn odpketo 1 Tpwv v ERdopdda 52 mov odfynoe o€ avtamdkpion < PASI 50 o oyéon pe ta
apyikd eninedo pue erdyrotn avénon 6 Pabumdv oto deiktn PASI oe oyéon pe myv Edopdda 33). Amo tovg
acBeveic o1 omoiol ELEAVICOV OTOAELN EXOPKOVS OVTOTOKPIONG LETE TNV EXAVOTVYOLOTOINGCT GE EIKOVIKO
QAPLOKO Kot 01 01T0iot TOTE evIdyOnKay oty avoryth edon g perétng enéktaong, o 38% (25/66) kat To
55% (36/66) emavéktmoay avtoamokpion PASI 75 uetd omd 12 kot 24 fdopddeg emavayopniynone,
avTicToya.

YvvoAka 233 acbeveig mov giyov avramoxpion PASI 75 v Efdopdada 16 kot tnv EBdoundade 33 érapav
ovveyn Bepamneio pe adalimumab exni 52 gfdopddeg otn Merétn Yopiaong I, ko cuvéyicav to adalimumab
oTn doKIUN avolkThg eméktaong. Ta mocootd aviandkpiong katd PASI 75 kot PGA kabapo 1 eldyioto o€
awTOVG ToLG aoBeveic tav 74,7% kot 59,0% avrictoyo petd and emmAéov 108 efdouddeg avotktng
Oepamneiog (cuvorikd 160 efdopddeq). Xe uia, avarvon 6mov 6Aot ot acbeveic mov amocvpnkay omd ™
HEAETN AOY® avemBountov cuuPaviov 1 EAAEWYNG OTOTEAEGLOTIKOTNTOG 1) OTTOL avénonke 1 6o,
BewpnOnkay g LN oVIOTOKPIVOUEVOL, To TOG0GTA aviandkpiong katd PASI 75 kot PGA kabapo 1
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eMdoTo o€ avTovg Tovg acbeveig nrav 69,6% kot 55,7%, avtictoya, petd and emmiéov 108 efdouddeg
avolktig Bepomeiog (cuvoikd 160 efdopadeg).

Yvvorika 347 acBeveig e otabepn AvVTATOKPIOT] GUUUETEIOY GE ML OVOLYTNG EMOIUOVONG LEAETN
EMEKTAONG LUE OKOTO TNV aE0AOYN oM TNG amdGvpong kot g enavabepaneiog. Kotd ) didpketa g
TEPLOOOL ANTAOGLPOTG, TO. GUUTTAOUATO, THG YOPIAGTG EMESTPEYAV LLE TNV TAPOSO TOV YPOVOL LE HEGO YPOVO
VIOTPOTNG TEpimov 5 univeg (peimon tov PGA og “pétpia” 1 cofapn voco). Kavévag amd avtovg Toug
acBeveig dev mapovoince vrotpony (rebound) katd tn didpkeia g mepLddov amdcvpong. Eva chvoro
76,5% (218/285) twv acbevdv ot omoiot eloNABav oty TEPiodo emavadepomeiog eiyxe pio AVTOTOKPION TOV
PGA "kaBapn" 1 "eldyiot" petd omd 16 efdopddeg enavabepansiog, aveEaptnta amd T0 €0V VITOTPOTINCOV
Kot v andovpon (69,1% [123/178] ko 88,8% [95/107] frav acbeveic mov vIoTpomiacay Kot 10V dev
VROTPOTIOGAV KATA TN OLAPKELN TG TEPLOSOV AmOGVPSN S, avtioTotya). Eva mapdpoto mpopid acoaieiog
wapatnpnOnke katd ) ddpkela eravabepaneiog OTmG TPV TV ATOGLPGT).

Inuovtikég Pedtinoelg oty EBdopndada 16 amd ta apyikd eninedo 6€ GYEOT LLE TO EIKOVIKO QAPLOKO
(Meréteg I xar IT) ko t pebotpe&arn (Meré II) emredydnkav oto DLQI (Dermatology Life Quality
Index). Tt Melétn 1, o1 PEATIOCEIC OTIC COUATIKEG KO YOYOAOYIKEG TOpOoUETPOVG Tov SF-36 fTav emniong
ONUAVTIKEC GE GYECN JLE TO EIKOVIKO QAPLLAKO.

g pio avoryTnG EMONLOVOTG LEAETT ETEKTOOTG, Y10 TOVG 0.00EVELS GTOVG 0mOiovg 1 dOGT StopopP®OTKE
a6 40 mg kabe devtepn efdopdda (eow) og 40 mg kabe efdopdda e€artiog g avramdkpiong PASI kdtwm
and 50%, 26,4% (92/349) ko 37,8% (132/349) twv acBevav métvyav aviamokpion PASI 75 v Edoudada
12 xon 24, avticTtorya.

H Melét Yopiaong T (REACH) cvvékpive v anotelecpotikdtnTo Kot v acpaieia tov adalimumab
&vavti €1IKoVIKoD Qoppakov og 72 acbBeveig pe pétpla £og cofaptn, xpovia Yopiaon KoTd TAGKOG Kot
yopioon Tohapudv ko tedudtov. O acbeveic Elafav pia apykn 66om 80 mg adalimumab
axolovBobpevn and 40 mg kdbe devtepn gfdopdda (Eekivavtog pio efoopdado LeTd TV apyikn 666m) 1
eoVIKO @dppaxo yuo 16 epoopnddes. Tnv EBSopdda 16, éva oTaTIoTIKA OMUAVTIKG LEYAADTEPO TOGOGTO TV
acbevov ov Elafav adalimumab métuye «e&dretyn tov Profdvy 1 «oxeddv e&dienyn Tav Brafdvy katd
PGA o11¢ molGueg KaumM ota TEAUOTO 6 GVYKPLON LE TOVG 0oBeveic Tov hafay eikovikod edppako (30,6%
évavu 4,3%, avtiotoyyo [p = 0,014]).

Merém Popioong IV cuvikpive Thv amotedeopatikotnta Kot Thv acedieio tov adalimumab évavr
EIKOVIKOV Qoppakov o€ 217 evihikeg acbeveic pe pétpla £oc cofapn, yoproctkn ovuyia. Ot acbeveig
éhaPav pia apykn d6on 80 mg adalimumab axoiovbovuevn amd 40 mg kabe devtepn efdopddo
(Eexvavtog pio efdopdada petd v apyikn 66om) 1 elkovikd eappoko Yo 26 efdopddeg, akoiovbovpevo
amd e avoryth Oepaneio pe adalimumab yio emmdéov 26 efdopddes. Ot a&l0AOYAGELS TG YOPLOGTKNG
ovuyiog mepthappovay tov Tpomomompévo Agiktn Zopapomrog s Yoprocikng Ovuyiog (MNAPSI), ™
Zvvohkn Extipnon tov Tatpov yio v Yopracwkn Ovoyia (PGA-F) kot tov Agiktn Zofapotnrog mg
Yopracikig Ovuyiag (NAPSI) (BAéne ITivaka 18). To adalimumab katédei&e d6pelog g Oepanciog oe
acOeveig pe yoplactkn ovoyia pe S1opopetikég ektdoelg depuatikdv Prapav (BSA>10% (60% tmv
acbevdv) kar BSA<10% kot >5% (40% twv acBevav)).
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Hivaxag 18: Mgiétn Yopiaong 1V - Aroteleopatikétnta 6T1g 16, 26 kon 52 gfoopnadsg

Telko onpeio Epdopada 16 Epdopada 26 Epdopada 52
E\eyyopevn pe E\eyyopevn pe AvowkTtng
ELKOVIKO @appaKo ELKOVIKO QappaKo EMGNLAVOTG
Eikovik Adalimum Euc9v Adalimum Adalimumab
. ab 40 mg KO ab 40 mg .
) . . . 40 mg kda0¢
appo KG0¢ oapp KaG0¢ devTepn
¢ o Og0TEPT 0KO ogvTEPN edonada
Nolog | ebdoméda | N=10 | spdopdda N—l;;o
- N=109 8 N=109 B
> mNAPSI 75 (%) 2,9 26,0 3,4 46,6" 65,0
PGA-F xaBapd/erdyioto 2,9 29,7¢ 6,9 48,9¢ 61,3
Kot
Bertimon >2 Babuodg (%)
INocooTinio petafoirn tov -7,8 -44,2¢ -11.5 -56,2¢ -72,2
detktn NAPSI yia 6Xo to
voyt (%)
«p < 0,001, adalimumab évavz gicovikol @appdicov

Ot acbeveig mov EAaPav adalimumab édei&av otatiotikd onuavtikég Pertidoelg oty EBdondada 26
GULYKPITIKA pE TO EKOVIKO @appako oty DLQOI.

Arazontixy 1opwtadevitioo.

H acedieia ko 1 amotedeopatikotnta tov adalimumab a&ioloynOnkay oe Toyaomomuéves, SIAG-TOQALG,
ELEYYOUEVEC LUE EIKOVIKO QAPLOKO HEAETEG KOl L0 AVOLYTNG EMOUAVONG LEAETN EMEKTACTC GE EVAMIKES
acBeveic pe pétpra émg coPfapr), HS mov Ntav avBektikol, eiyov avtévoelEn 1 ELEAVICHV OVETOPKN
AVTOTOKPIOT) GE TOLAGYIGTOV pia 3-unvr mepiodo GLGTNUOTIKNAG, avTIPLoTIKNg OepamevTikng aywyng. Ot
acBeveig otig peréteg HS-1 ko HS-IT giyav voco Hurley Xtadiov 111 I pe tovAdyiotov 3 amootipota 1
QAeypovmomn olidia.

H Melétn HS-T (PIONEER 1) a&oldynoe 307 acbeveic oe 2 mepiodovg Oepanciog. Xtnv Iepiodo A, ot
acBeveig Elafov etkovikd dapuoako 1 adalimumab oe apykn 66om 160 mg mv Edoudda 0, 80 mg v
EBdopdda 2 ko 40 mg kéBe efoopdda Eekivavtog and v ERdopdda 4 £mc v ERSopdda 11. Katd
Stapkeln TG LEAETNC dev emTpemdOTAV 1) TOWTOYPOVN XpNom ovTifrotik®@y. Metd and 12 gfdouddeg
Bepameiag, ol acOeveig mov giyov AdPer adalimumab v ITepiodo A enavartvyatomombnkoy oty Iepiodo B
oe 1 and tig 3 opadeg Oepanciag (adalimumab 40 mg kabe efdopada, adalimumab 40 mg kéOe devtepn
gPfdopada, N eovikd eappoako and v EBdopdda 12 éwg v ERSopdda 35). Ot acbeveic mov eiyav
Toyatoroinbei o ekovikd eappaxo v Iepiodo A, élafav adalimumab 40 mg kabs efdopdda otnv
[lepiodo B.

H Melétn HS-IT (PIONEER 1) a&oldynoe 326 acheveic oe 2 mepiodovg Oepanciog. Tinv Iepiodo A, ot
acBeveic Elafov etkovikd apuoako 1 adalimumab og apykn 66on 160 mg v Epdopdda 0 kot 80 mg v
EBdopdda 2 ko 40 mg kébe efoopdda Eekivavtog omd v ERSdoudda 4 £wg v Efdopdda 11. To 19,3%
TV 0c0evav cuvéylee TNV and TOL 6TOUATOC avTIPloTIKY Oepameia Tov Adpupave kKatd v Evapén g
perémng. Metd amd 12 gfdopddeg Oepanciog, o1 aobeveic mov eiyav Aafet adalimumab v Iepiodo A
emavatvyotomomOnkay oty Iepiodo B og 1 amd t1g 3 opddeg Bepamneiog (adalimumab 40 mg «kéOe
efoopada, adalimumab 40 mg kdbe devtepn efdopada, N eikovikd eappako omd v ERdopdada 12 Emg tnv
EBdouada 35). O acbeveic mov giyoav tuyotonombei og eikovikod @appoko tnv Iepiodo A, Elafov elkovikd
eappako oty I[epiodo B.
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O acBeveic mov cuppeteiyav otig peréteg HS-I kol HS-II glyav tn duvatotta va eviayBoldy oe o avotkth
uelétn enéktaong otny omoia yopnyovvrav adalimumab 40 mg kabe efdopdda. O pécog xpdvog Ekbeong
otov adalimumab mAnbvopd Nrav 762 nuépesg. Kat otig 3 pedéteg ot aobeveic ypnoytonotodoay tomikd
OVTIGTTITIKO GOTOUVL KOONUEPIVAL.

Klwvikn avrtomoxpion

H peimon tov preypovodov BLoPdv Kot 1) 0moevyr Tng ETVEIVMOONG TOV ATOGTNIATOV KOl TOV
TOPOYDYIKOV cvupryyiov a&loloyndnke ypnoiponotdvrag tov Agiktn Kiviking Avtandkpiong ot
Awmontikn [potadevitida (HISCR, peiwon tovddyiotov katd 50% tov cuvoiikod apifpol tov
OTOCTNUATOV Kot TV PAEYHOV@O®V 0l1dimnv ympic avénon tov apBpol Tov arocTnUdT®Y Kot yopig
avénomn Tov aplflod TV TOPAY®YIKGV cLPLYYimV, GE oYEom LE ToV apliud Tovg TNy Evapén Tng MEAETNG).
H peimon tov cuvdedpevou pe T S1amun Tk WpoTadevitidon AAyovs aEOA0YNONKE XPNCLLOTOUDVTAS Hd
ApBuntikn KAipaka A&loddynong o aobeveic mov evidydnikav ot HeAETN pe apykn T 3 1 peyadvtepn,
o€ o 11-fadua Khipoka.

Tnv EBdopada 12, éva onpavtikd vynAdtepo 106006to achevav mov Ehafav Oepaneio pe adalimumab
nétvye HISCR évaver avtodv mov éhafav eicovikd gdpuako. Tnv ERdoudda 12, éva onuavtikd vyniotepo
1060010 acbevav g Merétng HS-II topovciacay KAvikd oNUavVTIKY HEIDMOT) TOV GUVIEOUEVOL LLE TN
damuntikn Wpwtadevitida dryovg (BAére ITivaka 19). Ot acBeveig mov éhaPav Oepameio pe adalimumab
EULPAVIGOV CNUOVTIKA LIKPOTEPO KivVOUVo £EaPOTG TNG VOGOL KaTd TN d1dpKeln Twv 12 tpdtmv efoopddmv
g Oepameiog.

Hivaxag 19: Amotereospotikétnra otic 12 gfdopnadseg, peréreg HS | ko 1l
Merétn HS | Merétn HS I
Ewoviko | Adalimumab Ewoviko Adalimumab
PapRAKO 40 mg PapRUKO 40 mg
gfoopadraing gfoopadraing
KAwvu avtamoxkpion ot N =154 N =153 N=163 45 N=163
AwmonTikn [Spotadevitida 40 (26,0%) 64 (41,8%)* (27,6%) 96 (58,9%)***
(HISCR)*
> 30% Meimon tov N =109 N =122 N=111 N=105
deppatikon dhyovc” 27 (24,8%) 34 (27,9%) 23 (20,7%) 48 (45,7%)***
*p < 0,05, ***p < 0,001, adalimumab évavt eikovikod @apuakov
*Meta&d OA®mV TOV TUXUOTOMUEVOV AGHEVDV.
P Meta&d Tov ac0evav pe apyikh Tiuf a£10A0ynong Tov GLUVEEOUEVOD UE T SLATVNTIKN
WPOTASEVITION dEPUATIKOV GAyovg > 3, pe Baon v ApBunticy Kiipoko A&oidynong O -
10, 6mov 0 = ywpig dAyog, 10 = apopnTO AAYOS GTO dEPUAL.

H Oepancio ue 40 mg adalimumab kéOe efdopdadae peimoe onuoaviikd Tov Kivouvo emdeivaong tov
OTOCTNUATOV KOl TOV TOPOYOYIKOV cuptyyimv. Zyeddv o Sumhdctog aplfuog tav actevadv mov Edafov
EIKOVIKO Qdapuaxo Ti¢ Tpdteg 12 efdouddeg twv Meietdv HS-1 ko HS-11, suykpitikd pe tovg acbeveic mov
peteiyav otny opado tov adalimumab, tapovciacav emdsivoon tov amootnudtev (23,0% évoavt 11,4%,
avticToyya) Kol Tav mopayyikdv cvuptyyiov (30,0% évavtt 13,9%, avtictoyo).

Meyardtepn PeAtioon kot v EBSoudda 12 amd v évapén e ueAETNG 68 GUYKPLOT UE TO EIKOVIKO
(QAPLLOKO TOPOVCIAGTNKE GTIV EOIKT Y10, TO dEpua oxeTilopevn pe v vyeia modtnta {ONg, OTmMG LeTpaTUL
ue tov Agpuartoroyikd Agiktn Iowdttog Zong (DLQI, Mekéteg HS-1 kou HS-IT), ot yevikn tkavomoinon
TOV 060evOY ad T0 QUPLOKEVTIKO TPOidY, OTTMG peTpdTol pe 10 Epotnuatoroyio Ikavomoinong amod to
eopuoxevTkod mpoidv (TSQM, Meréteg HS-T kou HS-I1), kot ot copotikh vyeia, 6nmg petpdron amd
owvoAkn Pabuoroyio tov cuvictoc®v Tov SF-36 Yio T copotikh vyeion (Meiétn HS-1).
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Y& acbeveic e TovAdyiotov pepikn ovtomokpion og adalimumab 40 mg efdopadiaing v Efdoudda 12, to
nocootd HISCR v Efdopdda 36 ftav vyniotepo 6toug acbeveis mov cuvéyicay v efdopadiaio Ayn
adalimumab cvykprrikd pe tovg acbeveic 6Tovg omoiovg 1 cuyvoTNTA TG dOON G HELDONKE o8 KAbE devTEPN
efoopada, | og aobeveic mov diékoyav T Bepaneio ue adalimumab kot Elafov ekovikd eappoko (PAéne
ITivaxa 20).

Mivaxoeg 20: Moc06t6 acOcv@dv® mov métvyav HiSCRP tig efdopadeg 24 ko 36 apot Tvyoromon|Onkav

noM o€ Ospameio petd amd sfoopadrioio Mpyn adalimumab tyy gfoopdda 12
Ewoviko ¢appoxo Adalimumab Adalimumab
(owokom] Ospanciog) 40 mg kd@0g dedTepn 40 mg
N=73 efdopada gfdopadraing
N=70 N=70
EBdopddo 24 (32,9%) 36 (51,4%) 40 (57,1%)
24
EBdopddo 22 (30,1%) 28 (40,0%) 39 (55,7%)
36

« AcBeveic pe Tovhdyiotov uepikn ovtomokpion o adalimumab 40 mg kdéOe efdoudda
petd and 12 gfdopddec Bepamneiog.

p Ot aoBeveic mov mAnpovGav Ta KPLTrpla Tov opilovtol omd T0 TPMOTOKOALO YO TV
OTMAELD TNG AVTATOKPLONG 1] TNV amovsia PeATioong vroypeddnkayv va S1okdyouv

GUULETOYY] TOVG OTIG LEAETEG KOl CUUTEPIANQONKAY GTOVG PN AVTOTOKPIVOLEVOUG.

Meto&d TV achevdv Tov ELEAVIcHV TOVAGYIOTOV LEPIKN avTomoKplon katd TV Efdopdda 12, kot ot
onoiot élafav cuveyn epdopadiaio Bepameio e adalimumab, to tocooté HISCR v Epdoudda 48 ftav
68,3% «oi v Epdoudda 96 fjrav 65,1%. H pakporpobeoun Oepaneio pe adalimumab 40 mg efdopadiaiong
v 96 gfdopddec dev Topovcioce KAvoVuPLO EVPTLATA ACPAAETING.

Meta&d tov acbevav mov ditkoyav ™ Bepameio ue adalimumab v Edoudda 12 otig MeAétec HS-1 ko
HS-II, to tocootd HISCR 12 gfdoudadeg petd ) yoprynon adalimumab 40 mg v eBdoudda enéotpeye ot
enimedo OPOL0 UE VTA TTOV TOPOTNPHONKAV TPV 0o TN AYN TOL EKOVIKOD @appdkov (56,0%).

Noaoog rov Crohn

H acedieia ko n anotedespotikotnta tov adalimumab a&odoynonkay o tove amd 1.500 acbeveis pe
uétpla £og coPfapn evepyd vooso tov Crohn (Crohn’s Disease Activity (CDAI) > 220 ka1 < 450) g
TUYOLOTOMUEVEG OITAG TVQAEC, ELEYYOUEVEC LLE EIKOVIKO QAPOKO UEAETEC. ZVyyopTyNnon otafepdv d0cemV
OULVOGOAKLAMK®V, KOPTIKOGTEPOEWOMV KA/ 0VOGOTPOTOTOMTIKMV TapayOvVI®V emrpanrnkay kot to 80%
TV acfevodv cuvéyioay va AapUBAvouy TOVAGYIGTOV VA OO T TOPOUTAVE GUPUOKEVTIKA TPOIOVTA.

H enaymyn g khvikng veeong (opilopevn pe CDAI < 150) a&oroynOnke og 800 peréteg, T pedétn CD |
(CLASSIC 1) kot perétn CD 11 (GAIN). Znv perétn CD 1, 299 acbeveig otoug omoiovg dev giye
yopnynOei Eavd TNF-avtayoviet) Tuyatoromdnkoy oe pia and téooepic Oepoameutikég oudoes: EIKOVIKO
eapuaxo tig EBdouddec 0 kon 2, 160 mg adalimumab v EBdoudda 0 kor 80 mg v EBdouadae 2, 80 mg
v EBdopdda 0 kot 40 mg v ERdopdda 2 kot 40 mg tnv Edopndda 0 kot 20 mg v Edopdda 2. Ztnv
uerémn CD 11, 325 acBeveic o1 omoiot dgv avtomokpivovtay 1| eppdvicay dvoavetio oto infliximab
Toyatomonkav dote vo AapuBavouy gite 160 mg adalimumab v ERdoudda 0 kot 80 mg v EBdopdda. 2
eite eovikd eappoko T ERdopddeg 0 kar 2. Ot acBeveic mov dev giyov TpoToyEV, KAMVIKT OVTATOKPLION
OTOKAEIOTIKAY OO TN PEAETT Kol ETOUEVOG avTol ot acBeveic dev aloloynOnkay TepoITépm.
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H datfpnon g khvikng veeong a&oroyntnke ot pedét CD 11 (CHARM). Xt perét CD I, 854
acBeveig Ehofov og avoryt xoprynon 80 mg v ERSopdda 0 ko 40 mg v Edopdda 2. Tnv ERdoudda 4
ot acBeveig tuyaromombnkav og 40 mg kébe devtepn efdopdda, site oe 40 mg kdbe efdopdda, gite o€
EIKOVIKO QAPUOKO LLE GUVOAIKT dtdpkela perétng 56 efoopddmv. Ot acheveic pe KAVIKN avTomdkpion
(ueimwon CDAI > 70) v EBdopdda 4 katnyoplomomfnkay kot avolbnkay Exmpiotd omd ovTong ol 0moiot
dev giyav kKhvikn avtandkpion v ERdoudda 4. H otadioxn pelmon tov KopTIKOGTEPOEOMV EMTPAUTNKE
petd v ERdopdda 8.

H enaywyn g vepeong otn perétn CD I ko v perét CD |l kabdg kot ta T0606Td avtamdKpiong
napovctaovrar otov ITivaxa 21.

Mivaokog 21: Erayoyn KMviKig VOGNS Kol KMVIKIG avVTATOKPLGNS (T0606TO 0.60EVAY)

Merétn CD I: Mgiétn CD II:
AocOgveic 6TOVG 0TOi0VG OEV £)EL AcOeveic 6TOVG 0TTOi0VG
yopnynOsi Infliximab £yl yopnynOsi Infliximab
Ewoviké | Adalimumab | Adalimumab | Ewoviké | Adalimumab
Qappoxo 80/40 mg 160/80 mg Qappoxo 160/80 mg
N=74 N=75 N=76 N=166 N=159
EBdoudoda 4
Kiwvicn veeon 12% 24% 36%* 7% 21%*
Kiwvun 24% 37% 49%** 25% 38%**
OVTOTOKPION
(CR-100)

Oleg ot Tipég p givan ouykpioeig katd (evyn tov tocootdv yia to adalimumab évava eikovikob eapuakov
*p<0,001
**p<0,01

IMapopotla T0606Td KAMVIKAG Deeong mapatnpiOnkay yia to 160/80 mg ko 80/40 mg oyfuoto exaywyng thy
EBdouada 8 kot mapatnpnnkay mo cuyva avembounto ovupdvra otnv oudda wov éhape 160/80 mg.

Yty peAétn CD III, v EBdopdda 4 to 58% (499/854) twv acbevdv giyov KAVIKH ovTamdOKpion Kot
a&loloynOnioy oty TPOTEHOLGO AVAAVGCT). ATO TOLG 0IGOEVEIS TTOV EUPAVIGOYV KAVIKY OVTATOKPION TV
EBdopdda 4, to 48% eiyav Aapet oto mapehfov drdov TNF-avtaywviot. H diatrpnon g veeong Kot ta
T0G00TA avtamokpiong mapovstiiovial otov Ilivaka 22. Ta T0c0oTd Tng KAWVIKNG VOECTG TAPEUELVAY
oyeTKa otabepd ave&oaptnteg Tponyovuevng ékbeong oe TNF-avtayovietéc.

Nooneieg kat yeipovpykésg enepPfdoels oyeT{OUEVES LE T VOGO NTOV GTUTIOTIKA OTLLOVTIKG LEIOUEVES e
to adalimumab cuykpitikd pe to gikovikd edpuako oty Efdondada, 56.
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Hivaxag 22: Awatipnon KMVIKNIG DVQE6NS KOl KAVIKIG avTOToKpLonS (T0600T6 a60evDY)

Ewoviké | Adalimumab 40 mg | Adalimumab 40 mg
PappoKo KGOg ogvTEPN KG0g efoopdda
efoopdoa
Epdopada 26 N=170 N=172 N=157
Kiwin dpeon 17% 40%* 47%*
KA avtomoxpion (CR-100) 27% 52%* 52%*
AocBeveic og ehevbepn 3% (2/66) 19% (11/58)** 15% (11/74)**
OTEPOEDDV VPEST Yo
> 90 nuépec”
Epdopada 56 N=170 N=172 N=157
Kiwin dpeon 12% 36%* 41%*
Kiwvun avtandkpion (CR-100) 17% 41%* 48%*
AocBeveic og ehebepn 5% (3/66) 29% (17/58)* 20% (15/74)**
OTEPOEDDV VPEST Y1a
> 90 nuépec”

*p < 0,001 ywa cvykpioeis kotd (evyn tv Tocoot®@v yio. to adalimumab évavr eiovikov eoppdkov
**p < 0,02 yu cvykpioeig kotd {evyn tov Tocoot®v yio. to adalimumab évavr eiovikov eoppdkov
*  Amd exeivoug Tov AapPdvouy KopTikosTEPOEdN oty Evapén g Bepomeiog

Meto&d Tov achevdv ot omoiot dev avtamokpifnkay oty ERdopdda 4, to 43% tov acbevdv ot omoiot
éhapav doon cvvtnpnong adalimumab avtomoxpibnkav uéypt v EPdoudda 12 cuykpriikd pe to 30% mov
Elafav dOGM GLVTNPNONG LE EIKOVIKO PAPLOKO. AVTE TO OTOTEAEGUOTO DTOSEIKVOOVY OTL PLEPIKOL 0G0EVEIC
ot omoiot dev €yovv avtamokpifel péxpt v ERdoudda 4, mperovvtal and T cuvéyion tng Oepameiog
ocuvtipnong péxpt v ERsopdda 12. H Bepameio mov cvveyiotnke petd tig 12 efdopddeg dev odnynoe oe
ONUOVTIKG TTEPLocOTEPEG avtanokpioels (PAéne mapdypago 4.2).

117/276 acbeveic and ) pekétn CD | ko 272/777 acbeveic and peréteg CD 11 ko I mapakorovOnOnkay
v TovAdytotov 3 ypdvia g Bepameiog avorkthg enéktaong (open-label) pe adalimumab. 88 kot 189
acBeveic avtiotoya, cvvéyicav va eivorl og KAvikn veeon. Kivikn aviomokpion (CR-100) diotmpnbnke og
102 ko 233 acbeveig, avtictoyo.

LHoiotyro {wng

Y1ig peréteg CD I ko CD 1 yia ) voco tov Crohn, emttebyfnke otatiotikd onuavtikn Bedtioon ot
ouvolikt| Pabpoioyia Tov e11KOD EPOTNUATOAOYIOL Y1 TaL PAEYHOVAOIT voonpata tov gvtépov (IBDQ) v
EBdouada 4 oe acbeveic tuyatomomuévoug og adalimumab 80/40 mg ko 160/80 mg cuykpitikd pe to
EIKOVIKO Qdpuaxo kot exiong mapatnpnonke otig ERdoudadec 26 kot 56 ot uerét CD I petaé&d tov
Bepancvtikdv opddmv ov Elafav adalimumab cuykpirikd pe to g1KovViKO PAPLAKO.

Elkwong kolitida

H aopdieio Kot omotehecpatikOTTo TOAAUTA®V d0cemV Tov adalimumab a&odoynbnkayv oe eviiikeg
acleveic pe pétplo Emg coPapn|, evepyd eAkmon koAitida (Pabuoroyio Mayo 6 éwc 12 pe vroPabuoloyia
£vO0oKOTNONG 00 2 £00¢ 3) GE TUYULOTOUUEVES, SITAEC-TUPAEG, EAEYYOUEVEC LIE EIKOVIKO QAPUAKO UEAETEC.

Yt pekém UC-1, 390 acBeveig mov dev giyav AdPel Oepaneio pe TNF-avtaywoviot) Toyatomofniay va
Mapouv gite eikovikd eapuoko tig EBdounddeg 0 kot 2, 160 mg adalimumab v EBdopdda 0 akolovBoduevo
a6 80 mg v EBdoudda 2, § 80 mg adalimumab tv Edopdda 0 akolovBovuevo amd 40 mg v
EBdouada 2. Metd amo v EBdopada 2, ot acbeveig kot ota dbo okéAn adalimumab éhapav 40 mg kdbe
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devtepn efdoudda. H khwvikr veeon (opilopevn wg Pabuporoyic Mayo < 2 yopic vropaduoroyio > 1)
ekt Onke v EPdopdda 8.

¥t perétn UC-II, 248 acbeveig élafov 160 mg adalimumab tmv Edoudda 0, 80 mg v Efdoudda 2 xat,
ev ovveyeia, 40 mg kabe devtepn efdopdda kot 246 acbeveic Elafav eikovikd eappako. Ta KAvikd
AMOTEAEGLLOTA Y10 ETAY®YN TG VpeoNS a&lodoynOniay v ERdopdda 8 ko yia ™ diathpnon g Deeonc
v EBdondda 52.

Acbeveic mov apyicav ) Bepancio pe 160/80 mg adalimumab métuyav kKhviky Veeon Evavtr TOL EIKOVIKOD
eappakov tnv Efdoudada 8 o otatiotikd onuavtikd peyolvtepo 1ocootd ot perét UC-T (18% évavt
9% avtioctoyya, p=0,031) kot ™ perétn UC-IT (17% évavtt 9% avtictorya, p=0,019). Xt perémn UC-II,
neta&y exeivov mov éhafav adalimumab kot itov og vVeeon v EBdopdda 8, 21/41 (51%) frav o€ Dpeon
v Edopdda 52.

Ta amoteAéopota amd To cuvorikd TANBvopod g perétng UC-II mapovsialovior otov [ivaka 23.

Hivaxag 23: Avtomokpion, V@eon Kot Erovimot frevvoyovov oty perétn UC-II (10606706 060svidv)

Ewoviko ¢appoxo Adalimumab 40 mg
KGO dgvTepn efoopada

EBdonada 52 N=246 N=248

KAviky avtomdkpion 18% 30%"

KAwvikn voeon 9% 17%"

EmovAmomn BAevvoyovou 15% 25%"

Y peon yopig otepotdn yio > 90 6% 13%"

nuépeg * (N=140) (N=150)
Epoopdda 8 ko 52

[Mapotetapévn avtamdkpion 12% 24%™

[oapatetapévn Veeon 4% 8%"

[opazetapévn erodAwmon 11% 19%"

BAevvoyovou

Khvikn veeon givar n Babuporoyia Mayo < 2 yopig vroPabuoloyio > 1,

KMvikn avtamokpion eivat n peioon, and v apytkn tyun, g Paduoroyiog Mayo kotd > 3 ©dévtovg Kot

> 30%, cuvodevouevn and pio peiwon g vropfaduoloyiog opbiknig arpoppayiog [RBS] katd > 1 17 and o
arolvtn RBS 07 1,

“p < 0,05 yia to adalimumab &vavri Tov icovikod Qapudkov oYeTiKd pe T cOyKpion avoloyidv oe (edyn
“p< 0,001 yio to adalimumab évavei Tov e1ikovikob QapudKov cyeTikd pe T cOYKpion avoloyidv o (edyn
* Amo exeivoug Tov AapuPdvouy KopTIKoGTEPOELDN otnV Evapén g Bepansiog

Amd exelvoug Tovg aobeveic mov eppdvicay avtamokpion v EBdoudda 8, to 47% Ppiokdtav oe katdoToom
avtomoKpiong, o 29% Ntav og veeon, To 41% &iye emodAmon tov Brevvoyovov, kot To 20% 1tav og
erevbepn otepoelddv Hpeon Yo > 90 nuépeg v ERdoudda 52.

[epinov 1o 40% tov acbevav ot perétn UC-II giyav anotdyel o€ mponyovuevn avti-TNF Ogpaneio pe
infliximab. H arotelespaticotnta tov adalimumab ce avtode toug aocbeveig ftav petopévn cuyKpLTiKd pe
Tovg acBeveic mov dev elyav AaPel Tponyovpévog avti-TNF Begpaneia. Metald tov acbevav mov giyov
amotVyEl o€ pornyovuevn ovtil- T NF Oepameia, 1 veeon v Efdoundada 52 emitedybnke oto 3% yia to
€KovIKo pdpuaxo kot oto 10% yia to adalimumab.
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AobBeveig amd tig peréteg UC-I ko UC-II eiyov ) Suvatdtnto va petafodv o€ pio avolKT HLokpoyxpovia
uerétn enéktaong (UC-IID). Metd and 3 ypovia Oepameiog pe adalimumab, to 75% (301/402) cuvéyioe va
Bpioketan og KAviKN veeon KoTd TV empuépovg Pabuoroyic Mayo.

[locoota voonisicwv

Kotd m ddpkela tov 52 efdouddwv tov peretdv UC-I kar UC-II, tapatnpndnkav younidtepa mocsoctd
voonAeldv amd oo To aitio kot oo aitio oyxetiopevo. pe UC yia to oxéhog Bepamneiog pe adalimumab oe
oLykplon pe 1o okélog Bepameiog e eucoviko edppako. O aplBpdc Tov voonieldv and Oia ta aitio 6TV
opddo Oepomeiog pe adalimumab ftov 0,18 avd étog acbevn évavtt 0,26 avd £tog acbevi) 6TV Opdda TOV
EIKOVIKOD QOPLAKOL Kal ot avtictoryotl apduoi yio tig UC-oxetilopeveg voonieieg ftav 0,12 ava étog
acBevn) évavti 0,22 avd étog acBevn.

Hoiotyro {wng
¥t perétn UC-II, n Bgpomeia pe adalimumab odfynoe og Beltioon g Baduoroyiag oto Epmtnuatordyio
vt Dreypovadn Noco tov Eviépov (IBDQ).

Payosidition

H aopdieia ko 1 anotedecpatikotnta tov adalimumab a&oroynOnkay og evidikeg acbeveic pe pn-
Aoddn evdidueon, omicOuo, kot movpayosditida, e eEaipeor Toug acheveis e pepovopévn, Tpochio
pOyoelditida, o 60O TVYALOTOMUEVES, SITAG TVPAES, EAEYYOLEVEG UE EIKOVIKO Pdpuako peréteg (UV T kot
I1). Ot acbeveic Erafov gwoviko eapuako 1 adalimumab g apyikn d6omn 80 mg, akorovbovuevn and 40 mg
kd0e devtepn efdopada, apyifovrog pia efoondada petd v apyikr doon. Emtpénoviav toavtdypoveg
otabepéc 600ELg EVOG UN-PLOA0YIKOD 0VOGOKOTUGTOATIKOV.

H Mehét UV 1 a&oddynoe 217 acBeveig pe evepyd payoetditida napd tn Oepaneio e KOPTIKOGTEPOELDN
(amd otopatog Tpedvilovn og d6on 10 £wg 60 mg/Mmuépa). Orot ot acBeveic Erafav yia 2 fdopddeg
Tumomomuévn 6001 TpedviLovng 60 mg/muépa katd v Evapén g perétng akorovBoduevn omod Eva
VIOYPEDMTIKO TPOYPULLA OTASIOKNG LEIMONG, LE TANPN SLOKOT TOV KOPTIKOGTEPOEWMV UEXPL TNV
EBdopnada 15.

H MeAétn UV 11 a&lordynoe 226 acBeveig pe avevepyd payoelditido mov aroitody ypovia Oepaneio e
Koptikootepoedn (10 émg 35 mg/muépa and otopatog Tpedvilovn) katd Ty Evapén Yo Tov ELeYY0 TNG
vo0v Tovg. O acbeveic otn cuvéyelo vVIOPANONKAY GE £Vo, VTOYPEDTIKO TPOYPUUU GTASIOKNG UEIMOTG, LLE
TAN PN SLOKOTT| TOV KOPTIKOGTEPOEW®V PépL v Efdoudada 19.

To mpmTedov KATOANKTIKO GNUEID ATOTELEGUOATIKOTNTOG KoL OTIG dVO UEAETEG TV O “YPOVOG EMG TNV
amotvyia g Oepameiag”. H amotvyio g Oepanciog opicOnke omd 10 amoTtéAEGUN TOAADY GUVIGTOGMV TOV
Baciletar 611G PAEYLOVOOEIS, YOPLOAUPIPANGTPOEIIIKES KA/ PAEYLOVAIELS, ayyelakés PAGPEG TOL
apeBANoTpoedovs, otn Pabuoroyia kuttdpwv otov npdcdio Bdrapo (AC), otn BOAwo™N ToL VAAOEIBOVG
oopartog (VH) xat v xeddtepa dtopbouévn ontiky o&vnta (BCVA).

O1 aoBeveic ot omoiot ohokAnpacav Tic Meréteg UV | ko UV Il fjtav katdAAnAot yio va gvtoyBolv o€ pia
UN-EAEYYOUEVT], LOKPOYPOVIO LEAETT EMEKTUCTC UE OPYIKE OYESAGUEVT OldpKeLn 78 eBdoUddmV. ZTovg
ac0eveic EMTPATNKE VO GLUVEXIGOLV T1 POPUAKEVTIKY aymyN TG eAétng mépav ¢ Efdopddag 78 émg dtov
eiyav TpocPaocn oto adalimumab.

Kiwvikn avramdrpion

To amoteAéopoto Kot amd Tig V0 HEAETEG £OE1E0V GTATIOTIKA CUOVTIKT LEIMON TOL KIVOHVOL atoTLYI0G
¢ Oepanciog og acbeveic mov édaPav adalimumab évave tov acBevav Tov Ehafav ewovikd eappoko
(BAéme TTivaxo 24). Kot ot 600 pehéteg £6g1&av pio Tpodiun Kot mapatetapusvn enidpaon tov adalimumab eni
TOV TO60GTOD amoTLYiaG TG Oepameiag évav: Tov gikovikod papudakov (BAéne Ewova 2).

91



Hivaxag 24: Xpovog émg v arotvyia Tng Ospansiog otic perétes UV | ko UV I

Avéivon N An Alopecog H Cl T pP
Ogpamncia 0TV XPOvog Re 95%
yia amotvyiog Yo TO
N (wiives) HR®
(%
)

Xpovog g TNV amotvyia TG Ogpameiog oty 1 peta v efoopdda 6 oty peréty UV |

Kopia avéivon (ITT)

Ewovikd 107 84(78,5) 3,0 - - -

@approKo

Adalimumab 110 60 (54,5) 5,6 0,50 0,36, < 0,001
0,70

Xpovog g TNV amotvyia TG Oepanciog oty 1 peta v EBdopdda 2 otn perétn UV I

Kbpia avarvon (ITT)

Ewoviko 111 61 (55,0) 8,3 - - -

@appoKo

Adalimumab 115 45 (39,1) NEy 0,57 0,39, 0,004
0,84

Inueimon: H Amotuyio g Ocpameiog oty 1 petd v EPdopdda 6 Merétn UV 1), § oty 1 petd v
EBdopddo 2 (Merétn UV 1), petpnnke og yeyovog. Ot acbeveic mov dev olokAnpmaoay ™ Oepomeio yio
AOyoug GALOLG EKTOG amd TNV omoTVY)ia Tng Oepameiag, eV LVTOAOYIGTNKAY KATH TO YPOVO TOV EYKATEAELYOV
TN HEAETN.

*HR tov adalimumab évavtt tov gikovikoh Qapuakov omd avaroyikn TaAvopounon Kvdhvov pe
Oepaneio wg Tapdyovia.

P 2-0yemv Tipn p amd ™ Soxpacio log rank.

" NE = dev pmopei vo, ektiun0ei. Arydtepot amd toug pioovg acheveic mov diétpeyav Kivovvo giyav Eva
cuuPav.
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Ewoéva 2: Kapmodeg Kaplan-Meier mov cuvoyilovv Tov xpovo ¢ tqv amotuyio s Ospomeiog otnv 1)
petd v Epdopada 6
(nerét UV 1) v Edopada 2 (uerétn UV 1)
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XPONOX (MHNEY)
Ewcovikd Adalimumab
PaproKo

Merétn UV I Ogpaneia

Ynueioon: P# = Ewcoviko edppaxo (ApOudg Zoppdvtov/Apifudg achevav mov dtatpéyovv kivouvo), A# =
Adalimumab (ApOpdg Zoufavieov/AptOuog acheviv mov dlaTpEyovy Kivouvo).

Yt Merét UV | mapatmpnOnkay otatiotikd onuavtikés dtapopés vaép tov adalimumab évave tov
EIKOVIKOD (OPLAKOL Y10 KAOE CLVIGTMGO OPIoHOY TG amotuyiog g Oepaneiog. Xtn Meré UV I,
TOPOTNPHONKOY GTATIGTIKG GNUAVTIKES SL0POPES LOVO Y1a TV OTTTIKN 0EVTNTO, AAAG Ol GALEG CUVIGTMGES
Nnrav apBuntikd vép tov adalimumab.

Amd 0V 424 acBeveic Tov GuuTEPLEANPONGOV GTIC U EAEYYOUEVES, LoKpOypOVIEC ueAéteg enéktaonc UV |
kot UV 11, 60 acbeveic a&loloynniay o¢ axatdAAnAot (.. Ady® amokAicemv | AOym de0TEPOYEVDV
emmAoK®V dofnTikng apueiPAnotpocidonddeilog, eEuttiag xEPovpyKNng eTEPPOONG KATAPPAKTN 1) EKTOUNG
VOADOOVG COUATOG) KO OTOKAEIGTIKAY OO TNV TPOTOYEVT] OVAALGT TNG OTOTEAECUATIKOTNTOS. ATO TOLG
364 evomopcivavteg aobeveic, 269 a&loloynoipotl aobeveic (74%) éptacav otig 78 efdouddeg Oepanciog
avotytng edong pe adalimumab. Baocet g mpocéyyiong tav mopotnpoduevov dedopévav, 216 (80,3%) ntav
og veeon (un evepyég, pAeypovadelg PAaPec, Babuordynon kuttdpov AC < 0,5+, Babuordynon VH < 0,5+)
LE TOVTOYPOVN XopNyNon 80omg otepoetdong < 7,5 mg nuepnoing kot 178 (66,2%) ntav o€ Depeon yopig
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otepoedn. H BCVA eite Bedtindnke eite dwotnpnOnke (< aldoioon 5 ypapudtov) oto 88,6% twv
opBaApmv v gfoopdda 78. Ta dedopéva mépav g ERSopdadag 78 yevikdg copfadiiav pe avtd ta
aroteléopata aAAd o aplBudg TV evieTaypévov achevav netdinke DoTEPA Ao AVTO TO YPOVIKO OAGTNUA.
YUVoAIKA, HeTald TV actevdv mov dtékoyav TNV PeAET, T0 18% Siékoye Ady® avemBountov cuppavtov
Kot to 8% eautiog avenapkov avtandkpiong ot Oepomeio pe adalimumab.

Hoiotyro {wng

Ot TopAUETPOL AVTOUEIOAOYNONG TOV AGHEVDY GYETIKA LE TN AgtTOoVpYio TG OPACNS LETPHONKOY KOl GTIC
300 KMvikég peréteg ypnopomoudvtog to NEI VFQ-25. To adalimumab vrepicyvoe apibuntikd oty
TAELOVOTNTA TOV EMUEPOVS POOLOAOYUDV [LE CTATICTIKE GNUAVTIKES HEGES OLOPOPES YO T1) YEVIKT] OPAGT), TO
0BuAIKS GAYOG, TNV KOVTIVI] OpOICT], TNV YUYIKT VYEia kal T cuvoAlkn faduporoyio otn Meiétn UV 1, kot
Yo TN YEVIKT Opoon Kot v yuyikn vyeio ot Medét UV 1. To adalimumab dev vrepioyvoe apbuntikd
OTIG EMOPACELS TTOL GYETICOVTAVY LE TNV OpacT Yol TNV avTiAnyn Tov ypoudteav ot Meiétn UV | ka yu
TV QVTIANYN TOV YPOUATOV, TNV TEPLPEPIKT Opacn Kot TNV Kovivh 6pacn otn Meiétn UV 1L

Avocoyovikdétnta

H Oepaneio pue adalimumab evééyeton va éxel ®g 0MOTELEG O, TO GYNUATIGUO OVIICOUATOV EVOVTL TOV
adalimumab. O oynpotiopog aviicopdtov Evavtt tov adalimumab cuvdéetar pe avénuévn kdbapon kot
HelwpéVN anotedeopotikotnta Tov adalimumab. Agv vdpyet epEavig cVOYETIGUOS HETOED THG TAPOVGIOG
TOV avTicoudtev évavtt tov adalimumab kot g epeaviong avemBountov coufdviov.

Howwarpikde tAnbvouodc

Neavixn 101omadng opbpitioa (JIA)

TolvapOpikn veavikn 1domabnc opbpitioa (PJIA)

H acedieia ko n amotedeopartikotnta tov adalimumab a&oloynnkay o dvo peréteg (PIIA 1 ko 1) oe
oud1d e evepyo, ToAvapBpikn 1 moALOPOPIKG LOPPT|S, VEAVIKT, 1310madn apBpitida, Ta omoia elyav pio
TowIAo TOTOV epPdviong veavikng, wromabovs apbpitidag (JIA) (o cuyvd molvapbpitida pe apvntikd 1
0eTIKO PELUATOELDN TUPAYOVTA KOl EKTETAUEVT OALYoapOpiTION).

pJIA |

H acedieio kot 1 amotedeopatikotnta tov adalimumab a&loloyndnkav o€ pio moAvkevIpike,
TOYOLOTOMNUEVT], SUTAG-TVPAN, TOPAAAA®Y opddwv perét og 171 moudid (4-17 etdv) pe modvapOpuikn JIA.
Ymv apykn edon avoiktig ensktaong (OL LI) ol acOeveic katnyoplomomOnkav og 00 opuadeg, Oepancio
ue MTX (uebotpe&drn) 1 Oepamneia yopic MTX. Ot acbeveic mov Ntav oto okélog ympic MTX eite dev giyav
AGBetl oto maperBov MTX eite giyov amocvpbei amd T MTX tovddyiotov 600 efdopddeg TPy amd T
xopnynon g Bepanciog g perétne. Ot aobeveig mapépevay oe otabepés d6oeig MEAD kat/ M
wpedvilovne (£ 0,2 mg/kg/Mmuépa 1 10 mg/muépa kat' avdtato 6pio). Xtn edon OL LI 6Xot o1 acOeveic
EhaPov 24 mg/m? péypt uéyrotng d6ong 40 mg adalimumab kéOe devtepn efdouddo yio 16 efdopades. H
Katavoun Tov acfevadv avd nitkio Kot eAdylotn, péon Kot péytotn d6or mov Ehafav katd tn edon OL LI
nmapovctaletor otov [Tivaka 25.

IMivaxog 25: Katavopq a60sv@v ava nhkia kot 6o adalimumab wov éhapay oty @aon OL LI

Hiuaxs opéda ApOpuog acﬁr?\&(cx;}:)o‘mv évapén ELayotn, ;g’:g;]nkm péyrotn
4 ¢oc 7 eTddv 31(18,1) 10, 20 ko 25 mg
8 ¢wg 12 etddv 71 (41,5) 20, 25 xa1 40 mg
13 éo¢ 17 etmv 69 (40,4) 25, 40 ko1 40 mg
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O1 aoBeveic Tov katédet&av a avtamokpion katd Pediatric ACR 30 v EBdouddo 16 ntav emié&iplon mpog
Tuyoionoinon otn umhd oAy (DB) pdon kot Elafav eite adalimumab 24 mg/m? péypt péyreg d6omg

40 mg 7 eKovikd eoppikov ke devtepn efdopdda yio emmAéov 32 gfoopddec | péxpt v E&apon g
vooov. Ta kpripla é€apong g vosov opiotnkay wg emdeivmon = 30% amod v Evapén o€ > 3 amd 6
Pediatric ACR Baocwkd kprtipia, > 2 evepyég apBpdoeig kat Bertioon > 30% og oyt tepiocotepo Tov 1 amd
T 6 kprepro. Metd amd 32 efdopddec | oty EEapomn TG VOGOV, ot acBeveic NTav emAEEILOL Vo, EloayBobV
GTNV QVOIKTN QUG EMEKTOOTG.

IMivaxog 26: Avramokpicsig katd Ped ACR 30 otn perétn HolvapOpiking NIA
Ykéhog MTX Xaopic MTX

ddon
OL-LI 16 eBdopddeg

Avrtanmokpicelg katd 94,1% (80/85) 74,4% (64/86)
Ped
ACR 30 (n/N)

ExBdoeig amoteAespotikdTTog

Adalimumab/ Ewoviko Adalimumab Ewoviko
Autha ToeM 32 efoopdoseg MTX epappaxo/MTX (N = 30) PapproKo
(N=38) (N=37) B (N =28)

E&apoeig g vocou 6to 36,8% (14/38) 64,9% (24/37)P | 43,3% (13/30) | 71.4% (20/28)"
TéA0G TV 32 gfdopadmv®
(n/N)

Mécoc ypdvog Emg TV >32 efdouddeg 20 gfdouddeg >32 efdoudodeg | 14 gfdouddeg
¢€apon tng vocov

* Avtanokpicelg kord Ped ACR 30/50/70 tnv EBdopndada 48 onuaviikd peyaldtepeg amd ekeiveg Tav
acBevdv mov EAafov elKoVIKO PAPLLOKO

#p=0,015

"p=0,031

Meta&d ekeivav mov avtanokpibnkav otnv EBdoudda 16 (n = 144), o1 avranokpioceig katd Pediatric ACR
30/50/70/90 dratnpnnkay uéypt ko €L xpdvia ot edon OLE og acbeveic mov {dafav adalimumab

ka0 0An T ddpkela TN ueAETnG. Tovolkd 19 dtopa ElaPav Oeparneio 6 etdv M TepLocdTEPO, 11 €K TMOV
omoimv and TV NAKlak” opdda avagopds 4 £oc 12 etdv kot 8 Tng nlikiaxnig opdadag avagopds 13 émg 17
ETOV.

O1 avtomokpicelg 6To GHVOAD TOVG MTaV YEVIKA KOAVTEPES Kot AtyOTEPOL GOEVEIC AVERTLERY OVTICMO LT
otov Elafav Bepancio cuvdvacpov adalimumab kot pebotpeEdtng cuykprrikd pe to adalimumab oe
povobepoameio. Aappdavovtag vroyn o anoteléopato avtd, To adalimumab cuvietdton yio ypion oe
ovvovacud e MTX kat yuo ypiomn g povobepamneio o€ acbeveic oTovg omoiovg 1 ypfon e MTX kpiveton
akatdANAn (BAETe Tapdypago 4.2).

pJIA 11

H acedliein ko n amotedeopartikotnta tov adalimumab a&loloyndnkay o€ o avoikTig EXoNUAVOTG,
TOAVKEVTIPIKY HeAETN og 32 maudid (2 - < 4 etodv N nhikiog 4 e1dv Kot ave ue Bapog < 15 Kg) pe pétpra £og
ocofapn, evepyd, morvapdpikmn, veavikn, wiomadn apbpitida. Ot acheveic Edapav 24 mg/m2 epPadod
emeavelng empaveiag copatog (BSA, body surface area) adalimumab pe péyiot d6on T 20 mg e
dg0TepT efdOUAd0, MG pio SOGT YOPTYOVUEVT e VITOdOPL EVEST] Vi TOVAGYLeTOV 24 gfdouddec. Katd
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Sdpkela g PHEAETNG, TO TEPLoGOTEPQ. Atopa EAafav tavtdypova pebotpe&atn (MTX), eved Mydtepa
avEQEPY YP1ON KOPTIKOGTEPOEW DY ] MEAD.

Yty Efdopada 12 kon Efdopdda 24, n avtandkpion PeAACR30 firav 93,5% «o1 90,0%, avtictowya, pe
XPNON TNG TPOGEYYIGNG TOV TOPOUTNPOVUEV®V dedopévav. Ta Tocootd tov otopwv pe PeAACR50/70/90 v
gfoopada 12 kar v efdopddo 24 frav 90,3%/61,3%/38,7% o 83,3%/73,3%/36,7%, avtictorya. Meta&b
exetvov mov avtamokpibnkav (PedACR30) v EBdouada 24 (n = 27 and 30 acbeveic), ot avtomokpicelg
oto Pediatric ACR30 dwatnpnnkay yio dtdotnuo éog 60 gfdopddeg ot @don OLE e acBeveic mov Ehapav
adalimumab ka0’ 6An ™ ypovikn avt mepiodo. Zvvolikd, 20 acheveic vrofAndnkav ce Oepomeio yio 60
efdopdoeg 1 mepiocdTEPO.

Apbpitida oyetilouevy e evBeoitida

H aopdieia ko 1 anotedecpotikotnta tov adalimumab a&oioyniOnkay og pio moAvkevTpiky,
TUYOIOTOMUEVT], SMAU-TVPAN HEAETN o€ 46 Taudlatpikovg acbeveig (Mwciog 6 £wg 17 etdv) pe pétpa
apOpitda, oyetilouevn pe evleoitida. Ot acOeveig ToyoomomOnkoy kot édafav ite adalimumab 24 mg/m?
empavelog oopatog (BSA), pe péytom 66om ta 40 mg, 1 ewkovikd eapuoako kabe devtepn efdopddo yio 12
gfoopades. H dumha-tvpAn mepiodog akorovdnonke amd wa nepiodo avorytng Oepanciog (OL, open-label),
Katd TV onoia ot acBeveic Elafav adalimumab 24 mg/m? emedveiac copatoc, pe péyiot ddon ta 40 mg
Kkd0e degvtepn efdopada, xopnyoduevo LEG® VIOJOPLOG Eveong, Yo 192 emmAéov eBdopddes. To mpmtedov,
KOTOANKTIKO onpeio NTov 1 tocooTtiaio LeTaBoAN amd v apykn Tiun £og v ERdopdda 12 otov apBud
TOV evepynv apBpmcemv pe apbpitida (oidnpa mov dev opeiletar o€ SuouopPia 1 apOPAOCELS e AmTDAELN
Kivnong kot wévo Kovn evactnaia),  onoia emtedybnke pe péorn mocootiaio peioon -62,6% (didpeon
nocootiaia petaforr -88,9%) otovg acbeveic g opdadag mov éhafe adalimumab ce obykpion pe -11,6%
(d16peon mocoaotiaio petaBorn -50,0%) otovg acbeveic g opddog mov EhapPe eikovikod edpuako. H
Bedtioomn tov aplBuov Tev evepydv apbpocemv pe apbpitida dtatnpnOnke Katd T SLAPKELL TNG TEPLOOOV
avoyytg Bepaneiog Emg v ERdopdda 156 yio tovg 26 amd toug 31 (84%) acbeveig tng opddag Tov
adalimumab mov mopéuevay ot perétn. Av kai 6gv vl GTOTIGTIKA GNUAVTIKO, 1) TAELOYNPI0 TV
acevav mapovcioce PeATioon TS KAVIKNG TOVG EIKOVOG GE GEVTEPELOVTO KUTUANKTIKG onueia, OT®S 0
ap1Bpog tov Bécemv pe evbesitida, o apBudg tov end@duvev apbpocewnv (TIC), o apBudg tov
doykopévov apbpmncenv (SJC), n avtardkpion katd Pediatric ACR 50 kot n avtandkpion katd Pediatric
ACR 70.

Houdrazpixn wawpioon kord TAdkog

H anoteleopoticdémra tov adalimumab a&oloynOnke oe pia Toyonomomuévn, SITAG-TOEAR, EAeyOUEVN
perétn og 114 moudrotpikovg acbeveis, nAkiog dvo tov 4 etd@v, pe coPapm xpovia ympiooT Katd TAAKAG
(6mwg opiletar amd PGA > 4 11 > 20% BSA 1 > 10% BSA pe mold moég prapeg n PASI> 201 > 10 pe
TPOGPOAT KAMVIKG TOV TPOGOTOV, TNG YEVVITIKNG XDPOS 1) TOV TOACUMV/TEAUATMV), O1 00101 OEV

e EyyovTOV EMOPKMOC Ue Tomikn Bepameio kot nAobepaneio | pwtobeponeio.

Ot acBeveic AauPavay adalimumab 0,8 mg/kg kdbe devtepn efdopdada (£mg 40 mg), 0,4 mg/kg kabe devtepn
gfoopada (¢mg 20 mg) N nebotpe€at 0,1-0,4 mg/kg v efdopdda (émg 25 mg). Tnv Edoudda 16,
nePLoc0TEPOL a6beveis mov TuyatomomOnkav og adalimumab 0,8 mg/kg epedvicay avtamdkpion (m.y. PASI
75) o€ oyéon pe ekeivovg mov TuyatomoOnkov o€ 0,4 mg/kg kabe devtepn efdopdda f oe MTX.
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Mivaxag 27: AToTELEGNOTO OTOTELEGUATIKOT TS TOLOWUTPIKNG YOPIOONG KATA TAAKAS oTIS 16

Epoopdadseg
MTX* Adalimumab 0,8 mg/kg
N=37 KG0g dg0TEPN Efooudoa
N =38
PASI 75P 12 (32,4%) 22 (57,9%)
PGA: 15 (40,5%) 23 (60,5%)
KaBapd/eriyioto’

« MTX = peBotpe&drm
pp=0,027, adalimumab 0,8 mg/kg évavzt MTX
vP=0,083, adalimumab 0,8 mg/kg évavet MTX

O1 acBeveic mov méruyov PASI 75 kot PGA kaBapd 1 eddyioto amocvpOnkay and  Bepaneio yio £og Kot
36 gfdouadeg kot mapoKolovOMONKay Yo amdAELo TOV EAEYYOV NG VOGOL (dNAadn emdeivmon tov PGA
Katd 2 Babpovg Tovidyiotov). Ot aobeveic otn cuvéyeia Elafov katl T ayoyn pe adalimumab 0,8 mg/kg
kd0e devtepn efdopada yio 16 emmAéov efdonddes Kot To TOGOGTH OVTATOKPLONG TOV TOPATNPHONKAY KOTA
N SudpKeld TG emavabepaneiog NTav ToPOUOL PE QVTEA TG TTPONYOVUEVNG OTAA-TVPANG TEPLOSOL:
Avtamokpion PASI 75 78,9% (15 and tovg 19 acbeveic) kat PGA kabapd 1 ehdyioto 52,6% (10 and tovg
19 acBeveig).

Kotd m didpkeia e meptddov Tng LEAETNG OVOLYTHG EMCTLOVOTG, dlatnpnOnke 1 avtarndkpion PASI 75
ka1 to PGA xaBopd 1 eldyioto yio £o¢ Kot 52 emimAéov efOoUAdES @pig VEN dESOUEVO OCPALELNS.

Eopnfcn dromontixi idpwtadevitido.

Agv vmapyovv KAvikég peréteg pe to adalimumab oe épnpovg acbeveic e HS. H anoteleopotikdto Tov
adalimumab yio tn Oepancia tov epiPov acbevov pe HS mpopiéneton pe fdon v amodederypuévn
OTTOTELECLATIKOTNTO Kot TN oéon EkBeong-avtamokpiong og evihikeg acbeveic pe HS kot v mbavotnta n
mopeia NG vooov, N Tafopuclodoyia, Kot 01 ETOPACELS TNG OPOUCTIKAG OVGING VO TOPOVGIALOVY OVGLUGTIKEG
OO0 TEG pE EKElVEG TV eVNAK®V oTa 1d1a emtineda £kBeong. H acpdieio g cuvictdpevng 06omG
adalimumab otov mMAnbvopd tewv epnfov acBevav pe HS Baciletal oto Tpoeil acedieiag oTig didpopeg
evoeielc Tov adalimumab og evilikec ko ToudaTpikoHe acbeveic mov AapPdvouy TapOUOLES 1) TO GUYVES
dooeig (PAéme mapdypapo 5.2).

Houdozpixn véoog tov Crohn

To adalimumab a&loloynOnke o€ o TOAVKEVTIPIKT], TUYOLOTOUEVT, SITAG — TUPAT, KALVIKT] SOKIUT TTOL
OXEOLAOTIKE Y10 VO 0 ELOAOYNOEL TNV OMOTELECLATIKOTNTO Kot aoPAAEL TG Oepameiog emaymyng Kot
cLVTAPNONG HE dOGELS avaloya pe To couatikod Bapog (< 40 kg 1 > 40 kg) oe 192 naudiatpikong aceveig
peta&d 6 ko 17 (ovumeprapfavouévon) etdv, pe pétpio émg copapn voco tov Crohn (CD), mov opileton
®¢ PCDAI > 30. Ot acBeveig énpene va £xouv amotdyel ot cuppartikn Oepaneio (cupmepiiopfoavouévon
€VOG KOPTIKOGTEPOEWOVG KOUT| EvOG avocotporomotntikov) Yo CD. Ot acBeveic pmopel emiong va eiyav
TPONYOLUEVOC YGoEL TNV avtamdkpion 1 va eiyav dvcaveio oto infliximab.

Ohot o1 acbeveig Erafav Oepameia emaymyng ovoIKTNG EMOTUAVONG 6€ 360N e BACT TO COUATIKO BAPOC
tovg oty évapén: 160 mg v Edoudda 0 kot 80 mg v EBdopdda 2 yuo acBeveic > 40 kg, kot 80 mg kot
40 mg, avtictouya, yio acOeveic < 40 kg.

Tnv EBdopdda 4, or acBeveic tuyoomombnkav 1:1 pe Bdon 10 couatikd tovg Bdpog ekeivn T otiyun eite
ot XaunAn Adon M atnv Tumikn Adon Bepaneiog cuvtnpnong énwg eaiveton otov [ivaka 28.
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ivaxag 28: Aocoroyké oyfua cuvTipnc

S
Bapog . o
ac0gvoig Xapniij 660n Tomkn Adon
10 mg k60e 20 mg kGde
<40kg devTepn devtepn
efdopnado epdopada
20 mg kd0e 40 mg k&Oe
=40kg devTepn devtepn
gfdouado epdopada

AmoteleouatikotnTa

To xbp1lo KataAnKTiKd onueio g peAétng frav n KAvikn veeon v ERdopndda 26, 6mmg opiletor g

PCDAI < 10.

To 10606TA KAVIKNG VPEGNC Kot KAVIKNG avtamokpiong (mov opiloviat wg peimon tov PCDAI katd
TovAdyiotov 15 Babuovg amd v Ty ‘Evapéng) napovoidlovrot atov [livaka 29. Ta 1060616 dS10KOTNG

TOV KOPTIKOGTEPOEWMV 1 TOV 0VOGOTPOTOTOMTIKMV TTapovsidlovrtal otov [Tivaxa 30.

Hivaxag 29: Howdwatpikn peréty CD, khvikn Ygeon PCDAI kot avramokpie

Tomki Adon Xapnin 0601
40/20 mg ka0¢g 20/10 mg kaOe Twh D*
ogvTepn gfoopaoa | devTepn gfoopaoa unp
N =093 N =95
Epoopada 26
KAvikn vpeon 38,7% 28,4% 0,075
KM\vikn avtamdkpion 59,1% 48,4% 0,073
Epoopada 52
Khvikn vpeon 33,3% 23,2% 0,100
K 41,9% 28,4% 0,038
OVTOTOKPIoN

* Tun p v v oOYKPIoT TG TUTIKNG 000NG Evaver TNG XAUNANG SOoNG
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Mivaxag 30: Mehétn randrwatpikils CD, 610K0T1] KOPTIKOGTEPOELO MV 1] VOGOTPOTOTOLTIKDV KOl
oVYKMGN cupryyimv

Tomun Adony | Xapnin 66om
40/20 mg kG0e | 20/10 mg kaOs N
ogvTEPN ogvTEPN mmp
efoopada epfoopdoa

AWKOT] KOPTIKOGTEPOELODV N =233 N =38
EBdouddo 26 84,8% 65,8% 0,066
EBdouddo 52 69,7% 60,5% 0,420
AWUKOTY] GVOGOTPOTOTOUTIKAV? N=60 N=57
EBdopada 52 30,0% 29,8% 0,983
Toykhon cvpryyiov? N=15 N=21
EBdouado 26 46,7% 38,1% 0,608
EBdouado 52 40,0% 23,8% 0,303

Ly p yua ™ odykpion g Tumikng ddong Evave TG yapumAng 6omg

2 H avocokatactoltikn Oepaneio unopel vo dtokomei povo kot 1 peté v ERSoudda 26, katd tnv kpion
TOV EPEVVITH, OV O AOHEVIG TETVYE TO KPITHPLO KAVIKNG OVTATOKPLONG

% opiletan wg 10 KAElGIO OA®V TOV GLPLYYieY ToL Tapoyitevay oty Evapén, yia tovAdyiotov 2 cuveyeic
emokéyelg petd v Evapén

Y1oToTikd onpoviikég avénoeic (Peltioon) amd v Evapén tov Agiktn Malog Zdpatog kot Tng oy dTnTag
Vyoug TapatnpnOnkav Kot yia tig dvo opddeg Bepameiog v ERSopdda 26 kot 52.

2TOTIOTIKG KOt KAMVIKG onuavTikég fedtimcelg omd v Evapén mapatnpndnkay eniong Kot otig 600 opddeg
Bepanciag yo TopapéTpoug mototntag Lmng (cuumepiapfoavouévng e IMPACT II1).

Exot6 acBeveic (n = 100) and ) Merét Hadrorpikig CD cuvéyicav 6e o avoikth Lokpoypovia LeAET
eméxtoong ayoyn. Enerta and 5 ypovia Oepaneiog pe adalimumab, 74,0% (37/50) tov 50 acbevav mov
TOPEPEVOV OTN HEAETN cuvE oAy Va givar og KAvikT Veeon Kot 92,0% (46/50) towv achevdv cuvéyioay va
&yovv KAwvikn avtomokpion katd PCDALL

Houdrazpikn eAxawdns koitida

H aopdieia ko 1 anotedecpotikotnta tov adalimumab a&odoyinkay og pio moAvkevTpiky,
TUYOLOTOMUEVT], STAG TVPAN dokiur o€ 93 madiaTpucovg acbeveic nhikiag amd 5 €mg 17 €TV pe HETPLO. DG
cofapn, evepyo, EAkmdn koAitida (Badporoyio Mayo 6 £wg 12 pe vroPaduoroyia evdockdmnong amd 2 £mg
3 Pabpovg, emPePormpévn HEC® KEVIPIKNG EpUNVELNG TG EVOOGKOTNGNG), Ol OTTO101 Elyav aveETOPKN
avtomokplon N dvcavetio otn cupPoatikn Oepaneia. [epimov 10 16% 10V 0cbevidv otn puekét eiyav
amotVyEl o€ ponyovuevn ovti- T NF Oepameio. Xtovg aobeveic mov Adufovay KopTikooTEPOEDT KOTA TNV
E100YOYN OTN UEAETN EMTPATNKE 1) oTAOIOKY pelmon TG Bepaneiog (e KOPTIKOGTEPOEON UETE TNV
EBdopdda 4.

2V mepiodo emaywyng e perAémg, 77 acbeveig TuyoromomOnkay og avaroyio 3:2 yio va Adfovv SimAd
ToeAT Bepameio pe adalimumab og d6om enaywyng tov 2,4 mg/kg (uéyiot d6on 160 mg) v EBSoudade O
ko TNV Edopdda 1 ko 1,2 mg/kg (uéyiotn 66om 80 mg) tv EBdopdda 2 1 og d6om enaywyng tov 2,4
mg/kg (uéyiotn d6om 160 mg) v EBdoudda 0, sikovikd eappaxo v Efdopdda 1 kan 1,2 mg/kg (uéyiot
d6om 80 mg) v EPdopdda 2. Apedtepeg ot opddeg Elafav 0,6 mg/kg (uéyiot d6om 40 mg) v EPdopdda
4 ko v EPdopdde 6. Metd amd tpomonoinct 6tov oxedlacud g LEAETNG, o1 vtoAowtol 16 acbeveic mov
evtaybnkov oty tepiodo enaywyng Erapav avoikt Bepaneio ue adalimumab oe d6on emaywyng 2,4 mg/kg
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(uéyrotn d6om 160 mg) v ERdopada 0 kot v EBdopdda 1 kot 1,2 mg/kg (uéyrotn 66om 80 mg) v
EBdoudda 2.

Tnv EBdopdda 8, 62 acbeveic mov mapovciacay KAVIKY avTamOKplon GOUQOVE, LE TN pHepikn Babuoloyia
Mayo (n omoia opiletar wg peimon tov PMS >2 Babpovg kot > 30% omd v apyikh Tiun) Toyoiorombnkay
e&ioov yio vo AdBovv duthd ToeAn Bepancio cuvtpnong pe adalimumab og d6om 0,6 mg/kg (puéyiot doom
40 mg) kaBe efdouado 1 d6on cvvrypnong 0,6 mg/kg (uéyrot d6om 40 mg) kébe dedtepn efdopdda. TTpy
07t0 TPOTOTOINGT) TOV GYESAGLOV TNG HEAETNG, 12 emmAéov acbeveic Tov £de1&av KAIVIKY OVTATOKPIoT KOTA
PMS tuyatomomOniay yia va Adfovv gucovikd gappoko, ahid dev copmneptanenkay oty emPeformticyg
avEALGN TNG OMOTEAECULATIKOTNTOG.

Qc éEapon g vooov opiotnie avénon oty PMS tovddyiotov 3 fabuov (yia acbeveig pe PMS 0 émg 2 v
EBdopdda 8), tovAdyiotov 2 Babudv (yio acbeveig pe PMS 3 émg 4 v EBdopdda 8) 1} tovAdyiotov
1 BaBuov (yia acBeveig pe PMS 5 émg 6 v EBdoudada 8).

O1 aoBeveig mov TAnpodoav Ta KpiThpa yio v E&apon g vocov v ERSoudda 12 M petd
Tuyatlomonkav oe d6on ek véov emaymyng 2,4 mg/kg (uéyiot 66om 160 mg) v d6on 0,6 mg/kg (uéyiotn
d6om 40 mg) kot cuvéyioay va. AapBAvovy To avTioToryo 0GOA0YIKO TOVG GYNLO GVVTHPNONG EPEENC.

AmoteleouatikotnTa

To GLUTPOTEVOVTO KATAANKTIKG oNUEiR TNG LEAETNGS TOV 1) KAWVIKT Ve katd PMS (opilopevn o PMS
< 2 ko yopig empépovg vroPaduoroyio > 1) mv ERdopdada 8 kat n khwvikh deeon katd FMS (mipng
Babuoroyio Mayo) (opildpevn og Babporoyio Mayo < 2 yopig empépovg vropaduoroyio > 1) mv
EBdopdda 52 otovg acheveic mov emétuyay kKAvikh avtomdkpion kotd PMS v EBdopdada 8.

Ta mocootd KAvikng veeons katd PMS v EBSopdda 8 yio tovg acBeveis oe £ékaotn TV SUTAL TOPADY
ouddwv d6omg emaywyng tov adalimumab rapovsidlovrar otov Iivaxa 31.

Hivaxag 31: Kavikn 9¢eon katd PMS o1ig 8 gfdopdoseg

Adalimumab*® Adalimumab# ¥
Méywetn 660om 160 mg tqv Méywotn 660om 160 mg tqv
Epoopdda 0/Ewoviko Epoopada O xor tnv EBoopdda
@appoxo v Efoopaoa 1 1
N=30 N=47
KAwvin veeon 13/30 (43,3%) 28/47 (59,6%)

* Adalimumab 2,4 mg/kg (uéyiotn 66om 160 mg) tnv EBdouada 0, sikovikd edppuaxo v Efdoudda 1 kot
1,2 mg/kg (péytotn 66om 80 mg) v Epdouada 2

# Adalimumab 2,4 mg/kg (uéyio 86om 160 mg) v EBdopdda 0 kar v ERSoudda 1 kon 1,2 mg/kg
(uéyrotn 66om 80 mg) v Epdopdda 2

¥ Mn ovumepthapBovousvng g avolktrg 66ong emayoyng Adalimumab 2,4 mg/kg (uéyiotn d6on 160 mg)
v EBdopdda 0 kot v ERdopdda 1 kar 1,2 mg/kg (uéyiotn d6on 80 mg) v ERdopddo 2

Inueimon 1: Appodtepeg ot ouddec doong emaymyng éhapav 0,6 mg/kg (uéyiom 66om 40 mg) v EBdoudada
4 ko v Eoopado 6

Ynueioon 2: Ot acbBeveig pe eddeinovoeg Tipéc v ERdopdoa 8 Bewpndnke 6T1 dev mAnpodoav to
KOTOANKTIKO onueio

Tnv EBdopdda 52, a&roroyndnke n kiwvikn vepeon katd FMS 6tovg acbeveic mov elyav aviandkpion tnv
EBdopdda 8, n kiwvikn veeon katd FMS (opilopevn og peimon ot Padporoyio Mayo > 3 fabpovg kot
> 30% omd TIg apykég TIHEG) oTovg acbeveic mov glyav aviondkpion v Efdoudada 8, n eroviwon tov
Brevvoydvovu (optlouevn mg vopaduoloyio evéookdnnong Mayo < 1) otovg acbeveic mov eiyov
avtomokpion v EBdoudda 8, n khwvikr vpeon katd FMS ctovg acbeveig mov mapovaialav Deeomn v
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EBdopdda 8 kot 1o 1060016 acbevav og Deeom ympic KopTikootepoedn| katd FMS otovg acbeveig mov
giyav avtamokpion v EBdopdda 8, o acbeveic mov EaPav adalimumab otig Sumhd TupAég péyioteg 0o€1g
ocvvtipnong tov 40 mg kabe devtepn efdopdda (0,6 mg/kg) kot twv 40 mg kébe efdouada (0,6 mg/kg)
(Tlivaxag 32).

MMivokog 32: ATOTELEGPATA AVOPOPLKA [LE TNV OTOTEAEGPUOTIKOT T 6TIS 52 Efdopddeg

Adalimumab® Adalimumab¥
Méywotn 666m 40 mg kaOs Méywotn d60m 40 mg kabe
0gvTEPT Efoopdoa gfoopdoa
N=31 N=31

KA veeon otovg acbeveic 9/31 (29,0%) 14/31 (45,2%)
7oL glyav avtamdKplon Katd
PMS v EBdopdda 8
KAk avtomdkpion 6toug 19/31 (61,3%) 21/31 (67,7%)
acBeveic mov giyav
avtomokplon katd PMS v
EBodopada 8
Emovlwon tov PAevvoyovou 12/31 (38,7%) 16/31 (51,6%)
610VG acbevelg mov elyav
avtomokplon katd PMS v
EBoopada 8
KAwvin veeon otovg acbeveic 9/21 (42,9%) 10/22 (45,5%)
7ov mapovsialov VEESN KoTA
PMS v EBdoudda 8
Y peon yopig KOPTIKOGTEPOELDN
otovg acBeveic v ERdopddo 8 4/13 (30,8%) 5/16 (31,3%)
Acbeveig mov epupavicay
avtomokpion katd PMSY
* Adalimumab 0,6 mg/kg (uéyiotn 66om 40 mg) kabe devtepn efdouado
# Adalimumab 0,6 mg/kg (uéyiotn 86om 40 mg) ke fSopddo
¥ Xe aoBeveig mov Adpfavay cuyyopnyodHEVE KOPTIKOGTEPOELDN KATA TNV Evopén
Ynueioon: AcbBeveic ue elieimovoeg Tiuég v Efdopdada 52 1 ot omoiot tuyatomomOnkoy yio vo
Adpovv
Oepamneio ek vEOL ETOY®YNG 1 GUVTIPNONG BePONKAY 1N AVTATOKPIVOLEVOL Y10 TO KOTAUATKTIKA
onueio g EBdoudoag 52

Ta emmpdobeta diepevvnTikd KATOANKTIKA onpeio TepAdpPovay TV KAVIKT ovTamoKpion Kotd Tov deikt
evepyotntag mondtoTpikig ekddovg koAitidag (PUCAL) (opilouevn wg peimon otov PUCAI > 20 Babpote
and TIg apyIkéG TEG) Ko kKAvikn vegon katd PUCAI (opilopevn wg PUCAI < 10) v EBdoudada 8 kot tnv
EBdopdda 52 (TTivakag 33).
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Hivaxag 33: AmoteAionaTo H1EPEVVNTIKOV KATAIMKTIKAV onueiov katd PUCAI

Epodopada 8

Adalimumab® Méywet
d6om 160 mg tqv

AdalimumabP’ Méywot
d6om 160 mg v

TV acBevov mov giyav
avtomokpion katd PMS v
EBdopdda 8

Epdopada O / Exkoviko Epoopada 0 ko v Efoopdda
pappaxo v Efdopdda 1 1
N=30 N=47
Klwvucen vpeon katd PUCAL 10/30 (33,3%) 22/47 (46,8%)
Klvikn avtamdkpion Kotd 15/30 (50,0%) 32/47 (68,1%)
PUCAI
Epdopada 52
Adalimumab?® Méyetn Adalimumab® Méyietn 860
06om 40 mg kGO devTePN 40 mg ka0¢ efoopada
efoopddoa N=31
N=31
Klwikn veeon kota PUCAL 14/31 (45,2%) 18/31 (58,1%)

KMvikn avtamdkpion Kotd
PUCAI

TV acBevov mov giyav
avtomokpion katd PMS v
EBdopdda 8

18/31 (58,1%)

16/31 (51,6%)

KOTOANKTIKG onpeio

* Adalimumab 2,4 mg/kg (uéyiot d6on 160 mg) v EBdoudda 0, ewcovikd dpuaxo v ERdoudda 1
kot 1,2 mg/kg (puéyiot 66om 80 mg) v Efdopdada 2
P Adalimumab 2,4 mg/kg (péyiotn 86om 160 mg) v ERdoudda 0 kon tnv ERdoudda 1 xon 1,2 mg/kg
(uéyro 6060m 80 mg) v EBdopdda 2
¥ Mn cvumepthapfovopévng e avotktig 60ong enaymyng Adalimumab 2,4 mg/kg (uéyiot 66om 160
mg) v EBdouada 0 ko tnv EBdouada 1 ko 1,2 mg/kg (uéyiot 66om 80 mg) v EBdouada 2

% Adalimumab 0,6 mg/kg (uéyiot 56om 40 mg) kaOe devtepn efdoudda

¢ Adalimumab 0,6 mg/kg (uéyiotn 66om 40 mg) kabe efdopdda
Inueioon 1: Apedtepeg ot opddeg d6ong emaywyne éapav 0,6 mg/kg (uéytotn ddon 40 mg) v
EBdopdda 4 kot tnv ERdoudda 6

Inueioon 2: Ov acbeveic pe eldeinovoeg Typég v ERdoudoa 8 Oewpndnke 611 dev mAnpodcav o

Ynpeioon 3: Ot aoBeveis pe elheinovoeg Tiég v Efdopdda 52 1 exetvotl mov tuyotomombnkoy dote va
AdPovv Bepameio véag apyikng 66ong 1 Bepaneia cuvinpnong Bewpnniay g U aviamokplOEvTes yo To
KatoAnktikd onueio tng ERdouddag 52

Am6 tovg acbeveic vd Bepameio pe adalimumab mov éhapav Bepameia véag apyikng 66ong katd tn didpKela
g mep1ddov cuvtnpnong, 2/6 (33%) enétuyav KAvikn aviamokpion katd FMS v EBdoudada 52.

LHoiotyro {wne

INo t1g opddeg mov AauPovav Oepaneia pe adalimumab, mapoatnpndnkay KAvikd onuavtikég ertidoelc amod
TiGg apykég Tipég 0cov apopd v IMPACT I kot tic Babuoloyieg mopaywykdtntag otnyv epyacio Kot
advvapiog deknepainong dpactmprotitav (WPAI) katd tov ppovtio.
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TNo t1g opddeg mov AauPovay Bepameio pe adalimumab, tapoatnpndnkoy Kivikd onuavtikég ovénoeig
(Beitioon) onv TobTNTa VYOLG OE GYEON LE TIG APYIKES TIES Kot Yo Tovg acbeveic mov Adppavay tnv
VYMAR d6om cuvtnpnong pe péytotn tiun to 40 mg (0,6 mg/kg) kabe efdopdda, mapatnpiOnKay KAvikd
onpavtikég avénoelg (Pertioon) otov deiktn HALog COUOTOC GE OYECT| LE TIC UPYIKES TULES.

Houdrazpixn payoeiditioa

H acedlieio ko 1 amotedeopartikotnta tov adalimumab a&oloynOnkay e pia toyoomompévn, Stmhd
ouyKaALpPUEVT), EAeyyouevn nerétn 90 Tadlatpikdv acbevav niikiog 2 émg < 18 eTtdv pe evepyn un-
Aoddn Tpodcha payoeditida mov oyetiCovray pe JIA, o1 onoiot dev avtamokpifnkayv oe Bepancia e
uebotpe&dn TovAdyiotov 12 gfdopdadwv. Ot acbeveic Ehafav gite eikovikd pappako 1 20 mg adalimumab
(edv < 30 kg) 1 40 mg adalimumab (gév > 30 Kg) «dOe devtepn efdoudda oe cuvdvaoUd UE THY apyIKN dOoN
peBotpe&arng.

To TpmTevov KATOANKTIKO oNUEID NTOV O «YPOVOG MG TNV amoTuyia TG Bepaneiacy. Ta kpithpla TOL
kaBopifovv v amotuyia g Bepaneiag tav 1 exdeivoon N N wapoteTouévn un Bertioon g o@OaApKIg
QAEYLOVIG, M Lepikn Pertioon pe avanTuén cuvexdv, 0eOOAUIKOV GLVVOCTPOTNTOV 1 1] EMOEiVOON
0POUAUIKOY GLYVOGNPOTNTAOV, 1 UN ETLTPETOUEVT] YPNCT CLYXOPTYOVLEVAOV QOPLOKEVTIKOV TPOIOVIMV KoL
N avaGTOAN TG Oepameiag Yio TapATETOUEV YPOVIKT TEPI0DO.

Klwvikn avromoxpion

To adalimumab avénce onuavtikd tov ypdvo uéypt v amnotuyio g Bepaneiog, 6e GUYKPION LE TO EIKOVIKO
edappoko (BA. Ewova 3, p < 0,0001 a6 ™ dokacio log rank). O didpecog ypovog mg Ty amotuyio Tng
Bepamneiog NTav 24,1 efdouddeg yio acbeveic mov ElaPav Bepaneia pe EIKOVIKO QAPLOKO, EVD O SAUECOS
xPOVOC £mg TNV amotuyio g Oepameiag yio acbeveic mov éhaPav Oepoameia pe adalimumab dev umopei va
exkTun0el, eme1dn Aydtepo amd Tovg Hoovg aobeveic epeavicay amotuyio ot Oepancio. To adalimumab
peimoe onpavtikd tov kivovvo amotuyiog g Oepaneiog katd 75% cuyKpiTikd e TO EIKOVIKO QAPLLOKO,
onw¢ eaiveton amd Tov Adyo kvdvvov (HR = 0,25 [95% ClI: 0,12, 0,49]).
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Ewoéva 3: Kapmodeg Kaplan-Meier mov cuvoyilovy Tov ypovo ém¢ v amotoyio Tns Ospomnsiog otnv
(1,0 aTPIKi] pErETN Yo TN payoEdiTion

08
=06 | e

< 04

: 0,0 = I

MNIGANOTHTA AINIOTYXIAX THX OEPAIIEIAX

PROBABILITY OF FAILING TREATMEN

T T
0 0 20 ElY 40 50 a0 70 a0 o0

H H &0 28 50 43 38 3 29 24 3 0
PP 30 23 16 8 7 5 4 4 1 0
) XPONOX (EBAOMAAEY)
O¢pomeio ¢ Ewovicd ? ——Adalimumab
QAapLLOKO

Inueimon: P = Ewovikd gdpuaxo (apiBudg oe kivouvo), H = Adalimumab (ap1Budg oe kivévvo).
5.2 ®appoKoKivTIKES IO10TNTES

AmoppdONGCT Kol KOTAVOUN

Metd amd vroddpla yopnynon pag epdma 66ong Twv 40 mg, n amoppdPNON KoL 1) KOTOVOUN TOL
adalimumab ftav apyn kot pe EniTELEN TOV PEYICTOV GVYKEVIPMOOEMY GTOV 0pO 6TIG 5 NUEPES HETA 0O TN
yoprynon. H péon amdiot Prodobesipotnta tov adalimumab mov vroloyicOnke o€ tpeig peéteg mov
dlevepynoniav pe 1o mTpoidv avapopdc Uetd and pia vroddpla epanaé doom twv 40 mg Ntov 64%. Metd
amd epdma evooeAEPLa yoprynon ddocemv mov kupaivovtat amd 0,25 éwg 10 mg/kg, ot ouykevtpdoelg Tov
avaloyeg g d6onc. Metd and d6ogig 0,5 mg/kg (~40 mg), ot kabdpoeig kopdvOnkay amd 11 émg 15
ml/®pa, 0 0ykog katavoung (Vss) kopoawvotay amd 5 £mg 6 Aitpa kot 1 péon tedikn paon nuilong nrav
nepimov dvo gfdopades. Or cuykevipmdoelg tov adalimumab oto apbpikd VYPd acbevdv e PELLATOELDN
apBpitda kopavotav ond 31-96% exeivov Tov 0pod.

Metd amd vrodopra yopiynon 40 mg adalimumab kabe devtepn efdondado og eviiikeg acbeveic e
PEVUOTOELDN apBpiTIdN Ol LEGEG KATDTEPES CUYKEVIPMGELS 6€ atafept] KOTAGTUON MTa TEPimov 5 pg/ml
(Gvev ouyyopnyovpevng pebotpesanc) kot 8 £mg 9 pg/ml (pe TapdAinin xoprynon uebotpe&dnc),
avtiotorya. Ta kotdtepa enineda tov adalimumab otov opd oe otabepn katdotacn avéndnkay mepimov
avOAOYIKE e TN 000N HeTA amd VTodoplo d6on v 20, 40 ka1 80 mg kabe devtepn efdoudda Kot kaOe
efdopdoa.
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Meté and xopiynon 24 mg/m? (wg péyiot d6om 40 mg) péom vroddpiog veong kade devtepn efdondda
oe acBeveig pe molvaphpikn veavikn Womadn apbpitda (NIA) niwiag 4 éog 17 etdv o1 péoec KatdTepeg
oLYKEVTPOOELS 6€ oTafepn katdotoon (Tipég pétpnong omd v efdopdada 20 £mg tnv 48) g cuykEvipwong
tov adalimumab otov op6 NTav 5,6 £ 5,6 pg/ml (102% CV) yio to adalimumab ywpic cuyyopriynon
uebotpe&dng ko 10,9 + 5,2 ug/ml (47,7% CV) pe cuyyopriynon pebotpe&dng.

Y& acbeveic pe molvapOpikn, veavikn, wdiomabn apbpitida (JIA) nhikiog 2 £og < 4 etdv | nhikiog 4 €@V Kot
Gvo pe copatikd Bapog < 15 kg kot Erapov §6on adalimumab 24 mg/m?, o1 péceg KatdTEPES
ovykevipmoelg adalimumab otov opd og oTafepn katdotoon frrav 6,0 + 6,1 ug/ml (101% CV) yia 1o
adalimumab ywpig cuyyoprynon pebotpe&atng kon 7,9 + 5,6 ug/ml (71,2% CV) pe cuyyopriynon
pebotpe&arng.

Meté ) xoprynon 24 mg/m? (uéyiotn 86om 40 mg) péom vrodopiag Eveong kabe devtepn efdoudda oe
acOeveic pe apBpitida oyxetilopuevn pe evbesitida, niikiog 6 émg 17 eTmv, 01 HECES KATMOTEPEG CLYKEVIPDGELG
adalimumab otov 0p6 oe oT08epn KaTdoTOON (TYEG TOV pETp®VTOL Kortd Thv EBdoudda 24) ftav 8,8 +

6,6 pg/ml ywa to adalimumab ywpic cvyyopnynon pebotpe&dng ko 11,8 + 4,3 ug/ml pe cvyyopnynon
uebotpe&arng.

Metd v vrodopia yopriynon 40 mg adalimumab kabe devtepn efdopdda og evihikes acbeveig pe pn-
aktvoloyikd emBePoiopévn, a&ovikn orovdviapbpitida, n péon (£SD) cuykévipmon og otabepn
katdotaon v EBdopdda 68 tav 8,0 + 4,6 ug/ml.

e eviAikeg aoBeveic pe yopiaor, 1 LECT) KATOTATN GVYKEVIPWOOT 68 6Tafepn Katdotaon oy 5 pg/ml
Katd ™ diGpkela TG Bepameiog pe povobepamneio adalimumab tov 40 mg kabe devtepn efdouddo.

Mezd ) xopnynon 0,8 mg/kg (éwg péyiotn d6on 40 mg) vroddpia kaOe devtepn efdopdda e TadoTPIKOHS
acBeveig pe ypdvia yopioon Kot mhakac, 1 péon ketwtatn (£SD) cuykévipoon adalimumab oe otabepn
Katdotoon nrov mepimov 7,4 £ 5,8 ug/ml (79% CV).

Ye eviilikeg acBeveig pe HS, pio 66om 160 mg adalimumab v EBdopdda 0 kot akoAobbwe 80 mg v
EBdouada 2 emituyydvel cuykevipwoeig adalimumab otov 0p6 mepimov 7 pe 8 ug/ml v Edoudda 2 kot
v EBdopdda 4. H péon ovykévipmon ot otabeponomuévn katdotaon v ERdopdda 12 émg v
EBdopddoa 36 frav mepimov 8 pe 10 pg/ml xatd ) didpkeia g Oeponeiog pe adalimumab 40 mg kabe
efdoudoa.

H éxbeon oe adalimumab og acOeveic pe epnPikn HS mpoPrépbnke ypnoiomotdvTag popuakoKvn Tk
povtéla TANBucpod Kot Tpocopoimon pe PAom T QOPLOKOKIVITIKN 0TIS S1apopeg evoeitelg g dAlovg
mondloTpikong acbeveic (moudatpikn yopioon, veavikn, 1domabng apbpitida, Toidatpikn voéoog tov Crohn,
kot apBpitida oyetilopevn pe evheoitida). To cuvictdpevo yia v epnPikn HS docoroykd oyfua givar 40
mg kéOe devtepn efdopdada. Aedopévov 011 1 €kbeon o adalimumab propet va ennpedleton and to péyedog
TOV GAOUATOG, Ol EPNPOoL pe HEYOADTEPO COUATIKO BAPOC KOl AVETOPKT CVTATOKPIOT UTOPEL Vo @peAn B0V
a7o TN ANYN TNG GUVIGTAOUEVTG Y1 TOVG EVAAIKeS 000m TV 40 Mg kdOe efdopdda.

Ye acbeveic pe vooo tov Crohn, n d6on gpodov 80 mg adalimumab v Edoudda 0, axoiovboduevn amd
40 mg adalimumab v Epdoudda 2, emitvyydvel katdtateg cvykevipmaoelg adalimumab otov opd mepinov
5,5 pg/ml katd tn didpkelo tng nepLodov enoywyng. Mio d6om epodov 160 mg adalimumab v EBdoudda 0
axoArovBovpevn amd 80 mg adalimumab v EBdopdda 2 emtuyydvel kotmtateg cuykevipooelg adalimumab
otov 0pd Tepimov 12 pg/ml katd tn S1dpKELD TG TEPLOSOV EMAYWOYNG. MEGEC KATMTATEG GUYKEVIPDGCELS GE
otafepn katdotaon g TaEng tov 7 ug/ml topatnpnidnkov oe acbeveic pe voso tov Crohn ol omoiot
éhapav doom cvvtypnong 40 mg adalimumab ke devtepn fdouddoa.

e moudlatpikove aobeveic pe pétplo émg coPapn voco tov Crohn, n 6061 enaywyng avoLyThG ETICTLOVOTG
tov adalimumab ftav 160/80 mg 13 80/40 mg tig Efdopddeg 0 ko 2, avtictoya, e&optdpevn omd Eva
avdTePo Op1o cmpotikod Bapovg twv 40 kg. Tnv ERdopdda 4, o1 acbeveic tuyatorombnkay oe avoloyio 1:1
gite otnv Tomikn 860om (40/20 mg kabe devtepn efdopada) | ot yaunin d6om (20/10 mg kabe devtepn
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efdopada) oe opddeg Bepaneiag cuvtipnong pe Paon to copatikd tovg Papoc. Ot péoeg (2SD) katdToTeg
ovykevipooelg adalimumab ctov opd mov emttevyOnkay v ERSopdda 4 frav 15,7 £ 6,6 pg/ml yio aoBeveig
> 40 kg (160/80 mg) xat 10,6 % 6,1 pg/ml yio acOeveig < 40 kg (80/40 mg).

