ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taltz 80 mg evéoio S1GAVLU GE TPOYEUGUEVT] GUPLYYOL.

2. MOIOTIKH KAI MIOXOTIKH XYNOEXH
Ka0e mpoyepicpévn ovpryyo mepiéyet 80 mg 1&exilovpdunng oe 1 ml.
H &exilovpdpnn napdyetan o kottapa CHO pe teyvoroyia avacvvdvacuévou DNA.

IMa tov TAnpn kaTdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Evéouo didivpa (éveon).

To dudivpa givar davyEg Kot dypmpo Emg EAAPP®S KITPvo.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpamevTiKég Evoeitelg

Ywpioon katd TAGKAC

To Taltz evdeikvoton yia ) Ogpameio TG UETPLOG £WC GOPAPNS YmPIOoT|G KOTA TAAKAG 6€ EVAAIKEC, OL
010101 ElVOL LITOYNPLOL Y10 GLGTNLOTIKY Oeparmeia.

TToudwoTpikn wopioaon Katd TAGKoC

To Taltz gvdeikvotor yio T Oepaneia TG HETPLOG £mG GOPapng Yopioong KOTE TAAKAG O OOl
omd TV NAIKIO TOV 6 ETOV Kol Ave Kol pe copatikd Bdpog tovidyiotov 25 kg kat og prifoug
7oL €ival LTOYNPLOL Y10 GLGTNUOTIKY Bepameioa.

Ywprooikn apbpitida

To Taltz, og povoBepamneio 1| oe cuvdvaoud pe pebotpe&dtn evdsikvotor yia ) Bepaneio T evepyon
yopooikig apbpitidag oe eviilikeg acbeveig mov £xovv ELEOVICEL OVETOPKT OvVTOTOKPLoN 1
dvoavetia o pio N mepLocdTEPEG Bepameieg e TPOTOTOINTIKO TG VOGOV AVTIPPEVIATIKO PAPLLOKO
(DMARD) (BA. mapdypago 5.1).

A&ovikn orovdviapbpitido,

Ayxvlomomtiry oroviviitido. (axtivoypoapixa emfiefoumuévy alovikn omovoviaplpition)
To Taltz gvdeikvotor yio T Bepaneio evnAik@v aclevov pe evepyd ayKLAOTOMTIKT GTOVOVAITION TOV
£€YOVV EUQOOVICEL OVETOPKT OvTOTOKPIoT ot cvuPatikn Beponeia.

Mpn oxuvoypopixa exifefoimusvy aloviky omovévioplpitido.

To Taltz gvdeikvotor yia ) epamneio evnMk@v acOevay pe evepyo, Un aKTIVOypoeikd smPefotpévn,
0EOVIKT 6TTOVOLAAPOPITION LE AVTIKEYEVIKE OMUEI QAEYLLOVIC, OTTMG VITOJEIKVOETOL OO avEnuéval
enineda C-avtdpacog tpwteiving (CRP) f/xot amd supiuato 6€ anekdvion e PayvnTIKO GUVIOVIGUO
(MRI), ot omoiot £yovv EULPAVIGEL AVETAPKN OVTOTOKPIOT) GE U1 GTEPOELDT OVTIPAEYLOVAON PAPLLOKOL
(MZAD).



4.2  Aocoloyio Kol TpémOC yopynons

AT TO POPUAKEVTIKO TPOIOV TpoopileTal yio yprion Vo TV KaBodynomn Kot TNy enifieyn evog
YiaTpov pe gumelpio otn didyvoon kot Bepaneio mabnoewv yio Tig onoieg avtd evoeikvoutat.

Aocoloyia

Powpioon Katd TAGKOS o€ EVAIKES

H ocvvietdpevn d6on eivar 160 mg péow vmodopiog Eveong (dvo evéoelg Twv 80 mg) Katd Tnv
gBdoudoda 0, akorovBovuevn amd 80 mg (pia Eveon) katd tig efdouddeg 2, 4, 6, 8, 10 kar 12 kot o
ouvéyeln docoroyia suvinpnong pe 80 mg (pia éveon) kdbe 4 efdopadeg (Q4W).

Houoiozpixn wowpiaon kotd Thdxag (nlikio 6 €TV Kot 6vw)

Agv d1atiBevTor 0e00UEVA OMOTEAECUATIKOTNTOG KOl AGQAAELNG GE TOLOLE NAKING KOTM TV 6 ETMV
(BA. mapdypoeo 5.1). Ta dwabécipa dedopéva dev vrootnpilovv kapio dosoloyia Yo cmpUatiKo Bapog
Kdto Tov 25 kg.

H ocvvietdpevn d6om mov yopnyeital pécw vrodoplog Eveone ota Tandld Paciletar oTig axdAovOEg
Katnyopieg copatikod Bapoug:

XOpoTIKO YuviGTOUEVY apytKY] 060 YovietoOpevn 6001 ka0 4

Béapoc mord100 (spoopdoa 0) gfoopadss (Q4W) oty
GUVEYELD

Meyolvtepo 160 mg (dvo evéoelg twv 80 mg) 80 mg

ond 50 kg

25 ém¢ 50 kg 80 mg 40 mg

IMo noud1d ota omoia £xel cuvtayoypaendei 06on 80 mg, to Taltz propei va ypnoylomoindel
omevbeiog amd TV mpoysouévn cHpLyya.

T 00nyieg oyetika pe v mpoctolpacio tov Taltz 40 mg, PA. mapdypago 6.6. Adcelc younrotepeg
and 80 mg Ba mpénel va mpoeTopdlovTal amo Evay exayyeAuatio vyeiog.

To Taltz dev cuvieTtdral ylo xpiorn 6€ modid pue couatikd Bapog kdtw tmv 25 kg. To moidiotpikd
cOUOTIKG Bapn Oa TPEMEL VO, KOTOYPAPOVTOL KOl VO ETAVEALEYYOVTOL TUKTIKA TPV Ao Tr docoAoyia.

Ywpraoikn apbpitido,

H ocvvietdpevn 66om givar 160 mg péow vrodopiag Eveong (dVo evéoelg twv 80 mg) Katd v
gBdopdda 0, akorovBovuevn amd 80 mg (pia Eveon) kabe 4 efoopddeg, amd kel ko Emerta. [a
aoBeveig pe yoprootkn apbpitida Kot cuvuTapyovcsa LETPLO EmG GoPapn ympiaoT Katd TAAKAS, TO
GUVIGTOUEVO B0GOAOYIKO GYNUa Elvar 1610 pe ekeivo Yo TV yopioon Kotd TAGKOC.

A&ovikn omovoviapOpitida (arxTivoypapikd. Kol Uy oKTIVOYPopIKS EXLPeforwusv)
H ovviotodpevn d6on eivar 160 mg (600 evéoelg tov 80 mg) pésm vroddplac Eveong v efdopdada 0,
akolovBovpevn and 80 mg kdbe 4 efdopades (PA. mapdypaeo 5.1 yio meprocdTEPEG TANPOPOPIES).

T 6Aeg T1g evieilelc (woplaon Katd mAdkoc o€ eVAAIKES Kol Tondld, Ymplacikn apbpitida, aZovikn
omovovAapOpitida), Oa mpémel va eEeTaleTon T0 evogydeEVO dlaKomng TG Bepameiog oe acBeveic mov
dgV £YOVV TOPOVGLAGEL avTaTOKpIon HeTd omd 16 Emg 20 efdopddeg Bepoameiog. Kamoiol acbeveic mov
apyKd TapovcALovY LEPIKT AVTOTOKPIOT) UTOPEL GTN GLUVEXELN VO, ELPOVICOVY BEATIOON e GLVEYION
¢ Oepameiog mépav Tv 20 fdouddwmy.

Ewwoi mAnbvouoi

Hurkiouévor (= 65 etawv)
Agv amaiteitonl Tpocappoyn g d0omng (BA. mapdypago 5.2).
Ymhpyovv Teploplopéveg TANPoeopies yia acbeveic nhikiog > 75 etdv.



Negppixn n nratikn oveleitovpyio,
To Taltz dev éxel uehetnfei oe awtovC TOVG TANBVOLOVG acOevmY. Agv pumopovv va yivovy
0COAOYIKEC GLOTAGELS,

Houdiozpixoc tAnBooudc

Hoaudrazpien wwpioon kot tAdxag (cwuatio fapog katw twv 25 kg ko nlikio kdtw twv 6 £10V)
Agv vrapyet oyetikn ypnon tov Taltz o mandid pe copatikd Papog kKatm tav 25 kg kot niikio kKdTm
TV 6 etV Yo TN Bepameio TN pHETPLOG EmG cofapng Ywplaong Katd mAdKoC.

Taidrazpien wopiootkn oplpitido.

H omoteleocuatikdma ko ) acpdieio tov Taltz o€ modid ko eprifovg nAikiog 2 etdv émg Arydtepo
ano 18 etov, yuo ) Ogpaneio g yopracikng apbpitidog (pio katnyopia 1010Ta000g VEOVIKNG
apBpitidag) dev Exovv axopa tekunpiwbei. Agv vdpyovv drobécia dedopuéva.

Agv vapyet oxetikn ypnon tov Taltz o madid kétw TV 2 TOV yio TV EVOEIEN TG YOPLUGTKNG
apBpitidac.

Tpomog yopnynong

Yrodopia yprion.

To Taltz npénet va, yopnyeital pe vrodopia Eveon. Ot Béoelg Eveong umopovv va evarldocoviat. Eav
glvar Suvatov, oL TEPLOYES TOL SEPLATOC TTOL eRpovilovy ywpiaon o Tpémel vo amopedyovTal g
0¢oe1g éveong. To Sidhvpa/ n cOPLYYya dEV TPEMEL VO, AVOKIVEITAL.

Metd amd KaTdAANAN EKTOIOEVGT] GTNV TEYXVIKN 0P YNONG LITOdOPLAC £VESTS, Ol 0loOEVELS pmopoV va
YopNyovv povol tovg tnv éveon Taltz, edv o enayyelpatiog vysiog Kpivel 6TL dvvaviat. QoT1060, 0
Ywtpog Ba Tpénet va Sl @aAilel TNV KATAAANAN TapakoAovOnon Tov acbevdy. OAOKANp®UEVEG
00MYieC Y10, TN Yopnynon divovial 6To EUALO 0ONYIDV ¥PNONG Kot 6TIS 0dNYieg ypione.

Adoelg yopuniotepeg amd 80 mg yio TIg 0Toieg AmOITEITOL TPOETOLUAGIN TNG 600G B TpEmeL val
yopnyovvtol udvo amd emoyyeipotio vysiog.

[No odnyleg oyetcd pe TV TPOETOLAGIO TOV PAPLUKEVLTIKOV TPOIOVTOG TPV amd TN Xopnynon, PA.
Tapaypapo 6.6.

4.3 Avrevositeag

Yofapn vrepevarchnoio 6T dPUGTIKY OVGIN ) GE KATO0 0T TO EKO0Y0 TTOV OVAPEPOVTUL GTNV
Tapdypoeo 6.1.

KhMvicd onpovtikég evepyég Aotuméelg (m.y. evepyog eupatioon, PA. Topdypago 4.4).
4.4 E10kég TPoEIdOTOIMGELS KOL TPOPLAAEEIS KAT TN (p1jon

IyynAaciotnta

Ipokeévov va Bertiwbei 1 yvnAosudTnTo TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, TO GVOUQ
KoL 0 aplOUOG TOPTIOOG TOL YOPTYOVLUEVOD POPLAKOL TPETEL VO KATAYPAPETOL LE CAPTVELD.

Aowdéelg

H Oepaneia pe 1o Taltz oyetiCeton pe avénuévo mocootd eppdviong AoUmdEEDY, OTMG AOUMDEELS TG
AVATEPTG OVOTVEVGTIKNG 0000, GTOUOTIKY KOVIIVTIOGT), EXTEPLKITION Ko OEPLATOPVTIKEG AOUMEELS
(PA. mapdypago 4.8).



To Taltz Oa wpémel va yopnyeitar e mpocoyn oe 0obeveic e KMVIKG onUavTIKY xpovio Aoipumén M
totoptkd vrotpomalovcoc Aoipméng. Ot acbeveig Ba mpémel va KaBodnyovvtot va (NTovv 1oTpikn
GUUPOVAN €AV EUPAVIGTOVY GUELD 1] CUUTTOUATO, TTOV Eivorl EVOEIKTIKE TG VTtapéng Aoipwéne. Edv
avartuydel pia Aoipwén, ol acbeveig Oa mpémel va mapakolovBovVTaL TPOCEKTIKA Kot VO SIOKOTTETAL
N xopnynon tov Taltz edv o acbevig dev avtamokpiveTol otn cuviOn Bepameio 1} edv N Aoipmén
kataotel coPapny. To Taltz dev Ba mpénet va yopnyeitol uéypt v amodpoun g Aoipnméng.

To Taltz dev Oo Tpémet va yoprnyeiton oe acbeveic pe evepyn eopatioon (TB). H yopfiynon avti-
QLUATIKNG ay®yng Tpwv amd v Evapén tng Oepaneiog pe Taltz o€ acbeveic pe Aavbavovoa

ovpatioon (TB) Oa npénet va e&etaletat.