I aoBeveic Tov Euevav oty Tuyatomonpuévn Bepomeio Tovg, ot péces (SD) KOTdTOTEG GLYKEVTIPDOOELG
adalimumab v Efdopdda 52 fjtav 9,5 + 5,6 pg/ml yia v opdda tomikng d6ong kat 3,5 £ 2,2 pg/ml yio tnv
opado youning 66omg. Ot p€oeg KATMTATEG CLYKEVTIPMOGELG dtoTnpOnkay o€ acbeveic Tov GuvE oAV VO
AopPavovy adalimumab kabe devtepn efdoudado yio 52 fdouades. Xe acbeveig yia tovg omoiovg 1 d6om
dapopemdnke and kabe devtepn efdopdda oe efdopadiaio oxnua, n péon (= SD) cvykévipwon
adalimumab otov op6 kotd v ERdopada 52 nrav 15,3 £ 11,4 ug/ml (40/20 mg, efdopadiaia) kot 6,7 £

3,5 pug/ml (20/10 mg, efdouadiaia).

Ye aobeveic pe ehkdomn KoAitida, pia d6on epddov tmv 160 mg adalimumab v EBdopdda 0
axoAovBovpevn amd 80 mg adalimumab v Epdopdda 2 emttuyydvel kotmtateg cvuykevipooelg adalimumab
oTov 0pd Tepimov 12 pg/ml katd tn Sidpkeia TG TEPLOdOV EMAy®YNS. To HEGH, KATMTATA EXITEDA TOV
nopatnpiOnkav og otabepn| Katdotoon eivan epinov 8 pg/ml o acbeveig pe ehkddn Kohitida mov EAafav
d6om cvvpnong 40 mg adalimumab kabe devtepn fdopada.

Metd v vtodopia yoprynomn do6ong Baoet Bapovg cmpatog 0,6 mg/kg (néyiot d6on 40 mg) kébe devtepn
gfoopada og Toudatpikong acheveic pe eEAkdON KoAiTd0, 1) HEoT KatdTaT cVYKEVIpmon tov adalimumab
oe otabepn Katdotaon otov opo frav 5,01+3,28 pg/ml v ERdopdada 52. T tovg acbeveic mov Adppavov
0,6 mg/kg (puéyiot d6om 40 mg) kéOe efdouada, n péon (£SD) katmdtotn cvykévipwon tov adalimumab oe
otafepn katdotaon otov opd frav 15,7+£5,60 pg/ml v Efdopdda 52.

Y& eviihikeg acbeveic pe payoeiditida, po 66om epddov 80 mg adalimumab v EBdoudda 0,
axolovBovpuevn and 40 mg kdbe devtepn efdoudda Eexvavtag v EBdondada 1, odnynoe oe péoeg
OLYKEVTPMGELC 6€ otabepn katdotoon mepinov 8 pe 10 pug/ml.

H éxbeon oe adalimumab oe acbeveic pe madiatpikn payostditida TpofAEPONKeE XPNGILOTOLOVTOG
(OPLOKOKIVITIKA HOVTEAN TANBVGHOV Kot TPOGOUOimoT e BACT) T POPLUOKOKIVIITIKY GTLS S1APOPES
evoei&elg oe AAAOVG TodLOTPIKOVG 0ebevVelS (TadlaTpiky ympioor, veavikn, Wloradng apbpitida,
noudlatpikn vosog tov Crohn, kot apOpitida oyetilopevn pe evheoitida). Aev vapyovV dabEcTE KAVIKG
dedoUEVH OYETIKA LLE TN PO TG 000M G £pOd0L og Tadd NAkiog < 6 etddv. Or mpoPhendieveg ekBécelg
oLVIGTOVV OTL EALelyel pebotpeldng, pia 06T EPOSOV LITOPEL VoL 00N YNOEL GE Lo, apytkn abEno

OLOTN KNG EkOgomG.

H poppokokivntikn Kot goprokoKivTIKI/ QopLokKoSUVOLLIKT LOVTEAOTOINGT] Kol TPOGOUOIMOT] TOV
mnBvouod TpoéPreyay cuykpioun ékbeon oto adalimumab kot anoteleopotikdTnTo 68 060gVEIC TOL
éhaPav Bepameio pe 80 mg kébe devtepn gfdopdda 6tav cuykpivoviav pe tn Oepaneia tov 40 mg kabe
efdopdoa (meprrapfovouévav Tov evAikov achevdav e peopatogldn apbpitida, SomunTikn
10pmTadeViTIdn, EAKDON KoAiTida, voco tov Crohn, acbevdv pe eenpikr, dtamonTikn 10poTadevitida Kot
TUSLTPIKOV 060evav copatikov Bapovg > 40 kg pe voso tov Crohn kot eAKdON KOAITION).

2yéon ékbeonc-avtomdKplonc oToV TondloTpikd mAndvcud

Badoet tov dedopévov amd khvikég pedéteg o aobeveic pe JIA (pJIA kat ERA), n oxéon ékbeomnc-
avTamoKpIong LETaED oLYKEVTP®ONG TAAoHaToG Ko avtarndkpiong PedACR 50 texunpiodnke. H
(QOLVOUEVIKT oLYKEVTp®ON mAdouatog adalimumab mov odnyel oo Mo g péytotng mboavoTnTag
PedACR 50 avtarndkpiong (EC50) ntav 3 pg/ml (95% ClI: 1-6 pg/ml).

H oyéon ékbeonc-avtamndkpiong peta&d cvykévrpwong adalimumab kat aroteleopotikotnTog o8

OO TPIKOVC 0o0eveic e coPapn xpdvia yopiaon Kot TAdKag Tekunpiodnkav yo tv PASI 75 kot to
PGA xaBapo 1 eldyiorto, avtiotoiywe. H PASI 75 kot 1o PGA kaBapd 1 eldyioto avénbnkay pe
avavoueveg ovuykevipooelg adalimumab, e Ttapouoto eoavousvikdé EC50 4,5 pg/ml nepimov (95% CI 0,4-
47,6 xar 1,9-10,5, avtiotoiymg).
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Amofol

Ot popproKoKIVNTIKEG AVaADGELG TOL TANOLGHOD PBacel dedopévev and 1.300 kot dve acbeveig pe
pevpatoedn apbpitida £dei&av po tadomn yio avénuévn eawvopevikn kdbapon tov adalimumab 6co
avEAveTal To OUOTIKO Bapog. MeTd amd TPOocapLoyn GT OLPOPOTOINGT) TOV COUATIKOV Bépove, Tov
Yévoug Kot TG NAMKIaG QoiveTal Ol ToPAyoVTEG AVTOT Vo £XOVV WIKPT ETOpacT) otV KdBapon Tov
adalimumab. TTapampnbnke 61t T0 enineda Tov ehevBepov adalimumab ctov opd (un decusvpéva ota
avtiodpato vavtt Tov adalimumab, AAA) ftav youniotepa 6tovg acbeveig pe petpnoa AAA.

Hroatikn 1) ve@piky SUGAEITOVPYIO

To adalimumab dgv £xel pedetnBei og acbevelg e NIATIK 1| VEQPIKT SVGAELITOVPYIaL.
5.3 Mpoxivikd dedopéva Yo TNV A6QAIALEL0,

Tao un KAvikd dedopéva dgv amokaADTTOVY 1010iTEPO Kivouvo yia Tov avOpwmo pe Pdon Tig neéteg
To&dTNTOG EPATOE 0OONC, TOEIKOTNTOG ETOVAAUUPOVOUEVOV SOGEMV Kol YOVOTOEIKOTNTOG,

Mo pedét epfpvotolikdTnTag/TeptyevvnTIKng avantuéng £ytve oe kKuvopdAoyous mbnkovs o€ 0, 30 kot
100 mg/kg (9-17 mbnkovg/oudda) kot dev amekaivye kapio EvosiEn Kvduvou ota £ufpva AOym Tov
adalimumab. Kopio pedétn kapkivoyéveong, Onmg 00Te Kot 1| TpOTLAN EKTIUNGN THG YOVILOTNTAG Kot
petayevwnTikng to&ikotrog dgv £yve pe to adalimumab Adym g anovoiog TV KATAANA®Y HOVTEL®V Yl
€VOL OVTICOULOL UE TTEPLOPIGUEVT] OLOCTAVPOVLEVT aVTIOPUSTIKOTNTA 6T0 TNF TpKTIK®V Kot TNV avAmTuén
€EOVOETEPOTIKAOV OVTICOUAT®V GE TPOKTIKA.

6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotaroyog exddymv

Nazpro yhoprovyo

Sakyapoln

[MoAvcopPiko 80

Yowp yio evéoiua

Ydpoyrwpikd 0&D (yio phOuion tov pH)
Natpiov vépo&eidio (Yo pvbuion tov pH)

6.2 AocvppotoTnTeg

EMetyel peketdv oyetikd pe tn ouuPatdmmra, To Topov QuPIOKEVTIKO TPOioV OV TPETEL VO OVAUELYVOETOL
Ue QAL QOPUOKEVTIKE TPOTOVTAL.

6.3 Awgpkera {ong
3 ypdvio.
6.4 Idwitepeg mpouvracels KoTa T OAAEN TOV TPOTOVTOG

dvrdooete og Yyoyeio (2 °C — 8 °C). Mnv katayvyete. DVAGGGETE TNV TPOYEUCHEVT GVPLYYO 1 TNV
TPOYEUGUEVT] GUGKELT] TOTTOV TEVOG GTNV APYIKT GLGKELOGIO Y10 VO TPOGTATEVETOL UTO TO PG,

H xd0¢ mpoyepicuévn chpiyyo 1 TPOYEUGUEVT] GLGKEVT TOTTOV TEVAG UITOPEL VO PUAACCETOL GE
Oepuokpacieg puéypt 25 °C yia ypovikd diomua £og kot 30 nuépec. H mpoyepiouévn copryya 1 n
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TPOYELGHEVT] GUGKELT] TOTTOL TTEVOG TPETEL VO TPOSTATEVETOL OO TO PMG KOl VO OTOPPITTETOL EAV OEV
ypnotporonbei péca oty mepiodo tv 30 nuepdmv.

6.5 ®@Vo1n Ko GLOTUTIKA TOVL TEPIEKTT

Hukyndra 40 mg evéowo didhvua og Tpoyepiouévn oOpLyyo.

Evéoo didivpa 0,4 ml og mpoyepicpuévn obptyyo omd yoari tomov I pe otabepn Perdva 29 gauge,
EKTETAUEVA TOPEUPOCLOTA SUKTUAOV KOl TPOGTATEVTIKO KAALpLO PeEAOvag, Kot Eufolo pe Tdpa
gloympnong (and Ppopofovtuoikd eLacTikd).

Yvokevaoieg: 1, 2 M 6 mpoyepicpévn(-ec) ovpryyo(-ec) ovokevaopuévn(-eg) og koyéin PVC/PE, ne 1,21 6
eMOENATO AAKOOANG.

Hukyndra 40 mg svéouio S1dALLL. GE TPOYELUGUEVN GUGKELT TOTOV TEVOC

Evéoo didAvpa 0,4 ml oe cvotuo mpoyepicuévng éveong pe feAdva (0TOUNT GLOKELT EVEGTG) OV
TEPLEYEL UL TPOYEUGUEVT GVPLYYQ 0td YVodi ToToL I pe atabepn Pelova 29 gauge ko Epporo pe Tdpo
gloympnong (and Bpopofovtoikd elactikd). H cuckevn Tomov mévag etvat o ovaA®GIL GUGKELT|
HNYAVIKNG EVEOTIG XEPOG piag xpriong.

Yvokevaoieg: 1, 2 M 6 mpoyepicpévn(-ec) ovokevn(-£g) Tomov TEVaG cuokevoouévn(-eg) og kuyéin PVC/PE,
pe 1, 2 1 6 emBépaTo aAKoOANS.

6.6 Iowitepeg TpouvAAcels amboppryng

Ka0e aypnoiponointo @opuokevtikd mpoiov 1| VIOAEWUO TPETEL VO, ATOPPITTETOUL COUPOVO UE TIG KOTA
TOTOVC 10 VOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

leppovia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Hukyndra 40 mg evéouo d1dAvLLe. 6€ TPOYELGUEVN GUPLYYO.

EU/1/21/1589/001
EU/1/21/1589/002
EU/1/21/1589/003

Hukyndra 40 mg svéouio S1dALLO. GE TPOYELUGUEVT GUGKELT TOTOV TEVOC

EU/1/21/1589/004
EU/1/21/1589/005
EU/1/21/1589/006

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX
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Hpepounvia mpatng £ykpiong: 15 Noeufpiov 2021

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yo TO TOPOY QOPUOKEVTIKO TPOioV gival S100EGIIEG GTOV SIKTVAKO TOTO TOV
Evponoaikod Opyaviopod Gopudkov: https://www.ema.europa.eu.
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V To mtopdv QopHOKEVTIKO TPOiOV TEAEL VIO GLUTANPOUATIKY TAPUKOAOVONGT. AVTO Oa emTpEYeL Tov
YPNYOPO TPOGIOPIGUO VEDV TANPOPOPLAV aGPaAElag. Znteital amd Tovg emayyeltaties vyeiog va
AVOPEPOVY OTTOEGONTOTE THAVOLOYOVLEVEG OVETIBVUNTEG eVEPYELEG. BAéme mapdypapo 4.8 yio tov TpdTo
avaQopdg avemBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Hukyndra 80 mg evéoiuo didlvpa o€ TPOyEGHEVT GUPLYYQ
Hukyndra 80 mg gvéouo didlvpa 6€ TPOYEUIGHEVT GLGKEVT THTTOV TEVAG

2. ITOIOTIKH KAI IIOXOTIKH XYNGEXH

Hukyndra 80 mg evéoo didAvua og Tpoyspouévn opyya
KaBe epdma d6on 0,8 ml mpoyepuopévng oOpryyag mepiéyel 80 mg adalimumab.

Hukyndra 80 mg evéouo didAvua o€ TPOYEUGUEVT] GUGKEVT) TOTTOV TEVAG
KaBe epdma d6on 0,8 ml mpoyepuouévng cvokewng tomov névag tepiéyst 80 mg adalimumab.

To adalimumab &ivot éva avOpOTIVO avaGUVSVOGHEVO LOVOKA®VIKO OVTICOILO TT0V TOPAYETOL GE KOTTOPA
Qobnkdv Kivélikov Hamster.

"Exdoyo ue yvwotn dpdon:

KéBe ml mepiéyer 1 mg molvcopPiko 80.

Mo tov TAnpn kaTdloyo TV ekdOYwV, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéowo ddivpa (éveon).
Awoyég Kot dypmpo dtdAvpa.

4. KAINIKEX TAHPO®OPIEX
41 OgpomevTikég evoeitelg

Pevuorosidnc apfpitida

To Hukyndra oe cuvdvaouod pe t pebotpe&dtn evdeikvoton yio:

- ™ Oepameio TG HETPLOG EMC GOPapPTG, EVEPYOD PELUATOELOOVG apbpitidag o evilikeg acbeveig, OTav
N ovTamOKPIoT G TPOTOTOUTIKG TG VOGOL avTipevpatikd eapuake (DMARD),
ocoumeptropPoavouévng g nebotpe&dng, NToV AVETOPKNG.

- N Oepameia TG GoPapng, EvEPYNS KOl TPOOSEVTIKNG, PEVUATOEIO0VS apOpitidag oe EVIAIKEG TOV gV
&yovv AaPetl mponyovuevn Oepameio pe pebotpelam.

To Hukyndra pmopei va yopnyn0ei ¢ povobepancio o€ mepintmon dvoavesiog ot pebotpe&dtn 1 6tav n
ovvéylon g Oepameiag ue pebotpeEdtn sivarl axatdAinin.

To adalimumab éyel amoderybei 611 permver tov pubpod eEEMENG ™G apBpiknc PAGPNG, OTwe petpiétal
OKTIVOAOYIKA Kot OTL BEATIOVEL TN AEITOVPYIKY IKOVOTNTA OTOV YopTYEiTal 68 cuvovacud e pebotpe&a.

Yopiaon
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To Hukyndra gvdeikvotat yio t Bepaneio g pétprag £mg cofapngs, xpoviag yopioaong Kot TAAKAG 6
eviAkeg acBeveic o1 onoiot elvar vTOYN POt Yio GuoTnpatikny Bepaneia.

Aamuntikn Wpotoadevitida (HS)

To Hukyndra evdeikvotat yio ™) Ogpaneio tg pétplog Emg coPapnc, evepyov, HS (avaotpoeng axurng) o
eViAIKEG Ko €pnPoug omd 12 eTdv Pe avemapK avIOTOKPIoT 6T GUUPATIKY, CVGTNHATIKY Bepomeia yio ™
damuntikn Wpwtadevitida (PAEme mapoypdeovg 5.1 kat 5.2).

Ndéoog Tov Crohn

To Hukyndra gvdegikvoton yio. t Bepaneio g pétprag £mg cofapng, evepyod vocov tov Crohn, cg evijhikeg
acBeveic o1 omoiot dev Eyovv avtomokpBel oe TAN PN, ETOPKY, OEPATEVLTIKN Ay®YN UE £V KOPTIKOGTEPOELDEG
KOUM UE £V 0VOGOKOTAGTOATIKO, 1] Ol 070101 €rovv ducavesia 1 avtévoelln yio Té€toleg Oepamneies.

IMowwotpucn vosoc tov Crohn

To Hukyndra gvdgikvotat yio t Bepancio g pétplog £og coPfapng, evepyod vocov tov Crohn ce
modlatpikovg acbeveic (NAkiog omd 6 eTdv) mov elyav avemapkr aviandkpion otn cvuPatiky Bepaneio wov
TEPIMAUPAVEL TPOTOYEVT, SLATPOPIKY Deparmeial Kal £V, KOPTIKOGTEPOEIDEG KA/ EVOL (VOGOTPOTOTOUTIKO, 1
Tov £yovv ducavesia 1 avtévoelEn yia té€toleg Oepamneieg.

EAk®dng koAitido,

To Hukyndra gvdeikvotan yio. t Bepaneio g pétprog £mg cofapng, evepyod, EAK®0VG KOAMTIONG 6€
EVAAIKEG ac0eveic OV glyav averopKn avtamokpion otn cvpupatikn Beponeio coumepAapfovouévov Tmv
KOPTIKOGTEPOEWOMV Kot TNG 6-pepkantomovpivng (6-MP) 1 alabeionpivig (AZA) 1 ot omoiot £xouvv
dvcave&ia N wrpucég avtevoei&elg yia tétoleg Bepoameies.

IoudraTpikn eEAK®ONS KOATIOO,

To Hukyndra gvdeikvoton yio. t Bepaneio g pétprog £mg cofapng, evepyod, EAK®0VG KOAMTIONG 6€
OO TPIKOVE 0o0eveig (0o 6 TMV) OV ElyOV AVETAPKN AVTOTOKPLOT 6T GuUPaTik Oepameia
CLUTEPIMOUPOVOLEV®Y TOV KOPTIKOGTEPOEWMV Ko ¢ 6-uepromtonovpivng (6-MP) 1 alabetompivig
(AZA) 1 ot omoiot £yovv dvoavesia N avtévoelEn yia tétoleg Oepameies.

Payosiditida

To Hukyndra gvdgikvotat yio. t Bgpaneio g un Aotmd0vg, VOLauesTS, omichiag Kot mavpayoslditidog e
EVAAIKEG 060EVEIC, 01 00101 ElY OV AVETOPKT AVTOTOKPLOT) GE KOPTIKOGTEPOELON, GE a.cOeVEiC TOV amattovV
oTOdWKN HElOT TNG 00GNG TMV KOPTIKOGTEPOEDMYV, 1] GTOVG 0TTOI0VE OgV eival KOTAAANAN 1 Oepameia pe
KOPTIKOGTEPOELON.

IoudraTpikn poyoelditida,

To Hukyndra evdeikvotot yio ™) Oepaneio TG mardlatpikig xpoviag, Un-Aotadons, tpdebiog poyostditidag
o€ aobeveig amd TV NAkio TV 2 ETOV TOL ElY0V OVETAPKT OVTUTOKPIGT 1| OV avEYOVTaL T GUUPOTIKA
Oepaneio 1 oTOVG OMOioLG 1 cLpPatikn Bepameio dev glvar KATAAANAN.

4.2  Aocoloyio Kol TPOTOS YopyNons
H 0epaneio tov Hukyndra 6o mpénel va apyicet kot va mopakorovdeitol and e181KeLUEVOLS Y1OTPOVS UE

eunepio otn didyvoon kot ) Oepomeio voowv yia Ti¢ omoieg evdeikvotar to Hukyndra. Ot ogpBaiuiotpot
owvieTdTol vo ovpfoviedoviol Evay 101k6 Tpd mpv amd v évapén g Oeponeiog pe Hukyndra (BAéne
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napdypao 4.4). Etovg acbeveic mov Aapfdvovv Hukyndra Ba mpémel va diveton n Kapra Yrevhouong
AcBevoic.

Metd amd KatdAANAN eKTaidEVon TNV TEYVIKN EVESTG, Ol AGOEVEIC UTOPOLV VO, KAVOLV IOVOL TOVG TNV
éveon Hukyndra gév o y1otpdg tovg 10 Kpivel EpikKTod Kot KATo® omd 1Tpikn mapakorlovdnon, edv kpivetat
ovayKado.

Katd ) dudpkera g Oepomeiog pe Hukyndra, dAleg ouyyopnyodueveg Bepameieg (). KOPTIKOGTEPOEIDN
KOU1] 0VOGOTPOTOTOMTIKOL TaPAyovTes) o Tpémet Vo PEATIOTOTOIOVVTL.

To Hukyndra diatifeton poévo oe mpoyepiopévn cdpryya tov 40 mg, mpoyeio uév) GLGKELT TOTTOV TEVOC
v 40 mg, tpoysuopévn ovptyyo twv 80 mg Kot TpoyEUIGHEVT GLOKELT TOTTOL TTEvVaG Tav 80 mg.
Emopévac, dev givar duvati 1 xopnynon tov Hukyndra og acbeveig ot omoiot amartodv Ayodtepo amd pio
AP 60om tv 40 mg. Edv anatteiton evarloktikn d6on, Ba mpénet va ypnotponomBodv dAla tpoidvta pe
adalimumab to onoia TpocPEépovy ATV TV eThoy.

Aocoloyia

Pevuoaroeions apbpitioa

H cvviotdpevn d6omn Hukyndra otoug evijhikeg acbeveig pe pevpatoedn apbpitido eivar 40 mg adalimumab
YOopMyovuevn Kabe devTePN ERdoUdda G pia epamas d6on ue vToddpla Eveon. H pebotpeéatn Ba mpénet va
ovveyiletan katd ™ ddpkeia g Oepomeiog pe Hukyndra.

To YAVKOKOPTIKOELDTN, TO GOAKVALKG, TO |11 GTEPOEION AVTIQAEYUOVAOT Pdpuake (MEAD), 1 ta avolynTikd
UIopovy va. cuveylaBovv katd T didpketo tng Oepanciog pe to Hukyndra. T to cuvdvacuod pe
TPOTOTONTIKA TNG VOGO OVILPEVUATIKA pAappoka ekTOg TG peBotpeldrng, PAéne mapaypdpovg 4.4 ko 5.1.

>t povobepameio, pepikoi acbeveic mov mapovoialovy petwpévn avrandkpion oto Hukyndra 40 mg ke
devtepn ePfdopada pmopet vo wpeknBovv amd po avénon ot d6on g taEews twv 40 mg adalimumab kdbe
efdopdoa 11 80 mg kdbe devtepn gfdopada.

Ta d0éoa dedopéva VTTOSEIKVHOLV OTL 1] KAVIKT avTOTOKPLoT emttuyydvetal cuvndog péca o 12
efdopdoeg Oepamneiag. H cuvéyion g Bepaneiog mpémetl va a&lodoyeitan o€ 0motov achevi dev
OVTOTOKPIVETOL LEGO, GE AVTNV TN (POVIKT TEPI0O0.

Ywpioon

H cvviotdpuevn d6omn Hukyndra yio evilikeg acOeveic eivar pio apyikn d6on tov 80 mg pécm vmodopiog
éveong, axorovBovuevn omd 40 mg péow vrodopiag Eveong kdbe devtepn efdoudda, apyilovrag pio
gpoopada petd v apyikn d6on. To Hukyndra 40 mg evécipo didlvpa o€ TPOYEUGUEVT GVPLYYO KOV
TPOYEUGUEVT] GLOKELT TOTOV TEVAG ivol dtaBESILO Yo TN 06T CLVTIPNONG.

H ovvéyion g Oepameiog petd amd 16 efoopnddeg 0o mpénet vo alloloyeitan TpoceKTIKd €K VEOU 6€ dTolov
acBevn| dev avtamokpiveTal LG GE VTNV TN XPOVIKT TEPT0dO.

ITépav tov 16 gfdopddmv, ot acbeveic pe avemapkn avtandkpion oto Hukyndra 40 mg kdbe devtepn
efdopdoa propel va opeAnBolv amd o avénon ot d6on o 40 mg kabe gfdoudda 1 80 mg kdabe devtepn
efdopdoa. Ta opéAn Kot ot kivovvor tng cuveyllopuevng, epoopadiaiog Bepameiog twv 40 mg 1 tng Oepaneiog
tov 80 Mg kdbe devtepn efdopnada mpémetl va enaveeTtalovtal TPOoEKTIKA 6 évav acbevn ue avemapkn
avtamdkplon, petd v avénon g d6ong (BA. mapdypago 5.1). e nepintwon mov entevydel exopkng
avtomokpion pe to 40 mg kabe efdopdda 1 80 mg kdbe devtepn efdoudda, n 666n umopel 6T GLVEKELD VO
pewmei og 40 mg kabe devtEpT EPSOUADO.

Aramontirn 10pwtadevitioo,

To cuvictduevo docoroyikd oyniua ywo to Hukyndra oe evijlikeg acbeveic pe HS givor apyikd 160 mg v
Huépa 1 (xopnyodueva wg dvo gvécelc tov 80 mg oe pio uépa 1 o¢ o éveon tv 80 mg avd nuépa yia dvo
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ouveyelg Nuépec), akorovbovueva amd 80 mg dvo efdoudadeg apyotepa v Huépa 15. Avo efdoudadeg
apyotepa (Huépa 29) cuveyiote pe o 66om v 40 mg kébe efdopada 1 80 mg kabe devtepn efdouada.
Edv kpiveton anopaitnro, katd tn didpkeio g Oepanciog pe Hukyndra pmopei va cuveyiotel n yprion
avtiProtikedv. Koatd ) didpketo g Oepanciog pe Hukyndra o acOevig cuvietdton va ypnoiponotel oe
Kanuepwvn| Bdon éva Tomkd avTIoNTTIKO camovvt oTig PAAPES TG S1amuNTIKNG 1WOPOTUSEVITIONG.

H ouvvéyion tng Oepamneiog petd ™ 121 efdopddo tpénet va aloloyeital TpoGeKTIKA G€ OO0V 0ohevr dev
€xel TOPOVGLACEL feElTiOoT HEGH GE VTNV TN XPOVIKT TEPT0DO.

Ye mepintwon dakomng ¢ Bepanciag, pmopei va yiver emavévapén pe Hukyndra 40 mg kéOe efdouada 1y 80
mg ke devtepn efdouada (PAéne Tapdypopo 5.1).

To 6pelog Kot 0 Kivdvvog g cuveylLopevng, Lakpoypoviag Bepaneiog Bo mpémet va agloloyovvtan
neplodKka (BAEme mapdypago 5.1).

Noooc rov Crohn

To cuvicThuevo oc0royikd oyfiua exayoync yo to Hukyndra oe evidikeg acBeveic ue pétpia £mg coPapn
evepyn voco tov Crohn givor 80 mg v EBdopdda. 0, axolovBovuevo amd 40 mg v gpdoudda 2. Xy
TEPIMTOOT) OV VIAPYEL 1 AVAYKOLOTNTA YL fiol ToyOTEPT ovTamdkpion ot Ogpamneio, pmopet va yopnynoet
docoroyikd oynue 160 mg v Edopdda 0 (xopnyoduevo wg dvo evécels tov 80 mg oe pio pépa 1 og o
éveon tov 80 mg ava nuépa yio 600 dladoytkéc NuEpeS), akolovBovpevo amd 80 mg v ERSoudda 2,
yvopilovtag 0Tt 0 Kivouvog ekdNA®OTg avemBOUNT®V EvEPYEL®V gival HEYUADTEPOG KATA TN OEPKELD TNG

EMOYWYNG.

Metd ) Oepameia enaymyng, 1 cuvict@pevn 600 givar 40 mg ke devtepn Bdoudda e VITOdOPLO EVEST).
Evolloxtikd, edv évag aobevig xet dakdyel To Hukyndra kot ta onpeio kot cupmtdpoto e vooou
emavepoviotovv, To Hukyndra umopei va. emovayopnynOei. Yrdpyetl pikpn epumelpio yio v exovayopnynon
uetd omd 8 efdouddeg and TV Tponyovuevn doom.

Koatd ™ dudpkela g Bepaneiog cuvinpnong, 1 6001 TV KOPTIKOGTEPOEWOMY UTOPEL VoL S1KOTEL GTOSLOK,
COLPOVA, LLE TIC KATEVBVVTNPIEG 00MYIEC TG KAVIKNG TPOKTIKNG,

Mepkoi acOeveic mov gupaviCovy petwpévn, kKhvikn avrandkpion oto Hukyndra 40 mg kébe devtepn
gfdopada evoéyetal vo mpeAnbodv amd o avénon g 86omg og 40 mg Hukyndra kabe epdopdda 1 80 mg
kG0e devtepn efoopado.

Mepkoi acBeveic mov dev &xovv avtanokpBei péypt tnv ERdopdda 4 eivor mbavo va enmeeinfovv amd
ovveylopevn Bepoameio cuvipnong uéxpt v efdondda 12. H cuvéyion g Bepameiog mpénetl va
a&lohoyeitan TpooekTikd o€ dmolov achevi) dev AVTOTOKPIVETOL HEGO GE ALTIV TN YPOVIKT TTEPI0O0.

Elxwong kolitida

To cuvictduevo, apyiko, docoroykd oynua yia to Hukyndra oe evijhikeg aoBeveic pue uétpia £og cofapn
eAkmomn koAitda etvan 160 mg v ERdopdda 0 (yopnyovpevo mg dvo evéoelg twv 80 mg e pio nuépa | og
pio éveon t@v 80 mg ava nuépa yuo 600 dtadoytkég nuépeg) katl 80 mg v ERdoudda 2. Metd ) Ogpamneio
EMOYWOYNG, N cLVIeTOUEVN dOoM givar 40 mg kabe devtepn efdoudda e VTOdOPLO. EVECT).

Koatd ™ dudpkela g Oepaneiog cuvinpnong, 1 6001 TV KOPTIKOGTEPOEWOMY UTOPEL VO SIAKOTEL GTASIOK,
COLPOV, LE TIC KATEVBVVTHPIEG 001 YIEC TG KAVIKNG TPOKTIKNG,

Mepkoi acBeveic mov gpeavifovy peiowpévn KAvikn avtamokpiorn ot d6or tov 40 mg kabe devtepn

efdouada evdéyetal vo mpeAnbodv amd o avénon g 86omg og 40 mg Hukyndra kabe epdopdda 1 80 mg
K6G0Oe devtepn efoopado.
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Ta da0éoya oTorygin VTOINADGVOLV OTL 1] KAVIKT avTOTOKPLoT emttuyydvetal cuvidog péca oe 2-8
gPfoonadeg Oepameioc. H Bepancio pe Hukyndra dev Oa mpémet va cuveyiotel og aobeveis mov anétoyav va
avTOmToKpoHV G AVTO TO YPOVIKO S1AGTN LA,

Payogiditida

H cvviotdpevn d6on tov Hukyndra yuo evilikeg acBeveig pe poyoeditida givor pia apyikn d6on 80 mg,
axolovBovpevn and 40 mg kdbe devtepn efdoudda, apyilovog pio efdopdado petd tnv apykn d6om. To
Hukyndra 40 mg evéciuo didAvpa o€ TPOYELGUEVT GUPLYYO KOU/T TTPOYEUIGUEVT] GVOKELT TOTTOV TTEVOG Eival
dabéoyo yio T d6on cuvtnpnong. Yrdapyet teplopiopévn epmelpio otnyv évapén Bepanciog pe adalimumab
oge povobepaneio. H Bepancio pe Hukyndra pmopei va Egkiviioel 6€ GUVOLOGHO HE KOPTIKOGTEPOELDT KOV
ne dAlovg, un-froroyikong, avocoTPOTOTOTIKOVG Topdyovteg. H tantdypovn yopnynon tov
KOPTIKOGTEPOEOMV UTOPEl VoL O10KOTTEL GTAOINKE, COUPMOVA LE TNV KAVIKT TPAKTIKY| EEKVOVTAG dVO
gPpoouadeg petd v Evapén g Bepaneiog pe Hukyndra.

YuvIoTaToL OTL TO OQELOG KOl O Kivouvog NG ouve Lopevnc, paxpoypoviag Beponeiog 0o tpémel va
e€etalovtar og etota PBaon (PA. Topaypapo 5.1).

Ewwoi tAnbuvcpuoi

Hlciouévor
Agv amotteitol Tpocop oy g 066,

Negpirn kai/1 nratiky dvoiertovpyio.

To adalimumab dev £xet peletnOei oe avTOV TOV TANBVGUO acBevdV. Agv pmopovv va yivouv vrodeifelg yio
™ docoloyia.

THoudrarpirog ninBoouog

To Hukyndra dwotifetar povo og mpoyepicpuévn coptyya tmv 40 Mg, mpoyepouév) GLGKELT] TOTOL TEVOG
tov 40 mg, tpoyepiopévn cHpryya Tov 80 mg Kot Tpoyepicpév cLoKELT] TOTTOL TEVag Tv 80 mg.
Emopévac, dev givar duvarh n yopnynomn tov Hukyndra oe acbeveic o1 omoiot anartodv Arydtepo omd o
mpn 66on Tov 40 mg. Edv aroiteiton evaldaxtikny 060, Oa mpénet va ypnoiporoinfovv GAAa Tpoidvta L
adalimumab ta omoia Tpooépovv avthv TV ETAOYT.

IoudaTpikn yopiacn Kot TAGKAC

H aopdieia ko 1 anotedecpotikotnta tov adalimumab og mondid nhikiog 4-17 etmv dev Eyovv tekunprwbel
yo v yopioon kotd thakoc. H cuviotopevn d6om Hukyndra sivar uéypt péytotng 66ong 40 mg oavé 66om.

EonBum domuntikn wWpotadsvitida (amd 12 stdv, Bdpove tovidyistov 30 kq)

Agv vmapyovv KAvikég peréteg pe to adalimumab oe épnpovg acbeveic ue HS. H docoroyia tov
adalimumab o avtobtc Tovg aobeveig £xel kabopiotei pe PAon EOPUAKOKIVITIKG LOVTEAX KOl TPOCOUOIMON

(BA. mapdypago 5.2).

H cvviotdpevn d6om tov Hukyndra givar 80 mg v Edopdda 0, axorovboduevn and 40 mg kabe devtepn
efdopdoa Eekvovtag v ERdopdda 1 péow vrododpiag Eveonc.

Ye epnPfovg aobeveic pue averopkn avramokpion o Hukyndra 40 mg ke devtepn efdopdda, pmopel vo
egetaobel pa avénomn g d6ong oe 40 mg kabe efdouddoa 1 80 mg kdbe devtepn gfdopnada.

Edv kpiveton amapaitnto, katd tn didpketo g Ogponeiog pe Hukyndra propei va cuveyiotei | yprion

avtiProtikedv. Koatd ) didpketa g Oepaneiog pe Hukyndra o acOevig cuvietdton va ypnoiponotel og
KkaOnuepvn Paon éva TomiKd, avTIoNTTIKO GOTOVVL 6TIS PAGBES TNC SLUTVNTIKNG 10pOTASEVITIONG.
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H ouvvéyion tng Oepamneiog petd ™ 121 efdopdda tpénet va aloloyeital TpoceKTIKA G€ OO0V 0ohevT) dev
éxel mapovoidoel feltioon péoa 6E aVTNV TN XPOVIKT TEPi0dO.

Y mepintwon dwakomng g Oepaneiog, uropei va yivel emavévapén ue Hukyndra avéioya pe v tepintoon.

To 6pelog Kot 0 kKivdvvog g cuveyllopevns pakpoypdviog Bepaneiog mpénet va enaveEetdleTor TEPLOdKA
(BAéme dedopéva evnhikov oty Topdypago 5.1).

Agev vrtapyet oyetikn ypnon tov adalimumab og modid nhikiog kbt tov 12 €1dv yio vty TV £VOEIEN.

IMowdworpukn vosoc tov Crohn

H cvvietdpevn d6om Hukyndra yio acbeveig pe voso tov Crohn, nlikiog 6 émg 17 etdv, emiéyetar Bacet
oV PBapovg cmpatog Tov aobevoic (TTivaxkag 1). To Hukyndra yopnyeiton péow vroddpiag Eveong.

IMivaxog 1: Adon Tov Hukyndra yw rondrarpikodg acOeveic pe voso tov Crohn

Bapog Adon erayoyng Adon ocvvtipnong
0050gvoig pe évapén v
Epoopdoa 4*

<40kg |*40mgmv Epdouada 0 ko 20 mg v ERdopddo 2* -

2NV TEPIMTM®OT TOL VTLAPYEL 1 OVALYKT] Y10L L0, TOYVTEPT
avtonokpion ot Oepamneia, yvopilovrag 6t 0 Kivduvog
exdnimong avemBounTev cupPdviov propet va givol
UEYOADTEPOG UE TN YPNON UEYOADTEPNG OOCTG ETAYDYNG, UTOPEL
va ypnoomombei n mapokdatw ddon:

* 80 mg v EBdopdda 0 kot 40 mg v ERdouddoa 2

>40 kg |*80mg v EBdondada 0 kot 40 mg v ERdopdada 2 40 mg ke devtepn
gfdoudon
2NV TEPIMTMOOT TOL VTLAPYEL 1 OVALYKT] YLOL L0, TOYVTEPN
avtomokpion ot Oepamneia, yvopilovrag 6Tt 0 Kivouvog
exdnAmong avemBounTev cupPdviov propet va givol
UEYOADTEPOG UE TN YPNON UEYOADTEPTG DOCTG EXAYDYNG, UTOPEL
va yp1oporoinfel 1 mopakdT® dOo:

* 160 mg v EBdopdda 0 kot 80 mg v Edondada 2

* To Hukyndra dwotifetan povo og mpoygicpévn ovptyya twv 40 Mg, mpoyepouévy GLOKELT] TOTOL TEVOG
v 40 mg, tpoyepiouévn cHpryya T@v 80 mg Kot TpoyepicpéV cLoKELT] TOTOL TEVaS Tv 80 Mg. vvennmg,
dev glvau duvartn 1 xoprynon tov Hukyndra og acbeveig o1 omoiot amartovv Aydtepo and po mAnqpn d6on
twv 40 mg.

Ot acBeveic Tov eupaviovv avemapkn ovTamdkpion evogyetal va @eeAn0obv amd o avénon g oo6onc:
. > 40 kg: 40 mg xd0e eBdouado 13 80 mg ke dvtepn efdoudda

H ovvéyion g Oepamneiag og Evav acBevi mov dev £xel avtamokpifel uéypt mv ERdoudda 12 mpénet va
a&loroyeital TpoceKTIKA.

Agv vmapyet oxetikn yprion tov adalimumab og mToudid nhikiog kGtm tv 6 TV Yo aVTHY TNV EVOEIEN.
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IondraTpikn eEAK®ONS KOMTIOO,

H cvviotdpevn d6om tov Hukyndra yuo acBeveic pe ehkdon koAitida, nhikiag 6 £mg 17 etdv, emhéyeton
Bdoet Tov Bapovg copatog Tov achevoig (IMivakag 2). To Hukyndra yopnyeiton péom vnodoplag Eveong.

IMivaxog 2. Aoen Hukyndra ywo toawdiatpikovg a60eveic pe EAk®dn Koritido

A6o1n cuvTipnoNG pe
évapEn v Eoopdda 4*

Bépog

060gvovg Adon groyorig

<40kg |+80 mgmv EBdopada 0 (yopnyodpuevn mg pia Eveon tov * 40 mg kdbg devTepn
80 mg) ka1 gfdopada

* 40 mg v EBdoudda 2 (yopnyovuevn g pio £veon tov
40 mg)

>40kg |+ 160 mg v EBdoudada O (yopnyodueve mg 600 eVEGELS * 80 mg kd6e devTepn
tov 80 mg ce pia nuépa 1 dvo evéoelg twv 40 mg avda efodopdoa
NUEPA Y10 FVO GLUVEYOUEVEG NUEPES) KO

* 80 mg v EBdoudda 2 (yopnyovuevn ¢ pio Eveon tov
80 mg)

* Ot noudratpikoi acbeveic mov yivovran 18 etdv evd Aappavovv to Hukyndra Ba mpénet vo cuveyilovv
d0GT GLVTHPNOTG TOL TOLG £XEL GLVTAYOYPAPTOEL.

H ovvéyion g Oepaneiog mépav Tov 8 efdopnadmv Ba tpénel va a&lodoyeital Tpocektikd o€ acbeveic Tov
OV EMOEKVLOLV GNLElD AVTATOKPIOTG KOTA TN SIEPKELD AVTNG TNG XPOVIKNG TEPLOSOV.

Agv vmapyet oyxetikn ypron tov Hukyndra oe modid niikiog kdtm tov 6 £Tdv yio avthy v vosién.

Houdwotpikn payosditida

H cvviotdpuevn d6om Hukyndra ya moudiorpikodc acbeveic pe payosiditida, omd v nhikia 2 €T6v,
emAéyeton Baoet Tov Papovc odpatog tov acbevoig (IMivakoag 3). To Hukyndra yopnysitotl péow vrodopiog
éveon|.

Yy moudlaTpikn payoglditida, 6gv vdpyel Tponyoduevn epmelpia otn Oepamneio pe adalimumab yopig
Oepaneio og cuvovaoud pe pebotpeEd.

IMivaxog 3: Adoen Hukyndra ywo roidrotpikovg ac0sveic pe payosiditido

Bapog a60gvoig A0coroyYIKé oyfpa

< 30 kg 20 mg kaBe dedtepn efdopdda og
cuvovooud e pebotpeéin

>30 kg 40 mg kabe devtepn efdouado o
ocuvovaoud e pebotpe&an

Katd v évapén g Oepanciag pe Hukyndra, propei va yopnynbei o 66om epddov 40 myg o acbeveic <
30 kg 1 80 mg ¢ acbeveic > 30 kg pio efdopdda mpv omd Vv Evapén g Bepanciag cuvinpnong. Agv
VIAPYOVY SlabEciuo KAMVIKG de00UEVE, GYETIKA e T YpNomn ¢ 60om¢ £pddov Tov adalimumab e moidid
niwiog < 6 etdv (PAére Tapdypopo 5.2).
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Agv vmapyet oxetikn ypron tov adalimumab og Toudid nhikiog KGTm TV 2 TV Yio VTRV TV EVOEIEN.

Yuviotdtot 0Tt T0 6PeL0G Kot 0 Kivouvog ng cuveylopevnc, paxpoypoviog Bepanciog Bo tpémet va
egetalovrar oe etnota faon (BA. Tapdypago 5.1).

Tpomog yopnynong

To Hukyndra yopnyesiton pe vrodopia Eveon. TIAfpelg 0dnyieg yprHong TopEXovIol 6To GOAAO 00NV
xPAONG.

To Hukyndra umopei va dtotebei og GALEG TEPIEKTIKOTNTEG KOL LOPPEG.

4.3 Avrtevosieg

- YrepevaicOnoio 6t dpactiki ovcia 1| 6€ KAmolo amd Ta £KO0Y TOV CVUPEPOVTL TNV TOPAYPAPO
6.1.

- Evepyog pupatioon 1 dAleg coPapég Aotumelc, Ommg oy Ko EuKaPLoKeES AoUdEELS (PAEre
Topaypao 4.4).

- Métpia £o¢ coPapn| kapdiakn averapketo, (NYHA katnyopiag HI/IV) (BAérne mapdypago 4.4).

4.4 E01kég TPOELOOTOMGELS KU TPOPVAGEEIS KATE TN (p1jon

IyynAacipuotta

[Ipokeyévou va Pektiwbei n yvnAlaotudtra v PloAoYIKGV, QUPLOKEVTIKOV TPOTOVTOV, TO OVOUO KOl O
aplOpoc TaPTIdG TOV YOPNYOVUEVOL POPUAKOD TPETEL VO KOTOYPAPETAL LLE COPNVELX.

AoudEeig

AocBeveic mov happdvovv TNF-avtaymviotég eivan tepiocodtepo gvaicOntol o coPfapéc Aowudéelg. H
datapayn TG TVELUOVIKNG Aettovpylag evagyetar va avénoet Tov kivouvo gpeavions Aotuméewyv. Ot
acOeveic Oa Tpémel g ek T0HTOV, VO TOPAKOAOLOOVVTOL TPOGEKTIKY Y10t AOTUADEELS, GCUUTEPIAAUPAVOUEVIC
g puuatioong, TPy, Kotd T didpketo kot petd tn Bepaneio ue Hukyndra. Eneidn n anofoin tov
adalimumab pmopei va drapkécel péypt Ko téocepic unveg, 1 Topakorovdnon Oa mpémet va cuveyioTel 6T
OLIPKELD OVTNG TNG TEPLOSOV.

H Ogpameio pe to Hukyndra o Oa pémnet va Egkivioet o acbeveic e evepyég Aotuméelg
CUUTEPIAAUPAVOLEVOV TOV XPOVI®OV 1 TOTIKOV AOUOEE®V, PEXPIS OTOV Ol LodEELS TeBovy VO EAeyyo. Xe
acOeveic mov &povv ektebel g pupatinon kot acdeveig mov Ta&ideyav 6 TEPLOYES LYNAOL KIVOHVOL Yia
QLUOTIOON 1 EVONUKEG LUKNTIAGEIC OTTMG 1IGTOTAACUMOGT], KOKKIO10€W00HVKNTioon 1 PAacTopvkntioon Oo
npéNEL Vo Aapavetal vedyn o Kivduvog Kot ta 0@EAN g Oepameiog e Hukyndra mpwv and v évapén g
aywyng (BAEne «Aowméc evkaupiaxés Aoy eion).

Ot acBeveic mov avanticcovv pa véa Aoipwén eved vrofariovot og Oepaneio pe Hukyndra 0o mpénet va
TapaKolovBodvtal TpooekTikd Kat va vofdAlovTal og TANPN dayvooTiky a&loidynon. H yopriynon tov
Hukyndra 0o mtpénet va draxomel £6v o ac0evig eppavicetl o véa, coPapn Aoipmén 1 oqyn kot Oa Tpénet
va yivetat Evopén e KaTdAANANG, avIYIKPOBIOKNG 1] OVTILVKNTIGIKNAG AY®YNG LEXPLS OTOL 1) Aoipmén
tebel Vo Edeyyo. Ot ywutpol Ba Tpémet va ivan Tpooektikoi otav eEgtdlovv T ypnon tov adalimumab ce
acOeveic pe éva 16ToptKd VTOTPOTLALOVGAC AOTUMENC | LE TTPOVTAPYOVGEC KATOGTAGELS TOV EVOEYETAL VAL
TpodlabETovy 10V aebevels yio AotudEELS, GuumEPIAaUPBAVOUEVIS TNG XPTOTG GLYXOPTYOVLEVOV
0VOGOKOTOGTOATIKOV QUPUOKEVTIKOV TPOTOVTI®V.

2ofopés Lowuamleig
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YoBapég Aoméelg, copmeptlapuPavoprévng T onyng AOy® BakTnplakmy, LukofakTnplok®dy, dtndnTikov,
LUKNTWGIKOV, TOPACGLTIKMV, L0YEVAV 1 GAAOV EVKOIPLOKOV AOUOEE®V, OTmG 1 MoTtepimon, 1| AeylovéAlmaon
KOl 1] TVELOVOKDOTN £X0VV ovapepbel og acbeveic mov AopPdvovy adalimumab.

Aleg ooPapég AowumEels mov mapatnpndnkay oe KAviKEG dokiuég mepthapupdvouv mvevpovia,
mvgloveppitda, onmtiky aphpitida Kot onyoio. Exovv avaepepBei oyetilopeves e AOWMEELS TEPUTTOGCELS
vooneiag 1 mepliotoTikd pe Bavatneopa EkPaoc.

Douotivon

Ddupatioon, teptiapfovouéving emovevepyonoinong Kol TpOTOERPAVICOIEVNS upaTiooNS, £xetl avapepOet
o acfeveig mov Aappavovy adalimumab. Ot avagopéc TeptAapBavony TeEPIGTATIKG TVEVUOVIKNG KO
eEOMVELHOVIKNG (T.). KEXPOEWOVS) PLUATIOGNC.

Ipw amd v évapén g Bepomeiag pe Hukyndra, 6dot o1 acBeveic Oa mpémet va a&lodoynfovv 1660 yia
evepyd 660 kot avevepyod («havBdvovsor) pupatioon. H a&loddynon avt Oo tpémetl va meptiapfdver
AemTOUEPY], WTPIKY EKTILNOT] TOV 16TOPKOD PupATIOONS TV acBevav 1| mhavr| Tponyoduevn £kBeon og
GTOpO LE EVEPYO PLUATIOGT KO TPONYOVUEVT KOUT TPEYOVGO 0VOCOKATACTUATIKY Oepameia. Ot KatdAAnlot
éleyyot (m.y. dEPUOTIKT SOKIOGTo QUUOTIVIG Kot akTvoypapia Odpakog) Bo tpémet va devepynbovv e
O6A0oVG TOVG acBevelg (01 TomikEG 001 Yieg pmopel va epapprocsBolhv). ZuvieTdtal vo KaTaypapetat 1 dtegaywyn
KO TOL OTOTEAEGULATO QVTOV TV eEgTdoemv oty Kdpta YrevOopuong AcBevoug. Ocot cuvtayoypagovv Ba
TPENEL VO, AAUPAVOVY DTTOYLY TOVE TOV KivOUVO WELIMG OPVITIKOD OTOTEAEGUATOS TNG OEPUOTIKNG
SOKILAGIOG PLUUATIVIG, E10IKA GTOVG GOPapd VOGOUVTEG 1] GTOVG OlVOCOKATACTOAUEVOLG acOeVELG.

Y mepintoon didyvmong evepyod euuatioong o Oa mpénet va apyicet 1 Oepomeio pe Hukyndra (BAéme
mapbypago 4.3).

e OAEG TIC AAAEC TEPIMTAGELG O1 OTOIEC TEPLYPAPOVTOL TOUPUKAT®, B0, Tpémel vo, eeTAlETOL TPOGEKTIKA O
AOY0g opELoLC/acpdAelag TG Bepameiog.

Edv vrdpyet vmoyia yio AavBdvovca pupatioor, 8o tpémet vo {ntbei cupfovin and yatpd pe epmeipio
o711 PLHOTIOON.

Edv S1oyvecBel AavBavovoa pupatioon, tpénetl va Eekivioel KatdAANAN Oepameia [Le aVTIQUIOTIKY
TPOPLAAKTIKT ay®yn wpwv amd tnv Evapén tov Hukyndra kat coppmvo pe Tig Tomkég odnyisg.

H ypnon g avtipupatikng tpopuiaxtikig Bepaneiog Oo mpémel, emiong, va eEgtactel mpv v Evapén Tov
Hukyndra g acOeveic pe moAamhodg 1 oNUAVTIKOOS TOPAyoVTES KIVOHVOD Y10 QUUATI®OT), aKOUN Kot EGvV
€YOLV OPVNTIKY SOKLUAGIN Y10 PLUATIOON Kot 6 000gVElg e TOAO 16TOPIKO AavBdvovcag 1 Evepyon
euuatioong, otovg omoiovg dev pmopet va emPePoarwbei n emapkng Oepamneia.

[Mopd v TpouAaKTIKY Oepameio Y10, PLULOTIOON, TEPITTMGELS EXOVEVEPYOTOINGTG PUUATIOOTG EYOVV
avaeepei og acbeveic mov Aaufavav Bepameio pe adalimumab. Mepikoi aobeveic ot omoiot £xovv
Oepamnevtel pe emTuyia Yo evepyd PLUOTIOON £XOVV AVATTOEEL 0V PLUOTIOOT KOTA TN SIIPKELR TNG
Bepameiag Tovg pe adalimumab.

O1 aoBeveic Ba mpémel va AdPovv 0dnyieg va KoTaplyouv 6€ 10TPIKT GUUPOVAT| EAV TPOKOYOLV
onueio/copnTOUOTO TOV UTopel vo LTOdNA®VOLY AOTU®EN amd pupatioon (.. enipovog Pyas, PLoIKN
advVaio/am®AEL BAPOVG, YOUNAOS TVPETOS, VOBPITNTA) KoTd TN dtdpkela 1| Letd T Oepomeio pe to
Hukyndra.

AMeg evkaupraréc Loy lels

Evkaiprokéc Aouméels, ovumeptiapufovouéveoy stndntikdv, HoKNTIoK®Y AOU®EEDY Exovv Tapatnpn el
oe acBeveig mov Aappavovy adalimumab. Avtéc o1 Lopméeig dev avayvopiloviol GLOTHATIKA o€ acbeveig
wov AopPavovv TNF-avtoyovietéc kot ovtd el cuvTeAéoel 6 KaBVOTEPNGELS 0TI KUTAAANAN Oepamneia, pe
AmOTELEC O KATO1EC POPES VO Ex0oLV Bovatneopa EkPac).
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INa aoBeveic mov avanTdGGOLV GNLELN KOl CUUTTONOTO OTWS TLPETO, Kakovyia, amdAgl Bapovg,
EPOPDOOELS, PNxa, OVGTVOLL KOUT TVELHOVIKA dnOMpaTa 1) GALeS coPapés cLGTNUATIKES acOEveleg pe 1)
YOPig ToTOYpOoVN KortamAn&ia, Oo Tpémel va vdpyel vToyia o STk poknTIcIKN Aoipnmén Kot n
yoprynomn tov Hukyndra 6o mpémet va draxomteton dueca. H didyvoon kot 1 xopnynon Umepikig,
AVTIHVKNTIOCIKNG Bepaneiag 6tovg acBeveic avtovg Ba mpénet va yiveTal oe Guvevvonon e 1Tpd €01KO
oV Tepifaiyr acbevav pe dONTIKEG, LUKNTIOGIKEG AOIUMEELG.

Enavevepyonoinon Hrotitidoc B

Emavevepyomoinom g nratitidag B éxet mpoxdyel og acbeveic mov Aappdvouv TNF-avtaymviot
ovumeptiapfavopévov tov adalimumab, ot omoiot givat ypoviot popeic Tov 10V (1., OVIIYOVO ETLPOVEING
BeTc6). Mepucég mepurtmoels elyov Bavamedpa éxPaon. Ot acBevelg Ba mpémet va eAéyyovtar yio Aoipmén
a6 16 nrotitdoag B mpwv v évapén g Bepanciag pe Hukyndra. T'o tovg acbeveic mov givon Betikoi otov
éleyyo yia Aoipwén and nratitida B, cuvictdrol va cupfovigvoviol Eva yatpo pe epmelpio otn Oepaneio
g nratitdog B.

O1 popeig Tov 100 ¢ nratitidog B ot onoiot amattovv Bepaneio pe Hukyndra 8o, mpémet va
TopaKolovBodvtal 6TEVA Yo oMpEiN KOl COUTTOUOTO EVEPYOL AOIH®ENG oo 10 nratitdag B kotd
dupketa g Bepameiog Kot yio apkeTong Pves HETd T ANEN g Bepamneiag. Agv vdpyovv dabéoa
emopkn dedouéva amod tn Bepaneio acbevdv ot omoiot eivar opeig Tov 100 g Nratitidag B kot Aapupdavoovv
avtwkn Oepaneia og cuvovaoud pe TNF-avtayovioty, ®ote vo eumodicouy TV EMOVEVEPYOTOINGT] TOV 100
¢ nratitdog B. Xe aoBeveic mov gppavifovv enavevepyomoinon tov 100 g nratitdag B, O npénet va
draxomnei o Hukyndra kot va yivetl évapén pe amotelecpotikn avtuiky Oepomeio pe KatdAANAN
VITOGTNPIKTIKY Oepameia.

Nevporoyikd TEPIGTUTIKA

Ot TNF-avtaywviotég, cvunepirapfavopévov tov adalimumab, éxovv cvoyeticbel o€ omavieg TEPITTMOOELS
Le TV epedvion N v MOV KAVIKOV GOUTTOUATOV KOUT) OKTIVOAOYIKOV EVPTUATOV
OTTOUVEAVOTIKNG VOGO TOL KEVTPIKOD VEVPIKOD GUGTHIOATOS GUUTEPIACUPAVOUEVNG TNG OKANPLVGTC KOTA
TAGKOG KoL TNG OTTIKNG VELPITIONG, KOl TEPLPEPIKNG, ATOUVEMVMTIKNG VOGOV GUUTEPIAAUPAVOUEVOL TOV
ovvdpdpov Guillain-Barré. Amatteiton mpocoyn amd 660VG GLVTOYOYPAPOVY OTAV TPOKELTOL VOL XOPTYTIGOLV
to Hukyndra oe acbeveic pe mpoimdpyovca 1 Ue TpOGOATN EKSHAMOT OTOUVEAVOTIKOV SLOTAPAYDY TOV
KEVTPIKOD 1| TEPLPEPIKOV VELPIKOD GLGTHIUTOC. 1€ TEPITTMON TOV OVOTTLYOEL OTOLONTOTE AUTTO OVTEG TIC
datapoyég Tpémet va eEgtdletat To evdgyopevo drakonng tov Hukyndra. Yrdpyet puo yvooti cvoyétion
UeTa&y G eVOLAUESNG POYOEDITIONG KOl TV ATOUVEAVATIKMV SL0TOPAYDY TOV KEVIPLKOD VEVPIKOD
OLOTNUOTOC. X acbeveic pe Un AomOT, EVOLAUEST POyOESITION TPETEL VOl YIVETOL VEDPOAOYIKT EKTIUNGN
npv amd TV évapén g Bepomeiog e Hukyndra kot toxtikd katd ) didpkeia g Oepomeiog yio v
a£10AGYNON TPO-VTOPYOVSMY 1 VIO AVATTLEN ATOUVEAMVAOTIKAOV SLULTUPUYDY TOV KEVIPIKOD VELPLKOV
GUGTHHOTOC,

AMepyikéc avTdploelc

Kotd m didpkela Tov KAVIKOV SoKIUDV 01 coPapéc aALEPYIKES aVTIOPAGELS TTOL GYETILOVTAL IE TO
adalimumab ftav ondviec. Mn coPapéc ariepyikég aviidpaoelg oyetilOpeveg pe to adalimumab ftav oyt
OULYVEG KATA T SLAPKELN TOV KAMVIKOV dOKIUDV. AVOQOpEG GOPUPDY AALEPYIKADV OVTIOPAGE®DY
ovumepaufovopuévng kot g avaeviagiog Exovy mpokdyel petd t yoprynon adalimumab. Edv npoxdyet
AVOPLAAKTIKY avTidpooT 1 GAAN coPapt], aAlepyikn avtidpaom, 1 yopnynon tov Hukyndra mpénet va
SloKoTEl apEc®S Kol VoL EEKIVIGEL 1] KATAAANAT Oepameia.

Avoc0oKOTOGTOAN

e wo ueén 64 acbevav pe pevuatogldn apbpitida otovg omoiovg yopnynOnke to adalimumab, dev
mapotnpHinKe KoTaoTOAN TG VIEPELOICONGiag EXPPASVLVOUEVOD TOTOV, UEIMON TMV EMTESWDV
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avocGooPalpivng 1 aAlayr 6Tov apBpod tov evepyomomtikav T-, B-, NK kvttdpav, tov
LLOVOKVTTAPOV/LAKPOPAY®V KOl TOV OVOETEPOPIA®V.

Kaxondeieg ko Aep@oineprAacTIKES O10TapaYEC

Y116 gleyyopeves opddeg kKAvikodv dokipnav pe TNF-aviayoviotéc, neplocdtepes Tepntdoelg KokonOelog
CUUTEPTAOUPOVOLEVOD KOl TOL AEUQDUOTOG £yovy Tapotnpn el peta&d acbevav mov Aapfdavovy TNF-
OVTOYOVIOTEG GLYKPLTIKG LE TOVG paptupes. [Tapdia avtd, n cuyvoTTa EUPAVIONS TaV oTtdvio. Metd v
KukAopopia, £xovv avapepBel tepumtdoelg Aevyopiog oe acbeveig mov Elafav Bepaneio pe TNF-
avToyOVvIoTh. Yapyel avEnuévog kivouvog avamtuéng Aepe®dpatos Kot Asvyopiog oe achevelg pe
PEVUATOELDN apBpitida TACYKOVTES 0md YPOVIK, VYNANG EVEPYOTNTAG, PAEYUOVMOON VOGO, TO OTOI0 TEPITAEKEL
v 0EoAdynoT Tov Kivdbvov. Me v mapovca yvador, dev umopel va amokAelotel mBavog kivouvog
avamTuENG Aeppdpatog, Aevyaipiog kot GAA@V KakonBeldv og acBeveic mov toug yopnyeiton Bepaneia pe
TNF-avtayoviot).

Metd v xukhoeopia, kakon0etec, peptkéc Bavatneopec, Exovv avapepbel oe Toudid, eprfovg Kot veapovg
eviAkeg (MAkiog éwg 22 etdv) mov éaafav Oepameia pe TNF-avtayoviotéc (évapén Bepanciog og niwio <
18 e1dyv), cvpmepthapBavopévou tov adalimumab. To Ao nepimov TV tepTTO®oE®V NTaV Aeppdpoto. Ot
GAAEC TEPIMTAOGELS OVTITPOCMTELOY L TOIKIATY S10POPETIKOV KakonBeudv Kot cupmepleAdufovay omivieg
Kakon0eteg cuVNO®G GLVOEOEVES [LEe AVOGOKOTAGTOAY. Agv umopel va amokAelotel o kivouvog yia avamtuén
kakondelmv o€ modid ko pripovg mov EaPav Bepomeio pe TNF-avtoyovieTtéc.

Metd v xukhogopio £yovv TavTomoindel GTAVIEG TEPUTTOCELS NTATOCTANVIKOD AEUO®UOTOG €K T-
KLTTapoVv o€ aobeveic oTovg omoiovg yopnynnke adalimumab. Avtdg o ondviog THmog Aeppodpatog ex T-
KUTTAP®V £xel TOAD emBeTIKN Topeio Kot eivar cuviBmg Bavatneopog. Kamoleg amd avtég TIC TEPITTOCELG
NTATOCTANVIKOV AEUPOUATOG €K T-KOTTAP®@V £XOVV TPOKVYEL GE VEAPOVS EVIALKEG aloBeVeic 6TOVG 0mOioVG
yopnyeitar adalimumab tavtdypova pe alabeionpivn 1 6-pepromTonovpivy Yo GAEYUOVOST VOGTIUATA TOV
evtépov. O duvntikdg kivovvog pe tov cuvdvacpd alabelonpivng 1 6-pepkantomovpivn ko Hukyndra 6a
pENEL vaL EETAOTEL TPOOEKTIKA. Agv pmopel va amoKAEIGTEL 0 KIVOUVOG avATTLENG NTOTOGTANVIKOD
Aepoopartog ek T-kuttdpwv og acbeveig 6Tovg omoiovg yopnyndnke Hukyndra (BAéne mapdypogo 4.8).

Agv &yovv paypatonomBel pedéteg mov meprérafav acbeveic pe 1otopikd kakondelag N pe aobeveic otovg
omnoiovg n Oepamneio pe adalimumab cvveyiCetar Topd v avérntuén kakonbsloc. o avtd, amatteiton
Waitepn mpocoyn kotd t yopriynon Hukyndra e avtoic tovg acbeveic (PAéne mapdypogo 4.8).

OAot o1 acBeveic ko Wiaitepa o1 acHeVELS e 10TPKO 1GTOPIKO EKTETAUEVIC, AVOGOKATACTAATIKNG Oepoameiog
1N ot aoBeveic pe yopioon kot pe wotopkod Oepaneiog e PUVA (Yoparévio kot vteptdong axtivoPoiio A)
0o pémel va e€etalovtat yio TV VTopEN U LEAOVOUOTIKOD KapKIVOD TOV 0EPUATOS TPLY KOl KOTH T
ddpketa g Bepanciag pe Hukyndra. Meddvopa kot kapkivopa ek kvttdpov Merkel (Merkel cell
carcinoma) &yovv emiong avagepdei og aobeveic mov Elafav Oepancia pe TNF-oviaywmviotég
ovumeptapfoavopévov tov adalimumab (BAére mapdypogo 4.8).

e pio epguvntikn KAk Sokiun, 1 omoia a&toAoyel tn ypnon evog dAkov TNF-avtayovior, tov
infliximab, oe acOeveic pe pétpro émg coPapn xpovia amoPPaKTIKN TVELHOVIKT VOG0 (XATT), £xovv
avapepbel TepLocoTEPEG KakoNOEIES, KUPIME GTOV TVELLLOVA T} GTNV KEPUAT KOL GTOV TPAYNAO, GTOLG
acBeveic mov AapBavay infliximab cvykpitikd pe tovg péptopes. Ohot ot acbeveig eiyav 16TopKd GLYVODH
kanmviopatog. Eropévac, Bo mpénetl va o0&l 1dwaitepn tpocoyn, 6tav ypnoiponoteiton onotocdnmote TNF-
avtayoviomc o€ XAIl acBeveic, Omwg emiong kat o€ acbeveic pe avénuévo kivévvo yia kaxoneia e€attiog
TOL GLYVOU KOTVIGUOTOC.

Me Bdon ta tpéyovta dedouéva dev eival yvwoto dv n Oepaneio pe adalimumab exnpedlet tov kivouvo yia
avantuén dvomAaciog 1 Kapkivov Tov Tayéog eviépov. Olot ot acbeveic pe EAkdon KoAiTIdN TOV SlaTpEYoVV
avénpévo kivouvo Yo duoTAacia 1) Kapkivo ToL Tay£og EVTIEPOL (Yo TapAdEypa, acheveic pe pokpoypovia,
EAKMOT KOAITION 1| TPMTOTAOT, GKANPLVTIKY YOAOYYEUTION) ) Ol OTTOI0L ElYAV TPOTYOVLEVO 1GTOPIKO
dvomhaciog N Kopkivouoe Tov moyéog eviépov Ba mpénet vo eetalovtat Yo SVCTANGIN OVE TOKTA XPOVIKA
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dwotnuato Ttpv T Bepameio kot kad' OAn v mopeia tng vocov tovc. H agloloynon avtn Ba mpénet va
TePLAUPAVEL KOAOVOOKOTN O Kol froyieg GOUPOVE LE TIG TOTIKES 00T YiEC.

Awotoloyikéc avidpdceLS

"Exovv avapepbel omdviec mepimttdoelg movKLTTOPOTEVING, COUTEPIAAUPOVOLEVIC KOL TG ATAOCTIKNG
avaiog katd tn yopnynon aviayoviot®v tov TNF. Avemfdunta coppdvia Tov aiplomointikod
GULGTILLOTOC, CUUTEPILOUPOVOLEVTIC TNG LOTPIKA CTILOVTIKNG KLTTOPOTEVING (7). Opopporevia, Aevkomevia)
&yovv avoeepbei pe to adalimumab. Olot o1 acBeveig Oa mpémet va evnuepdvovtal dote va avolntioovy
GpLeoN 1TPIKT VTOCTNPIEN €AV ELPAVIGOLV GTUELN KOl GCUUTTMOUOTA VITOTTA Yot SVCKPAGIO TOL AipaTog (TT.y.
EMUEVOV TVPETOC, LOADTES, apoppayia, oypdtnTa) evéd Toug &xetl yopnyndel Hukyndra. Ataxonn g
Bepanciag pe Hukyndra Oa mpénet vo eEetaletan og aobeveis pe emPePoimpévo oNUOVTIKEG, OLLOTOAOYIKES
avOUoALES.

Epfoloouoi

[Mopopotec avTomokpiceLS AVTICOUATOV MG TPOS TO TPOTLTO, 23-60gVEG, TVELLOVIOKOKKIKO EUPBOAL0 KOl TOL
TPOVVOUOV EUPOAOCUOD KATE TOV 100 TG Ypinng, mapotnphonikay oe pio pelét oe 226 evilikec aobeveig
ue pevpatogldn aphpitida otovg omoiovg yopnynhOnke adalimumab 1 sicovikd appako. Agv viapyovv
dwbéoipa oTotyEla Yo T SELTEPOYEV LETASOOT] TNG AOTH®MENG 0md gpPoiia amd (DOVTEG LKPOOPYAVIGLODG
oge acBeveig mov Aappavovy adalimumab.

YuvioTdtatl, €’ 060V etval EPIKTO, 01 TodATPIKOL AcOeVEIG VoL £Y0VV TPAYLOTOTOUGEL TOVG ATALPAITITOVG
EUPOAMAGHOVG COUPOVA UE TIG 10YVOVOES, KATELOVVINPLEC 0ONYIES Y10 TNV AVOGOTOINGT TPV OO TNV
évapén g Bepansiog ue Hukyndra.

O1 aoBeveic mov Aappdvovv Hukyndra givar duvotd va kévovv tontdypova epporacuoie, eKTog Tmv
euporiov amod (dvteg kpoopyavicopovc. H yopriynon euforiov and {dvTeg IKPOOPyavIGHOVS (TT.Y.
euporio BCG) yua ta Bpéen mov ektifevtat og adalimumab oty urzpo dev cuvictdton yio 5 piveg petd mv
televtaio éveon pe adalimumab ot untépa katd T dtdpkeo TG EYKLUOGHVNC.

YUUEOPNTIKNA KOPILUKA AVETAPKELY

Y pio kKhvikn dokyn pe évav dAAio avtayovioti tov TNF, tapatnpnidnke emdeivaoon e cupeopnTikng,
KOPOLOKNG OVETAPKELNG Kot avénon ¢ BvnodtnTog A0y GLUEOPNTIKAG, Kapdlakng avendpkelag. Exovv
napatnpnOel TEPUTTOGELS EMOEIVOONG GUUPOPNTIKNG, KAPIIOKNG OVETAPKELNS o€ acbeveic Tov ElaPav
adalimumab. To Hukyndra Ba mpénet va ypnoiponoteiton pe tpocoyr| og acheveis e Nmia, Kapdiokn
avenapketo (NYHA katnyopiag I/11). To Hukyndra avievdeikvoton otn pétpio éog cofapny, kopdiokn
avemdpketo (PAéne mapdypago 4.3). H Ospaneio pe Hukyndra 0o npénet va dtokontetar og acbeveig mov
AVATOCOOVY VEQ CUUTTAOUATO 1] ELPOVICOVV EMOEIVOGT] CLURTOUATMOV GUUPOPTTIKNG, KOAPIIOKNG
OVETAPKELOG.

Avtobdvooec dlepyociec

H Oepamncio ue Hukyndra evdéyetot vo éxel o amotédecua Tov oynUaTIcpd avtodvocsmv aviicoudtov. H
enidpacn g pokpoypoviag Bepaneiog pe adalimumab otnv avantvén avtodvocmy voonudtoy givol
dyvootn. Edv évag aoBevig avortdooel cupntdpato HTOnTo Yo GOVOPOLO TPOGOUOIALOV te AVKO LETA TN
yopriynon pe to Hukyndra kot éxetl Oetikd avticduata kotd dumAng édikog DNA, d¢ Oa mpémet va yopryeitat
nepartépm Oepomeio pe Hukyndra (BAéne mapaypago 4.8).

Tavtdypovn yopnynon Proroyikédv DMARDS 1 TNF-avtoyovictdv

YoPapéc Loyméelg mapotnpndniay o€ KAviKEg SOKIIEG Le TavTOYpovn yopiynomn anakinra kou dAiov TNF-
aVTOY®OVIOTN, TOV etanercept, yopic kavéva emimpdodeto KAMviKO 0QELOG G GVYKPION LE TO etanercept wg
povoBepameia. E€artiag e ¢iong tov avertBountov cuufavioy mov topatnpionkoy ue to cuvovacuo
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etanercept kou anakinra, ivon mhovo va tpoxdhyovy 6potes, Toikég emdpacelg pe to cuvdvaoud anakinra
Kot GAhov TNF-avtayoviet. Qg ek todTov, 0 cLVdLacHOS Tov adalimumab pe anakinra de cuvictdtot
(BAéme mapdypago 4.5).

Tavtoypovn yoprynomn tov adalimumab pe dAlo Proloyikd TPOTOTOMTIKA TNG VOGOV, AVTIPEVUATIKA
eappoko (DMARDS) (m.y. anakinra ko abatacept) 1 GAhovg TNF-avtayovictég dev cuvieTtdtol, Aoy®
TOOVOD AVENUEVOD KIVODVOD Y10 AOUDEELS, CUUTEPIAOUPAVOUEV®Y GOPOpOY AOWMEEDY Kot YioL GAAES
mOavec eopprakoroyikég arAnAemidpdoelg (BAEne mapdypagpo 4.5).

Xepovpyikéc eneuPioelc

Ymbpyetl mepropiopévn epmelpio yio v aoOAAELD GTIG XEPOVPYIKES emepPacels acBevmv mov Aapfdvovuy
adalimumab. O peydrog xpovog nuiceiog Long tov adalimumab Ba npénet vo Aapfdavetor vedyn dtav
mpoypappatiletar po xepovpyikn enéppaot. O acbevic o onoiog mpénet vo vioPAnOel oe enépuPaon evad
etvon vo Bepaneio pe Hukyndra 6o mpénel va mapakolovbeitar otevd yio Aotpuméeig kot vo Aappdvovtal ta
avéioya pétpo. Ymhpyel mepropiopévn epmelpio yio tnv ac@dieia oe acbeveig mov vroPdAiloviol oe
apBpomiactiky enéuPacn evd AauPdvovv adalimumab.

Andopoén tov Aemtov eviEpov

H pn avtandkpion ot Bepaneio yio ) voco tov Crohn givotl mBavo va vmodnAdver T Topovcio voTiKoy
OTEVONOTOG TO omoto gival mBovo va amaitel yeipovpykn avtipetdmon. Tao dtwbéoipa dedopéva
vrodetkvoovv Oti o adalimumab dev emdevdvetl 00te TpoKolel oTEVOUATAL.

Huxiopévot

H ovyvomto cofopmdv Loipuméewnv peta&d acbevav mov AapBavovy adalimumab niwiog dvo tov 65 etdv
(3,7%) Nty vynAoTepn 0o gkeiv Yo acBeveic nhikiog kdto tov 65 etdv (1,5%). Mepikoi ek TV omoimv
elyav Bavatneopo ékPac. [diaitepn Tpocoyr| GyeTIKd pe TOV Kivouvo AOUMEEDY EPIGTATOL KOTA TN
Bepameio NAKIOPEVOV.

Houdwotpude TAnbuvoude

BA\éne «Epporioy mopamive.

"Exdoya

AvTo 10 PappROKELTIKO TPOIOY TTEPLEXEL AMydTEPO 0td 1 mmol vazpiov (23 mg) avé 0,8 ml, givan avtd mov
ovopdlovpe «erevBepo vatpiovy.

Hukyndra 80 mg evéoiuo dicloua oe mpoyeuiouévy abpiyya
AT TO PuppaKeVTIKO TPoidy TepiEyel 0.8 mg moAvcopPikod 80 oe kdbe Tpoyeuouévn cOpyya Tov
oodvvapel pe 1 mg/ml. To molvcopPikd purnopel va TpoKaAEGOVY GAAEPYIKEG AVTIOPACELG.

Hukyndra 80 mg evéoiuo dicioua oe mpoyeuiouévy oookevs Tomov Tévag
Av16 10 Papuakevtkd Tpoidv tepiéyel 0.8 mg morvcopPikov 80 ce kdbe mpoye o UEVT GLGKELT TOTTOV
névag mov 1oodvvapel pe 1 mg/ml. Ta molvcopPikd propel vo TpoKaAEGOVY AALEPYIKEG OVTIOPACELS.

45  Allemopdosic pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAEG popPES allniemiopacg
To adalimumab éye1 pehetnbei oe acbeveic pe peopoToedn apbpitido, molvapbpikn, veavikn, 1610madn
apBpitida kot yopracikn apbpitida wov Aapfdavovy adalimumab cav povobepancio kat o€ aobeveic mov

Tavtdypova AapPavovy kot pebotpegdtn. O oynuationds ovIICOUATOV HTAV YOUNAOTEPOG OTAV TO
adalimumab 360nke oe cuvdvaoud ue pebotpeldtn oe chykpion pe T xpHon Tov g povobepamneio. H
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yopriynon tov adalimumab ywpic pebotpe&dtn 0dnynoe oe aLENUEVO GYNUOATIGHO avTICOUATOVY, 0OENGT TG
KaBapong Tov adalimumab kot peiwpévn anotelespatikotnta tov adalimumab (BAéne mapdypapo 5.1).

O ovvdvacpog tov adalimumab pe anakinra 6g cuvietdtot (BAéne mapdypago 4.4 «Tavtdypovn yopnynon
Broroyikawv DMARDS 1 TNF-avtayovietdv)y.

O ovvdvaopog tov adalimumab pe abatacept de cuviotdtol (PAéne Topdypago 4.4 «Toavtdypovn xoprynon
Broroywav DMARDS 1 TNF-avtayoviotdvy).

4.6 TovipotnTo, KVNON KOl Yolov)id

Iuvaikeg o€ avomopoy®yikn nAKio

Y yovaikeg mov Ppickovtal o€ avamapoy@ytkn nAtkio Tpénel va eEetdletal n (pNnon KOTAAANANG
OVTIGUAANYTG Y10 TNV GTOPLYN EYKVLOCHVIG TNV 07010 Kot Vo, GuVEYILOVV Y10 TODAAYIGTOV TEVTE PVEG UETE
v televtaio Oepomeio pe Hukyndra.

Kvnon

"Evog peydhog apBuodc (nepimov 2.100) mpoontikd culreypévmv koncemy mov ektébnkay og adalimumab
EYOVTOG MG AMOTEAEGLLOL TNV YEVVNOT (DVTOV VEOYVOV LE YVOOTEG EKPACELC, TEPIAAUPAVOVTAG TEPIGCOTEPES
and 1.500 kvnoeig pe éxbBeomn oto adalimumab otn didpkelo TOL TPOTOL TPIUNVOV, SEV VIOSEIKVVEL [IaL
avénomn ot cuyvoTNTa SuoTANGINS GTO VEOYVO.

Y& plo TpoonTIKn KoToypapn eyypaonkay 257 yovaikeg pe peopotoedn apbpitido (PA) 1 véoo tov Crohn
(CD) ot onoiec éhapav Oepameio pe adalimumab tovddyiotov KoTd T SLAPKELD TOV TPMTOL TPIUIVOL Kot
120 yovaikec pe PA 1 CD ot omoigg 6gv Ehafav Oepancio pe adalimumab. To npotedov, kKoToinktikd onueio
NTAV 0 EXTOAAGIAC TNG YEVVIONG LLE OTUOVTIKEG, cLYYeveic dtopaptiec. To T0006TO TV KUNGEWMY 01 0TTO1EC
énEav pe o Tovddyietov yévvnon (oviavol, veoyévvntov Bpéepoug pe o peilova cuyyevh dtopaptio
nrav 6/69 (8,7%) otic yuvaikeg pe PA mov éhapav Bepomeio pe adalimumab kot 5/74 (6,8%) otig yovaikeg
ue PA nov dev éhafov Oepameia (un nposapuosuévo OR 1,31, 95% CI 0,38-4,52) ko 16/152 (10,5%) otig
yovaikeg pe CD mov éhafav Oepamneio pe adalimumab ko 3/32 (9,4%) otig yuvaikeg pe CD mov dev Elafav
Bepancia (un mpocapuocpévo OR 1,14, 95% CI 0,31-4,16). To mpocapuocpévo OR (haufdvetar vedoyn yio
TG dlapopéc amd v apykn Twn) Rrav 1,10 (95% CI 0,45-2,73) kotd tov cuvdvoaoud PA kot CD. Agy
VENPYOV SLoKPLTEG S10popég HeETaED TV Yovaukodv mov Edafav Ogpomeia pe adalimumab kot yovaikdv mov
dev éhaPav Bepameio mg TPOG To SELTEPEVOVTA KATOANKTIKA OMpein, 0VTOUATOV AmOBOADV, EALGGOVOY,
CULYYEVAV SLULUOPTIOV, TPOMPOL TOKETOV, LeYEBOVE VEOYVOD KOl GOPapdV 1) EVKUIPLOKOV AOUMEEDV Kot dEV
avapépOnkav tokeTol vekpov eufpdov N kakondeiec. H epunveio tov dedopuévav evogyeTal va ETNPEACTNKE
AOY® TV HEBOSOAOYIKMOV TEPLOPICUDV TNG HEAETNG, TEPIAAUPAVOLEVOV TOV LIKPOL PEYEBOLG delyLaTog Kot
TOV U1 TUYOLOTOHEVOD GYESLAGHLOV.

e o, peAét to&ikotnTog otV avdmtuén mov deénydn oe monove, dev vIMpEav eVOEIEEIC UNTPIKNG
TOEIKOTNTAG, EUPPLOTOEIKOTNTOG 1} TEPUTOYEVESTG. Agv glvar Stobéotpla TPoKAVIKG dedopéva Yia, T
veoyvikn to&ikdmro tov adalimumab (BAére mapdypogo 5.3).

Abyo ¢ avaotoing tov TNFa, to adalimumab yopnyoduevo katd ) didpkeia g kdnong evoéyetat va
EMNPEAGEL TIG PLOIOAOYIKEG (IVOGEG AVTOTOKPIGELG TOV veoyévvntov. To adalimumab wpémel va
YPNOWLOTOLEITOL KT, TN JLAPKELN TG KVT|IONE HOVO EPOGOV Gap®G YpetdleTar.

To adalimumab pmopei va dtomepdoet Tov TAaKOVVTO Kol VoL E16EADEL GTOV 0pO TV VEOYVAOV TOV YEVVHOnKav
amd yovaikeg mov Elafav adalimumab katd t didpkeia g eykvpoovvne. Katd cvvéneta, avtd ta Bpéen
umopel va dtopéxovv awénuévo kivéuvo yia Aoipmén. H yopiynon euporiov amd (dvteg kpoopyavicong
(m.x. eupoio BCG) yia ta Bpéen mov extifevton oe adalimumab oty wrjtpa dev cuvietdton yio 5 pfveg petd
v televtaia £veon pe adalimumab ot untépa kotd tn Sidpketa TG EYKLULOGHVNC.
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OnAaouog

[Mepropiopéveg mAnpoopiec amd v dnpoctevpévn PipAtoypapio vrodeikvoovy dtt o adalimumab
ATEKKPIVETOL GTO UNTPIKO YOAO GE TTOAD YOUUNAEG GLYKEVTPAOGELS Le TNV Tapovsia Tov adalimumab cto
avOpdmvo yora va givon o€ cuykevipaoels 0,1% g 1% og oxéon e T GLYKEVIP®GT GTOV 0pd TOV
aipotog g untépac. Otav yopnyodvial 0md ToV GTOUNTOG, Ol TPMTEIVEG TV 0VOGocPaIpvdv G veicTovTol

EVTEPIKT] TPMTEOAVOT] Kot £ouv Ty Prodiobeoiudtna. Agv avouévoviol endpacels oto Onralovia
veoyvd/Bpéoen. Lvvenag, to Hukyndra umopei va. ypnoporombei katd ) didpkeia 1ov OnAacpov.

Fovuoma
ITpoxAvika dedopéva o Tig emdpacelg tov adalimumab ot yovipdtnta dev givar dtabéoa.
47 Emdpacelg 6Ty tKavOTITO 001]YN61S KAl XEIPLGHOD Ui OVI|LATOV

To Hukyndra pmopet va éxet pikpn enidpocn oty ikavoTnto 081 ynong Kot xeptopod unyavnudtov. Taryyog
Ko dtatapayn g Opoong umopei va cuoufodv petd t yoprynon tov Hukyndra (BAéne mapdypapo 4.8).

4.8 AvemOOunteg evépyereg

ITepiinymn Tov TPOoEIA acEAAELNC

To adalimumab peietOnke og 9.506 acOeveic KoTd T S1GPKEIN TAOTIKMOV ELEYYOUEVOV KOl AVOIKTOV
doKumV Yo, Tepiodo uéxpt 60 punveg 1 mepiocdTePo. AvTéG 01 doKIUEG TEplEAdPavay TO60 acbeveig pe
TPDOIUT, PEVLATOELDT apOpitida 0G0 Kol PE LOKPOYPOVIL VOGO, VEAVIKT, 1010Tab1 apBpitida (toivapbpiky,
veavikn, 101omadn apbpitida kot apBpitida oyeTilopevn pe evBesitida), kKabhg kot acbevelg pe a&ovikn
omovdvAapOpitida (AZ kot a&ovikny omovovAapOpitida ¥mpig aKTIVOLOYIKG EVPTUATO. YKVAOTTOUNTIKNG
omovOLAITIONG), yoplaotkn apbpitida, voco tov Crohn, ehkddn koiitida, yopiaon, HS kot payosiditida.
Y11 mMAOTIKEG eEeyyOpeveg dokiuég ovppeteiyav 6.089 acheveic mov élafav adalimumab kat 3.801 acBeveig
ov EAafav EIKOVIKO 1 OpacTIKO, GLYKPLTIKO GAPLOKO KOTE TN S1APKELN TNG TEPLOSOV EAEYYOV.

To 060016 TV acBevmdv mov diEkoyav ) Bepameio Ady® avemBountov copPavtov Katd t Stipkeln TG
OMANG-TUPANG, EAEYYOUEVIC PACTIC TOV TAOTIKAV HEAETAOV MTav 5,9% Yo Tovg acbeveic mov EAafav to
adalimumab ko 5,4% yio Tovg pdpropeg aobeveic.

O1 o ovyvd avapepopeveg avemBopunteg evépyeteg etvar AotumEels (0mmg 1 prvoeapvuyyitda, AOUMEELS TOV
AVATEPOL OVOTTVELGTIKOD KOl TOPAPPIVOKOATITION), avTdpdoelg ot 0&on g éveong (ephbnua, kvnopoc,
alpoppoayia, TOVOG 1 010N, KEQAAAAYiN KOl LVOGKEAETIKOG TTOVOG,

YoPapég, avembounteg evépyeteg £xovv avapepBet yio to adalimumab. Or TNF-ovtayovietés, 6nwg to
adalimumab, exnpedlovv 10 AVOGOTOTIKO GOGTI O KoL 1] ¥PTCT) TOVG UTOPEL VAL EXNPEACEL TNV GULVO. TOV
0PYAVIGHOV KT TOV AOUOEE®V KoLl TOV KOPKivov. Oavatneopeg Kot ameAnNTIkéS Yo T (o1 Aotudéelg
(ovumepriapfovouévng TS GNYNG, EVKALPLOK®Y AOUMEEDY KOl GUUATIOOCTG), ETOVEVEPYOTTOINGT] TOV 100
nrotitidag B (HBV) kot d1Gpopeg kakondeieg (cuumeptlopufBavouévng e Aeuyaiiog, Tov AEUPOUITOC Kot
TOV NTOTOGTANVIKOD Agpedpotog ek T-kuttdpov (HSTCL)) £éxovv emiong avapepbei pe ) yprion tov
adalimumab.

YoBapéc, aIoTOAOYIKEG, VEVPOAOYIKES KOl QVTOAVOCES QVTIOPAGELS X0V emtiong avapepbel. Avtd
TEPILAUPAVOLY CTAVIEG AVOPOPES TUVKVTTOPOTEVIOG, UMANGTIKNG OVOLUIONG, OTOUVEAVOTIKOV GUUBAVTOV
KEVTPIKOV KOl TEPUPEPLKOD, VEVPIKOV GUGTIUATOG KOl OVOPOPES Y10, GLCTNUATIKO, EpLONUAT®OT AVKO,
KOTOGTACEMY OV TPOGOUOLALovv e Adko ko cvvdpopo Stevens-Johnson.

Howdratpikdc TAnOvoude
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evikd, Ta avemBounta coppdvro o TodloTptkovg acheveic Tov TOPOLOLN GTH GUYVOTNTO KOL GTOV TOTTO
e eKelveg mOL eUPAVIGTNKAY G€ eviiAKeS acOevelc.

Katdloyoc ovemBOUnNT®V EVEPYEIDY GE LOPON TLVOKO,

O mopoakdto KatdAoyog TV avemBountov evepyeldv Paciletal otnyv gumepio amd KAMVIKES OOKLUES Kol
oTNV eumelpio LETA TNV KUKAOPOPIO Kot TapovctdleTal ava KOTyopio 0opyovikod GUGTHUATOG KOl
ovyvotrag otov [ivaka 4 mov akolovdei : ToAd cuyvég (> 1/10), cuyvég (= 1/100 £mg < 1/10), oyt ovyvég
(> 1/1.000 éwg < 1/100), omavieg (> 1/10.000 éwg < 1/1.000) ko pn yvooTtég (dev pmopovv va ektiunbovv pe
Baon ta dwbéoia dedopéva). e kdbe katnyopia GLYVOTNTOS ELPAVIONS, Ol AVETIBOUNTEG EVEPYELES
mapotifevtan katd eBivovoa celpd coPfapotntac. ‘Exel cupmeptdnebei n vynAdtepn cuyvotnta Tov
nopotnpnOnkKe petald Tov doeodpov evdcifewv. ‘Evag aotepiokog (*) eppaviletor otn othin KOX
(Katnyopia Opyoavikod Zuotipatog) edv mepattépm mAnpopopies Bpickovtal o kémotla dAAa oNUEiR TV
mapoypapov 4.3, 4.4 ka1 4.8.

Hivaxag 4: Avem@ounTteg evépyereg

Katmnyopia/opyaviko ZoyvotnTo Avem@opntn evépyero

oot
Aoumdéeig kot [ToAd cuyvéc AOUDEELS AVOTVEVGTIKOD GUGTHIOTOG (GLUUTEPTLOUPAVETOL
TOPUCITOGES™ AOTH®EN KOTOTEPOL KOl AVADTEPOL OVATVEVGTIKOD

GLGTHLOTOC, TVEVIOVIM, TAPAPPIVOKOATITION, (popLYYITIdA,
PVOQOPLYYITION Kot TVELOViD amd 16 TOL £PTNTO.)

Suyvég Yvomuotikég Aouméelc (cvopmeptiapfavetol onym,
KavTvTiaomn kot ypinm),

Evtepucég hopudelg (cupmeprrapfavetal 10yevig
YOOTPEVTEPITION),

AOUDEELS TOV FEPUATOG KOL TOV UAAUKDY LOPimV
(ovumepriapPaverol mapovuyio, KUTTOPITION, LOAVGUATIKO
Knpio, VEKPMOTIKN TePLTOVITION Ko Eprntag (matnpog),
Aodéelg Tov OTtev,

Yropatikég Aotuadéelg (cupmepthappaveton Epmntag amioc,
OTOUATIKOG £PTNTAG KOl 000VTIKEG AOUMEELS),

AouDEELS avomapay®YLKoD cLGTNUATOS (GVUTEPIAUUPBaVETOL
O10010KOATIIKY], LUKNTIOGIKT AOTH®EN),

AoudEELS OVPOTOMTIKOD GLGTAHOTOS (GVUTEPIAAUPAVETAL
TLELOVEPPITION),

MuknTlooKEC AOUMEELS,

Aoudéeig tov apbphoemv

Oyt ovyvég Nevporoyikég Aopuméeig (cupmeptiapupdverol 10yevig
unviyyitda),

Evkaiprokéc Aoméeig kot pupatioon (copmneptloufavetol
KOKKIO10€100LOKMGT), IGTOTAAGU®GCT KOl Aoipmén omd
mycobacterium avium complex),

Baxtnplakés Aouméelg,

Aodéelg oHaipov,

ExkoAnopatinda?