YrepevarcOnoio

"Exovv avaepepbel cofapéc aviidpdoelg vrepevatcnciog, copmeptlapufavouévav opiopévemy
TMEPLGTATIKOV avVOPLAAEIG, oyyEL0010NLTOG, KVIdmong Kot omaving, oyipmy (10-14 nuépeg petd v
éveon) coPapav avtidpdoemy vrepevacinciag CVUTEPIAOUPBAVOLEVIC TNG EKTETAUEVTG KVIO®WONC,
g OVOTVOLOG KOL TOV DYNADY TITA®V OVTICOUAT®V. 1€ TEPITTMOT ELPAVIONS GOPap1g avTidpaong
vrepevatlctnciag, Oo mpénel va dtokomtetar ouésmg 1 yopnynon tov Taltz kot vo Eekvd kaTdAAnAn
Oepameia.

Plreyuovddng vosoc Tov eviépov (cuumepioupfavousvmv tne vocov tov Crohn ko tne EAK®OoOVC

KOAITIO0C)

"Exovv avaeephel TepIttdoelg VE®V TEPIOTATIKAOV 1] TAPOEHVOEMV PAEYLOVAOSIOVS VOGOU TOV EVIEPOV
pe v Eexlovpaunn (PA. mapdypago 4.8). H i&exilovudunn dev cvotiveton o€ acbeveig e
QEAEYLOVAOIN VOGO TOL evtépov. Edv évag asBevig eppavicet onpeio Kot GOUTTOUOTO PAEYUOVAOIOVS
VOGOV TOL EVIEPOV 1| EUPaViIcEL TapOdEuven TPOHTAPYOVGAG PAEYLOVDOOVG VOGOV TOV EVTEPOV, N
Eexilovpdpmnn Ba wpémel va dtokomel Kot vo EEKIVIGEL KUTAAANATN 10TpIK dtoryeipion).

Avoconomoelg
To Taltz dev Oo Tpénet va ypnoponoteiton pali pe epuPforta pe {ovteg 1006, Agv datibevtorl dedopéva

GYETIKA LE TNV avtondkpion o€ epforta pe (dvteg 100¢. Agv vtapyovy enopkn OESOUEVA GYETIKA LE
TNV avTamokpilon og adpavomotnuéva eppola (BA. mapdypapo 5.1).

"Exdoyo

To pappokevtiKd owtd Tpoidv mepiéyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6on tov 80 mg,
glvon avtd ov ovopdaovue «elevBepo vatpiovy.

4.5 Almiemopdocsig pe iAo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES arlinlemiopaong

e peréteg e yopilaong katd mAdkag, N acedieia tov Taltz o cuvévacud pe GAlovg
OVOGOTPOTOTTOMTIKOVS TaPAyovTes 1| ptobepaneia dev £xel a&lohoynOel.

Y& PapUOKOKIVITIKEG TANBVGIIaKES avarvoelg, 1| kKabopon ¢ EeKlovUdumng dev ETNPEACTNKE OO

TN GLYYOPNYNOT| KOPTIKOGTEPOEOMV ATt TOV 6TONNTOC, MEAD, covApacaraliving i pebotpe&dnc.

Yrnootpopoato kutoypouoatos P450

Ta amoteréopoto piog LEAETNG OAANAETIOPAOTC PUPUAK®OV G 00OEVEIS e LETPIA MG GOPapN
yopioaon katéde&ay ot 1 yoprynon g Eexiovpdumng yio 12 eBoopddeg pe ovsieg mov
petoaporilovtar amd to CYP3A4 (n.y wdaloraun), to CYP2C9 (m.y Bapeapivn), 10 CYP2CI19 (m.y
openpaloin), to CYP1A2 (m.y xapeivn) i to CYP2D6 (1.y de&tpoucBoppdvn) dev €xel KAviKa
OMNUOVTIKN EMIOPACT] OT PUPUUKOKIVITIKT] QUTMV TOV OLGLOV.



4.6 T'ovipétnTo, KONON KAl Yorovyia

T'vvaikeg pe dvvatdtnrto TEKVOTOINong

Ot yuvaikeg pe SuvatoOTNTO TEKVOTOINGTC TPEMEL VAL PN CLLOTOLOVV i amoTEAECUATIKY [LEBOSO
OVTICOAMN YN C KaTd TN dtdpkela TG Bepameiag Kot yro TovAdyiotov 10 efdopdadeg LeTd Tn O10KOTY TNG
Oepamneiog.

Kvnon

Yrdpyovv mepropiopéva dedopéva amod T yp1on e 1EEKILOVUAUTNG G€ £YKVOLG Yuvaikeg. Meléteg
o¢ melpapatolma dev katédei&oy dueceg 1 Eppeceg emPrapeis emdpdoel o 6,1t apopd TNV KoMon,
NV avamtuén Tov UPpvov, TOV TOKETO 1 TV AVATTVEN TOV OO0V HETA TOV TOKETO (PA. Tapdypopo
5.3). Q¢ TpoANTTIKO HETPO, Evol TPOTIUOTEPO VO, AOPEVYETAL 1) XpoT Tov Taltz katd ) didpketa g
Konong.

OnAaopog

Agv glval yvoo1d 10 Katd mocov 1 1EEKICOVUAUTT OTEKKPIVETUL GTO avOpAOTIVO UNTPIKO YAAa N
UTOPPOPATAL GUCTNUATIKA PETA TNV TPOSANYT). 26TOG0, 1) 1EEKILOVUAUT ATEKKPIVETAL GE YOUNAL
enineda 610 UNTPKd yYoAo mOMKov cynomolgus. Oa wpénel va anopactotel edv B dlakomel o

OnAaopog M edv Ba dtokomel 1 yoprynon tov Taltz, Aappdvovroc vrdyn To 6@erog Tov OnAacuol Yo
70 TTodi Ko To OPEAOG TG Bepameiog yia T yovaika.

Tovwotnta

H enidpaon g Eexilovpdunng otnv avBpomivn yovipdtnta dev Exel a&roloynel. Meléteg oe
TEPAUATOLDO OEV VTTOJEIKVDOLY AUECEC | EPESES EMPAPelg EMOPACELS GE GYECT LE TN YOVILOTNTO
(PA. mapdypago 5.3).

4.7 Emopacsig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PUNYOVI|LATOV

To Taltz dev &xel kopio 1 £xel AGHUOVTN EXIOPACT GTNV IKAVOTITA, 0N YNONG KoL YEPLGUOD
pnyovnuaToy.

4.8 AvemOOunTESG EVEPYELES

20VOYT] TOV TPOPIA OLGPAAELOC

Ot o ovyvd avaeepbeiceg avemBounteg evépyeieg nTav ot avtidpdoelc ot B€om g éveong (15,5 %)
Kol 01 AOUMEELS TNG AVOTEPTG AVOTVEVSTIKTG 0000 (16,4 %) (T10 Guyvd prvopapuyyitida).