Neomldopota 2uyveEg Koapxivog Tov déppatog eKT0g HEAOVMUOTOG
KaAonOn, kokonOn Ko (ovumepriapfaverol BoctKOKVTTOPIKO KOPKIVOLLO Kot
un kabopiopéva TAOK®OOES KOPKIVOL),

KoAonfeg vedomhaopo
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Katmyopia/opyaviké Yoyvotnto AvemOopntn evépyero
cvoTNNO
(Tepthappdvovtan Oyt ovyvég Aépoopo®*,
KOOTEG Kol TOADTOOEC) Neomhaopo copray®dv opydvav (cuumephapupdveton
KOPKIVOG HOoTOD, VEOTAAGLO TTVEDLLOVOS KOl VEOTTAUGLLOL
Bupeoedoic),
Meldvopo**
Téviec Agvyopio?
Mn yvootég Hratoominvikd Aépempa ek T-kottépav?,
Kapxivopo gk kottdpov Merkel (vevpoevdokpivikd
Kapkivopo dépuotog)?, kaprivopa Kaposi
Awotapayég Tov [ToAvd cuyvéc Agvkomevia (cuumepapfavetal ovdeteponevia Kot
OLLOTTOTIKOD KOl TOV OKOKKIOKLTTOPOLLLICL),
Aegppucol cvotnuaTog* Avoupio
Yuyvég AgvkoKuTTdpmon,
®poppokvtroponevia
Oy ovyvég 1dtomabng Bpopfomevikiy Topevpa
Yravieg [Movkvtraponevia
Awotapayég Tov Yuyvég Yrepevaicnoia,
OVOGOTOTIKOV AAlepyieg (ovumephapPaveTor EToyIKn aAlepyia)
oLGTHHOTOCH - - -
Oyt cuyvég Tapkoeidoon?,
Ayyeutido
Téviec Avagpurotio?
Awotapayég Tov [ToAv cuyvéc Awida ovEnuéval
UETAPOAGUOD KOl TNG ; ;
Opéymc XuyvEG YnokaAopia,
Ovpd 0&Y awénpévo,
Natpro aipatog U UGIOA0YIKO,
YrnocBeotapio,
Yrepyloroupia,
Ymopwopototpia,
Apuddtmon
Yoylatpikég Suyvég Mertaforéc duabeomng (cupmephappaveton katdOinym),
dloTapayES Ayyog,
Adnvia
Awotapayég Tov [ToAv cuyvéc Keporaryio
VELPIKOL GLOTHHATOCH - - ) -
Yuyvég [MopareOnoieg (cvuneprrappdvetor vrocOnoia),
Huwpavia,
Xvumieon vevpkng pilag
Oy ovyvég Ayyelako, eykepatid eneicodior,

Tpopog,
Nevpomdbeia
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Katmyopia/opyaviké
cvoTNNO

Yoyvotnto

AvemOopntn evépyero

Yravieg

ZKAPLVOT KOTA TAGKOC,
ATopoeMvoTikég StatapayEg (TT.). OTTIKN VELPITIdN, GOVOPOLO
Guillain-Barré)V

OpBaipucég
droTapayEs

Xuyvég

Ontikn dvuciertovpyia,
Emnepukitda,
Blepapitida,

Oidnua tov 0EOHAALOD

Oy ovyvég

Aummhonio

Awtapayés Tov mTog
ka1 Tov Aafopiviov

2oyveéc

Tayyog

Oyt ouyvég

Kooewon,
Eppoég

Kopdiaxég
doTapayéc*

2oyvEC

Tayvkapdio

Oyt ovyvég

"Epgporype Tov pookapdiov?,

AppoBuia,
SVUQOPNTIKT, KOAPILOKT| OVETAPKELD

Yrdvieg

Kopdiakn avakomm

Ayyelakég datapoyég

Yuyvég

Ynrépraon,

‘E€aym,

Aypdtopo®

Oyt ovyvég

Avegvpuopo aopTig,

Amogpacn aptnpiag,
OpouPoerefitida

Awotapoyé Tov
OVOTTVELGTLKOV
GLOGTNLOTOG, TOV
Ompoka Kot Tov
puecobmpaxiov®

Xuyveéc

AcOua,
Abonvola,
Brjyog

Oyt ovyvég

[Tvevpovikn epfoin

Avdpeon vevpovonddeta,

Xpoévio, amo@poKTIKN TVELIOVOTGOELD,
[Tvevpovitido,

Ynelwrotiky culloyn?

Xrdvieg

[Tvevpovikn tvwon?

AwotapayEg Tov
YOOTPEVTEPIKOD

[ToAv cuyvéc

Kook dhyoc,
Noavtia kot épetog

2uyveEg

Awoppayio yooTpeviepuco?,

Avoneyia,

laotpootcopayiky, TOAVOPOUIKT VOGOC,
XHvdpopo Enpodtnrag

Oy ovyvég

Moaykpearitido,
Avooayia,
Oidnua Tpoo®mTo

Xrévieg

AtdTpnon tov eviépov?
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Katmyopia/opyaviké Yoyvotnto AvemOopntn evépyero
cvoTNNO

Awtapayéc tov Nratog | [lohd cuyvég AvéEnpéva, nratukd Eviopa

KOl TOV YoOANQOpovE [~ ; ; ;

Oy ouyvég Xoloxvotitida Kot yoroAdioon,
Hrotun otedtoon,
XoAiepuBpivn avénuévn

Yravieg Hrartitida,
Enravevepyonoinon nratitidag BY,
Avtodvoon nrotitda?

Mn yvootég Hrotikn avendpreto)

Awotapayég Tov [ToAd cuyvéc E&avOnpa (cvpmepiiapfavetorl amo@oMdntikd eEGvOn )

OEPULOTOG KO TOV - - T ; ]

VIO3OPIOL 16TV Yuyvég Emdeivoon 1 mpoGeATN svapén TS yopiaong ,
(cvumepriapfaveror @AVKTOVMOONG YoPIiooT) THAAUOY Kot
neludTov)Y,

Kvidwon,
MoAones (cupmeptiopfavetol Topeopa),
Agpporitidoa (copmeprrapfaveror Eklepar),
Prén 6vuya,
Yrepidpowoia,
Alomexial,
Kvnopdg
Oyt ovyvég Nvoytepvéc epdpaoels,
OvAn
Yrhvieg [ToAdpoppo ephdnuat),
THvdpopo Stevens-Johnson?,
Ayyglooidnua?,
Agppuotiky oyyetitida?,
Agymvoednc avtidpaocn déppotog?
Mn yvooTtég Emdeivoon tov copntopdtov deppotopocitidoct

Awotapayég Tov [ToAd cuyvéc MUvoGKEAETIKOG TTOVOG

HVOGKEAETIKOD - . - - -

GUGTALLOTOC KOt TOV Suyvég Muucm GnaGHOL (cvpmepLapPAveTol KPEATIVOPOGPMKIVAGT

GUVOETIKOD 1GTOV aipatog avgnpévn)

Oyt cuyvég Papdopworvon,
SVeTNHOTIKOS, EpVONUATOING AVKOC
Yravieg ZHvdpopo Tpocopotdlov pe Avkol

Awotapayéc Tov Suyvég Neppikn dvciettovpyia,

VEQPAOV KO TOV Awatovpio

oVPOPOPOV 00DV ) ; -

Oy ovyvég Nvktovpia

Awotapoyég Tov Oy ovyvég Ytutikn ducAettovpyia

OVOTTOPOLYYLKOD
CUGTNLOTOG KOl TOV
LOOTOV
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Katmyopia/opyaviké Yoyvotnto AvemOopntn evépyero
cvoTNNO

I'evikég dratapayég kar | Ilohd cvyvég Avtidpaon g Béomng éveong (cupmeprrapPdveton pvonua

KOTOGTAGELG TNG 0000 ™G Béomg €veong)
xopiyymong*
Xuyvég [Tovog oto otboc,
Oidnua,
[Mope&io?
Oyt ouyvég dAreypovn
Hopaxkivikég Xuyvég AwTopoay€g TG TNKTIKOTNTAG KO LU0 PPOYIKES
egetdoeic* (ovumeptiapPaverol xpovoG EVEPYOTOMUEVNG, LEPIKTS

Opoppomractivinc TapaTeETOUEVOQ),

OeTKOC ELEYYOC BLTOOVTICOUATOV (GUUTEPIAAUPAVETOL
avticopa Evavtt g dming lkog tov DNA),
ToAakTikn apLdPOYoVACT OipoTOC ovENUEVN

M1 yvooTég Avénon Béapovc?

Kokooelg, Yuyvég Avemapkng emodAmoN
MAnpdoelc Kot
EMTAOKEC
BepanevTiKdV
YEPIOUDV

* mepartépm mAnpoeopieg Ppickovial oe kKdmola dAka onpeio Twv mapaypdowy 4.3, 4.4 ko 4.8

** soumeprAapuPavovton HEAETEG EMEKTACTC UE OVOLKT YOPNYNON

1) ovumeplappavouévav otoryeimv amd ovbOPUNTES OVAPOPES

2 H péon petaforn Papovg amd v apykr tiuy pe to adalimumab kopavotav and 0,3 kg éoc 1,0 kg yio
T1g evdei&elg evndikwv og oOykpion e (ueiov) -0,4 kg £w¢ 0,4 Kg pe o €1kovikd @apuoko Kotd,
ddpkela Ogpomeiag 4-6 unvav. Avénon Papovg g Taéng tov 5-6 kg mapatmpnnke exiong kot o
LOKPOYPOVIEG LEAETEC EMEKTAONG, IE HECT O1dpKeLn £kBeong mepinmov 1-2 e1dv ympic opdda eréyyov,
1img og acbeveig pe vooo tov Crohn kot eAkddn koAitida. O pnyavicpds avtc g enidpaong dev givar
caPNG, EVOEYETAL OUME VO, oYeTICETOL LE TV AVTIPAEYLOV®IN dpdom tov adalimumab.

AlmunTikn WpOTASEVITION

To pogik aopdretog yio Tovg acbeveic pe HS mov éhaPav efdopadiaio Oepaneio pe adalimumab rrav
SOUPMVO LE TO YVOOTO TPOPiA ac@dalelog Tov adalimumab.

Payosiditida

To mpopid ac@drelog yio Tovg acheveic pe payostditida wov Elafav Bepancio pe adalimumab kébe devtepn
gfdopada NTov GOUPOVO UE TO YVOOTO TPOPIA acpdrelac Tov adalimumab.

[Ieprypaen emAeyuévav ovemtlBOUNTOV EVEPYELDV

AVTidpaoeis a1o onueEio Eveons

Y11¢ TAOTIKES, EAEYYOUEVEG BOKIUEG GE EVAAIKEG Kot Tadid, To 12,9% tov acbevav mov élafav adalimumab
Tapovciacay avTdpaoels g Béong Eveong (epvunpa Kaun Kvnouods, aoppayio, TOVOG 1 oidN ),
oLYKPLTIKG e 1o 7,2% tov acbevadv mov ELafav EIKOVIKO QapoKo 1 eapuako pnaptopa. Ot aviidpdoelc g
0éomng éveong yevikd dev odNynoav 6T SLOKOTH TOL POPUAKEVTIKOD TPOIOVTOG..
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Aowawéerg

2T1C MAOTIKEG EAEYYOLEVES SOKIIEG O EVIAIKES Kot Taudld, TO T0G0oTo Aoipuméng ftav 1,51 avé érog acbevn
otovg acheveic mov ElaPav adalimumab kot 1,46 avd étog acbevn o acbeveic Tov Elafav eikovikd
QAPLLOKO Kot eAapurako paptopa. Ot Aouméelg meplehdupavay Kupiog pvoeopuyyitida, AOUMEELS TOV
AVATEPOL OVOTTVELGTIKOD Kot TapappvokoAmitida. Ot mepiocdtepot aceveic cuvéyioay t Bepaneia pe
adalimumab apob vroydpnoe n Loipwén.

H cvyvomta eppdviong copapav Aowmnéewv nrav 0,04 ava étog acbevi og acbeveic mov Elafav
adalimumab ka1 0,03 avé étog acBevn o€ acbeveic mov Elafav EIKOVIKO PAPUAKO KOl PAPHAKO LAPTUPO.

Y& eAeYYOUEVEG KOl OVOLYTNG EMCNUAVONG UEAETEG € eviAkeg Ko ondld pe adalimumab, éyovv avagepOei
cofapéc Aoudéetg (cupmeprhapfavopévev kot Bavatedpov Aotpudéemv, ol omoieg epeavioTnKay ordavia),
ot omoieg meprhapPdvouv avagopés pupatinong (TeptlapAaveTol Kot KEYXpoewns Kot EEOTVEVIOVIKT) Kot
dMONTIKEG, gvkaPloKES AOUDEELS (7. dtdyuTtn 1 eE®AVELUOVIKT 16TOTAACU®OT), PAacTOpLKTTIOG,
KOKKIO10E100 LUK TIOGT), TVEVUOVOKDGTT), KAVTIVTIOGT), OCTEPYIAA®ON Kol MGTEPI®MOT)). LTIG TEPIGCOTEPES
TEPIMTAOGELS 1] PLUOTIOCT EULPAVIGTIKE LEGH GTOVG TPADTOVG OKTM UNVES LETA TNV Evapén g Bepameiog kot
elvar mBavd va cuvdéeTan pe VToTPon AavOEvVoLGoC VOGOUL.

Kaxonbeieg ka1 Leupoimepmlaotines drotapayés

Katd ) dudpkelo peretdv tov adalimumab og acbeveig pe veavikn. 1domadn apbpitido (toAvapHpikm.
Neavikn, 1010madn apbpitida kot apbpitida. oyetilopevn pe evhecitidn) dev TapatnpnOnke Kopio kokondew
o€ 249 moudratpikos acbeveig pe éxbeon 655,6 £t acBevdv. EmmAéov, dev mapatnpndnkav Kakonbeieg oe
192 noudratpikovg aobeveic pe ékBeon 498,1 £ acbevav katd tn didpketa peretmv pe to adalimumab ce
nmondroTpikovg acbeveic pe voco tov Crohn. Katd ) didpketo pog peiétng tov adalimumab oe

OO TPIKOVE 0oOEVEIS e XpOVIA Yopilaon Kot TAdKaG dev TopatnpnOnke kopio kakonbewo og 77
noudlatpikovg aobeveic pe ékBeon 80,0 £tn acbevav. Katd ) didpkeia pog dokiung tov adalimumab og
OO TPIKOVG 0oOEVEIG [ie EAKMON KOAiTIdO dev TapatnpnOnkav kakonbeieg oe 93 maudiotpikovg acbeveig
ue éxbeon 65,3 £ aoBevov. Katd ) didpketo pog dokung tov adalimumab oe moudiatpikovg acbeveic ue
payoeditida dev mapatnpnOnkav Kakonbeieg oe 60 modiaTpikods acbeveig pe éxbeon 58,4 £n acbevov.

Katd ) didpkeia tov eleyydpevov tunudtov mlotikedv ueketdv tov adalimumab ce svilikeg og Mydtepo
amo 12 efoopddeg didpkela o aobeveig pe pétpo Emg cofapn, evepyod, pevpotoetdn apbpitda, AL, afovikn
omovOLAaPOPITION Y®PIG AKTIVOLOYIKE EVPT AT OYKVAOTOUTIKTG GTOVOLATIONG, Wmploctkn apbpitida,
yopioomn, HS, voso tov Crohn, ekkddn kolitida kot payoetditida, mapatnpionkay Kakoneieg, eKTdC TOL
AEUQOUATOC KO TOV U1 UEAOVOUATIKOD KAPKIVOL TOV 6£ppratog, pe cuyvotnta (95% didotnpa
eumotoovvng) 6,8 (4,4, 10,5) avd 1.000 acBeveic-étn peto&d 5.291 acbevav mov Elafav adalimumab évavtt
6,3 (3,4, 11,8) avd 1.000 acheveic-étn peta&d 3.444 acbevov poptopov (n péon didpketo tng Oepaneiog
frav 4,0 uiveg yio to adalimumab kon 3,8 urveg yia toug acbeveic paptopeg). H suyvotnta (95% didotnua
EUTIOTOGVVIG) TMV 1N LEAAVOUATIKOV KOpKivav Tov déppatog ntav 8,8 (6,0, 13,0) avda 1.000 acbeveic-étn
ueta&d tov acbevov mov Aappdvovy adalimumab kot 3,2 (1,3, 7,6) avé 1.000 acbeveic-étn peta&d tov
ac0evav HopTop@V. ATO aVTODE TOVG KOPKIVOUS TOL dEpaToc, £xel Topatnpnel kapkivoua omd TAUKOOES
emBnMo e cvyvomra (95% didotnua sumotoovvng) 2,7 (1,4, 5,4) avd 1.000 acOeveic-£tn peta&d tov
acbevodv mov AauPavoy adalimumab kot 0,6 (0,1, 4,5) avé 1.000 acbeveic-£tn peta&d tov acbevov
poptopov. H euyxvotnta (95% didotnua epmiotoohvig) tov Asupoudtov frav 0,7 (0,2, 2,7) avéa 1.000
acBeveic-£tn petac&d tov acbevaov mov Aappavovy adalimumab kot 0,6 (0,1, 4,5) avé 1.000 acBeveic-én
petald Tov aofevady HopTOp®V.

‘Otav cuvoVAGTOVY TO EAEYYOUEVO, LEPT BVTAOV TOV UEAETOV KoL 01 €V EEEAIEEL Kol OAOKANPOUEVEC OVOLYTIG
EMONUAVONG HEAETEG EMEKTAONG PE Mo péom ddpkela epimov 3,3 ypdvia cvumepiiapfovouévay 6.427
acfevav kot Tave ano 26.439 acbeveic-étn Bepaneiog, N mopatnpndeica cuyvotnTo Kakonbeidv, EKTOG TOV
AELOMUOTOG KL TOV U1 ULEACVOUATIKOD KOPKivow Tov dépuatoc givar mepinov 8,5 ava 1.000 acbeveic-étn. H
mapotnpenoeico cuyvoOTNTO TOV U LEAVOUOTIKOV KopKivev Tov dépuatoc givar tepirov 9,6 ava 1.000
acBeveic-¢tn ko 1 mapatnpndeica cuyvotnta Tov Aepeopatog eivar tepimov 1,3 avd 1.000 acbeveic-¢tn.
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Amo v petd v kukhoeopio amd tov lavovdpio Tov 2003 péypt to AséuPpio 2010, kvping o acbeveig pe
pevpaTogdn apbpitida, N kataypapeion ovBOpUNT GLYVOTNTA TOV Kakondswmv givol mepimov 2,7 ava 1.000
acBeveic-étn Bepaneiog. H kataypapeica avBopuntn cuyvdtTa yio Toug [ LEACVOUOTIKOVS KOPKIVOLS TOV
déppotog Kot Ta Asppmpoto eivor tepimov 0,2 kat 0,3 avd 1.000 acOeveic-étn Oepanciog, aviiotoiywg (PAETe
napaypoago 4.4).

Ymavieg Tepumtdoeig nrotocmAnvikoy T-cell Aepoduatog petd mv kukhopopio &xovv mapatnpndei e
acBeveig otovg omoiovg yopnynOnke adalimumab (BAéne mapdypago 4.4).

Avtoovtioapozo.

Aglypato 0pod Tov acbevav eEAEyXONKaAY Y10 AVTOAVTICOUOTO GE TOMATAES YPOVIKES GTIYUEC OTIG LEAETEC
pevpatoedong apbpitidog I — V. Ze avtéc tic peréteg, to 11,9% twv acBevav mov éhafav adalimumab kot
10 8,1% 1oV acbevdv mov Elafov EIKOVIKO PAPHOKO KOOMG Kol PAPLOKO LAPTUPO LE OPVNTIKOVG TITAOVGS
VTUTUPNVIKAV AVTICOUATOV TPV o TV Evapén g Bepaneiog napovsiacav BeTikovg TitAovg Katd Tnv
EBdouada 24. Abo amd tovg 3.441 acbeveic mov éhaPav adalimumab ce OAec T1G peAETEC PEVLOTOEIBOVG KO
yoplaokng apbpitidag avéntuéay Khvikd onpeia eVOEIKTIKE VEOL GLVIPOLLOVL TOTTOV GLGTILOTLKOV
epunpatddovg Akov. Ot acbeveic Tapovsiacav Pedtioon petd ™ daxkonn g Oepancioc. Kavévog
ac0evig dev Tapovciace veppitida Tov ADKOL 1| CUUTTAOUATO AT TO KEVTPIKO, VEVPIKO GOGTILLO.

Hroroyolixa ooufavra

Y& eheyyoueveg KMvikeg dokipég Paong 3 e to adalimumab oe aoBeveic ue pevpatosidn apbpitida kot
yoplaoikn apbpitda pe dibpkela Teptddov eréyyov petald 4 ko 104 efdopddwv, avénoeig g ALT

> 3 X ULN rmopammpnnkav oto 3,7% tov acbevav mov £éhafav adalimumab kot oto 1,6% t0v acbevav mov
Elafav aprako pdptopa.

Ye gleyyopeveg kKAvikég dokuég Paong 3 pe to adalimumab og acbeveic pe molvapOpikn, veavikn 1d10madn,
apBpitda, niikiog 4 €mg 17 etdv kot aobeveig pe apbpitida oxetilopevn pe evlecitida, niikiog 6 Emg 17
etdv, ovénoeig g ALT > 3 X ULN mapatmpribnkav oto 6,1% tov acbevav mov éhapav adalimumab kot
010 1,3% tov acBevov mov Ehafav edppaxo paptopa. O tepiocdtepes avénoetg g ALT napatnpnbnkav
pe v tantoypovn xpnon pebotpebang. Agv mapatnpnnkav avénoeig g ALT > 3 X ULN og khvikég
ueiéteg @aong 3 ue 1o adalimumab oe aoBeveic pe moAvapbpixy, veavikn, domadn apbpitida, niikiog 2
¢wg < 4 gTov.

e eheyyoueveg KMvikeg dokipég Paong 3 e to adalimumab oe aobeveic ue vooo tov Crohn kat eEAkmon
KOAITIOO pe dtdpkeln TEPLOSGoL eAEyyoL netald 4 kan 52 gfdopdadmv. avénoelg g ALT >3 x ULN
nopatnpnOnkov oto 0,9% twv achevav mov Edapav adalimumab kot oto 0,9% tov acbevdv Tov Elafav

QAapLOKO LapTUPO.

Yy kKAavikn perétn @aong 3 tov adalimumab o acBeveic pe moudiatpixn voéoo tov Crohn, n onoia
aE10MGYNOE TNV ATOTELEGUATIKOTITO KOL TNV AGQAAELN VO dOGOAOYIKMYV GYNUATOV GUVTIPNONG
TPOGUPLOGUEVOV GTO GCOUATIKO BApoc Tov akolovOncav Bepomeio emaymyng £mg 52 efdouddeg
TPOGUPUOGHEVT] 6TO COUATIKO Bdpoc, ot avénoeilg tng ALT > 3 X ULN gupaviomkay oto 2,6% (5/192) tov
acBevav, 4 ek v omoimv Adupavay Tontdypovn Bepaneio Le 0VOGOKATAGTIATIKA KaTd TV £vapsn.

e eheyyoueveg KMvikeg uehéteg @aong 3 ue to adalimumab og aobeveic pe yopiaon Kotd TAaKog pe
dtdpretla meplddov eréyyov petald 12 kon 24 efoopddwv, avénoelg g ALT > 3 X ULN mapatnprnkav oto
1,8% tov acBevav mov éhafov adalimumab kot oto 1,8% tov acbevav mov Erafov edpuako pdptopa.

Aev mapatnpriOnkav avénoeig g ALT > 3 X ULN oe khvikég peréteg @aong 3 pe to adalimumab oe
TondlaTpikovg acheveic e ympioorn Katd TAGKAS.

e eheyyoueveg dokiuég ue to adalimumab (apyukég d6oeic 160 mg v Efdopdda 0 kot 80 mg v

EBdouada 2, akolovBovueveg and 40 mg kdbe efdopada Eexvavtog amd v ERdopdda 4), oe acbeveic e
HS pe didpketo tep1odov ehéyyov petald 12 kor 16 fdouddwv, avénoeic g ALT >3 x ULN
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napatnpHOnkay oto 0,3% tov acbevav mov EAafav adalimumab kot oto 0,6% tov acBevadv mov Erafay
EIKOVIKO QApLLOKO.

Y& eheyyoueveg dokipuég pe to adalimumab (apyukég 6oeig 80 mg v EBdopdda 0, axorovBodueves amod
40 mg kabg devtepn fdopdda Eekvavrag oo v ERdopdda 1), og evilikeg acbeveic pe payosiditida yio
¢mg 80 efdopadec, pe o didpeon £kbeon 166,5 nuepdv kar 105,0 nuepdv pe adalimumab kot eappoko
uaptopa, avtictoya, avénoeic g ALT > 3 X ULN mapatnpnibnkav oto 2,4% twv acbevov mov Ehafav
adalimumab kot oto 2,4% TV acbevdv mov Erafav eapuako pdptopa.

Yy eleyydpevn dokiun Gdaong 3 Tov adalimumab oe acbeveig pe madratpikn, eEAkddn koditida (N=93), n
onoio, a&10AOYNGE TV AMOTEAECUATIKOTNTO KOl TNV 0o@dAgto, pog d6ong cvvtipnong 0,6 mg/kg (uéyiot
d6om 40 mg) kabe devtepn efdouada (N=31) ko pag 66omg cuveipnong 0,6 mg/kg (néyiot d6on 40 mg)
KaOe efdopdda (N=32), petd and apyikn 6061 TPOoSupUOCHEVT OG TPOG TO Bapog codpatog katd 2,4 mg/kg
(uéyrotn d6om 160 mg) v EBdopada 0 kot tv EBdopdda 1 kot kotd 1,2 mg/kg (uéyiotn 66om 80 mg) v
EBdouada 2 (N=63) 1} apykr d6on 2,4 mg/kg (néyiot 66om 160 mg) v Edoudda 0, sikovikd gappoko
v EBdopdda 1, kat 1,2 mg/kg (pnéyiotm d6om 80 mg) tnv EBdopdda 2 (N=30), mopatnpridnkov ovénoeig
g ALT >3 X ULN oto 1,1% (1/93) tov acOevav.

e OAeg TIC evoeilelc oe KAMvVikEG puedéteg ot acBeveig pe avénuévn ALT ftav acUUTTOUATIKOT KO GTIG
TEPLOCOTEPES MEPUTTMGELG O1 CLENTELG MTAY TAPOSIKES KL DIOYMPNOAV KATA TN GLVEYLIOT TNG Bepameiog.
Qo61660, VINPEAY ETIONG AVAPOPES LETA TNV KUKAOQOPIO NTOTIKAG AVETAPKELNG KOOMG Kot AydTeEPO
cofapmV, NTATIKGOV SLOTAPAY®V TOV Umopel vo Tponyndodv g NIOTIKNAG AVETApKELNG, 0TS NratiTidn
ocvumeptAapfavopévng g avtodvoong nratitidog o€ aobeveic Tov AdpuBovav adalimumab.

Tavtoypovn Oepaneia e alabeiompivn/6-uepKamTonovpivy

Y& uehéteg pe eviphikeg pe voco tov Crohn, vymidtepn coyvdtra epedviong avembountov couPdviov mov
oyetilovton pe xkakondsia 1 cofapic Aowméelg mapatnpndnkay pe to cvvdvacuo adalimumab kot
alabgiompivn/6-pepramtomovpivny cuykprrikd pe to adalimumab pévo.

Avopopb mOovorloyodLeEVaV aveETIOOUNTMOV EVEPYELDY

H avagopd mbovoroyodpevev avemBountomv evepyeidv PETA amd T Yopnynon adelog KukAopoping Tov
(QOPLOKEVTIKOV TPOTOVTOG givarl onuovtikn. Emttpénel ) cuveyn mapaxorlovdnom g oyxéong opéAoVG-
KIVOOVOL TOL POPUOKEVTIKOD TPOTIOVTOG. ZNTEITOL OO TOVG EMOYYEALOTIEC VYEIOG VA, AVOPEPOLY
onolecdNmote TOovoAOYoULEVESG AvEMBOUNTES EVEPYELES HEG® TOL EBVIKOV GLGTNHLLATOG OVAPOPAS TOV
avaypdoeetal oto [Hopdptnua V.

49 Ymnepoooolroyia

Kotd m didpkela Tov KAVIKOV HEAETOV OeV TTapatnpnOnke TOEIKOTNTA TOV 0dNYNGE GE TEPLOPIGLO TNG
doomnc. To vynAdtepo eminedo d066oMNC oL £xel a&loAoyn0el tav o1 moAdamhéc, evoopAEPieg dooelg tav 10
mg/kg, To onoio givar Tepimov 15 Qopég peyoldTepo omd T GLVIGTOUEVT dOOT.

5. DOAPMAKOAOTI'IKEXZ IATOTHTEX

51 @appokodVVOPIKES 1O1OTNTES

Ddappokobepamentikn Katnyopio: AVOGOKOTAGTAATIKOL TOPAYOVTES, AVACTOAEIS TOV TAPAYOVTA VEKPWOOTG
oykov o (TNF-a), Kodikog ATC: LO4AABO4

To Hukyndra givoi f1o-opog10ég poapprokevtikd Tpoiov. Aentopepeic mAnpogopieg eivol d10bécipeg atov
dktvaxod tomo tov Evponaikod Opyaviouod @apudkov: https://www.ema.europa.eu.
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Mnyovioudc dpdonc

To adalimumab npocdévetar 181k atov TNF kot eEovdetepmdvet T froroykn Asttovpyio tov TNF
mopeumodilovtag Ty aAAnAenidpact Tov pe tovg P55 kot P75 vodoyeic TNF ot empdveio tov Kottdpwv.

To adalimumab tponomotei eniong T1¢ Broroyikég avtamokpioels Tov exdyovtat 1 puOuilovrar amd tov TNF,
CUUTEPTAQUPOVOUEVOY TOV 0AANYDV GTO ETITEDN TOV LOPIOV TPOGKOAAN TG TOV EVOVBVOVTOL Yid TN
petokivnon tov Asvkokvttapwv (ELAM-1, VCAM-1 ka1 ICAM-1 pe éva ICsp tov 0,1-0,2 nM).

DopuoKodVVOUKES ETOPACELS

Metd ) Bepancio pe adalimumab, ntapotnpnnke pwo tayeio peimon tov enmédwv Tov dekTdV TG 0&eiog
phoeng g ereypovig (C-avidpmoa npoteivny (CRP) kot taydmta kabilnong tewv epudpokvttdpwv

(ESR)) ko twv kutokivdv tov opod (IL-6), cuykpitikd pe ta eninedo mov mapatnpnOnKay Tpv omd Ty
évapén g Bepamneiag oe acbeveic pe pevparoedn apbpitida. Ta eninedo 0pod TV PETOALO-TPOTEIVACHOV
™G pecokvttdpilog ovsiog (MMP-1 kot MMP-3) ov mtpokaAohy avakaTtaoKeLT TOV 16TOD oL evhHveTaL Yo
TNV KOTOOTPOQT] TOV yOVOpoL petddnkay emiong Hetd tn yoprynon tov adalimumab. O acbeveic mov
éhapav to adalimumab mapovoiacay cuvnbng Pektinon TV AILOTOAOYIK®Y ONUEIDY TG YPOVIaS

preypovig.

Eniong, mapatnpndnke pia tayeio peioon tov emmédov g CRP ot acbeveic e moivopOpikn, veavikn,
1omadn apbpitida, voso tov Crohn, erkddon koAitida kot HS petd ) Ogpameio pe adalimumab. e acOeveic
ue vooo tov Crohn mapatnpndnke peiowon tov apBuod Tov KVTTAP®Y oV EKEPALOVY dEIKTEG PAEYLOVIG
070 oD £VTIEPO GUUTEPIAQUPAVOUEVIG ONUOVTIKNG peimong TG Ekppacng Tov TNFa. Evdookomikég
UEAETEG TOV eVTEPIKOD PAEVVOYOVOL £0€1&0vV GTOLYElD ETOVAMGNC TOL PAEVVOYOVOL GE acbeveig Tov Eafav
Bepancio pe adalimumab.

KMviki) omoTeAeoLaTIKOTNTO, KOl 0GQAAELO,

Pevuoaroeions apbpitioa

To adalimumab a&oroynnke o ndvo amd 3.000 acbeveig og OAeG TIC KMVIKEG SOKIUES PEVLLOTOEIOOVG
apBpitdag. H amotelecpatikoto kat  ac@daieio tov adalimumab a&oloyninkay oe tévte
TUYOLOTOMNUEVES, SUTAA TVPAEG Kot KOAMG eAeyyOueves perétes. Mepkoi acBeveic ELafav 1o appraKo yio
nepiodo péxpt 120 pivec. To Ghyog g Bong £veong o o adalimumab 40 mg/0,4 ml a&oAoynonke oe dvo
TUYOLOTTOMUEVES, ELEYYOUEVES LLE EVEPYO TAPAYOVTH, LOVA-TUPAEC, SIOCTUVPOVUEVEG LEAETEG OVO TTEPLOJMV.

H perétn RA T a&oloynoe 271 aoBeveic pe pétpra émg cofapn, evepyd peopotoeldr| apbpitida, ot omoiot
nrav > 18 etdv, giyav anotdyel ot Oepaneia pe Eva TOLAUYIGTOV TPOTOTOINTIKO TNG VOGOV, OVTIPELLOTIKO
(APLLOKO KO ELYOV OVETOPKY] OTOTEAECUATIKOTNTA [E YOpNynom nebotpeldng oe ddcelg twv 12,5 émg

25 mg (10 mg og mepintmon dvcaveiog otn pebotpe€dtn) kabe efdopdda Kot GTOVE 0mOiovE 1 OGN NG
uebotpeEdng mapépeve otabepn oe 10 £o¢ 25 mg kdbe efdoudda. Adceig tmv 20, 40 v; 80 mg adalimumab
N EIKOVIKOD QOPUAKOL yopnyHonKay ava devtepn efdoudda eni 24 fdoudoss.

H perém RA II a&ordynoe 544 acbeveig pe pétpia Eog cofapmn, evepyod, peopatosldn apbpitida, ot omoiot
Nrav >18 et@v kot elyav amotuyel oty Bepameio pe Eva TOLAGYLGTOV TPOTOTOMNTIKO TNG VOGOV,
avtipevpatikd eapuako. Adoeig twv 20 1 40 mg adalimumab yopnyninkav pe vroddpia Eveon kabe
devTeEPT efOOMAdN LE EKOVIKO PAPLKO OTIG EVOLANESES Efoopddeg 1| kaBe efoopdda eni 26 efdopddes. To
EIKOVIKO Qdpuoko yopnyndnke kabe efdopdda yio tnyv idial xpovikn ddpketo. Agv ENLTPATNKAY GAAQ
TPOTOTOMTIKA TNG VOGOV, AVIIPEVLATIKA OOPLLOKOL.

H perémn RA III a&lohdynoe 619 acOeveig pe uétpio émg coPapmn, evepyd, pevpotoeldn opbpitida, ol omoiot
Nrav > 18 gtdv, kot ot omoiot iyav un amotelecpatiky avramokpion ot pebotpe€drn o d6celg Twv 12,5
¢mg 25 mg 1 ot omoiot elyav dvcavetio oe 10 mg pebotpe&dng Kabe efdoudda. Ymnpyov Tpelg opdoeg o
avthyv ™ perétn. H mpatn élafe evécelg etcovikon gapudkov avd epoopdda eni 52 efoouddec. H devtepn
éhaPe 20 mg adalimumab avé efdopdda eni 52 efdouddsc. H tpitn oudda éhape 40 mg adalimumab ava
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de0TEPT EPOOUADN LLE EVEGELG EIKOVIKOV QUPUAKOV OTIG EVOLAUETES EROOUAOEG. METE TNV OAOKANP®GCT TOV
TpOTOV 52 gfdopddnv, 457 acbeveig GuUUETELY OV GE OVOIKTY HEAETT emékTaong oty onoia 40 mg
adalimumab/MTX yopnynonkav kabe devtepr fdopada yro mepiodo péxpt kar 10 ypdvia.

H perém RA IV a&loloynoe kuping v acedrela o 636 acBeveig pe pétpio émg coPapn evepyd
pevpoTogdn opbpitida, ot omoiot NTov > 18 etmv. O acbeveig gite dev eiyav AdPet TpomomomTikd TG vocov,
OVTIPEVUATIKO PAPUOKO 1 TOPEUEIVAY GTNV TPODTAPYOVCA AVTIPEVUATIKT Bgpameia TOVG e TNV
npobmodeon 611 1 Bepaneio avt ROV oTabepn Yia TovAdyIoToV 28 Nuépec. Ot Bepameieg avTég
nepthapPavoov pebotpeEdrr, AepAovvopion, vdpoEuyAmpokivn, covipacaralivn kot /M drhata ypvcov. Ot
acbeveig TuyatomomOnkav og 40 mg adalimumab 1 eikovikd @appoko ava devtepn efdopdda eni 24
efdoudoeg..

H perém RA 'V a&lordynoe 799 evijlkeg aobeveic atovg omoiovg dev giye yopnyn0el moté pebotpe&amm pe
HETPLO EmG GoPapn, TPMIUN, pELHATOEN apbpitda (LEon didpkeln Bepameiog Ayotepo amd 9 punveg). Avty
N ueAétn a&ordynoe v amoteheopatikétta tov adalimumab 40 mg kéOe devtepn efdouddo/mg
Bepanciog cuvdvacpov pebotpeEdng, e povobepaneiog pe adalimumab 40 mg kabe devtepn efdopddo kot
g pebotpe&atng og povobepameio, 660V apopd ot Pei®ON oNUEIDY, CLUTTOUATOV Kol TOV Babud
e&eMEnc g apBpikng PAGPNC ot pevpatostdn apbpitida yio 104 efdouddeg. Metd t0 TEPAG TOV TPOTOV
104 eBdopddwv, 497 acBeveic cupUETElYOV GE [a AVOLYTN (AGCT] ETEKTOCTG GTNV oTtoia yopnyovvtav 40 mg
adalimumab «kdé0e devtepn efdopada yia mepiodo péypt kar 10 ypovia.

O peréteg RA VI kot VI aglodldyncav 60 acBeveig ) kdOe puo, pe pétpro €mog coPapn, evepyd peuLOTOELIN
apBpitida, ot omoiot rav > 18 etdv. Ot acbeveic mov evidydnkav eite AapPavav 1on adalimumab 40 mg/0,8
ml ko Babuoroyodoay to péco dAyog e Béong éveong g tovAdytotov 3 cm (og o Kiipoko VAS 0-10
cm) gite NTav dropa wov dev glyav Adfel Tponyovuevn Bepameia pe KGmolo Proloykd mapdyovto, Kot
apylav Bepameio pe adalimumab 40 mg/0,8 ml. O acBeveig Tvyaomomnkay og pio epama doéomn
adalimumab 40 mg/0,8 ml 1y adalimumab 40 mg/0,4 ml, akoAovBovpuevn amd pia Eveon g avtiBetng
Oepameiog katd TV €XOUEVN dOGT| TOVG.

To mpwrtedov, katainktuco onpeio otic peréteg RA L I ko I ko To devtepevov katainktikd onpeio otn
perétn RA IV ftav to 1060616 TV acbevav mov métuyov avtamokpion katd ACR 20 otnv Efdoundada 24 1
26. To mpwtevov, kataAnktiko onueio ot perétn RA V ftov 10 1060010 TV aclevdv mov peavicay
avtanokpion katd ACR 50 otnv Efdopdda 52. Or Meréteg RA 111 ko V giyav éva emmpdobeto, mpmtevoy,
KoTaANKTIKO onueio katd v ERSoudda 52, v emPpddvven g eEEMEng g vocsov (Bdoet tov
axtivoloyik®v supnudtwov). H peiétn RA 111 giye eniong o¢ mpotevov, Kotainktikd onpeio tig aAloyég
otV mototnta {onc. To Tpwtevov, kotainktikd onueio otig peréteg VI ko VI fjtav to diyog g 6éong
éveong apécmg Petd TV éveon Onmg petpatot o pol Kiipoka VAS 0-10 cm.

ACR avtamokpion

To 1060616 TV achevav mov Eafav adalimumab kot epedvicay avtanokpices kord ACR 20, 50 kot 70
Nrav otabepd otig peléteg RA I 11 kau 1. Ta amoteléopata tng 06ong tov 40 mg kabe devtepn efdoudda
ocvvoyilovtor otov [ivaka 5.
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Mivaxag 5: Avramoxkpicsig katd ACR o€ doxipég eheyyopeves pe 1koviko appoko (10606t

0c0evav)
Avtomokpion Melrétn RA 197 Melrétny RA 119 Merétn RA T
Ewoviko  AdalimumabP/ | Ewcovikd ~ Adalimumab® | Ewoviké — Adalimumab?/
oapuoxo/ MTXY (APLLOKO n=113 Qappoxo/ MTXY
MTXY n=63 n=110 MTXY n=207
n=60 n=200
ACR 20
6 uiveg | 13,3% 65,1% 19,1% 46,0% 29,5% 63,3%
12 wivec | AT A A A 24,0% 58,9%
ACR 50
6 uiveg 6,7% 52,4% 8,2% 22,1% 9,5% 39,1%
12 prveg A1 A1 A1 A/l 9,5% 41,5%
ACR 70
6 uiveg | 3,3% 23,8% 1,8% 12,4% 2,5% 20,8%
12 wivee | AT A A A 4,5% 23,2%

& Merétn RA T otic 24 efdouddeg, perétn RA 1T otic 26 efdouddeg kot perét RA I otic 24 ko 52
ePdouGoeg

# 40 mg adalimumab yopnyovpevo kéde Sevtepn efdopddo

" MTX = pebotpe&an

“p < 0.01, adalimumab &vavtt gikovikod QapudKov

Y1ic peréreg RA 1-1V, 6ha ta pepovopéva otoryeia tov avtarokpicemv copgve, pe o ACR (apBuog
EMMOVVAV Kol SIOYKOUEVOV apBpdcemy, a&loAdynomn g opactpldTnTag TS VOGOL Kol TOL GAYOLS amd ToV
yTpd Kot tov acbevn, Tuéc deiktm avikavotntag (HAQ) kot enineda CRP (mg/dl)) BeAtidbnkov otig 24 1
26 gBdouddeg Evavtt Tov eikovikoD eappdakov. Xtn pelétn RA 1L o1 feltiwoeig avtég datnpndnkav kab’
OAn TN S1dpKela Tv 52 gfdopddmv.

2V avoytig emonpovong perétn enéktaong v tn perétn RA 1L, ow mepiocdtepor aobeveic mov giyov
ACR avtamokpion Satrpnoayv Ty aviamokpiorn otav topakoiovdndnkay péypt kot 10 ypovia. Amd tovg
207 acbeveic mov TuyaomomOnkay og 40 mg adalimumab kabe devtepn efdoudda, ot 114 acbeveig
ouvvéytoav 1 Oepameio pe adalimumab 40 mg kdBe dedtepn efdopdda yio. 5 ypdvia. Meta&d avtmv, 86
acbeveig (75,4%) siyav avramokpiceig ACR 20, 72 acbeveig (63,2%) siyav aviomokpioeig ACR 50 ko 41
acBeveig (36%) eiyov avtamokpiosigc ACR 70. Ao 207 acbeveic, 81 acbeveic cuvéyioay t Bepameio pe
adalimumab 40 mg kdbe dvtepn gfdopdda yro 10 ypovia. Meta&d ovtav, 64 acbeveic (79,0%) siyav
avtorokpioels kotd ACR 20, 56 acbeveig (69,1%) siyov avtamokpiceig katd ACR 50 kot 43 acbeveig
(53,1%) siyav avramokpicelg katd ACR 70.

¥t perétn RA 1V, 1 ACR 20 avtamdxpion tov acBevov mov édapav adalimumab pali pe ) covnn
Oepameio, TAV GTATIOTIKA CTUAVTIKG KOADTEPT] GLYKPLTIKA LE TOLG a60eveic Tov Elafav eucovikd PapuaKo
poli pe t ovvhon epameia (p < 0,001).

¥1ig peréteg RA I-1V, ot aoBeveic mov éhaPav adalimumab métuyov otatioticd onpavtikég ACR 20 ko 50

OVTOTOKPICELS GUYKPLTIKE e ToVG acBeveic Tov EAaPay EIKOVIKO QAPLLOKO Y10 L TEPTOd0 UIaG EmG dVO
efdoudowmv puetd v Evapén g Bepamneiog.
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¥t pekét RA'V og acBeveic pe mpoiur, peopatogldn aphpitida 6tovg omoiovg dev eiye yopnyndel moté
uebotpe&dn, n Bepomeio cuvdvacuod pe adalimumab kot pebotpe&atn 0dMynoe og ypyopdTEPES Kot
onuovtikd peyarvtepeg ACR avtanokpiceig amd ) povobeponeia pe pebotpe&dn oty ERdopdada 52 kot o
avtamokpioelg drotnpndnkay oty ERdopdda 104 (Bréne TTivoka 6).

MMivakog 6: ACR avramokpicsig oty perétn RA V (o606t6 060svav)

avVTOTOKPION) r'::-zré Ade::|=r721l71£nab Adalln:]uzrggsb IMTX Ty p* | Ty pP | Tuyn p?
ACR 20

EBdopada 52| 62,6% 54,4% 72,8% 0,013 < 0,001 0,043
EBdopada 104 | 56,0% 49,3% 69,4% 0,002 < 0,001 0,140
ACR 50

EBdopada 52 | 45,9% 41,2% 61,6% <0,001 | <0,001 0,317
EBdopdda 104 | 42,8% 36,9% 59,0% <0,001 | <0,001 0,162
ACR 70

EBdopdda 52| 27,2% 25,9% 45,5% <0,001 | <0,001 0,656
EBdopdda 104 | 28,4% 28,1% 46,6% <0,001 | <0,001 0,864

1 TN P TPOKVTTEL 0O T SVYKPLoT avd (gdyog g povobepameiog pe pebotpe&dtn kot g Oepaneiog
ocvvdvacpov pe adalimumab/pebotpe&artn pe xpron tov Mann-Whitney U test.

P 1 tipf p mpoxdmter amd T cvyKpion avé (evyog e povodepamneiog pe adalimumab ko g Oepaneiog
ovvdvaouov pe adalimumab/peBotpe€dn pe ypnon tov Mann-Whitney U test

"N TN P TpokvTTEL amd TN cvYKpLon ava (evyog Tng povobepameiog pe adalimumab kot thg povobeparmeiog
ue pebotpedtn pe xprion tov Mann-Whitney U test

YV avorytig emtonuaveng peAét exéktaong v tn uerétn RA V, ta mocootd aviandkpiong katd ACR
dnpnnkav dtov Tapakoiovdndnikay yio Sidoua mg 10 ypdvia. And Tovg 542 acbeveic mov
ToyatoromOnkav e 40 mg adalimumab kdBe dedtepn efdoudda, or 170 acbeveic cuvéyicay ) Oepomeia pe
adalimumab 40 mg kdBe devtepn efdopdda yio 10 ypovia. Meta&d avtav, 154 acbeveic (90,6%) eiyov
avtorokpioels kotd ACR 20, 127 acbeveic (74,7%) siyav aviomokpioelg katd ACR 50, kot 102 acOeveig
(60,0%) siyav avramokpicelg katd ACR 70.

Ymv Efdopdda 52, to 42,9% tov acBevov mov éhafav Bepaneio cuvovaouov adalimumab/pebotpegdtng
néTuyav KAvikn vepeon (DAS28 (CRP) < 2,6) cuykprrikd pe to 20,6% tov acbevov mov éElafav
uebotpeEdn oe povobepaneio kat to 23,4% tov acbevodv mov édaPav adalimumab oe povobepaneia. H
Oepamneio cuvovacpod adalimumab/pebotTpe&dne NTav 1060 KAVIKG OGO KOl GTATIOTIKG avdTEPT) 0Td TN
novoBepameia pe pebotpeldtn (p < 0,001) ko ) povobepomeio pe adalimumab (p < 0,001) yo v enitevén
YOUNANG EVEPYOTNTOG VOOOL GE acbeveic Le Tpocpdtmg dayvmabeica, HéTpla g GoPapr], PELLOITOELDN
apBpitida. H avtamoxpion yuo tig 8060 povobepamneicg frav mapoduowa (p=0,447). And tovg 342 acbeveic mov
apykd TuyalomomOnkav e povobepoameia pe adalimumab 1 Oepaneio cuvdvacpod
adalimumab/pebotpe&dtng Tov GUUUETELY OV GTNV OVOLYTHG EMCHLOVONG HEAETN emékTaong, 171 acBeveic
ocvumAnpocav 10 ypovia Bepaneiog pe adalimumab. Meta&d avtdv, 109 droua (63,7%) éxovv avagepbei va
Bpiokovtal og vpeon ota 10 ypovia.

AKTIVOL0YIKT] OVTOTOKPLoN

¥t pedétn RAIIL, 6mov ot acBeveic mov AduPavay adalimumab eiyav pevpatosidn apbpitida péong
dudpketag mepimov 11 etdv, n apbpikn, dopkn PAEPN a&rorloyndnke akTivohoyiKd Kot opioTnKe @M
petofoin tov tpomomotuévov Total Sharp Score (TSS) kot TV emuépovg deikT®dV TOL, TG fabuoloyiog
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OV dwfpooemv Kot g fabuoloyiog g otévmong tov pecapbpiov dactiuatog (JSN). Ot acBeveig mov
Adupavav adalimumab/peBotpegdtn £0e1&0v ONUOVTIKE PKPOTEPT], OKTIVOAOYIKT EMOEIVMGT OO TOVG
acbeveig mov AMappavay pebotpedtn g povobepaneio otovg 6 ko 12 piveg (PAéne Iivaka 7).

2mv avoytig emonpoavons perémn eméktaong v ) perétn RA I, n avaotodn g eEEMENG TG dopKNg
BAGPNG SroTnpnOnke yo 8 kan 10 ypdvia o€ pio vroopdda acbevav. Xta 8 ypovia, 81 and 207 acbeveig o
onoiot apykd Ehapav adalimumab 40 mg kébe dedtepn efdopdda a&loloyndnkay aktivoloyikd. Meta&h
avtav, 48 acbeveig dev £del&av kapia eEEMEN TG Sopkng PAAPNG Ontwg opiletar amd T peTtaforn omd v
apyn Babuoroyio avapopdg tov tporomompévov Total Sharp Score (MTSS) g td&emg tov 0,5 1
Mydtepo. Zra 10 ypovia, 79 amd 207 acbeveig ot omoiot apykd Erafav adalimumab 40 mg kabe devtepn
efdoudoa a&toroyndnkav axtivoroyikd. Meta&y avtav, 40 acbeveig dev £de1&av kapio e£EMEN TG SOKNG
BAAPNG Omwg opiletor amd ™ petafforn and v apykn Pabporoyio avapopdg tov tporomompévon Total
Sharp Score (mTSS) g té&ewg tov 0,5 1 Aydtepo.

Hivaxag 7: Méosg aktivohoyikés ahlayéc petd toug 12 pveg oty peréty RA 11

Ewoviko | Adalimumab/MTX | Ewkoviké ¢appoxo/MTX-
Qappaxo/ 40 mg ka0g Adalimumab/MTX (95% T p
MTX* ogvTep efdopdoa daetnpa gpmetocivich)
Yvvolkn 2,7 0,1 2,6 (1,4,3,8) <0,001"
BabpoAoyia Sharp
Erosion Score 1,6 0,0 1,6 (0,9,2,2) <0,001
Badporoyia® JSN 1,0 0,1 0,9(0,3,1,4) 0,002
* uebotpelarn

P 95% Sidotnpa eumotochvng Yo Tig dtopopés otic Baduoroyieg petald pebotpetang kot adalimumab
" Baoiletal o€ avaivon katd celpd peyédovg
% Trévmon tov pecapdpiov SlacTAUNTOC

2t pekét RA V, 1 opBpicn dopukn PAAPN a&todoyndnke axTivoloyikd Kot opioTnKe @¢ 1 LETAPOAN TOV
tpomomowmuévov Total Sharp Score (BAéne ITivoka 8).

Hivaxag 8: Méoeg aktivohoyikég allayéc otny efoonada 52 otn perétn RAV

Mes | Adalimumab | Adalimumab/MT
(95% n=274 X
Sitor 0 . (95% n=268 Tyuj p* | T pP | Ty p?
c mc‘r(:]cl:'w daotnuo (95% owdsTnna
H 9 N ENTGTOOVVIG) |  ERMLGTOGVVIG)
Total
5,7 (4,2- 3,0(1,7- < 0,00 <0,0
Sharp 73) 43) 1,3 (0,5-2,1) 1 |0,0020 o1
Score
Erosion 3,7 (2,7- 1,7 (1,0- <0,00 <0,0
Score 4,7) 2,4) 0.8(0.4-12) 1 0,0082 01
JSN Score 2,0 (1,2- 1,3 (0,5- <0,00 0,15
29) 2.0) 0,5 (0-1,0) 1 |0,0037 ;

* 1 TN P TPoKVTTEL 0o T SVYKploT avd (gdyog e povobepameiog pe pebotpe&dtn kot g Oegpaneiog
ocvvdvacpov pe adalimumab/pebotpe&atn e ypnon tov Mann-Whitney U test.
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P 1 T p mpordmTel amd T cVyKpion avé Levyog T povodepomeiog pe adalimumab kot Tng Oepomeiog
ovvdvacpov pe adalimumab/pebotpe&artn pe xpron tov Mann-Whitney U test

' TR P TpokvTTEL ad TN GVYKpLon ava {evyog Tng povobepameiog pe adalimumab kot thg povobeparmeiog
ue pebotpe&dtn pe xprion tov Mann-Whitney U test

Metd amo 52 ko 104 efdopdadeg Oepaneiog, T0 1060010 00BeEVDV YWPig aKTvoAoyKn eEEMEN (dl0popd amd
mv apyn ™c Bepomeiag Tov Tpomomomuévov Total Sharp Score < 0,5) tav onuovtikd vynAdTepN 61N
Bepameia cuvdvaouod adalimumab/pebotpe&dng (63,8% kot 61,2% ovTioToiy®C) GLYKPLTIKG, UE TN
uebotpe&dn wg povobepameio (37,4% kot 33,5% avtiotoiywg, p < 0,001) kot pe To adalimumab wg
novoBepameia (50,7%, p < 0,002 kot 44,5%, p < 0,001 avtictoiywc).

2V avoytng emonpovong perétn eméktaong v ) perétn RA V, n péon petafoir] tov tpomomoinpévon
Total Sharp Score a6 v apykn T éog to 100 ‘Etog tav 10,8, 9,2 kot 3,9 oe acbeveig mov apyikd
Tuyatlomomnkav e povobepomeia pe pebotpe&atn, povodepaneio pe adalimumab kot Oepaneio
ocuvvovacpov adalimumab/pebotpeldtng, avtiotoryo. Ta avtictoyo T0c00Td TV 0GOevOV YwpPig
axTvoroyikn e&éMén fitav 31,3%, 23,7% ko 36,7% avrtictouyo.

Hootnro {whe kou Asitovpyixdtyzo

H modtnto {oMg oyeTikd pe tnv KaTdoTooT Tng LYElng Kot T AEIToupytKOTnTa ToL 0c0ev a&loAoynOnke
xPNoWonoldvTas o Pabud avikevotntag tov Epotuatoloyiov A&oddynong g Yyeiog (HAQ) otig
TEGOEPLG TAOTIKEG EMAPKMG KO KAADG EAEYYOUEVEG DOKIUEG, KOl TAV £va TPOKAOOPIGUEVO, TPOTEVOV,
KoToAnkTiko onpeio otnv ERdopdda 52 g perétng RA II1. Odeg ot ddoeic/oyfpata tov adalimumab otig
TEGGEPLS LEAETEG £0€1E0V OTATIOTIKG ONUOVTIKG peyaAdTepT Pedtimon otov deiktn avikavotntag tov HAQ
amo v évapén e Oeparneiog £mg tov M1va 6 6€ oyéon (e TO EIKOVIKO QapoKo, evd ot perétn RA I
napatnpnonke 1o 610 v ERdopdda 52. Ta arnoteléopato and to Short Form Health Survey (SF 36) yua
OLeg T1g d0oelg /oynuata tov adalimumab otig téooepig peréteg vrooTnPilovy To EVPNUTO AVTA, LE
OTOTIOTIKA OMUOVTIKEG TEPIMNTITIKES Pabduoloyieg copoatikdv mapapstpov (PCS), Onog Kol pe 6TaTioTikd
onuUavTiKéG Pabpoloyieg TV TapapETPOV TOL TOVOVL Kot TG {mTikdTag Yo T 060on Twv 40 mg ava
devtepn efdopdda. Mo GTATIGTIKG ONUOVTIKY] EAATTOOT TG KOTMONG, OTMG LETPATOL amd T AETOVPYIKN
ektipmon g Badporoyiog g Oepameiog xpdviag vooov (FACIT) mapoatnpnnke kot oTig TpELg HEAETEG OTTOV
a&loroyndnke n mapdpetpog ovt (neréteg RA I, 111, 1V).

2t pekét RA 111, o1 mepiocdtepot acheveic mov métvyav feltioon Tng AEIToVpyIKOTNTAG KOl GLUVEXIGAV TN
Bepameia dwathpnoav ) Pertioon £og kot v ERdopdda 520 (120 univeg) avoiktig Oegpaneiag. H Beltioon
¢ mototntag (ong uetprionke v ERSoudda 156 (36 punveg) kat n Pektioon dwatnprdnke otn didpketo
0TS NG TEPLOSOV.

> pehém RA V, amodeiyOnke peyodvtepn Pelticoon otov deiktn avikavotntag tov HAQ kot ta
AMOTELEGUATA TNG COUATIKNG TopapéTpov Tov SF 36 £det&av peyaivtepn Pertioon (p < 0,001) yio
Oepaneio cuvovacpobd adalimumab/pebotpeldtng oe oyxéon pe ™ pebotpeldtn oe povobepameio Kot T
povobepameio adalimumab oy Edoudda 52, | omoia dratnpndnke péypt tv Epdopdda 104, Meta&d tov
250 a60evdv TOL OAOKANPMGOV TNV OVOLYTNG EMCNUOVOTG LEAETN EMEKTACNC, O PEATIDGEIC TN
AertovpykotnTa drtotnprnkav katd ) didpketa tov 10 ypovov Bepaneiog.

Llovog aro onuceio g éveang

INa 115 ovykevipopéveg daotavpodpeveg perétes RA VI kon VI, mapatnpnidnke o ototiotikd onpovikn
dapopd Yo To Ahyog tng Béong éveong apéomg petd ™ yopnynomn peta&d tov adalimumab 40 mg/0,8 ml ko
tov adalimumab 40 mg/0,4 ml (uéon Ty oy Khipaka VAS 3,7 cm évavtt 1,2 cm, khipaxa omod 0-10 cm,

p < 0,001). Avto avimpocmdneve pia didpeon peimon katd 84% cto dAyog e Béong éveong.

Ywpioon

H acedieia ko 1 amotedeopatikotnta tov adalimumab ueietOnke oe evihikeg acbeveic pe ypovia
yopioon katd midkag (> 10% BSA kot Psoriasis Area and Severity Index (PASI) > 12 1 > 10) ot omoiot
NTav VTOYNP1oL Yio cuoTUOTIKY Oepameio | poTolepamein o€ TVYOOTOINUEVES, OITAA-TVPAEC peAétes. To
73% 1oV acbevav Tov coppeteiye o Meléteg Yopiaong I kot 1T eixe AaPer mponyovuévmg GLGTNUOTIKY
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Bepameia | potobepancio. H acpdielo kot n arotelecpatikdta tov adalimumab pelethOnkay eniong oe
eviAKeg aoBeveic pe pétpla £mg soPap), xpovia yoploon Katd TAdKag Le Tavtdypovn ympioor
TOAOUOV/TEALATOV Ol 0TTO{01 HTOV VIOYNPLOL Y10 GLOTNUOTIKY Bepameia o pio TVYOOTOMUEVT, OITAG-
ToEAN perétn (Merét Yopioaong I1).

H Merét Yopioong I (REVEAL) a&oldynoe 1.212 aoBeveig o€ tpeig mepiodovg Bepaneiog. Xty mepiodo
A, ot acbeveic éhafav ucovikd eappaxo 1 adalimumab e o, apykn d6om 80 mg, akoiovBovuevn omo 40
mg kéBe devtepn gfdoudda, apyilovtag pio efdopada petd tnv apykn d6cm. Metd and 16 efdouddeg
Bepameiog, ol acbeveig o1 omoiot giyav TovAdyiotov avianokpion PASI 75 (Bektimon PASI score
TovAdyloToV Kath 75% oe oyéomn pe To apylka enineda) cuuneptAnednkav oty nepiodo B kot éhafav
avoikt] Oepameio pe adalimumab 40 mg kdbe dvtepn efdopdda. Ot aoBeveic OV SATHPTNCAY OVTOTOKPIOY
> PASI 75 v EBdopdada 33 kot eiyav apyikd toyotonondei og evepyod Bepomeio v mepiodo A,
gnavatvyotoromOnkav v Iepiodo I', dote va AdBovv gite 40 mg adalimumab kabe ddtepn efdopdda 1
EIKOVIKO Qdpuaxo yuo 19 emmhéov efoopddes. Luvolikd oe OAeC TIg opddeg Bepameiag, o HEGog deikTNg
PASI ota apyikd enineda frav 18,9 kou ta apyikd emineda tov deiktn Physician’s Global Assessment (PGA)
Kopdvinkav and “pétpia” (53% tov acbevav mov cvppeteiyay) ng “‘cofapn” (41%) éwc “moid coPapn”
(6%).

H Meiém 11 g yopioong (CHAMPION) cuvékpive TV amoTeAeoLOTIKOTNTA KOL TV AGQAAELN TOV
adalimumab évavzr g pebotpe&atng ko Tov gikovikov eapudkov og 271 acbeveic. O aoBeveig Elafav
EIKOVIKO Qdpuaxo, pebotpeldtn oe apykn d6or 7,5 Mg kat akoAovBwmg 1 d6oM awéRdnKe uéypt TV
EBdouddo 12 otn péyiot d6om twv 25 mg 1 adalimumab og apykr d6omn 80 mg axorovbovuevn amd 40 mg
kd0e devtepn efdouada (Eekivavtog pio foopdda Hetd v apykr d6om) yio 16 efdouddeg. Agv vdpyovv
dbécua otoryeia ta omoia cuykpivovy to adalimumab kat ™ pebotpedtn yio v amd 16 efdouddec
Oepamneiog. Xtovg acheveic mov Adupavay pebotpe&dtn kot métvyav avtamokpion > PASI 50 v EBdopdda
8 xav/ v 12 dev €yvav emumpocheteg avénoelg 60ong. e Oreg TG OepamevTikég OLAdES, TO LEGT OPYLKAL
enineda ovroamokpiong PASI frav 19,7 kat ta apyikd eninedo PGA kopaivovtat amd “fmia” (< 1%) £mg
“uétpra’” (48%) twg “coPapn” (46%) émwg “mold coPapn” (6%).

O1 acBeveic mov cuppeteiyav oe Oheg Tig peéteg yopiaong Gdaong 2 kot Gaong 3 kpibnkav katdAiniot ya
€160y®OYN 6€ pio avoryTng emonuavong LEAET enéktaong, 6mov to adalimumab yopnyndnke ya

tovAdylotov 108 emumdéov efSopddes.

Y1ic Medéteg Yopiaong I kar I, Eva mpmtedov katoAnKTikod onueio Tov 10 1060610 TV aclevdv o1 0moiot
nétvyav avtamokpion PASI 75 and to apykd eninedo péypt tnv EBSoudada 16 (PAéne Iivakeg 9 kon 10).

IMivaxog 9: Mehéty yopioong | (REVEAL) - Aroteleopotikotnro 61 16 gfdopddeg

Ewoviko @appoxo Adalimumab 40 mg ka0g
N=398 ogvTep efoopdoa
n (%) N=814
n (%)
>PASI 75* 26 (6,5) 578 (70,9)
PASI 100 3(0,8) 163 (20,0)
PGA: KaOapé/ehapoto 17 (4,3) 506 (62,2)

* To mocootd achevmv ot onoiot Tétvyav avtamoxpion PASI 75 vroloyiotnke og¢ mocooTd
TPOCAPUOGUEVO OVAAOYQ LE TO KEVTPO
P p < 0,001, adalimumab évovtt etcovikod pappdxov
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IMivakog 10: Merhétn Yopiaong 11 (CHAMPION) - arotsheopotikotnTto 671 16 fdopnadsg

Ewoviko ¢appoxo MTX Adalimumab
N=53 N=110 40 mg kG0g
n (%) n (%) dgvTep gfoopdoa
N=108
n (%)
>PASI 75 10 (18,9) 39 (35,5) 86 (79,6) »P
PASI 100 1(1,9) 8(7,3) 18 (16,7) »-°
PGA: KaBapo/erayroto 6 (11,3) 33 (30,0) 79 (73,1) »P
*p < 0,001 adalimumab &vavtt eikovikod @appdKov
#p < 0,001 adalimumab &vavti peBotpeEdng
"p < 0,01 adalimumab évavt eikovikod @apudrkov
%p < 0,05 adalimumab évavtt pebotpe&dng

2 Merém Yopiaong I, 1o 28% tov acbevav mov elyav avtandkpion PASI 75 kot emavatuyotomomOnkay
070 kovikd eappaxo v ERdoudda 33 o oyéon e 1o 5% 10V 0c0evadv o1 0moiol GuvE IGaY UE
adalimumab, p < 0,001, eppdvicav “ammdieia enopkovg aviamokpiong” (dsiktme PASI petd v Efdopdda
33 ko Katd T Sudpkela 1) wpwv v ERdopdda 52 wov odnynoe oe aviandkpion < PASI 50 oe oyéon e ta
apyka eninedo. pe eErdyiom avénon 6 Babumv oto deiktn PASI og oyxéon pe v EBdouada 33). And tovg
ac0eveic o1 0moioL EUPAVICOY OTMAELN ETOPKOVE OVTUTOKPIONG LETE TV EXAVOTVYOLOTOINGT GE EIKOVIKO
@GPIOKO KOl Ol 070101 TOTE EVTAXONKOAV 6TV 0vVOLXTH (AT TG HEAETNG emékTOoNG, TO 38% (25/66) Kat To
55% (36/66) enavéktnoav avtandkpion PASI 75 petd omd 12 kou 24 efdopddesg emovayopriynons,
avticTotya.

Yvvorika 233 acBeveig mov giyov avramoxpion PASI 75 v EBdoundada 16 kot tnv EBdopndada 33 érafav
ovveyn Bepancia pe adalimumab eni 52 eBdopadec otn Merétn Yopiaong I, kot cuvéyieay o adalimumab
o doKIUn avolkThg eméktaong. Ta mocootd aviandkpiong katd PASI 75 kot PGA kabapo 1 eldyioto o€
aVTOVG ToLG aobeveig Ntav 74,7% wai 59,0% avtictoyya petd and emurAéov 108 efdopddeg avorktng
Oepaneiog (cuvolikd 160 efdopddeg). Xe pa avaivon 6mov 6ot ot acbeveig mov amosvpnkay and ™
peAétn AMOym avemiountov cuuPaviov 1 EAAEWYNG amoTEAEGLOTIKOTNTOC 1| OTToL avéndnke 1 6o,
OepnOnkay ™G Un oVIOTOKPIVOUEVOL, TA TOG0GTE avTamdkpiong katd PASI 75 kot PGA kabapo 1
eldryoto o€ avTovg Tovg acbeveig Nrav 69,6% kot 55,7%, avtictoya, petd and emmAiéov 108 efdopddeg
avoiktig Oepaneiog (cuvorikd 160 efoopadeq).

Yvvoaika 347 acBeveig pe otabepn) AvTATOKPIOT] GUUUETELOY GE P10 OVOLYTNG EMOTUOVONG LEAETN
EMEKTAONG LLE OKOTO TNV aS0AOGYN O™ TG amdGvpong kot g enavabepaneiog. Katd ) didpketo g
TEPLOOOV ATOGVPGNC, TO, CLUTTOUATO TNE YOPINONE ETEGTPEYOV UE TNV TAPOOO TOL YPOVOL LE UEGO YPOVO
vroTpomNG Tepimov S pnveg (peimon tov PGA og “pétpia” 1 cofapn voco). Kavévag amd avtovg toug
acbeveig dev mapovoioce vrotpornr (rebound) katd ) didpkeia Tg neprddov andovpongc. ‘Eva ochvoro
76,5% (218/285) 1wv acbevidv o1 onoiol stonAbov oty mepiodo enavadepaneiog eiye Lo, avTomdKpIon Tov
PGA "kaBapn" 1 "erdyiom" puetd and 16 efdopddec enavabdepomeiog, aveEdptnta 0md T0 AV LTOTPOTINCAY
KoTd v andovpon (69,1% [123/178] ka1 88,8% [95/107] Nrav acbeveic mov vroTpomiacay Kot Tov dev
VIOTPOTIOGAY KATE T SLAPKELL TG TEPLOSOV AmTOGVPGNC, avtioTotya). Eva mapdpolo mpoil aceaieiog
mapotnpninke kotd ™ didpkelo emavabepaneiog OTMS TPV TNV ATOSVPGN.

Inuovtikég Pedtinoelg otnv ERdopndda 16 amd ta apyikd eninedo o€ GYECT LE TO EIKOVIKO QAPHOKO
(Medéteg T an IT) kat ) pebotpe&dn (Merém II) emtedydniay oto DLQI (Dermatology Life Quality
Index). Tt Melét 1, o1 PeEATIOOEIS OTIC COUATIKEG KO YOYOAOYIKEG TTopOopéTpovg Tov SF-36 ftav emiong
ONUOVTIKEG GE GYECT LLE TO EIKOVIKO QAPLLOKO.
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X pio avotyTNnG EMONLAVOTG LEAETT) ETEKTOOTG, Y10 TOVG 0.00EVELG GTOVG 0TTOioVG 1 dOGT StopoPPDOTKE
a6 40 mg ke devtepn efdopdda og 40 mg kabe efdopdda eEartiag g avramokpiong PASI kdtw amd
50%, 26,4% (92/349) ka1 37,8% (132/349) tov acbevodv nétvyav avtomokpion PASI 75 v Efdopddo 12
kot 24, avtioTotya.

H Merém Yopiaong T (REACH) cuvékpive v amoteleopatikdmTo kot Thv ac@daieto tov adalimumab
&vavti €IKoVIKoD Qopurakov og 72 acbeveig pe pétpia Eog cofapmn, xpovio Ywopioon KoTd TAGKOG Kot
yopioon Tohapdv ko terudtov. O acbeveic Elafav pia apyikn 66om 80 mg adalimumab
axoArovBovpevn amd 40 mg kabe devtepn efdopada (Eexivadvtag pio efoopdda petd v apykn d6om) 1
g1KoviKO pdppoxo yio 16 efdondades. Tnv ERdopdda 16, éva oTaTioTiKd GNUAVTIKG HEYOUADTEPO TOGOGTO TOV
acBevav mov éhafav adalimumab métuye «e&ddetym tov Prafovy 1 «oxedov eEdienyn tov PAafodvy Katd
PGA o71ig moldpeg kaun oto méApata o€ cOyKplon pe Toug aobeveic mov Elafav ewovikd eappoxo (30,6%
évavtt 4,3%, avtiotorya [p=0,014]).

Merém Popioong IV cuvékpive Ty amoteAecpatikotnta Kot Thv acedieio tov adalimumab évavr
EIKOVIKOV Qopliov o€ 217 gvijhikeg acBeveic pe pétpia £og cofapny, yoplacikn ovoyio. Ot acbeveic
érapav pia apykn 66om 80 mg adalimumab akoiovBovuevn amd 40 mg kabe devtepn fdouado
(Eexvavtog pio efdopado LeTd TV apyikn 060m) 1 EIKOVIKO eAapuako Yo 26 efdouddeg, akolovbovuevo
and o ovorytr Oepancia pe adalimumab yio emmdéov 26 efdopddeg. Ot 0ELOAOYAGELS TG YOPLUGIKNAG
ovuyiag mepthappavay tov Tporomonpuévo Agiktn Zofapdmrog tng Ywpracikng Ovoyiog (MNAPSI),
Yvvohkn, Extipnon tov Tatpo yio v Yoplacikny Ovoyio (PGA-F) kot tov Asiktn ZoBapdtntog g
Yopraocwkng Ovoyiag (NAPSI) (BAéne TTivaxa 11). To adalimumab katédei&e 6@elog g Bepanciog oe
ac0eVEiG pe Yoplactkn ovuyio pe SopopeTIKEG KTAoels deppotikmv Prafav (BSA>10% (60% twv
acbevav) kat BSA<10% kot >5% (40% tov achevav)).

Hivaxag 11: Mgiétn Yopiaong 1V - aroteieopatikdétnto 611G 16, 26 kon 52 gfdopnaoeg

Telko onueio Epoopada 16 Epoopada 26 Epoopada 52
Eleyyépevn pe eikoviko Eleyyépevn pe etkoviko AVOIKTIG
PappoKo OOPLUKO EMGNLAVONG
Adalimumab Adalimumab | Adalimumab
Ewoviko | 40 mg ka0e Ewkoviko 40 mg ka0s 40 mg ka0e
QPaPLOKO OE0TEPT PapRoKo OEVTEPT OEVTEPT
N=108 gfoopada N=108 gfoopada gfoopada
N=109 N=109 N=80
> mNAPSI 75 (%) 2,9 26,0* 3,4 46,6" 65,0
PGA-F 2,9 29,7¢ 6,9 48,9* 61,3
KkaBapo/erdyioto Kot
Beitiooon > 2 Babucdv
(%)
[Mocootiaia -7,8 -44.2¢ -11.5 -56,2¢ -72,2
HETAPOAN TOV deikTn
NAPSI yio. 6Xo 0
oyt (%)
4p<0,001, adalimumab évav eikovikod @apudiov

O1 aoBeveic mov hafav adalimumab édsi&av otatioTikd onuavtikés fertidoeis oty EBdopdda 26
GULYKPLTIKG [E TO EKOVIKO @appako oty DLQI.

Aramontirn 10pwtadevitioo,

H acedieia ko ) amotedeopatikotnta tov adalimumab a&ioloynOnkay oe Toyaomomuéves, SITAG-TOQALG,
ELEYYOLEVEG LE EIKOVIKO QAPHOKO LEAETEG KOl LU0 AVOTYTNG EMOTIUAVONG LEAET EMEKTACTC GE EVAAIKES
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acOeveic pe pétplo émg coPfapr HS mov frav avBertucol, elyav aviévoeltn 1 ELEAVIcAY OVETOPKT
AVTAmOKPIOT] GE TOVAGYIGTOV Lo 3-Unvi TEPiod0 GLGTNUATIKNG avTIBLOTIKNG BepamevTikng aywyns. Ot
acbeveig otig peréteg HS-1 kar HS-II giyav voco Hurley Xtadiov 11 1 1 pe tovddyiotov 3 amoothpata
QAeypovmon olidia.

H Meién HS-1 (PIONEER 1) a&oldynoe 307 aobeveic og 2 tepiodovg Oepameiog. Xty Iepiodo A, ot
acBeveig Elafov ekovikd dappoako 1 adalimumab oe apykn 66om 160 mg v Edopdda 0, 80 mg v
EBdopdda 2 ko 40 mg kéBe efoopdada Eekivavtog and v ERdopdada 4 £wc v ERSopdda 11. Katd
SdpKela TG HEAETNG eV EMTPETOTAV 1) TOVTOYPOVT] PN o1 avTiroTik®dv. Metd amd 12 effdopdadeg
Bepanciag, ol acbeveig mov giyav AdPet adalimumab v Iepiodo A emavartvyoiomomOnkav oty Iepiodo B
oe 1 amo6 t1g 3 opddec Oepameiog (adalimumab 40 mg kdbe efdoudada, adalimumab 40 mg kabe devtepn
gfoouada, N ewovikd eapuoako omd v ERdopdda 12 £mg v ERdopdada 35). O acBeveig mov eiyav
Toyoomon el og gikovikd eappaxo v Iepiodo A, élafav adalimumab 40 mg kabe efdopdda ot
[epiodo B.

H Meié HS-IT (PIONEER 1) a&oldynoe 326 aobeveig oe 2 mepiddovg Oepameiog. Xty Ilepiodo A, ot
acBeveig Elafov ekovikd appoko 1 adalimumab og apykn 66on 160 mg v Epdopdda 0 kot 80 mg v
EBdopdda 2 ko 40 mg kébe efoopada Eekivavtog omd v ERdoudda 4 £wg v Efdopdda 11. To 19,3%
TV ac0evodv GuvE e TNV omd ToL 6TOUATOG avTIPloTiKn Bepaneia Tov AdpuPave KoTd TV Evapén g
uerétne. Metd and 12 efdoudadeg Oepomeioc, ot aobeveic mov giyav Aapet adalimumab v ITepiodo A
emavatvyatoromdnkay oty Iepiodo B oe 1 amd tig 3 ouddeg Oepamneiog (adalimumab 40 mg «kébe
gPpoouada, adalimumab 40 mg kabe devtepn efdopdda, 1 gkovikd eappako arnd v Efdoudada 12 £wg v
EBdopdda 35). Ot acheveic mov giyov tuyaonombei oe eikovikd eappoxo v Iepiodo A, Erafav ikoviko
eappako otv I[epiodo B.

O acBeveic mov cuppeteiyav otig peréteg HS-I ko HS-II elyav tn dvvatotta va eviayBolv og o pedét
AVOIKTAG EMEKTOONG otV omoia, yopnyovvtav adalimumab 40 mg kéOe efdopdada. O pécoc ypovog xBeonc
otov adalimumab mAnfvoud frav 762 nuépes. Kat otig 3 peréteg o1 aobeveic ypnoyomolodoay tomiko,
OVTICTITIKO GOmovUVL KoBnUePLVAL.

Klwikn avramoxpion

H peioon tov preypovododv BLapdv Kot 1 amoeuyr] TG ETOEIVOONG TOV ATOGTNUATOV KOl TV
TOPAYOYIK®V cuptyyiov afloloynnke ypnoonoidvog tov Agiktn Kiwvikng Avtarokpiong ot
Awmontikn Idpotadevitido (HISCR, peiovon tovidyiotov kotd 50% tov cuvorikod apBpol tov
OTOCTNUATOV Kot TV PAEYLOVOO®Y 0{1dinV Ympic avénon Tov apdpol TmV oTocTNUAT®OY Kol YoPIg
avEnomn tov aplfpod TV ToPAY®YIKGV cLPLYYimV, 6€ oyéomn Ue Tov apliud Tovg oty Evapén Tng LEAETNG).
H peimon tov cuvdedevou e T S1omunTikn WpoTadevitidon GAyovs aE0A0YNONKE XPCLOTOMVTAS Lo
Ap1Ountikn Kiipokoa A&lohdynong oe acOeveic mov eviaydnkav ot weAétn pe apyikn Ty 3 1 peyadvtepn,
oe wo 11-fédpa Kiipoka.

Tnv EBdopada 12, évo onuoavtikd vymiodtepo 1o60o1o acbevav mov éhapav Bepaneio ue adalimumab
nétvye HiISCR évaver avtodv mov éhafav ewovikd gdpuako. Tnv ERSoudda 12, éva onuavtikd vyniotepo
10600710 acbevav g Medétng HS-11 mapovciacay kKAvikd onUavTIKY PHEIDMOT) TOV GUVIEOUEVOL LE T
Sramon ik Wpwtadevitido alyovg (PAéne Iivaxa 12). Ot acbeveic mov éhapav Oepomeia pe adalimumab
EUPAVIGAV CIUAVTIKA UIKPOTEPO KiVOLVO £EaPCNC TS VOGOL KaTd TN d1dpKele Tov 12 tpdtmv efdonddmnv
g Bepaneiog.
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Hivaxag 12: Aroteleospotikétnra otic 12 gfdopnadsg, peréreg HS | ko 1l

Megiétq HS | Meiétq HS 1
Ewoviké | Adalimumab 40 Ewoviké Adalimumab 40
PapROKo mg pia eopa POaPLUKO mg pia eopa
v gfooudoa v gfoopdoa
Klvuen avtamdkpion N=154 N=153 N=163 N=163
ot AtamonTiky 40 (26,0%) 64 (41,8%)" 45 (27,6%) 96 (58,9%)™"
Ispwrtadevitida (HISCR)®
> 30% Meimon tov N=109 N=122 N=111 N=105
depuoticod Ghyooc? 27 (24,8%) 34 (27,9%) 23 (20,7%) 48 (45,7%)™

“p < 0,05, ™p < 0,001, adalimumab évavz eikovikod QopudKov

* Meta&d OA®V TOV TUYOOTOMUEVOY acOevmY.

P Meta&d tov ac0evav pe apyikh Tiuf 0E10A0YNoTG ToL GUVSEGHEVOD e TN S1TVNTIKN
wWpotadevitido deppatikov dryovs > 3, pe Baon v ApBuntikn Kiipoka A&oidynong 0-10, 6mov
0 = yopic dryog, 10 = apopnTO AAYOC GTO dEPUAL.

H Ogpameio pe 40 mg adalimumab kébe efdopdada peiwos onuavtikd Tov Kivouvo emdeivmong tov
OTOCTNUATOV KoL TOV TOPUYDYIKOV cVpryyimv. Zyeddv 0 SumAdctog apluog tav actevav mov Erafov
EIKOVIKO Qdapuaxo Ti¢ Tpdteg 12 efdouddeg twv Meretdv HS-1 kot HS-11, suykpitikd pe tovg acbeveic mov
ueteiyav otnv opddo tov adalimumab, mapovsiacay endeivoon tov amootnuatmy (23,0% évava 11,4%,
avtiocToya) Kol Tov mapaymyikov cvptyyiov (30,0% évavr 13,9%, avtiotoya).

Meyahdtepn BeAtioon kotd v ERdopdda 12 and v évapén e HeAéTng o GUYKPLON LE TO EIKOVIKO
(APLLOKO TOPOVCLAGTIKE GTNV E01KN Y1l TO dEPLO, OYETILOUEVN Ue TNV LYela, TowdtnTa {oNe, OmOG peTpdTon
ue tov Agpuartoroyikd Agiktn Iowdtntog Zong (DLQI, Mekéteg HS-I kou HS-IT), ot yevikn tkavomoinon
TV ac0evodV 0nd T0 PAPUAKELTIKO TPOTOV, OTWG HeTpdtal pe T0 Epotnuatoddyo Ikavoroinong and ta
eappokevtika tpoiovta (TSQM, Meréteg HS-I ko HS-11), kot otn copoatikn vyeia, 0nwg petpdtot oamd ™
oLVoAIKY Babuoroyio tov cuvictoo®y Tov SF-36 yia T copotikh vyeio (Medétn HS-1).

Ye aobeveic pe TovAdyiotov pepikn avtandkpion og adalimumab 40 mg efdopadiaing thv Epdoudda 12, to
1060016 HiISCR v EBdoudadae 36 frav vyniotepo otovg acbeveic mov cuvéyioay v efdopadiaio Aqyn
adalimumab cuykpitikd pe Tovg acbeveic 6ToVG 0moiovg 1 GLYVOTITA TG dOONC UELONKE G KABe debTEPN
gpooudda, | oe acbeveic mov diékoyav tn Oepaneio pe adalimumab kot Elafav ewovikd eappoko (BAETe
Iivaxa 13).

IMivaxoeg 13: Moc06t6 acOcvdv® mov nétvyav HiISCRFP tic EBdopadss 24 kar 36 a@ov tuyaromouOnkay
ndM og Ogpancio petd ano efdopadiaio Aqyn adalimumab v Efdopada 12

Ewovik6 ¢appoxo Adalimumab 40 mg Adalimumab 40 mg
(ovaxomi] Ospanciag) KG0g dgvTepn pia @opd TV
N=73 gfoopada N=70 efoopaoa
N=70
EBdopada 24 24 (32,9%) 36 (51,4%) 40 (57,1%)
EBdopdda 36 22 (30,1%) 28 (40,0%) 39 (55,7%)

* AoBeveic pe Tovddyiotov pepikn avtamokpion o€ adalimumab 40 mg «kdOe efdopdda petd omod 12

gPdoudoeg Oepameiag.

P O1 0o0eveic mov mMAnpovcay Ta KpLTpLo. Tov opilovTal omd TO TPOTOKOALO Y10 TNV ATMAELN TG
OVTOTOKPIONG 1 TNV 0ovGia PEATiong voype®@OnKoy va S10KOWYOLV T1 GUULETOYT TOVG OTIG
UEAETEG KOl GUUTEPIANPONKOV GTOVE [T OVTATOKPIVOUEVOUG.
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Metoéd TV achevdv ToL ELPAVICHV TOVAGYIOTOV LEPTKN avTOTOKPIoT kaTd TV Efdondda 12, kot ot
omoiot Elafav cvveyr epdopadaia Bepancio pe adalimumab, to rocootd HISCR v ERSdopndda 48 ftav
68,3% kot v EBdopada 96 nrav 65,1%. H pakponpdbeoun Oepancia pe adalimumab 40 mg efdopadiaing
v 96 gfdopadec dev TOPOLGIOGE KALVOVPLO, EVPTLATA AGPAAETIOC.

Meta&d tov acbevov mov diekoyav ) Oepaneio pe adalimumab v ERSopdda 12 otic Medéteg HS-1 ko
HS-II, to mocootd HISCR 12 gBdouddec petd m yopnynon adalimumab 40 mg v efdopdda enéotpeye oe
EMITESA OO LE OVTA TTOV TAPOTNPNONKAY TPV ad T AT TOV EIKOVIKOD @opudkov (56,0%).

Noooc rov Crohn

H acedieio kot 1 arnotelespatikotnto tov adalimumab a&oloyndnkay o méve amd 1.500 acbeveic ue
uétpa £mg coPapn evepyd voco tov Crohn (Crohn’s Disease Activity (CDAI) > 220 ko < 450) o¢
TUYOLOTOMNUEVES, SUTAA TUPAEG, EAEYYOUEVES LLE EIKOVIKO PAPLOKO HEAETEG. ZVyyoprynon otafepdv 00GEMY
OULVOGOAKVAK®V, KOPTIKOGTEPOEWOMV KA/ 0VOGOTPOTOTOMTIKMV TaPayOvVI®V emtpanrkay kot to 80%
TV 0cfevadv cuvéyiooy va AapuPdvouy TOLAIGTOV £Va 0T TO TOPATAVED PUPUOKEVTIKA TPOIOVTA.

H gnaywyn g khvikig veeong (opilduevn ue CDAI < 150) a&loloynOnke o 600 peAétec, T pedét CD |
(CLASSIC 1) ko n perétn CD I (GAIN). Ztnv perét CD 1, 299 acbeveic otovg omoiovg dev eiye
yopnynOet Eavd TNF-avtayoviotig Tuoyatoromdnkoy oe pio and téooepig BepansuTikég oUdoes: EIKOVIKO
eappoko tig ERdopddeg 0 xar 2, 160 mg adalimumab v EBdopdada 0 ko 80 mg tnv EBdopdda 2, 80 mg
v EBdopdada 0 kot 40 mg v Edopdada 2 kot 40 mg tnv Edopnada 0 kar 20 mg v Edopdda 2. Ztnv
uerétn CD 11, 325 acbeveig ot omoiot dev avtamokpivoviay 1} eppavicav dvcavesio oto infliximab
ToyooTomOnKkay dote va Aappavovv gite 160 mg adalimumab v EBdopdda 0 kar 80 mg v ERSdopdda 2
eite ekovikd eappoko T ERdopddeg 0 kan 2. Ot acBeveic mov dgv giyov TpOTOyEV KAIVIKY OVTATOKPIOT
OTOKAEIGTIKAY aTd TN MEAETT Kol ETOUEVIS avTol ot acBeveic dev agloloynOnkay TepUITEP®.

H dathpnon g khvikng veeong a&oroynbnke ot uedét CD 11 (CHARM). Xt peAé CD I, 854
acOeveic Elafav o avorytn yopnynon 80 mg v Edoundada 0 kot 40 mg v Edopdada 2. Trv ERdopdda 4
ot acBeveig TuyaomomOnkav oe 40 mg kdbe devtepn efdopddoa, gite oe 40 mg ke gfdopdda, gite oe
EIKOVIKO QAPUOKO e GLUVOALKT dtdpkela perétng 56 efoopddmv. Ot acheveis pe KAVIKN avTomdkpion
(ueiwon CDAI > 70) tnv EBdoudda 4 katnyoplomombnkoy kot ovadbonkoy Eexoptotd and antovg ot omoiot
dev giyav Khvikn avtandkpion v ERdoudda 4. H otadioxn peimon Tov KopTIKOGTEPOEIOMV EMTPAUTNKE
petd v EBSopdda 8.

H emaywyn g veeong ot perétn CD I kar v periém CD 1l kabmg Kot To 10606TA 0vTamdKplong
napovoidlovror otov [livaxoa 14.

Hivaxog 14: Eraymyn KMVIKIS VOEONS KOl KMVIKIG AVTOTOKPLENS (T0606T0 0.00EVAY)

Meiétn CD I: AcOsveig 6Tovg omoiovg dgv Mehémn CD I,I: Aqﬂsvag
&yer yopnyn0si Infliximab GTOVG OTOLONS EXEL
yopnynOsi Infliximab
Ewoviko | Adalimumab | Adalimumab | Ewoviké | Adalimumab
@appoxo 80/40 mg 160/80 mg Qappoxo 160/80 mg
N=74 N=75 N=76 N=166 N=159
EBdopada 4
K\wvin vpgon 12% 24% 36%" 7% 21%"
Klvuen 24% 37% 49%™ 25% 38%™
avtandkpion (CR-
100)

Oleg o1 Tipég p eivan ouykpicelg katd {ebyn tov mocootdv yia to adalimumab évavtt eikovikod @apuakov
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*p < 0,001
“p<0,01

IMapodpotla 1060610 KAMvVIKAG Deeong mapatnpnOnkay yia to. 160/80 mg ko 80/40 mg oyfuato exaywyng Ty
EBdopdda 8 kat mapatnpridnkay o cuyvd avembdunta coppdavto oty opndda mov hafe 160/80 mg.

Yty perétn CD III, v EBdopdda 4 to 58% (499/854) twv acbevdv giyov KAVIKH 0vTamOKpion Kot
a&loloynOniay oty TPOTEHOLGO AVAAVGT). ATO TOVG 0GOEVEIG TTOV EUPAVIGOYV KAVIKY OVTATOKPIoN TV
EBdopnada 4, to 48% ciyav Adfel 6to maperdov dAlov TNF-avtaywviotd. H dwatrpnon g veeons kot to
T0G00TA avtamokpiong mapovctiiovial otov Ilivaka 15. Ta mocootd g KAvikg Vpeong Tapéuetvay
OoYETIKA oTadEPA, avesapTitc Tponyovuevng ékbeong o TNF-avtayovioTéc.

Noonheieg kot xelpovpyikés enepfacels oxeTIOUEVEG e TN VOGO MTAV GTATICTIKE GNUOVTIKA LELOUEVEG LE
to adalimumab cuykpitikd pe to gikovikd edpuako oty Efdopdada. 56.

Hivaxag 15: Awatipnon KMviKig VQE6NS Kol KAVIKIG avTandkpiong (m1060oto achevav)

Ewoviko AdaI!mume}b 40mg Adalimumab 40 mg
appoxo kabs devTEpn KG0g efoopdda
Papu efoopdooa
Epoopdoa 26 N=170 N=172 N=157
KAwvikn voeon 17% 40%" 47%"
KAwviy avtomdkpion (CR-100) 27% 52%" 52%"
AcOeveic og ehevbepn | 3% (2/66) 19% (11/58)™ 15% (11/74)™
GTEPOELODY VPEST Y10
> 90 nuépec”
Epoopdoa 56 N=170 N=172 N=157
KAwvikn voeon 12% 36%" 41%"
KAy avtomdkpion (CR-100) 17% 41%" 48%"
Aceveic og ehevlepn | 5% (3/66) 29% (17/58)" 20% (15/74)™
GTEPOELODY VPEST Y10
> 90 nuépec”

“p < 0,001 yi0 cuykpicelg kotd (edyn Tov mocootd@v yia to adalimumab &vavtt etcovikod @oppékov
“p < 0,02 yio cuykpiceig katd {evyn Tov Tocootd@V Yo to adalimumab évavt eikovikod gapudkov

* Amo ekeivoug mov AapPivouy KopTIKooTEPOEWN TNV Evapén g Bepamneiog

Metoéd Tov acbevav ot omoiotl dev avtamokpiOnkay oty ERdoudda 4, to 43% tov acbevav ot omoiot
éhapav doon cvvtpnong adalimumab avtomoxpibnkav uéypt v EPdoudda 12 cuykpriikd pe to 30% mov
Ehafav dOoM GLVTIPNONG LE EIKOVIKO PApLOKO. AVTE Ta OTOTEAEGUATO DTOSEIKVOOVY OTL pEPKOi acBeveic
ot omoiot dgv €yovv avtamokplfel uéxpt mv ERdoudda 4, mperovvtal and t cuvéyion tng Oepameiog
ocvvtnpnong péxpt v ERdoudda 12. H Bepameio mov cuveyiotnke petd tig 12 gfoopddeg dev 0dnynoe oe
OTUOVTIKG TTEPLocOTEPEG avtanokpioels (PAéne mapdypago 4.2).

117/276 acbeveic amd ) pedétn CD | xon 272/777 acbeveic omd pedéteg CD T ko I mopoakorovdnOnkay
v TtovAdyrotov 3 ypdvia g Bepameiog avorktrg eméktacng (open-label) pe adalimumab. 88 o1 189
acBeveig avtiotoya, cuvéyicay va givorl og kKAvikn veeon. Kivikn avramoxpion (CR-100) dwotmpnbnke og
102 ko 233 acbeveig, avtictoyo.
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Hoiotyro {wng

Y1ig peréteg CD T ko CD 1 yia ) voco tov Crohn, emttebyfnke otatiotikd onuavtikn fedtioon ot
cuvolikY| Pabpoioyia Tov e1KoD EpOTNUATOAOYIOL Yl Ta PAEYLOVAOIT vootipata Tov gvtépov (IBDQ) v
EBdouada 4 oe acbeveic tuyatomomuévoug og adalimumab 80/40 mg ko adalimumab 160/80 mg cuykprtikd
LLE TO EIKOVIKO QapaKo Kol eniong Topatnprnke otig EBdopddes 26 ko 56 otn perétn CD I peta&d tov
Bepancvtikdv opddmv ov Elafav adalimumab cuykpirikd pe to g1KovViKoO PAaPAKO.

Elxcddng kolitdo

H aopdieia kot omote ecpatikdTTo ToAATA®V dOcemv Tov adalimumab a&oloyndnkay og eviiikeg
acBeveig pe péTplo émg cofapn, evepyd eAkmdn kolitida (Babuoioyic Mayo 6 émg 12 pe vropfabuoloyio
€VO0GKOTNONG 00 2 £00¢ 3) GE TLYUOTOUUEVES, SITAEC-TUPAEG, ELEYYOUEVES LIE EIKOVIKO QAPUAKO UEAETEC.