Kotdroyoc tmv avemBountwv VEPYEIDV OE TIVOKQ

Ot avemBOUNTEG EVEPYELES OO TIC KAMVIKEC LEAETES KO TIG AVAPOPEC LETA TV KUKAOPOpPio TOL
npoidvtog (Iivaxag 1) avaeépovtatl avd katnyopio opyavikod cuoTHHoTOC cOUEmva e To MedDRA.
Xe k@0e Katnyopio opyavikod GUGTAUATOG, Ol AVeETBOUNTEC EVEPYELEG Ta&vopovVTAL LE BAoT TN
GLYVOTNTA, UE TPMTEG TIG TLO GLYVEG avTIOPAcElS. Evtog kdbe katnyopiag cuyvottag epeaviong, ot
avemBounteg avtidopacelg topovataloviat katd edivovca celpd Bapimrag. Emmpocditmg, n
avtioTtoyn katnyopia cuyvoTNTag Yo Kabe avemfBount evépyela faciletor otnv axdiovdn copupaon:
oA cuyvég (= 1/10), ouyvéc (= 1/100 éwg < 1/10), oy cuyvég (= 1/1.000 émg < 1/100), omdvieg

(= 1/10.000 émg < 1/1.000), oA omdvieg (< 1/10.000).

Yuvolikd 8.956 acbeveig éxovv AaPet Bepancia pe Taltz o TOPAOTOINUEVEG KO AVOLYTOD GYESIAGLOD
KAMVIKEG LEAETEG TNV WOPLlOoT KOTA TAGKOG, TNV Yoplaotkn apbpitida, tnv aovikn
onovovAapOpitida kot GAAa cvtodvosa vooriuata. Amd avtovg, 6.385 acleveic extébniay oto Taltz



Y10 TOVAGYLETOV €VoL £T0C, Kol OVTITPOSOTEDOLY abpototikd 19.833 avBpwmo-£tn £kBeong evniikwov
kol 196 madid, To omoia avtimpoownehovy cuyKevTp®Tikd 207 avOpmmo-£tn EkBeonc.

Mivakag 1. Koataloyog avemOopntov evepyeldv o€ KMVIKEG HELETES KO AVAQOPES PETA TNV
KUKA0QOpPia TOV TPOIOVTOG

KOTAGTACELS TNG 0000 YOpNYyNong

Katnyopio/ opyoviké coetnue | Toyvotnto Avem@ountn evépyero
AOUDEELS KOl TOPOCITOCELG IToAv ouyvég Aolumén tov avdTepov
OVOTTVEVGTIKOD GUGTNLOTOG
Suyvég Agppoto@utikn Aoipmén,
ATAOC €pTng
(BAevvoyovodepoTikoc)
Oy ovyvég ['pimn,
Pwitida,
2TOUOTIKY KovTvTioon,
Emnepukitoa,
Kvtropitida
Xrdvieg Kovtvtiaciki owcopayitido
AloTapoy£C TOV OLLOTOLTIKOD Oy ovyvég Ovdetepomevia,
KOl TOV AELLOIKOV GUGTILLOTOG ®pouPonevia
Awtopayés Tov avocomotntikod | Oyt cuyvég Ayyelooionua
GUGTNOTOG Xrdvieg Avoapulo&io
Alotapoy£C TOV VATVELGTIKOD Xoyveég 2TOPOTOPOAPVYYIKO GAYOG
GUOTNHOTOC, TOV BOPUKA Kol TOL
uecobwpdkiov
Al0Tapay£C TOV YOUOTPEVTEPIKOD Xuyveég Novtio
Oy ovyvég DAeyHovmONG VOGOG TOL EVIEPOV
Awtopayés Tov déppoatog Kot tov | Oyt cuyvég Kvidwon,
VTOdHPLOV 1GTOV E&bvOnpa,
‘ExCepa
evikég Sratapayés Kot IToAv ouyvég Avtidpaceig otn Béomn g Eveonc”

* BA. TOPAYPOQPO TEPLYPOPT] ETIAEPUEVV AVETLOOUNTDV EVEPYEIWDV.

IIeprypaen emieyuévmv ovembountwy EVEPYELMV

Avtidpaoeis oty Géon e Eveong

Ot o ovyvd mapatnpndeiceg avtidpdoeic otn B€om g Eveong ftav to epvinua Kot o Tévog. Ot
AvTOPACELS AVTEG NTAV KATA KOPLO AdYO0 TG £0G HETPLOG PopdTNTag Kot Ogv 0011yNoaV GE S10KOT

¢ Bepamncioc pe Taltz.

2T1G HEALTEC TNG Yplaomng Katd mAAKOGC 6€ EVAAIKES, Ol avTIOPAGELS 6T B€om ¢ £veong Tov To
ovyVvéc o€ aobevelg pe copatikd Bapog < 60 kg oe cuyKplon pe TNV Opada e COUOTIKO Bdpog

> 60 kg (25 % évavtt 14 % yuo t1c opddeg yopnynong Q2W kar Q4W cuvorikd). ZTig HEAETES TNG
Yopocikig apbpitidag, ol avtdpdoelg otn 0éon ¢ Eveonc NTov o cvyveg o€ aobeveic pe cOUUTIKO
Bapog < 100 kg og chykpion pe v opdda pe copatiko Papog > 100 kg (24 % évavtt 13 % v to
GUVOAO TV OpAd®V yopnynong Q2W kot Q4W). Ztig peiéteg g agovikng omovoviapOpitidag, ot
avTdpdoelg ot 0€om g veong Mftav mapouoleg o aobeveig pe couatikd Bapog < 100 kg oe
oUYKPLoN UE TNV opada acbevav pe copatikd fapoc> 100 kg (14 % évavtt 9 % yia to chvoro TV
opadmv yopnynong Q2W kot Q4W). H avénuévn couyvotnta avtidpdcewnv atn BEon g Eveong yio Tig
opadec yopnynone Q2W kot Q4W cuvoiikd dev glxe ¢ 0mOTELEGUO, ADENCT TV TEPIGTOUTIKOV
dtokomng tng Bepameiog eite 6TIG HEAETEC TNG YmPIoong KOTA TAAKOG, €iTe OTIG LEAETEC TNG
yoplactkng apBpitidag 1 otig peréteg aEovikng omovoviapOpitidag.

Ta 0TOTEAEGLOTO TTOL TEPLYPAPOVTOL TOPOTAV® £XOVV TPOKVYEL UE TNV 0pyIKn cvvOeom tov Taltz. Xe
pio Hové TuEAT], TUYOLOTOUNIEVT] SLUGTOVPOVUEVT] LEAETN O€ 45 VY ATOLO TOL GUVEKPIVE TV OPYLIKN
ovvbeon pe v avabempnuévn obvleon ympic KITPIKA, TPOEKLYOV CTUTIOTIKA CTLOVTIKA
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younAotepeg Pabuoloyiec oty omtiky avaroyikn kAipaka (VAS, visual analogue scale) movov e thv
ovvBeon Ywpig KITpIKA o€ chyKpPIoN LE TNV 0pyIKh ocvvBeoT kaTd T didpketa g éveong (Stapopd
otV Méon Pabuoroyia katd LS (Least Squares) VAS -21,69) kot 10 Aentd petd tnv éveon (dtopopd
otV péon katd LS Babuoroyia VAS -4,47).

Aoyawéeirs

2NV eAeYYOLEVT] LLE EIKOVIKO PAPUOKO TTEPTI000 TV KAVIK®OV pereTmv ¢paong I otnv yopiaon kotd
TAAKOG 68 EVIMKEG, AOUMEELS avapépOnkay 610 27,2 % tav aclevav mov hafav Oepoameia pe Taltz
v ém¢ kot 12 gfdopadec o cuykpion pe 10 22,9 % tov acfeviv mov EAafov elKovikd pAPLLOKO.

H mhelovotnto tov Aotudéemy ftav pn cofapég kot fmiag Emg LETPLOG PapbTnTag, Ol TEPIGGOTEPES
amo TIC omoieg Oev Katéotnoay avaykaio ™ dtoukom ¢ Oepaneiog. XoPapéc Aouméelg
mapatnpnnkav og 13 (0,6 %) acbeveic mov EhaPav Oepaneia pe Taltz kot og 3 (0,4 %) aocbeveic mov
ElaPav eucovikd papuaio (PA. mapdypapo 4.4). e oAoKANpN TV TEPiodo Bepameiog, AopumEelg
avapépnkav oto 52,8 % tov achevav mov Eafav Bepaneia pe Taltz (46,9 avé 100 avBpwmo-£n).
Yofapéc opmnéelg avapipnkav oto 1,6 % tov acbevav mov éhapay Oeparneio pe Taltz (1,5 avd
100 avBpwmo-£tn).

Ta 060014 AoumdEemv Tov TapoTNPNONKAY GTIC KAWVIKEG LEAETEG TNG WOPLAGIKNS apdpitidag Kot e
a&oVikng omovovrhapBpitidag fTav Topdpota He eKEiva TOV TopaTnpHONKoY oTIC HEAETEG TNG
yoploong Kot TAdkag, pe eEaipeon TIc GLYVOTNTES ELPAVIONG TOV AVETIOOUNTOV EVEPYEIDV TNG
YPITNG Kol TNG EMTEPVKITIONG, Ol OTTOIEG NTAV GLYVEG 6TOVG acheveic Le yoplaciky apbpitida.

Epyaotypraxn olioloynon e ovdetepomeviog kar s Gpoufomeviog

e peréteg e yopiaong katd Thakag, 9% tov acbevav mov AauPavay Taltz tapovoiacav
0VOETEPOTEVID. XTIC TEPIOCOTEPES TEPIMTMOGELS, O UPLOOG TV OVLOETEPOPIAMY GTO Oipo, TV

> 1.000 kdtrapo/mm?. Tétoo eninedo ovdeteponeviag evééyetan va emueivovy, vo £xovv
dwakvpdvoeig N va givar wapodikd. To 0,1% tov acBevov mov édapav Taltz avéntvéov apOuo
ovdetepdprimv < 1.000 kottapo/mm?. Ev yével, 1 ovdetepomevio dev amaitnoe dtoxont] T Oepameiog
pe Taltz. To 3% tov acBevav mov érafav Taltz, Tapovciocay pHeTATOTION OO T PLGIOAOYIKY TIUN
aponetaMav katd v £i6080 ot perétn og < 150.000 kdtrapo/mm? £mg > 75.000 kdtrapo/mm?’. H
OpopPorevia evdéyeton vo empeivel, va £xel O10KVUAVGELG 1 VO EIvaL TOPOOTKN.

H ocvyvomta epodviong tng ovdetepomeviag kot tng Opopfomeviog otig KAVIKEG LEAETES TNG
YOPLOGIKNG apBpitidag Kot g aovikng omovovAapOpitidag eivol Tapopota Le ekelvn mov
mopatnPNONKe oTIg PeAéTEG TG YOPilaoNg KOTE TAAKOG.

Avoooyovikotyto.

[Tepimov 10 9-17% TtV evnAik@v aclevav pe yopiaon kotd tAdkag tov ElaPav Oepaneio ue Taltz
GTO GUVICTMUEVO HOGOAOYIKO GO AVETTLENY OVTICMMUOTO EVOVTL TOV QUPUAKOL, LE TNV
TAELOVOTNTA TOLG VAL EVOL YOUNADVY TITA®V KOl Vo P1) oYeTICovTaL PE HEIOUEVT] KAVIKT] OTOKPIoT) Yol
uia duapxela Oepameiog £wg kat 60 efdouddnv. Qotoc0, mepinov 1% v acbevav tov Elafov
Oepaneia pe Taltz eiyov £0VOETEPMTIKA OVTICOUOTA TTOL GYETILOVTOV UE YUUNAEG GVYKEVIPDGELS TOV
QOPUAKOV KOl LEIMUEVT] KAVIKT] OTOKPIoT).

Y1ov¢ aobeveig pe yoplootkn apbpitida mov Adupavay Oepancia pe Taltz oto cuvictd®peVo
docoloykd oynpa yio Emg kot 52 gfdopddes, mepinov 11% avéntvEav aviichpata VoVt Tov
QOPHAKOV, TO TEPIGCOTEPQ OO AVTA GE XAUNAOVG TITAOVG, EVD TTepimov 8% elyav emPeforwpéva
g€ovdetep@TiKG avticouata. Agv Topatnpnonke tpoeovig oyéon uetald g ToPoVGiog
€EOVOETEPOTIKMOV OVTICOUATMV KOl TNG EXOPACTC GTN CLUYKEVTIPMON 1 TNV OTOTEAEGUATIKOTNTA TOV
QOpUAKOL.

e mandiatpikovg acbeveic pe yopioon mov Adupavay Ogpaneia pe Taltz oto cuvietd®pEVO
docoloykd oynua yio émg kar 12 gfdopddes, 21 acbeveic (18%) avéntvEav avtiomdpoto Katd ToV
QOpPHAKOV, TEPITOV Ot (ool etyov younAiotg tithovg kot 5 acbeveic (4%) elyav emPBefaiopéva
€E0VOETEPOTIKG AVTICOUATO, TTOV CGYETILOVTOV [E YOUNAEC GUYKEVIPMOGELS TOV PAPUAKOV. Agv
mapaTnpHONnKe GVoYETION He KAVIKN avTomoKplon 1| avemBOunTes evEPYELEC.