¥t perétn UC-1, 390 aoBeveic mov dev eiyav AdPet Bepamneia pe TNF-aviayoviot) tuyaioromnkay vo
MaPouv gite ewovikd edapuoko tig Efdopnddeg 0 kot 2, 160 mg adalimumab v EBdopdda 0 akorlovBolduevo
a6 80 mg v Epdopdda 2, 1 80 mg adalimumab v Edopdda 0 akolovBoduevo amd 40 mg v
EBdopddoa 2. Metd and v EBdopdda 2, ot acheveic kot ota 600 okéin adalimumab élafav 40 mg kabe
devtepn efdoudda. H khwvikr veeon (opilopevn wg Pabuoroyic Mayo < 2 yopic vropaduoroyio > 1)
extymonke v ERSdoudda 8.

Y1t perétn UC-II, 248 acbeveig érafav 160 mg adalimumab v EBdoudda 0, 80 mg v EBdoudada 2 ko,
ev ovveyeia, 40 mg kabe devtepn efdopdda ko 246 acbeveig Erapav eikovikd eappoko. To KAvikd
OTOTEAECLLOTA Y10l EMAYOYT] TNG VEOT G a&toloynOnkav tnv ERdopdda 8 kat yia t dtotripnon g vepeong
v EBdopdda 52.

AocBeveic mov dpyroav ) Bepoameio pe 160/80 mg adalimumab wétvyav kKAvikn Heeon £VavTL TOL E1KOVIKOD
eappakov tnv EBdoudada 8 o otatiotikd onuavtikd peyodlvtepo 1ocootd ot pedétn UC-T (18% évavt
9% avtiotoyya, p=0,031) kor ™ perétn UC-IT (17% évavtt 9% avtiotorya, p=0,019). Xt perémn UC-II,
uetad exeivav mov éhaPav adalimumab kot tav oe Heeon v EPdoudda 8, 21/41 (51%) fitav og Hpeon
v EBdopdda 52.

To amoteAéopota amd To cuvorikd TANBvopd g perétng UC-II mapovsialovton otov [ivaka 16.

Hivaxag 16: Avtomoékpion, ¥@eon kKo enovimen frevvoyovov ot perétn UC-II (1060616 060svarv)

Ewoviko gappoxo Adalimumab 40 mg ka0¢
ogvTep efoopdoa

Epdopada 52 N=246 N=248
KMvikn avtamdkpion 18% 30%*
KAk Opeon 9% 17%"
EnovAwon Prevvoydvov 15% 25%"
Y peon yopig otepoetdn yuo > 90 nuépeg” 6% 13%"
(N=140) (N=150)

Epodopdda 8 ko 52

IMopatetapévn ovtomdkpion 12% 24%"™
IMopatetapévn Deson 4% 8%"
IMopatetapévn emoviwon PAevvoydvov 11% 19%"

Kiwin dvoeon etvor n Babporoyio Mayo < 2 ympig vroPabporoyio > 1,
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KhMvikn avtamokpion etvat ) peiowon, and v apytkn Tiun, g Pabuoroyiog Mayo kotd > 3 tévtovg Kot

> 30%, cuvodevopevn and i peiwon g voPfabporoyiog opbikng apoppayiog [RBS] katd > 1 1 and o
amoivtn RBS 07 1,

“p < 0,05 yia to adalimumab &vavri Tov icovikod Qapudkov oyeTikd ue ™ cOyKpion avoloyidy oe (edyn
“p < 0,001 y1a To adalimumab &vavzr tov gikovikod EappEAKoL GYETIKG Ue TN GUYKPLoT aveAoYLOV e (edyn
* Amo ekeivoug mov AapPavouy KopTIKooTEPOEWN oTnV Evapén g Bepameiog

Amb exeivoug Tovg acbeveig Tov eppavicay avtomdkpion tnv EBdopndda 8, to 47% Ppiokdtav 6€ KaTAGTOON
avtamokpiong, To 29% Ntav 6 Veeon, to 41% eiyxe enovAmoN Tov PAevvoydvov, kot o 20% 1jtav ot
ehevbepn otepoedmv Heeon Yo > 90 nuépec v ERdopdda 52.

[Mepinov to 40% v acbevav ot perétn UC-II siyav amotoyel o€ mpornyovpevn avti-TNF Oepaneio pe
infliximab. H amoteleopatikoémra tov adalimumab o ovtodg Toug aobeveic NTav HEIOUEVT GUYKPITIKG LE
Tovg acBeveic mov dev elyav AaPel Tponyovpévag avti-TNF Ogpaneia. Metald tov acbevav mov giyov
amoTVyEl o€ Tpornyovpevn ovtl- T NF Oepameia, 1 voeon v Efdopndada 52 emitedydnke oto 3% yia to
gKoViKO pappoko kot oto 10% yia to adalimumab.

Acbeveig amod tig peréteg UC-I ko UC-II giyov ™ duvatdTnTa vo LeTafodv Gg Lo OVOIKTH LOKPOYPOVIN
uerétn enéktaong (UC-IID). Metd and 3 ypovia Oepameiog pe adalimumab, o 75% (301/402) cuvéyioe va
BpiokeTan og KAvikn veeon Kotd v empépous Pabuoioyic Mayo.

[locoota voonisicv

Koatd m dupkera tov 52 efdopddov tov peretdv UC-I kar UC-II, tapatnpndnkav younidtepa mocsoctd
voonAeldv amd Oha To aitio kot omd aitio oyxetilouevo. pe UC yia to oxéhog Bepamneiog pe adalimumab oe
oLYKpLon e To okéAog Bepameiag pe eoviko edpuako. O aplBpdc Tov voonieldy and OAa To aitia 6TV
opddo Oepomeiog pe adalimumab ftov 0,18 avd étog acbevn évavr 0,26 avd £tog aobevi 6TV opdda Tov
EIKOVIKOD QOPLAKOL Kal ot avtictoryot apduoi yio tig UC-oyetilopeveg voonieieg fitav 0,12 ava étog
acBevn évavr 0,22 ava £tog acOevi.

LHoiotyro {wne
¥t perétn UC-II, n Ogpoameia pe adalimumab odrynoe oe Bektioon g Babuoroyiac oto Epmtnuatordyio
v T Dreypovadn Noco tov Eviépov (IBDQ).

Payoeidition

H acedieia ko 1 amotedeopatikétnta tov adalimumab a&oloynnkay oe evilikeg acbeveic pe un-
AoddN evdidpueon, omicOio, kot movpayosditda, pe e&aipeon Tovg acbevelg e pepovapévn Tpochio
POYOEBITIdN, GE OVO TUYALOTOUNUEVEG, OUTAG TOVPAES, ELEYYOUEVES e ElKOVIKO @apuako peréteg (UV T ko
I1). O1 acbeveic élafav sicovikd eapuaxo 1 adalimumab og apykn d6on 80 mg, axorovBovpuevn amd 40 mg
kd0e degvtepn efdopada, apyifovrog pia foondda petd v apyikr doon. Emtpénoviav tavtdypoveg
otafepéc 600e1g VOGS UN-PLOA0YIKOD 0VOGOKOTAGTOATIKOV.

H Merétn UV 1 a&lordynoe 217 acBeveig pe evepyd payoetditida mapd tn Oepameio pe KOPTIKOGTEPOELDN
(amd otopaTog mpedvitovn oe doon 10 émg 60 mg/muépa). Olot ot acBeveig Elafav yio 2 efdopddes
Tumomomuévn 6001 wpedviLovng 60 mg/muépa katd v Evapén g perétng akorovBoduevn amod Eva
VIOYPEDTIKO TPOYPOUUE GTASIOKNAG LEIMONG, LE TANPN SLOKOT TMV KOPTIKOGTEPOEOMV UEXPL TNV
EBdopdda 15.

H MeAémn UV 11 a&lordynoe 226 acBeveic pe avevepyd payoelditida mov amortoby ypovia Oepameio pe
koptikootepoedn (10 émg 35 mg/muépa omd otdpatog Tpedvilovn) Katd Vv Evapén yio Tov ELeyy0 TG
vooov Tovg. Ot acBeveic otn cuvéyeln LVIOPANONKAY G £V VITOYPEDTIKO TPOYPULA OTAOIOKNG LEIMONG, E
TP SLOKOTT| TOV KOPTIKOGTEPOEWMV PéXpL v Efdoudada 19.

To mpmTevoV, KATUANKTIKO GNUEID ATOTEAEGLATIKOTITOG KO GTLG 000 HEAETEC TOV O “YPOVOG £WG TNV

amotvyia ™ Oepamneiag”. H amotvyio g Oepaneiog opicOnke omd 10 amoTtéAEGUO TOAADY GUVIGTOGMY TOV
Bociletatl 6TIC PAEYUOVDOELC, YOPLOAUPIPANGTPOEISIKES KoL/ PAEYLOVAOOELS, ayyelakés PAGPREC TOL
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apepAnotpoetdoie, otn Pabduporoyia kuttdpwv otov tpodcdio Baiapo (AC), otn B0Amon Tov VaA0EBODE
oopotog (VH) kot v kaAdtepa dtopbmpévn ortikr oo (BCVA).

O1 acBeveic o1 omoior oAoxkAnpwcav Tig Meréteg UV | ko UV 1 rav katdAiniot yia va evtayfovv g o
UN-EAEYXOUEVT, HOKPOXPOVLD, LEAETT ETEKTACNG LE apyIKE oyedloopuévn diapketa 78 efdopdadwv. Xtovg
ac0eVELg EMTPATNKE VO GUVEYICOVV TN QUPUAKEVTIKY aymyn Tng HeAéTng mépav ¢ ERdopnddag 78 £mg dtov
elyov mpocPaon oto adalimumab.

Klwvikn avrtomoxpion

Ta amoteAéopota Kot oo Tig VO HeAETES £O€1E0V GTATIOTIKA GNULOVTIKY LEI®MGN TOL KvOHVOL amoTuYiog
¢ Oepanciog oe acbeveic mov EdaPav adalimumab évavtt tov acBevav mov ELafav sikovikd eappoKo
(BAéme Tivaxa 17). Kot o1 300 pehéteg £de1&av pio mpdun Ko Topotetapévn exidpoaon tov adalimumab erni
TOV TOGOGTOV OOTVYi0G TNG Oepameiog Evavtt Tov ekovikoh gapudkov (BAéne Eudva 1).

Hivaxag 17: Xpovog émg v arotvyia tng Ospansiog otic peréteg UV | kan UV I

Avaivon N Amotvyio | AlGpecog ypévog | HR* | Cl 95% ywo | Twun pb
Ogpameia N (%) amoTvyiog HR*
(wiiveo)

Xpovog g TNV amotvyia TG Oepanciog oty 1 peta v Efdopdda 6 oty perétn UV |

Kopia avarvon (ITT)

Ewovikd gdpuoxo 107 84 (78,5) 3,0 - - -
Adalimumab 110 60 (54,5) 5,6 0,50 | 0,36, 0,70 < 0,001

Xpovog g TNV amotvyia TG Oepanciog oty 1 peta v EBdopdda 2 oty peréty UV 1

Kopia avéivon (ITT)

Ewovikd odpuoxo 111 61 (55,0) 8,3 - - -
Adalimumab 115 45 (39,1) NEY 0,57 | 0,39,0,84 0,004

Ynueimon: H Amotuyio g Ocpamneiog oty 1 petd v EPdoudda 6 Merétn UV 1), § oty 1 petd v
EBdopdda 2 (Merétn UV 1), petprinke og yeyovogs. Ot acbeveic mov dev olokAnpocav ) Oepamneio yio
AOyoLC GALOLG EKTOG atd TNV omoTVYia Tng Oepameiag, eV LVTOAOYIGTNKAY KATH TO YPOVO TOV EYKATEAELYOV
TN UEAET.

*HR tov adalimumab évavzr tov gikovikod apudkov amd ovaloyikn TaAVdpOUNoT Kivdhvou e
Oepaneio w¢ Tapdyovia.

P 2-0yemv Tipn p amd ™ Soxpacio log rank.

" NE = dev pnopei va ektiunfei. Arydtepot amd toug pioovg acbeveic mov diétpeyav kivovvo giyav Eva
cuuPav.
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Ewdva 1: Kapmoreg Kaplan-Meier wov suvoyilovv tov (pévo £émg tnv amotvyia g Oepaneiog oty
peta v Edopada 6 (perétn UV 1) 1 v Efdopada 2 (nerétny UV 1)
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P#0/111  16/89  35/66  46/50  49/41  54/33  58/26  61/21 61/19  61/17 61/0
AHO/115  5/405  23/82 32067  37/58  40/51  44/42  45/37 4534 45/30 45/0
) ~ XPONOZX (MHNEX)
Merétn UV I Oepomeia Eicoviko Adalimumab
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Ynueioon: P# = Ewcoviko edppaxo (ApOudg Zoppdvtov/Apifudg achevav mov dtotpéyovv kivouvo), A# =
Adalimumab (ApOudg Zoufaviav/AptOuog acheviv mov dlaTpEyovy Kivouvo).

Y Merét UV | mapatmpndnkay otatiotikd onuavtikég dtopopés vaép tov adalimumab évavtt tov
EIKOVIKOD (QOPLAKOV Y10 KAOE GUVIGTMGO OPIoUOD TNG amotuyiog g Oepameiag. Xtn Merém UV I,
TOPOTNPHONKOY GTATIGTIKG GNUAVTIKES O10POPES LOVO Y1a TV OTTTIKT 0EVTNTO, AAAG Ol GALEG CUVIGTMGES
Nnrav apBuntikd vép tov adalimumab.

Amd 0V 424 acBeveic Tov cuuTEPLEANPONGAV GTIC UN EAEYYOUEVES HakpOypOVies LeAéTeg enéktaong UV |
kot UV 11, 60 acbeveig a&loloynOniay og axatdAiniot (t.y. Ady® amokAicemv 1| AOym deuTteEpOYEVDV
emmAoK®V dofnTikng apueiPAnotpocidonddeiog, e&ontiag xEPovpyKNng ETEUPAONS KATAPPAKTN 1) EKTOUNG
VOADOOVS COUATOC) KOl OTOKAEIGTIKAY OTd TNV TPOTOYEVT] BVAADGT TNG OTOTEAECUATIKOTNTOS. ATO TOVG
364 evomopcivavteg aobeveic, 269 a&loloynoipotl aobeveic (74%) éptacav otig 78 efdouddeg Oepanciog
avotytng edong pe adalimumab. Baocet g mpocéyyiong tav mopotnpoduevev dedopévav, 216 (80,3%) ntav
og veeon (un evepyég, Aeyuovadelg PAaPec, Babuordynon kuttdpov AC < 0,5+, Babuordynon VH < 0,5+)
LE TOVTOYPOVN XopryNnon 80omg otepoetdong < 7,5 mg nuepnoing, kot 178 (66,2%) ftav og Deeon ympig
otepoedn. H BCVA eite Bedtindnke eite dwotnpnOnke (< aldoioon 5 ypapudtov) oto 88,6% twv
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opBolpmv v efdoudda 78. Ta dedopéva mépav g ERdoudadag 78 yevikmg cuopuPadilav e avtd to
aroteléopata aAAd o aplBuog TV evieTaypévov achevav Letdinke DoTEPA A0 AVTO TO YPOVIKO OLAGTNLA.
Yuvolikd, peta&d Tov achevav mov diEkoyav Ty peAétn, to 18% diékoye Aoym avemBountov cuppdviov
Kot 70 8% e&autiog avemaprkovg avramdkpiong ot Bepaneio pe adalimumab.

Howomnra {wne

Ot TopAUETPOL AVTOUEIOAOYNONG TOV AGHEVMY GYETIKA LE TN AgtTOoVpYio TG OPACNS LETPHONKOY KOl GTIC
dvo kKhvikég peréteg ypnowonowwvtog to NEI VFQ-25. To adalimumab vrepioyvoe apiBunrtiké oty
TAELOVOTNTA TOV EMUEPOLVS POOLOAOYUDV [LE CTATICTIKE GNUAVTIKES HEGES OLOPOPES YO TT YEVIKT] OPAGT), TO
0Bk GAYOS, TNV KOVTIVI OpOoT], TNV WOYLKT| VYeia Kol T cuvoAlkn fabporoyia oty Meiétn UV I, ko
Yo T YEVIKT Opaon Kot Ty yuykn vyeia ot Melétn UV 1. To adalimumab dev vaepioyvoe aptBuntikd
OTI EMOPACELS TTOL GYETICOVTOV e TNV OpacT Yol TNV avTiAnyn Tov ypoudtov ot Meiétn UV | kat yu
TNV OVTIANYN TOV YpOUATOV, TNV TEPUPEPIKT OPACT KoL TNV KOVTvi) Opacn otn Meiétn UV 1.

AvocoyovikoTnTto,

H Oepaneio pue adalimumab evééyetor va éxel oG 0MOTELEG O, TO GYNUATIGUO OVIICOUATOV EVOVTL TOV
adalimumab. O oynuotiouds avricopdtov Evavtt tov adalimumab cuvdéeton pe avénuévn kédBapon Kot
HelwpéVN anotedeopotikotnta Tov adalimumab. Agv vdpyet epEavig cVOYETIGUOC PETOED THG TAPOVGIOG
TV avTIoOUaToV évavtt Tov adalimumab kot thg epedaviong avemBbuntov coufaviov.

Howwarpikde tAnbvouodc

Eopnficn dromontixi idpwtadevitido.

Agv vmapyovv Khvikég peréteg pe to adalimumab oe épnpovg acbeveic ue HS. H anoteleopotikdnto Tov
adalimumab yio tn Oepancia tov epiPov acbevov pe HS mpopiéneton pe fdon v amodederypuévn
OTTOTELECUATIKOTNTO Ko TN oEom EkBeong-avtamokpiong o€ eviikeg acbeveic ue HS kot v mbavomtan
mopeia NG vooov, N TafopuG1oAoYia, Kol 01 ETOPACELS TNG OPOUCTIKAG OVGING VO TOPOVGIALOVY OVGLUGTIKEG
opoloTNTES pE eKElveg TV evnikwv ota ida emineda £kBeonc.H aocpdieia tng cuvictdpevng d6omMg
adalimumab otov mAnbvopd Tewv epnfov acBevav pe HS Baciletal oto Tpoeil acpdAeing 6Tic d1Gpopeg
evoei&elc Tov adalimumab og evilikec kKo ToudaTpikoHe aobeveic mov AapuPdvouy TapOUOLES 1) TO GUYVES
dooeig (Bréme mopdypago 5.2).

Houdozpin véoog tov Crohn

To adalimumab a&ioloynOnke 6€ o TOAVKEVTIPIKT], TUYCLOTOUEVT], SITAG - TVPAT KAVIKY] SOKIUN 710V
OXEOLAOTIKE Y10 VO 0 ELOAOYNOEL TNV OMOTELECLOTIKOTNTO Kol aoPAAEL TG Oepameiog emaymyng Kot
cLVTAPNONG HE dOGELS avaloya pe To couatikod Bapog (< 40 kg 1 > 40 Kg) og 192 naudiatpikong aceveig
petad 6 ko 17 (ovumeprapfavouévon) etdv, pe pétpio émg copapn voco tov Crohn (CD), mov opileton
¢ PCDAI > 30. Ot acBeveic énpene va Egovv amotoyetl ot cvpPotikn Bepaneio (cupmeptiapfovopsvov
€VOG KOPTIKOGTEPOEWOVG KOUT| EvOG avocotporomotntikov) Yo CD. Ot acBeveic pmopel emiong va eiyav
TPONYOLUEVOC YGoEL TNV avtamdkpion 1 va eiyav dvcaveio oto infliximab.

Olot o1 acbBeveic EhaPav Bepancia emaywyng ovolktig emonpavong o€ 06om pe Bdon to copatikd Bapog
tovg oty évapén: 160 mg v ERSoudda 0 kor 80 mg v EBdopdda 2 yio acBeveic > 40 kg, kot 80 mg kot
40 mg, avtictouya, yio acOeveic < 40 kg.

Tnv EBdopdda 4, ov acBeveic tuyoomombnkav 1:1 pe Bdon 10 copatikd tovg Bdpog ekeivn T otiyun eite
o YaunAn do6om M oty Tumikn do6om Oepaneiog cuvtnpnong dnwc eaivetol otov [Mivaka 18.
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Mivaxag 18: Aocoroyké oyfua cuvtipnong

Bapog a60gvoig Xaopnin 66om Tomkn Adon

<40 kg 10 mg ke 20 mg kabe
devtepn efdopddo | devtepn efdopndda

> 40 kg 20 mg kabe 40 mg ke
devtepn efdopddo | devtepn efdopdda

Aroteleouotikotnto,

To xbp1lo KataAnKTiKd onueio g peAétng frav n KAvikn veeon v ERdopndda 26, 6mmg opiletor g
PCDAI < 10.

Ta 10606TA KAVIKNG VPEONS Kot KAVIKTG avTamokpiong (mov opiloviat wg peimon tov PCDAI katd
tovAdyiotov 15 Babpovg amd v Ty Evapénc) tapovoidlovion atov Iivaka 19. Ta tocootd Sokomng
TOV KOPTIKOGTEPOEWODV 1| TOV 0lVOGOTPOTOTOMTIKAOVY mapovctaiov—al otov [Tivaxa 20.

Hivaxag 19: Howswatpikn perétny CD - Khvikn Y@gon kK avramrékpion katd PCDAI

Tomki Aéon 40/20 mg Xapmhn d6on
KGO0 og0TEPN Efoopdoa 20/10 mg k30z T p°
il ogvTepN efoopada
N=93 -
N=95

Epodopdda 26
KAwikn vpeon 38,7% 28,4% 0,075
KAwikn avtandkpion 59,1% 48,4% 0,073
Epodopdda 52
KAwvikn voegon 33,3% 23,2% 0,100
KAwvue) avtamokpion 41,9% 28,4% 0,038
“Tun P yio T 60YKPIon TG TUTIKNG SOoNG évav— TG YopnAnS 860N G

Mivaxag 20: Mehétn radrarpikilg CD - 10K07T1] KOPTIKOGTEPOELOMY 1] AVOGOTPOTOTOUTIKDOV KoL
oVYKMG cupryYimv

. Xapni Adon
Turuen Adon 20/10 mg k60 -
40/20 mg ka0g . T p
ogvTEPN gfoopdoa dgvTEpn
efoopdoa

AL0KOTT] KOPTIKOGTEPOELOMDV N=33 N =38
EBdopada 26 84,8% 65,8% 0,066
EBdopada 52 69,7% 60,5% 0,420
ALUKOTY] 0YOGOTPOTOTOMTIKAV? N=60 N=57
EBdopada 52 30,0% 29,8% 0,983
Toykien cvpryyiov: N=15 N=21
EBdopada 52 40,0% 23,8% 0,303
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Loy p ya ) odykpion e Tumikhg 86ong évaver Tng yopnAng doomng.

2 H avocokotactotiky Oepaneio unopel vo dtokomei povo kot 1 peté v ERdopdda 26, katd thv
KpioM TOL EPELVNTY, AV O OICOEVIG TTETVYE TO KPLTAPLO KAVIKNG OVTATOKPIONG

% opileton wg 10 KAElGIHO OA®Y TOV GLPLYYiOVY ToL Tapoyétevay oty Evapén, yio tovAdyictov 2
ovveyeig emokéyelg petd v Evapén

21oToTikd onpovtikég avénoels (Peitioon) and v Evapén tov Agiktn Méalog Xdpotog kot tng ToydTnTog
VYoug mapatnpnnKay Kot yio tig Vo opadeg Bepaneiog v Efdopdda 26 o 52.

2TOTIOTIKG KOt KAMVIKG onuavTikég fedtimoelg omd v Evapén mapatnpndnkay eniong kot otig 600 opddeg
Bepanciag yo TopapéTpoug morotnrag Lmng (cuumepiapfovouévng e IMPACT II1).

Exot6 acBeveic (n = 100) and ™ Merém [adrotpikig CD cuvéyicav 6e pio avoiktn LoKkpoypovia LeAét
enéktaong oyoyn. Enerta omo 5 ypovia Oepaneiog pe adalimumab, 74,0% (37/50) tov 50 acBevidv mov
TOPEPEVOV OTN HEAETN GuvE oAV Va givan o KAviKT Vpeon Kot 92,0% (46/50) tov acbevdv cuvéyioay va
&yovv KAvikn avtomokpion katd PCDALL

Houdrazpikn eAxawdns kolitida

H acedieio kot n amotedeopatikotnta tov adalimumab a&loloyndnkay o€ pio ToAvKeEVTIPIKY,
TUYOLOTOMUEVT], STAG TVPAN dokiur o€ 93 madiaTpucovg aobeveic nhikiag amd 5 €mg 17 €TV pe PETPLOL DG
cofapn evepyd ehkmon kolitida (Babuoioyio Mayo 6 éwg 12 pue vrofabpoioyio evdookdnnong omd 2 £mg

3 Pabuovg, emiPePformpévn HECH KEVIPIKNG EPUNVEING TNG EVOOCKOTNGNC), Ol 0010l ElYaV aVETAPKN
avtomokpion N dvcaveéio otn cupPoatikn Oepaneia. [epimov 10 16% 1oV acbevadv otn pekét eiyav
amotvyel o mponyovuevn avtl- T NF Oepaneio. Xtovg acBeveic mov Adpfovay KopTikooTePOEdT KOTA TNV
€100Y®YN OTN UEAETN EMTPATNKE 1) oTOOIOKY pelmon g Bepaneiog e KOPTIKOGTEPOEON UETE TNV
EBdopdda 4.

2V mepiodo emaywyng g HeAémg, 77 acbeveig TuyoromomOnkay oe avaroyio 3:2 yio va Adfovv SimAd
ToEAN Bepameia pe adalimumab oe d6on enaywyng tov 2,4 mg/kg (uéyiot d6on 160 mg) v EBdoudade O
ko TNV EBdopdda 1 ko 1,2 mg/kg (uéyiotn 66om 80 mg) v EBdopdda 2 1 og d6on enaywyng tov 2,4
mg/kg (pnéyiot d6om 160 mg) v ERdopdda 0, sucovikd eapuako v EBdoudada 1 ko 1,2 mg/kg (uéytom
d6om 80 mg) v EBdopdda 2. Apedtepeg ot opddeg Elafav 0,6 mg/kg (uéyiot d6om 40 mg) v EPdoudda
4 xon v EPdopdde 6. Metd amd tpomonoinct 6tov oxedlacud tng LEAETNG, o1 vtoAourol 16 acbeveig mov
evtaydnkav otv mepiodo exaymyng Elafav avoikty Oepaneio pe adalimumab og d6om enaywyng 2,4 mg/kg
(uéyro d6on 160 mg) v EPdouada 0 ko v EBdopdda 1 kot 1,2 mg/kg (uéyiot 66om 80 mg) v
EBdopdda 2.

Tnv EBdopdda 8, 62 acbeveig mov mapovoiacav KAVIKY ovTAmOKPIoN COUPOVA [E TN pepikh fabporoyia
Mayo (1 omoia opiletar g peiwon tov PMS >2 Babuote kat > 30% omd v apyiki Tun) tuyotomomonkoy
e&ioov yo va Adfovv duthé toeAn Bepameio cuvtnpnong ue adalimumab oe 66on 0,6 mg/kg (uéyiotn 66om
40 mg) kaBe efdopddo 1 d6on cvvripnong 0,6 mg/kg (uéyrotn d6on 40 mg) kabe devtepn efdopdda. Ipy
O7tO TPOTOTOINOT) TOV GYESAGHOV TNG HEAETNG, 12 emmAéov acBeveic Tov £de1&av KALVIKY avTAmOKPIoN KoTd
PMS tuyotomofnkay yuo va Aapovy elkovikd aproko, aArd dev cupmeptneonikay otnv enifeParmtikn
avAALGN TNG OMOTEAECUATIKOTNTOG.

Q¢ é€apon ¢ vooou opiomke avénon oty PMS tovAdyietov 3 fabudv (yo acbeveic pe PMS 0 éog 2 v
EBdouada 8), tovrdyiotov 2 Babudv (yio aoBeveic ue PMS 3 éw¢ 4 v EBdoudda 8) 1 tovidyiotov
1 BaBpov (yio acBeveig pe PMS 5 émg 6 v EBdoudda 8).

Ot acBeveic Tov TAnpovooy o Kprenpio yio v EEapon g vooov v Efdopdda 12 v petd

TuyatomoOnkav ce 866 gk véov emaymyng 2,4 mg/kg (péyiot 66om 160 mg) v d6on 0,6 mg/kg (uéyiot
d6om 40 mg) kot cuvéioay va AapUBAvovy To avTioTOrX0 0GOA0YIKO TOVG GYNLO GUVTIPNONG EPEENC.
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Amoteleouartiotyzo

Ta copTpOTEHOVTA KATOANKTIKA oNei TG LEAETNG MTtav 1) KAwvikh Depeon kot PMS (opilopevn mg PMS
< 2 kot yopig empépovg vrofaduoroyia > 1) mv ERSopdda 8 kot 1 kA vogon katd FMS (mAipng
Babuoroyio Mayo) (opilopevn wc Paduoroyic Mayo < 2 yopic empuépovg vropaduoroyio > 1) myv
EBdoudada 52 otovg acbeveig mov emétuyov KAvikn aviandkpion kotd PMS v Efdopdda 8.

Ta mocootd KAvikng veeong katd PMS tnv ERSopdda 8 yia toug acbeveic o koot TV SUTAL TVPADV
opadwv d6omg emaywyng tov adalimumab rapovsidlovrar otov IMivaxa 21.

Mivakag 21: Khavuay Y9geon katd PMS otig 8 efdopadeg

Adalimumab® Adalimumab® ¥
Méywetn 660om 160 mg v Méywotn 660om 160 mg v
Epoopdda Epoopdda O ko tnv
0 / Exkoviké @appoxo Epdopada 1
v Efoopada 1 N=47
N=30

KAk vpgon 13/30 28/47

(43,3%) (59,6%)

* Adalimumab 2,4 mg/kg (uéyiotn d6on 160 mg) v ERdopdda 0, eikovikd eappako thv EBdopdde 1 kot
1,2 mg/kg (péytotn 66om 80 mg) v Epdouada 2

P Adalimumab 2,4 mg/kg (uéyiotn d6on 160 mg) tqv ERSoudda 0 kot thv ERSondde 1 war 1,2 mg/kg
(uéyrot d6om 80 mg) v ERdopdda 2

¥ Mn ovpmepthopfavopévng tng avotktg d6omg emaywyng Adalimumab 2,4 mg/kg (uéyiotn d6on 160 mg)
v EBdopada 0 xatr v Edoudda 1 ko 1,2 mg/kg (uéyiotn 66om 80 mg) v Efdoudda 2

Inueimon 1: Appdtepeg ot ouddec doong emaymyng éhapav 0,6 mg/kg (uéyiot 66om 40 mg) v EBdoudada
4 xon v EBdopdda 6

Ynueioon 2: Ot acbeveic ue eddeinovoeg Typéc v ERdoudoa 8 Oempndnke 611 dev TAnpodoay 10
KOTOANKTIKO onueio

Tnv EBdopdda 52, a&roroyndnke n khwvikn vepeon katd FMS otovg acbeveic mov elyov aviandkpion tnv
EBdopdda 8, n kAwvikn veeon kotd FMS (opilouevn g ueimon ot Padporoyic Mayo > 3 fabpovc kot

> 30% omd T1g apykég TéG) otovg acbeveic mov glyav avtandkpion v Efdopdada 8, n emoviwon tov
Brevvoyovov (opilopevn wg vrofaduoroyia evéookomnong Mayo < 1) otovg acbeveic mov giyov
avtomokpion tnv ERdopada 8, n khvikn vepeon katd FMS otoug acbeveig mov mapovaialay Degon v
EBdopdda 8 kot 10 1060016 acbevmv og Deeom ympic KopTikootepoeldn katd FMS otovg acbeveic mov
eiyav avtamokpion v EBdopdda 8, o acbeveic mov Eapav adalimumab otic Stmhd TopAég péyioteg d0o€1g
ocvvtipnong tov 40 mg kabe devtepn efdoudda (0,6 mg/kg) kot twv 40 mg kabe epdoudda (0,6 mg/kg)
(TTivaxag 22).
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Mivaxag 22: AToTEAEGNOTO OVOQPOPIKE UE TNV ATOTEAECHATIKOTN T 6TIS 52 gfdopnddeg

Adalimumab® Adalimumab¥
Méyrwotn 660om 40 mg kaOe Méywotn 660om 40 mg kéOe
0g0TEPT Efoopdoa efoopdoa
N=31 N=31

KAk vpeon otovg acbeveig 9/31 (29,0%) 14/31 (45,2%)
7oL glyav avtamdKplon Katd
PMS v EBdopdda 8
KAk avtomdkpion 6toug 19/31 (61,3%) 21/31 (67,7%)
acBeveic mov giyav
avtomokplon katd PMS v
EBoopdda 8
Enovlwon tov PAevvoyovou 12/31 (38,7%) 16/31 (51,6%)
oToVG acbeveig mov elyav
avtomokplon katd PMS v
EBodopada 8
KAwvin veeon otovg acbeveic 9/21 (42,9%) 10/22 (45,5%)
mov mapovsialov VPN KATd
PMS v EBdopdda 8
Y peon yopig KOPTIKOGTEPOELN
otovg acbeveic Tnv EBdouddo 8 4/13 (30,8%) 5/16 (31,3%)
Acbeveig mov eppavicay
avtamokplon kotd PMSY
* Adalimumab 0,6 mg/kg (uéyiotn d6on 40 mg) kabe devtepn efdopddo
# Adalimumab 0,6 mg/kg (uéyiotn 86om 40 mg) kade fSopdado
¥ Xe aobeveig mov Adufovay cuyyopnyodUEVE KOPTIKOGTEPOELDT KATH TNV Evopén
Ynueioon: AcbBeveic pe elieimovoeg Tiuég v Efdopndada 52 1 ot omoiot tuyaromomOnkoy yio vo
AdPovv Bepameia ek vEou emaymyng N cuvTipnong BeopndnKay Un oVIOTOKPIVOLEVOL Y10, TO.
KatoAnKTiKa onpeio g EBdopdadag 52

Ta emmpdobeta diepevvnTikd KATOANKTIKA onpeio TepAdpPovay TV KAVIKT ovTamoKplon KoTd Tov deikt
EVEPYOTNTOG TOSLOTPIKNG, EAkMOOVG KoAiTdag (PUCAL) (opilouevn mg peiowon otov PUCAI > 20 Babpoic
amod TG apyké TES) kot KAvikn veeon katd PUCAL (opildpevn og PUCAI < 10) v EBdoudada 8 kat tnv
EBdopdda 52 (Tlivakoag 23).
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Hivaxag 23: AToteAioNOTO HIEPEVVNTIKOV KATAIMKTIKAOV onueiov katd PUCAI

Epodopdada 8
Adalimumab® AdalimumabPb
Méywotn d60om 160 mg v Méyot
Epdopada O / Etkoviko d6om 160 mg v
pappaxo v Efdopdda 1 Epdopada O kon tnv
N=30 Epdopada 1
N=47
Klwvucen vpeon katd PUCAL 10/30 (33,3%) 22/47 (46,8%)
KAk avtandkpion Kotd 15/30 (50,0%) 32/47 (68,1%)
PUCAI
Epdopada 52
Adalimumab® Adalimumab®
Méywotn 660om 40 mg kaOe Méywotn 660om 40 mg kéOe
0g0TEPT Efoopdoa gfoopdoa
N=31 N=31

KX ik vpegon katd PUCAI 14/31 (45,2%) 18/31 (58,1%)
TV acBevov mov giyav
avtomokpion katd PMS v
EBdopdda 8
Klwvikn avtandkpion Kol 18/31 (58,1%) 16/31 (51,6%)
PUCAI
TV acBevov mov giyav
avtomokpion katd PMS v
EBdopdda 8

* Adalimumab 2,4 mg/kg (uéyiot d6om 160 mg) v ERdopdda 0, eucovikd gdpuaxo tnv Efdoudda
1 o 1,2 mg/kg (pnéyiotn d6om 80 mg) v Edopddo 2

P Adalimumab 2,4 mg/kg (péyiotn 86om 160 mg) v ERdopdda 0 kor tnv ERdoudda 1 kot 1,2
mg/kg (uéyiotn 60om 80 mg) v EBdoudda 2

¥ Mn ovpmeptlapavopévng tng avotktig 06omng emaywync Adalimumab 2,4 mg/kg (uéyiot ddon
160 mg) v EBdopdda 0 xou tnv EBdopdda 1 ko 1,2 mg/kg (pnéyiot d6om 80 mg) v Efdoudada 2
% Adalimumab 0,6 mg/kg (néyiotn d6om 40 mg) kébe devtepn efdouddo

¢ Adalimumab 0,6 mg/kg (uéyiotn 66om 40 mg) kabe efdopdda

Inueioon 1: Apeodtepeg ot opddec d6ong emaymyng Elapav 0,6 mg/kg (péyiot d6om 40 mg) tnv
EBdopdda 4 kot v Efdoudda 6

Inueioon 2: Ov acbeveic pe eldeinovoeg Typég v ERdoudoa 8 Oewpndnke 611 dev mAnpodcav o
KOTOANKTIKG onpeio

Xnpeimon 3: Ot acBevelg pe eddeinovoeg tipés v Efdopdda 52 1 exeivotl mov tuyatomorOnkav
mote vo, AdPouvv Bepamneio véag apyikng 06ong 1 Bepameia cuvinpnong OewpnOniay og un
avTOTOKPOEVTEG Yl To KaTaAnKTIKA onueia g ERdonddag 52

Am6 tovg acbeveic vd Bepamneio pe adalimumab mov éhapav Bepameia véag apyikng d6ong katd tn didpKela

g mep1ddov cuvtpnong, 2/6 (33%) enéruyav KAvikn aviamoxpion katd FMS v EBdoudada 52.

LHoidtnra {wng

TMo t1g opddeg mov AapPovay Bepameio pe adalimumab, mopoatnpndnkay KAvikd onpavtikég Pertidoelc amod

TiGg apykég Tipég 0cov apopd v IMPACT I kot tic Babuoloyieg mopaywykdtntag otnyv epyacio Kot
advvapiog dieknepainong dpactmprotitav (WPAI) katd tov gpovtiot.
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TNo t1g opddeg mov AauPovay Bepameio pe adalimumab, tapoatnpndnkoy Kivikd onuavtikég ovénoeig
(Beitioon) onv TobTNTa VYOLG OE GYEON LE TIG APYIKES TIES Kot Yo Tovg acbeveic mov Adppavay tnv
VYMAR d6om cuvtnpnong pe péytotn tiun to 40 mg (0,6 mg/kg) kabe efdopdda, mapatnpiOnKay KAvikd
onpavtikég avénoelg (Pertioon) otov deiktn HALog COUOTOC GE OYECT| LE TIC UPYIKES TULES.

Houdrazpixn payoeiditioa

H acedlieio ko 1 amotedeopartikotnta tov adalimumab a&oloynOnkay e pia toyoomompévn, Stmhd
oLYKOALUUEVT), EAeyyouevn neAétn 90 Tadlatpikdv acbevav nhikiog 2 émg < 18 etV e evepyn, un-
Aoddn, tpdcbia payoeditida mwov oyetilovray pe JIA, ot omoiot dev avtamokpifnkav ce Bepaneio pe
uebotpe&dn TovAdyiotov 12 gfdopdadwv. Ot acbeveic Ehafav gite eikovikd pappako 1 20 mg adalimumab
(edv < 30 kg) 1 40 mg adalimumab (gév > 30 Kg) «dOe devtepn efdoudda oe cuvdvaoUd UE THY apyIKN dOoN
peBotpe&arng.

To TpmTevov KATOANKTIKO oNUEID NTOV O «YPOVOG MG TNV amoTuyia TG Bepaneiacy. Ta kpithpla TOL
kaBopifovv v amotuyia ¢ Bepaneiag tav 1 exdeivoon N N wapoateTouévn Un Bertioon g oeOaApKIg
QAEYLOVIG, M Lepikn Pertioon pe avanTuén cuvexdv, 0eOOAUIKOV GLVVOCTPOTNTOV 1 1] EMOEiVOON
0POUAUIKOY GLYVOGNPOTNTAOV, 1 UN ETLTPETOUEVT] YPNCT CLYXOPTYOVLEVAOV QOPLOKEVTIKOV TPOIOVIMV KoL
N avaGTOAN TG Oepameiag Yio TapATETOUEV YPOVIKT TEPL0DO.

Klwvikn avromoxpion

To adalimumab peiwoe onpoavtikd tov ypdvo Emg Tnv amotvyio g Oepaneing GVYKPITIKG LE TO EIKOVIKO
eappoko (BAéne Ewova 2, p < 0,0001 amd ™ dokipacio log rank). O diduecog xpdvog £mg TV amoTuyic TG
Bepamneiog NTav 24,1 efdouddeg yio acbeveic mov ElaPav Bepaneia pe EIKOVIKO QAPLOKO, EVD O SAUECOS
xPOVOC £mg TNV amotuyio g Oepameiag yio acbeveic mov éhaPav Oepoameia pe adalimumab dev umopei va
exkTun0el, eme1dn Aydtepo amd Tovg Hoovg aobeveic epeavicay amotuyio ot Oepancio. To adalimumab
peimoe onpavtikd tov kivovvo amotuyiog g Oepaneiog katd 75% cuyKpiTikd e TO EIKOVIKO QAPLLOKO,
onwg paiveton amd Tov Adyo kvdvvov (HR=0,25 [95% CI: 0,12, 0,49]).
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Ewoévo 2: Kapmoreg Kaplan-Meier mov suvoyilovv Tov (pévo £mg Ty amotuyia g Oepansiog oty
OO0 TPIKT] PEAET YO TN payoEdiTION
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Inueimon: P = Ewovikd gdpuaxo (apiBudg oe kivouvo), H = Adalimumab (ap1Budg oe kivévvo).
5.2 ®appoKoKivTIKES IO10TNTES

AmoppdONGCT Kol KOTAVOUN

Metd amd vroddpla yopnynon pag epdma 66ong Twv 40 mg, n amoppdPNON KoL 1) KOTOVOUN TOL
adalimumab ftav apyn kot pe eniTELEN TOV PEYICTOV GVYKEVIPMOOEMY GTOV 0pO 6TIG 5 NUEPES HETA 0O TN
yoprynon. H péon amdiot Prodobesipotnta tov adalimumab mov vroloyicOnke o€ tpeig peéteg mov
dlevepynoniav pe 1o mTpoidv avapopdc Uetd and pia vroddpla epanaé doom twv 40 mg Ntov 64%. Metd
amd epdma evooeAEPLa yoprynon ddcemv mov kKupaivovtat amd 0,25 éwg 10 mg/kg, ot cuykevtpdoelg Tov
avaloyeg g doone. Metd and ddoeic 0,5 mg/kg (~40 mg), o1 kabdpoelg kKopdvOnkay amd 11 £mg

15 ml/®pa, o 6ykog katavoung (Vss) kopovotay amd 5 £mg 6 Aitpa kot 1 péon tedkn eaon nuilong nrav
nepimov dvo gfdopades. Or cuykevipmdoelg tov adalimumab oto apbpikd VYPd acbevdv e PELLATOELDN
apBpitda kopavotav ond 31-96% exeivov Tov 0pod.

Metd amd vrodopra yopiynon 40 mg adalimumab kabe devtepn efdondado og eviiikeg acbeveic e
PEVUOTOELDN apBpiTIda Ol LEGEG KATDTEPES CUYKEVIPMGELS 6€ atafept] KOTAGTUON MTa TEPimov 5 pg/ml
(Gvev ouyyopnyovpevng pebotpesanc) kot 8 £mg 9 pg/ml (pe TapdAinin xoprynon uebotpe&dnc),
avtiotorya. Ta katdtepa enineda tov adalimumab otov opd oe otabepn katdotacn avéndnkay mepimov
avOAOYIKE e TN 000N HeTA amd VTodoplo d6on v 20, 40 ka1 80 mg kabe devtepn efdoudda Kot kaOe
efdopdoa.
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e eviAikeg acleveic pe yopiaon, 1 HECT), KATMTATN GVYKEVTPOOT| o€ otafepn KaTdoTaon fTay 5 pg/ml
KoTd T didpketa g Bepanciog pe povobepaneio adalimumab tov 40 mg kabe devtepn efdopddo.

Y& eviihikeg acbeveic pe HS, pio 66om 160 mg adalimumab v EBdopdda 0 kot axorovbwg 80 mg tnv
EBdopdda 2 emttuyydvel katmdtateg cuykevipmoelg adalimumab otov opd nepinov 7 pe 8 pg/ml v
EBdopnada 2 ko v EBdopada 4. H péon cuykévipoon ot otabepomompévn katdotacn tnv ERSoudde 12
émg v EBdouada 36 Ntav nepimov 8 pe 10 pg/ml katd ™ didpkeia e Oepaneioc pe adalimumab 40 mg
k60e efoopdda.

H éxbeon oe adalimumab oe acOeveic pe epnPikn HS mpoPrépbnke xpnoiomoidvTag eopuokoKvn Tk
povtéla TANBLG LoD Kot Tpocopoimon pe BAom TN QOPLOKOKIVITIKN oTIS O1apopeg evOeitels g dAAoVC
TOUdLOTPIKOVG 060EVEIS (TadaTpikn ywpioon, veovikn, 1d1omadng apbpitida, TodloTpiky vécog tov Crohn,
Ko apBpitida oxetilopevn pe evbeoitida). To cuvictodpevo yio v €pnPikn HS docoloykd oynpa eivor 40
mg ke devtepn fdouada. Asdopévou ot £kBeon oe adalimumab pmopei vo emmpedletar omd to péyeboc
TOV GOUATOG, Ol £PNPot pe HEYOADTEPO COUATIKO BAPOG KOl AVETOPKT AVTATOKPIOT UTopEel va @peAnBovv
ammd TN ANYN TG GLVIGTAOUEVNG Y10l TOVG eviAikeg dOon tv 40 mg kdOe efdopdda.

Y& acbeveic pe vooo tov Crohn, n d6on gpodov 80 mg adalimumab v Epdopdda 0 akorovBovpuevn oo

40 mg adalimumab tv EBdopdda 2 emttuyyavet katdrateg cvykevipoaoelg adalimumab otov opd mepimov
5,5 pg/ml katd t didpkelo tng nepLodov enoywyng. Mio d0om epodov 160 mg adalimumab v EBdoudada 0
axoAovBodpevn amd 80 mg adalimumab v EBdoudda 2 enttuyydvel kotmtateg ovuykevipooelg adalimumab
otov 0pd mepimov 12 pg/ml katd tn Sidpkeia Tng TEPLOdOV EMAYOYNS. MEGES KATMTATEG GUYKEVIPADGELS OE
otafepn katdotaon g TaEng Tev 7 pg/ml tapoatnpndnkov og acbeveic pe voco tov Crohn ot omoiot
éhapav doon cvvinpnong 40 mg adalimumab kabe devtepn fdouddoa.

Y& moudratpikong aobeveis pe pétpio émg coPfapn voso tov Crohn, 1 66m exaymyng ovVOYTHG EMICTUAVOTS
tov adalimumab ftav 160/80 mg 1 80/40 mg tig EBdopddeg 0 ko 2, avtictotya, e€aptduevn omd £va.
avdTePo Op1o copotikod Bapovg tv 40 kg. Tnv EBdopdda 4, o1 acbeveig tuyatorombnkay ce avoloyio 1:1
gite otV TuIKN d00m (40/20 Mg kabe devTepn efdopddn) | ot younin d6on (20/10 mg kébe devtepn
gpoouada) oe opddeg Oepoameiog cuvtpnong pe Paon 10 copTKo Tovg Bapog. Ot péoeg (SD) katmtoteg
ovykevipmaoelg adalimumab otov opd mov emtevyOnkav v ERdoudda 4 frav 15,7 £ 6,6 pg/ml yio acOeveig
> 40 kg (160/80 mg) xat 10,6 * 6,1 pg/ml yio acOeveig < 40 kg (80/40 mg).

To acbeveic mov éuevav otnv Tuyonomomuévn Bepamneio Tovg, ot péoeg (£SD) katdToTEG GLYKEVTIPDOGELS
adalimumab v EBdoudda 52 rav 9,5 £ 5,6 pg/ml yio v ouddo tomikig ddéong kat 3,5 + 2,2 pg/ml yuo v
opada yapmAng do6onc. Ot LéEGES KATMTATES CLYKEVIPMGELS datnprdnkav og acheveilc mov cuvéyicay va
Aoppdavovv adalimumab ke devtepn efdopdda yia 52 efdopddec. Te acbeveig yia tovg omoiovg 1 600
dapopemdnke amd kabe devtepn efdouada oe efdopadiaio oynua, n péon (£ SD) cvykévipoon
adalimumab otov op6 kotd v ERdopdda 52 nrav 15,3 £ 11,4 ug/ml (40/20 mg, epdopadiaia) kat 6,7 £

3,5 ng/ml (20/10 mg, epdopodiaio).

Y& acbeveic pe eAkddn KoAitida, pio 6601 epddov v adalimumab 160 mg v Epdoudda 0
axolovBovpevn amd adalimumab 80 mg v EBdopdda 2 emttuyydvel katdrateg cvykevipooelg adalimumab
otov 0pd Tepimov 12 pg/ml katd ) didpkela TG TEPLOGOL enay@YNS. To UEGH KOTMTOUTO ETIMESQ TOL
mapotnphOnkay g otabepn Kotdotaon eival Tepimov 8 ug/ml e acheveic pe ehikd@dn Koritida wov Erafay
d6om ovvtpnong adalimumab 40 mg ka0 devtepn efdopdda.

Metd v vroddpia yoprynon ddong Pacel Bapovg cdpatog 0,6 mg/kg (uéyrotn 6om 40 mg) kébe dedtepn
efdopada o mardloTpikong acheveic e EAkmon KoAitida, 1 pHéoT KatdTatn cuykévipoon tov adalimumab
oe otobepn katdotaon otov opo frav 5,01+3,28 pg/ml v ERdopdada 52. T toug acbeveic mov Adpupavov
0,6 mg/kg (uéyrotn 66om 40 mg) kébe efdopada, n péon (£SD) katdtotn cvykévipwon tov adalimumab oe
otabepn katdotaon otov opd Nrav 15,7£5,60 ug/ml v Efdoudada 52.
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Ye eviihikeg acbeveig pe payoeditida, po 66om epddov adalimumab 80 mg v EBdoudda 0,
axolovBovpevn amd adalimumab 40 mg kabe devtepn efdopdda Eekvavrag tv ERdopdda 1, odiynoe oe
LLEGEG GLYKEVTPAOOELS 0€ 6TobEPN Katdotacn mepimov 8 pe 10 pg/ml.

H éxbeon o¢ adalimumab oe acbeveic pe madiatpikn payostditida TpofAEPONKE XPNCILOTOUOVTOG
(OPUOKOKIVNTIKA HOVTEAD TANBVGHOV Kot TPOGOpHOimoT He BACT) T GOPLOKOKIVITIKTY GTLS O1APOPES
evoei&elg oe AAAOVG TodLOTPIKOVG 0iebevelg (TandlaTpiky ympiaor, veavikn Wlonabng apbpitida,
mondloTpiky) vocog tov Crohn, ko apbBpitida oxetildpevn pe evbeoitida). Agv vdpyovy dabécipa, KAvIKG
dedOUEVH GYETIKA LIE TN XpNoM TG 6001 £POSOL o8 TodId NAkiog < 6 etdv. Or mpofiendueveg ekBéceg
ouvieTovy 0Tt eEArelyet peBotpeEdng, Lo d0oT €pOSOL Hmopel v 00NYNOEL GE oL apytkn adENoT)

OLOTI KNG EkOEOTG.

H poppokokivntikn Kot goppakoKivTIK/ QopLokodUVOLLKT LOVTEAOTOINOT] Kol TPOGOUOImoT| TOV
TnBuouod TpoéPreyay cuykpioun ékBeon oto adalimumab kot anotelecpotikdTTo 68 06bgveic TOL
éhaPav Bepameio pe 80 mg kabe devtepn gfdopdada 6tav cuykpivoviav pe tn Oepaneio tov 40 mg kabe
efoopdoa (meprrapfovouévav Tov evniikov achevav e peopatogdn apbpitida, damonTikn
10pmTOdEViTION, EAKOON KOAiTIdN, VOG0 Tov Crohn, acbevdv pe eenPikr, dlamonTikn 10p®TASEVITION Kot
TUSLTPIKOV 060evav copatikov Bapovg > 40 kg pe voso tov Crohn kot eAKdON KOAITION).

Yyéon €kbeonc-avtomdkplong oTov Toudtotpkd mAnfvoud

Badoetl tov dedopévov amd khvikég pedéteg o aobeveic pe JIA (pJIA kat ERA), n oxéon ékBeomnc-
avtomokplong peta&d ouykévipmong mAdopatog kat avtandkpiong PedACR 50 tekunpunbnke. H
(QUVOUEVIKT cLYKEVTp®ON mAdouatog adalimumab mov odnyel 6to Mo g péytong mhavoTTag
PedACR 50 avtamoxpiong (EC50) ntov 3 pg/ml (95% CI: 1-6 ug/ml).

H oyéon éxBeonc-avtandkpiong peta&d cvykévipwong adalimumab kat amotelespotikotTog 68

IO TPIKOVE 000eVEIS e coPapn xpovia Ywpiaon KoTa TAdKAG TeEKuPplodnkay yio tv PASI 75 kot to
PGA xaBapo 1 eldyioro, avtiotoiyws. H PASI 75 kou 10 PGA xaBopd 1 eldyioto avénbnkay pe
avEavopeveg ovykevpooelg adalimumab, pe mapopoto eoavopevikd EC50 4,5 pg/mL nepinov (95% CI 0,4-
47,6 xan 1,9-10,5, avtictoiymg).

Amofoin

Ot QopHOKOKIVNTIKEG AVOADGELS TOL TANOLGHOD Pacet dedouévov and 1.300 kot dve acbeveig pe
pevpatoedn apbpitida £de1&av pa tdomn Yo avénuévn eawvopevikn kdbapon tov adalimumab 6co
avEAVETOL TO COUOTIKO BApog. META amd TPOCHpLOYT GT SLOPOPOTOINGT) TOV COUATIKOV BApove, Tov
Yévoug Kot TS NAMKIaG QaiveTal ol TopayovTeS aVTol va £XoVV KN midpacn oty kdbapcn Tov
adalimumab. TTapatnpridnke 6t ta enineda tov elevBepov adalimumab otov opd (un decpevpéva ota
avtichpato vavtt Tov adalimumab, AAA) ftav xounlotepa otovg acbeveic pe petpnoua AAA.

Hrotikn 1) VEQPIKY OVETEPKELD,

To adalimumab dev £xet peletn0ei oe acbeveig pe nLaTiKy 1| VEQPIKN ovemdpKela.
5.3 IMpoxivikd dedopéva Yo TNV ac@diero

To un KAvikd dedopéva 6gv amoKaADTTOVY 1010iTEPO Kivouvo yio Tov avOpwmo pe Pdon Tig neléteg
to&oTNTOG EPATOE 0O0NG, TOEIKOTNTOG EXOVAALUUPOVOUEV®V SOGEMV Kol YOVOTOEIKOTNTOG,

Muo, perém epPpootolikdTnTag/meptyevvnTikng avantuéng £yve o€ KuvoudAoyoug monikovg o€ 0, 30 kat
100 mg/kg (9-17 mbnkovc/oudda) kat dev amekaivye kapio EvoeiEn kvdvvou ota £ufpva AOym Tov
adalimumab. Kapia perétn kopkivoyéveonc, 6nmg ovTe Ko 1 TPOTLTN EKTIUNGT TNG YOVILOTNTOG Kot
petoyevvnTikng toikotnrag dgv éyve ue to adalimumab Adyw tng anovsiog TV KATIAANA®Y LOVIEA®Y V1o
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€Va OVTICOULOL LE TEPLOPIGUEVT] DLOCTAVPOVUEVT aVTIOPOoTIKOTNTA 6T0 TNF TpOKTIK®V Kot TNV avATTuén
€EOVOETEPOTIKAOV AVTICOUATMV GE TPOKTIKA.

6. OPAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Koatahoyog ekdéymv

Nétpro yAwprovyo

Zakyapoln

[MoAvcopPiko 80

"Yowp yia evéoiual

Ydpoyrwpikd 0&D (yo pvOuion tov pH)
Noatpiov vopo&eidio (Yo pOBuion Tov pH)

6.2 Acvppatotnreg

EMeiyel peketdv oyetikd pe tn cuuPatdmra, To TopovV QUPIOKEVTIKO TPOiOV OV TPETEL VO OVAUELYVOETOL
pe AL QOPUOKEVTIKE TPOTOVTAL.

6.3 Awgpkera {ong
3 ypévia
6.4 Idwitepeg mpouvraels kKota T OAAEN TOV TPOTOVTOG

duvrdooete og Yyoyeio (2 °C — 8 °C). Mnv katoyvyete. DVAAGCETE TV TPOYEUGUEVT GOPLYYO GTIV
eEMTEPIKT GLOKELOGIN Y10 VO TPOGTOTELETOL OO TO POC.

H xa0¢ mpoyepiopévn chptyyo 1 TpoyEUGUEVT] GUGKELT] TOTTOV TEVAG UITOPEL VO PUAACGETAL GE
Oepuokpacieg puéypt 25 °C yia ypovikd diomua £og kot 30 nuépeg. H mpoyepiouévn copryya 1
TPOYEUGUEVT] GLOKEVT TOTTOV TEVAG TTPEMEL VO TPOGTATEVETAL OO TO PG KOl VO AOppinTeETaL €6V OgV
ypnooroindet evtog g meptodov Tv 30 nuepdv.

6.5 ®von Ko GLGTUTIKA TOVL TEPLEKTT

Hukyndra 80 mg evéciuo dtdhvua 6e mpoysmcuévn cOpLyya,

Evéoo didivpa 0,8 ml oe mpoyeuicuévn obptyyo and yvari tomov I ue otabepn Perdva 29 gauge,
EKTETAUEVA TOPEUPVCLOTA SUKTOAOV KOl TPOCGTATEVTIKO KAALHLO BEAOVAS, Kot EUPolo pe Tdpa
gloympnong (and PpopofovtuAlkd eEL0cTIKO).

Yvokevaocieg: 1 mpoyepouévn oupryya cvokevacuévn o koyéln PVC/PE, ue 1 enifepo akikooAng.

Hukyndra 80 mg evéoyio didlvpo 6€ TPOYEUGUEVT GLGKEVT) TOTTOV TEVAG

Evéoo didAvpa 0,8 ml oe cvotua mpoyeuicpévng éveong pe Beddva (0TOUNT GLOKELT EVEGTC) OV
TEPLEYEL L0 TPOYEOUEVT cVPLYYa amd YuaAl Tomov I pe otabepn Pelova 29 gauge kot Epporo pe Tdpo
gloympnong (and Ppopofovtoikd elactikd). H cuckevn tomov mévag etvat pio ovaA®GL GUGKELT|
HNYOVIKNG £vEong XEpOg piag xpiong.

Yvokevaocieg: 1 1 3 mpoyepicpévn(-gg) ovokevm(-£¢) Tomov tévag cuokevacuévn(-gc) ag koyéin PVC/PE,
pe 1 M 3 embépato aAKoOANG.
6.6 Idwitepeg TpouvAacels amdppLyng

Kda0e aypnoiponointo eopuokevtikd mpoiov 1 VITOAEIUUO TPETEL VO, ATOPPITTETOUL COUPDVO UE TIG KOTA
TOMOVC 16 DOVGEG OYETIKES SLOTAEELS.
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7. KATOXOX THX AAEIAY. KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2—-18
61118 Bad Vilbel

Teppovia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

Hukyndra 80 mg evéowo didhvua og Tpoyepiouévn oOpLyyo.
EU/1/21/1589/007

Hukyndra 80 mg evéowuo didAvua o€ Tpoyeicuévn GUGKELH TUTOL TEVOC
EU/1/21/1589/008
EU/1/21/1589/009

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 15 Noepfpiov 2021

10.. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Agmtopepeic TANpoeopieg yia 10 TapdY QOPUAKEVTIKO TPoidV gival S100EG1EG GTOV SIKTLAKO TOTO TOV
Evponoaikod Opyaviopod @oapudkov: https://www.ema.europa.eu.
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ITAPAPTHMA 11
ITAPAXKEYAXTHX(EY) THX (TQN) BIOAOI'TKQX
APAXTIKHE(QN) OYXTIAX(QN) KAI TAPAXKEYAXTHX(EY)
YIHEY®YNOX(OI) I'TA THN AIIOAEXMEYZXZH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX
OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TMAPAXKEYAXTHX(EX) THX (TQN) BIOAOT'TKQX APAXTIKHXE(QN) OYXZIAX(Q2N) KAI
IMAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'A THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kai d1ev6vvon tov(tmv) Topookevoosti(®V) The(Tmv) Broloyikde dpacTikng(®v) ovoioc(dv)

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
Iohavdia

Ovopa kat d1evfuvon TV TOPASKELOGTMOV TOL £ivoil VTELOHVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

Ivers-Lee CSM
Marie-Curie-Str.8
79539 Ldrrach
I'eppavia

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
Iohavdio

STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'eppavia

270 £VTUTIO UAAO 0dNYLOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VAL OVAYPAPETOL TO OVOLLOL KOL 1|

d1evBvvon Tov TaPACKELAGTY| TOV gival VIEVHVVOG Y10 TV OTOJEGEVGT TNG CYETIKNG TAPTIONS.

B. OPOI'H NEPIOPIZMOI XXETIKA ME TH ATIAGEXH KAI TH XPHZH

DoppokevTiKd TPOioY Yo T0 0Toio omatteitan TEPLOPIGUEVT 1aTpikt] cuvtayT (PA. mapdptnua I [lepiAnyn
TV Xopoktnplotikdv Tov [Tpoidvtog, Tapdypapog 4.2).

I'. AAAOI OPOI KAI ATTAITHZEIX THX AAETAY. KYKAO®OPIAX

. Ex0£cg1g Teprodikiic mapakorovdnong e acpdieiag (PSURS)

Ot amaitioelg yio v vroPoAr tov PSURS yio to ev Adym @apuakeutikd mpoidv opilovial 6Tov KaTdAoyo
ue T1g nuepounvieg avapopac ™me Evoong (katdhoyog EURD) mov napatifetor otny mapdypoago 7, tov

apBpov 107y, g odnyiog 2001/83/EK xon kdbe enaxdAovdng emkatponmoinong 6mwe dSnUoGIELETAL GTNV
EVPOTOIKT SIKTVOKT TOAT] Y10 TO POPLOKA.
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A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH XPHXH
TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Xyéo10 owayeipiong Kivovvov (XAK)

O Kdroyog Adetag Kukiogpopiag (KAK) Ba deEaydyet Tig amattodpeveg OpacTnplotnTeS Kot TaperAacels
QUPLOKOETOYPVTVIIONG 0TS Topovctdlovtatl 6to cupemvnBéy ZAK mov mapovoidletor oty evotnto 1.8.2
g Gde10g KuKAOPOPIaG Kol OTOIEGINTOTE EMAUKOAOVOEG eykeKpIEveG avabempnoelg Tov TAK.

‘Eva gmxoponompévo LAK Ba mpénet va katotedel:

. Metd and aitnuo tov Evporaikod Opyaviopotd @apudxov,

. Omnotednmote Tpomomoteitan T0 GVGTNUA SlayEIPIONG KIVOHVOUL, EOKA OG ATOTELEGHA ANYNG VEDV
TANPOPOPLDY TOV UTOPOVY VO ETLPEPOVY CNUAVTIKT] OAAAYT) 0TI GYECT) OQELOVG-KIVOUVOL 1) G
OTOTELEC O TG EMITEVENG EVOC GMUAVTIKOD OPOGTLLOV (PAPUOKOETOYPVTVIOT| 1] EACYLOTOTTOINGT
Kwvdvvov).

. EmnpécOeto pétpa ehaylotomoinong Kivovvov

Ot Képteg YrevBopiong AcBevoic (evnAlkov kot toadlatpikdv aclevmv) Tepiéyovy to akdAovha oveLDoN
oTolyEia

- AomEELG, mepLapPavouéVng TG LLOTIOONS
- Kapkivog

- TPOPANUOTA TOV VELPIKOD GUGTHLOTOG

- guPolocpol

164



IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENNIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXYIA I'TA TPOTEMIZEMENH XYPIITA

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 20 mg evéouo didAvua o Tpoyspouévn cipryya
adalimumab

2. LYNGOEZIH XE APAXTIKH(EX) OYZIA(EY)

Mia mpoyepuopévn ovpryyo tov 0,2 ml tepiéyer 20 mg adalimumab.

3.  KATAAOI'OX EKAOXQN

Xhoprovyo vatplo, caxyoapoln, molvcopPikd 80, vdwp yio evéoiua, VOPOYA®PIKO 0£H Kot VOPOLEidLo ToV
vatpiov.

Agite 10 @OALO 00N YLDV YPHONG Y10 TEPLGGOTEPES TATPOPOPIES.

|4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo ddivpa

2 TPOYEUGOUEVES GUPLYYES
2 emBépoTo OAKOOANG

|5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Y7modopia ypron
INa pia povo ypnon.
Awpaote T0 PUALO 0INYIDV ¥PYOTG TPV 0Td TN XPNOT.

Koducog QR mov 6o cuopmepiinebet
hukyndrapatients.com

IPEIEI NA ®YAAXXETAI XE @OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IHNPOXEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHEIH S*YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION

Na puAdooetal o€ B€om, Tnv onoia dev PAETOVY Kat dgv Tpoceyyilovy To TOdId.

|7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

|9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio. Mnv katayOyeTe.
BAéme to OAAO 0OMYLDV ¥PNONG Y10 AETTOUEPELEC EVOALOKTIKDY GUVONK®V QOAAENG.
DuAdoceTe TNV TPOYELGUEVT] GUPLYYO GTHV £EMTEPLKT] GLGKEVLAGIN Y10 VO TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKQN ITPOIONTQN 'H TQN YIIOAEIMMATON ITOY TPOEPXONTAI
AIIO AYTA, EOOXON AIIAITEITAI

|11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Teppovia

|12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1589/010

[13.  APIOMOX IAPTIAAY

Lot

|14. I'ENIKH KATATAZH I'lA TH ATAGEXH

[15.  OAHTIIEX XPHIHZ

[16. TIAHPO®OPIEX LE BRAILLE

Hukyndra 20 mg

17. MONAAIKOX ANAINQPIZTIKOX KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Aodidotatoc ypoupmtoc kondikag (2D) mov gépet Tov meptAn@évia povadikd avayvoploTikd Kmdiko.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIETEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTI XYZKEYAXIEX
KYYEAHZ (BLISTER)

KEIMENO XYXKEYAXIAYX KYWEAHX (BLISTER)

|1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 20 mg evéoiuo didlvpa o€ TPOYEUGHEVT GUPLYYQ
adalimumab

|2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG

|3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

5.  AAAA ITOIXEIA

Mo TAnpogopieg oyetikd pe Tig cuvOKee EOAOENG, PAETE TO POALO 0ONYIOV ¥PHONG.
Mo moudratpikn gprion

20 mg/0,2 ml
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

EINIXHMANXH XYPIITAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOZX KAI OAOX(OI) XOPHIHEHE

Hukyndra 20 mg éveon
adalimumab
SC

2. TPOIIOX XOPHIHIHX

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX IIAPTIAAX

Lot

|5. IHEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

20 mg/0,2 ml

6.  AAAA TLTOIXEIA
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXIA I'TA TPOTEMIZEMENH XYPIITA

|1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 40 mg gvéoiuo didlvpa o€ TPOYEUGUEVT GUPLYYQ
adalimumab

2. LYNGOEZIH XE APAXTIKH(EX) OYZIA(EY)

Mia mpoyepuopévn oopryya tov 0,4 ml nepiéyer 40 mg adalimumab.

|3. KATAAOT'OX EKAOXQN

XAiwprovyo vatpro, cokyapdoln, toivcopPikod 80, Kéwp yia evéaia, VIPOYA®PIKS 0EL Kal VOPOEELSI0 TOV
vatpiov.

Agite 10 @OALO 00N YLDV YPHONG Y10 TEPLGGOTEPES TATPOPOPIES.

|4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo ddiopa

1 npoyepiopévn cdpryya
1 eniBepo ahicodAng

2 TPOYEMGUEVEG GVPLYYES
2 emBépoTo OAKOOANG

6 TpoyEIGEVEG GVPLYYES
6 emOépato aAkoOAng

[5.  TPONOX KAI OAOZ(OI) XOPHTHEIHZ

Y7rodopia yprion
INa pio povo ypnon.
AwBdote T0 PUALO 0INYIDOV XPYOTG TPV Al TN XPTION.

Kmoduog QR mov O cuopmepiinebei
hukyndrapatients.com

6. EIAIKH ITPOEIAOIIOTHEIH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION
IIPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
MHPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.
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[7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

|8. HMEPOMHNIA AHEHX

AHEH

|9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio. Mnv katayOyeTe.
BAéme to OAAO 0OMYIDV ¥PNONG Y10 AETTOUEPEIEG EVOALOKTIKDY GUVONK®V POAOENG.
DuAdoceTe TNV TPOYELGUEVT] GUPLYYO GTHV £EMTEPLKT] GLGKELAGIA Y10 VO TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEXZ TPO®YAAEEIX I'lA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTOQN
®APMAKEYTIKQN ITPOIONTQN 'H TQN YIIOAEIMMATON ITIOY TIPOEPXONTAI
AIIO AYTA, EOOXON AIAITEITAI

|11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Teppovia

|12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1589/001
EU/1/21/1589/002
EU/1/21/1589/003

[13.  APIOMOX IAPTIAAX

Lot

|14. I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

[16. TIAHPO®OPIEX XE BRAILLE

Hukyndra 40 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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A6d106T0ToG YPaUUmTOS KOdKag (2D) mov pépet Tov meptAn@bévta povadikod ovayvopioTikd KOdKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIETEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTI XYZKEYAXIEX
KYYEAHZ (BLISTER)

KEIMENO XYXKEYAXIAYX KYWEAHX (BLISTER)

|1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 40 mg gvéoiuo didlvpa o€ TPOYEUGUEVT GUPLYYQ
adalimumab

|2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG

|3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

5.  AAAA ITOIXEIA

Mo TAnpogopieg oyetikd pe Tig cuvOKee EOAOENG, PAETE TO POALO 0ONYIOV ¥PHONG.

40 mg/0,4 ml
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

EINIXHMANXH XYPIITAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOZX KAI OAOX(OI) XOPHIHEHE

Hukyndra 40 mg éveon
adalimumab
SC

2. TPOIIOX XOPHIHIHX

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX IIAPTIAAX

Lot

|5. IHEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

40 mg/0,4 ml

6.  AAAA TLTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAZXIA I'TA HPO'EMIEMENH XYXKEYH TYIIOY IIENAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Hukyndra 40 mg evéoiuo didAvpa o€ TPOYEUGUEVT) GUGKEDT] TOTTOL TEVOG
adalimumab

|2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Mio mpoyepuopévn ovokevn tomov mévag tov 0,4 ml tepiéyet 40 mg adalimumab.

3.  KATAAOI'OX EKAOXQN

Xhoprovyo vatplo, caxyoapoln, molvcopPikd 80, 1dwp yio evéoiua, VOPOYA®PLKO 0EH Kot VOPOLEidLo ToV
vatpiov.

Agite 10 @OALO 0N YLDV YPNONG Y10 TEPIGGOTEPEG TATPOPOPIES.

|4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo dtdivpa

1 mpoygpiopévn CLGKELY| TOTOL TEVOG
1 emiBepo ahicodAng

2 TPOYEUGUEVEG GVOKEVEG TOTTOV TEVOG
2 gmBépato aAkoOANg

6 TPOYEUGUEVES GVOKEVEG TOTTOV TEVOG
6 emBépoTo OAKOOANG

|5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Y7modopia ypron
INa pio povo ypnon.
Awpaote T0 PUALO 0INYIDV ¥PYOTG TPV 0d TN XPTNOT.

Koducog QR mov 6o cuopmepiinebet
hukyndrapatients.com

IPEIIEI NA ®YAAXXETAI XE @OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IHNPOXEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHEIH S*YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION

Na puAdooetal o€ B€om, Tnv onoia dev PAETOVY Kat dgv Tpoceyyilovy To TOdId.

|7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHEX

AHEH

|9. EIAIKEX YYNOHKEX ®DYAAEHX

dvidooete og yoyeio. Mnv katayOyete.
BA\éme to pOAAO 0OMyLdDV ¥pNONGS Y10t AETTOUEPELES EVAALOKTIKDV GUVONK®OV GOAAENG.

DdvAGoGETE TNV TPOYEUIGHUEVT] GUGKELT TOTOL TEVOC GTO EMTEPIKO KOLTI Y10 VO TPOGTOTEVETAL OO TO PMOG
KoL TNV VYpooia.

10. IAIAITEPEXZ TPO®YAAEEIX I'lA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKQN ITPOIONTQN 'H TQN YIIOAEIMMATON ITIOY ITIPOEPXONTAI
AIIO AYTA, EOOXON ANAITEITAI

|11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
Teppovia

[12. APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/21/1589/004
EU/1/21/1589/005
EU/1/21/1589/006

[13.  APIOMOZX IAPTIAAX

Lot

|14. I'ENIKH KATATAZH I'A TH ATAGEXH

[15.  OAHTIEX XPHIHZ

[16. TIAHPO®OPIEX XE BRAILLE

Hukyndra 40 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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Aod1aotatog Ypapuumtoc kadkog (2D) mov eépet Tov meptAn@bivta Lovadikod ovayvopioTikd KodKo.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO TON
ANOPQIIO

PC
SN
NN
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EAAXIEZTEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTI XYZKEYAXIEX
KYYEAHZ (BLISTER) 'H ZTIE TAINIEX (STRIPS)

KEIMENO XYXKEYAZXIAY KYWEAHX (BLISTER)

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 40 mg evéoiuo didAvpa o€ TPOYEUIGUEVT] GUGKEDT] TOTTOL TTEVOG
adalimumab

|2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG

3.  HMEPOMHNIA AHEHX

EXP

|4. APIOMOX ITAPTIAAX

Lot

5.  AAAA ITOIXEIA

Mo TAnpoeopieg oxetikd pe T1g cuvONKeg EOAAENS, PAETE TO PUALO 0INYIDV XPHONG.

40 mg/0,4 ml
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

EINIXHMANXH XYXKEYHX TYHIOY ITENAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOZX KAI OAOX(OI) XOPHIHEHE

Hukyndra 40 mg éveon
adalimumab
SC

2. TPOIIOX XOPHIHIHX

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX IIAPTIAAX

Lot

|5. IHEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

40 mg/0,4 ml

6.  AAAA TLTOIXEIA
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAXIA

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Hukyndra 80 mg evéouo didivpa o Tpoyspouévn copryya
adalimumab

|2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Mio mpoyepuopévn ovpryyo tov 0,8 ml tepiéyer 80 mg adalimumab.

3.  KATAAOI'OX EKAOXQN

XAiwprovyo vatpro, cokyapdoln, toivcopPikd 80, Kéwp yia evéaia, VIPOYA®PIKS 0EL Kal VOPOEELSIO TOV
vatpiov.

Agite 10 @OALO 0N YLDV YPNONG Y10 TEPIGGOTEPEG TATPOPOPIES.

|4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo ddivpa

1 mpoygpiopévn cHpiyya
1 emiBepo ahicodAng

[5. TPONOX KAI OAOZ(OI) XOPHTHEIHZ

Y7odopia ypnon.
INa pia povo ypnon.
AwBdote T0 PUALO 0INYIDV XPYOTG TPV Ol TN XPTION.

Kadkdog QR mov Ba cupmeptinebei
hukyndrapatients.com

IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IHNPOXEITIZOYN TA ITATAIA

6. EIAIKH ITPOEIAOIOIHEIH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION

Noa puidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovy Ta Tadid.

[7.  AAAH(EZ) EIAIKH(EX) TPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

|9. EIAIKEX XYNOHKEYX OYAAEHX

dvidooete og yoyeio. Mnv katayOyeTe.
BAéme to OAAO 0OMYLDV ¥PNONG Y10 AETTOUEPELEC EVOALOKTIKDY GUVONK®V QOAAENG.
DuAdoceTe TNV TPOYELGUEVT] GUPLYYO GTHV £EMTEPLKT] GLGKEVLAGIN Y10 VO TPOGTATEVETAL OO TO PWG,.

10. IAIAITEPEX TPO®YAAEEIX I'lA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKQN ITPOIONTQN 'H TQN YIIOAEIMMATON ITOY TPOEPXONTAI
AIIO AYTA, EOOXON AIIAITEITAI

|11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Teppovia

|12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1589/007

[13.  APIOMOX IAPTIAAY

Lot

|14. I'ENIKH KATATAZH I'lA TH ATAGEXH

[15.  OAHTIIEX XPHIHZ

[16. TIAHPO®OPIEX LE BRAILLE

Hukyndra 80 mg

17. MONAAIKOX ANAINQPIZTIKOX KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

Aodidotatoc ypoupmtoc kondikag (2D) mov gépet Tov meptAn@évia povadikd avayvoploTikd Kmdiko.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIEZTEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTI XYZKEYAXIEX
KYYEAHZ (BLISTER)

KEIMENO XYXKEYAZXIAY KYWEAHX (BLISTER)

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 80 mg evéouo didivua og Tpoyspouévn copryya
adalimumab

|2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG

3.  HMEPOMHNIA AHEHX

EXP

|4. APIOMOX ITAPTIAAX

Lot

5.  AAAA ITOIXEIA

Mo TAnpoeopieg oxetikd pe T1g cuvONKeg EOAAENS, PAETE TO PUALO 0INYIDV XPHONG.

80 mg/0,8 ml
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

EINIXHMANXH XYPIITAX

|1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHI'HEHX

Hukyndra 80 mg éveon
adalimumab
SC

2. TPOIIOX XOPHIHIHX

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX IAPTIAAX

Lot

|5. IHNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

80 mg/0,8 ml

6.  AAAA TLTOIXEIA
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINH XYXKEYAZXIA I'TA HPO'EMIEMENH XYXKEYH TYHIOY IIENAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Hukyndra 80 mg evéoiuo didAvpa o€ TPOYEUGUEVT) GUGKEDT] TOTTOL TTEVAG
adalimumab

|2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Mio mpoyepuopévn ovokevn tomov mévag tov 0,8 ml tepiéyer 80 mg adalimumab.

3.  KATAAOI'OX EKAOXQN

XAiwprovyo vatpro, cokyapdoln, toivcopPikd 80, Kéwp yia evéaia, VIPOYA®PIKS 0EL Kal VOPOEELSIO TOV
vatpiov.

Agite 10 @OALO 0N YLDV YPNONG Y10 TEPIGGOTEPEG TATPOPOPIES.

|4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo ddivpa

1 mpoygpiopévn CLGKELY] TOTOL TEVOG
1 emiBepo ahicodAng

3 TPOYEGUEVES GUGKEVEG TOTTOV TEVOG
3 emBépata aAKOOANG

[5.  TPONOX KAI OAOZ(OI) XOPHTHEIHZ

Y7rodopia yprion
INa pia povo ypnon.
Awpdote T0 PUALO 0INYIDV XPYOTG TPV Al TN XPTIOM.

Kmoduog QR mov 6o cuopmepiinebei
hukyndrapatients.com

6. EIAIKH ITPOEIAOIIOTHEIH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION
IIPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
MPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

[7.  AAAH(EZX) EIAIKH(EX) TPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

AHEH

|9. EIAIKEX XYNOHKEYX OYAAEHX

dvAdooete og yoyeio. Mnv katayOyeTe.
BA\éme to OAAO 0OMyLDV ¥pNONGS Y10t AETTOUEPELIES EVOALOKTIKMY GUVONK®OV GOAAENG.
DduidoceTe TNV TPOYEUIGHEVT] GLGKELT] TOTOL TEVOG 6TO EMTEPIKO KOVTI Y10l VO TPOGTUTEVETOL OO TO POC.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKON IPOIONTQON ‘H TON YIIOAEIMMATON IHOY ITPOEPXONTAI
AIIO AYTA, EOOXON AITAITEITAI

|11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Teppovia

|12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/21/1589/008
EU/1/21/1589/009

[13.  APIOMOZX INAPTIAAX

Lot

|14. I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

[16. TIAHPO®OPIEX XE BRAILLE

Hukyndra 80 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAY (2D)

A6d106TaTog YPauumTdc kKadikog (2D) mov eépet Tov meptAn@bivta Lovadikod ovayvopioTikd KodKo.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIEZTEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTI XYZKEYAXIEX
KYYEAHZ (BLISTER) 'H ZTIE TAINIEX (STRIPS)

KEIMENO XYXKEYAZXIAY KYWEAHX (BLISTER)

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Hukyndra 80 mg evéoiuo didAvuo 6€ TPOYEUIGUEVT] GUGKEDT TOTOV TEVOS
adalimumab

|2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

STADA Arzneimittel AG

3.  HMEPOMHNIA AHEHX

EXP

|4. APIOMOX ITAPTIAAX

Lot

5.  AAAA ITOIXEIA

Mo TAnpoeopieg oxetikd pe T1g cuvONKeg EOAAENS, PAETE TO PUALO 0INYIDV XPHONG.

80 mg/0,8 ml
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

EINIXHMANXH XYXKEYHX TYHIOY ITENAX

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOZX KAI OAOX(OI) XOPHIHEHE

Hukyndra 80 mg éveon
adalimumab
SC

2. TPOIIOX XOPHIHIHX

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX IIAPTIAAX

Lot

|5. IHEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

80 mg/0,8 ml

6.  AAAA TLTOIXEIA
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B. ®YAAO OAHI'IQN XPHXHX

192



®Vrho 00N TLOV xprong: IIAnpogopics yia Tov achev)

Hukyndra 20 mg gvéoipo d1aAvpo 6€ TPOYERIGUEVT GVPLYY.
adalimumab

vTo @appako avtd telel VIO cLUTANPOUATIKY TopakoloVONoN. Avtd Ba emiTpéyel Tov Ypyopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpdieloc. Mmopeite va Ponbnoete péocw g avapopds mlavmv
AVETOOUNTOV EVEPYEIDY TTOV EVOEYOUEVMG TTapovatdlete. BA. Téhog Tng mapaypdpov 4 yia Tov TpOTo
avaQopdg avemBOUNTOV EVEPYELDV.

A PaoTe TPOGEKTIKG 0ALOKANPO TO PVALO 0ONYLOV YP1ONGS TPLY UPYICETE VO YPTCLUOTOLEITE GVTO TO
QPAaPLOKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DdovrdEte avtd To PUALO 001 YLDV YpToNG. Towg ypelaotei va To dwupdoete Eova.

- O ywtpog oag Oa cog dmaoet pio Kapto YrevOopiong AcBevoig, 1 onoio mepléyel onuUovTIKEG
TANPOPOPIES Y10 TNV ACPAAELD TOL PapLdKoL TIS omoies Ba pémel va yvopilete mpv Eekivioet
va ypnotponotel to moudi cog To Hukyndra kabmg kot katd ) didpreia g Bepameiog pe
Hukyndra. ®vAda&te tnv Kapro YrevOopieng AeOevoic pali coc M pe to moudi cog.

- Edv éyete amopieg, potote TOV Y1ATpd 1] TOV QOPLAKOTOLO GOG.

- H cvvtayn yio avtd 1o eapproko xopnynonke amokAelotikd yio To Todi cog. Agv mpémet v
dmoeTe T0 PApLaKo og dAlovc. Mmopel va toug mpokaAéael PAAPT, akdpa Kol OTov To
CUUTTOUATO TNG AoBEVELQS TOVG gtvat 1010 e TOV TTOd10V Cag.

- Edév mapatnpnoete Kamowo avemBOUnT evépyeia 6To Tadi oaG, EVNUEPDGTE TOV Y1OTPO 1) TOV
(OPLOKOTOL0 GOC. AVTd 1oyYVEL Kot Yo KAOe mhavi) avemBOunTn evépyela Tov Oev avapEPETL
GTO TOPOV PUALO 0dNYIOV YpRomg. BAéme mapdypapo 4.

T wepréyel To Tapév VAL 00N YIOV:

T eivar to Hukyndra kot ot givot m ypnon tov

Tipémetl va yvopilete mpwv ypnoponomoete to Hukyndra
i va ypnowonomcete to Hukyndra

[MBavég avemBOunteg evépyeteg

ITog vo puAdooete to Hukyndra

[epieydpeva T cLOKEVAGING KO AOITES TANPOPOPIES
"Eveon Hukyndra

NookrwbdE

1. T givor To Hukyndra kot owa givar i yprjon Tov
To Hukyndra mepiéyet tn dpactikn ovoio adalimumab

To Hukyndra ypnoipomoteitot yio t Oepomeio tov gAEYHOVOI®V VOST|UATOV OV TEPTYPAPOVTOL TOPUKATM:
o [loAvapBpikn veavikn d1omabng apbpitida

ApBpitida oyetilopevn pe evheoitidon

[ondaTpikn yopioon Kot TAdkog

IMawdrorpiky vosog tov Crohn

[adrozpixn poyoeditida

To dpaotikd cvototikd tov Hukyndra, n adalimumab, givar éva avOpomivo povokiwviko avticopo. Ta
LOVOKAMVIKG, VTICOUATO, EIVOL TPOTEIVES TOL TPOGOEVOVTOL GE VO GUYKEKPLUEVO GTOYO.

H adalimumab &ygt wg 6tdy0 TG (o Ttpwteivn mov ovoudletal mapdyovtag vékpmong 0ykev (TNFa), n
0mol0l EUMAEKETOL GTO CVOCOTTOMTIKO (ApLVTIKO) cOOoTNUO Kot BpiokeTan o avénuéva eninedo 6TIg
eAeyHOVOdELS 000évELEC TTOVL avapépovtat Tapamdve. Me v npdcsdeon oto TNFa, to Hukyndra
EATTOVEL TNV S10OIKOGT0 PAEYUOVIG GE QTEG TIG 0I0OEVELEC.
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IToAvapBpikn veavikn woradnge apbpitida

H moAvapBpikn veavikn 1810mabng apbpitida ivar pia eAeypovadng vosog Tov apbpdceny 1 omoia
ocuvnbmg Tpotoeppaviletal oty Toudikn nAio.

To Hukyndra ypnoipomoteitat yuo t Bepameio tng molvopOpikig veavikng wronabovg apbpitidag og
acBeveic amd v nAkia tov 2 etdv. Mropel apyikd 6To Tondi Gog vao yopnyndovdv AAAa TPOTOTOTIKA
™G vooov pdppoka, 0nmg pebotpeéatr. Edv 1o mondi cog dev avramoxpifel apketd KaAd oTo QAPLLOKO
avtd, Ba tov/tng yopnyndei to Hukyndra ywa v Oepameio g molvapOpikng veavikng 1d1omadong
apBpitidag.

O ywtpdg cog Ba amogacicet edv to Hukyndra mpénet vo yopnynBei pe pebotpe&dn 1 udvo tov.

ApOpitda oyetilduevn pe evhsoitido,

H apBpitida oxetilopevn e evheoitida eivat pio pAEYUOVMONG VOGOG TOV apBpdoemVy Kol TOV G UEIDY
OV Ol TEVOVTEG GLVOEOVTAL LIE TO. OCTA.

To Hukyndra ypnoytonotgitot yio tn Oepaneio g apbpitidog oyetildpuevng pe evheoitida oe acbeveig
amo TNV NAKio Tov 6 Tdv. Mmopel apyikd 6To madi Gog vo xopnyndodv GAL TpOTOTOMTIKG THG VOGOV
eappaka, Omwg uebotpegdam. Edv 1o moudi cag dev avromokpiBel apkeTd Kald ota pappaka ovtd, fa
tov/TNG yopnynOei to Hukyndra yio t Bepancio g apbpitidac oxetilopevng pe evhesitida.

HMowdratpikn yopioon Kotd TAGKac

H yopiaon katd midiog etvor pia deppatondfela mov tpokorel epuBpés, POAOMTES, AEMODIELG TAAKES
d€POTOC TTOL KaADTTTOVTOL aTd 0pyvpoypoa Aémia. H yopiaon katd mhdkag pmopel emiong va Tpocfiiet
TaL VOYL0L, TPOKAADVTOG OTOAELL TOV VOYLO, TAYVVGT KOl 0TOKOAANOT 0t TNV KOiTr TOL VUYL00, TO
omoio umopei va givar enmdvvo. H yopiaon motedeton 6Tt mpokaieitar omd éva TpofAnpe 6to
OVOGOTOINTIKO GUGTN L0, TOV OPYUVIGUOD, TOV 0ONYEL G€ AUENUEVT] TOPUYDYT ETOEPUIIIKAOV KUTTAPOV.

To Hukyndra ypnoytonoteitot yio ) Ogpaneio g cofapic xpoviag yopiaong Katd mAdKkag o€ Todid Kot
epnPouvg nhikiag 4 £w¢ 17 etdv otovg omoiovg 1 tomikn Oepameio kot o1 potobepaneieg gite dev

Aertovpynooay ToOAD KoAd 1) dgV NTav KATAAANAES.

Ioudazpuch vosoc tov Crohn

H vocog tov Crohn givar pua pAeypovddng vooog Tov TENTIKOD GLGTALATOG.

To Hukyndra ypnoytonoteitot yio tn Ogpaneio g pétprag £mg coPapng vocsov tov Crohn og moudid ko
epnPovg nhkiog 6 £wg 17 etdv.

Mropet apyikd oto Toidi cag va yopnynbovv diia eappaka. Edv to moudi cog dev avtamokpifel apketd
KaAG 0T, @appoaka avtd, 0o tov/tng xopnyndei to Hukyndra yia va meploptotodv ta onpeio Kot

CUUTTOUOTO TNG 0oOEVELOS.

HowdwoTpikn payogditida,

H pn-Loiuddng payoesditida etvar pio pAeypovmdng achévela tov ennpedlel oplopéva TUNMHOTO TOV
0pOaApO0D.

To Hukyndra ypnowonoteiton yio t Oepomeio g xpoviag un-Aotudong payoetditidog Le AEYHOVT 6TO
TPOGOL0 TUALLO TOL LOTIOV GE ToUdLA OTtd TV NAKIN TOV 2 ETMV.

H pAeypovn avtr propet va 0dnyfoel og peimon g 0pacng Kaun otny mtopovcio e5ldpopdTeoy 6Tov
0POaApS (Lavpeg KOVKISEG N WIAEC YPOUUEG TTOV KIvouvTal o€ OAo To edio ¢ dpaong). To Hukyndra dpa
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LEUDVOVTOG 0TI TI| PAEYLLOVT).

Mmnopet apyikd oto Toudi cag va yopnyndovv diia edappaka. Edv to moudi cag dev avtamokpifel apketd
KoAG 670, @appaka avtd, 0o tov/tng xopnyndei to Hukyndra yia va meploptotodv ta onpeio Kot
CUUTTOUOTO TNG 0loOEVELa.

2. Tvmpémer vo yvopilete aptv 1o Tardi oog ypnoporonost to Hukyndra

Mnyv ypnoporoumjcete o Hukyndra

o Xgmepintmon odlepyiag Tov Todiov oag oto adalimumab 1| oe omolodnTote dANo amd Ta
oLOTATIKG AV TOD TOV PAPHAKOL (AVOPEPOVTAL BTNV TOPAYPAPO 6).

o g mEPInT®MON TOL TO Tl GO EYEL EvEPYO PLpOTI®ON 1| GAAN cofapn Aoipmén (PAére
«IIpogdomoceig kot [Ipopurdaéelsy). Efvar onpavtikd va evnuepmdoete tov yiotpod cag edv
T0 Todl GOg £YEL GLUMTOUATA AOTUMENG, OTTMG T.)Y. TVPETO, TANYESG, aichnuo KéTwmong 1
000VTIK( TTPOPANLOTA.

o g mepintmon mov o wodi Gog £xel LETPLOC 1) GOPaPNG LOPPNG KAPSIOKT AVETAPKELX.
Eivan onuoavtikd va evnuepmaoete Tov yotpod oag edv To Todi oog eiye N el coPapn|
kapdlokn voco (PAére «Ilpogidomomoaelg kot IpopuAdEeic»).

IIpogdomon)oelg Kol TPOPLAGEELS

AmevBuvbeite oToV Y10TpO GOG M| TOV PAPUAKOTOLO GOG TTPLV YPTCLUOTOUCETE TO
Hukyndra. A\ epyikéc avtidpdoelg

o Edv 1o moudi oog eppavicel ahAepyikéc ovTdpacELS LE CUUTTOUATO OTMG Al
o@i&ipatog oto Odpaka, dvemvola, LaAN, Tpréuo N eEavOn o S10KOYTE TIg EVECELS
Hukyndra kot emikovoviote apéoms Pe Tov y1otpd 6og Kabme, 68 OTAVIEG TEPITTOGELS,
OVTEG O1 OVTIOPACELS UTopel va efvort SuVNTIKG ametAnTIKES Yo TV {on.

Aowméeig

e Edv to maudi cog Exel po Aoipwén, GCOUTEPTAAUPOVOUEV®Y TOV LOKPOXPOVIOV 1] TOV TOTIKOV
roudEewv (Yo Topaderyua, EAKOC Kviung) cvpPovievdeite tov ylatpd cog mpv apyicete
mv ayoyn pe to Hukyndra. Eav dev eiote BéPatog, mapakaleiche vo emKOVOVAGETE IE TOV
ytpd Gag.

e Mmnopei o Toudi oag va eppavicel LolumEelg evkoAdTepa eVd Aaufdvel Oepaneia pe
Hukyndra. O kivéuvog evdéyetar va, avénbel edv n Tvevpovikn Asttovpyia Tov/tng givat
emnpeacévn. Ot AodEets avtég pmopet va givon emikivovveg ko cupmeptiapfdvouy:

o @upotioon,
o Aoméelg Tov TpokaAovvToL 0md 100G, LOKNTES, Tapdotta M fakTiplo
o oofapéc hotpuméels Tov aipatog (onyorpia)

Y& OTAVIEG TEPUTTMOCELS, OVTESG Ol AomEEIS pmopet va givan ametntiég yia ) {on. Eivat onpovtikd va
EVILEPMGETE TOV YLOTPO GOG EGV TO TS GO.C TOPOVGLAGEL CUUTTOUATO OTMOG TVPETO, TANYEG, aicOnua
KOT®oNg 1 000vTika mpofinuata. O yiatpog cog evosyeTol vo, 6og el vo, dtakoyete to Hukyndra yia
KGO0 1T AL,

o  Evnuepmote Tov y1aTpd 60g GV TO Tdl 60¢ KOTOKeL 1) TaE1OEVEL GE TEPLOYEG OTTOL Elvar
TOAD GLYVEG Ol LUKNTIOIKEG AOUMEELS (Y10 TAPASELY L0, IGTOTAACUWOOT),
KOKKIO10€1000KNTioGN 1 PAacTOpLKNTIOGT).

o Evnuepmote tov Y10Tpd 560G GV TO ToLdl GOG EYEL LIOTOPIKO VTOTPOTLALOVCOV AOUMEEDV 1)

GAAEC KATAGTAGELS TOV UIOPEL VoL aLERGOVY TOV Kivouvo Y10, AOUMEELC.
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o To moudi cog ka0 YTpog Tov TPEMEL va dei&ovv 1daitepn Tpocoyn o€ onueio Aoipnwéng evd To
noudi oag AapPavel Oepaneio pe Hukyndra. Eivor onpoavtikd vo neite 6tov yotpd oag €4 to
OO GO EYEL CUUMTOUATA AOTU®ENC, OTG ElvaL 0 TLPETOG, TPOVLOTA, aicON U KOT®moNG M
TpoPAUaTe 6T SOVTLA.

dupoatioon

o  Eme1dn &povv avapepbei mepmtdoeic pupotioong og acbeveic mov éhapav to Hukyndra, o
ytpog cag Ba eEgtdioet To madl Gog o onuein Kol GUUTTOUATO GLLOTIOONS TPV opyicEL Va
hapPaver o Hukyndra. H e€étaon ovtr Oo mepilappdverl minpn wotpiky ektipnon
GUUTEPTAAUPOVOUEVOD TOV LTPIKOD 1GTOPIKOV TOV OO0V GOG Kol KATAAANAO EAeyyo (Yo
TapadeELypa, akTvoypaeio Bdpaiog Kot dokipacio pupativing). H dievépyea ko ta
OTOTEAECLLATA QLTAV TOV doKlaoldv Ba mpénet va kataypapovial otnv Kapra Yagvlopmong
Ac0gvolg TOv TA1d100 GOG.

o Eival modd onuavtikd va evuep®OETE TOV Y1oTpd TOL TOdo0 Gag 0V TO Todi Gag glye
ToTéE PLUATIOON, N €AV NADE GE GTEVT €AY e KATO10V TTOL £l)e pupatioon. Edv to
Toudi oag £xel evepyn pouuatioon, un ypnowonomoste to Hukyndra.

o ®vpoatioon pmopei va avamtuybel katd ) didpkela e Bepomeiog akdUN Kot EQvV TO
nondi cog £xel AMaPet Oepameio yio Ty TOANYT TNG PLUOTIOCNG.

o Eav copntopata pupatioong (Yo mapddstypa, fyog mov dev vToxwpel, andAEL,
Bapovg, EAderym evepynTkOTNTAG, NTLOG TLPETOG) 1) OMOLUdNTTOTE GAAN Aoipmén
eppavictel Katd ™ ddpkea tng Oepaneiog 1 petd omd avtn Ba Tpémet vo
EVNUEPDGETE AUECHS TOV YIUTPO GOLG.

Hraztitwo B

o  Evnuepmote tov y10tpd oag v T0 Todl cog eivar popéag Tov 100 ¢ nratitidog B, edv &xet
evepyd nratitida B 1 vroyidleote 611 PpiokeTarl og Kivouvo va poAvvOel pe tov 10 g
nratitdog B.

o O yuwrpdg Tov MOS0V Gog Oo TPEmeL Vo EETAGEL TO TALdT GOC Y10, TOV 10 TNG
nroatitdag B. To Hukyndra givor mbovo vo mpokaAécel exovevepyomoinon g
nratitdog B og acOeveic o1 omoiot etvat popeic Tov 100.

0 Xg KAmOoleg OTAVIEC TEPITTMOELS, EIOIKA EAV TO TTodl AOUPAVEL Kol AAAL POAPLLOKD TO
01010l KATAGTEALOVY TO OVOGOAOYIKO GUGTN A, 1] EMAVEVEPYOTOINGT TOL 100 NG
nratitdog B gival mBovo vo amoderydel ameidntikn v tn (o).

Xepovpyikn N 0dovtikn exéufaocn

e Edv 1o madi cog mpokettal va vmoPAnbei o eyyeipnon M o€ emépPaon oo dOVTIO EVIUEPDOTE
ToV Y10tpd 6ag 0t AapPdaver Hukyndra. O yatpdc cog sivar mhavo va GuGTHoEL TPOG®PIVN
daxonr ¢ Oepomeiog ue Hukyndra.

AmopveMvoTIKE) VOGOC

o Edv to moudi cog £xel N epgaviost pio omouveAvotikn voco (o acBévelo n omoia exnpedlet
TOV HOVOTIKO HovODa yOp® oo To, VEVPO, OTTMG 1) GKAPLVOT| KATA TAGKAS), O YTpOc 6og O
amopacioet eav mpémel vo AdPel | va cvveyioetl vo Aaufaverl to Hukyndra. Eviuepdote apéomg
TOV Y10TPO GOG €0V TO Todl G0 PLOVEL GUUTTOUATA, OTWS OAAAYEC GTNV OPACT], AOLVOIN GTA
yépa 1 ta THSL, 1 HOVSIG A 1) LUPUNYKIOGLO GE OTTOLOONTOTE UEPOG TOV GMUOTOG,

Eufora

o Opiopéva guPoiia evogyetar vo TPoKaAEGOVV AOUMEELS Kot O O TPETEL VOl YIVOVTOL EVD TO
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oudi oag Aappaver to Hukyndra.

o Potote tov y1tpd cog tptv To Todi cag AdPel omolodnmote eUPOALO.

o Zuviotdrtol, €@’ 660V Eival EQIKTO, T TALOLA VO, EXOVV TPAYLLOTOTOWGEL TOVG
amopaitnToug eUPoAlacHobS COUPOVA LE TIC I0YDOVGEG KATELOLVTIPLEG 0ONYiES Y1l
™V avocomoinon mpwv and v évapén g Bepaneioc ue Hukyndra.

o Edv to moudi cog EhaPe Hukyndra v ftav £yxvog, 10 pmpd Tov meidiod 6og Unopel
va StaTpéyel peyalutepo kivouvo eppdvions tétotag Aoipnméng yio dtiotnua £m¢
TEVTE TEPIMOL UVEG HETA Ty Televtaio 60on Hukyndra mov éhafe to Toudi cog Kotd
TN S1apKEL TNG EYKVPOSLYNG. Elval onpovtikd va evuep®oeTe TOVG Y10TPoHE TOL
LoPpob TOL TOLd0L GOG Kot AAAOVG emayyelaTieg Vyelag oeTUKG Le TN XPTOM
Hukyndra katd t diépkelo TG €yKVHOGHVNG TOV oS00 GG, DGTE VO LTOPOVV Va.
aropucilovv TdTE T0 HPO TOV MOS0V Gag Ba Tpémel va AaPet kdmotlo epPforto.

Kopdiokn avendpkeia

Eév to maudi cog vropépel and Nmog Lopens kapdtokn avemdpketo Kot Aopfavetl Ogpameio
ue Hukyndra, n kapdiaxr avendpreio Oa mpénet va mopakolovbeitatl otevd amd tov yiotpd
cag. Eivar onpovtiko vo meite 6tov y1atpo 6og 0V o modi cag giye 610 mopeldov 1
vroEEpEL amd coPapod kapdiakd TpoRinua. Edv mapovsidoetl véa copntdpata 1| emdeiveoon
TOV COUTTOUATOV TNG KOPOLOKNG avendpkelog (.. Ovomvola N TpHEO ToddV) Ba Tpémet
VO ETIKOVOVIAGETE AUESOS UE TOV Y1Tpd cag. O yrotpdc cog Oa amopacicet edv To modi
oag Tpénet vo, AMaPet Hukyndra.

IMvpetdc, LOA®TES, apoppayio n @ypdHTNTO.

Koapkivog

e pepkovg acbeveig o opyaviopog etvat mBavo va amoTOyEL VO TOPAYAYEL APKETH TOGOTNTA
TOV KVTTAP®V TOL aipatog Tov fonbodv Tov 0pyavioud va aVIILETOTIGEL TIC AOUDEELS Iy
BonBovv ot drakomn g apoppayios. O yaTpog 6ag VOEXETAL VO AITOPAGIGEL T1 O10KOT
g Oepamneiag. Edv to maudi cog eppavicet Tupetd, o onoiog dev vroywpel, EAappois
UOA®TEG 1 opopporyel ToAD E0KOAN 1| PAIVETOL TOAD YAWOUO, EMIKOVMOVIOTE LE TOV YIUTPO
GOG OUECWG,.

Y7apyovv moAh OTAVIEG TEPIMTMOGEL ELLPAVIOTC CLYKEKPIUEVOVY EIOMV KOPKIVOL GE TOIdLd Kol
evnikeg acOeveic mov Aapfdvovv Hukyndra  Giho TNF-avtoyoviet.

o Aocbeveic pe mo coPapn pevparoedn apbpitida ot onoiol TAGKOVV ATd LaKPOXPOVILL
VOGO EVOEYETUL VAL EXOVV UEYOAVTEPO TOV HEGOV OPOL KIVOVVO ELPAVIOC AEUPDUOTOG
(éva €1d0¢ kapkivov Tov emmpedlel To AePUPIKO cOoTNUE), Kot Agvyotpia (éva gidog
KopKivov Tov ennpedlet To aipla Kot T0 HUEAD TOV 00TMV).

o Av 10 moudi oog mapet o Hukyndra, pmopet va avénbei o kivéuvog epepaviong
AELODUOATOC, AEVYOUING 1] GAADV LOPPDV KaPKiIVOV. L€ OTAVIES TEPIMTOGELS, £VOG OYL
oLYVOG Kat coPapog TOTOG AeppdpaTog £xel Tapatnpndel oe acbeveig mov Aappdavouv
Hukyndra. X¢ kanotovg and avtovg tovg acbeveig yopnynonke eniong alaberonpivn 1 6-
LEPKOTTOTOVPIV.

o Ewvnuepmorte tov yiatpo cog edv 1o maidi cog Aapupavel alabsionpivn 1 6-
uepxantomovpivn pe Hukyndra.

o llepumtdoelg un pelavopotikon Kapkivou Tov déppatog £xovv mapatnpndei oe acbeveig
ot omoiot Aaufavovy Hukyndra.

o Eav véec deppotikég PAaPeg eppoviotody Katd ) didpkela 1| petd ) Oepameio 1) ebv
VILAPYOVGES deppatikég PAAPEG AALAEOVY LOPOPT], EVILEPDGTE TOV YIATPO GO,

YrAp&ay TePImTOGELG KOPKIVOV, EKTOC TOL AEUPDUOTOC, 0 00OEVEIS [1E GLYKEKPIUEVOL TOHTTOV
nvevpovorddeia n omoia Kaheiton Xpovia Amoppaktikn [vevpovonddeio (XAIL) otovg omoiovg
&xel yopnynOei aliog TNF-avtayovietic. Edv o naidi cog maoyel omd XAIl i kamvilel molv, Oa
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TPEMEL va. GL{NTNCETE UE TOV Y1oTpO cag eav 1) Oepaneio pe Evav TNF-avtayoviot) sivol
KatdAANAn Yo o Tondi 6dc.

Avt0dvoco voonuo

o X omavieg mepITTMOOELG, N Oepamneio ue To Hukyndra pmopel vo odnynoet oe chvdpopo
nmpocopotdlov pe Ako. Evnuepdote tov yiatpd cog edv mapatnpndodv CLUTTOUATO OTWOC
emipovo aveEnynro e£avomua, Topetods, TOVOG oTIC aPHPMOEIS 1] KOTMON.

Alro pappaxka ko Hukydra

Evnpepaoote tov yrotpd 1 10V Qappokonold cag edv to modi oog maipvel, £xel mpdspata mépel 1| popel va
mépel Ao papLoKa.

To noudi oag de Oa Tpémet va AapPaver Hukyndra pe pappoka ta omoio Tepiéyouy Tig akolovdes dpacTikég
ovoieg e&attiog VYNAOL KvdHvov exdNAmong coPaprg Aoipuméng:

e anakinra

e abatacept.

To Hukydra pmopei va Anedei poli pe:
o puebBotpetam
®  GUYKEKPLEVO TPOTOTOMTIKE TG VOGOL OVTIPEVUATIKG PApHOKa (Yo Tapddetya,
covApacoralivn, VOPOLLYAW®POKIVY, AEPALOVVOUIOT] KOl EVEGTLO GKEVAGHOTA YPVGOV)
®  oTEPOEON N AVOAYNTIKA PAPLAKO GUUTEPTAAUPOVOUEV®VY TOV U] GTEPOEIODV
AVTIPAEYLOVOODV Qapudkwnyv (MEAD).

Edv €xete epotmoelg, mapaxoieicde vo amgvbuvbeite 6tov yiotpo cag.
Kdnon kor Onraopdg

o To moudi cog o mpémet va eEgTdoel TNV ¥PNOT KATAAANANG OVTIGOAANYNG YioL TNV TPOATIYN
NG EYKLHOGVVIG KO VO GUVEYIGEL TNV YPNON TNG YO TOVANYIGTOV 5 UNVEG UETE TNV
televtaio Oepameio pe Hukyndra.

o Eav 1o maidi cog eivon €ykvog, vopilel 0tL umopei va eivor €ykvog 1 oxedialet va
ookt oel Toudi, (ntote T CLUPOVAT TOV YATPOD TNG TPOTOV YPTCLOTOGEL CVTO
TO PAPLLOKO.

o To Hukyndra mpénet va xpnoyomoteitol Kotd TV S1apKELD TG EYKVUOGVVIG LOVO OGOV
yperaletat.

o ZOUQ®VO UE [0 LEAETT Y100 TNV EYKVILOCUVT, deV VINPYE LeyaldTEPOG Kivduvog Yo
ovYyyeveig dvomhacieg otav n untépa eiye Adpetr adalimumab katd v eykvpoocivn o
OUYKPLOT LE TIG UNTEPEG TTOV EMAGYAV OO TNV 1010 VOGO KoL 01 omoieg dev Ehafav
adalimumab.

o To Hukyndra umopei va ypnoypomombei kotd tnv didpkeio tov OnAacuod.

o Eav to noudi cog élaPe Hukyndra kotd v eykopooivny g, To Hopd TG Hmopel va
SlTpEYEL LEYOAVTEPO KIVOLVO ELOAVIONG AoTHmENG.

o Eivat onpovtikd vo evUeEPMGETE TOVE YIUTPOVS TOL UOPOV TOL TS0V GOC Kot GAAOVG
emayyelpariec vyelog oxetikd pe ™ yprion Hukyndra kotd tn Sudpketo, g €yKuHOGUVNG
™G, TPV T0 LmPO AdPel kdmoto epPorto. o meplocoTEPEG TANPOPOPIES GYETIKA LE TOV
euporacud Préne mapdypao «I1poeldonomoelg Kot TpoQUAGEELSY.

O yNoN Kon (EPIOROS POV ATV

To Hukyndra pmopet va £yl pikpn nidpacn 6to moidi cog 6oV apopd TV 1KavoTnTo, 031 YNoTGS,
nodniaciog 1 xepiopov unyovnudtev. Aicnon otpofiiicpon Tov dwuatiov Kot dSloTapayEs T Opacns
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umopel va Tpokvyouy petd tn Ayn tov Hukyndra.
To Hukydra mepiéyer varpio kor moiveoppuko 80

Av16 10 Pappako mepEyel Aryotepo and 1 mmol vazpiov (23 mg) ava 0,2 ml, givar avtd mov ovopdlovpe
«ehevBepo vatpiovy.

Av16 10 Papurako mepEyel 1 mg moivcsopPikovd 80 oe ke 1 ml. Ta molvceopPikd pmopel vo mpokorécovy
aldepycés avtidpacels. Evnpuepdote Tov yiotpo 6og €dv to Toudi cog Exel YVOoTEG aAAEPYiEC.

3. Iag vo xproyporoneste To Hukyndra

[Tévtote va xpnoLomoteite TO PAPLOKO AVTO AVGTNPA COUPOVA LLE TIG 00T YIES TOV YTPOL 1) TOV
eappakonoloV oag. Eav éyxete appifories, potiote Tov yoaTpo 1 TOV GAPLOKOTOLO GOG.

O1 cuvictdpeveg 60ce1g Tov Hukyndra og kéfe pia omod Tig eykekpiuéveg ypnoelg topovctdloviatl otov
axolovBo mivaka. O yatpdg cog unopel va cuvtayoypagfoet o GAAY teplektikdtnto tov Hukyndra
€av 1o Toudi oag ypeldleTal Lo StaPOPETIKT dOoT).

IToAvapBpuci) veaviki] 1610001 apOpitida

Hkio 1 Bépog copotog I[1660 kKot 1660 GUYVE v INUELOCELG
AappaveTar;
[Tondid, EpnPot kot eviAikeg 40 mg ka0 devtepn efdoudado  |Aev epapudletol

0o TV NAKIO TOV 2 ETOV [
Bapog 30 kg 1 meprocdTEPO

[Tondid ko épnpor amod v 20 mg ka0Oe devtepT Efdonada  [Agv epapuroletan

mAwia tov 2 etV pe Bapog ard

10 kg £w¢ 30 kg

ApOpitidoa oxeTilbpevn pe evheoition

Hlkio 1 papog copatog Iléc0 kan 1660 cVYVE va. YNUEIDCELS
Aappavetal;

ITodid, enpor ko eviiikeg amd | 40 mg kabe devtepm fdonado  |Agv epapuoletan
v nAkia Tev 6 eTdv pe
Bapog 30 kg N mepiocdTEPO

IModid kot Epnpot and tnv 20 mg ka0Oe devtepT Efdonado  [Agv epapuroletan

mAwio tov 6 1oV e Bapog amd 15

kg éwc 30 kg

[Howretpikny yopioon Kotd TAAKAS

Hkio 1 Bépog copotog 1660 KoL TOGO GVYVA VO, INUELOCELS
Aappavetal;

ITodd kot épnPot omd 4 éwg 17 |Apywn 06on 40 mg, Aev epappoletan

etV pe Papog 30 kg M axoAovBobevn amo 40 mg o

MEPIGGOTEPO ePOopdoa HETA.

Metd, 1 cuviOng d6on eivor 40 mg
kdBe devtepn efdoudada
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TToudid ko EpnPot amd 4 émg 17
etV pe Papog amod 15 kg g 30
kg

IApykn 06on 20 mg,
acoAovBopevn amo 20 mg o
ePOopad0. LETA.

Metd, 1 cuviOng 66om eivor 20 mg
kaOe devtepn efdoudada

Agv epapuoleton

IModratpikn vosog tov Crohn

Hkio 1 Bépog coportog

I[660 kKo 1060 GUYVE VO
AappaveTar;

PNUELOCELG

ITodid ko EpnPot omd 6 £wg 17
etmv, pe Papog 40 kg1
mEPLOCOTEPO

IApyxn 06om 80 mg,
acoAovBovpevn and 40 mg dvo
eBoopddes apydtepa.

Edv aratteiton toyvtepn
avtomokplon otr Oepaneia, o
'YLOTPOG TOL TOdL0V GO PTOPEt
VO GOLG GLVTAYOYPAPTOEL piat
apykn doom 160 mg,
akoAovBobuevn amo 80 mg dvo
ePoopddeg apydtepa.

>N cuvérela, 1 cuVRONG SO0
elvar 40 mg ke devTEPT
efdopada.

O Y10TpOG TOL TOS10L GOG
uropel va avénoet tn 60om og 40
mg kdBe efdopada | 80 mg kabe
devTEPT EfSOUADO.

[Tondd kot EégnPot oo 6 g 17
eTmV, pe Papog Arydtepo amd
40 kg

IApyixn 06om 40 mg,
acorovBovpevn amo 20 mg dvo
ePoopddeg apydtepa.

Edv aroatteiton Toyvtepn
avtomokplon ot Oepomeia, o
Y1TpOG GoG Umopel va, cag
GLVTAYOYPOAPNCEL Lo apyLKN
5001 80 mg, arxorovBobuevn omd
40 mg dvo gfdouddeg apyoTepa.

31N cuvéyela, 1 cuving doom
elvar 20 mg kdBe devTEPT
eBdopada.

O y0tpog cag pmopel vo avEnoet
T cuyvotnTa g d6ong o 20
Mg kaOe gfdopdda.

[HodwaTpiky} payoEdition,

Hkio 1 Bépog copotog

1660 Kot 1660 GUYVE Vo

Aappavetal;

ENUELOCELS

200




TToud1d ko Epnpot amd v
mAwio Tov 2 eT@v pe Bdpog
Atyotepo amo 30 kg

20 mg kabe devTEPT EPSOUASL

O ywTpOg oO¢ pUmopel va
GLUVTOYOYPOPNGEL ol apyIkn
0001 tov 40 mg 1 onoia Oa
wopnynOet pia efdopada mptv
v évapén g cuviBovug doomg
tov 20 mg kaOe devtepn
efoouada. To Hukyndra
GUVIGTATOL Y10 XPTOY| GE
cuvOLOoUO e pebotpeta.

od1a Ko Epnpot amd v
Mkio Tov 2 etV pe Papog
ovAdyiotov 30 kg 1
€PLGGOTEPO

40 Mg k@O debtepn efdouddoa

O ywTpog cog pmopei va
GLVTAYOYPUPNGEL i apyIKn
o001 Twv 80 mg n omoia o
nopnynOet pia efdopdada mpv
v évapén s cvviBoug doomd
twv 40 mg kabe devtepn
efoopada. To Hukyndra
GUVICTATOL Y10l XPTIOT) OF

cuvdovoouo pe pebotpedn.

Tpoémog ko 000¢ Yop1NyNOoNS

To Hukyndra yopnyeitar pe éveon kdto omd 1o dépua (VToddpia Eyyvon).

Agntopepeig 0d1yies Yo 10 TAOG vo kavere v éveon Hukyndra mapéyovrar otnv mapdaypoago 7

«Odnyieg ypriong>».

Eav ypnowponounjoete peyorvtepn d6on Hukyndra amo tnv kavoviki

Eav xatd Adbog kavete v éveon tov Hukyndra o cuyvé amd 6,11 6og ging 0 yatpds ) 0 GopPUOKOTOL0G
oag, Oa Tpémel va, KOAEGETE TOV Y10TPO 1| TOV QUPUOKOTOL0 GG KOl VO TOV TTEITE OTL TO Ol Gag TPE
UeyoADTEPT 00GT. Ou TPEMEL VO £XETE TAVTOTE TNV EEMTEPIKT GLOKELAGIN TOV Papudkov pali cag, akoun

Ko Otav ivor GosiaL.

Eav Egyaoste va ypnoporonjcete To Hukyndra

Eav Egydoete va kavete oto naudi cog tnv éveon Hukyndra, Oa npénet va kdvete v éveon tov
Hukyndra auéowmg pog to Boundeite. Katdémy o cuveyioete v enduevn 6661 100 moidlod cog Ty
NuéPa IOV elye apyikd Tpoypaupaticbet, edv dev glyate Egxdoet T d6o.

Eav otapatiocorte va maipvere To Hukyndra

H amoé@aon va otapatfioete vo ypnotponoteite to Hukyndra 6o mpémet va oulnmOei pe tov yuatpd coc. Ta
CUUTTOUATA TOV o000 60¢ Unopel va emavELBovv petd tnv drakomh ypriong tov Hukyndra.

Edv éxete meprocOTEPEg EPOTIOELS GYETIKA LLE TN (PT|OT CLTOV TOL PAPLAKOV PMTNGTE TOV Y1ATPO 1) TOV

QOPUOKOTOLO COLC.

4. IIBavég avemOOuUNTEG EVEPYELEG

Onwg 6o To pAPLOKA, ETOL KoL GV TO TO PAPUOKO UTOPEL VO TPOKOUAEGEL AVETIODUNTEC EVEPYELES, OV KoL
dev mapovctaloviol oe OAOVG TOVG avOpOTOVG. Ot TEPIGGATEPES avemIBOUNTEG EVEPYELEG ElvaL NTTLEG £WG
pétpiec. Opmg kamoleg umopel va givarl cofapéc kot vo amaitovv Bepomeio. AvemBOunTeg evEpyeleg
umopel va peavioTodv to Aydtepo péca oe dtdotnuo 4 unvav petd v tekevtaio éveon Hukyndra.
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Evnuepaote apécms Tov YiaTpd 6ag €av mopotpiceTe Kdmowo and 1o ax6rovda

cofapo €avOnua, kvidwon 1 dAha onpeio, CAAEPYIKNG aVTIOPAOTIC

0101 L0l TPOCHTOV, YEPIDV KOl TOSDV

OVOTVELGTIKO TPOPAN LA, SVOKOAIN KATATOOTG

dVGKOALN OVATTVOT|G KATA TNV GoKNOT 1| KATE TNV KOTAKALoN 1} 0idnua oTo 1od10

Evnuepaote apéoms Tov yiaTpo 6ag eav wopoTipnoete Kdmowo and 1o axérovda

onpeto Aoipméng, dmwc TupeTdc, aicOnua acbivelag, TAnyéc, odoviikd mpofinuata, aicnon
KOOGOL KOTE TNV 0VpNoN

aioOnpa advvapiog 1 KOTWONG

Prixo

KVNopo

LovOLOC O

Simonio

adLVaiC YEPIDV T TOSIDV

TOTIKO TPNEO 1] avorytd €Akog To omoio O Bepameveton

onpeio Kol GUUTTOUATO VITOTTO, Y10 AUOTOAOYIKEG S1OTAPAYES, OTWS TAPATEVOUEVOGS
TVPETOC, LOAWMTEC, ALLOPPAYia, OYPOTNTA

Ta napandve copntdpote propel vo omotelodv EvEelln yio Tig akolovbeg avemBOunTeg vEpPYELE, Ol 0TToleg £xoVV
napornpnOei pe to Hukyndra.

oAd cvyvég (Lmopel va emnpedoovy tepiocotepovg amd 1 otovg 10 avBpdnovg)

avtpdoeig g Béong éveong (Tov cvpmeptiapfdavovy dlyos, oldnpa, epuBpdtnra 1| Kvnouod)
AOWMDEELG AVOTVELGTIKOD GLGTHHOTOG (GVUTEPIAAUPEVOVTOL KPLOAGYN L, KOTAPPOT],
ypopitida, Tvevpovio)

TOVOKEPOAOG

OVOG TNV KO

voTio Ko EPETOG

e&avonua

HUVOCKEAETIKOG TOVOG

Yuyvég (umopel va ennpedsovv £mg 1 otovg 10 avBpmdmoug)

cofapéc Aoyméels (cupmepriappaveton onyaipio kot ypinn)
evrepiég Aouméelg (ovumeptlapPavetol yaoTpevtepition)

AOWMEELG TOV dEPHOTOS (GUUTEPTAAUPAVOVTAL KUTTOPITION KOt £PTNG)
AOWMEELG TOV OVTLOD

OTOUATIKEG AOUMEELS (cLUTEPIAAUPEVOVTOL AOUMEELS TV SOVTIMVY Kot EPTNG)
AOWUMEELG TOV AVOTAPOYOYIKOD GUGTHLLOTOG

AOWUMEELG TOV OVPOTOUTIKOV GLUGTHOTOG

VKN TIOCIKEG AOUMEELG

AodEeLg v apbphoemv

KaAonBeig yKot

KOPKIvog €pLoTog

OALEPYIKEG OVTIOPAOELS (GUUTEPIAQUPAVETAL ETOYIKT GALEPYIQ)
apLOAT®ON

oAhayég tng d1ibeomng (cuumepapfavetal KotaOAnym)
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0yX08

duoKoAieg GTOV VITVO

daTapayés g aicOnong OTmg HuPUNYKIOG LA, 0l e TOUT LaTOG 1) LOVIG O
nuKpavio

ocvumieon vevpikng pilag (cupmeprrappdveTat mOVos xounAd ot péon Kot Tévog 6To ToOdL)
datapayEg OpAoNS

QAeyLOVY] 0pOaALOD

QAEYLOVT] TV PAEPEP®V Kol TPNELO TOL LaTLOD

thyyog (aioOnpa {adAng 1 otpofiiiopon)

aicOnpa ypnyopov Kopdlokov ToApoh

VYNAN aPTNPLOKT THEDT

KOKKIVIGHOL

apdrtope (cvoocmpevor aipatog EEm omd ta apoeopa ayyeior)

Prixag

GoBpa

OLOKOTN TNG OVOTVOT|G

YOOTPEVIEPIKN OpLopporyiol

dvomeyia (povCK®UA, KAOLPO)

ToAvopdUnon

oLvdpopo Enpottos (cupmeprappdvoviat Enpdtra oo paTio Kot Enpoctopia)
KVNGUOC

eEavonua e payovpa

UOADTES

@AYoV TOV déppatog (Ommg Eklepna)

OTAGLO TV VYLDV TOL ¥EPLOV KOl TOL TOSI0V

avénuévn epidpwon

OTTMAELN LOAMDY

vEn EKONAMON M EMBEIVOON TOV CLUTTOUATOV YOPIOCNG

pvikoi owacpol

aplotovpiol

TPOPANLOTA GTOVE VEQPOLS

ndévog oto otlog

oidnpa (TpN&ipo)

TVPETOG

pelmon TV GHOTETAAIDV TOV OILOTOG TTOL AVEAVEL TOV KivOLVO apoppayiog 1
EUPAVIONG LOADT®V

KkaBveTEPTLEVT ETOVAMOT

‘O ovyvég (umopet va emmpedoovy €mog 1 atovg 100 avBpdmovg)

VKaPLaKEG AOUMEELS (ovumeptiapfdvovtar 1 LUATIOGCT Kol GAAES AOTUADEELS TOV TPOKVTTOVY
0mo LEI®ON TN OVOGOAOYIKNG ATOKPLONC)

VEVPOAOYIKEG AOIUADEELS (CLUTEPIAAUPAVETAL T) LOYEVIG UNVIYYITION)

AoumEelg opOoion

Boktnplokéc AoUDEELC

EKKOATOUOTITION (PAEYHOVT Kot AOTH®EN TOV TTay£0G EVTEPOL)

KapKivog

Kapkivog Tov ennpedlel To AEPPIKO GUGTNLO

peAdvo Lo

STOPAYES TOV AVOCOTOMTIKOD GUGTNLOTOG TTOV LUTOPEL VOL EXNPEAGOVYV TOVG TVEVLOVES, TO OEPLLAL
Ko TOVG AepPadéveg (Tapovatalovtal cuvnbéotepa g GopKosidmaon)

ayyeUTidn (PAEY OV QLOPOPOV UYYEI®V)
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TPOLOG (TPEUOVAO)

vevpomdbeta (dratapay| TV VELPWOV)

EYKEPOAKO EMEIGOO10

ATMAELR KON G, BounTo

aicOnpo avopaiov Kapdlakol puBpod Omwe TopaAenyn KopISOK®OY TOAUMDY
KapdloAoykd TpoPAnpata Tov Propel va TPoKAAEGOVV SLUKOTY| TNG OvVATTVON|§ 1] TP ELLO TV
0oTPUYAA®V

Kapd1oKN TPOGPOAN

éva 60KO GTO TOY®UN UI0G LEYAANG apTnplag, pAeypov Kot Bpoupoon piog pAERog,
amoEpasn evoc aoedpov ayyeiov

TVELHOVIKEG VOGO TOV TTPOKAAODY S10K0TTT TNG avarvong (GupmeptAapuBaveTot Aeyovn)
TVELLOVIKT EUPOAT (amOPpasn piog apTnpiog TOV TVELUOVMV)

Vel OKOTIKT GLAAOYN (U1 PUGIOAOYIKT GUALOYT LYPOV GTN TEPLOYN| TV TAELPAOV)
(QAEYLOVT] TOV TOYKPEUTOG TTOL TPOKAAEL GOBOPO TOVO GTNV KO Kol TNV TAGTN
duGKOAlN 6TV KOTATOoN

0101 L0l TPOS MOV

QAEYLOVT TNG XOANSOYOV KOGTNG, TETPEG GTI YO

MI®OeC map

VUKTEPIVOL 10PDTEG

OVAN|

U1 QLUGLOAOYIKT HVTKT KOTATT®ON

GLOTN KOG EPVONUATOINE AVKOG (GUUTEPIAAUPEVOVTOL PAEYLOVEG TOV SEPLATOC, TNG KOPOLAS,
TOV TVEVHOVA, TV apOpOGEDY Kot GAA®Y 0pYOVIK®V GUGTNUATOV)

STOPAYES TOV VIVOL

OVIKOVOTNTOL

(QAEYUOVEG

Yravieg (umopei va emnpedoovy £m¢ 1 otovg 1.000 avBpmmong)

Aevyouio (Kapkivog mov ennpedlel To aipo Kol T0 LUELD TV 0GTMV)

cofapn aliepytkn avtidopaon e katomAnéio

GKANPLVGN KOTO TAGKOG

vEVPOLOYIKES SraTapoyEs (OTmg PAeyHoVY TOL 0@BaApKOD veDpov Kkatl chvdpouo Guillain-
Barré mov pumopel va mpokaAécel LOikn advuvapio, un eUCIOAOYIKEG alcOncelc, popunkioon
6TOoVG Bpayioves Kol 6TO GVM HEPOC TOV GMUATOC)

KOpOLOKT OVOIKOT

TVELUOVIKT] tvaoT (OVAEG GTOV TveDOVL)

dtdTpnon Tov eviépou (TpHma 6To £VTEPO)

nroTitido

emavevepyonoinon g nrotitidog B

OVTOAVOGT NTATITION (PAEYLOVT] TOV ATOG TOV TPOKOAEITOL OTO TO AVOGOTOUTIKO GUGTIILAL)
OEPLOTIKTN AYYEUTION (PAEYHOVY| TV LLOPOP®V OYYEI®V TOV OEPLOTOS)

obvdpouo Stevens-Johnson (apyikd coumtdpota cvprepilappdvooy kakovyia,

TVPETO, TOVOKEPAAO Kol eEAvOMpa)

oidnua TpocdToL (TPHELLO TOL TPOGMITOV) TOV GLVOOEVETAL OO OAAEPYIKEG OVTIOPACELG
TOAOHOPEO pVONpa (PAeYLOVDOESG EAVON LA dEPLLOTOC)

oVVOPOLO TPOGOUOLALoV te ADKO

ayyetooidnua, (tomkd TpNnEo 0EPUITOQ)

AEYMVOEIING avTidopaoT dEpUATOC (KVNoumosg epuipd-pmp e&avOnua oto dépua).

Mn yvootég (1 cuyxvotnta dev umopei va exktipn el pe Baon to Stabéciua dedopéva)
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. NTOTOCTANVIKO AEpPoa ek T-kuTTdpoVv (€vo omdvio £100¢ KapKivov TOV aipLaTog oV GLYVE ival

Bavatnedpo)
. Kopkivopa ek kuttdpov Merkel (tomog kapkivov Tov d€ppatog)
. Yapkopa Kaposi, pio orndvio popen kapkivov mov oyetileron pe Aoipmén and tov 10 tov

avOpdmvov épmnto tHmov 8. To cdpkmpo Kaposi epeaviletor cuyvotepa e ) Hopen
TopELPGV PAoPdV TOL dEPLATOG

. NTOTIKT OVETAPKELQL

. emdeivwon piog kotdotaong 1 oroia ovoudletotl deppatopvoscitida (epeavileton og
deppoTikd eEAvONUA GLUVOSEVOUEVO OO LVTKT] o dLVaLicL)

. avénon Papovg (Yo Tovg mepiocdtepovg acbevels, n avénon Pépovg MTav puKkpr|)

Kéamnoeg avembdunteg evépyeieg mov mapovotdotkay pe to Hukyndra propet va punv éxovv
CUUTTOUOTO Kot LTopel va avakalveBovv povo pe eEetdoelg aipatog. Avtég cvumeptiapfdvouv:

oAb ovyvég (umopei va emnpedcovy mepiocdTepovg amd 1 atovg 10 avBpdmovg)

YOUNAEG TILES TOV AEVKOKVTTAPMOV
YOUNAES TIES TV EpuBpokvTTap®Y
avénpéva Amidia aipotog
avénpéva nratikd vivpo

Yuyvég (umopel va emmpedsovv £mg 1 otovg 10 avBpmdmoug)

VYNAEG TIEG TOV AEVKOKLTTAP®V

YOUNAEG TILES TV AUOTETOAIDY TOV OiLOTOG
avENUEVO 0LPLKO 0&D aipaTOg

U1 QLGLOAOYIKEG TIHEG VOTPIOV TOV OLOTOG

YOUNAEG TIHEC acPecTion aipaTog

YOUNAEG TILES POGEOPOD TOV OLLOTOG

VYNAO GAKYAPO OlLOTOg

VYNAEG TIES OTLOTOG TNG YOAUKTIKNG OLPUIPOYOVACTIC
TOPOVGI0 AVTOUVTICOUATOV GTO Ol

YOUNAO KAALO OiloTOg

Oy ovyvég (Lmopet va ennpedoovy éwg 1 otoug 100 avBpdmovg)

. vynAn pétpnon xoriepubpivng (Nrotikég SoKpLacieg oipaTog)
Yravieg (umopel va emnpedoovy £mg 1 otovg 1.000 avBpmmovg)

. YOUNAEG TILES TV AEVKOKVTTAP®V, TV EPLOPOKVLTTAPMOV Kol TOV UOTETOAMMY TOV OLLOTOG
Ava@opd avemOOuNTOV EVEPYELOV
Edv to moudi oag gpoavicetl kdmola avemBountr evépyela, EVINUEPDGTE TOV YIOTPO 1] TOV POPLAKOTOLO
TOV oS00 Gag. AVTo 1oYOEL Kal Y1, kGOe mhov avemBountn evEpyela oL dEV AVUPEPETOUL GTO TOPOY
@OALO 0OMYIDV YprionG. Mropeite emiong vo avoaeépete avemBounteg evépyeteg amevbeiog, LEGm TOV
€0VIKoU GVGTNUATOG aVaPOPAS TTOV avaypdpsTor oto Tlapdptnua V. Méom tng avaeopds avembountmy

EVEPYELDV, UTOPEITE VO foNONCETE GTI GLALOYT| TEPIGGOTEPWOV TANPOPOPLOV GYETIKA [LE TNV AGPAAELN
TOL TTAPOVTOC PAPLLAKOV.

5. Iog va pvidesstor To Hukyndra
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

To @dapuako ovtd TPETEL Vo PLAAGGETOL GE LEPT) TTOV OEV TO PAETOVV KOl €V TO POAVOLV TO TTOOLA.

No pn xpnoiponoleite autd T0 EAPUAKO LETE TNV NUEpoUN Vi ANENG OV AVOPEPETAL GTNV EMGTLLOVGT)/GTO
kovuti petd ™ AHZEH. H nuepounvia Anéng eivat ) tedevtaio nUEPO TOL UIVO TOV OVOPEPETOL EKEL.

dvldooete og yoyeio (2 °C — 8 °C). Mnv KoToyvyeTe.
DvAGGGETE TNV TPOYEUIGHEVT] GUPLYYO GTO EEDTEPIKO KOVTI Y10 VO TPOGTATEVETAL OTO TO PWC.

Evaliaktikég ouvOnieg poiagng:

Ortav anorteitat (Yo Topdderypa, otav taédevete), n kabe tpoysuopuévn ovpryya Hukyndra pmopei va
eviaooetar o€ Beppoxpacio 20 °C £mg 25 °C yia péyioto ypovikd ddotnua £mg 30 nuepav - Pefoairwbeite
011 €lval TPocTOTELHEVT OO TO POG. APoD Pyel amd o yoyeio pe okomd va puiaydel og Beppoxpocio 20 °C
¢mg 25 °C, n oupryyo mtpémer va ypnoipomom0ei evrog 30 nuepdv 1 va amoppreBei, E6tm Kot av
Eavartomobetn el 6T0 Yoyeio.

Oa TPENEL VO, KATOYPAPETE TNV Nuepounvia Katd tnv omoia 1 cOptyya Pynke yia mpmtn @opd and To yuyeio,
KaOdC Kot TV Nuepounvia. LT amd v omoia Oa wpémel va amopplebet.

No pn ypnoiponoleite avtd T0 PAPUOKO €6V TO VYPS etvat BOAO, ATOYPOUATIGUEVO 1) EXEL VIPAOES 1
LIKPOGOUATIONNL.

Mnyv metdte ApHOKA GTO vEPH TNG OMOYETELONG 1 OTA OIKLOKA amoppippata. Pothote tov pappokomold
o0G Y10 TO TG VoL TETAEETE TOL PAPUOKA TTOV dgv ypnoonoteite mo. Avtd Ta pétpa Ba fondrcovv oty
TPOGTUGio TOV TEPPUALOVTOG.

6. Mepreydpeva TNG 6VOKELUGLUG KOl LOUTEG TANPOPOPIES

T epiéyer to Hukyndra

H dpaoctikn ovoia givar To adalimumab.

Ta dAAa cvotatikd gival yhoprovyo vatplo, caxyapoln, moAvcopPikd 80, Vowp Yo eVEGTA, VOPOYAWDPLKO
0&Y (yw pOomn tov pH), vépo&eidio Tov vatpiov (yia pOOuon tov pH)

Epgavien trov Hukyndra ko epieydpevo g cvekevaosiog

To Hukyndra 20 mg evécipo S1GAvpo GE TPOYEUIOUEVT GUPLYYO. LUE TTPOCTOTEVTIKO KAAvuua feAdvag
datifeTon w¢ oteipo ddlvpa 20 mg adalimumab dwaAvuévo og 0,2 ml dwoddparog.

H npoyepopévn ovpryyo Hukyndra givon pia yoddivn ovpiyya, n onoia mepiéyet didivpo adalimumab.

Kda0e cvokevacio mepiéyet 2 mpoye o IEVES GUPLYYEG GUCKEVOGHEVES GE KOWEAN, LUE 2 emBERTA OAKOOANG.

Karoyog Adcrog Kvkhogopiag
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel

Teppovia

Hopookevactég
Ivers-Lee CSM
Marie-Curie-Str.8
79539 Lorrach,
eppovia

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
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Iohovoia

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Ieppavia

INo omoladnmote TANPOPOPin, GYETUK |LE TO TOPOV PAPUAKEVTIKO TPOioOV, Tapakoieiote va amevbuvbeite
oToV TomKd avtimpocmnro tov Katdyov g Adsiag Kukhopopiag:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

bbarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika
STADA PHARMA CZ s.r.o.
Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,,STADA Baltics*
Tel: +370 52603926

EArada
RAFARM A.E.B.E.
TnA: +30 2106776550

Espafia
Laboratorio STADA, S.L.
Tel: +34 934738889

France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111

Lietuva
UAB ,,.STADA Baltics*
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich
STADA Arzneimittel GmbH
Tel: +43 136785850

Polska
STADA PharmPharm Sp. z.0 0.
Tel: +48 227377920

Portugal
Stada, Lda.
Tel: +351 211209870

Romania
STADA M&D SRL
Tel: +40 213160640

207



Ireland Slovenija

Clonmel Healthcare Ltd. Stada d.o.o.

Tel: +353 526177777 Tel: +386 15896710

island Slovenska republika

STADA Arzneimittel AG STADA PHARMA Slovakia, s.r.o.
Simi: +49 61016030 Tel: +421 252621933

Italia Suomi/Finland

EG SpA STADA Nordic ApS, Suomen sivuliike
Tel: +39 028310371 Puh/Tel: +358 207416888
Kvbzpog Sverige

STADA Arzneimittel AG STADA Nordic ApS

TnA: +30 2106664667 Tel: +45 44859999

Latvija

UAB ,,STADA Baltics*
Tel: +370 52603926

To mapdv @OALo 00N YOV YprionS avabempOnke yro TELEVTAIL POPA OTIS

Alreg TNYEG TANPOPOPLOV
Agmrtopepeic TAnpoeopieg yia 10 pappraKo avtd givar dtbéoipes 610 diktvakd Tomo Tov Evpmmaikod
Opyavicpov Papudakmy: https://www.ema.europa.eu.

Aemtopepeic TANPOPOPIES Y10 TO CLYKEKPIUEVO PAPLOKO, GTIC 0Ttoieg cuumepthauPdvetar Eva Bivieo oyeTikd
LE TOV TPOTO YPNONG TNG TPOYEUOUEVNC GVPLYYAS, ival Sabéoieg capdvovtag pe EELTvo Kivntd TNAEQ®VO
(smartphone) tov kwdiké QR mov Bpicketar Tapakdtm 1 endved oty eEmteptkn cvokevacio. Ot idieg
mAnpopopieg eivon emiong drabéciueg otov akdlovbo ocvvdeopo (URL): hukyndrapatients.com

Koducog QR mov 6o copmepiinebet

208


https://www.ema.europa.eu/
http://www.hukyndrapatients.com/

7. Odnyieg xpnong
OAHI'IEX XPHIHX

Hukyndra (adalimumab) apoyepiopévn copryya
20 mg/0,2 mL evéopo draivpa, Yo vwodépio yprion

AW PaoTe TPOCEKTIKA AVTES TIG 001 YIEG YPNONGS TPLY YPICLUOTOUN|GETE TV TPOYEULCREVT] GUPLYYO. Pidg
xpnons Hukyndra

Hukyndra spoygpiopévn copryya

Kdaioppa )}
Berovag 0

: )
gﬂji ) EEQE Enpolo
- )

INRovTIKEG TANPOPOPIES TOV TPEMEL VO, YVOPILETE TPV KAVETE TNV EVEGT IE TNV TPOYEUIGHEVT] GVPLYYO.
piag ypfiiong Hukyndra

Inpovtikég TApopopieg:
. Mo vroddpla Eveon poévo

. M ¥pNGIOTOIEITE TN GVPLYYO. KOL EXIKOIVAOVIGTE LLE TOV TAPOYO VYEIOVOMIKNG TEPIBAAYG 1 TOV
(POPLOKOTOLO GOG EAV:
. To vypo eivar BoAd, amoypOUATICUEVO 1| TEPLEYEL VIPEOEG 1] COUOTIOW
. H nuepounvia Anéng £xel mapérdet
. To vypo &xetl katayvyOel (akdua kat v Exel amoyvybel) 1 £xel extedel 010 AECO NAOKO POE
. H mpoyepiopévn cvpryya €xel méoel 1| £l omicel

. Kpatnote to kdAvpuo g felovag otn 0Eom Tov uéypt T otiyun g éveons. No pUAGGGETE TO
Hukyndra o€ pépn mov dgv 1o @Oavovv to Tondid.

. Agite v gvotTO 5 6T0 GOAAO 00N YLDV YPNONCOYETIKA LUE TOV TPOTO POAUENG TNG TPOYELOUEVNG
oOpryyog piog ypriong Hukyndra.

Hpw an6 v éveon:
O mépoyog vyerovokmng epovtidag cag Oa mpémetl va cog del€el TAS VA YPNCLUOTOMGETE TNV TPOYEUIGUEVT
oOptyya piog xpnong tov Hukyndra mpwv ) ypnouonotcete yio mpdTn popd.

Tpéyovess ypong g svpryyag Tov adalimumab:

Axoua Kol av EYETE YpNOIUOTOGEL AAAEC cOptyyeg adalimumab mov kvkAopopovoay 610 TapeAbiv,
TOPOKAAOVIE SLUPACTE TIG 00NYiEg TANPOC, DGTE VO KATAVONGETE TOV TPOTO GOGTNG YPNOTNG AVTNG TNG
GUGKELTG TTPLV EMYEIPTCETE VO KAVETE TNV EVEDT).

Epoiosic oyetikd ne ) pnon g npoyspmopévig cvpryyas Hukyndra;
Emwcowvmvnote e Tov Tapoyo VYEIOVOUIKNG PPOVTIONG GOG EAV £XETE OTOIEGONTTOTE EPWTNCELS.

Hpoctowmasia yia TV éveon e tpoysnopnivne ovpryyac Hukyndra

BHMA 1: Byédite ) copryye am6 To yuyeio kon {eotavere otovg 20 °C £mg 25 °C ya 15 - 30 Aentd
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1.1 BydAte to Hukyndra and to yoyeio (PAéne Ewcova A).

1.2 Apnorte 1o Hukyndra otovg 20 °C £wg 25°C yia 15 émg 30 Aentd mpv and tnv éveon (PAéne Ewcova B).

. Mnv agaipeite To ykpt kKdAvppa g Beddvag evocm aprvete To Hukyndra va ¢Bdoet tovg
20 °C éwg 25 °C.

. Mn Oeppaivete to Hukyndra pe omotovonmote GAAo tpomo. ' mapdderyua, pnv to {eotdvete
0€ POVPVO LKPOKVUATOV 1) 6€ (E0TO vePO.

. Mn ypnoiponoleite v TpoyeGUEVT] cVPLYYa £6v To VYPO €xetl KatayvyBel (akoun Kot edv

éxet amoyuyOel).

Ewova B

BHMA 2: EAéyEre Tqv nuepopnvia AMENG Kol To vypod ¢appoko
2.1 EAéy&re Tnv nuepounvia AéEng oty eTikéTa TG Tpoyeopévng ouptyyas (BAEne Eucova I).

. M xpNOIUOTOIEITE TNV TPOYELGUEVT GVPLYYQ EGV Exel Tepdoet 1 nuepounvia Anéng (AHEH).
2.2 EAéyéte 10 vYpO hploKo ot ovpryya yio va Befoiwbeite 6Tt givar dovyég kot aypopo (Ewova I).

. M xpNGOTOIEITE TN GVPLYYO, KOl EXIKOIVAOVIGTE LLE TOV EXAYYEAUATIO VYELOG T} TOV
(OPLOKOTTOLO GOG AV TO VYPO glvar BOAD, ATOYPOUATICUEVO 1| TEPLEYEL VIPAOEG 1] COUATIOW.

\ EAéyEre v nuepopmvia Méng

v Kol T0 VYO PAPLOKO
)
]:E_ -

AHEH: MM/EEEE

Ewéva I’
BHMA 3: ZuyKevTpMOTE TU UVOADGINO KOl TAOVETE TA YEPLA
3.1 TomoBetnote TO akdAOLOa avTikeipeva oe pia kabapn, eninedn empdveio (BAéne Ewova A):

. 1 mpoygpiopévn cvpryya piog xpnong Kot exibepo oAkoOANC.
. 1 Bappdit i yala (dev meptropfavetar).
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. Aoygio amdppIYNC ALUNPOV AVTIKEWEVOVY, 0VOEKTIKO ot S1dtpnon (dev mepthapupdaveTar).
BAéne prpa 9.

Ewova E

"Eveon tng mpoysmonévne ovpryyoec Hukyndra

BHMA 4: EmiéEte kon koOapiote éva onpeio yia tnv éveon

4.1 EméEte éva onpeio yio tnv éveon (PAére Ewcova ZT):

. 270 UTPOCTIVO HEPOG TMV UNPOV GOG 1
. 21V KoMl 60g TOVAGYLGTOV G€ amOGTACT TOVAGYIGTOV 5 CM 0md TOV OUPOAD GOG.
. Awopopetikd and To onueio g terevtaiog Eveong (tovddyiotov 3 CM amd To oNuUEio TG

Terevtaiog Eveonq).
4.2 KaBapiote 10 onueio g éveonc pe po KokAKY Kivion pe 1o enifepo aAkooAng (BAéne Ewova Z).
. Mnyv kdvete Vv éveon TAve amd To. poLYOL.

. Mnyv kdvete v €veon og dépa Tov givar evaictnTo, £xel LOAOTES, vl KOKKIVO, GKANPO,
éxel oVAEG M paryddeg N o€ TEPLOYEG LE Yplaom.

|

Ewovo 2T
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Ewova Z

BHMA 5: Agoipéote 10 KGAoppa tg ferdvag

5.1 Kpatnote v mpoyepuspuévn avpryyo. oto Eva yépt (BAéne Ewkova H).

5.2 Mg 10 A0 YEPL APapESTE amaAd To KdAvppa TNG Peovag pe i kivnon (BAéne Ewova H).

Amoppiyte 10 KAAvUpa TG PeEAdVOC.

Mnv 10 gnavatonofeTNOETE.

Mnyv ayyilete T Peldva pe To SAKTLUAG oG 1 LNV TNV aproeTe va £pPel o€ ETaPN] LE OTIONTOTE.
Kpatnote v apoyeiopévn copryya pe tn BeAdva mpog to mive. Mmopel va deite aépa otnv
wpoyepopuévn ouptyya. [liéote apyd to EUPoro TPOG TO, LEGT Y10 VO, PULPEGETE TOV 0EPO LECH
g Perovag.

Mmnopet va deite pia otaydva vypol otny dipn s Perdvac. Avtd eitvar pUGIOAOYIKO.

Ewova H

BHMA 6: [Iidote TN 60p1yyY0a KO TGLUTNGTE TO OEPNO.

6.1 Kpatnote 10 6O TNS TPOYEUGUEVNG GUPLYYOG OTO VO XEPL OVAUEGO GTOV OVTIYEPQ KOl 0TOV OgikT,
omwg Oa kavate pe €va, poAvPt (BAéne Ewkova ©). Mnv tpafdte moté to £uforo mpog To Tiom.

6.2 Townnote omadhd TV TEPLOYN TOV KOOOPOoD dEPUATOC 6TO orueio TG Eveong (KOIAMOKT ydpa 1 UNpog)
ue 1o dAro cog xépt (BA. Eucova I). Kpathote otabepd to déppa.
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Ewova O

Ewova |
BHMA 7: Eyyvote T0 @appoko

7.1 Ewsdyete 1 Peddva oty mTuyn Tov dEpLOTOG 6 Yovia mepimov 45 popdv pe pio ypiyopn, covioun
kivnon (PAéne Ewkova K).

. A@ov ewodyete T Peldvo, APNOTE TO SEPLLAL.

7.2 IIéote apyd to EUPoro Tpog Ta péca uEypt va eyyvoel 6o To SLAVUO Kol VO AOELUGEL 1] TPOYEUIGUEVT
ovpryya (PAéme Ewdva A).

Ewova K
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Ewéva A
BHMA 8: A@pi|67€ TNV TPOYEHIGUEVT] GUPLYYO. VO OTTORAKPOVEL TN PEAOVA 0o TO dEpRa
8.1 Avaonkmote apyd 1o daxTuAd cag arnd To EuPoro. To Euporo Bo kKvnOel Tpog T ETAV® UE TO dAKTVAD

oog Kot Ba amopakpivel T Pehdva amd To onpeio g £EvEong mPOg TO TPOSTATEVTIKO NG Perdvag (PAéme
Ewova M).

. H Behdva dev Oa amocvphel mapd povo edv €xet eyyvbel 6o To VYPO. MIANOTE e TOV Y10TPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOLO GO EAV TIGTEVETE OTL OEV EYETE YOPNYNOEL TNV TANPN dOG1.

. Eivai puctoloyikd va deite Eva Elatnplo YOpw amd tn papdo tov eufOrov UETH TNV
amoudkpovven g Perovag.

8.2 Metd v olorkAnpmwaon g £veong, Torobetnote Eva Koppdtt Papfakt | éva koppdtt yalog oto déppa
TOve ad To onueio g Eveong.

. Mnv tpiPete.
. Eivai puctoloyikd va mapatnpndel ehappd apoppoyio 6to onpeio tng éveong.

Ewova M

Anéppwn ™ mpoyemepévne cvpryyoec tov Hukyndra

BHMA 9: AmoppiyTe T1) (pNOLUOTOMUEVT] GUPLYYO GE £VA DOYEI0 LYUNPAV AVTIKEIUEVOV

9.1 TomoBeTNGTE TIG YPNOLOTONUEVES GG PEAOVEG, GUPLYYEG KO oty Unpd avTikeipeva og Eva doyelo
ATOPPIYTG QLY LNPOV OVTIKELEVOV ApEcHG PHetd T ypron (PAéne Eucova N).
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. Mnyv netdte (amoppintete) T1g PELOVES KOl TIC CUPLYYES YOPIG KAAV UL GTO OUKIOKA
amoppippoTo.

9.2 To xédvppa, to enifepo aAkoOANg, To PapPdrkt q 1 yale, KabmG Kol | CLOKEVAGIN UTOPOVY VA
TETAYTOVV GTO, OIKLOKE OmoppitpaTa.

Ewova N

IpéoBeTeg TANpoPopicg amdppLyng

. Edwv dev éxete doyeio andppiyng ayunpdv oVTIKELEVOV, UTOPEITE VAL YPNCUYLOTONGETE VA OIKLAKO

doyeio to omoio:

. elval KaTaoKeLOOUEVO amd TAACTIKO Papldg xpnong,

. umopel va kKAeioel pe kamdkt Tov epopurolel oerytd Kot etvon avBektikd ot ddTpnon, xwpig va
elvar duvartn N e€ay@yn TOV atyUNpPOV AVTIKEUEV®V,

. elvar katdAAnio kot otafepd Katd T ¥pHon,

. elvar avBexTiKd oTig drppoég Kat

. QEPEL KATAAANAT ETIGTLOVOT] Y10 VO, TPOELDOTOLET Yol EMIKIVOLVO amOBANTO EVTOS TOL doYEIOV.

Orav 10 doyeio andppymg aynpdv avTIKEEVOV glvat oxedov yepato, Ba ypetaotel va akolovdnoete Tig
TOTIKEG KateuBuvtnpleg odnyieg Yo TOV 6GTO TPOTO AmOPPIYNG TOV S0YEIOL ATOPPIYNG LU POV
OVTIKELLEVOV.

MnV amoppinTETE TO YPNOYLOTOUEVO SOYELD ATOPPIYNG OLYUNPDV OVTIKEIHEVOV GTO OTKLOKE OTOpPILUATA.
MnV avOKUKADVETE TO YPNCUYLOTONUEVO SOYELD ATOPPIYNS ULYUNPADV AVTIKELEV®V.

Edv éyete 0mo1ec0nmote EpMTNOELS, EMKOVOVIGTE UE TOV TAPOYO VYELOVOUIKNG TEPIBolymc Tov Gag
napokolovei yio fonbeia.
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@viro oonYrav ypiong: Iinpoeopics yia Tov ac0evi)

Hukyndra 40 mg evéeipo didlvpe 6€ Tpoyspopéivn cOpryya
adalimumab

vTo QApROKO CVTO TELEL LTTO CLUTAN PO LOTIKY ToPpaKoAOVONGN. AVTd Do eTITPEWYEL TOV YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mmopeite va Ponbnoete pécw g avapopds mbavmv
AVEMBOUNTOV EVEPYEIDY TTOV EVOEYOLEVMG TTapovatdlete. BA. T€éhog Tng mapaypdpov 4 yia tov TpoOmo
avaQopdg avemBOUNTOV EVEPYELDV.

Awfdote TPocEKTIKA 0AOKANPO TO GVALO 0ONYLAV YP1)ONGS TPV APYICETE VA YPNOCLUOTOLEITE AVTO TO

QPAapPROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DdvrdEte avTd TO EUALO 0dNYIDY Yprone. Towg ypelaotel va to dufdcete Eavda.

- O ywatpog oag Ba cag dmoet pio Kaprto YrevOdpiong AcBevoig, ) onoila mepiéyet onuUovTiKég
TANPOPOPIES V1L TNV OCPAIAELD TOV PAPUAKOL TIG oTtoieg B mpémet va yvopilete Tpv EEKIVIGETE val
ypnoponoteite To Hukyndra kabmg kot kotd T didpketa thg Oepanciog pe Hukyndra. No éyete avtiv
v Képta YrevOopuiong AcBevoig navta poli cog keta ) otapkera g Oepaneios cog Ko yio
4 pMveg petd v televtaio cag éveon pe Hukyndra.

- Edv éxete mepartépm amopieg, pOTNGTE TOV YIOTPO 1) TOV QAPLOKOTOLO GOG.

- H cvvtayn yio avtd 10 ¢approko xopnynbnke amokAEIoTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
@appoko o€ aGAAovs. Mmopel va Tovg mpoKarésel PAAPT, AKOUO KoLl OTOV TO GUUTTOUOTO TNG
acBéveldc Toug gtvoar 101 pe Ta d1Kd cag.

- Edv moapoatmpnoete Kamowo avemBOUnT eVEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV POPUOKOTOLO COG.
AVTO 1oyt Kot Yo kdBe mbavr avemBountn evépyela Tov Oev avaQEPETAL 6TO TAPHV VAL 0ONYIDV
xpons. Biéne mapdaypoapo 4.

T TepréyeL 1o Tapov GUAAO 00N YLOV:

T eivan To Hukyndra kot moa givon 1 ypijon tov

T mpémetl vo yvopilete npv ypnoponomoste to Hukyndra
Iog vo ypnopomomoete to Hukyndra

[MBavég avemBounteg evépyeteg

i va. pvidcoetor to Hukyndra

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES
Odnyieg xpnong

NoookrwdE

1. T eivan To Hukyndra kot wowa givan i ypijon tov
To Hukyndra mepiéyet t dpactikn ovoia adalimumab

To Hukyndra ypnoipomoteitot yo t Oepomeio:

Pevpatogidong apBpitidog

[MoAvapBpucng, veavikng Wiomabovg apbpitidog

ApBpitidog oyetilopevng pe evbesitida

AYKLAOTOMTIKNG GTOVOLAITIONG

A&ovikng omoviviapOpitidag ympic OKTIVOAOYIKE EVPTLOTO OYKVAOTOMNTIKNG GTOVOLAITIONG
Yopraoikng apbpitidog

Yopioong Kotd TAGKOG

AOTOUNTIKNG 10p®TASEVITIONG

Nocov Tov Crohn
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. EXxddovg koAitidog
. Mn Aoddovg poryoetditidog

H épactiki ovsia Tov Hukyndra, n adalimumab, givat éva avBpdmvo, povokhovikd avticopa. Ta
LOVOKAMVIKA VTICOUATO EVOL TPOTEIVEG TOL TPOGOEVOVTAL GE VO GUYKEKPLUEVO GTHYO.

H adalimumab &yet og 6t6)0 T™¢ o Tpwteivn Tov ovopdletat Topdyovtag vékpwong dykwv (TNFa), n
omoia EUMAEKETAL GTO AVOCOTOMTIKO (OULVTIKO) cVGTNUA Kot BpiokeTot oe avénuéva emimeda oTig
QAEYLOVADIELS 00BEVEIEG IOV OVaLPEPOVTOL TaPOTave. Me v mpodcdeon oto TNFa, to Hukyndra elattdvet
T S1001Kaoio PAEYLOVIG GE VTEG TIG AcOEVELES.

Pevuarosong apbpitida,

H pevpatoeidng apbpitida etvon pia pAeypovddNG vOcos Tov apBpdoemy.
To Hukyndra ypnowomoteitat yio. tn Oepomeio e pétplag mg coPaprg pevpatoetdodc apbpitidag 6tovg
eviAkeg. Mmopel apyikd va oag xopnyndodv GALlo TPOTOTOMTIKG TG VOGOV QApLOKa, OTme 1 uebotpeEar.

Edv dev avtamokpifeite apketd kol ota gappoke owtd, 0o cog xopnyndei to Hukyndra.

To Hukyndra pmopei eniong va. yopnynOei yia t Oepomeio g coPapnic, evepyod kot eEglocduevng,
peupatogldong apbpitidag yopic va £xel mponynbei Bepancio pe peBotpeldrn.

To Hukyndra pmopei va emiPpadivet tic PAGPeg tov apfpdoemv mov TpokaAobvTal amd TN GAEYLOVOIN
voco kat propet va tig fondnoet va Kivodvtor o ehevbepa.

O ywtpdc oag Oo amopacicst eav To Hukyndra mpénet va yopryn0ei pe puebotpe&dn | wovo tov.

ITolvapBpikn veavikn Wdomadne apbpitida

H molvapbpikn veavikn dtomadng apbpitida ivar pio pAEYLOVOOING VOGOG TV apOpdGEDY.

To Hukyndra ypnoipomoteiton yio t Bepaneio tng molvapOpikng, veaviknc, 1d1omadodc apbpitidog o
acOeveic nAkiag 2 eTdv Ko dve. Mmopet apyikd vo cag yopnynbodv dAle tpomomomTikd tng vécov
eappoka, Omwg 1 pebotpe&drn. Edv dev avramokpiBeite apketd Kahd oto pappoka avtd, o cag xopnynosi
1o Hukyndra.

O ywtpdc oag Oo amopaciost eav To Hukyndra mpénet va yopnyn0ei pe puebotpe&dn 1 wovo tov.

ApOpitda oyetilduevn pe evheoitida

H oyenilopevn pe v evBecitida apbpitda eivor pio pAeypovodng vosog Tmv apfpmdcoemy Kol Tov onueinv
OV Ol TEVOVTEG GLVOEOVTOL LE TO OCTA.

To Hukyndra ypnowomoteitat yia t Ogpomeio g apbpitidag mov oyetiletar pe mv evbeoitida o aobeveig
nikiog 6 eTov kot ave. Mmopel apykd va oag xopnyndodv dAra TpomomomTikd TG VOGOL (APLLOKLL, OTMS
N puebotpeldrn. Eqv dev avtanokpiBeite apketd Kold ota @apuoke avtd, 8o cog xopnyndei to Hukyndra.

Ayxkvlomomtikn ornovovAitido kot aEovikn omovovilapfpitida ywpic aKTIVOLOYIKE EVPTLOTO
OLYKDAOTONTIKNC GTTOVOLMTIOOG

H ayxviomomrtiki omovovAitida kot 1 aEoVikn omovoviapOpitida yopic aKTIVOAOYIKA EVPTLATO
OYKOAOTOMTIKNG GTOVOVAITIONG gival PAEYUOVADIEIS VOGOL TG GTOVOVAIKNG GTHANG.

To Hukyndra ypnowomoteitat yio tn Ogpomeio g coPapnc, ayKvAOTONTIKNAG 6TOVILAITIONG Kal TG
aEoViKN g GTovOLANPOPITIONG X PIG OKTIVOAOYIKG ELPIUOATO OYKVAOTOTIKNG GTOVOLALTIONG GTOVG EVIAIKEG.
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Mmopet apyikd va cag yopnynbovv aiia edpuoxa. Edv dev avtamoxpibeite apketd kald ota @dpuoxo
avtd, Ba oag yopnynbei to Hukyndra.

Ywplaocwkn apbpitido

H yoplacwn apbpitida givar puo pheypovmong vocog tov opfpdcemv mov cuvifmg cuvdéetal e yopiao.

To Hukyndra ypnowomoteitat yia t Bepameio g yopacikng apbpitidag otovg eviiikes. To Hukyndra
pmopel va emPpadvvel Tig PAAPeg Tav apBpdcemv mov Tpokarodvtot amd T voco kot va Tig fonbnocetl va
Kivoovtot mo eAevBepa. Mropel apyikd va cag yopnynovv ahia edpuaxa. Edv dev avtanokpibeite apketd
KoAG oTo @apuaka avtd, 0o cag yopnyndei to Hukyndra.

Ywpioon Kot TAGKAC

H yopiaon kotd mAdikog eivor pia deppatonddeia mov npokoiei epuOpég, POAOMTES, AETIODIELG TAAKEG
OépOTOG TOV KaAVTTOVTOL amd apyvpoypoa Aémia. H yopiaon katd mAdkag pmopel emiong va tpocPairet ta
VY10, TPOKOADVTOG OTTMAELN TOV VOYLOV, TAYLVOT KOl ATOKOAANGT aTd TNV KOiTN TOL VUYL00, TO 0Toi0
umopel va givat Emmovvo.

To Hukyndra ypnoipomoteiton yo t Beponeio

. ™G LETPLOG £G coPapng ¥pOVIaG Yopilaong KOTd TAAKOS GTOVG EVIAKES Ko

. g coPapng xpoviag ympiaong kotd TAdkag o mondld kot prifovg nAwciog 4 £wc 17 etdv otoug
omoiovg 1 tomikn Bepameia kal o1 pwtobepaneicg gite dev AertovPYNGAV TOAD KOAY 1| dEV NTOV
KOTOAANAEGS.

AN TIKA 10p®TAUdEVITIOO

H dromon ik @potadevitida (ovopdletan kol avacTpoen oK) eivol pia xpovia Kot Guyva ermOvV
QAEYLOV®OING VOGOG TOL déppatoc. Ta cupntodpata uropet va meptrappdavouv evaictnto olidwo
(e€oykmpota) kot amoothpata (dobuveg) mov propet va ekkpivouy mwoov. Epeaviletor cuyvotepa ot
GUYKEKPLUEVEG TTEPLOYES TOV OEPUATOG, OTTMG KATM amd T0 6TN00G, OTIG LAGYAAES, GTO ECOTEPLKO TOV UNPDV,
o1 PovPeViKn yOPaA KoL TOVG YAOLTOVG. XTIG TPOSPEPANUEVEG TEPLOYEG LITOPEL EMIONG VO ELPOVIGTOVV
OVAEC.

To Hukyndra ypnoipomoteiton yo t Beponeia

. ™G LETPLOG £0G coPapng SOV TIKNG WOPWTASEVITIONG GE EVIAIKEG Kot

. ™G HETPLOG £mG coPapng dtamunTikhg Wpwtadevitidag og epnfovg niwkiog 12 éwg 17 etmdv

To Hukyndra pmopei va peidosgt tov aplbud tov olidiov Kol Tov amootnudtoy mov TpokaAodvTol omd ™
v660, KaOADG Kot TOV TOVO TOL GUVIEETAL GLYVA LE TN vOG0. MTopel apyikd vo cag yopnyndovv dala

eapuaxa. Eqv dev avtamokpibeite apketd kald ota pappoko avtd, 0o cog yopnyndei o Hukyndra.

Nococ tov Crohn

H véoog tov Crohn givar o @Aeypovadng vooog Tov TEXTIKOD GVGTHLOTOG.
To Hukyndra ypnowomoteitat yio tn Oepamneia
. ™e pétprog émg cofapng vooov tov Crohn cg evijlikeg Kot

. ™e pétprog émg cofapng vooov tov Crohn ce moidid ko eprifovg nhikiog 6 £mg 17 etdv.

Mmropet apyikd vo cag yopnynbovdv diiae edpuoxo. Edv dev avtamokpibeite apketd kaid ota @dpuaxo
avtd, Oa cag yopnynOei to Hukyndra.

EAk®dnc koMTido,

218



H eAkdong koritda elvar pio pAEYLOVMOONG VOGOG TOV TOE0S EVTEPOV.
To Hukyndra ypnowomoteitat yio. tn Oepomeia
. ™G LETPLOG £mG coPapnG, EMKMOOVG KOAITIONG G€ EVAAIKES Kol

. ™G HETPLOG £mG coPapng, EMKM®OOVG KOAITIONG 6 TTodid kot eprfovg nhikiog 6 émg 17 etmdv

Mmnopet apyikd va cag yopnynbovv dila edppoxa. Edv dev aviamoxpifeite apketd kald ota @dppoxo
avtd, Oa cag yopnynOei to Hukyndra.

Mn Aowwdong payoetditida

H un Aoydong payoeditido eivar pioe pAEYLOVAOING VOGOC TOV EXNPEAlEl OPIoUEVO TUNUATO TOV 0QOaALOD.

To Hukyndra ypnoipomoteitor yuo t Beponeio

. EVNAIK®V pE un Aotpddn payoeditida pe eAeypov mov ennpedletl to omicOio uéPog Tov 0POHUALOD

. o€ OOl amd TNV NAKIN TV 2 ETOV pe (povia [ Aodon payoeditida pe pheypovn mov ennpedlet
70 TPOGHo PEPOG TV 0PHAALOD

H pAeypovn avtr| propet va 0dnyfoetl g peimon g 0pacns Kavn otny topovcio eEl0popdTomy 6ToV
0POaAUS (LaPEG KOVKKIOES T WIAEC YPOUUESG TTOV KIvoOvTal 6€ OA0 TO medio g opaong). To Hukyndra dpa
UEWDVOVTOG QLTI TI QAEYLLOVT.

Mmnopet apykd va cag yopnynbovv dila edppoxa. Edv dev avtamoxpifeite apketd kald ota @dppoo
avtd, Oa cag yopnynOei to Hukyndra.

2. T npéner va yvopilete Tpiv ypnopnoromisete To Hukyndra

Mnyv ypnopomonieete o Hukyndra

o Ye mepintwon aldepyiag oto adalimumab 1 o omo0dnmoTe GALO 07O TOL GLOTOTIKG L TOD TOV
QupLaKoV (OvaQEPOVTOL 6TNV TOPaypapo 6).
. Y mepintmon gvepyol pupotioong N GAAov coPapadv Aowmnéewv (Prére «IIpogidomooeis Kot

[Ipopuvra&eigy). Eivar onpovtikd vo evnuep®ceTe TOV Y1oTpd 60G AV EXETE CUUTTOUOTO AOTUWOENG,
yio Topdderypa, TupeTd, TANYEG, aicnua KOT®moNg 1 000VTIKG TPOPARLATL.

. Y mepintoon pétplag 1 cofapnc kapdiakng averapkelag. Eival onuavtikd va evnuepooete tov
yYTpo cog edv glyate 1| yxete coPapn kapdiakn voco (PAéne «IIpogidomooelc kat [Ipopurda&esy).

Ipocdomon)oeis Kot TPoPVAAEELS
AmevBuvbeite oTov ylatpo 1 TV QOPUOKOTOL0 6ag TPy ypnoionooete To Hukyndra.

Alepycéc avTidpacelc

. Edv gpoavicete aliepytkég avidpdoels e countopate onwg aicdnua cei&ipatog oto Odpaka,
dvonvola, Lain, oidnua 1 e€avOnua dtakdyre Tig evéoeig Hukyndra kot emtkowvoviote apéomg pe tov
YTpod 60¢ KaOMDC, 68 GTAVIEC TEPITTOOELS, OVTEG Ol AVTIOPAGELS UTOPEL VoL Elval SUVINTIKA OTEANTIKEG

v TV Con.
Aooéelg
. Edv éyete o doipmén, copmeptlopufavouévng piag xpoviag Aoipméne 1 piog Aoipwéng oe éva, onpeio

TOV 6MPATOHS 60 (Yo Tapaderypa, Akog kKviung) cuppovievdeite Tov yiatpod cog Tpv apyicete TNV
ayoyn pe to Hukyndra. Edv dev giote Béaiot, EMKOVOVAGTE UE TOV Y1ATPO GOC.
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. Mropei vo upavicete Aouméelg evkordtepa evd Aaufdavere ) Oepancio Hukyndra. Avtog o
Kivouvog evoéyetor va ovénbel edv Exete mpofAnpata pe Toug TVEOUOVEG oaG. Ot AOUDEELG AVTEC
pmopel va glvar emkivouves Kot cupmeplapavouy:

o oopatioon

o AOUDEELG TTOL TTPOKOAODVTOL OO 100G, LOKNTES, Tapacita 1 BakTnplo

o cofapn Lolpwén oto aipa (onyorpio)

Y& OTAVIEG TEPITTAOCELS, OVTES Ol AotumEels ivan mBoavd va givor ametAntikés yuo ) {on. Eivot
OTUOVTIKO VO EVILEPMGETE TOV YIUTPO GOG EAV TAPOVGIACETE GCUUTTMATO OTMG TVPETO, TANYES,
aicOnua kémwong 1 odovtikd tpofinuata. O yraTpdg cog eivar Thavo va Gog TEL VoL SIUKOYETE TO
Hukyndra ywa kdmoto didotnpa.

. Evnpepaote tov yuotpd cog edv Katoikeite 1 ToE10e0eTe 68 TEPLOYES OMOL £lvar TOAD GLYVES Ot
HLUKNTIOIKEG AOUMEELS (Y10 TAPADELY LA, IGTOTAAGU®MGT), KOKKIGIOEIO0UVKNTIOGT 1
BAactopvkntioon).

. Evnuepoote tov ylotpd cog edv elyote AOIUOEELS TTOV ETAVEPYOVTOL GLYVA 1| GAAES TaONGELS TOV
avEAvouy Tov Kivouvo AoumEewmv.

. Edv elote nlixiag Gve tov 65 gtdv glote mo evdiwtol o€ Aounéels, eved AauPdvete Hukyndra. Eoeig

Kot 0 ylutpog cag mpénet va OgiEegte 1daitepn mpocoyn oe onueia Aoipméng eved Aappdavete Bepomeio
ue Hukyndra. Eivat onuoviiko vo evnuep®OETE TOV YI0TPO 060G £GV ELPAVICETE GUUTTOUATA
rolpwéng, dmwg mopetd, TANyEg, aichnua KOT®oNg 1 000vTIKd TPOPANLLATA.

dvuatioon

. Eivat moAd onpoavtiko vo eviIepMGETE TOV YI0TPO GOg GV glyate moTé pupaTioon, 1 €6y NABate og
OTEV EMAPT LE KATOOV TTOV glxe pupatioon. Edv éxete evepyn popatioon, un yp1cLLOTOGETE TO
Hukyndra.

o Ene1n] £xovv avoeepbei mepurtdoeig popotioong o acheveic mov édafav to adalimumab, o
YTpog cag Ba cog e€etdoet yio onpeio Kol GUUTTAOOTO PUUATIOONG TPLY APYICETE VO
AopBavete To Hukyndra. H e€€taon ot Oa tepilapBavel Tnpn wTpikn eKTipnon
CUUTEPTLOUPAVOUEVOD TOL 1TPIKOD 1GTOPIKOV GOG Kol KATAAANAO EAeyyo (Yio mapddety o
axtivoypagio 0mpakoc kot doxpacio opativig). H die€aymyn kot ta amoteléopata ovtov
TV dokipacidv Ba mpénel va kataypdeovrol oty Kapra YrevOipiong AcOevoic.

o dopatioon propet va avoartoybel katd tn diaprela g Oepameiog axdun Kot av Exete AaPet
Oepameio yio TV TPOANYT TS PLUOTIOGNG,.
o Edv cvprtopata gopotioong (ya mapddetrypa, fryos mov dev vroympel, andiein fapovc,

ENAenym evepyNTIKOTNTAG, NTLOC TVUPETOS) 1) OTOLONTOTE AAAT AOIH®EN epeavicbel Katd T
dudpkela g Oepameiog 1 HeTd amd avtr Do TPETEL VO EVIUEPDGETE OUECMG TOV YIUTPO GOG.

Hrozitido B

. Evnuepdote tov yuotpd cog edv giote popéag Tov 100 TG nratitidog B, edv €xete evepyd nroatitida B,

N vroyalecte 0T Ppickecte o Kivouvo va poivvieite pe tov 10 g nratitidag B.

o O ywtpdc cag Bo mpénet va oag eEgtdoet ya tov 10 g nratitdag B. Xe acOeveic o1 omoiot
givon popeic Tov 100 ¢ nratitidog B, to adalimumab givor mbavé va mpokaricst
EMOVEPYOTOINGN TOV 10V.

o Yg KOMOlES OTAVIES TEPUTTMCELS, E0KA £V AAUPAVETE KOl GAAL PAPLLOKO TO OTTOl0
KOTOGTEALOLV TO (VOGOAOYIKO GUGTN O, 1 ETOVEVEPYOTOINGT TOL 100 NG Nratitdog B, etvan
mOavo vo amoderydel ametAntikn yo tn {on.

Xe1povpyikn N 000vTikn exéufoon

. Edv mpokertan va vtoPAndeite og eyyeipnon M oe enépPacn ota SOV, EVIUEPDOTE TOV YIOTPO GOG
ot Aappavete Hukyndra. O yiatpog cog eivor mbovd vo cuoThoel Tpoowpvi) dlakomn thg Oepameiog
pe Hukyndra.
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AnopveMvotikn vOcog

. Edv vtoépete 1| epeovicete pio amopveAVOTIKN VOco (Lo acBévela 1 omoia ennpedlel Tov
LOVOTIKO pavova yOp® omtd To veipa, OTMG 1) GKANPLVOT KATA TAAKAG), 0 YoTpog 6ag Ba amopacioet
eav mpénel va Aafete N va cvveyioete vo, Aappavete to Hukyndra. Evnuepdote apéowmg tov yiotpd
00G €AV PLOCETE GLUTTOUATA, OTOG AAAAYES GTNV OpaoT], aduvapio oTa yEpla 1 Ta TOOW, 1)
LOVSLOGHA ) LUPUNYKIOG O GE OTOLOONTTOTE UEPOS TOV GMOUATOC GOG.

EuBoiacot

. Optopéva epforta evogyetal va TpokoAécovy AoumEels kKot o Ba mpénet va yivovtal eved Aappdvete
1o Hukyndra.
o Pwtote tov yrotpd cag mpiv Adfete omotodnmote pPorto.
o ZuvioTdtal, €9’ 060V etvat EPIKTO, TO TSI VoL £X0VV TPAYUATOTOGEL OAOVG TOVG
TPOYPOUUATICUEVOVS ERPoAacovs Baoel nAkiog Tpv amd v Evapén g Bepomeiog pe
Hukyndra.
o Edv AaBate Hukyndra evéd ficaotay £ykvog, To uopd 6ag umopei va Stotpéyetl LeyaAdTEPO

Kivouvo gpeaviong t€totag AoipmEng yio Stdotn i £m¢ TEVTE TEPITOL PNVEG UETA TNV TEAELTALN
d6om Hukyndra mov AdPate kotd ) didpkela g eykopocdvig. Eivar onuoviiko vo
EVILEPMGETE TOVG YLOTPOVE TOL UMPOV GOG KoL GAAOVG ETAYYELUOTIEG VYEING OYETIKA e TN
ypnon Hukyndra katd ) didpkeia TG €yKVHOcHVIG 060G, DOTE VO LITOPOVY VO, 0oQacilovy
note 10 Lopo cag Ba mpénel va AdPet kdmolo epPforto.

Kopdiokn avendpkelo

. Eav vrogépete amd o popeng kapdiakn avemdpketo kot Aappavete Oepaneio pe Hukyndra, n
KapdloKn avemdpkelo Oo Tpénel vo topakoiovbeital 6tevd amd tov Yiatpod cag. Eival onuavtikd va
TELTE GTOV Y10TPO GOG €AV giyate oTO TAPEABOV 1 vIoPEPETE 0d cofapod kapdiokd Tpofinua. Edav
TOPOVGIAGETE VEN GCUUMTMOUATA 1] EMOEIVOOT) TOV CUUTTOUATOV TNG KOPIOKNG aveRapKeLNG (TT.Y.
duomvola N TpHELLo Todldvy) Ho TPETEL VO EMKOIVOVNGETE AUECHOC UE TOV Y1UTPO Gag. O Y1aTpdg 60G
B0 amogaociocet edv npémet vo AdPete Hukyndra.

IMvpetdc, pOA®TES, apoppoyio  @ypdTNTOL

. Y& peptkovg acbeveic o opyaviopdc givar mhavo vo, amoThyEL Vo TopayayEL OPKETH TOGOTNTA TOV
KLTTAP®V TOV OipoTog ToL avTpueT@nilovy Tig Aoadéels 1| fonbolv ot draxonr ¢ apoppayiag. O
YTpog cag givarl mbovo va amopacicest va dtakdyel tn Oepaneio. Edv eupavicete mupetd o omoiog
dev VITOYWPEL, EAAPPODS LOAMTEG 1 ALLOPPAYELTE TOAD EVKOAN 1 POIVESTE TOAD YA®LLOL,
EMKOWVOVNOTE LE TOV Y1ATPO GOG AUECHG.

Koapxkivog

. Y7rapyovv ToAd GTAVIEC TEPITTOCELS ELPAVIOTC CLUYKEKPIUEVAOV EI0DV KOPKIVOD GE TodLd Kot
evnikeg aoBeveic mov Aapfdavovv Hukyndra  Giho TNF-avtoyoviet.

o AocBeveic pe mo cofapn pevparoedn apbpitida ot onoiol TAGKOLV Ao paKPOYPOVIC VOGO gfval
mOavo vo EYovv HeYOADTEPO TOV HEGOV OPOL KIVOLVO EPEAVIGNC AsUp®duoTog (pio popen
KopKivov ov ennpedletl To Aeppikd cHoTNUa), Kot Aevyoio (Hic Lopen KapKivov wov
emnpedlel To aipo Kol T0 HUELD TV 0GTMV).

o Av mépete to Hukyndra, umopei va avénbei o kivduvog epedaviong Aepempotog, Asvyotpiog M
GAA®OV LOPPOV KOPKIVOD. e GTAVIEC TEPITTOCELS, £VOG AcLVAONG Kot coPapog TOTOG
Aeppdpatog xel Tapotnpndel oe acbeveig mov Aappavovy adalimumab. e kdmolovg amd
aVTOVG TOLG aoBeveig yopnynOnke eniong alabelonpivn N 6-pepKanTomOLPIVY).

o Evnuepdote tov yiotpd oag ebv AauPdvete alobelonpivn 1 6-pepramtonovpivny pe Hukyndra.

o [MepmTmdoelc P LEAVOOTIKOD KOpKivoy Tov dEpUaTog Exovv Ttapatnpndel oe acbeveic ol
onoiot Aapfdavovv adalimumab.
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o Edv véeg depuatikég PAAPeS eppovioTody Katd tn Sidpkela 1| petd tn Oepaneia 1 edv
VRapyovoes deppatikés PAAPeS aAAAEOLY LOPPT], EVIILEPDOTE TOV YIOTPO GOG.

. Ymip&ay mEPIMTOCELG KOPKIVOV, EKTOC TOL AEUPDUOTOC, GE AGOEVELG lE GLYKEKPIUEVOD TOTTOV
nmvevpovordbeia n omoia kKaheiton Xpovia Amoppaktikn [vevpovorddeia (XAII) otovg omoiovg €xet
xopnynOet dAioc TNF-avtayoviotig. Edv maoyete and XAll 1 kanvilete Toly, Oo mpémel va
ocu(ntoete pe tov yaTpd oag edv 1 Bepaneia pe vav TNF-avtayoviot) givol KotdAAnAn yio €64G.

Avtodvoco voéonua,

. Y& ondvieg meputdoets, M Oepaneio pe to Hukyndra pmopei va 0dnynoet 6 chvopopo mpocopotdlov
pe Avko. Evnuepdote tov yiorpod cog edv mapatnpnbodv copntodpata 0rmg enipovo ave&iynto
e&avomnpua, mopetds, TOVOC 6TIG apBpOCEIS 1] KOTMOT).

Howora ko Epnpor
. EpPoitacpot: edv givar Suvatodv to mondi cog Bo Tpémet vo EXEL TPAYLOTOTOUGEL TOVS OTAPAITIITOVS
euporacpode Tpv ypnoporomost to Hukyndra.

Al @appoxe ko Hukyndra
Evnpepdote tov ylotpd 1 Tov QopUakoTold oog Qv ToipveTE, EYETE TPOGOATO TAPEL 1} LTOPEL VO TAPETE
AN QAPULOKDL.

Ag O mpéner va AapBavete Hukyndra pe dppoka ta omoia Tepiéyovy tig akOAovheg dpaoTikég ovoiss,
e&autiag Tov VYNV Kvdvvov ekdnAwong coPapns Aoinwéng:

. anakinra

. abatacept.

Mmnopeite va Aoppavete to Hukyndra padi pe:
. uebotpelarn

. GLYKEKPIUEVE, TPOTOTOUTIKA TNG VOGOV, OVTIPEVUATIKG QAPLOKa (Y10 TapddeLy Lo, covApacaialivn,
VOPOELYAWDPOKIVI, AEPAOVVOLIOT KOl EVEGIILO CKEVAGLATO YPUGOV)

. GTEPOELON 1] AVOAYNTIKA QAPHOKO CUUTEPIAAUPOAVOUEVOV TOV U1 GTEPOELODY AVTIPAEYLOVOIDY
eopudikov (MZAD).

Edv &ygete epotioeig, mapakaieiches va angvbuvbeite otov yotpd cog.

Kdnon kot Onraocpog
. Oa wpénet vo, e&eTdlete TNV XPNOT KATOAANANG AVTIGOAANYNC Y10, TNV TPOANYT TNG EYKLHOGVVIG KOt
VO, GUVEYIOETE TNV XPNON TNG Y10 TOLAGIGTOV 5 uiveg petd v tedevtaio Ogpameio pe Hukyndra.

. Edv giote éyxvog i OnAdlete, vouilete otL umopei va giote €ykvog 1 6YeO1ALETE VAL ATOKTHOETE T,
{ntote 1 GVUPOVATY TOL YITPOL GOG TPV TAPETE AVTO TO PAPLAKO.

. To Hukyndra mpémet va ypnopomoteitat kKotd v StdpKeLo TG EYKVHOGOVIG HOVO OGOV YpetdleTaL.

. ZOUE®VO e [0l LEAETY] Y10, TV EYKVHOGUVT], OEV DINPYE LEYOADTEPOG KIVOLVOG YioL GLYYEVELG

dvomhaocieg dtav n untépa gixe AdPer adalimumab kotd v eykvpocivn og cOYKpLoN UE TIC UNTEPES
7OV EMOOYOV 07O TNV 1610 VOG0 Ko o1 omoieg dgv Edafav adalimumab.

. To Hukyndra umopei va ypnoiporombei katd tnv didpkeia tov Oniacuov.

Edv AopPavete Hukyndra kot tnv eykopochvn 6og, 10 Lopd 6og UTOPEel va, S1oTpéyel HeYyorDTEPO
Kivouvo gppaviong Aoipwéng.

. Eivan onuoavtikd va evuepdoete Toug Yotpohs Tov Lmpol oag Kot GAAOVS ETayyEAIOTIES VYELOG
oyetikd pe ) xpnon Hukyndra kotd tn Sidpketo Tng €YKOHOGHVNG GOG, TPV TO HOPO 60¢ AaPet
Kkdmoto euPorto. I'a mteplocdTEPEG TANPOPOPIES OYETIKG e TOV guPollocud PAETE mopdypopo
«IIpoe1domooelg Kot TPOPLALEEID.

001 yNnon Ko YEPIGUOS PNYOVIRATOV
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To Hukyndra pmopei va £yt pukpn enidpact oty tkavotntd 6ag yio 001ynon, modniocio 1| YEPIGUOD
unyovnudtov. Aictnon otpofiiicpol Tov dOHATIOL Kot SoTapayEs TNG OPUCNG UTOPEL VO TPOKVYOULV HETA
™ AMyn Tov Hukyndra.

To Hukyndra mepiéyer vatpro kot mrolveoppikoé 80

To @dpuaxo avtd mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avaé 0,4 ml, ivar awtd mov ovopdlovue
«elevbepo vatpiovy.

Av16 10 Pappako mepEyel 1 mg moivcopPikov 80 og kabe Ml. Ta molvoopPikd propei va mpokaAécov
0AAEPYIKEG aVTIOPAGELG. Eviuep®daoTte Tov Y10Tpo Gog 0V £XETE YVOOTES OAAEPYIES.
3. Ilog va ypnowomoujeete To Hukyndra

[Tévtote va ypnoyLomoleite T0 PAPLOKO ALTO AVCTNPE COUPMOVA LE TIG 0dNYIiES TOL YLTPOV 1| TOL
Qoppoakonolod cag. Eav éxete apeiforieg, pothote TOV Y10TPO 1 TOV QUPIOKOTOIO GOC.

Ot ouvictdpeveg d6oe1g Tov Hukyndra og kabe pio amd Tig eyKEKPIUEVES YPNOELG TAPOVGIALOVTAL GTOV
axolovBo mivaka. O yoTpdg 60G UTOPEl VoL GLVTAYOYPOPNOEL [ GAAN TTeplekTikoTTo Tov Hukyndra eav
ypeLaleoTe Ui SL0POPETIKY OOGT).

Pevpatogong appition, yoprociki apopitidoa, aykvromomTiky] 6TtovovAiTION 1] afovikn
oovOVLUPOPITION YOPIG AKTIVOLOYIKG EVPNIATA OYKVAOTOU|TIKIG GTTOVOLAITIONG

HMkia 1 papog copatog 1660 KoL TOGO oVYVAE TTpémeL | TNUELDOCELG
va Aoppavetar;

Evilikec 40 mg kaBe devTePN EPdOUGOD | XN pELLOTOET opBpitida

n xopnynon mg peborpedamg
ocuveyileTon 660 yopmnyeiton 1o
Hukyndra. Eav o yiatpdg cog
OmoPAciceL OTL 1] YOPNYNO™ TNG
pebotpelarng sivor
axatdAAnAn, tote To Hukyndra
umopel va yopnynOet povo tov.

Edv mhoyete amd pevpotostdn
apBpitda kot dg AauPavete
pebotpeEarn poli pe to
Hukyndra, o ywtpog cog umopei
V0, ATOPUGIGEL VO, GO
xopnynoet 40 mg Hukyndra
Kké0e efoopdda 1} 80 mg kabe
devtepn efdopdda.

HoAlvapBpuciy veaviki] 1010ma 0 apOpitida

Hlkia 1 papog copatog 1660 KoL TOG0 LYV TPEMEL Vo, | ENUELDGELS
Aappavetan;

IModid, épnpor kon eviiikeg | 40 mg kéBe devtepn efdopdada Agv gpapudletan
amo TV nMKia Tov 2 ETOV pE
Bapog 30 kg ka1 dvo
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TToud1d ko Epnpor amd v 20 mg kéBe devtepn gfdopdada Agv epapudleton

NAkia Tev 2 etV pe Papog

10 kg ¢w¢ 30 kg

ApBpitida oyeTilopevn pe evleoitidn

HMkia 1 Bapog copatog 1660 KoL TOG0 GLYVE TPémEL va. | ZNUELDGELS
Aoppaveron;

Mouoid, EpnPor ko evijhkeg | 40 mg kaBe devtepn efdopndda Agv gpapudletar

amd TV NAkia Tov 6 1oV pe

Bapog 30 kg ka1 dvo

Iondd ko éenpor amd v 20 mg kaBe devtepn efdopdada Agv gpapudletan

niwio tov 6 eTdV pe Papog

15 kg éw¢ 30 kg

Yopioon kotd Thdkag

Hlxia 1 papog codpatog 1600 ka1 TOGO GVYVE TPémeL va. | LN UELOGELS

Aappaveron;

Evilikec

Apywxn 06om Twv 80 mg (600
evéaelg Tov 40 mg oe pia nuépa),
akolovBovpuevn and 40 mg kdbe
devtepn efdopada, apyilovrag
pio efSoudda LETA TNV TPOTN
apyKn doom).