X1ovg aoBevelg pe aktvoypapikd emPeforwpévn afovikn orovéviapbpitida wov Aaupavay Bepomeio
pe Taltz 6to cuvieTOUEVO 00GOLOYIKO GYNUa Yo EmG Kot 16 eBdopddeg, To 5,2% oe avéntuéay
OVTICMUOTO KOTA TOV QApUAKOD, 1] TAELOVOTNTO TV OToiV fTav 6€ YaunAo titho, kot to 1,5%

(3 aoBeveic) elyav e€ovdetepmtivd aviiompata (NAb). e avtovg Tovg 3 acbeveic, To Oetikd yio NAb
detypota glyov yapnAiés ocvykevipmaoelg iEekiovudpumng kot dev emttevydnke avrandokpion ASAS40 oe
KavEVOY amd oToVG Tovg acbevels. Ze aobeveig pe un axtvoypagikd empPefaropévn a&ovikn
onovoviapOpitida mov Adupavay Oepaneia pe Taltz 6To GUVIGTOUEVO JOGOAOYIKO GYNUO. Y0 EMG KO
52 gfdopadec, 10 8,9% avénTuEay avVTICOUATE KATO TOV QUPIAKOL, TO OTOL0 )TOV GTO GUVOAO TOVC
o€ younAo titho. Kavévag acbevig dev giye £000eTEPOTIKA AVTICOUATO KOl dEV TOpA TP ONKE
EUPAVNG GLOYETION HETOED TNG TAPOVGING AVTICOUATOV KATA TOV QAPUAKOV KOl TNG GUYKEVIPMOOT|S,
NG OMOTEAEGLLOTIKOTITOG 1) TNG AGQAAELNG TOV QAPUAKOV.

e 0Meg TIG evoeilelc, dev €xel tekunplwbel pe cagnveld KOO GYECT OVAUESO GTNV
OVOGOYOVIKOTNTO Kol TIG ELPaVICOUEVES KOTO T dldpKeLo TG Oepameiog avembounteg evépyelec.

Hodworpikodc tinbvoudc

To wpo@il ac@areiag mov mapatnpnOnke ce a1l pe ympioon Katd mAdKog mov Elapay Bepameia pe
Taltz kéBe 4 gfdopddec cuvadel pe 10 TPOPIA acpareiog o€ evniikovg acbeveic pe yopioaon Katd
TAAKOG, LE TNV €EAIPEDT] TOV GLYVOTHTAOV EUPAVIONC EMMEPVKITIONG, YPINTNG Kol KVId®ONC, 01 0Toleg
Nrav cvyvéc. H pAeypovmong vOcog Tov EVIEPOL NTOV EMIGNG GUYVOTEPT| GE TOUILATPIKOVS AGOEVEL,
av kot e&akolovBovoe va glvar Oyl GuyVT. TNV ToudloTpIky KAVIKY peAén), vocog tov Crohn
eupaviomke 1o 0,9% tov acbevav oty opdda tov Taltz kot 610 0% TV acbevadv 6Ty opdada Tov
EIKOVIKOD QUPUAKOD KOTA TN OLAPKELD TNG EAEYYOUEVNC UE EIKOVIKO QAPLOKO TEPLOSOV 12
gfdoudowv. Nocog tov Crohn gpgaviotnke o cuvollka 4 acbeveig mov AauPavoy Oepameio pe Taltz
(2,0%) ocvvolikd KaTd Tn S1APKELN TNG EAEYYOUEVNC LE EIKOVIKO PAPUOKO TEPLOSOV KOl TNG TEPLOOOV
GUVTHPNOTG TNG TOUSLOTPIKNG KAVIKNG LEAETNG.

Avopopd THavorloyoOUeEVOV avETIOOUNTWOV EVEPYELDY

H avopopd mBavoroyoduevmy avemiBountmy evepyeumdy HeTd amd T xopyNnom Adelug KukAoOPopiag
TOL QOPUAKEVTIKOD TPo1dvTOog elvan onpavtikn. Emtpénet ) cvveyn tapakorlovdnomn e oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital amd Tovg enayyeAIaTieg vyeiag va
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LEGH TOV EBVIKOD GLGTNLLATOG
avoeopds mov avaypdeeton oto [Hopdptmua V.

4.9 Ynepoooolroyia

Adacelg €mg kar 180 mg yovv yopnynOel vrodoping og KMVIKEG LEAETES Y®PIC SOCO-TEPLOPIOTIKN
to&wdtnra. ‘Exovv avapepbei mepiotatikd vrepdocoroyiag Emg kot 240 mg, vrodoping, ®g epamal
YOPNYNON € KAWVIKEG UEAETEG, YWPIG TV EUEEVICT OTOLOVONTOTE GOPAPDOV AVETIOVUNT®V EVEPYELDV.
e mepinton vePd0GoL0YING, CLVIGTATOL 1] TAPOKOAOVONGN ToL 0GOevOLG Yo onueio )
CUUTTMOUOTO OVETIBOUNTOV EVEPYEIDV KOl 1) AUEST] EVAPEN KATOAANANG OVTILETOTIONG TOV
CUUTTOUATOV.

5. ®APMAKOAOTI'IKEX IATOTHTEX
51 ®@oppoxodvvopikEs 1010TNTES

Doppokobepamentikn KaTnyopic: AVOGOKATAGTOATIKG, OVOGTOAELS vTEpAELKivIG, K®dkOg ATC:
L04AC13


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Mnyoviopdc 6pdonc

H exiloopapnn eivan éva 1gG4 povorkhovikd avticopo Tov cuvOEeTal Le DYNAT cuyyévela (< 3 pM)
Kot g10KOTNTA otV viepAevkivn 17A (téco oty IL-17A 660 ko otny IL-17A/F). Ot avénpéveg
ovykevipmaoelg g IL-17A Bewpeitor 6T1 gpumiékovior oty maboyéveln g yopioong LEG® TG
TPOOYMYNG TOL TOAALOTAAGIOGLOD KOl TG EVEPYOTOINONG TOV KEPATIVOKVTTAPWV, KOOMOC Kol GTNV
naboyévela TG yoplacikng apbpitidag kat tng a&ovikng omovoviapOpitidag HEcw TG TPOKANONG
QAEYLOVIG, N omoio 00Nyel o€ dfpwTikn 0oTikn PAAP Kot TaboAoyikd oynuoticud véov ootov. H
adpavoroinon g IL-17A amo6 v iexilovudunn avaotédiel avtég Tig dpdoelc. H iexilovpdpmnn dev
ouvdéetal otovg cuvoéteg IL-17B, IL-17C, IL-17D, IL-17E 1 IL-17F.

Avoivoelg ovvdeong in vitro emPefainoay 61t 1 1EEKILOVUAUTN dEV GUVIEETAL GTOVG AVOPOTIVOLG
Fecy vrodoyeig 1, 1la xon Ila 7} 6to cvotatikd copminpopatog Clqg.