Edwv dev éyete emopxn
OVTOTOKPIOT), O YITPOG GO
umopel va avénoet t d6om o€
40 mg ka0e gfdoudada 1 80 mg
Kkd0e devtepn efdopado.

IMondid ko épnpor amod 4 Emg
17 etdv pe Bapog 30 kg ko
bvo

Apywn 06om 40 mg,
axolovBodpevn and 40 mg po
ePdouGon LETA.

1 cvvéyeln, 1 cuvnOng doom
elvar 40 mg kéBe devTepn
efodopdoa.

Agv epappdleton

[ondd ko épnpor amd 4 éog | Apykn do6om 20 mg, Agv gpapudletan
17 etddv pe Bapog 15 kg £oc | axorovBovuevn amd 20 mg pio,
30 kg gfdopada petd.
21 cvvéyeln, 1 cuvnOng doom
elvar 20 mg kée devTepn
efdoudoa.
AWTONTIKY WP OTUIEVITION
Hlwia 1 Papog codpotog 1660 ka1 TOGO GUYVE TPémeL va. | NUELOGELS

Aappavetan;
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Eviiucec

Apywn 06om 160 mg (técoepig
evéoelg Tov 40 mg o pia nuépa n
dvo evéoelg Tov 40 mg nuepnocing
Yo dVO CLVEXOUEVEG NUEPES),
akolovBodpuevn ard pio 66om

80 mg (dvo evéoeig Tov 40 mg oe
plo nuépa) dvo efdouddeg
apydtepa. Metd and 600 emmAiov
efoopdoes, cuveyiote pe o 66om
40 mg ka0e gfdouada 1 80 mg
Kké0e devTepn efdopada, Ommg
cuvTayoypaenonke and tov
Y1otpd GOC.

Xvviotdrol 1 Kadnuepvi ypnion
OVTIGNTITIKOD GATOLVIOV OTIC
TPooPePAnUEVEG TEPLOYES.

‘Epnpot amd 12 émg 17 etcdv
ue Bapog 30 kg kot ave

Apywn 06om 80 mg (dvo evéoelg
tov 40 mg og pio nuépa,),
axolovBovpuevn and 40 mg kdbe
ogvtepn efdopdda, EeKvmvtag
pio efSopdda. apydTeEpa.

Edv éxete avemapxn
avtamokpion oto Hukyndra

40 mg kaBe devTEPN EPdOUEO,
0 YTpOG GOg UITopet va
avénoet tn 60om o€ 40 mg kdabe
gfodoudoa 1 80 mg kabe
dgvtepn efdopdda.

Yuviotdtol 1 Kednuepvi xpnon
OVTIOTTTIKOV GOTOVVIOD GTIG
pocPePAnpéves TepLoyEs.

Nooog tov Crohn

Hlxia 1 Papog copoatog

IIéo0 ka1 T6GO GVYVE Tpémer va,
Aoppaveron;

Inperdoeg

IMondid, £pnpor kot eviiukeg
amo TV nkia Tov 6 eTdV pe
Bapog 40 kg xat dve

Apywun 06om 80 mg (dvo evéoelg
tov 40 mg o€ pio nuépa,),
akolovBovpuevn and 40 mg dHo
efdoudoeg apyodTEpa.

Ed&v amouteiton toyvtepn
OVTOTOKPIGT), O Y TPOG UTOpPEL va
GUVTOYOYPOPT|GEL 0L APYIKN
d0om 160 mg (téooepig evéoelg
v 40 mg nuepnoing 1 600
evéaelg Tov 40 mg v nuépa yio
00 GLVEYOLEVEG NUEPEC),
axolovBovpevn and 80 mg (dvo
evéoelg Tov 40 mg npepnoimg)
dvo gfdouddeg apydtepa.

21 cvvéyeln, 1 cuvnOng doom
givar 40 mg kée devTePN
efdoudoa.

O ywTpog cog pmopel va
avénoet t 60om o€ 40 mg ke
eBoopdda 1 oe 80 mg kdbe
devtepn efdopdda.
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TToudd ko EenPot amd 6 £mc
17 etdv pe Bapog Myodtepo
and 40 kg

Apywn 06om 40 mg,
axoAovBovpevn amd 20 mg dvo
gfdoudoeg apyodTepa.

Eév amatteiton taydtepn
avtomokplon ot Oepaneia, o
Y1atpdg Gog propet vo oag
GLVTAYOYPOUPNCEL Hial apyLkn
d6om 80 mg (dvo evéoelg Tav
40 mg ce pia nuépa),
axoAovBovpevn amd 40 mg dvo
epoopdoeg apydtepa.

1 cvvéyeln, n cuvnOng doo
glvar 20 mg kéBe devTEPN
efdoudoa.

O ywTpog cog pmopel va,
avénoet

ouyvoTnTa TG doomg oe 20 mg
Kkd0e efoopada.

EAxk@ong xoriToa

HMkia 1 papog copatog

1660 KoL TOG0 LYV Tpémer va,
Aappavetan;

2N UELDOCELG

Evilikec

Apywn 06om 160 mg (técoepig
evéoelg Tov 40 mg og pio nuépa
dvo evéoelg Tov 40 mg nuepnocing
Yo dV0 CLVEXOUEVES NUEPES),
akolovBovpevn and 80 mg (dvo
evéaelg Tov 40 mg o pio nuépa)
dvo gfdouddeg apyodtepa.

21 ovvéyewn, 1 cuvning doom
elvar 40 mg kéBe devTepn
efdoudoa.

O ywTpog cog pmopel va
avénoet tn d6om o€ 40 mg ke
gfooudoa N oe 80 mg kdbe
dgvtepT gfdopdda.

IMondid ko épnpor amd v
niio Tov 6 eTOV pe Papog
Myotepo amd 40 Kg

H mpddytn 660m givar 80 mg (600
evéaelg Tov 40 mg oe pia nuépa),
axolovBovpuevn and 40 mg (pio
éveon tov 40 mg) dvo efdopddeg
apydtepa.

1 cvvéyeln, 1 cuvnOng doom
elvar 40 mg kéBe devTepn
efdoudoa.

®a pémnel vo cuveyicete va
naipvete to adalimumab o
cuvnn d6on cGog, aKouUN Kot
ao¥ KAeioete Ta 18 €.

Iondd ko épnpor amd v
niio Tov 6 eTdV pe Papog
40 kg kot v

Apywm 66om 160 mg (técoepig
evéaelg Tov 40 mg oe pio nuépa 1
dvo evéoelg Tov 40 mg nuepncing
Yo dVO CLVEXOUEVES NUEPES),
akolovBoduevn amd 80 mg (dvo
evéoelg Tov 40 mg o pio nuépa)
dvo gfdouddeg apyotepa.

21 cvvéyela, 1 cLvNRONg doom
eivar 80 mg kde devTePN
efodoudoa.

Oa mpénel va. cuveEYIGETE VUL
naipvete to adalimumab o
cuvnOn d6on oG, aKouUN Kot
ao¥ KAieioete To 18 €.
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M Ao@ong poyoELSiTION

HMkia 1 Bapog copatog

II660 kKoL OG0 GUYVE Tpémer va,
Aoppaveron;

21 HELDOELG

Eviilkeg

Apyn d6om tv 80 mg (dvo

evéoelg tov 40 mg o pio nuépa),

axolovBovpevn and 40 mg ke
ogvtepn efdopdda, apyifovrag
pio efdopdda HETA TNV TPAOTN
apyikn doom.

Ta KopTIKoGTEPOELDN 1| AAAYL
@appoka ov exnpedlovy 1o
OVOGOTONTIKO GUOTN O PTopel
va cuveyiCovtor dtav
Aoppavere Hukyndra. To
Hykyndra pnopei eniong va
xopnynOet povo tov.

IMondid ko épnpor amd v
NAkia Tev 2 etV pe Papog
Myotepo and 30 kg

20 mg kaBe devtepn efdopdada

O ywTpog cog pmopel va
GLVTAYOYPUPNGEL Lial apyLKN
6001 tov 40 mg n onoia Oa
yopnynOet pio efdopado Tpv
v évapén g cvvnboug 600mMg
v 20 mg kB devtepn
gfdoudoa.

To Hukyndra cuvietdrtot yio
YPNON € GLVOLACUO e
uebotpegarn.

[ondd ko épnpor amd v
niwio Tov 2 TV pe Papog
tovAdyotov 30 kg

40 mg kaBe devTEPN ERSOUAOL

O yatpdg oo pmopel va
GUVTOYOYPOUPNGEL ol apyIkn
o001 tov 80 mg n onoia Oa
yopnynOet pia efdopdada Tpv
v évapén g cvvnboug 600mMg
tv 40 mg kO devtepn
epodopdoa.

To Hukyndra cuviotdrtot yio
YPNOM € GLVOLAUCUO UE
pebotpelarn.

Tpoénog kar 006g yoprynong

To Hukyndra yopnyeitou pe £veon k1w and to déppa. ([e VITOdOPLa EVEST).

Agrtopepeig 0dnyieg yia Tov Tpémo £veong Tov Hukyndra wapéyovrar oty evotnta 7, «Odnyieg

xPNONS».

Eav ypnopomonjoete peyorvtepn 606n Hukyndra amo tnv kavoviki

Edv kotd Adbog kdvete v éveon tov Hukyndra o cuyvd amd 0,11 6og gine 0 y1atpdg 1 0 QopuaKomoldg
00G, KAAESTE TOV YLOTPO 1) TOV POPUUKOTO0 GOG Kot TTEITE TOL OTL Tpate Leyolvtepn dOo. Oa mpénetl va

éxete TavtoTe TNV €MTEPIKN GLOKEVAGIA TOL Papudkov pall cag, okoun Kol Otav eivat dosla.

Eav Egyaoete v ypnowpononoste To Hukyndra
Edv Egydoete va kavete v éveon, Bo Tpénel va KAvVETE TNV £veoT yio TV emopevn d6on tov Hukyndra
apécms woAlg to Buunbeite. Katdmy 0o cuveyicete tnv exduevn d0o1 Ty NUEPA TOV &iye apyiKd

wpoypauuaticdel, v oev glyate Egxdoel T 06oM.

Eav stapatiocste va ypnoponotsite o Hukyndra

H andéeoomn va otapatioete va ypnowonoteite to Hukyndra Oa mpénet va ovlnimbei pe tov yiatpd oag. Ta

CUUTTOUATA 60 UTopel va enavELBovy edv oTapatnoete vo. xpnoyonoleite to Hukyndra.
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Edv éxete meplocdtepeg epMTNGELG GYETIKA LLE T YPTOT OLTOV TOL PAPUAKOV, POTNOTE TOV Y1ATPO 1) TOV
(OPUAKOTOLO GOG.

4.

MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To pAPLOKD, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, AV Kol OEV
TopoLGLALovToL 6e OA0VS TOLG avBpdmovg. Ot TeplocdTEPEG TOPEVEPYELES Elval e £m¢ HETPLES. Opmg
Kkdmoteg pumopet va givor coPapég Kot va amartovv Bepaneia. AvemBounteg evépyeteg Hmopet va EPOAVIGTOVV
10 MyOTEPO PG o€ dtdotnua 4 unvav petd tnv tedevtaia Eveon Hukyndra.

Evnuepoote apéomg 10v T1aTpl 600G €AV TAPATNPCETE KATOL0 06 TAL AKOAOVOO

cofapod e&avOnua, kvidwon 1 dAla onueio aAAepyikng avtidpacng

0101 L0l TPOGMTTOV, XEPLOV KOl TOJDV

OVOTVELGTIKO TPOPAN LA, SOVGKOAO KATATOONS

dVGKOAIN aVOTTVONG KOTA T Goknon 1 Katd TV KatdkAiion i oidnua ota modo

Evnuepoote Tov 710TPO 60S TO GLUVTOUOTEPO OVVOTOV, EAV TAPATNPCETE KATOLO U0 TO aKOAOVOQ

onueio Aolpméng, 0mmg mupeTog, aictnua acbévelag, TAnyEg, 0dovtikd TpofAnuata, aictnon Kowcov
Katd TV ovpnon

aicOnua advvapiog 1 KOTOGNC

Prixa

KVIIoUO

LOVOLOG LN

dmAomio

adLVaLLio XEPLOV 1 TOJIDV

Tomikd TPNEo 1 avorytd EAKOG TO omoio dev BepameveTan

onueio Kol CUUTTOUOTO VTOTTTO Y10 OLUATOAOYIKES OLOTAPOYES OTMG TOPATEIVOUEVOC TVPETOC,
LOA®TES, aptoppayia, ypoOTNTO

To mopandvem GUUTTOUAT, LTOoPEL VO amoTEA0DV EVOEIEN Y10 TIC 0KOAOLOEG avemBOUNTEG EVEPYELES, O1
omnoieg éyovv mopatnpndei pe to adalimumab:

oAb ovyvég (Lmopolv va emnpedoovy mteplocotepo amd 1 ata 10 droua)

avtdpdoelc tng 0éong éveonc (mov cuumepthapupdvouvy diyog, oidnua, eppHpoTNTA 1| KVNGUO)
AOWUDEELS AVOTVEVGTIKOD GVOTHUATOS (GVUTEPIAAUPAVOVTOL KPLOAOYT|LLO, KOTOPPOT], 1YHOpiTIda,
Tvevpovia)

KeQaAaAyiaL

KOWMOKO GAyog

voTio Kot EUETOG

eEavonuo

HUVOCKEAETIKOG TOVOC

Yuyvég (umopobv va exnpedcovy Eog kKot 1 ota 10 dropa)

cofapéc Aoudéels (cupmepthapupdvetar onyaiuio Kot ypinn)

EVIEPIKEC AOUMEELS (cvuTEpIAaUPAVETAL YOOTPEVTEPITION)

AoumEeLS Tov déppatog (ovumeptiapufivovtal KuTTapitida Kot £pmng)
AOLLMEELS TOV DTOV

OTOUATIKEC AOUDEELS (GVUTEPIAAUPBAVOVTOL AOTUDEELS TOV JOVTIDV KoL EPTING)
AOLUMEELS TOL AVOTAPAYDYIKOD GUGTNHLOTOG

AOIH®EN TOL OLPOTONTIKOD

LUK TIOGIKEG AOUMEELG

roumEels Tmv apbpmcemv
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KalonBelc 6yKot

Kapkivog 6€ppatog

aAhepykég avtidpaoelg (cvpmeptiapuPdvetar EToyikn aAlepyio)
apLOATOON

aAhayég g duabeong (cvumeptiapPdvetar katdbinym)

0yx0g

dvokoria oty emélevon Tov HTVOL

dTapayés g aichnong dnwg popunyKlacua, aicOnuo TG UOTOS 1) LOVIUG L
NKpavio

ocvumieon vevpikng pilag (cupmepthappdvetor TGvog YouUnAd ot LEGT Kot TOVOG 6TO TOd)
daTapayég Opaong

QAeyLOVY] 09BoAL0D

QAeYLOVY] TOV BAEQAPOV KoL TPHELLO TOV HATION

thyyog (aicOnuo CaAng 1 otpofiiicLon)

aicOnpa ypryopov, kopdlakov maAov

VYNAT, 0pTNPLOKN TTiEoT

goym

alpdtope (CLGGMPELOT AipOTOS EEm amd Ta aoPOpa ayyeio)
Prixag

aoBpa

OLCKOAID GTNV avoTVON

YOG TPEVTEPIKY| OLLOppOyiot

dvomeyio (podoKmpa, Kaovpa)

TaAvopoOUN o

ovvdpopo Enpotnrag (cvumeptiappdvovtarl Enpotnta oto pdtia kot Enpoctoptio)
KVNGUOG

e&avonua pe eayovpa

UOADTEG

QAeyHOV TOVL 6éppartog (Ommg Eklepa)

OTAGLO TV VUYIDY TOL YEPLOV KO TOV TOd100

avénuévn epidpwon

OTTOAELN LOAMDY

véa ekdNlmon 1 emdeivoon ¢ yopioaong

pvikol oracpol

aipo oo ovpa

TPOPANUATO LE TOVG VEPPODC

ndévog oto othfog

oidnua (Tpr&uo)

TLPETOC

peimon ToV AUOTETOA®Y TOL OiUaTOg TOL ALEAVEL TOV KiVOUVO atpoppayiag 1 ELPAVIONS LOADTOV
OVETOPKNG ETOVAMON

Oy ovyvég (mopel va emmpedoovv €mg kot 1 ota 100 dropa)

. eukaplakég Aoacelg (cupmepthapuBavovtotl 1 LUATIOCT Kot GALES AOIUDEELS TTOV TPOKVATOVV OO
Ul TG AVOCOAOYIKNG OOKPIoNG)

VEVPOLOYIKEG AOUMEELS (CLUTEPIAAUPAVETOL 1] TOYEVIG UNVLYYITION)

AoumEeic opBoipon

Boaktnplokég AoUmEELS

EKKOATOUOTITIO0 (PAEY OV Kot AOTU®EN TOV ToYE0C EVIEPOL)

Kapkivog

Kapkivog Tov emnpedaletl 1o AepEKd cOLGTN O

HEAGVOLLOL
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STAPOLYEC TOV CVOGOTONTIKOD GUGTNLLOTOG IOV UTOPEL VO, EXNPEACOVY TOVE TVEDOVES, TO OEPLLOL KO
TOVG AepPadéves (Tapovatalovtal cuvnoEsTepa MG GOPKOEIdWOT))

ayyeuitido (AEYHOVT GLOQOP®V OyYEI®V)

TPONOGC (TPELOVAO)

vevpomabdeia (Stotapayn TV vELPV)

OYYELNKO, EYKEPOAKO ETEITOI10

OTMAELD OKONG, fOLNTO

aicOnpo avopodov, Kapdlakod puipod OTmg TaPAAENYT) KAPIIOKDY TOAUMDY

KOPOLOAOYIKE TPOPANILOTO TOV UTOPEL VO TPOKAAEGOVV SLOKOTT| TNG OVOTTVONG 1] TPNEUO TV
aoTPAYAA®V

KopdloKn TPOoSPoAn

€va 6OKO GTO TOly®O PG LEYGANG aptnpiag, eAeyrov kal Opoufoon piog pAERac, ardoepasn evog
ALLOPOPOL aryyeiov

TVEVUOVIKEG VOGOL TOV TPOKOAOVV SLOKOTY| TG avomvong (cuumeptAapfavetor AEYLOV)
TveLUOVIKT ePPoln (amdppaln piog aptnpiog T@v TveELPUOVOV)

Vel KOTIKN GLALOYT (U1 PLGLOAOYIKT) GLAAOYT VYPOV OTI TEPLOYN| TOV TAELPDV)

(QAEYLLOVY] TOV TTAYKPEATOG TTOV TPOKOAEL GOPapd TOVO GTNV KOUMA Kot TV TAATY

OLGKOALN GTNV KATATOOT)

oidnua TPos®IoL (TPNEYLO TOV TPOCHTOV)

QAEYHOVT] TNG YOANDOYOL KOGTNG, TETPEG OTN YOAN

M®deg Nmap

VOXTEPIVEG EPLOPADCELG

OVLAN

U1 PLGLOAOYIKY], LVIKT KATATTOON

GLGTNUATIKOG, £pLONUATMOONG ADKOG (CuuTEPLOUPAVOVTOL PAEYLOVEG TOL OEPLOTOG, TNG KAPILHGS, TOV
TVEDUOVO, TOV apOpDCEDY KOl GALDV 0PYOVIKOV GLGTIUATOV)

dTopayEG TOL LITVOV

ovikavotnTo

QAEYLOVES

Yravieg (umopel va emnpedoovy £wg kat 1 ota 1.000 dropa)

Aevyoupio (kapkivog mov ennpedlet To aipa Kot ToV HUEAD TV 0GTAOV)

cofapn, aArepyk| avtidpaon pe katomAnéio

oKANpLVON KOTE TAGKOG

VEVPOAOYIKES Slatapoyés (OTwe AEYHOVH TOL 0@OAIKOD vebpoL Kkat chvdpopo Guillain-Barré mov
UTopEl va TPOKOAESEL LVTKT advvapia, U PUGIOAOYIKES OoONoELS), pupunkicoT otovg Ppayioveg kat
0T0 v® PEPOG TOL GMOUATOC)

OTOUOTO O TOAUOC GTNV KOPOLd

TVELUOVIKT] tvedon (OVAEG GTOV TVEDLOVEL)

d1dTpnon Tov EVIEPOL (TPOTO GTO EVTEPO)

nratitida

gmovevepyonoinon tng nratitidag B

QVTOAVOGT NTOTITION (PAEYUOVT TOL TOTOG TOV TPOKOAAEITAL OTO TO OIVOGOTOMTIKO GUGTIILOL)
OEPLOTIKN QyYEUTIOO (PAEYLOVT TOV ALULOPOP®V OYYEI®V TOV SEPUATOC)

ovvdpouo Stevens-Johnson (apyikd cvoprtduata copTEPAOUBAVOVY KaKovyio, TUPETO, TOVOKEQOUAO
Kot e€avinpa)

oMo TPos®TOL (TPNEYLO TOV TPOCHTOV) TOV GUVOIEVETAL OO OAAEPYIKES OVTIOPACELS
TOAOLOPPO epOON U (PAeyHovddeg eEAVOM LA dEPLATOQ)

oLVOPOLO TTPOGOUOIALOV LE AVKO

aryyetooidnpa (Tomued TpNnEo SEPUOTOC)

Aeymvoeldng avtidpaon déppatog (Kvnoumdeg epupo-pop eEavinua oto dépua)
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Mn yvootég (n cuyvotnTa dev pmopel vo exTiun el pe faon to dabécyio dedopéva)

. NraTooTANVIKO Aéupopa ek T-kuttdpov (éva omdvio €i00g Kapkivov TOV GiLOTOC TOV GUYVA Elval
Bavatneopo)

. Kapkivoua ek kottapov Merkel (throg kapkivov tov dépuatoc)

. odpropo Kaposi, o omdvio, popen kapkivov mov oyetileton pue Aoipwén amod tov 10 Tov ovhp®TvoL
épmnta Tomov 8. To odpkmpo Kaposi eppavifetar cuyvotepo pe ) pHopen mopeupdv AoV Tov
d€PLOTOG

. NTOTIKY AVETAPKELDL

. emdeivwon piag katdotoong 1 oroia ovopdletal deppotopvooitidn (epeaviletol mg depUaTiKo
e&avOnua ocuvodevdpEVo 0md PLIKY aduvapio)

. avénon Bapoug (Yo Tovg TEPIEGOTEPOLS aabevelg, n avénom Bapovg NTav pikpn)

Kémoteg avemBounteg evépyeieg mov mapovcidotnkay pe to adalimumab pmopei va unv éxovv coumtdpoto
KoL Umopel va, avakaAveBovy povo pe e&etdoelg aipotog. Avtéc cupmepthapupdvouy:

oAb ovyvég (Lmopolv va emnpedoovy meplocotepo amd 1 ata 10 dtoua)

. YOUNAES TIHEG TV AEVKOKLTTAP®OV
. YOUNAES TIHEG TV epuBpoKvTTapOV
. avénpéva Mmidte aipotog

. avénpéva nroticd vivpo

Yuyvég (umopobv va ennpedsovy éog Kot 1 ota 10 dropa)
. VYNAEG TIUEG TOV AELKOKVTTAPWOV

. YOUNAEG TIUEG TV OUOTETAAIDV TOV iATOg

. avEnNpéEvo ovptkd o0&y aipaTog

. U1 QLGLOAOYIKEG TIUES VOTPIOV TOV GLOITOC

. YOUNAEG TIUEG acPeaTtion aipotog

. YOUNAEG TIUEG POGPOPOL TOL OHUATOG

. VYNAO GAKYOPO OLOTOG

. VYNAEG TIHEG OUOTOC TG YOAOKTIKTG QpLOPOYOVAGT|C
. TOPOVGIN AVTOAVTICOUATOV GTO Cipla

. YOUNAO KAAL0 aipotog

‘O ovyvég (umopet va ennpedcovy €og kot 1 ota 100 dropa)
. VYNAN pETpnomn yoAepubpivng (Mmatikéc SoKILaGieg aiploTog)

Yravieg (umopel va ennpedoovy £wg kat 1 ota 1.000 dropa)
. YOUNAEG TIHEG TV AEVKOKLTTAPMV, TOV EPLOPOKVLTTAPMOV KOl TV OLOTETAAIDV TOV OiLLOTOG

Ava@opd avemOounToV EVEPYELOV

Edv mapatmpnoete Kamowo avemBOUnTn evEpPYEL, EVILEPDOTE TOV YLOTPO 1) TOV PUPUOKOTOLd GaG. AVTO
oYvEL Kot Yo kaOe mhovn avemBountn evépyela Tov SeV avapPEPETAL GTO TOPOY GUALO 0ONYIDV ¥PNONG.
Mmropeite eniong va avoaeépete avemlBduntec evépyeleg amevbeiog, uEcm Tov €0VIKOD GUGTHUATOS CVAPOPAS
mov avaypdeeton oto [Hapdptnua V. Méow g avapopds avemBountmv evepyeldv pnopeite va fonbnoete
OTN GLALOYN TTEPLOGOTEP®V TAT|POPOPLDY GYETIKA LE TNV OCPAAELN, TOV TOPOVTOG POPLAKOV.

5. Iag va puidssetor To Hukyndra
To @dpuaxo owtd TPETEL Vo PUAACCETAL GE UEPT) TTOV OEV TO PAETOVY Kol eV TO POAVOLV T TOUdLA.

Na un xpnoIonolEite auTd TO PAPUOKO UETE TNV NUEPOUNVIC ANENG TOV AVOPEPETOL GTNV EMICTUAVCT/GTO
rkovti petd ™ AHEH. H nuepounvia AnEng etvor n tehevtoio nuépa Tov v Tov avaQEPETAL EKEL.
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dvldooete o yoyeio (2 °C — 8 °C). Mnv KotoyvyeTe.
DuAdoceTe TNV TPOYELLIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10l VOL TPOGTATEVETAL OO TO PWG.

Evaliaktikég ouvOnikeg goiagng:

Ortav anorteitat (Yo Topdderypa, otav tadevete), n kabe tpoysuopévn ocvpryya Hukyndra pmopsi va
evidooetar o€ Beppoxpacio 20 °C £mg 25 °C yia péyioto ypovikd ddotnua £og 30 nuepadv - Pefoaiwbeite
OTL glvor TpocTaTELUEVT A0 TO PMG. AoV Pyel amd To Yuyeio pe okomd va euloydei og Beppoxpacio 20 °C
¢mg 25 °C, n oupryyo mtpémer va ypnoipomom0ei evrog 30 nuepdv 1 va amoppreBei, E6tm Kot av
EavartomofetnBel 610 Yuyeio.

Oa TPENEL VO, KATOYPAPETE TNV Nuepounvia Katd v omoia 1 cOptyya Pynke yia mpmdtn @opd and 1o yuyeio,
KaOdG Kot TV nuepounvia LETA amd v omoia Ba wpémel va anopplebet.

Noa pn ypMoonoteite ovtd T0 PAPLOKO €AV TO VYPO ival BOAO, ATOYPOUATIGUEVO 7| EXEL VIQPADES M
LKPOGOUATIONEL.

Mnyv metdite @APUAKO GTO VEPD TNG OMOYETEVGNC 1] GTA OKLOK(A amoppitpota. Potiote tov gappokomold
00G Y10 TO TG VoL TETAEETE TO PAPLOKA TTOV dgv ypnoonoteite ma. Avtd ta pétpa Ba fondrcovv oty
TpocTocia Tov mepPdAlovtog.

6. Mepreyépeva TG GVOKEVAGING KO AOWTEG TANPOPOPIES

T negpréyer to Hukyndra

H dpaoctikn ovoia givar To adalimumab.

Ta dAAa cvotatikd gival yhoprovyo vatplo, caxyapoln, moAvcopPikd 80, Vowp Yo eVESTHA, VOPOYAWDPLKO
0&V (Yo pvOuon tov pH), vdpoéeidio Tov vatpiov (yio pOuen Tov pH)

Epgavien tov Hukyndra kot wepieyopevo T 6v6keva6iog

To Hukyndra 40 mg evécipo 51 V0 GE TPOYEUIOUEVT] GUPLYYO. LUE TTPOCTOTEVTIKO KGAvpuua eAdvag
datifeTon w¢ oteipo ddlvpa 40 mg adalimumab dwaAvuévo o 0,4 ml Swoddparog.

H npoyepuopévn ovpryyo Hukyndra givon pia yoddivn ovpiyya, n onoia mepiéyet didivpo adalimumab.

Kabe cvokevacio tepiéyet 1, 2 1 6 mpoyepiopuévn(-gc) ocbpryya(-c) cuokevacuévn(-eg) o€ Koyéin, ue 1, 2 1
6 emBépoTo AAKOOANG.

Mmnopet va, unv KoKAOQOpoLV OAEG Ol GUOKEVAGIES.
To Hukyndra pmopet va datifetor mg mpoyeicpuévn cvptyya /Kot TPOYEUIGUEVT GLGKEDT] TOTOV TEVOC.

Karoyog Adcrog Kvkhogopiag
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel

Teppovia

Hopookevactég
Ivers-Lee CSM
Marie-Curie-Str.8
79539 Lorrach,
eppovia

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
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Iohovoia

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Ieppavia

INo omoladnmote TANPOPOPin, GYETUK |LE TO TOPOV PAPUAKEVTIKO TPOioOV, Tapakoieiote va amevbuvbeite
oToV TomKd avtimpocmnro tov Katdyov g Adsiag Kukhopopiag:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

bbarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika

STADA PHARMA CZ s.r.o.

Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,,STADA Baltics*
Tel: +370 52603926

EArada
RAFARM A.E.B.E.
TnA: +30 2106776550

Espafia

Laboratorio STADA, S.L.

Tel: +34 934738889

France

EG LABO - Laboratoires EuroGenerics

Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111
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Lietuva
UAB ,,STADA Baltics
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich

STADA Arzneimittel
GmbH

Tel: +43 136785850

Polska

STADA PharmPharm Sp.
z.00.

Tel: +48 227377920

Portugal
Stada, Lda.
Tel: +351 211209870

Romania
STADA M&D SRL
Tel: +40 213160640



Ireland
Clonmel Healthcare Ltd.
Tel: +353 526177777

Island
STADA Arzneimittel AG
Simi: +49 61016030

Italia
EG SpA
Tel: +39 028310371

Kvnpog
STADA Arzneimittel AG
TnA: +30 2106664667

Latvija
UAB ,,STADA Baltics*
Tel: +370 52603926

Slovenija
Stada d.o.o.
Tel: +386 15896710

Slovenska republika
STADA PHARMA
Slovakia, s.r.o.

Tel: +421 252621933

Suomi/Finland

STADA Nordic ApS,
Suomen sivuliike
Puh/Tel: +358 207416888

Sverige
STADA Nordic ApS
Tel: +45 44859999

To mapdv ¢vALo 0dNYLAV xpRoNS avadempONKe Yo TEAEVTOIN POopd 6TIG {

Addreg I YEG TANPOPOPLAOV
Aemtopepeic TANPoPopieg Yia TO0 QAPHOKO aVTO gival SlafEciec 610 dkTLOKS TOTO Tov Evpmmaikod
Opyavicpod Gopudkov: https://www.ema.europa.eu.

Aentopepeic TANPOPOPIES Y10 TO CUYKEKPIUEVO PAPLOKO, GTIC 0Ttoieg cvumepthapuPdvetar Eva Bivieo oyeTikd
UE TOV TPOTO ¥PNONG TNE TPOYEUIOUEVNC GVPLYYAS, Eival dlabéoiueg capavovtag pe EELTvo Kivntd TNAEQ®mVO
(smartphone) tov kmdiko QR mov Ppicketar mapakdto N endve oty eEotepikn cuokevaoio. Ot idleg
TANPoPopieg eivan emiong drabéoipeg otov akoAovbo cvvdeopo (URL): hukyndrapatients.com

Kmoduog QR mov O cuopmepiinebei
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7. Odnyieg xpnong
OAHI'IEX XPHIHX

Hukyndra (adalimumab) apoyepiopévn copryya
40 mg/0,4 mL evéopo drahvpa, Yo vrodépio yprion

AW PaoTe TPOCEKTIKA AVTES TIG 001 YIEG YPNONGS TPLY YPICLUOTOUN|GETE TV TPOYEULCREVT] GUPLYYO. Pidg
xpnons Hukyndra

Hukyndra spoygpiopévn copryya

Kdaioppa )}
Berovag 0

: )
gﬂji ) EEQE Enpolo
- )

INRovTIKEG TANPOPOPIES TOV TPEMEL VO, YVOPILETE TPV KAVETE TNV EVEGT IE TNV TPOYEUIGHEVT] GVPLYYO.
piag ypfiiong Hukyndra

Inpovtikég TApopopieg:
. Mo vroddpla Eveon poévo

. M ¥pNGIOTOIEITE TN GVPLYYO. KOL EXIKOIVAOVIGTE LLE TOV TAPOYO VYEIOVOMIKNG TEPIBAAYG 1 TOV
(POPLOKOTOLO GOG EAV:
. To vypo eivar BoAd, amoypOUATICUEVO 1| TEPLEYEL VIPEOEG 1] COUOTIOW
. H nuepounvia Anéng £xel mapérdet
. To vypo &xetl katayvyOel (akdua kat edv Exel amoyvybel) 1 £xel extedel 010 AECO NAOKO POS
. H mpoyepiopévn cvpryya €xel méoel 1| £l omicel

. Kpatnote to kdAvpuo g felovag otn 0Eom Tov uéypt T otiyun g éveons. No pUAGGGETE TO
Hukyndra o€ pépn mov dgv 1o @Oavovv to Tondid.

. Agite v gvotTO 5 0T0 GOAAO 00N YLDV YPNONCOYETIKA LLE TOV TPOTO POAAENG TNG TPOYELGUEVNG
oOpryyog piog ypriong Hukyndra.

Hpw an6 v éveon:

O mépoyog vyerovokmng epovtidag cag Oa mpémetl va cog del€el TAS VA YPNCLUOTOMGETE TNV TPOYEUIGUEVT
oOptyya piog xpnong tov Hukyndra mpwv ) ypnouonotcete yio mpdTn popd.

Tpéyovess ypong g svpryyag Tov adalimumab:

Axoua Kol av EYETE YpNOIUOTOGEL AAAEC cOptyyeg adalimumab mov kvkAopopovoay 610 TapeAbiv,
TOPOKAUAOVIE SLAPACTE TIG 00N YiEg TANPOC, DGTE VO KATAVONGETE TOV TPOTO GOGTNG YPNONG AVTNG TNG
GUGKELTG TTPLV EMLYEIPTCETE VO KAVETE TNV EVEDT).

Epoiosic oyetikd ne ) pnon g npoyspmopévig cvpryyas Hukyndra;
Emwcowvmvnote e Tov Tapoyo VYEIOVOUIKNG PPOVTIONG GOG EAV £XETE OTOIEGONTTOTE EPWTNCELS.

Hpoctowmascia yia TV éveon e tpoysmopnévne ovpryyac Hukyndra

BHMA 1: Byédite ) copryye om6 to yoyeio kon {eotavere otovg 20 °C £mg 25 °C ya 15 - 30 Aentd
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1.1 BydAte to Hukyndra and to yoyeio (PAéne Ewcova A).

1.2 Apnorte 1o Hukyndra otovg 20 °C £wg 25°C yia 15 émg 30 Aentd mpv and tnv éveon (PAéne Ewcova B).

. Mnv agaipeite To ykpt kdAvppa g Beddvag evoocm aprvete To Hukyndra va ¢Bdoet tovg
20 °C éwg 25 °C.

. Mn Oeppaivete to Hukyndra pe omotovonmote GAAo tpomo. ' mapdderyua, pnv to {eotdvete
0€ POVPVO LKPOKVUATOV 1) 6€ (E0TO vePO.

. Mn ypnoiponoleite Ty TPoyeGUEVT] cVPLYYa €6V TO VYPO €xel KatayvyBel (akoun Kot gdv

éxet amoyuyOel).

Ewova B

BHMA 2: EAéyEre Tqv nuepopnvia AMENG Kol To vypod ¢appoko
2.1 EAéy&re Tnv nuepounvia AéEng oty eTikéTa TG Tpoyeopévng ouptyyas (BAEne Eucova I).

. M xpNOIUOTOIEITE TNV TPOYELGUEVT GVPLYYQ EGV Exel Tepdoet 1 nuepounvia Anéng (AHEH).
2.2 EAéyéte 10 vYpO hploKo ot ovpryya yio va Befoiwbeite 6Tt givar dovyég kot aypopo (Ewova I).

. M xpNGOTOLIEITE TN GVPLYYO, KOl EXIKOIVAOVIGTE LLE TOV ETAYYEAUATIO VYELOG T} TOV
(OPLOKOTTOLO GOG AV TO VYPO glvar BOAD, ATOYPOUATICUEVO 1| TEPLEYEL VIPAOEG 1] COUATIOW.

\ EAéyEre v nuepopmvia Méng

v Kol T0 VYO PAPLOKO
)
]:E_ -

AHEH: MM/EEEE

Ewéva I’
BHMA 3: ZuyKevTpMOTE TU UVOADGINO KOl TAOVETE TA YEPLA
3.1 TomoBetnote TO akdAOLOa avTikeipeva oe pia kabapn, eninedn empdveio (BAéne Ewova A):

. 1 mpoygpiopévn cvpryya piog xpnong Kot exibepo oAkoOANC.
. 1 Bappdit i yala (dev meptropfavetar).
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. Aoygio amdppIYNC ALYUNPOV AVTIKEWEVOVY, 0VOEKTIKO ot d1dtpnon (dev mepthapupdavetar).
BAéne prpa 9.

Ewova E

"Eveon tng mpoysmonévne ovpryyoec Hukyndra

BHMA 4: EmiéEte kon koOapiote éva onpeio yia tnv éveon

4.1 EméEte éva onpeio yio tnv éveon (PAére Ewcova ZT):

. 270 UTPOCTIVO HEPOG TMV UNPOV GOG 1
. 21V KoMl 60g TOVAGYLGTOV G€ amOGTACT TOVAGYIGTOV 5 CM 0md TOV OUPOAD GOG.
. Awopopetikd and 1o onueio g terevtaiog Eveong (tovAdyiotov 3 CM amd To oNuUEio TG

Terevtaiog Eveonq).
4.2 KaBapiote 10 onueio g éveonc pe po KokAKY Kivion pe 1o enifepo aAkooAng (BAéne Ewova Z).
. Mnyv kdvete Vv éveon TAve amd To. poLYOL.

. Mnyv kdvete v €veon og dépa Tov eival evaiotnTo, £xel LOAOTES, vl KOKKIVO, GKANPO,
éxel oVAEG M paryddeg N o€ TEPLOYEG LE Yplaom.

|

Ewovo 2T
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Ewova Z

BHMA 5: Agoipéote 10 KGAoppa tg ferdvag

5.1 Kpatnote v mpoyepuspuévn avpryyo. oto Eva yépt (BAéne Ewkova H).

5.2 Mg 10 A0 YEPL APapESTE amaAd To KdAvppa TNG Peovag pe i kivnon (BAéne Ewova H).

Amoppiyte 10 KAAvUpa TG PeEAdVOC.

Mnv 10 gnavatonofeTNOETE.

Mnyv ayyilete T Peldva pe To SAKTLUAG oG 1 LNV TNV aproeTe va £pPel o€ ETaPN] LE OTIONTOTE.
Kpatnote v apoyeiopévn copryya pe tn BeAdva mpog to mive. Mmopel va deite aépa otnv
wpoyepopuévn ouptyya. [liéote apyd to EUPoro TPOg TO, LEGT Y10l VO, PULPEGETE TOV 0EP LECH
g Perovag.

Mmnopet va deite pia otaydva vypol otny dipn s Perdvac. Avtd eitvar pUGIOAOYIKO.

Ewova H

BHMA 6: [Iidote TN 60p1yyY0a KO TGLUTNGTE TO OEPNO.

6.1 Kpatnote 10 6O TNS TPOYEUOUEVNG GUPLYYOG OTO VO XEPL OVAUEGO GTOV OVTIYELPQ KOl 0TOV OgikT,
omwg Oa kavate pe €va, poAvPt (BAéne Ewkova ©). Mnv tpafdte moté to £uforo mpog To Tiom.

6.2 Townnote omadhd TV TEPLOYN TOV KOOOPOoD dEPUATOC 6TO orueio TG Eveong (KOTAMOKT ydpa 1 UNpog)
ue 1o dAro cog xépt (BA. Euwova I). Kpatnote otabepd to dépua.
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Ewova O

Ewova |
BHMA 7: Eyyvote T0 @appoko

7.1 Ewsdyete 1 Peddva oty mTuyn Tov dEpLOTOG 6 Yovia mepimov 45 popdv pe pio ypiyopn, covioun
kivnon (PAéne Ewkova K).

. A@ov ewodyete T Peldvo, APNOTE TO SEPLLAL.

7.2 IIéote apyd to EUPoro Tpog Ta péca uEypt va eyyvoel 6o To SLAVUO Kol VO AOELUGEL 1] TPOYEUIGUEVT
ovpryya (PAéme Ewdva A).

Ewova K
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Ewéva A
BHMA 8: A@pi|67€ TNV TPOYEHIGUEVT] GUPLYYO. VO OTTORAKPOVEL TN PEAOVA 0o TO dEpRa
8.1 Avaonkmote apyd 1o daxTuAd cag arnd To EuPoro. To Euporo Bo kKvnOel Tpog T ETAV® UE TO dAKTVAD

oog Kot Ba amopakpivel T Pehdva amd To onpeio g £EvEong mPOg TO TPOSTATEVTIKO NG Perdvag (PAéme
Ewova M).

. H Behdva dev Oa amocvphel mapd povo edv €xet eyyvbel 6Lo T0o VYPO. MIANGTE e TOV Y10TPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOLO GO EAV TIGTEVETE OTL OEV EYETE YOPNYNOEL TNV TANPN dOG1.

. Eivai puctodoyikd va deite Eva Elatnplo YOpw amd tn papdo tov eufOrov UETH TNV
amoudkpouven g Perovag.

8.2 Metd v olorkAnpmwaon g £veong, Torobetnote Eva Koppdtt Papfakt | éva koppdtt yalog oto déppa
TOve ad To onueio g Eveong.

. Mnv tpiPete.
. Eivai puctoloyikd va mapatnpndel ehappd apoppoyio 6to onpeio tng éveong.

Ewova M

Anéppwn ™ mpoyemepévne cvpryyoec tov Hukyndra

BHMA 9: AmoppiyTe T1) (pNOLUOTOMUEVT] GUPLYYO GE £VA DOYEI0 LYUNPAV AVTIKEIUEVOV

9.1 TomoBeTNGTE TIG YPNOLOTONUEVES GG PEAOVEG, GUPLYYEG KO oty Unpd avTikeipeva og Eva doyelo
ATOPPIYTG QLY LNPOV OVTIKELEVOV ApEcHG Petd T ypNon (PAéne Eucova N).
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. Mnyv netdte (amoppintete) T1g PELOVES KOl TIC CUPLYYES YOPIG KAAV UL GTO OUKIOKA
amoppippoTo.

9.2 To xéAoppa, to enifepo aAkooANg, To Pappdrkt q 1 yale, Kabmg Kol | GLOKEVAGIN UTOPOVY VA
TETAYTOVV GTO, OIKLOKE omoppitpaTa.

Ewova N

IpéoBeTeg TANpoPopicg amdppLyng

. Edwv dev éxete doyeio andppiyng ayunpdv oVTIKELEVOV, UTOPEITE VAL YPNCUYLOTONGETE VA OIKLAKO

doyeio to omoio:

. elval KaTaoKeLOOUEVO amd TAACTIKO Papldg xpnong,

. umopel va kKAeioel pe kamdkt Tov epopurolel oerytd Kot etvon avBektikd ot ddTpnon, xwpig va
elvar duvartn N e€ay@yn TOV atyUNpPOV AVTIKEUEV®V,

. elvar katdAAnio kot otafepd Katd T ¥pHon,

. elvar avBexTiKd oTig drppoég Kat

. QEPEL KUTAAANAT ETIGTLOVOT] Y10l VO, TPOELDOTOLET Yol EMIKIVOLVO amOBANTA EVTOS TOVL doYEIOV.

Orav 10 doyeio andppymg aynpdv avTIKEEVOV glvat oxedov yepato, Ba ypetaotel va akolovdnoete Tig
TOTIKEG KateuBuvtnpleg odnyieg Yo TOV 6GTO TPOTO AmOPPIYNG TOV S0YEIOL ATOPPIYNG LU POV
OVTIKELLEVOV.

MnV amoppinTETE TO YPNCYLOTOUEVO SOYELD ATOPPIYNG OLYUNPDV OVTIKEIHEVOV GTO, OTKLOKE OTOpPILUATA.
MnV avOKUKADVETE TO YPNCUYLOTONUEVO SOYELD ATOPPIYNS ULYUNPADV AVTIKELEV®V.

Edv éyete 0mo1ec0nmoTe EpMTNOELS, EMKOIVOVIGTE UE TOV TAPOYO VYELOVOUIKNG TEPIBolymc Tov Gag
napokolovdei yio fonbeia.
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®Yrlo 0OV ypiong: [Iinpoopisg Yo Tov acOevi)

Hukyndra 40 mg evéeipo d1dAvpa 6€ TPOYEPIGPUEVT] GUGKELT TOTOV TEVOG
adalimumab

vTo @ApHOKO QVTO TELEL LTTO CLUTANPOLOTIKY ToPaKoAOVONGN. AVTd Do eTITPEWYEL TOV YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdieloc. Mmopeite va Ponbnoete péocw g avapopds mlavmv
AVEMBOUNTOV EVEPYEIDY TTOV EVOEYOLEVMG TTapovatdlete. BA. Téhog g mapaypdpov 4 yia tov TpoOmo
avaQopdg avemBOUNTOV EVEPYELDV.

Awfdote TPocEKTIKA 0AOKANPO TO GVALO 0ONYLAV YP1)ONGS TPV APYICETE VA YPNOCLUOTOLEITE AVTO TO

QPapPROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- ®vAdEte avTd TO EUALO 0dNYIBV YpNone. Towg ypelaotel va to dufdcete Eavda.

- O ywtpog oag Ba cog dmoet po Kapro YrevOopiong AcBevoig, ) onola mepiéyel onuovTikég
TANPOPOPIES Y10, TNV AGPAAELD. TOV QPOPLAKOV TG omoieg Bo Tpémel va yvopilete mpv EeKvioete va
ypnoonoteite To Hukyndra kabmg kot kotd ) didpketa tng Oepanciog pe Hukyndra. No éyete avtiv
mv Képta YrevOopiong AcOevoig navta poli cog katd tn ovapkela g Oepanciog cog Kot Yo
4 pMveg petd v Televtaio cag éveon pe Hukyndra.

- Edv éyete mepaurtépm amopieg, pOTAOTE TOV Y1OTPO 1) TOV QUPLOKOTOLO GOG.

- H ocvvtayn yia autd 1o pdppoko xopnyndnke amokAEloTIKd Yio 60G. Agv TPEMEL VO ODGETE TO
@Aappoko o€ GAAovs. Mmopel va Tovg TpoKaAésel PAAPT, AKOUO KoLl OTOV TO GUUTTOUOTO TNG
ac0éveldc Tovg eivart 101 pe Ta O1KA oag.

- Edv mapatnpnioete kdmola avemBountn evépyela, EVIUEPMGTE TOV YIUTPO 1 TOV QUPLOKOTOLO GOc. AvTd

woyveL Ko yio kéOe mbavr| avemBountn evépyela Tov dev avapEPETAL 6TO TaPOHV GUALO 0ONYIDV YPNOTG.
BA\éne mapdypago 4.

T tepréyer o mapév pvAro 0ONYLOV:

T1 eivon To Hukyndra kot oo givai 1y xprion tov

T1 npémet vo, yvopilete Tpv ypnoonomoste to Hukyndra
ITog vo ypnopomomoete to Hukyndra

[Mbavég avemBounteg evépyeteg

i va. pvidcoetol to Hukyndra

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIEg
Odnyieg xpnong

NookrwdE

1. T givan To Hukyndra kot wowa givar i ypijon tov
To Hukyndra mepiéyet t dpactikn ovoia adalimumab

To Hukyndra ypnoipomoteitot yo t Oepomeio:
Pevpatogidong apBpitidog

[HoAvapBpucg, veavikng Wiomabovg apbpitidog
ApBpitidag oxetilopevng pe evheoitida
AYKLVAOTOMTIKTG OTOVOLALTIONG

A&ovikng omoviviapOpitidag ympig OKTIVOAOYIKE EVPTLOTO OYKVAOTOMNTIKNG GTOVOLAITIONG
Yoprooikng apbpitidog

Yopioong Kotd TAGKOG

AmTOUNTIKNG 10p®TASEVITIONG

Noécov tov Crohn

EAx®ddovg koAiTidog

Mn Aoypmdovg poryoetditidog
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H dpactiki ovsia Tov Hukyndra, n adalimumab, givat éva avBpodmivo povokkmvikoé avticopa. To
LLOVOKAMVIKA aVTICOUATO EVOL TPOTEIVEG TOL TPOGOEVOVTAL GE VO GUYKEKPLUEVO GTHYO.

H adalimumab éyet mg otdyo ¢ o TpwTeivn Tov ovopdletol mapdyovtag vékpoong oykwov (TNFa),
omoia EUMAEKETOL GTO AVOCOTOMTIKO (OULVTIKO) VTN Kot BpiokeTon oe avénuéva emimeda 6Tig
eAeYHOVOELS acbEveleg TOV avapépovtat Tapandve. Me Ty tpdcdeon oto TNFa, to Hukyndra ehottdvel
T S10d1Kaoio AEYLLOVIG GE QVTEG TIG AcOEvELes.

Peopatociong apOpitioa
H pevpatoeidng apbpitida etvon pia pAeypovddNG vOGos TV apBpdoemy.

To Hukyndra ypnopomoteitor yuo t Oepameio g pétprag £mg cofapfc peupatogidong apbpitidog otovg
eviAkes. Mmopel apycd va oag xoprnynfodv dAra Tpomomomikd TG vosov pappaka, 6mwg 1 pebotpegdrn.
Edv dev avtamokpifeite apketd kaAd oto, @apuoaka avtd, 0o cag yopnyndei to Hukyndra.

To Hukyndra pmopet eniong va xopnyn0ei yio t Bepaneio g coPapnc, evepyod kat eEgMocduevng,
PEVUATOELDOVG apbpiTidag ympic va €xel Tponynbei Oepameio pue pebotpe&arn.

To Hukyndra propet va emiBpadivet tig frafeg tov apbpdoemy mov TpoKolodvTol and T GAEYHOVOIN
voco kot propet va tig fondnoet va kKivodvtor o ehevbepa.

O ywatpdc cag Ba amopacicet v to Hukyndra mpémet va yopnynOei pe pebotpe&dn 1 povo tov.

olvapBpuc] veaviki) 100madg apbpitida
H molvapbpikn, veavik,n 1010madng apbpitida eivor pio AEYHLOVOING VOGOC TV apdpdoemv.

To Hukyndra ypnowomoteitat yia t Ogpameio g moAvapOpikng, veavikng, 1onabovs apbpitidag o
acBeveic nAkiag 2 eTdv Ko dve. Mmopel apyikd vo cag yopnynbodv dAla tpomomomTikd tng vosov
eappoka, Omwg 1 pebotpeEdrn. Edv dev avramokpiBeite apketd Kahd oto pappoka avtd, o cag xoprnynosi
1o Hukyndra.

O ywtpog oag Ha anopacicet eav To Hukyndra mpémet va yopnyn0ei pe pebotpe&dtn | povo tov.

ApOBpitda oyxeTilodpevn pe evBeoition
H oyenilopevn pe v evlecitida apbpitida sivarl o pAeypovmong vocog Tmv opfpmdceemy Kot TV onueiny
OV Ol TEVOVTEG GLVOEOVTOL LE TO OOTA.

To Hukyndra ypnowomoteitat yia t Ogpoameio g apbpitidag mov oyetiletar pe mv evbeoitida o aobeveig
nikiog 6 eTov kot ave. Mmopel apykd va oag xopnyndodv dAro TpomomomTikd TG VOGOL (APLLOKLL, OTMS
N nebotpeEdtn. Edv dev avtamokpiBeite apketd kaAd ota gpapuake avtd, 0o cog xopnyndei to Hukyndra.

AYKOLOTOMTIKT] GTTOVOLAITION KUl 0E0VIKY] 6TTOVOVAUPOPITION YMPIgS AKTIVOLOYIKE EVPT LT
0 YKVAOTTOMTIKIG GTTOVOLAITIONG

H ayxviomomtixy 6rovovAitide kot 1 aEoViKT 6movovAapdpitida yopic aKTIVOAOYIKE EVPTUATO
OYKOAOTOMTIKNC GTTOVOVAITIONG Eival PAEYUOVADOEIC VOGOL TG OTTOVOVAIKNG GTHANG,.

To Hukyndra ypnowomoteitat yio tn Oepameio e coPapnic, ayKuAOTOMTIKNG GTOVOLAITIONG Kal TG
a&OVIKNG GTovOLANPOPITIONG X PIG AKTIVOAOYIKG ELPIUATA OYKVAOTOTIKNG GTTOVOVALTIONG GTOVE EVIAIKEC.
Mmopet apyikd vo cag yopnyndovv diia edpuoxa. Edv dev aviamoxpifeite apketd kaid ota edpuoxo
avtd, Oa cag yopnynOei to Hukyndra.

Yoprocw) apdpitidn
H yoplacikn apbpitida gival o preypovmong vocog tov opfpdoemv Tov cuvidmg cuvdietal pe yopioo.
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To Hukyndra ypnowomoteitar yia t Bepameio g yopacikrg apbpitidag otovg eviiikes. To Hukyndra
pmopel va emPpadvvet 1ig PAAPeg Tav apBpdoemv mov Tpokaiodvtot amd T voco Kot va TG fonbnocetl va
Kivoovtot mo eAevBepa. Mmopel apyikd va cag yopnynovv ahia edppaxa. Edv dev avtanokpibeite apketd
KoAG oto @apuaka avtd, 0o cag yopnyndei to Hukyndra.

Yopioon katd Tthakag

H yopiaon kotd mAdikog ivor pia deppatonddeia mov npokoiei epuBpég, POAOMTES, AETIODIELG TAAKEG
OEPOTOC TTOV KAADTTOVTOL ATd 0pyvpoypoa Aémia. H yopiaon kotd mhdkag pmopel emiong va TpocPiiet ta
ViYL, TPOKAADVTOG ATMAELL TOV VOYLOV, TAYLVCT KOl ATOKOAANGT amd TNV KOiTN TOL VUYL0V, TO 0Toi0
pmopel va givat eEmmOLVO.

To Hukyndra ypnoipomoteitor yuo t Beponeio

. ™G LETPLOG £0G cOPapnC ¥POVING YOPLOoTG KOTE TAAKOG GTOVG EVAAIKES Kol

. g coPapng xpoviag ympiaong kotd TAdkag o Tondld kot prfovg nAwiog 4 £wc 17 etdv otoug
omoiovg 1 tomikn Bepameia kot o1 pwtobepamneies gite dev AertovpYNGAV TOAD KOAX 1| dgV NTOV
KOTOAANAES

AlTONTIKN W0POTAIEVITION

H dromontikn 1dpotadevitido (ovopaletor Kot ovaoTpoen axun) eival pio xpovia Kot Guyve emm@ovvn,
QAEYLOVOING VOGOG TOL déppatoc. Ta cupntodpata uropet va meptrapupavouvv evaictnto olido
(e€oykopata) kot amoothpata (dobveg) mov pmopet va ekkpivovv mhov. Epeaviletor cuyvotepa o
GUYKEKPLUEVEG TTEPLOYES TOV OEPUATOG, OTMG KATM amd T0 6TNH0G, OTIG LAGYAAES, GTO ECOTEPLIKO TOV UNPDV,
o™ PovPeViK ydOPa KoL TOVG YAOLTOVG. XTIC TPOSPEPANUEVEG TEPLOYEG LITOPEL EMIONG VO ELPAVIGTOVY
OVAEG.

To Hukyndra ypnowomoeital yio. tn Oepomeia
. ™G HETPLOG £0G cOPapNS, SLTUNTIKNG WOPOTAOEVITIONG GE EVIIAIKES KOl
. ™G HETPLOG £G cofapng, damunTikng Wpwtadevitidag oe epnfovg nikiog 12 éwg 17 etdv

To Hukyndra pmopet va peidoet tov aptbpd tov olidinv Kot Tov orocTnUAT®Y ToV TPOKOAODVTL ard T
v660, KaOOC Kol TOV TOVO TOL GUVIEETAL GLYVA e TN vOG0. M7opel apyikd vo cag yopnynbovv aala
eapuaxa. Eqv dev avtomokpibeite apketd kald ota pappoko avtd, 0o cog yopnyndei to Hukyndra.

Noéoog Tov Crohn
H véoog tov Crohn givar pio @Aeypovadng vooog Tov TEXTIKOD GVGTHLOTOG.

To Hukyndra ypnoipomoteiton yo t Beponeia
. ™G HETPLOG G coPapng vooov tov Crohn og evijlikeg Kot

. ™G HETPLOG EmG coPfapng vooov tov Crohn oe maidid ko eprovg nhikiog 6 £wg 17 etdv

Mmropet apyikd vo cag yopnynbovv aiia pdpuoxo. Edv dev avtamokpibeite apketd kadd ota edpuaro
avtd, Ba oag yopnynbei to Hukyndra.

EAk®ong koAitidoa
H eAxdong kolitida givan o pAEYLOVMONG VOGOG TOV TOE0G EVTIEPOV.

To Hukyndra ypnowomoteital yio tn Ogpomeia
. ™G HETPLOG EMG coPapnG, EMKMOOVG KOAITIONG G€ EVAAIKES KOl

. ™G HETPLOG EMG coPapnc, EAKMDOOVG KOAITIONG 6 TToudtd kot eprifovg nhikiag 6 émg 17 etdv

Mmnopet apyikd vo cag yopnyndovv diia edpuoxa. Edv dev avtamoxpifeite apketd xald ota edpuoo
avtd, Oa cag yopnynOei to Hukyndra.

Mn Lowp@ong payoEdiTion
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H pn Aoyddng payoeditido etvar pio. pAEYLOVAOING VOGOC TOV EXNPEAlEl OPIoUEVO TUNUATO TOV 0QOaALO0D.

To Hukyndra ypnoipomoteiton yo t Beponeio

. EVNAIK®V pE un Aotpnddn payoeditida pe eAeypov mov ennpedletl to omicOio uéPog Tov 0POHUALOD

. o€ ToudLd amd TV NAKIO TV 2 ETOV HE YPOVIA, U1 AOUMOT payoElditidn Le GAEYHOVT| TOL EMNPeGlet
10 TPOGH10 PEPOG TOV 0POHAALLOD

H epAeypovn avtr| propet va odnyfoet og peimon g 0pacns Kaun otny topovcio eEWpopdTomy 6ToV
0POaAS (LaPEG KOVKKIOES 1) WIAEC YPOUUES TTOV KIVOOVTaL 6€ OA0 TO edio g Opaong). To Hukyndra dpa

LEWDVOVTOG QLTI TI QAEYLLOVT.

Mmropet apykd vo cag yopnynbovv aiia edpuoxo. Edv dev avtamokpibeite apketd kadd ota eapuoo
avtd, Oa cag yopnynOei to Hukyndra.

2. T péner va yvopilete Tpy ypnopomomjoste To Hukyndra

Mnv gpnoiporoumjcete o Hukyndra

. Y mepintoon aAlepyiag oto adalimumab 1 og onolodonToTe GALO ad 10, GVGTATIKG CLTOD TOL
QAPUAKOV (avopEPOVTOL OTHV TOPAypao 6).
. Y mepintmon gvepyol pupotioong N GAlov coPapadv Aowwméewv (PAére «IIpogidomooels Kot

[IpopuvAda&eign). Eival onpovtikd vo evnuep®ceTe TOV Y1oTpd 60G AV EXETE CUUTTAONOTO AOTUWOENG,
Yo TopAderypua, Topetd, TANYES, aichnuo KOTMoNG 1 000VTIKG TPOPANIATA.

. Ye mepintoon pétplag 1 cofapnc kapdiokng averapkelas. Eival onuavtikd va evnuepooete tov
yTpo oo edv glyate 1 Eyxete coPapn kapdiakn voco (PAéne «IIpogidomomoelc kot [Ipopurdesy).

IIposgidomou)oels KoL TPOPVAGEELS
AmevBuvbeite oTov ylaTpo 1 TOV QOPUOKOTOL0 6ag TPV Ypnoionotoete To Hukyndra.

Adldepycéc avtdpdoelg

. Edv gpoavicete alhepytkés avidpdoels pe countopate onwg aicdnua cei&ipotog oto Odpaka,
dvonvola, LaAn, oidnuo 1 e€dvOnua dtakdyre Tig evéoeig Hukyndra kot emkowvoviote apéomg pe tov
YTp6 560G KaOADC, 68 GTAVIEG TEPITTACELS, OVTEG Ol AVTIOPACELS UTOPEL vaL Elval SUVNTIKA OTEANTIKEG
yio v (on.

Aoudéeig

. Edv éyete o Aoipwén, copmeptlopufavopévng piag xpoviag Aoipméne 1 piog Aoipuméng oe éva onpeio
TOV oMPATOHS 560G (Yo Tapdderypa, £Akog Kviung) cuppfovievdeite Tov yiotpo cog mpv apyicete Tnv
ayoyn pe to Hukyndra. Edv dev giote BéPaiot, EMKOVOVAGTE UE TOV Y1ATPO GOG.

. Mropei vo. supavicete Aouméelg evkordtepa evd daufavete ) Oepaneio. Hukyndra. Avtog o
kivouvog evdéyetan va ovéndet edv éyete mpofAnpata e Toug Tvedpovég cac. Ot AotpmEelg avtég
umopel va glvat EMKIVOLVEG Kot GUUTEPIAAUPAVOLV:

o oupotioon

o AOUDEELG TTOL TTPOKOAODVTOL OO 100G, LOKNTES, Tapaoita 1 Bakthpla

o cofapn Aolpmén oto aipo (onyoupio)

Y& OTAVIEC TEPITTMOCELS, OVTEG Ol AoumEelc ivar mhavo va, eivor amelAntikég yio T (on. Eivot
ONUOVTIKO VO EVIUEPMOETE TOV Y10TPO GOC EAV TOPOVCIACETE CUUTTOUATO OTMG TVPETO, TANYEC,
aioOnpo kémwong 1 odovtikd tpofinuata. O yraTpdg cog eivar mhavd va 6og TEL VoL SIUKOYETE TO
Hukyndra ywo kdmoto Sidotnpa.

. Evnuepdote tov ylotpd cog GV KoTOKEITE 1] TOEIOEVETE GE TEPLOYES OTOL Eival TOAD GUYVEG Ot
LUKNTIGIKEG AOUMEELS (Y10 TOUPASELY LA, IGTOTAAGU®MGT), KOKKIOIOEIO0UVKNTIOGT 1
BAactopvkntioon).

. Evnuepdote tov ylotpd cog eqv elyote AOUOEELS TOV ETAVEPYOVTAL GLYVA 1| AAAEC TaONGELS TOV

avEdvouy Tov Kivouvo AoUdEEDV.
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Edv glote nlixiag Gve tomv 65 gtdv eiote mo gvdiwtol o€ Aounéelc, evd AauPdavere Hukyndra. Eoeic
KoL 0 YlutpOg cag mpénel vo, Ogi&ete 1d1aitepn mpocoyn oe onueio Aoipméng eved Aapupavete Bepomeio
pe Hukyndra. Eivot onpovtikd va evnpepdoeTe Tov ylatpd 60G €AV ELPAVIGETE GUUTTMLOTO
rolpwéng, dmwg mopetd, TAnyEg, aicOnua KOT®oNg 1 000vTIKG TPOPANLLATA.

dvuatioon

Eivai moAd onpavtikd va evnUepMGETE TOV Y10TPO GOG GV glyate mOTE pupaTioon, 1 €dv NABate og
OTEV EMAPT LE KATOOV TTOL glxe pupatioon. Edv éxete evepyn popatioon, un yp1cLLOTOGETE TO
Hukyndra.

o Eme1n] £xovv avaeepbei mepurtdoeig popotioong og acheveic mov édafav to adalimumab, o
yYwTpog cag Ba cog e€etdoet yia onpeio Kot GUUTTAOUOTO PUUATIOOTG TPLY APYICETE VAL
hapPavete to Hukyndra. H g€étaon avtr 0o tepilopfdvel Tinpn wotpikn ektipnon
GUUTEPTAOUPAVOLEVOD TOL 1TPIKOD IGTOPIKOV GOG Kol KATAAANAO Eheyyo (Yio mapdoety Lo
axtvoypagio Odpokoc kot doxpacio upativing). H die€aymyn kot ta arotelécpata avtdv
TV dokipactdv Ba mpénet va kataypdepovrol oty Kapra YrevOipiong AcOevoic.

o dupatioon propei va avoartoybel Katd tn diapiela g Oepameiog axdun Kot av Exete AaPet
Oepameio yio TV TPOANYT TG PLUOTIOGNG,.
o Edév ovpuntdpato popatioong (Yo mopdadetypa, Pryog mov dgv vroympel, anmdAigia Bapovg,

ENLetyT EVEPYNTIKOTNTOG, NTLOC TVUPETOC) | OTOLUONTOTE AAAT AOIH®EN epeavicbel Katd T
dudpkela g Bepameiog 1 HETA amd avTr O TPETEL VO EVIUEPDCETE OUECMG TOV YIUTPO GOG.

Hnoztitido B

Evnuepaote tov yuotpd cog edv glote popéag tov 100 g nratitidos B, edv €xete evepyd nroatitida B,

N vroyaleate 0T fpickecte o Kivouvo va poivvieite pe tov 10 g nratitidag B.

o O ywatpog oag Ba mpénet va cag eEgtdioet yia Tov 10 g nratitidag B. Xe acbeveic o1 omoiot
gtvar Qopeic Tov 100 ¢ nratitidag B, to adalimumab sivon mbavo va mpokorécet
EMAVEPYOTOIN oM TOVL 10V.

o Y& KAmOlEC OTAVIEC TEPITTMOOELS, EOIKA GV AapuPAveTe Kot GALD QOPLLOKO TO OTTO10
KOTOGTEALOLV TO (VOGOAOYIKO GUGTN LA, 1 ETOVEVEPYOTOINGT TOL 100 NG Nratitdog B, etvan
mBavo vo amoderydel ametAntikn yo tn {on.

Xepovpyikn N 06ovTikn exéufacn

Edv mpdkertan vo vroPAndeite oe eyyeipnon M oe enéuPocn ota SOV, EVUEPDGTE TOV YIOTPO GOG
ot AapPavete Hukyndra. O yotpdg oag eivor Thavd vo 6uoTHoEL TPocOPV dtakonh TG Oepameiog
ue Hukyndra.

AnopveMvotikn vococ

Edv voeépete 1 gpeovioete pio amopveAvoTikn voco(uio acbéveila 1 onoia ennpedlel Tov LOVOTIKO
Lovovo YOop® amd T vedpa, OTme 1 GKANPLVOT KATA TAGKOG), 0 YITpOg cag Oa amopacicetl edv
npémel vo, AMaPete 1 vo. cuveyioete va Aappdavete to Hukyndra. Evihuepmote apéomg tov yiatpd oag
€4V PLOCETE GUUMTOUOTO, OTMG AAAAYES GTIV OPOOT], AdLVALIC oTa XEPLX ) TaL TOSLA, 1 LovSo A 1)
LUPUNYKIOGLO GE OTTOI0OMTTOTE UEPOG TOV CAOUATOS GOC,

EpfolMoacpot

Opiopéva guPoito evoéyetal va TpokoAiécovy Aoluméelg kot o Oa mpémel va, yivovtal eved Aapupdavete
to Hukyndra.

o Pwtote tov yotpd cag mpv Adfete omotoonmote uPorto.

o YUVIOTATAL, €’ OGOV EIVOL EPIKTO, TO TOUSLYL VAL £XOVV TPOLYUOTOTOGEL OAOVG TOVG
TPOYPOUUATIOUEVOLG EPPOAOGOVG BAcel nAkiog Tpy amd v Evapén g Bepomeiog pe
Hukyndra.

o Edv AaBate Hukyndra evéd ficaotay £ykvog, to nopd oag unopei va dtatpéyetl ueyaAdtepo

KIvOLUVO EUOAVIONG TETOWOG AOTMENG Y10 SIAOTN U £MG TEVTE TEPITOL PVEG LETA TNV TEAELTALN
d6om Hukyndra mov AdPate kotd ) didpkela g eykopocivng. Eivar onpavtiko vo
EVIUEPDGETE TOVC YLOTPOVS TOL HOPOV GOG Kl AALOVG EmOYYEALOTIEG VYELOG OYETIKA LE TN
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ypron Hukyndra kotd ) d1dpketo g eyKuUooHVIG GOC, MOTE VO LTopohV va amo@acilovy
ndte 10 popd cag Ba mpénel va AdPet kdmolo epPorto.

Kapdwoxn avemdpkeia

. Edv vropépete and fmiag popeng kapdioky avemdpkeia kot Aopfavete Bepaneio pe Hukyndra,
Kapdlokn avemdpkela Bo Tpénet vo mopakoiovbeitan 6tevd amd tov yiatpd cag. Eivar onpavtikd va
TEITe 6TOV Y10TPO GOg £hv glyate oto TapeABov 1 vmoeépete and cofapod kapdiakd Tpofinua. Edav
TOPOVGIACETE VEQ GCUUTTOUATA 1] EMOEIVOGCT] TOV CUUTTOUATOV TNG KOPII0KNG AVETAPKELNG (TT.X.
dvucmvola 1 TpHELLo Tod1dV) Bo TPETEL VO EMKOIVMOVNGETE QUECHOC UE TOV Y10TPO Gag. O Y1aTpdc 60G
0o anogaciost edv npémetl vo AdPete Hukyndra.

Mupetdc, poronec, aoppayio 1 @ypdTNTO

. Ye peptkovg acbeveic o opyaviopdc givar mhovo vo, amoThyEL Vo TopayayEL OPKETH TOGOTNTA TOV
KUTTOP®V TOV oiTog TOL avTIHETOTIoVV Tig AotumEelg 1 BonBovv ot draxom g apoppayiag. O
yYTpog cag givarl mBavo vo amogacicel va dtakdyel ) Oepaneio. Edv eppavicete mopetd o omoiog
dgv VITOYWPEL, EAAPPODS LDAMTEG 1 ALLOPPAYELTE TOAD EVKOAN 1 POIVESTE TOAD YAMLLOL,
EMKOWVOVNOTE LE TOV Y1TPO GOG AUECHG.

Kapkivog
. Yndpyovv ToAD 6TAVIEC TEPIMTACELS ELPAVIOTS CUYKEKPILEVAOV EL0DV KOPKIVOL Gg Tadid Kot
evidikeg acBeveic mov Aappavovv Hukyndra 1 éAlo TNF-avtayoviot.

o Acbevelg pe mo cofapn, pevpatogdn aphpitida ot omoiot TacKoVY and LAKPOYPOVIL VOGO
elvar mBavd va £xovv peyoddTePo TOV HEGOV OPOL KIVOLVO ELPAVIONS AePP®OUOTOS (Lo popen
KopKivov ov ennpedlel To Aeueikd cHoTnua), Kot Asvyouio (Hic Lopen kapkivov wov
emnpedlel To aipa Kol T0 HUELD TOV 0GTMV).

o Av napete to Hukyndra, pmopei vo avénei o kivouvog eueaviong Aeppmpuatog, Asvyoipiog 1
GAA®V LOPPOV KOPKIVOD. e GTAVIEC TEPITTOCELS, £VOG AGLVAONG Kot coPapog TOTOG
Aeppdpatog £xel mapotnpndel oe acbeveic mov Aappavovy adalimumab. e kdmolovg amd
aVTOVG TOLG aobeveig yopnynOnke emiong alabelonpivn N 6-pepkanTomoLPivY).

o Evnuepmote tov yiotpd oag ebv AauPdvete alobetonpivn 1 6-pepramtonovpivny pe Hukyndra.
o [MeprrTdOEIC PN LEAOVOOTIKOD KOPKIVOD TOV dEpUATOG EXovV TTapatnpnOel oe acbeveic ol
omnoiot Aapfavovv adalimumab.
o Edv véec, deppatikég PAaPeg eppaviotovv Katd ) didpketa 1 petd ) Oepaneio 1 edv
VILAPYOVGEC, dEPUOTIKEG PAAPES AALAEOVY LOPPT], EVIUEPDGTE TOV YIATPO GUGC.
. Y7rAp&ay TEPImTOGELG KOPKIVOV, EKTOC TOL AEUPMUOTOC, 6€ AGOEVELS e GLYKEKPIUEVOD TOTOV

nvevpovorddeia 1 omoia kKaheitar Xpovia Amoppaktikn [vevpovorddeio (XAIT) otovg omoiovg €xet
xopnynBet dhioc TNF-avtaymviotig. Edv ndoyete and XAl 1 kanvilete moly, Bo mpémetl va
ocv{nmoete pe tov yaTpd oag edv 1 Oepaneia pe Evav TNF-avtaywoviot) eivol KOTaAANAN Yo GGG,

Avtodvooo voonua

. Y& oTaViEG TEPTTMOELS, 1) Oepaneio pe To Hukyndra pmopei vo 0dnynoel 6e 6OVEpoL0, Tpocopotaiov
ue Aoko. Evnuepoote tov yiotpd cog eav mapatnpndodv copuntdpate 0rmg enipovo, avenynto
e&avonua, mopetdg, TOVOC 0TS apdpdcEIg 1 KOTMOT).

Howod kon £pnpor
. EpPoitacpot: gdv givar Suvatdv to mondi cog Bo Tpémet va EXEL TPAYLOTOTOUGEL TOVG OTOPAITIITOVS
gupoioouoive mpv ypnowonomoet To Hukyndra.

Alho eappoxa ko Hukyndra
Evnuepdote Tov y10Tpd 1 TOV @opUaKonold cag edv maipvete, £xeTe TPOGPOTO TAPEL 1) LTOPEL VO TAPETE

QAL QAPLLOKOL.

Ag Ba pénet va Aopfavete Hukyndra pe @dpuoxa to onoia mepiéyovv tig akolovdeg SpacTtiKég ovaGies,
e€autiag Tov LYNAOD KvdHVoL gkdnAmong cofapnc Aoiuwéng:
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anakinra
abatacept.

Mmnopeite va Aoppavete to Hukyndra padi pe:

pebotpe&atn

GULYKEKPIUEVA, TPOTOTONTIKA TNG VOGO OVTIPEVUATIKA QAPLOKA (Y10 TapAdELy Lo, GOVAQacaAalivn,
VOPOELYAWDPOKIVY, AEPAOVVOLIO KOl EVEGLUO GKEVAGLATO YPVGOV)

GTEPOELON 1| AVOAYNTIKA QAPLOKO CUUTEPIAAUBAVOUEVOV TOV U1 GTEPOELODY AVTIPAEYLOVOIDV
eoppakov (MEAD).

Edv éyete epotioeig, mapakaieiche va angvbuvBeite otov yotpd cog.

Kdnon kor Onraocpog

Oa wpénet vo, e&eTdleTe TNV XPNOT KATOAANANG AVTIGOAANYNG Y10 TNV TPOANYT TNG EYKLHOGVVIG KOt
VO, GUVEYIOETE TNV XPNOT TNG Yo TOLAGYLGTOV 5 ufveg petd v tedevtaio Ogpameio pe Hukyndra.
Edv eiote éyxvog 1 OnAdlete, vopilete 4t pnopet va glote £ykvog 1) 6xed1dleTe va amoKToeTe Todi,
{ntote 1 GLUPOVAT TOL YITPOL GUC TPV TAPETE AVTO TO PAPUAKO.

To Hukyndra mpémet va ypnopomoteitat Kotd v StdpKeLo TG EYKVHOGUVIG HOVO OGOV YpeldleTaL.
ZOUE®VO e HoL LEAETY] Y10, TV EYKVHOGUVT], OEV DINPYE LEYOADTEPOS KIVOLVOG Yo GUYYEVELG
dvomhacieg dtav n untépa eixe AdPer adalimumab kotd v eykvpocivn og cOYKpLoN Ue TIG UNTEPES
TOL EMOOYOV 07O TNV 1610 VOG0 Kot o1 omoieg dgv Edafav adalimumab.

To Hukyndra pmopei va ypnoiomombel katd v didpketo Tov Oniacuov.

Edv AouPavete Hukyndra xotd tnv eyKoposivn 6og, 10 Lopd 6og UTOPEL va, S1oTpéyetl LeyordTepPO
Kkivouvo gppdviong Aoipwéng.

Eivan onuavtikd va evpuepdoete Toug yotpohs Tov Lmpol oag Kot GAAOVS enayyeApaTies vYEiog
oyetikd pe ™ xpnon Hukyndra kotd tn Sidpketo tng €yKLHOGHVNG GOG, TPV TO HOPO 60¢ AaPet
Kkdmoto euPorto. I'a meprocdTEPEG TANPOPOPIES OYETIKA e TOV epPollacud PAETE Tapdypapo
«IIpog1domonoelg Kot TPOPLALEEIDY.

0onynon ko YEPGPUOS pPNYovVIRATOV

To Hukyndra pmopet va éxet pikpn enidpacn oty ikavotTd 6og Yo, 0d1ynomn, todniacio 1 XEPIGHOD
unyovnudtov. Aictnon otpofiiicuol 1oV dOUOTIOL Kot SLOTOPAyES TG OPOCTG UTOPEL VO TPOKVYOLV LETH
™ Ay tov Hukyndra.

To Hukyndra mtepiéyer vatpro kot mrorveoppiké 80.

To pappoxo avtd mepéyet Mydtepo and 1 mmol vatpiov (23 mg) ava 0,4 ml, givar avtd mov ovoudalovpe
«glevbepo vatpiovy.

Avtd 10 pappoxo mepiéxel 1 mg moAvoopPikod 80 oe kdbe ml. To moAvcopPikd umopei va, TpokaAEGOVY
oAAePYIKEG aVTIOPACELS. Eviep®doTte Tov Y10Tpo GOG 4V £XETE YVOOTES OAAEPYIES.

3.

Iog va ypnopomomicete To Hukyndra

[Tédvtote va YpNOLOTOLELTE TO PAPLOKO AVTO AVGTNPE COUPMOVE, LE TIC 0ONYIEC TOL YIUTPOV 1 TOL
eoppakonolod cag. Eav éxete apeifories, pothote TOV Y10TPO 1 TOV QUPIOKOTOIO GOC.

O1 cuvictdpeveg 60ce1g Tov Hukyndra og kdfe pio omd T1g yKeEKpIUEVES ¥PNOEIS TOPOVGIALOVTOL GTOV
akoAovbo mivaxa. O yoTpdc 60g UTOPEL VO GLVTAYOYPAPNOEL pio GAAN epiektikoTnTa Tov Hukyndra edv
PeLaleoTE Ui SLOPOPETIKY OOOT).
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Pevpatociong appition, yopraciki] apopitidon, oyKoAloTouTiK] 6TovOVAITION 1] 050VIKN
6ToVOVLUPOPITION YOPIG IKTIVOLOYIKG EVPNIATO OYKVAOTOU)TIKIG GTTOVOLAITIONG

Hlxia 1 Bapog codpatog

IIéc0 ko w660 GVYVE Tpémer
vao, Aappaveron;

Inperdoeg

Eviilkeg

40 mg kaBe devtepn efdopada

2 pevpaToEldn apbpitioa

n xopfiynon g pebotpeang
ocvveyiletar 660 yopnyeitol To
Hukyndra. Eav o yuatpog oag
OmoPAcicel OTL 1] YOpNYNOM TG
uebotpe&arng eivat
axatdAnAn, tote o Hukyndra
umopel va yopnynOei povo tov.

Edv mhoyete and pevpotogdn
apBpitda kot dg AapPdvere
uebotpe&arn poli pe to
Hukyndra, o yuatpog cog umopei
VO OTOQOGIGEL VO GOG
yopnynoet 40 mg Hukyndra
Kkd0e efoopdda 1 80 mg kabe
dgvtepn efdopdda.

MolvapBpixi) veaviki] 10000 s apdpitioa

Hlwxia 1 Papog codpoatog

IIéo0 ka1 T6GO GVYVE Tpémer va.
Aappaveron;

Inperdoeig

IMondid, Epnpor kot eviiukeg
amo TV nMKia Tov 2 ETOV pe
Bapog 30 kg xat dve

40 mg ka0e devTEPN ERSOUGON

Agv gepappdleton

Iondd ko épnpor amd v 20 mg «6Be devtepn efdopdda Agv gpapudletan

niwio tov 2 TV pe Papog

10 kg ¢w¢ 30 kg

ApBpitida oyeTiCopevn pe evleoitidn

HMkia 1 papog copatog 1660 KoL TOG0 LYV TPémEL va. | ENUELDOGELS
Aappavetan;

Iondd, €pnpPor ko evidkeg | 40 mg kdaBe devtepn efdopdda Agv gpapudletan

amo TV nlkia Tov 6 eToOV pe
Bapog 30 kg ka1 dvo

TMoudd ko EéenPot amd v
nikio tov 6 etV pe Papog
15 kg éw¢ 30 kg

20 mg kéBe devtepn efdopdada

Agv epappdleton

Yopiaon Kotd TAdKOg
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HMkia 1 papog copatog

1660 KoL TOG0 LYV TPEmEL va,
Aoppaveron;

N UELOCELG

Eviilkeg

Apyn d6om tv 80 mg (dvo
evéaelg Tov 40 mg oe pia nuépa),
axolovBovpevn and 40 mg ke
ogvtepn efdopdda, apyifovrag
pio efdopdda HETA TNV TPAOTN
apyikn doom.

Edwv dev éxete emopxn
OVTOTOKPIGT), O YITPOG GO
umopel va avénoet ) d0om o€
40 mg kabe gfdopdda 1 80 mg
Kk&Be devtepn ePSopAdL.

Iondid ko épnpor amod 4 Emg
17 etddv pe Bapog 30 kg won
bvo

Apywun d6om 40 mg,
axolovBovpevn and 40 mg o
epoopdda HeTA.

21 cvvéyeln, n cuvnOng doo
elvar 40 mg kdBe devTEPN
efoopdoa.

Agv gpapudletan

IMondid ko épnpor amod 4 Emg
17 etdv pe Bapog 15 kg £mg
30 kg

Apywn 06on 20 mg,
axolovBodpevn and 20 mg po
ePOOUGON ETA.

1 cvvéyeln, n cuvnOng doom
elvan 20 mg kéBe devTepn
gBdopada

Agv epappdleton

AWTVNTIKN WPOTASEVITION

HMkia 1 papog copatog

I660 KoL TOG0 GLYVE TPémer va,
Aappavetan;

INRELOGELG

Evilikec

Apywm 66om 160 mg (técoepig
evéoelg Tov 40 mg og pio nuépa
dvo evéoelg Tov 40 mg nuepncing
Yo dV0 cLVEXOUEVES NUEPES),
akolovBobdpevn and pia 66om

80 mg (dvo evéoeig Tov 40 mg og
plo nuépa) dvo efdouddeg
apyotepo. Metd amd 000 emmAiov
ePoopdoeg, cuveyiote pe o 66om
40 mg xa0e gfdopada n 80 mg kade
dgvTepT gfSOUAdN, OTTMG
cuvtayoypaennke amd tov yuTpd
o0C.

Yvviotdton 1 kednuepvi ypnon
OVTIONTTIKOV GOTOVVIOD GTIG
npooPePAnuéves meployés.

"Eenpot a6 12 éwc 17 etddv
ue Bapog 30 kg kot ave

Apywn 06om 80 mg (dvo evéoelg
tov 40 mg o€ pio nuépa,),
axolovbovpevn and 40 mg ke
ogvtepn efdopdda, EeKvavtag pio
efdoudoa apydtepa.

Edv éxete avenapkn
avtamokpion oto Hukyndra

40 mg k&Be devTePN €fdoudda,
0 y10tpdg cag pumopet va
avénoet ) 6001 o€ 40 mg kabe
gBdoudda 11 80 mg ke
devtepn gfoopdda.

Yvviotdton 1 kafnuepvi ypron
OVTIGNATIKOV GOTOVVIOD GTIG
nwpocPePAnuévec meployés.
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Noéooc tov Crohn

Hlxia 1 Bapog codpatog

1600 ka1 TOGO cVYVE Tpémer va,
Aoppaveron;

INNELDOELG

IToudid, £enpor Ko evihkeg
amo TV NAkio Tov 6 TV
e Bapoc 40 Kg kot Gve

Apyn d6om 80 mg (dvo gvéoelg
tov 40 mg og pio nuépa,),
axoAovBovpevn amd 40 mg dvo
epoopdoeg apydtepa.

Ed&v amouteiton tayvtepn
avTOTOKPIoT, 0 YLTpOGg pmopel va
GUVTAYOYPOUPNGEL LDl ApyIKT dOCT
160 mg (técoepig evéoelg tav 40 mg
nuepnocing 1 6vo evécelg Twv 40 mg
NV NUEPA Y1 VO GLVEXOLEVES
NUéPES), akorovbovpevn and 80 mg
(00 evéoelg twv 40 mg nuepnoing)
dvo gfdouddeg apydtepa.

> cvvéyeln, 1 cuvnOng doom givar
40 mg kdBe devTEPN ERSopdda.

O y1atpdc cag pmopei va
avénoet 1 door o€ 40 mg kabe
eBdoudda 1 oe 80 mg kabe
devtepn efoopddo.

IMondid ko éenpot oo 6
€wc 17 etdv pe Pépog
Myotepo amd 40 Kg

Apywn 06on 40 mg,
akolovBovpuevn and 20 mg dHo
efoopdoeg apydtepa.

Ed&v amouteiton toyvtepn
avtonokplon ot Ogpaneia, o
Yatpdg Gog propet va oag
GLVTAYOYPOUPNGEL Liol apytkn SO
80 mg (dvo evéoeig Tov 40 mg og
plo nuépa), axorlovbobuevn amd
40 mg dbvo gpfdopuddec apyotepa.

21 ovvéyewn,  cbvinOng doom givan
20 mg ké0e devTePN Efdoudda.

O ywTpog cag pmopel va
avENoEL T

ouyvotnTa TG 660mg o 20 mg
KG0e efdopdda.

EAx@ong xoriTiow

HMkia 1 papog copatog

1660 KoL TOG0 GLYVE TPémEeL va,
Aappaveron;

N UELDOCELG

Evilkec

Apywun 66om 160 mg (téooepig
evéoelg Tov 40 mg og pio nuépa
dvo evéoelg Tov 40 mg nuepnoing
v S0 GUVEXOUEVEC NUEPES),
akolovBodpevn amd 80 mg (dvo
evéoelg Tov 40 mg oe pio nuépa)
dvo efdouddeg apydtepa.

21 cvvéyela, 1 cLvNROng doom
elvar 40 mg kée devtepn
efodopdoa.

O ywTpog cog pmopel va
avénoet tn do6om o€ 40 mg ke
gfooudoa 1 og 80 mg kdbe
dgvtepn gfdopdda.
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TToud1d ko Epnpor amd v
Nikia T@v 6 etV pe Papog
Myotepo amo 40 kg

H mpddtn 6601 givar 80 mg (600
evéoelg tov 40 mg o pio nuépa),
axolovBovpevn and 40 mg (pio
éveon tov 40 mg) 600 £Bdopadeg
apydtepo.

1 cvvéyeln, 1 cuvnOng doom
elvar 40 mg kdBe devTepn
efoopdoa.

®a Tpémel vo cuveyioeTe Vol
naipvete to adalimumab ot
ouvnn 8601 GG, aKOUN Kot
a@o¥ KAeioete To 18 €.

TToudd ko EpnpPot amd v
niwio tov 6 eTdV pe Bapog
40 kg kot Gve

Apykn d6om 160 mg (técoepig
evéoelg Tov 40 mg og pio nuépa
dvo evéoelg tav 40 mg nuepnoing
v dV0 cLVEXOUEVES UEPES),
axolovBovpevn and 80 mg (dvo
evéaelg Tov 40 mg o pio nuépa)
dvo gfdouddeg apydtepa.

1 cvvéyeln,  cuvnOng doom
elvar 80 mg kdbe devTEPN
efoopdoa.

Oa mpémeL Vo, GUVEYIGETE VAL
naipvete To adalimumab o
cuvnOn do6om Gog, akoun Kot
a@o¥ KAeioete To 18 €.

Mn Aoy@dng poryoELdiTIon

Hlxia 1 papog codpatog

IIéo0 ka1 T6GO GLYVE Tpémer va.
Aappaveron;

Inperdoeig

Evikec

Apywxn 06om T@v 80 mg (600
evéaelg Tov 40 mg oe pia nuépa),
akolovBovpuevn and 40 mg kdbe
ogvtepn efdopdda, apyifovrag
pio efSoudda LETA TNV TPOTN
apykn doom.

Ta kopTiKoGTEPOEDN 1 GAAN
@appoKo wov ennpedlovv to
OVOGOTONTIKO cOGTNH pmopel
va cuveyiCovtor 6tav
hauPavete Hukyndra. To
Hykyndra pmopet erniong va
xopnynOet povo tov.

[ondd ko épnpor amd
v NAkia Tov 2 EThV ue
Bapog Ayodtepo and 30 kg

20 mg «6Be devtepn efdopdda

O ywtpog cag pmopel va
GUVTOYOYPOUPNGEL ol apyIkn
8001 tov 40 mg n onoia Oa
xopnynOet pia efdopdada Tpv
v évapén g cvviBoug 60omg
tv 20 mg kabe devrepn
efodopdoa.

To Hukyndra cuviotdrtot yio
YPNOM € GLVOLACUO UE
uebotpe&arn.

IMondid ko épnpor amd
v nAxkio tov 2 eTov e
Bapog Tovidyotov 30 kg

40 mg ka0e devtEPN EPSOUGON

O ywTpog cog pmopel va
GLVTOYOYPOUPNCEL ol apyikn
8001 tov 80 mg n onoia Oa
yopnynOet pio efdopado Tpv
v évapén g cvvnbovg 66omg
v 40 mg kO devtepn
gfdoudoa.

To Hukyndra cuviotdrtot yio
YPNOMN 0€ GLVOLACUO UE
uebotpe&arn.
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Tpomog ka1 036S yopMNyNoNS
To Hukyndra yopnyeitou pe £veon kat® and to déppa (Le VTOdOPLAL EVEST).

Agntopepeig 0dnyies yua Tov Tpomo Eveong Tov Hukyndra mapéyovran otnyv evotnta 7, «Odnyisg
xPoN».

Eav ypnowpomonjoete peyorvtepn 606n Hukyndra amo tnv kavovikn

Edv xatd Adbog kavete v éveon tov Hukyndra o cuyvé amd 6,11 6og gine 0 yatpds M 0 QOPUAKOTOL0G
006G, KOAEOTE TOV Y1oTpd 1) TOV POPLOKOTOL0 Gag Kot TelTe Tov OTL TpoTe peyarlvtepn 06o1. Qo tpémel va
€xete TAVTOTE TNV EEMTEPIKN GLOKEVAGIA TOL PapUdKoV pall cag, aKOun Kol OTav eival doeLa.

Eav &eyadoete va ypnoponomjoste To Hukyndra

Edv Egydoete va Kavete TNV éveon, Oa Tpénel va KAVETE TNV £veoT yio T mouevn doon tov Hukyndra
apEcmG oA To Buunbeite. Katdmy Oa cuveyicete tnv exduevn d0om Ty NUEPA OV giye apyikd
npoypoppaticdel, edv dev eiyote Egxdoet n 600m).

Eav stapatiocste va ypnoponorcite o Hukyndra
H omogaon va otapatioete va ypnowonoteite o Hukyndra 6o mpémet va culntnbsi pe tov yatpd cog. Ta
COUTTOUATA GOG UTOPEL VoL ETaVELDOVY EQV GTOUATNOETE VO, ypnolponoteite to Hukyndra.

Edv éyete meprocdTEpEg EPOTNOELG GYETIKA LLE TN YPNOT AVTOV TOL PUPUAKOV, POTNGTE TOV YIUTPO 1| TOV
(OPLOKOTOLO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To pAPLOKD, £TCL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEC, AV Kal OEV
napovctdovrol oe OAOVG ToVG avBpdmovg. Ot TepiocdTepeg mapevEPYeLeg elvar Nieg £g pétpiec. Opmg
Kdmoteg pumopet va givor coPapég Kot va amartovv Bepaneia. AvemBounteg evépyeleg Pmopel va, EPOAVIGTOVV
10 MydtEpO péca og drdotnue 4 unvav puetd vy tekevtaio éveon Hukyndra.