Dapuokodvvarkéc emdpicELlS

H exailoopapnn pubuilet 1ig frodoykég amoxpicelg mov endyovror 1 puOuilovton amd tnyv IL-17A.
Me Béion dedopéva Proyiog ymplacstkol dEppatog amod pio perétn edong I, vmmpée pia doco-
oyeti{OpeVN TAGT TPOG HEIOUEVO TAYO0G EMOEPUIdG, aplOud ToAlamiaclalopevoy
KEPATIVOKVTTAP®OV, T-KOTTAP®V KOl SEVOPITIKMV KLTTAP®V, KAOMDG Kol LEIMGELS TOV OEIKTMY TOTIKNG
QAEYLOVNG, amd TNV €16000 01N HeEAETN £mg kot TV Nuépa 43. Q¢ dueco emakdiovbo, 1 Bepamneio pe
1EeKI{OVUAUTT LELDVEL TO EPLOM LA, TN GKANPLVGT KOL TV OTOAETIGT| TOV TAPOTNPOVVTOL 6TIG PAGPES
g Yopioong KoTd TAMKG.

To Taltz €ye1 katadeytel 6T1 pewwvet (evtodg 1 efoopadag Oepamneiog) To eninedo g C-avidpOGOC
TPOTEIVNG, 1 omoia etvarl deikTNG PAEYLOVIG.

KMvikn omotelesnotikdTnTo Kol 0GQAAEL

Ywpiaon kato, TAGKOC 08 EVAAMKES

H acpddeia kot n amotelecpatikotnto tov Taltz a&lohoyndnkKav oe TPELg TVYUOTONUEVES, OTAA
TUQAEG, eEAeYYOUEVES e ElKOVIKO @apuako peréteg edong I og evniikovg acBeveic (N=3.866) pe
pETpla g cofapn ympiaon Katd TAGKAS, 0l 0oiol TaV VTOYNELOL Yio pwtobepamneio 1
ovotnuotikn Bepaneio (UNCOVER-1, UNCOVER-2 ka1t UNCOVER-3). H anoteleopatikdtnTo Kot
N acedArela tov Taltz aorloyndnkav eniong Evavt g etavepoéntng (UNCOVER-2 kot UNCOVER-
3). Ot acbeveig mov TuyaomomOnkay yio vo Adfovv Taltz kat lyav THPOVGIAGEL AVTOTOKPIOT) OTN
Yrotikn vuvoikn Extiunon tov latpoo (static Physician Global Assessment) sPGA (0,1) katd tnv
gpdopdda 12 tuyaiomomOnkay ex véou yia va AaPovv gikovikd edppoko 1 Taltz yio éva emmpdcheto
dudonua 48 efdopddwv (UNCOVER-1 kot UNCOVER-2). Ot acBeveic mov tuyoiomombnkay yio va
AdPovv eiovikd apuako, etavepoéntn N Taltz kot dev giyav mapovoidoet avtoamokpion sPGA (0,1)
éhaPav Taltz yro émg kot 48 gfoopddec. EmmAéov, n Hakpoypovia, 0moTeEAEGUOTIKOTITO KOl 0CQAAELN,
a&loAoyNONKOY Kol OTIG TPELG LEAETEG Y10 £MG KOl S ¥pOVia GuVOMK( 6€ acheveic Tov cuppeteiyay
K00’ 0An TN SLUPKELD TOV LEAETMV.

To 64 % 1wV acBevav glyav Aafet Tponyoduevn cuotnuatikn fepaneia (froloykol Topdyoveg,
ovppatikn cvotnuatikn Oepaneio | yoporévia kot vepiddng aktivoforio A (PUVA)), 43,5 %
mponyovpevn pwtobepancia, 49,3 % mponyovuevn cvuPatiky cuonuoTiky Oepaneia kot 26,4 %
wponyovuevn Brodoyikn Oepameia yio TV avTILET®TION TG Wopiaong. 14,9 % siyav AdPet
tovAdyotov évav avtl-TNFa mapayovta kot 8,7 % elyov Adpet évav avti-1L-12/IL-23 mapdyovta. To
23,4 % tov acbevav elyav 10T0ptkd Yoplacikng apdpitidoc Katd tnv €il0000 0T HEAE.

Kot otig tpeig peréteg, ta khpla KataAnKTikd onpeio nrav n avodoyio tov aclevov mov métuyay
avtomdkpion oto Agiktn Extaong kot Zopapotntog g Yopiaong (Psoriasis Area and Severity
Index) PASI 75 kot sSPGA «0» («amovoio vocouy) 1 «1» («eldyiot vocogy) Katd v fdoudoa 12
£vavTil ToV glkovikoy apudrkov. H péon Baduoroyio PASI katd tv €icodo ot pekét kopavotay
amo 17,4 émg 18,3. To 48,3 % éw¢ 51,2% 1wv acbevav giyav katd v glcodo otn perétn Paduoroyio
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sPGA Boaptég 1 mold Bapidg vocov kot péomn Babuoroyio otnv AptBuntikn Kiipokae kvnopov (NRS
Kvnopov) mov kupavotay and 6,3 twg 7,1.

Klvikn aviarokpion otig 12 gfdouades
2 perétn UNCOVER-1 toyatomomnkoy 1.296 acbeveic (1:1:1) yia va Aappdvovv 1 sikovikd
oappaxo N Taltz (80 mg xdBe dvo N K4be técoepig efdopnadec [Q2W 1 Q4W] petd and pio S6om
évapéng 160 mg) yio 12 gfoopddec.

Mivakag 2.

Agdopéva amoTeLeopaTIKOTNTOS KOTA TNV gfdopdda 12 otn perétn UNCOVER-1

Awpopd amd 1KOVIKO APLAKO GTO

, .o

KooKt Aptbudg acbevav (%) 10600716 ovTomokpiong (95% CI)

onuelo Ewoviko Taltz Taltz Taltz Taltz
QapraKo 80 mg Q4W 80 mg Q2W 80 mg Q4W 80 mg Q2W
(N=431) (N=432) (N =433)

sPGA “0”

(amovcio vocov) 1 o o 73,1 (68,8,

“1” (hdyiom 14 (3,2) 330 (76,4) 354 (81,8) 77.5) 78,5 (74,5, 82,5)

v66006)

sPGA “0” " o 34,5 (30,0,

(aovsia voso) 0 149 (34,5) 160 (37,0) 39.0) 37,0 (32,4, 41,5)

PASI 75 17 (3,9) 357 (82,6)" 386 (89,1) 78’;;;‘)"7’ 85,2 (81,7, 88,7)

PASI 90 2 (0,5) 279 (64,6)" 307 (70,9) 64’618(2?’6’ 70,4 (66,1, 74,8)

PASI 100 0 145 (33,6)" 153 (35,3) 33’3?8(%)?’1’ 35,3 (30,8, 39,8)

Meiwon otnv NRS " " 65,0 (59,5,

Kmopob > 49 58 (15,5) 305 (80,5) 336 (85,9) 70.4) 70,4 (65,4, 75,5)