Evnuepoote apéomg 1ov Y10Tpo 60G €AV TAPATNPCETE KATOL0 06 TA aKOAOVOW
. cofapod e&avOnua, kvidwon 1 dAla onueio adAepyikng avtidpaong

. 0101 L0 TPOGMTOV, XEPLOV KOl TOIDV

. OVOTVELGTIKO TPOPAN LA, SVCKOAN KATAITOONS

. SVCKOALN aVOTTVONG KOTA T Goknon 1 Katd tnv Katdkiion 1 oidnua oto tod

Evnuepaote Tov 710TPO 60 TO GLUVTOUOTEPO OVVOTOV, EAV TAPATNPICETE KATOLO U0 TO aKOAOVO
. onueio Aolpméng, 6mmg mupeTds, aictnua acbévelag, TAnyEg, odoviikd TpofAnuato, aictnon Koavcov
KOTA TNV 0VpPNoN

aicOnpo advvapiog 1 KOTOONG

Prixa

Kvnouo

LOVJOG LA

Smhomio

adLVaLia YEPLOV 1 TOJDV

TomIKO TPNEYO N avoryTd €MKog To omoio dgv BepameveTan

onueio Kot COUTTOUOTO VTOTTO Y10 OLUATOAOYIKESG SLOTAPAYEG OTMG TOPATEWVOUEVOS TVPETOC,
UDOAOTES, apoppayio, wypdtnTa

Ta mopandve cuUTTOUATE UToPEl VO AmoTEAODY EVOEIEN Y10 TIC 0KOAOLOEG avemBOUNTEG EVEPYELEG, O1
omnoigg &yovv maparnpnOei pe to adalimumab:
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oA ovyvég (Lmopolv va emnpedoovy meplocotepo amd 1 ata 10 dtoua)

. avtdpdoelg g Béong Eveonc (mov cupmepthapupdvouv dlyog, oidnua, eppHpoTNTA 1 KVNGUO)

. AOWUMDEELG AVOTVEVGTIKOV GUOTHUATOG (GUUTEPIAAUPAVOVTOL KPVOADYTLLO, KOTAPPOT], TYHOPITION,
Tvevpovia)

Ke@oAoAyio

KOWMOKO Glyog

votio Kot EUETOG

eEavonua

HUVOCKEAETIKOG TOVOC

Yuyvég (umopobv va ennpedcovy Eog kKot 1 ota 10 dropa)

cofapéc Aoudéelg (cupmepthapPdvetor onyaipio Kot ypinn)
EVTEPIKEG AOUMEELG (cuuTEPIAaPAVETAL YOOTPEVTEPITION)

Aouméelg Tov déppatog (ovumeptAapufivovtol KuTTapiTIdo Kot £pTng)
AODEELG TOV DTOV

OTOUATIKEC AOIUDEELS (GVUTEPIAAUPBAVOVTOL AOTUMDEELS TV JOVTIDV KOl EPTING)
AOWUMEELG TOL OVATAPOYDYIKOD GUGTHIOTOG

Aoiumén Tov oVPoTOINTIKOD

HUUKNTIOGIKEG AOUMEELC

rouméelg Tov apbpmcemv

KaAonOeig dykot

KOPKIVOG OEPUOTOC

OAAEPYIKEG aVTIOPAGELS (GUUTEPIAQUPAVETOL ETOYIKT AALEPYiDL)
aQLOGTOON

oAhayég e duabeong (ovumeptiapuPdvetar katdbAinygm)

ayxog

dVGKOAIN OTNV ETELELGT TOVL VTVOV

daTapayéc g aictnong, OTmMG LUPUNAYKIOGHLO, aicONUe TOUTNUATOG 1) LoOOL0G U
nuKpavio

ovumieon vevpikng pilag (cupmephapupdvetor TGVog YaUnAo otn LEGT Kol TOVOG GTO TOAL)
dtaTapayéc Opacns

@AYoV 09OaAOD

QAeYLOV TV BAEQAPOVY KoL TPHELLO TOV LOTION

tMyyog (aicOnuo CaAng 1 otpoPiiicuon)

aicOnua ypryopov, kapdlakov ToAuon

VYNAN apTNPLOKT TTieon

egaym

aaTOUe (CLGCMPELOT AiptaTOC EEM amd Ta aLOPOpa aryyein)

Prixas

GoOua

dVGKOAIL GTNV aVOTVO

YOGTPEVTEPIKT QLOppoyio

dvomeyia (podoKmua, Koovpa)

ToAWVdpOUNo”

ovvopopo Enpomrog (cvumeprapupavovtar Enpotnta oto udtia kot Enpootopio)
KVIOUOG

e€avonuo pe eayovpa

UOAOTES

QAeypov Tov 6épuartoc (ommg £xlepa)

OTAGLO TV VOYIDV TOL YEPLOV KO TOV TOd100

avénuévn epidpmon

OTTAOAELD LOAALDV
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véa eKONAmon 1 eMOEivon TG yopiaong

poikoi oroacpol

aipo oto ovpa

TPOPAN AT [LE TOVG VEPPOS

ndvog 610 otdog

oidnuat (ApiEiHo)

TVPETOG

peimon Tov apomeToAmV ToL ailaTog ToL AVEAVEL TOV Kivouvo aipoppaylag 1 ELPAVIONS LOADTOV
OVETIOPKTG EMOVAMGCT)

Oy svyvég (Lmopel va emmpedcovy Emg kot 1 oto 100 dtopa)

eVKaPLakéEG AoDEELS (GupmepAaUBavovToL 1| PUUATIOGCT Kol GALEC AOIUMDEELS TOV TPOKLATOLV OO
peimon TG avoGoAoYIKNG AmOKPLoNG)

VELPOAOYIKES AOMEELS (cLUTEPIAAPAVETOL 1 1OYEVIG PNVviyYiTda)

rowdEetg opBaipon

Baktnplakég AoudEetg

EKKOATOUOTITION (PAEYOVY] Kot AOTU®EN TOV TTOYE0G EVIEPOL)

KopKivog

KopKivog mov ennpedlet To Aepueikd cOoTNHO

peAdvoua

STAPOYES TOL OVOGOTOLTIKOD GUGTHLOTOG IOV UTOPEL VOL EMNPEAGOVY TOVG TVEDLOVES, TO OEPLLOL KO
Toug Aeppadéveg (mapovoidlovtal cuvnéstepa ®G GaPKOEId®OT))

ayyeltida (QAEYUOVT GLLOQOP®V OyYEI®V)

TPOUOG (TPEUOVAD)

vevporabdeia (Stotapayn TV vebpwv)

OYYELNKO EYKEPOUAIKO ETELGOO10

OTMAELN KON, fOLNTO

aicOnua avopeAov, Kapdlokod puipod OTmg TUPAAENYT] KAPIIOKDY TOAUMDY

KOPOLOAOYIKE TPOPANOTA TOV UTOPEL VO TPOKAAEGOVY SLOKOTT| TNG OVOTTVONG 1] TPNEMO TV
0oTPAYAA®V

KopdloKn TPoGPoAn

éva 60KO GTO TOly®O oG LeydAng apmpiag, eAeyupovi kai Opoupfoon piog pAERac, amdppacn evoc
alpoopov ayyeiov

TVEVUOVIKEG VOGOL TOV TPOKOAOVV SLOKOTY| TG avamvong (cuumeptAapfivetor AEYLOV)
TVELUOVIKT PPN (amdppaln piog aptnpicg TV TVELUOV®OV)

Vel KOTIKN GLALOYT (U1 PLGLOAOYIKT) GLAAOYT VYPOV OTN TEPLOYN| TOV TAELPOV)

(QAEYLOVT] TOL TAYKPEATOG TTOV TPOKOAEL GOPapd TOVO GTNV KOUMA Kot TV TAATY

OLGKOAIN GTNV KATATOOT)

oidnua TPos®IoL (TPNEYLO TOV TPOCHTOV)

QAEYHOVT] TNG YOANDOYOL KOGTNG, TETPEG OTN YOAN

M®deg Nmap

VOXTEPIVEG EPLOPADOELG

OVAN

U1 PLGLOAOYIKY], LVIKT KATATTOON

GULOTNLOTIKOG, EpLONUATMOONG ADKOG (GLUUTEPILOUPAVOVTOL PAEYUOVEG TOL OEPHOTOG, TNG KAPILAG, TOV
TVEDUOVO, TOV apOpOGEDY KOl GAA®V 0PYOVIKOV GLGTIUATOV)

SToPayEC TOL DITVOV

aviKavoTnTo

QAEYLOVEC

Yravieg (umopel va ennpedoovy £wg kat 1 ota 1.000 dropa)

Aevyoupio (kapkivog wov ennpedlel To aipa Kot ToV LDEAD TV 0GTAOV)
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coPapn, aArepyiki avtidpoaon pe kotamAnSio

oKANpLVON KoTé TAGKOG

VEVPOAOYIKES Slatapoyés (OTwe AEY OV TOL 0QOuALIKOD vebpoL Kkat chvdpopo Guillain-Barré mov
UTOPEL VO TPOKOAESEL LVTKT advVapia, U PUCIOAOYIKES OIGONOELS), pupunkiaoT oTovg Ppayioveg kot
670 Ve PEPOG TOL GMOUATOC)

OTOUOTO O TOAUOC GTNV KOPOLd

TVELUOVIKT tveor] (0vAég oToV TvedovVaL)

d1dTpnomn Tov EVIEPOL (TPOTO GTO EVTEPO)

nratitida

EMAVEVEPYOTOIN G TNg Nratitidag B

OVTOAVOGT NTOTITION (PAEYUOV] TOL NTOTOG TOV TPOKOAAEITAL OTO TO OlVOGOTOMNTIKO GUGTIILOL)
OEPLOTIKN QyYEUTIOO (PAEYLOVT TOV ALLOPOP®V OYYEI®V TOV SEPUATOC)

obvdpopo Stevens-Johnson (apyikd coUTTOUATO CLUTEPIAOUBAVOVY KaKOVYiO, TUPETO, TOVOKEQOAO
Kot eEhvinpa)

oidnua Tpos®mov (TPNEYO TOV TPOCHTOV) TOV GLVOOIEVETAL OO OALEPYIKES OVTIOPAGELS
TOAOLOpeo ephBnua (PAeypovddeg eEGvON LA déppaTog)

oLVOPOUO, TPOGOUOLALOV e AVKO

aryyetooidnpa (Tomud TpnEo SEPUATOC)

Aeymvoedng avtidpaon déppatog (Kvnoumdes, epuBpo-pof e&avinua oto déppa)

Mn YVOOTEG (1] cLYVOTNTO OV Umopel va ekt el pe faomn ta dabécia dedopéva)

nroatooTANvViKd Aépeopa ek T-kuttdpmv (Eva omdvio £idog kapkivov Tov aipatog Tov cuyvd sivol
Bovatnedpo)

Kopkivopa ek kuttapov Merkel (throg kapkivov Tov dEppatog)

oapkopo Kaposi, po omdvia popen kapkivov mov oyetiletor pe Aoipwén amd tov 10 Tov avOpdTvov
épmnto tomov 8. To chprwua Kaposi epepaviletar cuyvotepa pe m Lopen topeupdv PLapdv Tov
O€PLOTOG

NTOTIKY AVETAPKELDL

emdeivwon piog katdotoong 1 oroia ovopdletal deppotopvocitidn (epeaviletol mg depuaTiKo
e&avinua, cvvodevdpevo amd poikn advvopior)

avénon Papovug (Yo Tovg TEPIEGOTEPOLS asbevels, n avEnom Pépovg NTav pHikpn)

Kémoteg avembiounteg evépyeieg mov mapovcidotnkay e to adalimumab pmopei va unv éxovv coumtdpoto
Kot pmopet var avakaAveBovv povo pe eEetdoelg aipotog. Avtéc cupmepthappdvouv:

oAb ovyvég (Lmopolv va emnpedoovy mteplocotepo amd 1 ata 10 droua)

YOUNAES TIUEG TOV AEVKOKVTTAPMOV
YOUNAES TIUES TOV EPLVOPOKVTTAPOV
avénuéva Mot oipotog
avénuéva nrotikd vivua

Yuyvég (umopobv va ennpedoovv éog Kot 1 ota 10 dropa)

VYNAEG TIHEG TOV AELKOKVTTAPWOV

YOUNAEG TIHEG TOV OUOTETAAIDV TOV OiATOG
avENUEVO 0VPIKO 0&D aipaTog

U1 QLGLOAOYIKEG TIULEG VOTPIOV TOV CLOTOC

YOUNAEG TIHEG acPeation aipoTog

YOUNAEG TILEG POGPOPOL TOL OHHLATOG

VYNAO GAKYOPO OLOTOG

VYNAEG TIHEG OULOITOC TNG YOAOKTIKG QLpLOPOYOVAGCT|C
TOPOVGIN AVTOAVTICOUATOV GTO aipLa

YOUNAO KAA0 aiplaTog
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‘O ovyvég (umopet va ennpedcovy €og kot 1 ota 100 dropa)
. VYNAN péTpnon yorepubpivng (Mmatikéc SoKLacieg aiploTog)

Taavies (umopel va emnpedoovy £oc kot 1 ota 1.000 dropa)
. YOUNAES TIHES TV AEVKOKLTTAPOV, TOV EPLOPOKVLTTAPMOY KOl TV OLOTETAAI®V TOV OilLOTOg

Avo@opd avemBdunTov gvepyeLdv

Ebv mapatmpnoete Kamowo avemBOunTn evépyela, EVNUEPDOOTE TOV YLOTPO 1) TOV POPLOKOTOL) GaG. AVTO
oYOEL Ko Yo KEOe mhavn avemBountn evépyela Tov SeV avapEPETAL GTO TOPOY GUALO 0ONYIDV YPTOTG.
Mmopeite eniong va avoaeépete avemBounteg evépyeteg amgvbeiog, LEG® TOV E6VIKOV GUOTHUATOG CVAPOPAS
mov avaypdeetar oto Hapdpmua V. Méow ¢ avagopds avemBduntmv evepyeldv pmopeite va Bondnoete
OTN GLALOYN TTEPLOGOTEP®V TANPOPOPLDY GYETIKA LE TIV OCPAAELD, TOV TOPOVTOS QPOPLAKOV.

5. Mo va pvidsoeTan To Hukyndra
To @dapuaxo ovtd TPETEL VO PLAAGGETOL GE UEPT) TTOV OEV TO PAETOVY KOl €V TO POAVOLV T TAUOLA.

No un yp1oonoleite ovtd T0 PAPIOKO UETE TNV NUEpOUNVio ANENG TTOV AVOPEPETOL GTNV ETIGTUAVOT/GTO
kovti petd ) AHZEH. H nuepounvia AnéEng eivar ) teAevtaio nUEPO TOL UIVO TOV OVOPEPETOL EKEL.

dvldooete o yoyeio (2 °C — 8 °C). Mnv KotoyvyeTe.
DvAGGGETE TNV TPOYEUIGHEVT] GUGKELT TOTOL TEVOC GTO EEMTEPIKO KOLTI Y10 VO TPOGTOTEVETAL OO TO PMG
KoL TNV VYpOoia.

EvaAloktikég cuvOnikeg puiaéng:

Orav amotteiton (yio mopddetypa, otav TaEdevete), | KOs Tpoyeiouévn cuokevn Tomov mévag Hukyndra
umopel va puidooetar o€ Beppoxpacio 20 °C émg 25 °C yia péyioto ypovikd drdotnpa £wg 30 nuepdv -
BeParmbeite 011 eivon TpooTaTELUEVT] 0TTO TO POC. APOoD Pyet amd To Yuyeio pe okomd va, puiaydei oe
Oepuokpacia 20 °C émc 25 °C, n cuokevn| TOTOL TEVHC PETEL va. ypnotpomor0si evrog 30 nuepdv 1) va
amopprpBsei, éot® Kot av EavatonobeBel oTo yoyeio.

O TPETEL VO, KATOYPAWETE TV NUEPOUNVICL KOTA TNV 07010, 1) GVOKELN TOTOL TTEVOG PYNKE Y10, TPAOTN QOPd
a6 To Youyeio, KaODG Kot TNV nuepounvia LETA amd v ool 1 méva Oa Tpémel va amopplebet.

No un ypnoionoteite ovtd T0 PAPLOKO €AV TO VYPO ival BOAO, ATOYPOUOTIGUEVO | EXEL VIQPADdES N
WIKPOGOUOTION.

Mnv metdite EAPUAKO GTO VEPD TNG OMOYXETELGNC 1] GTA OKLOK(A amoppitpata. Potiote tov gappokomold
00 Y10 TO TMG Vo TETAEETE TOL PAPLOKA TTOV OgV Ypnoiponoleite mo. Avtd to uétpa Oa fondfcovv oty
npoctocia Tov mepPdAlovtog.

6. epreydpeva TNG 6VOKELUGTUG KOL LOUTEG TANPOPOPIES

T ngpréyer to Hukyndra

H dpaotikn oveia givar to adalimumab.

Ta dAha cvotatikd gival yhoprovyo vatplo, caxyapoln, morvcopPikd 80, Vowp Yo eVESTLO, VOPOYAWDPLKO
0&V (Yo pvOuen tov pH), vdpoéeidio Tov vatpiov (yio pOuen Tov pH)

Epgavien tov Hukyndra ko epieydpevo g 6vekevaciog

To Hukyndra 40 mg evécipo S10Avpo GE TPOYEUIOUEVT] GLOKEVT TOTTOV TEVOS SaTiBeTAL WG EVESTUO AL
0,4 ml o Vot TPOYEUIGUEVNG £veong te BeAdva (QLTOUATI CLOKELT] EVEGNC) IOV TEPLEYEL LA,
TPOYEMGHEVT] GUPLYYa amd YOl pe otabeprn Berdva kot EuPoro pe Tdpo sloy®pnong (amo
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Bpopopovtuiikd ehactikd). H cuokevn thmov mévag ival [io avoADGCIUT GUGKELT UNYOVIKNG EVESTG XEWPOC

piog xpnone.

Kda0e cvokevacio mepiéyet 1, 2 1§ 6 mpoyepiopévn(-gc) cvokevn(-£¢) TOTOL TEVOG GVCKEVOCUEV(-EC) OF

KOWEAN, pe 1, 2 1 6 emBépato akkoOAns.

Mmopei vo, unv KoKAOQOPOLY OAEG Ol GUOKEVAGIEC.

To Hukyndra propet va datifetor mg Tpoyeicpévn cvptyya /Kot TPOYEUIGUEVT] GLOKEDT] TOTOV TEVOC.

Karoyog Adsrog Kvkhogopiag
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel

Teppovia

Hopackevaotég
Ivers-Lee CSM
Marie-Curie-Str.8
79539 Lorrach
Teppovia

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
Iohavdia

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Ceppovia

[No omoladfmote TANPOPOpic. GYETIK [LE TO TOPOV PAPUAKEVLTIKO TPOioV, TapaKoreiote va angvbuvieite
6ToV TOTIKO avTImpocmno Tov Katdyov g Adsiag Kukhopopiag:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Bbarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika
STADA PHARMA CZ s.r.o.
Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Lietuva
UAB ,, STADA Baltics*
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008
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Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,STADA Baltics*
Tel: +370 52603926

EArada
RAFARM A.E.B.E.
TnA: +30 2106776550

Espafia
Laboratorio STADA, S.L.
Tel: +34 934738889

France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111

Ireland
Clonmel Healthcare Ltd.
Tel: +353 526177777

Island
STADA Arzneimittel AG
Simi: +49 61016030

Italia
EG SpA
Tel: +39 028310371

Kvnpog
STADA Arzneimittel AG
TnA: +30 2106664667

Latvija
UAB ,,STADA Baltics*
Tel: +370 52603926

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich
STADA Arzneimittel GmbH
Tel: +43 136785850

Polska
STADA PharmPharm Sp. z.0 o.
Tel: +48 227377920

Portugal
Stada, Lda.
Tel: +351 211209870

Romania
STADA M&D SRL
Tel: +40 213160640

Slovenija
Stada d.o.o.
Tel: +386 15896710

Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland
STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888

Sverige
STADA Nordic ApS
Tel: +45 44859999

To wapov gUALo 00N YLOV Yp1ioNS avaBespOnKE Y0 TELEVTAIO POPE GTIS

Adreg I YEG TANPOPOPLAOV
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Aemtopepeic TANpoPopieg Yo TO pAPROKO aLTO givar dtaféciec 610 dikTLOKS TOTO Tov Evpmmaikod
Opyavicpov apudakmyv: https://www.ema.europa.eu.

Aemtopepeic TANPOPOPIES Y10 TO CUYKEKPIUEVO PAPLOKO, GTIC 0Toieg cuumepthapuPdvetar Eva Bivieo oyeTikd
e TOV TPOTO YPNONG TNG TPOYEUOUEVIS GVGKELTS TOTOL TEVAGS, elvan dtabéotpeg capdvovtag pe EEvmvo
Kwvntd Aéemwvo (Smartphone) tov kmdikd QR mov PBpicketol mapakdtm N eTdve oty eE®TEPIKN
ovokevaoia. Ot idieg mAnpogopieg eivor emiong dwabéoiueg otov axkdlovbo cvvdespo (URL):
hukyndrapatients.com

Kadkog QR mov Ba cupmeptinebei
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7. Odnyieg xpnong

OAHI'TEX XPHXHX
Hukyndra (adalimumab) wpoyepiopévn cvokevm) Tomov wévag
40 mg/0,4 ml evéorpo draivpa, Yo vwodépro yprion

AW PaoTe TPOCEKTIKA AVTES TIG 001 YIEG YPONGS TPLY YPICLUOTON|GETE TNV TPOYEUIGUEVT] GUGKEDLT
TOmov mévag piag ypnong Hukyndra

Ipw w6 v éveon
O mapoy0g VYEWOVOLUKNG PPoVTidag cog Bao Tpémel va cag delel TOG va YPTCUYLOTOGETE TNV TPOYEUIGIEVT
oLoKEVN TOTOL TEVOG piag xprong tov Hukyndra, Tpiv ) ypnoipomooete yio Tpmd T Qopa.

Edv éxete ypnoonomost GAAN cvokewn tonov névag adalimumab oto Topeldov, avti n cuokevy THTOL
TEVaG AE1TovpyEl S10QPOopeTIKA amd TIG GALEC cLokeEVEG TUTOL TTEVOG. [lapaxaleiche va dafdcete OAec avTEG
T1G 00N YiEG XPNONG TPLY KAVETE TNV EVEGT), £TGL MGTE VO, KATOVONGETE TMG VO YPNCILOTOLEITE COGTA TNV
TpoyEUIGUEVT] cvokewn Thmov wévag Hukyndra.

Xnuovrikéc TAnpoopiss
M pNOCIUOTOIEITE T1 GUGKELT] TVTOL TEVOS KO EMKOVMOVIGTE LE TOV TAPOYO VYEOVOULIKNG PPOVTIONG 1)

TOV QOPLOKOTOLO GOG EGV

. To vypo glvar BoAd, amoypOUATICUEVO 1| TEPLEYEL VIPAOES 1] COUATIOO.
. H npepopnvia AMéng éxet mapérdet.

. H cvokevn tomov mévag £xel apebei 610 AUEGO NALIKO POC.

. H cvokevn tomov mévag éxel méoel 1 cuvOAPel.

Kpatnote to dtopavég tdpa otn 0€om tov péypt T otiyun g éveong. No QUAACGCETE TNV TPOYEUOUEVN
ovokevn TOnov wévag piog ypnong Hukyndra oe pépn mov dev to gBGvovv To Tondid.

AwBdote T1g 0dnyieg og OAEG TIC GEAIDEG, TPV YPTCULOTO|GETE TNV TPOYEUIGUEVT] GUCKELT TOTTOL
névog piag ypriong Hukyndra.

261



Mpoygpmopévy ovekev Tomov wévag Hukyndra

I'kot AaBn couortoc

=
@—— ITopabvpo embesdpnong
\&)

[ Tloptoko)i mepifinuo Berdvac
!DIIIIIII BS}M(’)V(}.

AL0LQOVEG TTOLLOL

g pémer va omodNKed® TV TPOYEUIGUEVY] 6VOKEVT TOTTOV TTévag piag xpnone Hukyndra;
DLAACGETE TNV TPOYEUIGUEVT] GLOKELT TOTTOL TéEVaG piog xpnone Hukyndra otnv apyikn xéptivn
ouokevacia g, 6To Yuyelo, og Beppokpacio and 2 °C éwg 8 °C. Edv ypewaotel, o mapdadetypa, 6tav
ta&1dedete, umopeite emiong va. amodnkedoete v mpoysuicpévn cvokewn Tomov tévag Hukyndra etovg
20 °C ém¢ 25 °C yuo émg 30 nuépsg.

Agite TNV vOTNTA 5 TOL PVAAOV 0ONYIDV XPTOTG Y10 TEPIGGOTEPES AEMTOUEPELEG.

BHMA 1: Bydite tqv nipoyspiepévny ovekevi Tomov évag Hukyndra é£m améd to wuyeio kot agijote
v o1ovg 20 °C £mg 25 °C 1w 15 émg 30 Lemta wpiv amd TV éveon

Bipa 1a. Bydhte tyv npoygpucpévn ovokevn tomov mévag Hukyndra amo to yoyeio (PAéne Ewova A).

Ewovo A

Brjpo 1B. Agfiote v mpoyepopévn cuokevn tomov mévag Hukyndra otouvg 20 °C émg 25 °C yua 15 €mg 30
Aemtd Tpv amd v Eveon (BAéne Ewcova B).

Ewovo B
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Mnyv apaipeite To S0QAVESG KOTAKL EVOGM QPTVETE TNV TPOYEUIGUEVT] GLCKELT] TOTOL TEVAG
Hukyndra va @tédoet Toug 20 °C éwg 25 °C.

Mnyv Oeppoivete v Tpoyepopévn cuokenn tomov mévag Hukyndra pe omotovonmote dGAlo
tpomo. [a mapdaderypo, pnv to {eotdvete oe PovPVO HKPOKVUATOV 1) 6€ (E0TO VEPO.

Mn xpNOCIUOTOIEITE TNV TPOYEUGUEVT] GUGKEDT] TOTOV TEVAG EAV TO VYPO Exel KaTonyvyOel
(axoun Ko eav Exel amoyvydetl).

BHMA 2: EAéyére Tv nuepounvia MEng, 6UYKEVIPAOGTE TIG TPOoNT|0£1eg Ko TAOVETE T YEpLa

Bipa 20. EXéyEte v nuepounvio AHENG 6TV £TIKETO, TG TPOYEUIGUEVT|G GLOKEVNG TOTTOL TtéEvag Hukyndra
(BAéme Ewcova I).
M xpnoomoteite TNV TPOyEUIGHEVT GLOKELT TOTTOL TTéEvag Hukyndra v €xel mepdoet | nuepopnvia

Méng.

=

AHEH: MM/EEEE

\ L

L

Ewova I

Bipa 2p. TonoBemote T axdAovBa avtikeipeva oe o kabopn, eninedn emoedveln (Préne Ewkova A):

1 mpoyeopévn ovuokevt| Tomov mévag Hukyndra kot emifepo alkoOANg.

1 Bappdic 1 yalo (dev meptrapfavetar).

Aoygio amdppymg arypunpdv aviikeévoy avlektikd ot didtpnon (dev meptiapfavertar).
BAéme fua 9 oto TEAOC 0VTAOV TV 001 YLDV YPNHONE Y10, TO TAOC VO TETAEETE (amoppiyeTe) TNV
TPOYEUGUEVT GLoKELT TOTTOL TtEvag Hukyndra.

Bipa 2y. [TAvvete kot oteyvdote ta yépla cog (PA. Ewkova E).

Ewoéva E

BHMA 3: EmiéEte kon koOapiote éva onpeio yia tnv éveon

Bipa 3a. EmAéEte éva onueio yio v éveon (PAéne Ewova XT):

2T0 UTPOCTIVO LEPOG TV UNPOV GG 1
2V KoMl 60G 6€ amdOGTAGT TOLAGYIGTOV 5 CM amd TOV OUPOAD GOG.
TovAdyiotov 3 CM amd o oNpeio TG TPONYOVUEVNC £VEONC.
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Bipa 3p. Kabapiote o onpeio g éveong pe po Kok kivion pe to enifepo aAkooAng (BAéne Ewova
7).

Mnyv kdvete v £veon TaAve ond T povyo.

Mnyv kdvete v €veon o€ dépUa oL glvar vaicOnTo, HeELoVIHGUEVO, KOKKIVO, GKANPO, GNIUAOEUEVO, EXEL
POyAdEG, 1 TEPLOYEG UE YOPLUCIKEG TAGKEG.

A

Ewova T

Ewéva Z
BHMA 4: EAéyEte To @appoko oto Tapdaduvpo embedpnong

Bijpa 40. Kpatiote v mpoyspicpévn cvokent| tomov mévag Hukyndra pe v ykpt Aapn odpatog mpog ta
névo. EAéyEte to mapdbupo embBempnong (PAéne Ewova H).

. Eivat puostoloykd va deite 1 1} mepiocodtepeg puoaAideg 6to mapadupo.
. EmBePardote g 10 dtdAvpa givar dtowyE€g Kot dyppo.

Mn pNOUOTOMGETE TNV TPOYEUOUEVT GLOKELT TOTOL TEVaG Hukyndra edv to didAvpa ivan BoAd 1
TEPLEYEL COUATIOW.
Mn pNOUOTOGETE TV TPOYEUGUEVT GLOKELT TOTOV TEVaG Hukyndra edv €yet méoet 1| cuvOABei.

Ewova H
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BHMA 5: Agoipéote 10 010QaviS Kamdkl

Bipa 5a. Tpapréte 1o dopavég komakt pe pio kivnon mpog ta £€w (PAéne Euwova ©).
Eivat pucroloyd va deite pepikég otayoveg tov vypod va Pyaivouv and ) Perdva.
Bipa 5p. letd&te to dSropovég Komakt.

Mnyv gnavatonobfeteite T0 S10.PAVES KATAKL GTY] GLGKELT TOTOV TEVAG. AvTo pmopel va mpoxaréoet {nud
ot Perdva. H cvokevn tHnov mévag ivat ETolun yio xpnomn apov oeouipedsi To Sopaveg Toua.

Bnjpa 5y. I'vpicte v Tpoyepicpévn cuokevn tomov névag Hukyndra, 161 dote T0 TopToKaA KAALLO TG
Belovag va deiyvel Tpog 1o onueio g Eveong.

Ewova ©

BHMA 6: IIécete 10 6&ppa Kon Tomo0eTHGTE TV APOYERIGUEVY 6vokeELT TOToV évag Hukyndra mévo
oTo onueio TG £veong

Bijpa 6a. [Ti€ote to dépa 6To onueio ¢ éveong Yo va avoymbel 1 meptoyn Kot Kpatnote To 6Tabepd.

Brjpa 6. Tomobetiote T0 TOpTOKOA TTEPIPANUA THG PELOVOG oE 0pbN Ywvia (Yovia 909 oto onueio ™
éveonc (Bréne Ewcova I).

Kpatnote tn cvuokevn] Tomov tévog €161 doTe va pmopeite va deite 1o mapdbupo embedpnong.
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Ewova 1
BHMA 7: Xopnynote v éveon

Bipa 7a. [Tiéote kot cuveyiote va mECETE TN GLGKELT] TOTOL TEVOS TPOG TO. KATM GTO OMUEIO TNG EVEOTG
(BAéne Ewova K).

. To mpdTo «ikhik» Oa onpatodothiost v évapén g éveong (BAéne Ewova K). Mropei va
ypecTovy £0G Kot 10 SevTEPOAENTO LETH TO TPAOTO «KAIK» Y10, VOL OAOKANPmOEL.

. Yvveyiote va mélete T cLOKELT] TOHTOV TEVOG AV GTO GNUELD TNG EVESTG.

. H éveon oloxAnpavetol 6tav 1 TopToKaAl EVOEIEN GTAUOTNGEL VO KIVEITOL Kot UTOPEL va

aKoVoETE £Vl OeVTEPO «KALK» (PAéne Ewcdva A).

MnV avooK®VETE, OVTE VO APNVETE TNV TTieon amd To onpeio g éveong, ueypt va. feParmbeite 6T 1 Eveon
€xel o oKANpmOEL.

Iepévere £mg 10

SeVTEPOAENTOL

20
«Khe»

lo
«KAwe»

Ewova K Ewova A

BHMA 8: AmopoxpOvere TNV IPoyEIoPév 6veKeT] Tomov tévag Hukyndra amé to 6éppa ko
QPOVTIGTE TV TEPLOYI]

Bipa 8a. Otov oloiknpwbei n éveon), TpaPr&re apyd v TpoyELGHEVT GLOKELT TOTTOL TTEVAS OO TO
épua. To moptokaii mepifAnua tng felovag Ba kaddvyel To dkpo g ferovag (PAEne Ewcova M).

Edv vrdpyovv tepiocdtepeg amd Aiyeg oTayOVES VYPOD GTO OTUEID TNG EVEGNG, EMKOIVMOVIOTE LE TOV TAPOYO
VYEIOVOLIKTG @POoVTidaG 6og Yo forfeta.
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Bipa 8p. Metd tv odoxAnpmaon tng éveong, tonobetote éva koppdtt Bappaxt 1 Eva koppdtt ylog oto
OépLol TAV® GTO ONUELD TNG EvEDNC.

Mnyv tpiPete.
Eivai pusroroyd va mopatnpnBet elappd apoppayio 6to onpeio g éveong.

Eucova M
BHMA 9: 1&g vo. amoppiyo TN (PNGLUOTOUIEVT TPOYEMIGUEVT] GVGKEVT] TOOV Ttévag Hukyndra;

Bijpa 9a. TomoBetrote TG YpnoIOTOMUEVES GOG PEAOVES, TIG GUGKEVES TOTOV TEVAG KO TO. ALy PA
avTIKeiIEVA G Evol QOYEID ATOPPLYNG ALY UNPDV AVTIKEIWEVOV OUES®S Hetd T xpnon (PAEne Ewova N).

Mnyv netdte (0mopPInTETE) TN GVGKELT] TOTOV TEVOG GTO. OLKIOKA amTofinTa.

Bipa 9p. Ta ddeova komakia, o enifepa alkooing, to Papfdakt | 1 yalo, kabdg Kol 1 cueKevAGia
UTTOPOVV VO, TETOYTOVV GTO OIKLOKE OITOPPIHLOTOL.

Edv dev éxete doyeio andppryng aryunpdv avTIKELEV®V, UTOPEITE VO, YPTCILOTOGETE VO OKIOKO 00YEl0

70 0moio:
. €lval KOTAoKELOOUEVO amd TAACTIKO Papldg xpnong,
. umopel va kKAeioel pe Kamdxt Tov epopurolel oprytd Kot etvon avBektikd ot didTpnon, xwpig va

elvar duvartn N e€ay@yn TOV aryUNPOV AVTIKEUEV®V,

elvar katdAAnio kot otafepd Katd T ¥pHon,

elvar avBexTiKd oTig drppoég Kat

QEPEL KATAAANAT ETIGTLOVOT] Y10 VO, TPOELDOTOLET Yol EMIKIVOLVO amOBANTO EVTOS TOL doYEIOV.

Ortav 10 60yelo amdPPIYNG OLUNPOV OVTIKEWEVOVY lvar oyedov yepudto, Ba ypelaotel va akolovdnoeTe Tig
TOMIKEG KATELOVVTTPLEG 0O YIES Y10 TOV CMGTO TPOTO ATOPPLYTG TOL SOYEIOV ATOPPIYNG ALYUNPDOV
OVTIKELUEVOV.

MnV amoppinTETE TO YPNCYLOTOUUEVO SOYELD ATOPPIYNG OLYUNPDV OVTIKEIHEVOV GTO OTKLOKE OTOPPILUATO.

MnV avoKUKADVETE TO YPNCULOTOINUEVO BOYELD ATOPPIYNC ULYUNPDV AVTIKEUEV®V.
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®Yrlo 0OV ypiong: [Iinpoopisg Yo Tov acOevi)

Hukyndra 80 mg evéeipo didhvpe 6€ Tpoyspopivn cOpryya
adalimumab

vTo @ApHOKO QVTO TELEL LTTO CLUTANPOLOTIKY ToPaKoAOVONGN. AVTd Do eTITPEWYEL TOV YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdieloc. Mmopeite va Ponbnoete péocw g avapopds mlavmv
AVEMBOUNTOV EVEPYEIDY TTOV EVOEYOLEVMG TTapovatdlete. BA. Téhog g mapaypdpov 4 yia tov TpoOmo
avaQopdg avemBOUNTOV EVEPYELDV.

AwfdoTe TPoGEKTIKA 0AOKANPO TO GVALO 0ONYLAV YP1)ONGS TPV APYICETE VA YPOCLUOTOLELTE QVTO TO

QPapPROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- ®vAdEte avTd TO EUALO 0dNYIBV YpNone. Towg ypelaotel va to dufdcete Eavda.

- O ywtpog oag Ba cog dmoet po Kapro YrevOopiong AcBevoig, ) onola mepiéyet onuovTikég
TANPOPOPIES Y10, TNV AGPAAELD TOV QPOPLAKOV TIG 0moieg Bo Tpémetl va yvapilete mpv EeKvioeTe va
ypnoonoteite To Hukyndra kabmg kot kotd ) didpketa tng Oepanciog pe Hukyndra. No éyete avtiv
v Képta YrevOopuiong AcOevoig navta poli cog keta T otapkera g Oepaneiog cag Ko yio
4 pMveg petd v Televtaio cag éveon pe Hukyndra.

- Edv éyete mepaurtépm amopieg, pOTAOTE TOV Y1OTPO 1) TOV QUPLOKOTOLO GOG.

- H ocvvtayn yia autd 1o pdppoko xopnyndnke amokAEloTIKd Yio 60G. Agv TPEMEL VO ODGETE TO

@appoko og GAAovs. Mmopel va Tovg TpoKarésel PAAPT, AKOUO KoLl OTOV TO GUUTTOUOTO TNG
ac0éveldc Tovg eivart 101 pe Ta O1KA oag.

- Edv mapatnpnioete kdmola avemBountn evépyela, EVIUEPMGTE TOV YIUTPO 1 TOV QUPLOKOTOLO GOc. AvTd
woyveL Ko yio kéOe mbavr| avemBountn evépyela Tov dev avapEPETAL 6TO TaPOHV GUALO 0ONYIDV XPNOTG.

BA\éne mapdypago 4.
T tepréyer o mapév pvAro 0ONYLOV:

T1 eivon To Hukyndra kot oo givai 1y xprion tov

T1 npémet vo, yvopilete Tpv ypnoonomoste to Hukyndra
ITog vo ypnopomomoete to Hukyndra

[MBavég avemBounteg evépyeteg

i va. pvidcoetol to Hukyndra

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIEg
Odnyieg xpnong

NookrwdE

1. T givan To Hukyndra kot wowa givar i ypijon tov
To Hukyndra mepiéyet t dpaoctikn ovoia adalimumab

To Hukyndra ypnowomoteitat yio t Oepameio:

. Pevpatogidong apbpitidag

. Yopioong Kotd TAGKOG

. Aromontikig Wpwtadevitidog
. Noéoov tov Crohn

. EAxddovg koAitidog
. Mn Aoypmdovg poryoetditidog

H dpaotikn ovsio tov Hukyndra, n adalimumab, sivai éva avBpdnivo, povokhmvikd avticopa. Ta
LOVOKAMVIKA VTICOUATO EVOL TPOTEIVEG TOL TPOGOEVOVTAL GE VO GUYKEKPLUEVO GTOYO.

H adalimumab éyet og 6tdy0 TG pia TpwTeivn Tov ovopdletal mapdyovtag vékpwong oykov (TNFa),
0mol0l EUTAEKETOL GTO AVOCOTOMTIKO (OULVTIKO) cOOTN O Kot BpiokeTol oe avénuéva emimeda oTIg
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QAEYLOVADOELS 00BEVEIEG IOV OVALPEPOVTOL TapOTave. Me v mpodcdeon oto TNFa, to Hukyndra elattdvet
N Sdikacio EAEYLOVIG 68 aVTEG TG acbéveles.

Pevparocionc appitioa
H pevpatoeidng apbpitida etvon pia pAeypovddNG vocos Tov apBpdoemy.

To Hukyndra ypnowomoteitat yio t Ogpameio g pétpiag £mg coPapnc, peupatosidong appitidog 6Tovg
eviAe. Mmopel apyikd va oag xopnyndodv GALo TPOTOTOMTIKG TG VOGOL QAPLOKa, OTmG 1 pebotpeEar.
Edv dev avtamokpifeite opketd koAl ota gappoxae ovtd, 0o cog xopnyndei to Hukyndra.

To Hukyndra pmopei eniong va. yopnynOei ya t Bepameio g coPapnic, evepyod kot eEglocduevng,
pevpatogldong apbpitidag yopis va éxet mponynbei Bepaneio pe peBotpeldrn.

To Hukyndra pmopei va emPpadivet Tic PAAPeg tov apfpdoemv mov TpokaAobvTal amd TN GAEYLOVOIN
v6G0 ka1 puropet va Tig fondncet va Kivobvtar o erevbepal.

O ywtpdc oag Oo amopaciost eav To Hukyndra mpénet va yopryn0ei pe puebotpe&dn 1 povo tov.

Yopioon katd TAaKag

H yopiaon katd midiog eivor pua deppatomddela mov tpokoiel epuBpés, POAOMTES, AETIODIEL TAAKES
O£POTOC TTOV KAADTTOVTOL amd 0pyvpoypoa Aémia. H yopiaon kotd mhdkag pmopel emiong va TpocPaiet ta
VOYL0L, TPOKOAMVTOAG AIIMAELD, TOV VUYLV, TAYLVGT KOl ATOKOAAN O™ ard TNV KoiTtn Tov vuytol, T0 0moio
umopel va givat eEmmOLVOo.

To Hukyndra ypnowomoteital yio t Oepomeio e pétpiag £mg cofapnc, xpoviag yopioons Katd mAdkog
OTOVG EVIAIKEC.

AWAVNTIKT WOPOTASEVITION

H dromom e dpotadevitido (ovopdaletor kot avaoTpoen axpn) ival pio xpovia Kot Guyva emmovvn,
QAEYLOVOING VOG0G TOL déppatos. Ta cupntodpata propet va meprrappdvouv evaicOnta olidwn
(e€oykmpota) kot amoothpata (dobuveg) mov propet va ekkpivovy woov. Epeaviletor cuyvotepa ot
OGUYKEKPIUEVEG TEPLOYES TOV OEPUATOG, OTTMG KATM and T0 6TN00G, OTIG LAGYAAES, OTO ECOTEPLIKO TOV UNPDV,
o1 PovPoViKN yOPaA KoL TOVG YAOLTOVG. XTIG TPOSPEPANUEVEG TEPLOYEG LITOPEL EMIONG VO ELPOVIGTOVV
OVAEC.

To Hukyndra ypnoipomoteiton yo t Beponeia
. ™G HETPLOG £MG coPapng SOmMUNTIKNG WOPOTASEVITIONG GE EVIAIKEG Kot
. ™G LETPLOG £mG coPapng dtamunTiKng WpwTadevitidag oe epnPouvg nikiog 12 éwg 17 etdv.

To Hukyndra pmopei va peidosgt tov apifud tov olidimv Kol Tov amootudtoy mov TpokaAodvTol omd ™
v660, KaOADG Kot TOV TOVO TOL GLUVIEETOL GLYVA LE TN vOG0. MTopel apyikd vo cag yopnyndovv daia
eappoka. Eav dev avtamokpifeite apketd koAl ota gappoka ovtd, 0o cog xopnyndei to Hukyndra.

Néoog tov Crohn
H voc0og tov Crohn givar pio gAeypovddng vosog Tov TERTIKOD GLGTAILOTOG,

To Hukyndra ypnowomoteital yio tn Ogpomeia
. ™m¢ pétprog £mg cofapng vooov tov Crohn og evijikeg Kot
. ™ pétprog émg cofapng vooov tov Crohn oe mandid kot eprfovg nhikiog 6 £mg 17 gtdv.

Mmnopet apyikd vo cag yopnyndovv diia edpuoxa. Edv dev aviamoxpifeite apketd kaid ota edpuoro
avtd, Oa cag yopnynOei to Hukyndra.

EAk®ong koritida
H eAxddong kolitida givar o, pAEYUOVMOONG VOGOG TOV TOXEOS EVIEPOV.
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To Hukyndra ypnoipomoteitor yo t Beponeio
. ™G HETPLOG £mG coPapnG, EMKMOOLG KOAITIONG G€ EVAAIKES Kol
. ™G HETPLOG £mG coPapng, EMKMDOOVG KOAITIONG 6 TTodid kot eprifovg nhikiog 6 émg 17 etmdv

Mmropet apyikd vo cag yopnynbovv aiia edpuoxo. Edv dev avtamokpibeite apketd kadd ota eapuoKo
avtd, Ba oag yopnynbei to Hukyndra.

Mn Aowp@dng poyoELdiTION
H un Aoydong payoeditido eivar pio. pAEYLOVAOING VOGOC TOV EXNPEAlEl OPIoUEVO TUNUATO TOV 0QOaAOD.

To Hukyndra ypnowomoteitat yio. tn Oepameia

. EVNAIK®V pE un Aotnddn payoeditida pe eAeypov mov ennpedletl to omicOio uéPog Tov 0POHUALOD

. o€ Toudd amd TV NAKIO TOV 2 ETOV HE YPOVIA LN AOUMON paryoelditidn pe GAEYIOVT] TOL eMnpPedlet
70 TPOGO10 PEPOG TOV OEOHAANOV.

H pAeypovn avtr| propet va 0dnyfoetl og peimon g 0pacns Kaun otny topovcio eEl0popdTomy 6Tov
0POaAS (LaPEG KOVKKIOES T WIAEC YPOUUES TTOV KIvovTal 6€ OA0 TO medio g Opaong). To Hukyndra dpa
LEUDVOVTOG OVTHY TN PAgYLOVT. MTopel apytkd va cag yopnynbovv dila edppaxa. Edv dev aviamokpibeite
apKeTd KOG oo eappaka avtd, Ba oag yopnyndsi to Hukyndra.

2. T péner va yvopilete Tpy ypnopomomjoste To Hukyndra

an ypnowomomjeete To Hukyndra
Ye mepintwon alAepyiag Tov madov cog oto adalimumab 1 6€ omotodnTote GALO 0O TO GLGTATIKA
AVTOV TOV PAPLAKOV (aAVAPEPOVTAL GTNV TaPGypo(o 6).

- Y mepintoon gvepyol pupotioong N GALov coPapadv Aomnéemv (Prére «IIpogidomotioelc Kot
TPoPLAGEEISY). Elvatl onuavtikd va evUeEPOCETE TOV YI0TPO GOG EAV EYETE CUUTTOUATO, AOTH®ENG, Y1l
TOPASELY O, TTUPETO, TANYES, aicON e KOTWONG 1 000VTIKA TPOPANLATAL.

- Y mepintoon péTplag 1 coPfapnc, Kapdakne averdpkeloc. Eival onuavtikd va evnuepmcete Tov
yTpd cog eav eiyate N éxete cofapn kapdiakr voco (Préne «Ilpocidomomoelg kKot IIpo@LAGEEID»).

Ipocdomoun)oeis Ko TPoPVAAEELS
Amgvbuvieite oTov YaTpo N TOV QopUaKoTold oaog mpv ypnoiporomoste to Hukyndra.

AMepyikéc avTdplcelc

. Edv epoavicete aldepytkéc aviidpaoelc pLe cuumtopato, 6nwog aictnua cei&ipatog oto Odpaka,
dvonvola, LaAn, oidnua 1 e€avOnua dtakdyre Tig evéoeig Hukyndra kot emkowvoviote apéomg pe tov
YTpo6 560G KaOADC, 68 GTAVIEG TEPITTOCELS, OVTEG Ol AVTIOPACELS UTOPEL vaL €lval SLUVNTIKA OTEANTIKEG

v v (on.

Aoudéelg

. Edv &ygete o Aolpwén, copmeptlopfavopévng piag xpoviag Aoipméng 1 pog Aoipwéng oe éva onpeio
TOV 6MUATOHC 60G¢ (Yo Tapadetypa, Akog kKviung) cuppovievdeite Tov yiaTpod cog Tpv apyiceTe TNV
aywyn pe to Hukyndra. Edv dev giote BéEPaiot, EMKOV@OVAGTE e TOV Y1aTpd GOC.

. Mropei vo ppavicete hotuméelg evkordtepa evd dapfavete ) Oepaneio Hukyndra. Avtog o
Kivouvog evoéyetor va ovéndel edv éxete mpofAnuata pe Tovg TvedUovEG oaG. Ot AMOUDEELS AVTEC
umopel va givat EMKIVOUVEC Kot GOUTEPILOUBAVOLV:

o oupotioon
o AOMEELG TOL TPOKOAODVTOL OO 100G, LOKNTES, Tapdcita 1 BakTnplo
o cofapn Aoipnwén oto aipa (onyorpuio)

Y& OTAVIEG TEPITTMOOELS, OVTEG Ol AoumEetls eivan mhavo va givor ametAntikég yuo tn (on. Eivol onpovtico
VO EVILEPMDOETE TOV YIATPO GOG EAV TUPOVGLACETE GUUTTMUOTA OTMG TVPETO, TANYES, aicOnua KOTOGNE M
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0dovtika pofAanpata. O yotpdc oag ivar mbavo vo cog mel vo, dtaxdyete to Hukyndra ya kdmoto
Ol TN AL

Evnuepdote Tov ylotpd 60G GV KATOIKEITE 1] TOEIOEVETE GE TEPLOYES OTOL Eival TOAD GUYVEG Ot
LUKNTIOKEG AOUDEELS (Y10 TALPASELY LA, IGTOTAAGUMGT), KOKKIOIO0EWO0UVKNTIOGN 1|
BAactopvkntioon).

Evnuepoote tov ylotpd cog edv elyote AOIUDEELG TTOV ETAVEPYOVTOL GLYVA 1| AAAES TaONGELS TOV
avEAvouy Tov Kivouvo AoumEemv.

Edv elote nlixiag Gve tov 65 gtdv glote mo evdiwtol o€ Aounéels, eved AapPdvete Hukyndra. Eoeig
Kot 0 ylutpog cag mpénet va OgiEgte 1dtaitepn mpocoyn oe onueia Aoipméng evd Aappdavete Beponeio
pe Hukyndra. Eivot onpovtikd va evnpepdoeTe Tov ylatpd 60G €AV ELPAVIGETE GUUTTMLOTO
roipwéng, 6mwg Topetd, TANYES, aichnuo KOTmong 1 000VTIKG TPOPANUATA.

dvuatioon

Eivat moAd onpoavtiko vo evUepMGETE TOV YI0TPO GOg GV giyate mOTE pupaTioon, 1 €6y NADate og
GTEVN EMOPT LE KATolov oL lxe pupatioon. Edv £yete evepyn gopatioon, Un xpnNCUYLOTOICETE TO
Hukyndra.

o Enedn €xovv avapepbel nepurtdoeig pupatioons oe acbeveig mov Edapav to adalimumab, o
YwTpog cog Oa cog eEETACEL Yio oMpEin KO CUUTTOUOTO PUUATIOONG TPV UPYICETE VA
AopBavete To Hukyndra. H e€€taon ot Oa mepilapBavel Tinpn wTpikn eKTipnon
GUUTEPTAAUPAVOLEVOL TOV 1TPLKOD 1GTOPIKOD GOG Kol KATAAANAO EAeyyo (Yo mapAdELypLaL,
axtivoypagio Ompakoc kot doxpacio popativig). H die€aymyn kot ta amoteléopata ovtov
TV dokiuaclov Oa mpénet va katoypapovial otnv Kapra YagvOopuong AcOevoic.

o dupatioon propet va avartuyBet katd tn didprela g Oepameiog axdun Kot av Exete AaPet
Oepameio yio TV TPOANYT TG PLUOTIOGNG,.
o Edv cvuntdpato puopotioong (Yo mopddetypa, Pyag mov 6gv vroympel, andAelo Bapovug,

ENAenym evepyNTIKOTNTAG, NTLOC TVUPETOS) 1) OTOLONTOTE AAAT AOIH®EN epeavicBel Katd
dwpkela g Bepameiog 1 petd and avtr O TPETEL va EVNUEPDOETE OUEGMS TOV YLOTPO GOG.

Hrozitido B

Evnuepdote tov yuotpd cog edv giote popéag Tov 100 g nratitidog B, edv €xete evepyd nroatitida B,

N vroyaleate 0T Pfpickecte o€ Kivovvo va poivvieite pe tov 10 g nratitidag B.

o O ywatpog oag Oa Tpénel va cag e€etdoet yia Tov 10 g nratitidag B. Xe acOeveic o1 omoiot
gtvar eopeic Tov 100 ¢ nratitidag B, to adalimumab sivon mbavo va pokorécet
EMAVEPYOTOINOM TOV 10V.

o Y& KAmOolEC OTAVIEC TEPITTMOOELS, EOIKA GV AapPAveTE Kot GALD QAPLLOKO TO OTTO10
KOTOGTEALOVV TO (VOGOAOYIKO GUGTN A, 1 ETOVEVEPYOTOINGT TOL 100 NG Nratitdog B, etvat
mBavo vo amoderybel ametAntikn yo tn {on.

Xepovpykn N 000ovTiKn enéuocn

Edv mpokerton vo vtoPAnOeite og gyyeipnon N oe enépuPacn ota SOV, EVIUEPDCTE TOV YIOTPO GOG
ot Aappavete Hukyndra. O yatpog cog eivor mbovd vo cuoTHoEL TPOcmPvY d1oKomn Thg Oepameiog
ue Hukyndra.

AnopveMvotikn vOcog

Edv vroépete 1| epeovicete pior amopveAveoTikn voco(uio acbéveia 1 oroia ennpedlel 1oV HOVOTIKO
povdvo Yopm and Ta vedpa, 0TS 1 GKANPLVOT KT TAAKAG), 0 YIoTpog cag Oa anopacicetl edv
npémel vo. AaPete 1 vo, cuveyicete va Aappdavete to Hukyndra. Evpepmote apéomg tov yiatpd oag
€QV PLOCETE GUUTTOUOTA, OTIMOG AALYEC GTIV OPOoT|, AdLVAio oTa ¥EPLa ) Ta. TOdLA, 1 LovOo U 1)
LUPUNYKIOGLO GE OTTO10OMTTOTE UEPOG TOV CAOUATOS GO,

Eufolocuoi
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. Optopéva euPoito evogyetal va TPoKaAEcoVY AoIUmEELS Kot O Ba mpémet va yivovtal eved Aappavete
1o Hukyndra.

o Potote tov yuatpd cag nptv AdPete omoroonmote gpPorto.

o YVVIGTATOL, €’ OGOV EIVOL EPIKTO, TO TAUSLY VAL £XOVV TPOULYUOTOTOGEL OAOVG TOVG
TPOYPOUUATICUEVOVS ePPoAacovg Baoel nAkiog Tpv amd v Evapén g Bepomeiog pe
Hukyndra.

o Edv AaBate Hukyndra evéd ficaotov £€ykvog, To Hopd 6ag unopei va Stotpéyel LeYaADTEPO

KIvOLUVO EUPAVIONG TETOOG AOTHMENG Yo SIACTN U £MC TEVTE TEPITOL UAVEG LETA TNV TEAELTALN
d6om Hukyndra mov AdPate katd T didpkeia tng eykvopocvvne. Eivar onpavtiko va
EVILEPMGETE TOLG YLOTPOVS TOL LMPOV GOG Kot AAAOVG emaryyeALOTIEG VYEING OYETIKA e TN
ypron Hukyndra kotd ) 81dpkeio TG eyKUOGHVIG GOC, MOTE VO LTopohV Vo omo@acilovy
ndte 10 popd cag Ba mpénel va AdPet kdmolo epPforto.

Kapduoxn avemdpkeia

. Edv vropépete and fmiag popeng kapdioky avemdpkeia kot Aopfavete Bepaneio pe Hukyndra,
Kapdlokn avemdpkela Bo tpénet vo mopakoiovbeitan 6tevd amd tov yiatpd cag. Eivar onpavtikd va
TELTE GTOV Y10TPO GOG €AV giyate oTO TaPeEABOV 1 vIoPEPETE 0md cofapod kapdiokd Tpofinua. Edav
TOPOVGIAGETE VEN CUUTTMOUOTO T} ETOEIVOOT) TOV CUUTTOUATOV TNG KOPIOKNG AVETAPKELNG (TT.X.
dvuomvola 1 TpNELo modidv) Bo TPEMEL Vo EMKOVMOVNGETE AUECHS LE TOV Y1aTpd cag. O yiaTpds Gog
Ba amopooiocetl eav mpémet va Adfete Hukyndra.

Hvpetde, pdrones, apoppayio 1) @ypdTa

. e pepkovg aceveic o opyaviopog eivar mavd vo amothyel Vo Tapaydyel 0pKETH TOGOTNTA TOV
KUTTAP®Y TOV OiIOTOG TOL AVTIHETOMILoVV TIg AoumEelc 1 Ponbovv ot dtakomn g apoppayiog. O
YTpog cag gival mhovo vo amopacicel va dakoyel ) Oepamneio. Edv eupavicete mopetd o omoiog
OgV VIOYWPEL, EAAPPOVS LDAMTESG 1 OLLOPPAYELTE TOAD EDKOA 1] POIVESTE TOAD YAMULOL,
EMKOWVOVNOTE LE TOV Y1TPO GOG AUECHG.

Kapxkivog
. Yndpyovv ToAD 6TAVIEC TEPIMTACELS ELPAVIOTS CUYKEKPILEVAOV EL0DV KOPKIVOL GE Todid Kot
evidikeg acBeveic mov Aappavovv Hukyndra 1 éAdo TNF-avtayoviot.

o AocBeveic pe mo cofapn pevparoedn apbpitida ot onoiol TAGKOLV Ao paKPOXPOVIC VOGO gfval
mBavo vo Egovv PHeyaldTEPO TOV PHEGOV GPOL KIVOLVO EPOAVIONG AEPP®UOTOS (Lo popen
KapKivov mov ennpedlel To Aeueikd cHoTnua), Kot Asvyoio (Lic Lopen KapKivov wov
emnpedlel To aipo Kol T0 HOELD TV 0GTMV).

o Av mapete to Hukyndra, pmopet va avénbet o kivéuvog epoaviong Aepe®aTog, Aevyoniog i
ALV HOpPOV KOpKivoy. e OTAVIEC TEPIMTAOCELS, £vag acLVHONG Kot coPfapog TOTOG
Aeppdpatog £xel Tapotnpndel oe acbeveic mov Aapupavovy adalimumab. e kdmolovg amd
aVTOVG TOLG aoBeveig yopnynOnke emiong alabelonpivn N 6-pepKanTomOLPiVY).

o Evnuepoote tov yotpd cog ebv Aapfavete aloberonpivn N 6-pepkantonovpivny pe Hukyndra.

o [eprTdOEIC PN LEAOVOOTIKOD KOPKIVOD TOV dEpUaTOG Exovv TTapatnpnOel oe acbeveic ol
onoiot Aaufdvovv adalimumab.
o Edv véec deppatucég PraPeg eppaviotovy katd  ddpkela 1 petd ™ Bepaneio 1 edv
VILAPYOVGES depUATIKEG PAGPEC OALAEOLY LOPPT, EVIILEPDOTE TOV YIUTPO GAG.
. Y7rApEay TEPImTOGELG KOPKIVOV, EKTOC TOL AEUQMUOTOC, 6€ AGOEVELS e GLYKEKPIUEVOD TOTOV

nvevpovorddeia 1 omoia Kaheitar Xpovia Amoppaktikn [vevpovorddeio (XAIT) otovg omoiovg €xet
yopnynBet dAioc TNF-avtayoviotig. Edv ndaoyete and XAl 1 kanvilete molv, Oo mpémel va
ocv{ntoete pe Tov YaTpod cog edv 1 Bepaneia pe Evav TNF-avtayoviot| eivol KatdAAnAn yio 60C.

Avtoévoco voonua

. Y& ondvieg meputtdoets, M Oepaneio pe to Hukyndra pmopei va 0dnynost 6e cdvépopo mpocouotdlov
ue Ako. Evnuepdote tov yiorpd cog edv mapotnpndodv copmtdpata 0mmg enipovo aveénynto
e&avomnua, mopetdg, mOVOS oTIg aphpdCEIS 1 KOTMOT).
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Howowd xon £pnpor
. EpPoiacpot: gdv glvan Suvatdv to mondi cog Bo Tpémet va EYEL TPAYLOTOTOUGEL TOVG OTOPAITITOVS
euporacpode Tpv ypnoporomost to Hukyndra.

Alro @appoxa kot Hukyndra
Evnpepaoote tov yuotpd 1 Tov popuakomold caog eqv Toipvete, ExETe mPOGOAT TAPEL 1} UTOpEl va TapeTE
A0 PAPLLOKDL.

Ag O mpéner va AapBavete Hukyndra pe edppoka ta omoia Tepiéyxovy tig akOAovheg dpaoTikég ovoies,
e€autiag Tov VYNV Kvdvvov ekdnAwong coPapns Aoinwéng:

. anakinra

. abatacept.

Mmnopeite va Aapfavete to Hukyndra padi pe:
. pebotpelatn

. GUYKEKPLUEVE TPOTOTOUTIKA TNG VOGOV OVTIPELHOTIKE pAapuaka (Yo TopadetyLo, covipacoralivn,
VOPOELYAWDPOKIVY, AEPAOVVOLIOT KOl EVEGILO CKEVAGLOTO XPVGOV)

. GTEPOELON N AVOAYNTIKG QAPUOKO CUUTEPILAUPAVOUEVOV TOV U1 GTEPOELODV AVTIPAEYUOVOIDY
eoppdkov (MEAD).

Edv éyete epotnoelg, mapakaieictes va amevbuvbeite otov ylotpd cog.

Kinon ko Onioopoc
. Oa wpénet vo, e&eTdleTe TNV XPNOT KATOAANANG AVTIGOAANYNC Y10 TNV TPOANYT TNG EYKLHOGVVIG KOt
VoL GLVEYIoETE TNV YPTON NG Y10 TOLAGYIoTOV 5 pveg uetd v tedevtaio Bepameio ue Hukyndra.

. Edwv giote éyxvog 1 OnAdlete, vopilete 0TL pmopet va giote £ykvog 1) 6Ye01ALETE VO ATOKTIGETE T,
{ntote T GLUPBOVAT TOL YITPOV GUC TPV TAPETE AVTO TO PAPUAKO.

. To Hukyndra mpémet va yprnoyonoleitan Katd thv S1apKeLo, ThG EYKVUOGUVIG LOVO EQOGOV YpeldleTalL.

. ZOUO®VO e Hol LEAETY] Y10, TV EYKVHOGUVT], OEV DINPYE LEYOADTEPOS KIVOLVOG Yo GUYYEVELG

dvomhooieg otav | untépa eiye Aafer adalimumab katd v gyxvpochvn og chYKpPION UE TIG UNTEPES
7OV £mOGYoV ad TNV 1610, vOco Kot ot omoieg dev Elafav adalimumab.

. To Hukyndra pmopeti va ypnoiporombei kotd v didpkeia Tov Onracpov.

. Eav Aappavere Hukyndra katd thv €ykopoovvn 6og, To Hopo 060G HTOPEL va SLTpéYEL LEYOADTEPO
Kivouvo gppaviong Aoiuwéng.

. Eivail onuovtikd vo, evuepdoete Toug Y1oTpohe TOV Lmpol oo Kot GAAOVG erayyeApaTies vy&iog

oyetikd pe ™ xpnon Hukyndra kotd t didpketa g €YKVHOGVUVIG GOG, TPV TO HOPO oG AGPEL
Koo euPorto. I'a meprocdTEPEG TANPOPOPIEG OYETIKA [iE TOV epPoltacud PAETE Tapdypapo
«I1poe1domoInoelg Kot TPOPLAGEEID.

Odnynon Ko EPLoNOS pPNYEvVNUETOV

To Hukyndra pmopei va £yt ikpn €nidpacn oty tkavotntd 6ag yio 001 ynon, modniacio 1| YEPIoUOD
unyovnudtov. Aictnon otpofiiicpuod 1oV dOUOTIOL Kot SLOTOPUYES TNG OPOCTG UTOPEL VO TPOKVYOLV LETH
v ypron Tov Hukyndra.

To Hukyndra mepiéyer varpio ko molvcoppiko 80

To eappaxo avtd mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avé 0,8 ml, ivar ovtd mov ovopdlovpe
«elevbepo vatpiovy.

Avt6 10 Pdppako mepiEyel 1 mg mtoAvcsopPikov 80 ce kabe ml. Ta molvcopPikd pmopel vo mpokarléGovy
aAAEPYIKES aVTIOPAGELS. Eviuepdote Tov Y1atpo 6og 4V £xete YVOOTEG OAAEPYiES.
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3. Mg va ypnowomoujeete To Hukyndra

[Tévtote va ypnoyLomoleite 10 PAPLOKO ALTO AVCTNPE COUPOVA LE TIG 0dNYIiES TOL YLTPOV 1| TOL
eoppoakonolod cag. Edav éxete apeiforieg, potote TOV Y10TPO 1 TOV QUPIOKOTOLO GOC.

Ot ouwvictdpeveg d6oe1g Tov Hukyndra oe kabe pio amd Tig eyKEKPIUEVES YPNOELG TAPOLGLALOVTaL GTOV

ax6Aov00o mivaxa. O yoTpdc 60g UTOPEL VO GLVTAYOYPOPNGEL pio. GAAN TepiektikOTTa Tov Hukyndra sdv

ypelaleote pia S10POPETIKN OOGT).

Pevpartociong apOpitioa

HMkia 1 Bapog copatog

I[Iéc60 ko TOGO cLVYVA TPpémEL
v, Aappaverorn;

2N HELDOCELG

Eviilkeg

40 mg k&Be devTePN €fdoudda

X1 pevpotoedn apbpitida n
xopnynon mg pebotpegang
ocvveyiletar 660 yopnyeitol To
Hukyndra. Eav o yiatpdg cog
OmoPAcicel OTL 1] YopryNom e
peBotpeldrng sivor
axatdAANAn, Tote To Hukyndra
umopel va yopnynOei poévo tov.

Edv mhoyete amd pevpoTogdn
apBpitida kot dg AauPavete
peBotpeEdrn poli pe to
Hukyndra, o yiatpdg cog pmopei
V0, ATOPUGIGEL VO, GOG
yopnynoet 40 mg Hukyndra
Kké0e efoopdda 1} 80 mg kabe
dgvtepT gfdopdda.

Yopioon katd Thdkag

HMkia 1 papog copatog

1660 Ko TOGO cLVYVA TPEMEL
va hapféaveran;

N UELDOCELG

Evilkec

Apyxn 06om 80 mg (pia éveon
tov 80 mg), akoAovboduevn
a6 40 mg kabe dedtepn
gpdoudda, apyilovrag pia

Edwv dev éyete emopkn
OVTOTOKPIGT), O Y TPOG GO
umopel va avénoet ) 4001 6€
40 mg ka0e gfdoudada 1 80 mg

va hapfaveran;

ePSopdda LETA TNV APy Kké0e degvtepn efdopdda.
doon.

AWTVNTIKY WPOTESEVITION

Hlkia 1 papog copatog 11660 Kol TOGO cLYVE TPEMEL | TNUELOGELG
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Eviiucec

Apyixn d6on 160 mg (660
gvéoelg tov 80 mg og pia nuépa
1N pia éveon tov 80 mg

NUeEPN SIS Y10, DO GUVEYOUEVEG
NuéPeG), akorovbovpevn amod
pia 66om 80 mg (pia Eveon Tov
80 mg o¢ pia nuépa) dvo
eBdopddeg apydtepa. Metd and
dvo emumAéov efdouddec,
ocvveyiote ue pia 66om 40 mg
KGO eBdoudda 1 80 mg kdébe
devtepn efdopada, OTmg
ouvtayoypaprinke ond Tov
Ywtpd coc.

Xvviotdrol 1 Kadnuepvi ypnion
OVTIGNTITIKOD GATOLVIOV OTIC
TPooPePAnUEVEG TEPLOYES.

‘Epnpot and 12 émg 17 etdv pe
Bapog 30 kg xat dvew

Apyucn 06om 80 mg (pia €veon
tov 80 mg), akoAovboduevn
a6 40 mg kabe devtepn
epdopdda, Eekvamvtag pio
ePdoudda apydTEpO.

Edv éxete avemapxn
avtomokpion oto Hukyndra

40 mg kaBe devTEPN EPdOUEO,
0 Y10TpdG GOg LTopel va
avénoet tn 60om o€ 40 mg ke
efoopdoa 11 80 mg kdéOe
dgvtepn efdopdda.

Yuviotdton 1 Kednuepvi xpnon
OVTIGNTITIKOD GATOLVIOD OTIC
TpooPePAnuéveg TEPLOYEG.

Néoog Tov Crohn

Hlwia 1 Papog codpotog

IIéc0 ko TOGO GUYVAE TPémer
va hapféaveran;

Inperdoeg

IMondd, £pnpPor Ko evihuceg
amo TV nkia Tov 6 eTdV pe
Bapog 40 kg ka1 dvo

Apyn 06om 80 mg (pia éveon
tov 80 mg), akolovboduevn
a6 40 mg dvo efdouddeg
apyotepa.

Edv amotteiton Toyvtepn
avtomokplon otr Oepamneia, o
YTpdG Gog pumopet va, cag
GLVTOYOYPOPNCEL Lol aPYIKN
d0oom 160 mg (dvo evéoelg Tov
80 mg oe pia nuépa 1 o
éveon tov 80 mg nuepnocing yuo
300 GLVEYOUEVEG MUEPEC),
axoiovBovpevn and 80 mg (pio
éveon tov 80 mg) 6vo
gPdouddeg apydTEpa.

21 ovvéyeln, n cuvning 66om
givar 40 mg xaOe devTEpT
gBdoudda.

O ywtpog cag pmopel va
avénoet t 60om o€ 40 mg ke
gfdoudoa N oe 80 mg kdbe
dgvtepn efdopdda.
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TMoudd ko EenPot omd 6 g 17
€TMV pE Papog Aryotepo amd

40 kg

Apyixn d6on 40 mg,
akoAiovBovpevn amd 20 mg dvo
ePdouddeg apydTepa.

Edv amorteiton toyvtepn
avtomokplon otr Oepaneia, o
YTpdG GOg Uopel va, cog
GUVTAYOYPUPNCEL Pial apyIKN
d6on 80 mg (pia éveon tov
80 mg), axolovBovuevn amd
40 mg dvo ePdopddeg
apyoTepa.

21 cvvéyeln, n cuvnong 66om
givar 20 mg kaOe devTEPT
eBdoudoa

O ywTpog cog pmopel va,
avénoet ) d6on og 20 mg kébe
epdoudoa..

EAxk@ong xoriTow

HMkia 1 papog copatog

II6c60 kKo TOG0 cVYVA TPpémEL va.
happéaveran;

INRELDOGELG

Evilkec

Apyn d6om 160 mg (800 evéoelg
tov 80 mg og pia nuépa M pio
éveon tov 80 mg nuepnocing yuo
300 GLVEYOLEVEG MUEPEC),
axolovBodpevn and 80 mg (pio
éveon tov 80 mg oe pio nuépa)
dvo gfdoudosg apydtepa.

211 ovvéyela, 1 cvvidng doom
givar 40 mg ka0e devtepN
gpdoudda.

O y1atpdc oG pmopei va
avénoet ) door o€ 40 mg kabe
epdopdda 1 og 80 mg kabe
devtepn gfoopada.

IMondid ko épnpor amd v
niwio Twv 6 TV pe Papog
Mydtepo amod 40 Kg

Apyixn 06om 80 mg (pia éveon
tov 80 mg), akoAovboduevn amd
40 mg (pio éveon twv 40 mg) 600
gPdouddeg apydTepa.

211 ovvéyela, 1 cvvidng doom
glvan 40 mg ke devTepM
gpdopdda.

Ba pénel va cuveyicete va
naipvete To adalimumab ot
ouviin 8601 Goc, KON Kot
a@ov KAeicete Ta 18 €.
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TToud1d ko Epnpor amd v
Nikia T@v 6 etV pe Papog
40 kg kot Gvo

Apyixn 66om 160 mg (800 evéoelg
tov 80 mg ce pio nuépa M pio
éveon tov 80 mg nuepncing yuo
300 GLVEYOLEVEG MUEPEC),
axoAiovBovpevn amd 80 mg (pia
éveon tov 80 mg og pio nuépa)
dvo gfdoudoeg apydTepa.

21 ovvéyela, n cuvning 66om
givar 80 mg xaOe devTEpT
gpdopdda.

®a Tpénel va cuveyicete va
naipvete To adalimumab ot
oLV O S00T GOC, AKOMUT KoL
a@ov KAeioete Ta 18 €.

Mn Lop@ong payoeditidn

Hlxia 1 Bapog codpatog

IIéc0 ko TOG0 GVYVE Tpémer
vo, Aappaveron;

Inperdoeg

Evilkec

Apyuc 06om 80 mg (pia €veon
tov 80 mg), akoAovboduevn
a6 40 mg kabe dedtepn
eBdopdda, apyilovrag pia
ePdopdda LETA TNV apyLKn
doon.

Ta kopTiKoGTEPOELDN 1] GAAN
@appoka wov ennpedlovy 1o
OVOGOTONTIKO GUOTN O PTopel
va cuveyifovtor 6tav
Aoppdavetre Hukyndra. To
Hykyndra pnopsi emiong va
yopnynOet povo tov.

IMondid ko épnpot amd v
niwio tev 2 TV pe Papog
Myotepo amd 30 Kg

20 mg «daOe devtepn gfdopnada

O ywTpog cog pmopel va
GLVTAYOYPOUPNGEL Hiol apyIKn
8001 tov 40 mg n onoia Oa
yopnynOet pio efdopada Tpv
v €vapén g cvviBoug 66omMg
v 20 mg kB devtepn
gfdoudoa.

To Hukyndra cuvietdrtot yio
YPNON € GLVOLACUO e
uebotpe&arn.

Iondd ko épnpor amd v
niio tov 2 g1dv pe Papog 30
kg kot dve

40 mg kaBe devTepn efdopdda

O ywtpog cag pmopel va
GUVTOYOYPOUPNGEL ol apyIkn
80601 tov 80 mg n onoia Oa.
yopnynOet pia efdopdada Tpv
v évapén g cvvnboug 600mMg
tv 40 mg kdabe devtepn
efodopdoa.

To Hukyndra cuviotdrtot yio
YPNOM € GLVOLACUO UE
pebotpelarn.

Tpoémog kar 006g yoprynong

To Hukyndra yopnyeitou pe éveon kdtm amd to dépua (e vToddpila Eveon).

AgnTopgpeig 0dnyies oyeTIKd pe Tov Tpémo £veong Tov Hukyndra mapéyovror otny evotnra 7 «Odnyieg

APHONS».

Eav ypnoiwpomonjcete peyorvtepn 6066n Hukyndra amd tnv kavovikn
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Edv koatd AdBog kdvete v éveon tov Hukyndra o cuyvd amod 0,11 6og ime 0 y1atpdg 1 0 QopUAKOTOIOG
006, KOAEOTE TOV Y1oTpd 1) TOV POPLOKOTOL0 Gag Kot TelTe ToV OTL TpaTe peyarvtepn 06o1. Qo Tpémel va
éxete mavtote TNV &MTEPIKN GLoKEVAGia TOL Papudiov pali cag, akoun Kot otav etvat ddeta.

Eav &eyadoete va ypnopononjoete To Hukyndra

Edv Eeydoete va kavete T éveon, Bo mpémet va kavete v €veon yio Ty enduevn d6on tov Hukyndra
apEcmG oA To Buunbeite. Katomy Oa cuveyicete tnv enduevn d0or Ty NUEPA OV giye apyid
TpoypappaTicel, v dev glyate Egxdoel T d60M.

Eav otopaticete va ypnoponorcite To Hukyndra
H andéeoomn va otapatioete va ypnoomoteite to Hukyndra Oa mpénet va ovlnm0ei pe tov yiatpd cag. Ta
COUTTOUATA GOG UTOPEL VoL ETavELBOVY EGV GTOUATNOETE Vo, ypnolponoteite to Hukyndra.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT OLTOV TOL POPUAKOV, POTHOTE TOV YATPd 1) TOV
(QOPLLOKOTOLO GOG.

4, MBavéic avemBounTeg evépyeieg

Onwg 6ha Ta pAppraKa, £TGL KOL AVTO TO GAPULAKO UTOPEL VO TPOKAAESEL AveTIBOUNTES EVEPYELES, OV KoL OEV
Topovctaloviol oe OA0VE TOVg avOpmdmovg. Ot meplocdTepPEg TOPEVEPYELES Eival e £m¢ HETPLES. Opmg
Kdmoteg pumopet va givor coPapég Kot va amartovy Bepaneio. AvembBounteg evépyeleg UTopel va, EPOAVIGTOVV
10 MyOTEPO PG o€ dtdotnuo 4 unvov petd tnv tedevtaia Eveon Hukyndra.

Evnuepaote apécmg 1ov yuoTpld 060G £0V TOPATNPICETE KATOLO0 06 TO aKOA0VOQ
*  ooPapd e&avinua, kvidwon 1 dAha onueio aAlepykng avtidopaong

*  0l0MNUO TPOGMTOV, YEPLOV KOl TOJIDV

*  OVOTVELGTIKO TPOPAN LA, SOVGKOMO KATATOONS

*  dvoKoAio avamvong Katd Tn AoKNoN 1 KATA TNV KATAKALo™ 1] oidnpa ota wodto

Evnuepoote Tov 710TPO 60 TO GLUVTOUOTEPO OVVOTOV, EAV TAPATNPICETE KATOLO U0 TO aKOAOVO

e onueia Aolpwéng, 6nmg Tupetdc, aictnua acBévelog, TAnyéc, odoviikd TpofAnpata, aichnon kavcov
KOTA TNV 0VpNoN

e oaicOnua advvapiog 1 KOTOONG

© Piya

*  Kvnoud

*  podowopo

s owmlomia

*  oduvapia xepldV 1 TOSDV

*  tomikd mpNEIo 1 avorytd AKOG To omoio dgv BepameveTan

*  ONUELD KOl CUUTTMOUOTO DITOTTO Y10 OUOTOAOYIKES SLOTAPUYEG OGS TAPATEIVOUEVOC TVPETOC,
UOADTES, apoppayio, @ypodTNTO

To mopandvem GUUTTOUATE, LTOPEl VO amoTEA0VV EVOEIEN Y10 TIC 0KOAOLOEG avemBOUNTEG EVEPYELES, O1
omnoigg &xovv maparnpndei pe to adalimumab:

oA ovyvég (Lmopolv va emnpedoovy mepiocotepo amd 1 ota 10 dtopa)

*  ovTdpdoelg g Béomng éveong (mov cvumeptdapudvouy dlyoc, oidnua, epudpdmmra | Kvnoud)

*  AOW®MEELG AVOTVELGTIKOD GUGTHUATOG (GVUTEPIAAUPAVOVTOL KPLOADYTLLO, KOTOPPOT], TYHLOPITION,
Tvevpovia)

*  KepoAoAyin

*  KOWMoKO dAyog

*  vovrtia Kot EUETOG

e g&hvOinua

*  HLOOKEAETIKOG TOVOG
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Tuyvég (Lmopovv va exnpedoovy £mg kol 1 ota 10 dtopa)

*  ooPapég Moméelg (ovumeptiapfavetar onyatpio Kot ypimn)

*  evIEPIKEG AMOUDEELC (cLUTTEPIAOUPAVETAL YOO TPEVTEPITION)

*  AowdEelg Tov déppatog (cupmeptiapfavovton KuTTopitida Kot Epmng)

o AOW®OEELS TOV OTOV

*  OTOMOTIKEG AOWMEELG (cvumeptAapPivovTal AOUDEELG TOV SOVTIMV Kol EPTING)
*  LOWUMDEELG TOV AVOTAPOYDYIKOD GUGTHIOTOG

*  Aoip®én Tov ovpomoNTIKOY

*  HUKNTOGIKES AOUMEELG

*  loadéelg Tov apbphcewny

*  kaionBeig dyKol

*  Kkopkivog 6€pratog

*  oMepywcég avtidpaoel (cvumeptiapfaveral emoyikn oAlepyia)

*  0QVIGT®ON

*  oAAayég tng 01d0eong (cvumeptiapPavetorl KoTaOAYNM)

*  Gyxog

*  dvokoAia otV EXELEVGT] TOL VTVOL

*  dltapayég g aictnong Omwe LuPUNYKIOG A, 0icONUo TOIUMAOTOG 1 LOVIG LA
*  mMukpoavio

*  ovumieon vevpikng pilag (cvumepthapupdvetor TGvog YaunAd otn HEGT Kol TOVOG GTO TOAL)
* e dlotapayéc 6poaong

*  @leypovi o@BaALOD

*  QAeypovi TV PAe@apav Kot TPHELYLO TOV HOTION

*  iMyyog (aicOnua {aAng M otpoPfiiicuon)

*  aioOnua ypyopov kapdiakoh ToALOV

*  VYNAN 0PTNPLOKN TiEOT

© Egaym
°  opdTopd (cuoodpeLOoN AIPATOS £E® OO TO CUOPOPA oy Yeia)
* Paxos
s GoBua

*  dvoKoAio oTNV avamvon

*  YOOTPEVIEPIKT QLLOPPOYiQ

*  dvomeyia (podokmua, Kaobpa)

*  TOALVOPOUNON

*  ovvdpopo Enpotntag (cvpmeptiapfavovral Enpdtnta ot pdTio Kot Enpoctopio)
*  Kvnopdg

o g&avOnua pe payovpa

*  HOAOTESG

*  (@leypovi tov dépuatog (0mmg EkCepLar)

*  OTAGULO TOV VUYIDV TOL YEPLOV KOl TOV oS00
e ovénuévn epidpwon

*  OTAOAEW LOAALDV

¢ véa ekdNAwon N emdeivoon TG yopioong

*  wikoi omacpol

*  aipa oto ovpa

*  {poPANpaTa LLE TOVG VEPPODG

*  wovoc 610 6TNOOG

*  oidnpa (npfgipo)

*  TLPETOG

*  uelwon TeV aonETAAIDY TOV aipatog Tov aVEAVEL TOV KIVOUVo aupoppayiog 1 EHEAVIONG LOADTMV
*  OVEMOPKNG ETOVAMON

‘O ovyvég (umopet va ennpedcovy Eog kot 1 ota 100 droua)
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VKAPLaKEG AOUMDEELS (GLUUTEPIAAUBEVOVTOL 1] PLUATIOGCT] KOt GALEC AOTUMDEELS TTOV TPOKLATOLV OO
peimon TG avoGoAoYIKNG AmOKPLoNG)

VELPOAOYIKES AOMEELS (cLUTEPIAaPAVETOL 1 1OYEVIG PNy YiTdn)

rouméelg opBoipon

Baktnprakég AoudEetg

eKKOATOpOTITION (PAEYLOVY] Kot AOTH®EN TOV TTOE0G EVIEPOL)

Kapkivog

KOPKIVOg Tov emnpealel 1o AEUPIKO GOGTNHO

peAdvoua

STOPAYES TOL OVOGOTOLTIKOD GUGTHLLOTOG IOV LUTOPEL VO EMNPEACOVY TOVS TVEDLOVES, TO dEPLLOL KO
TOVG AepPadéves (Tapovaialovtal cuvnEsTepa MG GOPKOEIdWOT))

ayyeutido (QAEYLOVY OLLOQOP®V OyYEI®mV)

TPOUOG (TPELOVAO)

vevporadeia (dtotapayn TV vELPV)

OYYELHKO EYKEPOUAIKO ETELGOO10

OTMOAELD 0KOTG, fOLNTO

aicOnpa avopodov Kapdiokol puduod 6nmg Tapdietyn KopdloKOV TOAUOY

KOPOLOAOYIKE TPOPANIOTO TOV UTOPEL VO TPOKAAEGOVY SLOKOTT| TNG OVOTTVONG 1] TPNEMO TV
aoTPAYAA®V

KopdloKN TPOGPOAN

éva 6OKO GTO TOly®O HLaG HLeYGANg aptmpiag, eAeypovi kal Opoufoon piog pAERac, amdppaln evoc
OLLOPOPOL OyYEIOL

TVEVUOVIKEG VOGOL TOV TPOKOAAOVV SLOKOTY| TG avamvong (cuumeptAapfavetor AEYLLOV)
TVELUOVIKT EUPOAN (amdppaln piog aptnpicg T@V TVELUOV®DV)

Vel OKOTIKN GVALOYT (U1 PLGLOAOYIKT) GVALOYT VYPOV OTN TEPLOYT| TOV TAELPDV)

(QAEYLLOVY] TOV TTAYKPEATOG TTOV TPOKOAEL GOPapd TOVO GTNV KOUMA Kot TV TAATY

dVGKOAlD GTNV KOTOTOON

oidn o TPoS®TOL (TPNEYLO TOV TPOCHTOV)

QAEYHOVT] TNG YOANDOYOL KOGTNG, TETPEG OTN YOAN

Mr®deg Nmap

VOYTEPIVES EQPLOPDGELG

OVAN

U1 PLGLOAOYIKY| HVTKT KOTATTOON

GLGTILOTIKOG EPLONUOTMONG AVKOG (GUUTEPIAMAUPAVOVTOL PAEYUOVEC TOV OEPUATOC, TNG KAPILAC, TOL
TVEDUOVO, TOV apOpOGEDY KOl GALDV 0PYOVIKOV GLGTIUATOV)

STOPAYESG TOV VITVOV

ovikavotnTo

QAEYLOVEG

Yravieg (umopel va emnpedoovy £wg kot 1 ota 1.000 dropa)

Aevyoupio (kapkivog wov exnpedlel To aipa Kot ToV LDEAD TOV 0GTOV)

cofapn aAlepyikn avtidpaor pe kotomAnéio

oKANpLVON KoTE TAGKOG

VELPOAOYIKEC dratapayés (OTme eAeyov Tov 0@OuAUIKOD veDpOL Kat chvdpopo Guillain-Barré mov
UTopEl va TPOKOAESEL LVTKT advvapia, U PLGLOAOYIKES OloONoELS), pupunkicoTn otovg Ppayioveg kot
070 vm HEPOG TOL GMOUATOC)

OTOUOTA O TOAROC TNV KOPOld

TVELLLOVIKT] tveon (0VAEG 6TOV TvehLOVa,)

d1dTpMo”N TOL EVIEPODL (TPOTQ GTO EVTEPO)

nrotitido

gmovevepyonoinon g nratitidag B

QVTOAVOGT NTOTITION (PAEYUOVT TOL TOTOG TOV TPOKOAAEITAL OTO TO CVOGOTOUTIKO GUGTIILO)
OEPLOTIKN QyyEUTIOO (PAEYLOV TOV ALHLOQOP®V OyYEI®V TOV SEPUATOG)

obvdpouo Stevens-Johnson (apyikd copntduata copTEPLOUBAVOVY KaKovyio, TUPETO, TOVOKEQOAO
Kot eEavOnua)
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*  oldnua TPocdTOL (TPHELLO TOV TPOGMITOV) TOV GLVOIEVETAL OO OAAEPYIKEG OVTIOPAGCELG
*  moAOHOpPo epvBnua (PAeypovddes eEGvONa déppaTog)

*  obvopouo Tpocopotalov e AVKo

*  ayyswoidnua (tomikd Tpréylo dEPUATOC)

*  Aeymvoedng avtidpaon déppotog (Kvnopuddes epuBpo-pmp eEavinua oto dEpua)

M'q YVOOTEG (1] CLYVOTNTO OV Umopel vo ekTiun el pe faomn ta dabéciio dedopéva)

NRATOCTANVIKO AELQL €K T-KuTtdpov (éva omdvio £id0¢ KapKivoy TOL aillaTog ToL GUYVA Etvol
Bavatneopo)

*  kapkivopo gk kuttdpov Merkel (tomog kKapkivov Tov d€ppatog)

*  oapkopa Kaposi, pa omdvia popen kapkivov mov oyetiCetol pue Aoiumén amd tov 10 Tov avhpmIivou
épmnta Tomov 8. To odpkmpo Kaposi eppavifetar cuyvotepa pe ) Hopen mopeupdv PAadV Tov
O€pLLOTOG

*  MAWOTIKN OVETAPKELD

*  emdeivoon plag katdotaong 1 oroia ovopdaletal SepproTopvocitidn (peaviletol mg depUaTIKO
e&avOnua ocuvodevdpEVo omd PLIKY aduvapLio)

*  avénon Bapovg (Yo Tovg TEPIEGOTEPOLS acbeveis,  abénom Papovg NTav pikpn)

Kémoeg avembounteg evépyeleg mov mapovstdotnkoy pe to adalimumab propei va unv €xovv copmtdpoto
Kot popet va avakaAveBovv povo pe eEetdoelg aipotog. Avtéc cupmepthappdvouv:

MoAd ovyvég (Lmopolv va emnpedoovy mepiocotepa amd 1 ota 10 dropa)
* YOUNAEG TIHEG TV AEVKOKLTTAPMOV

*  yoUNAEG TIUEG TV EPLOPOKVTTAPOV

o ovénuéva Mmide aipoTog

o ovénuéva nratikd Evivpo

Yuyvég (umopobv va ernnpedcovy Eog kot 1 ota 10 dropa)
* DYNAEG TIHEG TV AELKOKLTTAP®OV

* YOUNAEG TEG TV OUOTETAAIDV TOV OipATOG

o ovénuévo ovpkd 0&D aipoTog

* N QUGLOAOYIKEG TIHEG VATPIOL TOV QUUOTOG

o younAég Tég acPectiov aipoTog

*  YOUNAEG TIUEG POGPOPOL TOL OHUATOG

*  VyYnAd odiyopo aipaTog

* DYNAEG TIHEG OUOTOC TNG YOAOKTIKNG QLPLOPOYOVAGCT|C
*  TOPOLGIO AVTONVTICOUATOV GTO oLl

*  younAd KGAL0 aipaTog

Oy ovyvég (mopel va emmpedoovv €mg kot 1 ota 100 dropa)
e vynin pétpnon xorepvbpivng (Mratikég dokuacieg oipatog)

Yravieg (umopel va ennpedoovy £wg kot 1 ota 1.000 dropa)
*  YOUNAEG TIUEG TOV AEVKOKVTTAP®V, TOV EPLOPOKLTIAPMVY KOL TOV ALUOTETAAIDY TOV CULLOTOC

Ava@opd avemOounTOV EVEPYELOV

Edv mapatmpnoete kKamowo avemBOUnTn evEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUIKOTOL0 GaG. AVTO
oyvEL Ko yio kaOe mhovr avemBountn evépyela Tov dgv avapEPETAL 6TO TOPOV GUALO 0ONYIDV ¥PNONG.
Mropeite eniong va avoaeépete avemBounteg evépyeteg angvbeiog, LEG® TOV €6VIKOV GUOTHUATOG VAPOPAS
mov avaypdaeetar oto Hapdpmua V. Méow g avapopdg avemfdountmv evepyeidv pumopeite va fondnoete
GTY] GLAAOYN TTEPIGGOTEPMOV TANPOPOPLDV GYETIKA LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. Iog va pvidesstor To Hukyndra
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

To @dapuako ovtd TPETEL Vo PLAAGGETOL GE LEPT) TTOV OEV TO PAETOVV KOl €V TO POAVOLV TO TTOOLA.

Noa pn ypnotponoleite avutd T0 EAPUAKO LETH TNV NUepounvia ANENG TOL avapEpeTatl 6TV
EMONUAVOT/GUGKEVOCTN KOWEANC/YapTIvN) cvokevacia petd ™ AHEH. H nuepounvia Anéng eivar n
TEAELTOIO NUEPO TOV LI VOL TOV OVOPEPETOL EKEL.

duvrdooete og Yoyeio (2 °C — 8 °C). Mnv kotoyOyeTE.
DuAdoceTe TNV TPOYELIGUEVT] GUPLYYO GTHV EEMTEPLKT] GLGKELAGIA Y10 VO TPOGTATEVETAL OO TO PWG,.

Evalioktikég ouvOnieg puiagng:

Ortav anorteitat (Yo Topdderypa, otav tadevete), n kabe tpoysuopévn ocvpryya Hukyndra pmopei va
puAdocetar o€ Beppoxpacio 20 °C émg 25 °C yia péyroto ypovikd dudotnpe Emg 30 nuépeg — PePorwbeite
OTL TpocTaTEVETAL OO TO PWS. APoD Pyel amod To yoyeio pe okomd va puAiaydei o Beppokpacio 20 °C éwng
25 °C, n ovpryyo mtpémel vo, ypnopomon0ei evrog 30 nuepdv 1 vo awoppreBei, Eotm Kot av
EavartomofetnBel 610 Yuyeio.

Oa TPETEL VO, KATOYPAPETE TNV MUEPOUN VIO KATE TNV ommoia 1 cOptyyo BynKe yio TpdTn @opd omd T0 Yyoyeio,
KaOdG Kot TV Nuepounvia HETA amd v omoia Oa wpémel va anopplebet.

Noa un ypnoonoteite ovtd T0 PAPLOKO €AV TO VYPO ival BOAO, ATOYPOUOTIGUEVO 7| EXEL VIQPADdES N
LIKPOGOUATIONCL.

Mnyv metdite @APUAKO GTO VEPD TNG OMOYETELGONG 1| GTA OKLOK(A amoppippota. Potiote tov yuotpo 1 tov
(OPLLOKOTOLO GOG Y10, TO TAOS VO TETAEETE TA. PAPUAKE, TTOL EV YPMOIULOTOLELTE L. AvTd T péTpa Oa
BonBncovv oty tpoctacia Tov TePPAAAOVTOG.

6. Mepreyépeva TG GVOKEVAGINS KO AOWTEG TANPOPOPIES

T negpréyer to Hukyndra

- H dpaotikn oveia eivar to adalimumab.

- Ta dAAo cuotoTikd gival yhwplodyo vatplo, cakyoapoln, morivcopPikd 80, Vdwp ylo evéoiua,
VIPOYAWPIKO 0EL (Yo phBuion tov pH), v3po&eidio Tov vatpiov (Yo pHOon Tov pH)

Epgavien trov Hukyndra ko epieydpevo g cvekevasiog
To Hukyndra 80 mg evécipo S1GAvpo 6€ TPOYEUIGUEVT GUPLYYO. LUE TTPOCTOTEVTIKO KGAvpuua feAdvag
datifeTon w¢ oteipo ddlvpa 80 mg adalimumab dwaAvuévo og 0,8 ml dwoddparog.

H mpoygiouévn ovpryyo Hukyndra givar pia yodvn copryya, n onoia nepiéyet didAvpa adalimumab.
Kd&be ovokevacio mepiéyet 1 mpoyepuopévn ouptyya cuckevaopévn o kKoywéAn kot 1 emibepo alicooAnc.

Karoyog Adcrog Kvkhogopiag
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel

Feppovia

Hopoockevaotég
lvers-Lee CSM
Marie-Curie-Str.8
79539 Ldérrach

Ieppovia
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Alvotech Hf
Semundargata 15-19
Reykjavik, 101
Iohavdio

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Ieppavia

Mo omoladnmote TANPOPOPin, GYETUK |LE TO TOPOV PAPUAKEVLTIKO TPOioOV, Tapakoieiote va amevbuvbeite
oToV TomKd avTimpocmno tov Katdyov g Adsiog Kukhopopiag:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Buarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika
STADA PHARMA CZs.r.o.
Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,,STADA Baltics*
Tel: +370 52603926

EArada
RAFARM A.E.B.E.
TnA: +30 2106776550

Espafia
Laboratorio STADA, S.L.
Tel: +34 934738889

France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Lietuva
UAB ,,STADA Baltics*
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich
STADA Arzneimittel GmbH
Tel: +43 136785850

Polska
STADA PharmPharm Sp. z.0 o.
Tel: +48 227377920

Portugal
Stada, Lda.
Tel: +351 211209870

284



Hrvatska
STADA d.o.o.
Tel: +385 13764111

Ireland
Clonmel Healthcare Ltd.
Tel: +353 526177777

island
STADA Arzneimittel AG
Simi: +49 61016030

Italia
EG SpA
Tel: +39 028310371

Kvnpog
STADA Arzneimittel AG
TnA: +30 2106664667

Latvija
UAB ,,STADA Baltics*
Tel: +370 52603926

Romania
STADA M&D SRL
Tel: +40 213160640

Slovenija
Stada d.o.o.
Tel: +386 15896710

Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland
STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888

Sverige
STADA Nordic ApS
Tel: +45 44859999

To mwapov OAho 0dNYLOV Yp1ioNS avaBepOnKe Yo TELEVTAIO POPE GTIS

Addreg I YEG TANPOPOPLAOV
Aemtouepeic TANPoPopies Yo TO QAPLOKO aVTO gival dtafEciec 610 dtkTvakd ToTo Tov Evpmmaikod
Opyavicpod Gopudkov: https://www.ema.europa.eu.

Aemtopepeic TANPOPOPIES Y10 TO CLYKEKPIUEVO PAPLOKO, GTIC OTtoieg cvumepthapuPdvetor Eva Bivieo oyeTikd
UE TOV TPOTO ¥PNONG TNE TPOYEUIOUEVNC GVPLYYAS, Eival dlabéoiueg capavovtag pe EELTvo Kivntd TNAEQ®mVO
(smartphone) tov kmdiko QR mov Ppicketar mapakdto N endveo oty eEotepikn cuokevaoio. Ot idieg
TANPoPopieg eivan emiong drabéoipeg otov akoAovbo cvvdeopo (URL): hukyndrapatients.com

Kmoduwog QR mov O cuopmepiinebei
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7. Odnyieg xpnong

OAHI'TEX XPHXHX
Hukyndra (adalimumab) apoyepiopévn copryya
80 mg/0,8 ml evéorpo drvaropa, yro vrodopra yprion

AW PaoTe TPOCEKTIKA AVTES TIG 001 YIES YPONG, TPLV YPTCLUOTOU|GETE TV TPOYEULOUEVT] CUPLYYA PiOg
xpiong Hukyndra.

Hukyndra apoyspepévn cipryya

Karoppo

Beldvac

(—{ |

"Eupoiro

TNROVTIKEG TANPOPOPIES TTOV TTPEMEL VO YVOPILETE, TPV KAVETE TV £VECT IE TNV TPOYEMIOHEVT
cvpryyo piog ypiong Hukyndra.

TNROVTIKEG TANPOPOPIiES:

. Mo vroddpia Eveon pudvo.

. M xpNCIUOTOIEITE T GUPLYYO KOl EXIKOVAOVIOTE LLE TOV TEPOYO VYEIOVOIKNG TEPIBAAYNG 1| TOV
QOPUOKOTOLd GOG EAV:
. To vypo givar BoAS, amoYPOUATICUEVO 1 TEPLEYEL VIPAOEG 1] COUOTION.
. H npepopnvia AMéng éxet mapéidet.
. To vypo &xer katayvyBel (akdpa kot edv €xel anoyvybel) 1 £xet extebel 610 AUECO NAIKO POC.
. H mpoyepiopévn cdpryya €xel méoel 1 £yl GMAGEL.

. Kpatiote to kdAvppa g ferdvag otn BEomn Tov péypt ) otyun g £veons. No puAGGGETE TO
Hukyndra o€ pépn mov dgv 10 pOavovv ta Toudid.

. Agite Vv gvOTNTO 5 TOL EVALOL 00N YLDV YPNONG GYETIKA UE TOV TPOTO POANENG TNE TPOYEUOUEVNS
ovpryyag piog ypnong Hukyndra.

Hpw omd v éveon:
O 1apoy0g VYEIOVOLIKNG PPoVTidag cog Do Tpémel va oog delel TOS va YPTGULOTOGETE TNV TPOYEUIGIEV
ocOpryyo piag ypriong tov Hukyndra mpv t xpnoomomcETe Yo TpdTN POPa.

Tpéyovees ypiong g svpryyag tov adalimumab:

Axopa kot av Eyete xpnotpomomost GAleg ovptyyeg adalimumab mov kvkAopopodoav oto Taperdov,
TOPOKOAOVUE SPACTE TIC 00MYiEC TANPMG, MOTE VO KATAVOTGETE TOV TPOTO COGTNG YPONG OVTNG TNG
GUGKEVTG TPV EMLYEIPTOETE VO KAVETE TNV EVEDT.

Epotiosig oyeTika pe ) pnon g npoyspopévng cvpryyog Hukyndra;
Emcowvoviote e Tov Tapoyo vyelovoukng mepifalyng cog edv £xete 0mO1EGONTOTE EPMTNGELC.

Ipoctowasia yia Ty £veon e tpoysuopnivne ovpryyac Hukyndra

BHMA 1: Bydkte ) copryyo omo to yoyeio ko {eotavete otovg 20 °C £wg 25 °C ywa 15-30 Aemta
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1.1 BydAte to Hukyndra and to yoyeio (PAéne Ewcova A).

1.2 Apnote 1o Hukyndra otovg 20 °C éwg 25 °C yia 15 éwg 30 Aemtd mpwv and v éveon (BAéne Ewdva B).

. Mnv agaipeite To ykpt kKdAvppa g Beddvag evocm aprvete To Hukyndra va ¢Bdoet tovg
20 °C éwg 25 °C.

. Mn Oeppaivete to Hukyndra pe omotovonmote GAAo tpomo. ' mapdderyua, pnv to {eotdvete
0€ POVPVO LKPOKVUATOV 1) 6€ (E0TO vePO.

. Mn ypnoiponoleite Ty TPoyeGUEVT] cVPLYYa €6V TO VYPO €xel KatayvyBel (akoun Kot gdv

éxet amoyuyOel).

Ewova B

BHMA 2: EAéyEre Tqv nuepopnvia AMENG Kol To vypod @appoko

2.1 EAéy&re Tnv nuepounvia AéEng oty eTikéTa TG Tpoyeopévng ouptyyas (BAEne Eucova I).
. M xpNOIUOTOIEITE TNV TPOYELGUEVT GVPLYYQ EGV Exel Tepdoet 1 nuepounvia Anéng (AHEH).

2.2 EAéyéte 10 vYpO hppoKo ot cvpryya yio va Befoiwbeite 6Tt givan dovyég kot aypopo (Ewova I).
. M xpNCIUOTOIEITE TN GUPLY YO KO EXIKOIVOVIOTE LLE TOV EXAYYEAUATIO VYELOG 1] TOV
(POPLOKOTTOLO GOG €AV TO VYPO glvar BOAS, amoypOUATICUEVO 1 TEPLEYEL VIPAOEG 1| COUATION.

EAéyEte v nuepounvia Anéng

V KOl TO l)ypo QOpUOKO
/ZI ™
j:g: >~ N

AHEH: MM/EEE

Ewoéva I'
BHMA 3: ZuykevTp®oTE TU OVOADGLU KOl TAOVETE TO (EPLUL

3.1 TomoBetnote Ta axdAOLO avTikeipeva og pia kabapn, eninedn empdvein (BAEne Eucova A):
. 1 mpoygpiopévn cvpryya piog xpnong Kot exibepo oAkoOANC.

. 1 Bappdit i yala (dev meptropfavetar).

287



Aoygio amdppIync aryUNpOV avTiKeévoy aviektikd otn didtpnon (dev meptiapfaverar).
BAéne prpa 9.

Enibepa
oAK0OANG

Ewovo A

3.2 [Mwvete ka1 oteyvooTte o xépo oos (PA. Ewova E).

Ewova E

"Eveon tng mpoysmonévne ovpryyoec Hukyndra

BHMA 4: EmiéEte kan kaOapiote Eva onpeio yia tnv éveon
4.1 EmiéEte éva onpeio ywo tnv éveon (PAéne Ewcova ZT):

. 270 UTPOCTIVO LEPOG TV UNPDOV GG 1M
2V KOG G0¢ TOVAGYIOTOV GE amOGTAGT TOVAAYIGTOV 5 CM 0d TOV OUPOAD GOG.
Awpopetikd amd To onpeio g tedevtaiog Eveong (tovidyiotov 3 CM and to onueio g

TerevTaiog Eveonq).

4.2 KaBapiote 10 onueio g éveong pe o KukAKn kivinon pe 1o enifepo aAkooAng (PAéne Eucova Z).

. Mnv kdvete Vv éveon Tave amd To. povYaL.
Mnyv kdvete v £veon o dépa Tov givar evaictnTo, £xel LOAOTES, Eival KOKKIVO, GKATPO,

éxel oVAEG M paryddeg N o€ TEPLOYEG LE Yplaom.

|

Ewovo 2T
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Ewova Z

BHMA 5: Agarpéote 10 KGAoppo ferdvag

5.1 Kpatnote v mpoyepuspuévn avpryyo. oto Eva yépt (BAéne Ewkova H).

5.2 Mg 10 A0 YEPL APapESTE amaAd To KdAvppa TNG Peovag pe i kivnon (BAéne Ewova H).

Amoppiyte 10 KAAvUUO TG PEAdVOC.

Mnv 10 enavatomoBETNCETE.

Mnyv ayyilete T Peldva pe To SAKTLUAG oG 1] UV TNV AP OETE va. £pPel o€ ETOPN L OTIONTOTE.
Kpatnote v apoyepiepévn copryya e tn BeAdva mpog o mive. Mmopel va deite aépa otnv
npoyepopévn cvpryyo. Iliéote apyd to EpPoro mpog ta pHéca Yo Vo apOIPECETE TOV AEPE LECH
g Perovag.

Mmropei va, deite pia otayova vypol otnv dkpn e Perdvoc. Avtd eivar GUGIOAOYIKO.

Ewoévo H

BHMA 6: [Iidote TN 60p1yya KO TOLUTNGTE TO OEPNO.

6.1 Kpatnote 10 60 TNS TPOYEUOUEVNS GUPLYYOG OTO VO XEPL OVAUEGO GTOV OVTIYEPQ KOl 0TOV OgikT,
onwg Ba kévate pe éva poAOPL (BAéne Ewkova ©). Mnv tpafdte moté to épfolo mpog ta mow.

6.2 Townnote omahd TV TEPLOYN TOV KOOOPOD dEPUATOC 6TO oTueio TG Eveong (KOIAMOKT ydpa 1 UNpog)
ue 1o dAlo cog xépt (BA. Eucova I). Kpatnote otabepd to déppa.
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Ewova O

Ewova |
BHMA 7: Eyyvote T0 @appoko

7.1 Ewsdyete 1 Peddva oty mTuyn Tov dEpLOTOG 6 Yovia mepimov 45 popdv pe pio ypiyopn, covioun
kivnon (PAéne Ewkova K).

. A@ov ewodyete T Peldvo, APNOTE TO SEPLLAL.

7.2 IIéote apyd to EUPoro Tpog Ta péca uEypt va eyyvoel 6o To SLAVUO Kol VO AOELUGEL 1] TPOYEUIGUEVT
ovpryya (PAéme Ewdva A).
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Ewéva A
BHMA 8: A@pi|67€ TNV TPOYEHIGUEVT] GUPLYYO. VO OTTORAKPOVEL TN PEAOVA 0o TO dEpRa
8.1 Avaonkmote apyd 1o daxTuAd cag arnd To EuPoro. To Euporo Bo kKvnOel Tpog T ETAV® UE TO dAKTVAD

oog Kot Ba amopakpivel T Peddva amd To onpeio g EvEoNg TPOS TO TPOSTATEVTIKO NG Perdvag (PAéme
Ewova M).

. H Behdva dev Oa amocvphel mapd povo edv €xet eyyvbel 6o To VYPO. MIANOTE e TOV Y10TPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOLO GO EAV TIGTEVETE OTL OEV EYETE YOPNYNOEL TNV TANPN dOG1.

. Eivai puctodoyikd va deite Eva Elatnplo YOpw amd tn papdo tov eufOrov UETH TNV
amoudkpovven g Perovag.

8.2 Metd v olorkAnpmwaon g £veong, Torobetnote Eva Koppdtt Papfakt | éva koppdtt yalog oto déppa
TOve ad To onueio g Eveong.

. Mnv tpiPete.
. Eivai puctoloyikd va mapatnpndel ehappd apoppoyio 6to onpeio tng éveong.

Ewova M

Anéppwn ™ mpoyemepévne cvpryyoec tov Hukyndra

BHMA 9: AmoppiyTe T1) (pNOLUOTOMUEVT] GUPLYYO GE £VA DOYEI0 LYUNPAV AVTIKEIUEVOV

9.1 TomoBeTNGTE TIG YPNOLOTONUEVES GG PEAOVEG, GUPLYYEG KO oty Unpd avTikeipeva og Eva doyelo
ATOPPIYTG QLY LNPOV OVTIKELEVOV ApEcHG PHetd T ypron (PAéne Eucova N).
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Mnyv netdte (amoppintete) T1g PELOVES KOl TIC CUPLYYES YOPIG KAAV UL GTO OUKIOKA
amoppippoTo.

9.2 To xéAoppa, to enifepo aAkooANg, To Pappdrkt q 1 yale, Kabmg Kol | GLOKEVAGIN UTOPOVY VA
TETAYTOVV GTO, OIKLOKE OmoppitpaTa.

Ewova N

IpéoBeTeg TANpoPopicg amdppLyng
. Edv dev éxete doyeio amdppiyng ayunpov aVTIKEEVOV, UTOPEITE VO YPNCUYLOTOINGETE VA OIKLOKO
doyeio to omoio:

elval KaTaoKeLOoUEVO amd TAACTIKO Papldg xpnong,

umopel va kKAeloegl pe Kamdxt Tov popurolel oeryTd Kot ivar aviekTikd 6T didTtpnon, xwpig va
elvar duvartn N e€ay@yn TOV aryUNPOV AVTIKEUEV®V,

elvat katdAAnio kot otabepd katd T xpnon,

elvar avOexTiKd oTIg dloppoEg Kot

QEPEL KATAAANAT ETICTLOVOT] Y10 VO, TPOELDOTOLET Yol EMIKIVOLVO amOBANTA EVTOS TOVL dOYEIOV.

Orav 10 doyeio andppymg aynpdv avTIKEEVOV glvat oxedov yepato, Ba ypetaotel va akolovdnoete Tig
TOTIKEC KATELOVVTINPLEC 00N YIEC Y10, TOV OMGTO TPOTO ATOPPLYTG TOV OYEIOV ATOPPIYNC ALYUNPOV
OVTIKELLEVOV.

MnV amoppinTETE TO YPNOYLOTOUEVO SOYELD ATOPPIYNG OLYUNPDV OVTIKEIHEVOV GTO OTKLOKE OTOpPILUATA.
MnV avOKUKADVETE TO YPNCULOTONUEVO BOYELD ATOPPIYNC ULYUNPDV AVTIKEUEVMV.

Edv €yete omolecdnmote pMTIOELS, EMKOWVMVIOTE LE TOV TAPOYO VYEWOVOUIKNG TEPIBaAymc Tov Gag
mopokolovdel yio fonOeta.
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®YrAlo 0OV Yprong: [IAnpoopisg Yia Tov acOevi)

Hukyndra 80 mg evéeipo 16Avpo 6 TPOYEMGREVT] GUGKELT] TOTOV TEVOG
adalimumab

vTo @appako avtd Telel LG CLUTANPOUATIKY TopakoloVONGN. AvTtd Ba emiTpéyel Tov YpyopO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdieloc. Mmopeite va Ponbnoete pécw g avapopds mlovmv
AVETOOUNTOV EVEPYEIDV TOL EVOEYOUEVMG TTopovotdlete. BA. T€hog Tng mapaypdpov 4 yia Tov TpOTo
avapopds avemBOUNTOV evepyELDV.

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 00N YOV YPONGS TTPLV UPYICETE VA YPTCLUOTOLEITE QVTO TO

QPAapROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- ®vidEte avtd TOo EUALO 0dNYIBV Yprone. Towg ypelaotel va to dwfdoete Eava.

- O ywtpog oag Ba cog dmoet pio Kapto YrevOdpiong AcBevoig, 1 omoia mepléyel onuUovTIKég
TANPOPOPIES Y10, TNV ACPAAELD. TOV QOPLAKOV TG omoieg Bo Tpémel va yvopilete mpv EeKvioeTe va
ypnowonoteite to Hukyndra xabmg kot katd ) didpketo tng Oepaneiog pe Hukyndra. Na éyete avthv
v Képta YrevOopuiong AcOevoig navta poli cog keta ) otapkera g Oepaneios cag Ko yio
4 ujveg petd Ty teElsvtaia cog éveon pe Hukyndra.

- Edv éyete mepartépo omopiec, poTNoTE TOV Y1ATPO 1) TOV QUPLOKOTOLO GO,

- H ocvvtayn yia autd 1o pdppoko xopnyndnke amokAEloTKd Yio 60G. Agv TPEMEL VO ODGETE TO

QAapuraKo o€ GAAOVG. Mmopel va Tovg TPOKAAEGEL PAAPT, AKOUO KOL OTOV TO GUUTTOUOTO TNG
ac0éveldc Tovg eivart 101 pe Ta O1KA oag.

- Ed&v mapamnproete kdmola avemBopntn evépyela, EVIIEPMGTE TOV YATPO 1] TOV POPLOKOTOLO GOS. AvTd
woyveL Ko yio kéOe mbavr| avemBountn evépyela Tov dev avapEPETAL 6TO TAPOHV GUALO 0ONYIDV YPNOTG.

BAéne mapaypago 4.
T tepréyer To mapév pvAro 0ONYLOV:

T1 eivon To Hukyndra kot oo givai 1y xprion tov

T npénet va yvopilete Tpiv ypnowonomoete to Hukyndra
i va. ypnowonomoste to Hukyndra

[MBavég avembounteg evépyeteg

Mo vo purdocetar To Hukyndra

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIEg
Odnyieg xprong

Nook~wbdE

1. T givor o Hukyndra kot owa givol n xpien tov
To Hukyndra mepiéyet ) dpactikn ovoio adalimumab

To Hukyndra ypnowomoteitat yio t Oepameio:
. Pevpatogidong apBpitidog

. Yopioong Kotd TAGKOG
. AlomonTiKng WpwTadevitidog
. Noéoov tov Crohn

. EAx®ddovg koAitidog
. Mn Aomdovg poryostditidng

H dpactiki ovsio Tov Hukyndra, n adalimumab, givat éva avBpdmvo, povokhovikd avticopa. Tao
LOVOKAMVIKA VTICOUATO EVOL TPOTEIVEG TOL TPOGOEVOVTAL GE VO GUYKEKPLUEVO GTOYO.

H adalimumab éye1 mg otdyo g pia TpwTeivn Tov ovopdletol mapdyovtag vékpoong oykwov (TNFa),
0mol0l EUTAEKETOL GTO AVOCOTOMTIKO (OULVTIKO) cOGTNLO Kot BpiokeTol oe avénuéva emimeda oTIg
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QAEYHLOVAOOELS 00BEVEIEG IOV OVALPEPOVTOL TapOTave. Me v mpodcdeon oto TNFa, to Hukyndra elattdvet
N Sdikacio EAEYLOVIG 68 aVTEG TG acbéveles.

Pevpatociong appitioa
H pevpatoeidng apbpitida etvon pia pAeypovddNG vocos Tov apBpdoemy.

To Hukyndra ypnowomoteitat yio t Oepameio g pétpiag £mg coPapnc, peupatosdong appitidog 6Tovg
eviAe. Mmopel apyikd va oag xopnyndodv GALo TPOTOTOMTIKG TG VOGOL QAPLOKa, OTmG 1 pebotpeEar.
Edv dev avtamokpifeite opkeTd koAl ota gappoke ovtd, 0o cog xopnyndei to Hukyndra.

To Hukyndra pmopei eniong va. yopnynOei ya t Bepameio g coPapnic, evepyod kot eEglocduevng,
pevpatogldong apbpitidag yopic va éxet mponynbei Bepaneio pe peBotpeldrn.

To Hukyndra pmopei va emPpadivet Tic PAAPeg tov apfpdoemv mov TpokaAobvTal amd TN GAEYLOVOIN
v6G0 ka1 puropet va Tig fondncet va Kivobvtar o erevbepal.

O ywtpdc oag Oo amopaciost eav To Hukyndra mpénet va yopryn0ei pe puebotpe&dn 1 povo tov.

Yopioon katd TAaKag

H yopiaon katd midiog eivor pua deppotomdfela mov pokorel epuBpés, POAOMTES, AETIODIELS TAGKES
O£POTOC TTOV KAADTTOVTOL amd 0pyvpoypoa Aémia. H yopiaon kotd mhdkag pmopel emiong va TpocPaiet ta
VOYL0L, TPOKOAMVTOAG AIIMAELD. TOV VUYLV, TAYLVGT KOl OTOKOAAN O™ amd TNV KoiTn Tov vuytol, T0 0moio
umopel va givat eEmmOLVOo.

To Hukyndra ypnowomoteitat yio t Oepoameio e pétpiag o coPapnc, xpoviag yopioons Katd mAdkog
OTOVG EVIAIKEC.

AWAVNTIKT WOPOTASEVITION

H dromon e dpotadevitido (ovopdletar kot avaoTpoen axpn) ival pio xpovia Kot Guyva emmovvn,
QAEYLOVAOING vOG0G TOV déppatos. Ta cupntodpata propet va meptrappdvouv evaicOnta olidw
(e€oykmpota) kot amoothpata (dobuveg) mov pmopet va ekkpivovy mwoov. Epeaviletor cuyvotepa ot
OGUYKEKPIUEVEG TEPLOYES TOV OEPUATOG, OTTMG KATM and T0 6TN00G, OTIG LAGYAAES, OTO ECOTEPLIKO TOV UNPDV,
o1 PovPoViKN yOPaA KoL TOVG YAOLTOVG. XTIG TPOSPEPANUEVEG TEPLOYEG LITOPEL EMIONG VO ELPOVIGTOVV
OVAEC.

To Hukyndra ypnoipomoteiton yo t Beponeia
. ™G HETPLOG £MG coPapng SOmMUNTIKNG WOPOTASEVITIONG GE EVIAIKEG Kot
. ™G LETPLOG £mG coPapng dtamunTiKng WpwTadevitidag oe epnPouvg nikiog 12 éwg 17 etdv.

To Hukyndra pmopei va peidosgt tov apifud tov olidimv Kol Tov amootudtoy mov TpokaAodvTol omd ™
v660, KaOADG Kot TOV TOVO TOL GLUVIEETOL GLYVA LE TN vOG0. MTopel apyikd vo cag yopnyndovv daia
eappoka. Eav dev avtamokpifeite apketd koAl ota gappoka ovtd, 0o cog xopnyndei to Hukyndra.

Néoog tov Crohn
H voc0og tov Crohn givar pio gAeypovddng vosog Tov TERTIKOD GLGTHILOTOG,

To Hukyndra ypnowomoteital yio tn Ogpomeia
. ™m¢ pétprog émg cofapng vooov tov Crohn og evijlikeg Kot
. ™ pétprog émg cofapng vooov tov Crohn oe mandid kot eprfovg nhikiog 6 £mg 17 gtdv.

Mmnopet apyikd vo cag yopnynbovv diia edpuoxa. Edv dev aviamoxpifeite apketd xaid ota edpuoro
avtd, Oa cag yopnynOei to Hukyndra.

EAk®ong koritida
H eAxddong kolitida givar o, pAEYUOVMOONG VOGOG TOV TOXEOS EVIEPOV.
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To Hukyndra ypnoipomoteitor yo t Beponeio
. ™G HETPLOG £mG coPapnG, EMKMOOLG KOAITIONG G€ EVAAIKES Kol
. ™G HETPLOG £mG coPapng, EMKMDOOVG KOAITIONG 6 TTodid kot eprifovg nhikiog 6 émg 17 etdv

Mmropet apyikd vo cag yopnynbovv aiia edpuoxo. Edv dev avtamokpibeite apketd kadd ota eapuoKo
avtd, Ba oag yopnynbei to Hukyndra.

Mn Aowp@dng poyoELdiTION
H un Aoydong payoeditido eivar pio. pAEYLOVAOING VOGOC TOV EXNPEAlEl OPIoUEVO TUNUATO TOV 0QOaALOD.

To Hukyndra ypnowomoteitat yio. tn Oepameia

. EVNAIK®V pE un Aotnddn payoeditida pe eAeypov mov ennpedletl to omicOio uéPog Tov 0POHUALOD

. o€ Toudd amd TV NAIKIO TOV 2 ETOV HE YPOVIA LN AOUMON paryoelditidn Le GAEYIOVT TOL EMNPedlet
70 TPOGO10 PEPOG TOV OEOHAANOV.

H pAeypovn avtr| propet va 0dnyfoetl og peimon g 0pacns Kaun otny topovcio eEl0popdTomy 6Tov
0POaAUS (LaPEG KOVKKIOES T WIAEC YPOUUESG TTOV KIvovTal 6€ OA0 TO medio g opaong). To Hukyndra dpa
LEUDVOVTOG OLTHY TN PAEYLOVT. MTopetl apyikd va cag yopnynbovv dila edppaxa. Edv dev aviamokpibeite
apKeTd KOG oo eappaka avtd, Ba oag yopnyndsi to Hukyndra.

2. T péner va yvopilete Tpy ypnopomomjoste To Hukyndra

an ypnowomomjeete To Hukyndra
Ye mepintwon alAepyiag Tov madov cog oto adalimumab 1 6€ omotodnTote GALO 0O TO GLGTATIKA
AVTOV TOV PAPLAKOV (aAVAPEPOVTAL GTNV TaPGypo(o 6).

- Y mepintoon gvepyol pupotioong N GALov coPapadv Aomnéemv (Prére «IIpogidomotioelc Kot
TPoPLAGEEISY). Elvatl onuavtikd va evUEPOCETE TOV YI0TPO GOG EAV EYETE GCUUTTOUATO, AOTH®ENG, Y1l
TOPASELY O, TTUPETO, TANYES, aicON e KOTWONG 1 000VTIKA TPOPANLATAL.

- Y mepintoon péTplag 1 coPfapnc, Kapdakng averdpkeloc. Eival onuavtikd va evnuepmcete tov
TP Gog eav glyate N éxete coPapn kapdiakn voco (PAéne «IIpogidomoinoelc kat [Ipo@uia&ecy).

Ipocdomoun)oeis Ko TPoPVAAEELS
Amgvbuvieite oTov Y1aTpo M TOV QopuaKoTold oaog TPy ypnoiporomoste to Hukyndra.

AMepyikéc avTdplcelc

. Edv epoavicete aldepytkéc aviidpaoelc pLe cuumtopato, 6nwog aictnua cei&ipatog oto Odpaka,
dvonvola, LaAn, oidnua 1 e€avOnua dtakdyre Tig evéoeig Hukyndra kot emkowvoviote apéomg pe tov
YTp6 560G KaODC, 68 GTAVIEG TEPITTOOELS, OVTEG Ol AVTIOPACELS UTOPEL vaL Elval SLUVNTIKA OTEANTIKEG

v v (on.

Aoudéelg

. Edv &xete o Aolpwén, copmeptlopfavopévng piag xpoviag Aoipméng 1 pog Aoipwéng oe éva onpeio
TOV 6MUATOHC 60G¢ (Yo Tapadetypa, Akog kKviung) cuppovievdeite Tov yiaTpod cog Tpv apyiceTe TNV
aywyn pe to Hukyndra. Edv dev giote BéEPaiot, EMKOV@OVAGTE e TOV Y1aTpd GOC.

. Mropei va gppavicete hotuméelg evkordtepa evd dapfavete ™ Oepaneio. Hukyndra. Avtog o
Kivouvog evoéyetor va ovéndel edv éxete mpofAnuata pe Tovg TvedUovEG oaG. Ot AMOUDEELS AVTEC
umopel va givat EMKIVOUVEC Kot GOUTEPILOUBAVOLV:

o oupotioon
o AOMEELG TOL TPOKOAODVTOL OO 100G, LOKNTES, Tapdcita 1 BakTnplo
o cofapn Aoipnwén oto aipa (onyorpuio)

Y& OTAVIEG TEPITTMOOELS, OVTEG Ol AoumEetls eivan mhavo va givor ametAntikég yuo tn (on. Eivol onpovtico
VO EVILEPMDOETE TOV YIATPO GOG EAV TUPOVGLACETE GUUTTMUOTA OTTMG TVPETO, TANYES, aicOnua KOTOGNE M
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0dovtika pofAanpata. O yotpdc oag ivar mbavo vo cog mel vo, dtaxdyete to Hukyndra ya kdmoto
Ol TN AL

Evnuepdote Tov ylotpd 60G GV KATOIKEITE 1| TOEIOEVETE GE TEPLOYES OTTOL Eival TOAD GUYVEG Ot
LUKNTIOKEG AOUDEELS (Y10 TALPASELY LA, IGTOTAAGUMGT), KOKKIOIOEWO0UVKNTIOGN 1|
BAactopvkntioon).

Evnuepoote tov ylotpd cog edv elyote AOIUDEELG TTOV ETAVEPYOVTOL GLYVA 1| AAAES TaONGELS TOV
avEAvouy Tov Kivouvo AoumEemv.

Edv elote nlixiag Gve tov 65 gtdv glote mo evdiwtol o€ Aounéels, eved AapPdvete Hukyndra. Eoeig
Kot 0 ylutpog cag mpénet va OgiEgte 1dtaitepn mpocoyn oe onueia Aoipméng evd Aappdavete Beponeio
pe Hukyndra. Eivot onpovtikd va evnpep®oeTe Tov ylatpd 60G €AV ELPAVIGETE GUUTTMLOTO
roipwéng, 6mwg Topetd, TANYES, aichnuo KOTmong 1 000VTIKG TPOPANUATA.

dvuatioon

Eivat moAd onpoavtiko vo evUepMGETE TOV YI0TPO GOg GV giyate mOTE pupaTioon, 1 €6y NADate og
GTEVN EMOPT LE KATolov oL lxe pupatioon. Edv £yete evepyn gopatioon, Un xpnNCUYLOTOICETE TO
Hukyndra.

o Enedn €xovv avapepbel nepurtdoeig pupatioons og acbeveig mov Edapav to adalimumab, o
Ywtpog cog O cog eEETAGEL Yio oMpEin KO CUUTTAOUOTO QUUATIOONG TPV APYICETE VA
AopBavete To Hukyndra. H e€€taon ot Oa mepilapBavel Tinpn wTpikn eKTipnon
GUUTEPTAAUPAVOLEVOD TOL 1TPLKOD 1GTOPIKOD GOG Kol KATAAANAO EAeyyo (Yo mopAdELypLaL,
axtivoypagio Ompakoc kot doxpacio popativig). H die€aymyn kot ta amoteléopata ovtov
TV dokiuaclov Oa mpénet va katoypapovial otnv Kapra YagvOopuong AcOevoic.

o dupatioon propet va avartuyBet katd tn didprela g Oepameiog axdun Kot av Exete AaPet
Oepameio yio TV TPOANYT TG PLUOTIOGNG,.
o Edv cvuntdpato puopotioong (Yo mopddetypa, Pyag mov 6gv vroympel, andAelo Bapovug,

ENAenym evepyNTIKOTNTAG, NTLOC TVUPETOS) 1) OTOLONTOTE AAAT AOIH®EN epeavicBel Katd
dwdpketa g Bepameiog 1 petd and avt O TPETEL va EVIUEPDOETE OUEGMS TOV YLOTPO GOG.

Hrozitido B

Evnuepdote tov yuotpd cog edv giote popéag Tov 100 g nratitidog B, edv €xete evepyd nroatitida B,

N vroyaleate 0T Pfpickecte o€ Kivovvo va poivvieite pe tov 10 g nratitidag B.

o O ywatpog oag Oa Tpénel va cag e€etdoet yia Tov 10 g nratitidag B. Xe acOeveic o1 omoiot
gtvar eopeic Tov 100 ¢ nratitidag B, to adalimumab sivon mbavo va pokorécet
EMAVEPYOTOINOM TOV 10V.

o Y& KAmOolEC OTAVIEC TEPITTMOOELS, EOIKA GV AapPAveTE Kot GALD QAPLLOKO TO OTTO10
KOTOGTEALOVV TO (VOGOAOYIKO GUGTN A, 1 ETOVEVEPYOTOINGT TOL 100 NG Nratitdog B, etvat
mBavo vo amoderybel ametAntikn yo tn {on.

Xepovpykn N 000ovTiKn enéuocn

Edv mpokerton vo vtoPAnOeite og gyyeipnon N oe enépuPacn ota SOV, EVIUEPDCTE TOV YIOTPO GOG
ot Aappavete Hukyndra. O yatpog cog eivor mbovd vo cuoTHoEL TPOcmPvY d1oKomn Thg Oepameiog
ue Hukyndra.

AnopveMvotikn vOcog

Edv vroépete 1| epeovicete pior amopveAveoTikn voco(uio acbéveia 1 oroia ennpedlel 1oV HOVOTIKO
povdvo Yopm and Ta vedpa, 0TS 1 GKANPLVOT KT TAAKAG), 0 YIoTpog cag Oa anopacicetl edv
npémel vo. AaPete 1 vo, cuveyicete va Aappdavete to Hukyndra. Evpepmote apéomg tov yiatpd oag
€QV PLOCETE GUUTTOUOTA, OTIMOG AALYES GTIV OPOoT|, AdLVaio oTa ¥EPLa ) Ta. TOdLA, 1 LovOo U 1)
LUPUNYKIOGLO GE OTTO10OMTTOTE UEPOG TOV CAOUATOS GO,

Eufolocuoi
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. Optopéva euPoito evogyetal va TPoKaAEcoVY AoIUmEELS Kot O Ba mpémet va yivovtal eved Aappavete
1o Hukyndra.

o Potote tov yuatpd cag nptv AdPete omoroonmote gpPorto.

o YVVIGTATOL, €’ OGOV EIVOL EPIKTO, TO TAUSLY VAL £XOVV TPOULYUOTOTOGEL OAOVG TOVG
TPOYPOUUATICUEVOVS ERPoAacoVg Bacel nAkiog Tpy amd v Evapén g Bepomeiog pe
Hukyndra.

o Edv AaBate Hukyndra evéd ficaotov £€ykvog, To Hopd 6ag unopei va Stotpéyel LeYaADTEPO

KIvOLUVO EUPAVIONG TETOOG AOTHMENG Yo SIACTN U £MC TEVTE TEPITOL UAVEG LETA TNV TEAELTALN
d6om Hukyndra mov AdPate katd T didpkeia tng eykvopocvvne. Eivar onpavtiko va
EVILEPMGETE TOLG YLOTPOVS TOL LMPOV GOG Kot AAAOVG emaryyeALOTIEG VYEING OYETIKA e TN
ypron Hukyndra kotd ) 81dpkeio TG eyKUOGHVIG GOC, MOTE VO LTopohV Vo omo@acilovy
ndte 10 popd cag Ba mpénel va AdPet kdmolo epPforto.

Kapduoxn avemdpkeia

. Edv vropépete and fmiag popeng kapdioky avemdpkeia kot Aopfavete Bepaneio pe Hukyndra,
Kapdlokn avemdpkela Bo Tpénet vo mopakoiovbeitan 6tevd amd tov yiatpd cag. Eivar onpavtikd va
TELTE GTOV Y10TPO GOG €AV giyate oTO TaPeEABOV 1 vIoPEPeTe 0md cofapod kapdiokd Tpofinua. Edav
TOPOVGIAGETE VEN GCUUTTMOUOTO T} ETOEIVOOT) TOV COUTTOUATOV TNG KOPIOKNG AVETAPKELNG (TT.X.
dvuomvola 1 TpNELo modidv) Bo TPEMEL Vo EMKOVMOVNGETE AUECHS LE TOV Y1aTpd cag. O yiaTpds Gog
Ba amopooiocetl eav mpémet va Adfete Hukyndra.

Hvpetde, pdrones, apoppayio 1) @ypdTa

. e pepkovg aceveic o opyaviopog eivar mavd vo amothyel Vo Tapaydyel 0pKETH TOGOTNTA TOV
KUTTAP®Y TOV OiIOTOG TOL AVTIHETOMILoVV TIg AoumEelc 1 Ponbovv ot dtakomn g apoppayiog. O
YTpog cag gival mhovo vo amopacicel va dakoyel tn Oepamneio. Edv eupavicete mopetd o omoiog
OgV VIOYWPEL, EAAPPOVS LDAMTESG 1 OLLOPPAYELTE TOAD EDKOA 1] POIVESTE TOAD YAMULOL,
EMKOWVOVNOTE LE TOV Y1TPO GOG AUECHG.

Kapxkivog
. Yndpyovv ToAD 6TAVIEC TEPITTACELS ELPAVIOTS CUYKEKPILEVAOV EL0DV KOPKIVOL GE Tadid Kot
evidikeg acBeveic mov Aappavovv Hukyndra 1 éAdo TNF-avtayoviot.

o AocBeveic pe mo cofapn pevparoedn apbpitida ot onoiol TAGKOLV Ao paKPOXPOVIC VOGO gfval
mBavo vo Egovv PHeyaldTEPO TOV PHEGOV GPOL KIVOLVO EPOAVIONG AEUO®UOTOS (Lo popen
KapKivov wov ennpedlel To Aeueikd choTnua), Kot Asvyoio (Lic Lopen kapkivov wov
emnpedlel To aipo Kol T0 HOELD TV 0GTMV).

o Av mapete to Hukyndra, pmopet va avénbet o kivéuvog epoaviong Aepe®aTog, Aevyoniog i
ALV HopPOV KopKivoy. e OTdvVieS TEPIMTAOCELS, £vag acLVRONG Kot coPfapog TOTOG
Aeppdpatog £xel Tapotnpndel oe acbeveic mov Aapupavovy adalimumab. e kdmolovg amd
aVTOVG TOLG aoBeveig yopnynOnke emiong alabelonpivn N 6-pepKanTomOLPiVY).

o Evnuepoote tov yotpd cog ebv Aapfavete aloberonpivn N 6-pepkantonovpivny pe Hukyndra.

o [eprTdOEIC PN LEAOVOOTIKOD KOPKIVOD TOV dEpUaTOg Exovv TTapatnpnOel oe acbeveic ol
onoiot Aaufdvovv adalimumab.
o Edv véec deppatucég PraPeg eppaviotovy katd  ddpkela 1 petd ™ Bepaneio 1 edv
VILAPYOVGEC dEPUATIKEG PAGPEC OALAEOVY LOPPT, EVIILEPDOTE TOV YIOTPO GAG.
. Y7rApEay TEPImTOGELG KOPKIVOV, EKTOC TOL AEUQMUOTOC, 6€ AGOEVELS e GLYKEKPIUEVOD TOTOV

nvevpovorddeia 1 omoia Kaheitar Xpovia Amoppaktikn [vevpovorddeio (XAIT) otovg omoiovg €xet
yopnynBet diioc TNF-avtaymviotig. Edv ndaoyete and XAl 1 kanvilete moly, Oo mpémel va
ocv{ntoete pe Tov YaTpod cog edv 1 Bepaneia pe Evav TNF-avtayoviot| eivol KatdAAnAn yio 60C.

Avtoévoco voonua

. Y& ondvieg meputtdoets, M Oepaneio pe to Hukyndra pmopei va 0dnynost 6e cdvépopo mpocouotdlov
ue Ako. Evnuepdote tov yiorpd cog edv mapotnpndodv copntdpata 0mmg enipovo aveénynto
e&avomnua, mopetdg, mOVOS oTIg aphpdCEIS 1 KOTMOT).
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Howowd xon £pnpor
. EpPoiacpot: gdv glvan Suvatdv to mondi cog Bo Tpémet va EYEL TPAYLOTOTOUGEL TOVG OTOPAITITOVS
euporacpode Tpv ypnoporomost to Hukyndra.

Alro @appoxa kot Hukyndra
Evnpepaoote tov yuotpd 1 Tov popuakomold caog eqv Toipvete, ExETe mPOGOAT TAPEL 1} UTOpEl va TapeTE
A0 PAPLLOKDL.

Ag O mpéner va AapBavete Hukyndra pe edppoka ta omoia epiéyxovy tig akOAovheg dpaoTikég ovoies,
e€autiag Tov VYNV Kvdvvov ekdnAwong coPapns Aoinwéng:

. anakinra

. abatacept.

Mmnopeite va Aapfavete to Hukyndra padi pe:
. pebotpelatn

. GUYKEKPLUEVE TPOTOTOUTIKA TNG VOGOU OVTIPEVHOTIKA Appaka (Yo mopdadetypa, covipacaralivn,
VOPOELYAWDPOKIV, AEPAOVVOLIOT KOl EVEGILO CKEVAGLATO XPVGOV)

. GTEPOELON N AVOAYNTIKG QAPUOKO CUUTEPILAUPAVOUEVOV TOV U1 GTEPOELODV AVTIPAEYUOVOIDY
eoppdkov (MEAD).

Edv éyete epotnoelg, mapakaieictes va amevbuvbeite otov ylotpd cog.

Kinon ko Onhaopoc
. Oa wpénet vo, e&eTdleTe TNV XPNOT KATOAANANG AVTIGOAANYNC Y10 TNV TPOANYT TNG EYKLHOGVVIG KOt
VoL GLVEYIoETE TNV YPTON NG Y10 TOLAGYIoTOV 5 pveg uetd v tedevtaio Bepameio ue Hukyndra.

. Edwv giote éyxvog 1 OnAdlete, vopilete 0TL pmopet va giote £ykvog 1) 6Ye01ALETE VO ATOKTIGETE T,
{ntote T GLUPOVAT TOL YIATPOL GUC TPV TAPETE AVTO TO PAPUAKO.

. To Hukyndra mpémet va yprnoyonoleitan Katd thv S1apKeLo, ThG EYKVUOGUVIG LOVO EQOGOV YpeldleTalL.

. ZOUO®VO e Hol LEAETY] Y10, TV EYKVHOGUVT], OEV DINPYE LEYOADTEPOS KIVOLVOG Yo GUYYEVELG

dvomhooieg otav | untépa eiye Aafer adalimumab katd v eyxvpochvn og chYKpPION UE TIG UNTEPES
7OV £mOGYoV ad TNV 1610, vOco Kot ot omoieg dev Elafav adalimumab.

. To Hukyndra pmopeti va ypnoiporombei kotd v didpkeia Tov Onracpov.

. Eav Aappavere Hukyndra katd thv €ykopoovvn 6og, To Hopo 060G HTOPEL va SLTpéYEL LEYOADTEPO
Kivouvo gppaviong Aoiuwéng.

. Eivail onuovtikd vo, evuepdoete Toug Y1oTpohe TOV Lmpol oo Kot GAAOVG erayyeApaTies vy&iog

oyetikd pe ™ xpnon Hukyndra kotd t didpketa g €YKVHOGVUVIG GOG, TPV TO HOPO oG AGPEL
Koo euPorto. I'a meprocdTEPEG TANPOPOPIEG OYETIKA [iE TOV epPoltacud PAETE Tapdypapo
«I1poe1domoInoelg Kot TPOPLAGEEID.

Odnynon Ko EPLoNOS pPNYEvVNUETOV

To Hukyndra pmopei va £yt ikpn €nidpacn oty tkavotntd 6ag yio 001 ynon, modniocio 1| YEPIoUOD
unyovnudtov. Aictnon otpofiiicpuod 1oV dOUOTIOL Kot SLOTOPUYES TNG OPOCTG UTOPEL VO TPOKVYOLV LETH
v ypron Tov Hukyndra.

To Hukyndra mepiéyer varpio ko molvcoppiko 80

To eappaxo avtd mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avé 0,8 ml, ivar ovtd mov ovopdlovpe
«elevbepo vatpiovy.

Avt6 10 Pdppako mepiEyel 1 mg mtoAvcsopPikov 80 ce kabe ml. Ta molvcopPikd pmopel vo mpokarléGovy
aAAEPYIKES aVTIOPAGELS. Eviuepdote Tov Y1atpo 6og 4V £xete YVOOTEG OAAEPYiES.
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3. Mg va ypnowomoujeete To Hukyndra

[Tévtote va ypnoyLomoleite 10 PAPLOKO ALTO AVCTNPE COUPOVA LE TIG 0dNYIiES TOL YLTPOV 1| TOL
eoppoakonolod cag. Edav éxete apeiforieg, potote TOV Y10TPO 1 TOV QUPIOKOTOLO GOC.

Ot ouwvictdpeveg d6oe1g Tov Hukyndra oe kabe pio amd Tig eyKEKPIUEVES YPNOELG TAPOLGLALOVTaL GTOV

ax6Aov00o mivaxa. O yoTpdc 60g UTOPEL VO GLVTAYOYPOPNGEL pio. GAAN TepiektikOTTa Tov Hukyndra sdv

ypelaleote pia S10POPETIKN OOGT).

Pevpartociong apOpitioa

HMkia 1 Bapog copatog

II6c60 kKo TOGO cLVYVA TPpémEL
v, Aappaverorn;

2N HELDOCELG

Eviilkeg

40 mg k&Be devTePN €fdoudda

X1 pevpotoedn apbpitida n
xopnynon mg pebotpegang
ocvveyiletar 660 yopnyeitol To
Hukyndra. Eav o yiatpdg cog
OmoPAcicel OTL 1] YopryNom e
peBotpeldrng sivor
axatdAANAn, Tote To Hukyndra
umopel va yopnynOei poévo tov.

Edv mhoyete amd pevpotogdn
apBpitida kot dg AauPavete
peBotpeEdrn poli pe to
Hukyndra, o yiatpdg cog pmopei
V0, ATOPUGIGEL VO, GOG
yopnynoet 40 mg Hukyndra
Kké0e efoopdda 1} 80 mg kabe
dgvtepT gfdopdda.

Yopioon katd Thdkag

HMkia 1 papog copatog

1660 Ko TOGO cLVYVA TPEMEL
va hapféaveran;

N UELDOCELG

Evilkec

Apyxn 06om 80 mg (pia éveon
tov 80 mg), akoAovboduevn
a6 40 mg kabe dedtepn
gpdoudda, apyilovrag pia

Edwv dev éyete emopkn
OVTOTOKPIGT), O Y TPOG GO
umopel va avénoet ) 4001 6€
40 mg ka0e gfdoudada 1 80 mg

va hapfaveran;

ePSopdda LETA TNV APy Kké0e degvtepn efdopdda.
doon.

AWTVNTIKY WPOTESEVITION

Hlkia 1 papog copatog 11660 Kol TOGO cLYVE TPEMEL | TNUELOGELG
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Eviiucec

Apyixn d6on 160 mg (660
gvéoelg tov 80 mg og pia nuépa
1N pia éveon tov 80 mg

NUeEPN SIS Y10, DO GUVEYOUEVEG
NuéPeG), akorovbovpevn amod
pia 66om 80 mg (pia Eveon Tov
80 mg o¢ pia nuépa) dvo
eBdopddeg apydtepa. Metd and
dvo emumAéov efdouddec,
ocvveyiote ue pia 66om 40 mg
KGO eBdoudda 1 80 mg kdébe
devtepn efdopada, OTmg
ouvtayoypaprinke ond Tov
Ywtpd coc.

Xvviotdrol 1 Kadnuepvi ypnion
OVTIGNTITIKOD GATOLVIOV OTIC
TPooPePAnUEVEG TEPLOYES.

‘Epnpot and 12 émg 17 etdv pe
Bapog 30 kg xat dvew

Apyucn 06om 80 mg (pia €veon
tov 80 mg), akoAovboduevn
a6 40 mg kabe devtepn
epdopdda, Eekvamvtag pio
ePdoudda apydTEpO.

Edv éxete avemapxn
avtomokpion oto Hukyndra

40 mg kaBe devTEPN EPdOUEO,
0 Y10TpdG GOg LTopel va
avénoet tn 60om o€ 40 mg ke
efoopdoa 11 80 mg kdéOe
dgvtepn efdopdda.

Yuviotdton 1) Kednpepvi xpnon
OVTIGNTITIKOD GATOLVIOD OTIC
TpooPePAnuéveg TEPLOYES.

Néoog Tov Crohn

Hlwia 1 Papog codpotog

IIéc0 ko TOGO GUYVAE TPémer
va hapféaveran;

Inperdoeg

IMondd, £pnpPor Ko evihuceg
amo TV nkia Tov 6 eTdV pe
Bapog 40 kg ka1 dvo

Apyn 06om 80 mg (pia éveon
tov 80 mg), akolovboduevn
a6 40 mg dvo efdouddeg
apyotepa.

Edv amotteiton Toyvtepn
avtomokplon otr Oepamneia, o
YTpdG Gog pumopet va, cag
GLVTOYOYPOPNCEL Lol aPYIKN
d0oom 160 mg (dvo evéoelg Tov
80 mg oe pia nuépa 1 o
éveon tov 80 mg nuepnocing yuo
300 GLVEYOUEVEG MUEPEC),
axoiovBovpevn and 80 mg (pio
éveon tov 80 mg) 6vo
gPdouddeg apydTEpa.

21 ovvéyeln, n cuvning 66om
givar 40 mg xaOe devTEpT
gBdoudda.

O ywtpog cag pmopel va
avénoet t 60om o€ 40 mg ke
gfdoudoa N oe 80 mg kdbe
dgvtepn efdopdda.
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TMoudd ko EenPot omd 6 g 17
€TMV pE Papog Aryotepo amd

40 kg

Apyixn d6on 40 mg,
akoAiovBovpevn amd 20 mg dvo
ePdouddeg apydTepa.

Edv amorteiton toyvtepn
avtomokplon otr Oepaneia, o
YTpdG GOg Uopel va, cog
GUVTAYOYPUPNCEL Pial apyIKN
d6on 80 mg (pia éveon tov
80 mg), axolovBovuevn amd
40 mg dvo ePdopddeg
apyoTepa.

21 cvvéyeln, n cuvnong 66om
givar 20 mg kaOe devTEPT
epdoudda..

O ywTpog cog pmopel va,
avénoet ) d6on og 20 mg kébe
gfdoudoa.

EAxk@ong xoriTow

HMkia 1 papog copatog

II6c60 kKo TOG0 cVYVA TPpémEL va.
happéaveran;

INRELDOGELG

Evilkec

Apyn d6om 160 mg (800 evéoelg
tov 80 mg og pia nuépa M pio
éveon tov 80 mg nuepnocing yuo
300 GLVEYOLEVEG MUEPEC),
axolovBodpevn and 80 mg (pio
éveon tov 80 mg oe pio nuépa)
dvo gfdoudosg apydtepa.

211 ovvéyela, 1 cvvidng doom
givar 40 mg ka0e devtepN
gpdopdda.

O y1atpdc oG pmopei va
avénoet ) door o€ 40 mg kabe
epdopdda 1 og 80 mg kabe
devtepn gfoopada.

IMondid ko épnpor amd v
niwio Twv 6 TV pe Papog
Mydtepo amod 40 Kg

Apyixn 06om 80 mg (pia éveon
tov 80 mg), akoAovboduevn amd
40 mg (pio éveon twv 40 mg) 600
gPdouddeg apydTepa.

211 ovvéyela, 1 cvvidng doom
glvan 40 mg ke devTepM
gpdopdda.

Ba pénel va cuveyicete va
naipvete To adalimumab ot
ouviin 8601 Goc, KON Kot
a@ov KAeicete Ta 18 €.
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TToud1d ko Epnpor amd v
Nikia T@v 6 etV pe Papog
40 kg kot Gvo

Apyixn 66om 160 mg (800 evéoelg
tov 80 mg ce pio nuépa M pio
éveon tov 80 mg nuepncing yuo
300 GLVEYOLEVEG MUEPEC),
axoAiovBovpevn amd 80 mg (pia
éveon tov 80 mg og pio nuépa)
dvo gfdoudoeg apydTepa.

21 ovvéyela, n cuvning 66om
givar 80 mg xaOe devTEpT
gpdopdda.

®a Tpénel va cuveyicete va
naipvete To adalimumab ot
oLV O S00T GOC, AKOMUT KoL
a@ov KAeioete Ta 18 €.

Mn Lop@ong payoeditidn

Hlxia 1 Bapog codpatog

IIéc0 ko TOG0 GVYVE Tpémer
vo, Aappaveron;

Inperdoeg

Evilkec

Apyuc 06om 80 mg (pia €veon
tov 80 mg), akoAovboduevn
a6 40 mg kabe dedtepn
eBdopdda, apyilovrag pia
ePdopdda LETA TNV apyLKn
doon.

Ta kopTiKoGTEPOELDN 1] GAAN
@appoka wov ennpedlovy 1o
OVOGOTONTIKO GUOTN O PTopel
va cuveyifovtor 6tav
Aoppdavetre Hukyndra. To
Hykyndra pnopsi emiong va
yopnynOet povo tov.

IMondid ko épnpot amd v
niwio tov 2 TV pe Papog
Myotepo amd 30 Kg

20 mg «daOe devtepn gfdopnada

O ywTpog cog pmopel va
GLVTAYOYPOUPNGEL Hiol apyIKn
8001 tov 40 mg n onoia Oa
yopnynOet pio efdopada Tpv
v €vapén g cvviBoug 66omMg
v 20 mg kB devtepn
gfdoudoa.

To Hukyndra cuvietdrtot yio
YPNON € GLVOLACUO e
uebotpe&arn

Iondd ko épnpor amd v
niio tov 2 g1dv pe Papog 30
kg kot dve

40 mg kaBe devTepn efdopdda

O ywtpog cag pmopel va
GUVTOYOYPOUPNGEL ol apyIkn
80601 tov 80 mg n onoia Oa.
yopnynOet pia efdopdada Tpv
v évapén g cvvnboug 600mg
tv 40 mg kdabe devtepn
efodopdoa.

To Hukyndra cuviotdrtot yio
YPNOM € GLVOLACUO UE
pebotpelarn.

Tpoémog kar 006g yoprynong

To Hukyndra yopnyeitou pe éveon kdtm amd to dépua (e vToddpila Eveon).

AgnTopgpeig 0dnyies oyeTIKd pe Tov Tpémo £veong Tov Hukyndra mapéyovror otny evotnra 7 «Odnyieg

APHONS».

Eav ypnoiwpomonjcete peyorvtepn 6066n Hukyndra amd tnv kavovikn
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Edv koatd Adbog kdvete v éveon tov Hukyndra o cuyvd amod 0,11 6og ime 0 y1tpdg 1 0 QopUAKOTOIOS
006, KOAEOTE TOV Y1oTpd 1) TOV POPLOKOTOL0 Gag Kot TelTe ToV OTL TpaTe peyarvtepn 06o1. Qo Tpémel va
éxete mavtote TNV &MTEPIKN GLoKEVAGia TOL Papudiov pali cag, akoun Kot otav etvat ddeta.

Eav &eydoete va ypnoponomjoste To Hukyndra

Eav Eeydoete va kavete T éveon, Bo mpémet va kavete v €veon yio Ty enduevn d6on tov Hukyndra
apEcmG oA To Buunbeite. Katomy Oa cuveyicete tnv enduevn d0or Ty NUEPA OV giye apyid
TpoypappaTicel, v dev glyate Egxdoel T d60M.

Eav otopaticete va ypnoponorcite To Hukyndra
H andéeoomn va otapatioete va ypnoonoteite to Hukyndra 6a mpénet va oulnm0ei pe tov yiatpd cag. Ta
COUTTOUATA GOG UTOPEL VoL ETavELBOVY EGV GTOUATNOETE Vo, ypnolponoteite to Hukyndra.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT OLTOV TOL POPUAKOV, POTHOTE TOV YATPd 1) TOV
(QOPLLOKOTOLO GOG.

4, MBavéic avemBounTeg evépyeieg

Onwg 6ha Ta pAppraKa, £TGL KOL AVTO TO GAPULAKO UTOPEL VO TPOKAAESEL AveTIBOUNTES EVEPYELES, OV KoL OEV
Topovctaloviol oe OA0VE TOVg avOpmdmovg. Ot meplocdTepPEg TOPEVEPYELES Eival e £m¢ HETPLES. Opmg
Kdmoteg pumopet va givor coPapég Kot va amartovy Bepaneio. AvembBounteg evépyeleg UTopel va, EPOAVIGTOVV
10 MyOTEPO PG o€ dtdotnuo 4 unvov petd tnv tedevtaia Eveon Hukyndra.

Evnuepaoote apécmg 1ov yuoTpld 060G £0V TOPATNPICETE KATOLO0 06 TO aKOA0VOQ
*  ooPapd eEavinua, kvidwon 1 dAha onueio aAlepyIKNg avTidopaong

*  0l0MNUO TPOGMTOV, YEPLOV KOl TOJIDV

*  OVOTVELGTIKO TPOPAN LA, SOVGKOMO KATATOONS

*  dvoKoAio avamvong Katd Tn AoKNoN 1 KATA TNV KATAKALo™ 1] oidnpa ota wodto

Evnuepaote Tov 710TPO 6O TO GLUVTOUOTEPO OVVOTOV, EAV TAPATNPICETE KATOLO U0 TO aKOA0VOQ

e onueia Aolpwéng, 6nmg Tupetdc, aictnua acBévelog, TAnyéc, odoviikd TpofAnpata, aichnon kavcov
KOTA TNV 0VpNoN

e oaicOnua advvapiog 1 KOT®ONG

© Piya

*  Kvnoud

*  podowopo

s owmlomia

*  oduvapia xepldV 1 TOSDV

*  tomikd mpNEIo 1 avorytd AKOG To omoio dgv BepameveTan

*  ONUELD KOl CUUTTMOUOTO DITOTTO Y10 OUOTOAOYIKES SLOTAPUYEG OGS TAPATEIVOUEVOC TVPETOC,
UOADTES, apoppayio, @ypodTNTO

To mopondvem GUUTTOUATE, LTOoPEL VO amoTeEA0VV EVOEIEN Y10 TIC 0KOAOLOEG avemBOUNTEG EVEPYELES, OL
onoigg &xovv maparnpndei pe to adalimumab:

oA ovyvég (Lmopolv va emnpedoovy mepiocotepo amd 1 ota 10 dtopa)

*  ovTdpdoelg g Béomng éveong (mov cvumeptdapudvouy dlyoc, oidnua, epudpdmmra | Kvnoud)

*  AOW®MEELG AVOTVELGTIKOD GUGTHUATOG (GVUTEPIAAUPAVOVTOL KPLOADYTLLO, KOTOPPOT], TYHLOPITION,
Tvevpovia)

*  KepoAoAyin

*  KOWMoKO dAyog

*  vovrtia Kot EUETOG

e g&hvOinua

*  HLOOKEAETIKOG TOVOG
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Tuyvég (Lmopovv va exnpedoovy £mg kol 1 ota 10 dtopa)

*  ooPapég Moméelg (ovumeptiapPfavetar onyatpio Kot ypimn)

*  evigpIKEG AMOUMEELS (cupumepAapPaveTal Yoo TpEVTEPITION)

*  AowdEelg Tov déppatog (cupmeptiapfavovton KuTTopitida Kot Epmng)

o AOW®OEELS TOV OTOV

*  OTOMOTIKEG AOWMEELG (cvumeptAapPivovTal AOUDEELG TOV SOVTIMV Kol EPTING)
*  LOWUMDEELG TOV AVOTAPOYDYIKOD GUGTHIOTOG

*  Aoip®én Tov ovpomoNTIKOY

*  HUKNTOGIKES AOUMEELG

*  loadéelg Tov apbphcewny

*  kaionBeig dyKol

*  Kkopkivog 6€pratog

*  oMepywcég avtidpaoel (cvumeptiapfaveral emoyikn oAlepyia)

*  0QVIGT®ON

*  oAAayég tng 01d0eong (cvumeptiapPavetorl KoTaOAYNM)

*  Gyxog

*  dvokoAia otV EXELEVGT] TOL VTVOL

*  dltapayég g aictnong Omwe LuPUNYKIOG A, 0icONUo TOIUMAOTOG 1 LOVIG LA
*  mMukpoavio

*  ovumieon vevpikng pilag (cvumepthapupdvetor TGvog YaunAd otn HEGT Kol TOVOG GTO TOAL)
* e dlotapayéc 6poaong

*  @leypovi o@BaALOD

*  QAeypovi TV PAe@apav Kot TPHELYLO TOV HOTION

*  iMyyog (aicOnua {aAng M otpoPfiiicuon)

*  aioOnua ypyopov kapdiakoh ToALOV

*  VYNAN 0PTNPLOKN TiEOT

© Egaym
°  opdTopd (cuoodpeLOoN AIPATOS £E® OO TO CUOPOPA oy Yeia)
* Paxos
s GoBua

*  dvoKoAio oTNV avamvon

*  YOOTPEVIEPIKT QLLOPPOYiQ

*  dvomeyia (podokmua, Kaobpa)

*  TOALVOPOUNON

*  ovvdpopo Enpotntag (cvpmeptiapfavovral Enpdtnta oto pdTio Kot Enpoctopio)
*  Kvnopdg

o g&avOnua pe payovpa

*  HOAOTESG

*  (@leypovi tov dépuatog (0mmg EkCepLar)

*  OTAGULO TOV VUYIDV TOL YEPLOV KOl TOV oS00
e ovénuévn epidpwon

*  OTAOAEW LOAALDV

¢ véa ekdNAwon N emdeivoon TG yopioong

*  wikoi omacpol

*  aipa oto ovpa

*  {poPANpaTa LLE TOVG VEPPODG

*  wovoc 610 6TNOOG

*  oidnpa (npfgipo)

*  TLPETOG

*  uelwon TeV aonETAAIDY TOV aipatog Tov aVEAVEL TOV KIVOUVo aupoppayiog 1 EHEAVIONG LOADTMV
*  OVEMOPKNG ETOVAMON

‘O ovyvég (umopet va ennpedcovy Eog kot 1 ota 100 droua)
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VKAPLaKEG AOUMDEELS (GLUUTEPIAAUBEVOVTOL 1] PLUATIOGCT] KOt GALEC AOTUMDEELS TTOV TPOKLATOLV OO
peimon TG avoGoAoYIKNG AmOKPLoNG)

VELPOAOYIKES AOMEELS (cLUTEPIAaPAVETOL 1 1OYEVIG PNy YiTdn)

rouméeilg opBoipon

Baktnprakég AoudEetg

eKKOATOpOTITION (PAEYLOVY] Kot AOTH®EN TOV TTOE0G EVIEPOL)

Kapkivog

KOPKIVOg Tov emnpealel 1o AEUPIKO GOGTNHO

peAdvoua

STOPAYES TOL OVOGOTOLTIKOD GUGTHLLOTOG IOV LUTOPEL VO EMNPEACOVY TOVS TVEDLOVES, TO dEPLLOL KO
TOVG AeUQadéVeS (Tapovotdlovtal cuvnBéaTtepa MG capPKOEIdMON)

ayyeutido (QAEYLOVY OLLOQOP®V OyYEI®mV)

TPOUOG (TPELOVAO)

vevporadeia (dtotapayn TV vELPV)

OYYELHKO EYKEPOUAIKO ETELGOO10

OTMOAELD 0KOTG, fOLNTO

aicOnpa avopodov Kapdiokol puduod 6nmg Tapdietyn KopdloK®V TOAUOY

KOPOLOAOYIKE TPOPANIOTO TOV UTOPEL VO TPOKAAEGOVY SLOKOTT| TNG OVOTTVONG 1] TPNEMO TV
aoTPAYAA®V

KopdloKN TPOGPOAN

éva 6OKO GTO TOly®O HLaG HLeYGANg aptmpiag, eAeypovi kal Opoufoon piog pAERac, amdppaln evoc
OLLOPOPOL OyYEIOL

TVEVUOVIKEG VOGOL TOV TPOKOAAOVV SLOKOTY| TG avamvong (cuumeptAapfavetor AEYLLOV)
TVELUOVIKT EUPOAN (amdppaln piog aptnpicg T@V TVELUOV®DV)

Vel OKOTIKN GVALOYT (U1 PLGLOAOYIKT) GVALOYT VYPOV OTN TEPLOYT| TOV TAELPDV)

(QAEYLLOVY] TOV TTAYKPEATOG TTOV TPOKOAEL GOPapd TOVO GTNV KOUMA Kot TV TAATY

dVGKOAlD GTNV KOTOTOON

oidn o TPoS®TOL (TPNEYLO TOV TPOCHTOV)

QAEYHOVT] TNG YOANDOYOL KOGTNG, TETPEG OTN YOAN

Mr®deg Nmap

VOYTEPIVES EQPLOPDGELG

OVAN

U1 PLGLOAOYIKY| HVTKT KOTATTOON

GLGTILOTIKOG EPLONUOTMONG AVKOG (GUUTEPIAAUPBAVOVTOL PAEYUOVEC TOV OEPUATOC, TNG KAPILAC, TOL
TVEDUOVO, TOV apOpOGEDY KOl GALDV 0PYOVIKOV GLGTIUATOV)

STOPAYESG TOV VITVOV

ovikavotnTo

QAEYLOVEG

Yravieg (umopel va emnpedoovy £wg kot 1 ota 1.000 dropa)

Aevyoupio (kapkivog wov exnpedlel To aipa Kot ToV LDEAD TOV 0GTOV)

cofapn aAlepyikn avtidpaor pe kotomAnéio

oKANpLVON KoTE TAGKOG

VELPOAOYIKEC dratapayés (OTme eAeyov Tov 0@OuAUIKOD veDpOL Kat chvdpopo Guillain-Barré mov
UTopEl va TPOKOAESEL LVTKT advvapia, U PLGLOAOYIKES OloONoELS), pupunkicoTn otovg Ppayioveg kot
070 vm HEPOG TOL GMOUATOC)

OTOUOTA O TOAROC TNV KOPOld

TVELLLOVIKT] tveon (0VAEG 6TOV TvehLOVa,)

d1dTpMo”N TOL EVIEPODL (TPOTQ GTO EVTEPO)

nrotitido

gmovevepyonoinon g nratitidag B

QVTOAVOGT NTOTITION (PAEYUOVT TOL TOTOG TOV TPOKOAAEITAL OTO TO CVOGOTOUTIKO GUGTIILO)
OEPLOTIKN QyyEUTIOO (PAEYLOV TOV ALHLOQOP®V OyYEI®V TOV SEPUATOG)

obvdpouo Stevens-Johnson (apyikd copntduata copTEPLOUBAVOVY KaKovyio, TUPETO, TOVOKEQOAO
Kot eEavOnua)
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*  oldnua TPocdTOL (TPHELLO TOV TPOGMITOV) TOV GLVOIEVETAL OO OAAEPYIKEG OVTIOPAGCELG
*  moAbHOpPo epvBnua (PAeypovddes eEGvOnua déppaTog)

*  obvopouo Tpocopotalov e AVKo

*  ayyswoidnua (tomikd Tpréylo dEPUATOC)

*  Aeymvoedng avtidpaon déppotog (Kvnopuddes epuBpo-pmp eEavinua oto dEpua)

M'q YVOOTEG (1] CLYVOTNTO OV Umopel vo ekTiun el pe faomn ta dabéciio dedopéva)

NRATOCTANVIKO AELQL €K T-KuTtdpov (éva omdvio £id0¢ KapKivoy TOL aillaTog ToL GUYVA Etvol
Bavatneopo)

*  kapkivopo gk kuttdpov Merkel (tomog kKapkivov Tov d€ppatog)

*  oapkopa Kaposi, pa omdvia popen kapkivov mov oyetiCetol pue AoiumEn amd tov 10 Tov ovhpmIivou
épmnta Tomov 8. To odpkmpo Kaposi eppavifetar cuyvotepa pe ) Hopen mopeupdv PAadV Tov
O€pLLOTOG

*  MAWOTIKN OVETAPKELD

*  emdeivoon plag katdotaong 1 oroia ovopdaletal dSepproTopvocitidn (epeaviletol mg depUaTiKO
e&avOnua ocuvodevdpEvo omd PLIKY aduvapio)

*  avénon Bapovg (Yo Tovg TEPIEGOTEPOLS acbeveis,  abénom Papovg NTav pikpn)

Kémoeg avembounteg evépyeleg mov mapovstdotnkoy pe to adalimumab propei va unv €xovv copmtdpoto
Kot pmopet va avakaAvedovv povo pe eEetdoels aipotog. Avtéc cupmeptAappavouy:

MoAd ovyvég (Lmopolv va emnpedoovy mepiocotepa amd 1 ota 10 dropa)
* YOUNAEG TIHEG TV AEVKOKLTTAPMOV

*  yoUNAEG TIUEG TV EPLOPOKVTTAPOV

o ovénuéva Mmide aipoTog

o ovénuéva nratikd Evivpo

Yuyvég (umopobv va ernnpedcovy Eog kot 1 ota 10 dropa)
* DYNAEG TIHEG TV AELKOKLTTAP®OV

* YOUNAEG TEG TV OUOTETAAIDV TOV OipATOG

o ovénuévo ovpkd 0&D aipoTog

* N QUGLOAOYIKEG TIHEG VATPIOL TOV QUUOTOG

o younAég Tég acPectiov aipoTog

*  YOUNAEG TIUEG POGPOPOL TOL OHUATOG

*  VyYnAd odiyopo aipaTog

* DYNAEG TIHEG OUOTOC TNG YOAOKTIKNG QLPLOPOYOVAGCT|C
*  TOPOLGIO AVTONVTICOUATOV GTO oLl

*  younAd KGAL0 aipaTog

Oy ovyvég (mopel va emmpedoovv €mg kot 1 ota 100 dropa)
e vynin pétpnon xorepvbpivng (Mratikég dokuacieg oipatog)

Yravieg (umopel va ennpedoovy £wg kot 1 ota 1.000 dropa)
*  YOUNAEG TIUEG TOV AEVKOKVTTAP®V, TOV EPLOPOKLTIAPMVY KOL TOV ALUOTETAAIDY TOV CULLOTOC

Ava@opd avemOounTOV EVEPYELOV

Edv mapatmpnoete kamowo avemBOUnTn evEPYEL, EVILEPDOTE TOV YLOTPO 1) TOV POPUIKOTOL0 GaG. AVTO
oyvEL Ko yio kaOe mhovr avemBountn evépyela Tov dgv avapEPETAL 6TO TOPOV GUALO 0ONYIDV ¥PNONG.
Mropeite eniong va avoaeépete avemBounteg evépyeteg angvbeiog, LEG® TOV €6VIKOV GUOTHUATOG AVOPOPAS
mov avaypdeetar oto Hapdpmua V. Méow g avapopdg avemBdountmv evepyelov pumopeite va fondnoete
GTY] GLAAOYN TTEPIGGOTEPMOV TANPOPOPLDV GYETIKA LLE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. Iog va pvidesstor To Hukyndra
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To @dapuako ovtd TPETEL Vo PLAAGGETOL GE LEPT) TTOV OEV TO PAETOVV KOl €V TO POAVOLV TO TTOOLA.

Noa pn ypnotponoleite avutd T0 EAPUAKO LETH TNV NUepounvia ANENG TOL avapEpeTatl 6TV
EMONUAVOT/GUGKEVOCTN KOWEANC/YapTIvN cvokevacia petd ™ AHEH. H nuepounvia Anéng eivar n
TEAELTOIO NUEPO TOV LI VOL TOV OVOPEPETOL EKEL.

duvrdooete og Yoyeio (2 °C — 8 °C). Mnv kotoyOyeTE.
DdvAGooETE TNV TPOYEUIGHUEVT] GUGKELT TOTOL TEVOC GTO EMTEPIKO KOLTI Y10 VO TPOGTOTEDETAL OO TO PMOG
KoL TNV VYpooia.

Evalioktikég ouvOnieg puiagng:

Ortav anorteitot (Yo Topdderypa, otav 1adevets), 1 kKabe Tpoyeuicpévn cuokevn Tomov névag Hukyndra
pmopet va puAdocetal o€ Oeppoxpacio 20 °C émg 25 °C yia péyroto ypovikd didotnpo émg 30 nuépeg —
BeParmBbeite 0TI TpooTATEVETAL OO TO POS. APOV Pyel amd To Yoyeio pe okomd va puAayDel oe Bepuokpacio
20 °C £émc 25 °C, 1 ovokevn TOmoL TEVAG Tpémen va ypnotpomo0si evrog 30 nuepav 1) va amoppreOet,
éotm Kot av EavaronoBenOel oto yoyeio.

Oa TPETEL VO, KATOYPAYETE TV NUEPOUNVICL KOTA TNV 07010, 1) GVCKELN TOTOL TTEVOG PYNKE Y10, TPAOTN QOPd
amo o Yyuyeio, KaBdG Kot TNV nuepopnvia LETA amd v omoia 1 téva Oa pémel va amoppleet.

Noa un ypnoonoteite ovtd T0 PAPLOKO €AV TO VYPO ival BOAO, ATOYPOUOTIGUEVO 7| EXEL VIQPADdES N
LIKPOGOUATIONCL.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETELGONC 1| GTA OKLOK(A amoppippota. Potiote tov yotpo 1| tov
(OPLLOKOTOLO GOG Y10, TO TAOS VO TETAEETE TA. PAPUAKE, TTOL EV YPMOIULOTOLELTE L. AvTd T péTpa Oa
BonBncovv oty tpoctacia Tov TePPAAAOVTOG.

6. Mepreyépeva TG GVOKEVAGINS KO AOWTEG TANPOPOPIES

T negpréyer to Hukyndra

- H dpaotikn oveia givar to adalimumab.

- Ta dAAo cuotoTikd gival yhwplodyo vatplo, cakyoapoln, morivcopPikd 80, Vdwp ylo evéoiua,
VIPOYAWPIKO 0EL (Yo phBuion tov pH), v3po&eidio Tov vatpiov (Yo pHOon Tov pH)

Epgavien trov Hukyndra ko epieydpevo g cvekevaosiog

To Hukyndra 80 mg evécipo S1dlvpo o€ TPOYEUIOUEVT GLOKELT TOTOV TEVOG dSaTiBeTal WG EVESTUO dtdAvua
0,8 ml o€ cvoTNUO TPOYEHOUEVIG EveonG pe BeAdva (VTOUOTN GVGKELT £VECTC) OV TEPIEYEL LI
TPOYEMGUEVT] GUPLYYa atd YOl pe otabepr Berdva kot EuPoro pe Thpo sloy®pnong (amo
Bpopopovtuiikd elactikd). H cuskevn thmov mévag ival pio avoADGUT GUGKELT UNYOVIKNG EVECTG XEWPOC
ptag xpmnong.

Kabe cvokevacio tepiéyel 1 1 3 mpoyepiopuévn(-gc) cvokevn(-£¢) TOmov mévag GVoKELUAGUEVT(-EC) GE
KoyéAn, ue 1 N 3 embBépara alicodAng.
Mmropei va, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.

To Hukyndra pmopei va dwatibeton mg mpoyepicpuévn cOptyya /Kot TPOYEUIGUEVT] GUOKELT TOTOV TEVOG.

Kartoyog Adsrog Kvkiogopiag
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel

Ieppovia
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Hopookevactég
Ivers-Lee CSM
Marie-Curie-Str.8
79539 Ldrrach
I'eppavia

Alvotech Hf
Semundargata 15-19
Reykjavik, 101
Iohavdia

STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
Ceppovia

[No omoladnmote TANPOPOPIn, GYETUK |LE TO TOPOV PAPUAKEVLTIKO TPOiOV, Tapakoreiote va amevbuvbeite

6TOV TOTIKO avTImpocmno Tov Katdyov g Adsiag Kukhopopiag:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tel/Tel: +32 24797878

Bbarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika

STADA PHARMA CZ s.r.0.

Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,,STADA Baltics*
Tel: +370 52603926

EArada
RAFARM A.E.B.E.
TnA: +30 2106776550

Espafia
Laboratorio STADA, S.L.
Tel: +34 934738889

Lietuva
UAB ,,STADA Baltics*
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich
STADA Arzneimittel GmbH
Tel: +43 136785850

Polska
STADA PharmPharm Sp. z.o0 .
Tel: +48 227377920
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France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111

Ireland
Clonmel Healthcare Ltd.
Tel: +353 526177777

Island
STADA Arzneimittel AG
Simi: +49 61016030

Italia
EG SpA
Tel: +39 028310371

Kvmpog
STADA Arzneimittel AG
TnA: +30 2106664667

Latvija
UAB ,,STADA Baltics*
Tel: +370 52603926

Portugal
Stada, Lda.
Tel: +351 211209870

Romania
STADA M&D SRL
Tel: +40 213160640

Slovenija
Stada d.o.o.
Tel: +386 15896710

Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland
STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888

Sverige
STADA Nordic ApS
Tel: +45 44859999

To mapdév evAro 0dNYLOV Yprions avabempOnke yro TELEVTAIL POPA OTIS

AdLeg TN YEG TANPOPOPLOV
Agmtopepeic TANpoeopieg Yo 10 pApROKO aLvTd givar dtféoipec 610 diktvakd ToTo Tov Evpmmaikod
Opyavicpov apudakmv: https://www.ema.europa.eu.

Aentopepeic TANPOPOPIES Y10 TO CLYKEKPIUEVO PAPLOKO, GTIC 0Ttoieg cvumepthapuPdvetar Eva Bivieo oyeTikd
LE TOV TPOTO YPNONG TNG TPOYEUIOUEVIG GUGKELTC TOTTOL TEVAGS, elvar dtabéotpeg capmdvovtag pe EEumvo
Kinto thAépmvo (Smartphone) tov kmdikd QR mov Bpicketan Tapakdtm 1 endve oty eEOTEPIKN
ovokegvaoia. Ot idieg mAnpogopisg eivon emiong dwabéoiueg otov akdlovbo cvvdeopo (URL):
hukyndrapatients.com

Koducog QR mov 6o copmepiinebet
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7. Odnyieg xpnong

OAHI'TEX XPHXHX
Hukyndra (adalimumab) wpoyepiopévn cvokevm) Tomov wévag
80 mg/0,8 ml evéorpo drvaropa, yro vrodopra yprion

AW PaoTe TPOCEKTIKA AVTES TIG 001 YIEG YPONGS TPLY YPICLUOTON|GETE TNV TPOYEULGUEVT] GUGKEDLT
TOmov mévag piag xpnong Hukyndra

Ipw w6 v éveon
O mapoy0g VYEWOVOLUKNG PPoVTidag cog Bao Tpémel va cag delel TOG va YPTCUYLOTOGETE TNV TPOYEUIGIEVT
oLoKEVN TOTOL TEVOG piag xprong tov Hukyndra, Tpiv ) ypnoipomooete yio Tpmd T Qopa.

Edv éxete ypnoonomost GAAN cvokewn tonov névag adalimumab oto Topeldov, avti n cuokevy THTOL
TEVaG AE1TovpyEl S10QPOopeTIKA amd TIG GALEC cLokeEVEG TUTOL TTEVOG. [lapaxaleiche va dafdcete OAec avTEG
T1G 00N YiEG XPNONG TPLV KAVETE TNV EVEGT), £TGL MGTE VO, KATOVONGETE TMG VO YPNCLOTOLEITE COGTA TNV
TPOYEUIGUEVT cvokewn Thmov wévag Hukyndra.

Xnuovrikéc TAnpoopiss
M pNOCIUOTOIEITE T1 GUGKELT] TVTOL TEVOS KO EMKOVMOVIGTE LE TOV TAPOYO VYEOVOULIKNG PPOVTIONG 1)

TOV QOPLOKOTOLO GOG EGV

. To vypo glvar BoAd, amoypOUATICUEVO 1| TEPLEYEL VIPAOES 1] COUATIOO.
. H npepopnvia AMéng éxet mapérdet.

. H cvokevn tomov mévag £xel apebei 610 AUEGO NALIKO POC.

. H cvokevn tomov mévag éxel méoel 1 cuvOAPel.

Kpatnote to dtopavég tdpa otn 0€om tov péypt T otiyun g éveong. No QUAACGCETE TNV TPOYEUOUEVN
ovokevn TOnov wévag piog ypnong Hukyndra oe pépn mov dev to gBGvovv To Tondid.

AwBdote T1g 0dnyieg og OAEG TIC GEAIDEG, TPV YPTCULOTO|GETE TNV TPOYEUIGUEVT] GUCKELT TOTTOL
névog piag ypriong Hukyndra.
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Mpoygpmopévy ovekev Tomov wévag Hukyndra

I'kot AaBn couortoc

=
@—— ITopabvpo embesdpnong
\&)

[ Tloptoko)i mepifinuo Berdvac
!DIIIIIII BS}M(’)V(}.

AL0LQOVEG TTOLLOL

g pémer va omodNKed® TV TPOYEUIGUEVY] 6VOKEVT TOTTOV TTévag piag xpnone Hukyndra;
DLAACGETE TNV TPOYEUIGUEVT] GLOKELT TOTTOL TéEVaG piog xpnone Hukyndra otnv apyikn xéptivn
ouokevacia g, 6To Yuyelo, og Beppokpacio and 2 °C éwg 8 °C. Edv ypewaotel, o mapdadetypa, 6tav
ta&1dedete, umopeite emiong va. amodnkedoete v mpoysuicpévn cvokewn Tomov tévag Hukyndra etovg
20 °C ém¢ 25 °C yuo émg 30 nuépsg.

Agite TNV vOTNTA 5 TOL PVAAOV 0ONYIDV XPTOTG Y10 TEPIGGOTEPES AEMTOUEPELEG.

BHMA 1: Bydite tqv nipoyspiepévny ovekevi Tomov évag Hukyndra é£m améd to wuyeio kot agijote
v o1ovg 20 °C £mg 25 °C 1w 15 émg 30 Lemta wpiv amd TV éveon

Bipa 1a. Bydhte tyv npoygpucpévn ovokevn tomov mévag Hukyndra amo to yoyeio (PAéne Ewova A).

Ewovo A

Brjpo 1B. Agfiote v mpoyepopévn cuokevn tomov mévag Hukyndra otouvg 20 °C émg 25 °C yua 15 €mg 30
Aemtd Tpv amd v Eveon (BAéne Ewcova B).

Ewovo B
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Mnyv apaipeite To S0QAVESG KOTAKL EVOGM QPTVETE TNV TPOYEUIGUEVT] GLCKELT] TOTOL TEVAG
Hukyndra va @tédoet Toug 20 °C éwg 25 °C.

Mnyv Oeppoivete v Tpoyepopévn cuokenn tomov mévag Hukyndra pe omotovonmote dGAlo
tpomo. [a mapdaderypo, pnv to {eotdvete oe PovPVO HKPOKVUATOV 1) 6€ (E0TO VEPO.

Mn xpNOCIUOTOIEITE TNV TPOYEUGUEVT] GUGKELT] TOTOV TEVAG EAV TO VYPO Exel KaTonyvyOel
(axoun Ko eav Exel amoyvydetl).

BHMA 2: EAéyére Tv nuepounvia MEng, 6UYKEVIPAOGTE TIG TPOoNT|0£1eg Ko TAOVETE T YEpLa

Bipa 20. EXéyEte v nuepounvio AHENG 6TV £TIKETO, TG TPOYEUIGUEVT|G GLOKEVNG TOTTOL TtéEvag Hukyndra
(BAéme Ewcova I).
M xpnoomoteite TNV TPOyEUIGHEVT GLOKELT TOTTOL TTéEvag Hukyndra v €xel mepdoet | nuepopnvia

Méng.

=

AHEH: MM/EEEE

\ L

L

Ewova I

Bipa 2p. TonoBemote T axdAovBa avtikeipeva oe o kabopn, eninedn emoedveln (Préne Ewkova A):

1 mpoyeopévn ovuokevt| Tomov mévag Hukyndra kot emifepo alkoOANg.

1 Bappdic 1 yalo (dev meptrapfavetar).

Aoygio amdppymg arypunpdv aviikeévoy avlektikd ot didtpnon (dev meptiapfavertar).
BAéme fua 9 oto TEAOC 0VTAOV TV 001 YLDV YPNHONE Y10, TO TAOC VO TETAEETE (amoppiyeTe) TNV
TPOYEUGUEVT GLoKELT TOTTOL TtEvag Hukyndra.

Bipa 2y. [TAvvete kot oteyvdote ta yépla cog (PA. Ewkova E).

Ewoéva E

BHMA 3: EmiéEte kon koOapiote éva onpeio yia tnv éveon

Bipa 3a. EmAéEte éva onueio yio v éveon (PAéne Ewova XT):

2T0 UTPOCTIVO LEPOG TV UNPOV GG 1
2V KoMl 60G 6€ amdOGTAGT TOLAGYIGTOV 5 CM amd TOV OUPOAD GOG.
TovAdyiotov 3 CM amd o oNpeio TG TPONYOVUEVNC £VEONC.
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Bipa 3p. Kabapiote o onpeio g éveong pe po Kok kivion pe to enifepo aAkooAng (BAéne Ewova
7).

Mnyv kdvete v £veon TaAve ond T povyo.

Mnyv kdvete v €veon o€ dépUa oL glvar vaicOnTo, HeELoVIHGUEVO, KOKKIVO, GKANPO, GNIUAOEUEVO, EXEL
POyAdEG, 1 TEPLOYEG UE YOPLUCIKEG TAGKEG.

A

Ewova T

Ewéva Z
BHMA 4: EAéyEte To @appoko oto Tapdaduvpo embedpnong

Bijpa 40. Kpatiote v mpoyspicpévn cvokent| tomov mévag Hukyndra pe v ykpt Aapn odpatog mpog ta
névo. EAéyEte to mapdbupo embBempnong (PAéne Ewova H).

. Eivat puostoloykd va deite 1 1} mepiocodtepeg puoaAideg 6to mapadupo.
. EmBePardote g 10 ditdAvpa givar dtowyE€g Kot dyppo.

Mn pNOUOTOMGETE TNV TPOYEUOUEVT GLOKELT TOTOL TEVaG Hukyndra edv to didAvpa ivan BoAd 1
TEPLEYEL COUATIOW.
Mn pNOUOTOGETE TV TPOYEUGUEVT GLOKELT TOTOV TEVaG Hukyndra edv €yet méoet 1| cuvOABei.

Ewova H
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BHMA 5: Agoipéote 10 010QaviS Kamdkl

Bipa 5a. Tpapréte 1o dopavég komakt pe pio kivnon mpog ta £€w (PAéne Euwova ©).
Eivat pucroloyd va deite pepikég otayoveg tov vypod va Pyaivouv and ) Perdva.
Bipa 5p. letd&te to dSropovég Komakt.

Mnyv gnavatonofeteite T0 d10PAVES KATAKL GTY GLGKELT TOTOV TEVAGS. AvTo pmopel va mpoxaréoet {nud
ot Perdva. H cvokevn tHnov mévag ivat ETolun yio xpnomn apov oeouipedsi To Sopaveg Toua.

Bnjpa 5y. I'vpicte v Tpoyepicpévn cuokevn tomov névag Hukyndra, 161 dote 10 TopToKaA KAALLLO TG
Belovag va deiyvel Tpog 1o onueio g Eveong.

Ewova ©

BHMA 6: IIécete 10 6&ppa Kon Tomo0eTHGTE TV APOYERIGUEVY 6vokeELT TOToV évag Hukyndra mévo
oTo onueio TG £veong

Bijpa 6a. [Ti€ote to dépa 6To onueio ¢ éveong Yo va avoymbel 1 meptoyn Kot Kpatnote To 6Tabepd.

Brjpa 6. Tomobetiote T0 TOpTOKOA TTEPIPANUA THG PELOVOG oE 0pbN Ywvia (Yovia 909 oto onueio ™
éveonc (Bréne Ewcova I).

Kpatnote tn cvuokevn] Tomov tévog £T61 doTe va pmopeite va deite 1o mapdbupo embedpnong.

314



Ewova 1
BHMA 7: Xopnynote v éveon

Bipa 7a. [Tiéote kot cuveyiote va mECETE TN GLGKELT] TOTOL TEVOS TPOG TO. KATM GTO OMUEIO TNG EVEOTG
(BAéne Ewova K).

. To tpdTo «ikhik» Oa onpatodothiost v évapén g éveong (BAéne Ewova K). Mropei va
ypecTovy £0G Kot 10 SevTEPOAENTO LETH TO TPAOTO «KAIK» Y10, VOL OAOKANPmOEL.

. Yvveyiote va mélete T cLOKELT] TOHTOV TEVOG AV GTO GNUELD TNG EVESTG.

. H éveon oloxAnpavetol 6tav 1 TopToKaAl EVOEIEN GTAUOTNGEL VO KIVEITOL Kot UTOPEL va

aKoVoETE £Vl OeVTEPO «KALK» (PAéne Ewcdva A).

MnV avooK®VETE, OVTE VO APNVETE TNV TTieon amd To onpeio g éveong, ueypt va. feParmbeite 6T 1 Eveon
€xel o oKANpmOEL.

Iepévere £mg 10

SeVTEPOAENTOL

20
«Khe»

lo
«KAwe»

Ewova K Ewova A

BHMA 8: AmopoxpOvere TNV IPoyEIoPév 6veKeT] Tomov tévag Hukyndra amé to 6éppa ko
QPOVTIGTE TV TEPLOYI]

Bipa 8a. Otov oloiknpwbei n éveon), TpaPr&re apyd v TpoyELGHEVT GLOKELT TOTTOL TTEVAS OO TO
épua. To moptokaii mepifAnua tng felovag Ba kaddvyel To dkpo g ferovag (PAEne Ewcova M).

Edv vrdpyovv tepiocdtepeg amd Aiyeg oTayOVES VYPOD GTO OTUEID TNG EVEGNGC, EMKOIVMOVIOTE LE TOV TAPOYO
VYEIOVOLIKTG @POoVTidaG 6og Yo forfeta.
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Bipa 8p. Metd tv odoxAnpmaon tng éveong, tonobetote éva koppdtt Bappaxt 1 Eva koppdtt ylog oto
OépLol TAV® GTO ONUELD TNG EvEDNC.

Mnyv tpiPete.
Eivai pusroloyd va mopatnpnBet elappd apoppayio 6to onpeio g éveong.

Eucova M
BHMA 9: 1&g vo. amoppiyo TN (PNGLUOTOUIEVT TPOYEMIGUEVT] GVGKEVT] TOOV Ttévag Hukyndra;

Bijpa 9a. TomoBetrote TG YpnoIOTOMUEVES GOG PEAOVES, TIG GUGKEVES TOTOV TEVAG KO TO. ALy PA
avTIKEIIEVA G €Vl QOYEID ATOPPLYNG ALY UNPDV AVTIKEIWEVOV OUES®G HeTd T ypnon (PAEne Ewova N).

Mnyv netate (0mopPINTETE) TN GVGKELT] TOTOV TEVOG GTO. OLKIOKA aTofinTa.

Bipa 9p. Ta ddeova komakia, o enifepa alkooing, to Papfdakt | 1 yalo, kabdg Kol 1 cueKevAGia
UTTOPOVV VO, TETOYTOVV GTO OIKLOKE OITOPPIHLOTOL.

Edv dev éxete doyeio andppryng aryunpdv avTIKELEV®V, UTOPEITE VO, YPTCILOTOGETE VO OKIOKO 00YEl0

70 0moto:
. €lval KOTAoKELOOUEVO amd TAACTIKO Papldg xpnong,
. umopel va kKAeioel pe Kamdkt Tov epopurolel oprytd Kot etvon avBektikd ot didTpnon, xwpig va

elvar duvartn N e€ay@yn TOV aryUNPOV AVTIKEUEV®V,

elvar katdAAnio kot otafepd Katd T ¥pHon,

elvar avBexTiKd oTig drppoég Kat

QEPEL KATAAANAT ETIGTLOVOT] Y10 VO, TPOELDOTOLET Yol EMIKIVOLVO amOBANTO EVTOS TOL doYEIOV.

Ortav 10 60yelo amdPPIYNG OLUNPOV OVTIKEWEVOVY lvar oyedov yepudto, Ba ypelaotel va akolovdnoeTe Tig
TOMIKEG KATELOVVTTPLEG 0O YIES Y10 TOV CMGTO TPOTO ATOPPLYTG TOL SOYEIOV ATOPPIYNG ALYUNPDOV
OVTIKELUEVOV.

MnV amoppinTETE TO YPNCYLOTOUUEVO SOYELD ATOPPIYNG OLYUNPDV OVTIKEIHEVOV GTO OTKLOKE OTOPPILUATA.

MnV avoKUKADVETE TO YPNCULOTOINUEVO BOYELD ATOPPIYNC ULYUNPDV AVTIKEUEV®V.
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Ewova N
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