2vvrouoypogicc: N = apiQuoc ao0svav otov winBoouo ue Ilpobeon Oeporeiog (Intention to Treat,

ITT)

2nueiwon: o1 0o0evels ue eALEImOVTo, OedOUEVa KOTOUETPHRONKAY WS U] AVIOTOKPLOEVTES

“p < 0,001 oe oOYKpLON UE TO ELKOVIKO POPUAKO
P AoOeveic ue NRS kviouot > 4 kaxd myv eicodo oty peiéty: eioviké pdpuaxo N = 374, Taltz
80 mg Q4W N = 379, Taltz 80 mg Q2W N = 391

2 perétn UNCOVER-2 toyatomomOnkov 1.224 acBeveig (1:2:2:2) yia va Aapfdvouv 1} euKovikd
oappoko N Taltz (80 mg kabe dvo N kaOe Técoepic efdonddeg [Q2W 1 Q4W] petd and pio 060
évapéng 160 mg) 1 etavepoéntn 50 mg 500 popég v efdopdda yio 12 gfdopddec.
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Mivaxag 3. Agdopéva, amoTeELEOPATIKOTNTOG KOTA TNV fdopndoa 12 otn perétn UNCOVER-2
Awpopd amd rKovikd
ApBpog acevov (%) (@APLOKO GTO TOGOGTO
avtanokpiong (95% CI)
KaroAniktucd Etavepoént
onpueia Ewoviko Taltz Taltz 50 mg 6vo Taltz Taltz
Paproxo 80 mg Q4W 80 mg Q2W QOPES TNV 80 mg Q4W | 80 mg Q2W
(N =168) (N =1347) (N=351) gfdopdda
(N =358)
sPGA “0”
(amovoia
70,5 80,8
¢ n“1” 424 2 2,9)%P 292 2)e-B 12 * ’ ’
voc’ov)n 2,4) 53 (72,9) 92 (83,2) 9 (36,0) (653.75.7) | (763.85.4)
(ehdyrot
vOGOC)
E(I;i?)c{(()x 1 (0,6) 112 (32,3)*P 147 (41,9)%F 21 (5,9) 317 41,3
] ’ ’ ’ ’ (26,6,36,7) | (36,0, 46,6)
vOGoL)
75,1 87,4
o, o,B o s 5
PASI 75 4(24) 269 (77,5) 315 (89,7) 149 (41,6) (702.80.1) | (83.4.91.3)
PASI 90 1 (0,6) 207 (59,7)%P 248 (70,7)%F 67 (18,7)* 591 70,1
’ ’ ’ ’ (53,8,64,4) | (65,2,75,0)
30,2 39,9
PASI 1 1 1 B 142 (40,5)*F 1 Y ’ ’
S1100 (0,6) 07 (30,8) (40,5) 9(5,3) (252.352) | (34.6,45.1)
Meimwon
e NR’S 19 (14,1 22 B 2 1)“B 1 62,7 711
ET@GHOD 9(14,1) 5(76,8)* 58 (85,1)* 77 (57,8) (55.1,703) | (64.0,78.2)

2vvrouoypopies: N = apiOuog aoBevav arov tinboouo ue lpobeon Ocparneiog (ITT)
Znueiwon: o1 0o0eveic ue eAleimovio dedoueva KaToueTpROnKay wgs un aviomokplOévisg.

“p < 0,001 oe cbyKpion ue o e1koviké pépuaxo, P p < 0,001 oe abykpion ue v etavepoénty,
"p < 0,01 og obyKpION UUE TO EIKOVIKO POPUAKO

? AoBeveic pue NRS kvijopod > 4 katd v eicodo oty pueléty: siovié pépuoxo N = 135, Taltz
80 mg Q4W N = 293, Taltz 80 mg Q2W N = 303, etavepoéntn N = 306

2 peiétn UNCOVER-3 tuyatomomOnkav 1.346 acBevei (1:2:2:2) yia va Aapdvovv 1 eucovikod

oappoko N Taltz (80 mg kabe dvo N kaOe técoepic efdonddeg [Q2W 1 Q4W] petd amd pio 060
évapéng 160 mg) M etavepoéntn 50 mg 500 popég v efdopdda yio 12 gfdopddec.
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ivakog 4. Agdopéva, amoTELEOPATIKOTNTOS KOTA TNV gfdopndda 12 otn perétny UNCOVER-3
Awpopd omd erKoviko
AptOude acevivy (%) (papp?u(o 070 T0G00TO
avtamoxpiong (95% CI)
KaroAniktucd
onueia Etavepoént
Ewovucd Taltz Taltz 50 mg 600 Taltz Taltz
QAPLOKO 80 mg Q4W 80 mg Q2W Qopég TV
4 2
(N=193) | (N=386) (N = 385) epoopcse | S0 Mme QW | 80 mg Q2W
(N =382)
sPGA “0”
(amovoia
68,7 73,8
0 n“1” 1 291 4)oB 1 B 1 41,6)* ’ ’
voc’ov) | 3(6,7) 91 (75.,4) 310 (80,5) 59 (41,6) (63.1,742) (68.5.79.1)
(ehdyrot
vOGOC)
sPGA “0”
36,0 40,3
i 1 “b | 155 (40,3)%8 o ’ ’
(Of’ltODth 0 39 (36,0) 55 (40,3) 33 (8,6) (31,2, 40.8) (35,4, 45.2)
vOGOV)
76,9 80,0
o, B o > 5
PASI 75 14 (7,3) 325 (84,2) 336 (87,3) 204 (53,4) (71.8. 82.1) (75.1. 85.0)
62,2 64,9
PASI 90 6 (3,1 252 (65,3)%P 262 (68,1)%P 98 (25,7)" ’ ’
G.D) (65.3) (68.1) (3.7 (56,8, 67,5) | (59.7,70,2)
35 (30,2 37,7
PASI 1 1 B 14 B 2 ° > ’
S1100 0 35 (35,0) 5@37,7) 8(7,3) 39.7) (32.8.42.5)
Meiwon
E‘T’WSFIL\?}‘;S 33 (20,9) 250 (79,9)*P 264 (82,5)%P 200 (64,1) 59,0 61,6
e : : : : (51,2,66,7) | (54,0,69.2)
KVNGLOV
>4

2vvropoypogicc: N = apiQuoc ao0svarv otov winBooud ue Ipobson Oeporeiog (ITT)
2nueiwon: o1 0o0evel e eALEImoVTo, OeOUEVa KOTOUETPRONKAY WS U] AVIATOKPLOEVTES

“p < 0,001 oe oOYKpLON UE TO ELKOVIKO POPUAKO

Pp < 0,001 e cdyrpion pe v stavepoémn

? Aabeveic ue NRS kvnouod > 4 koo, v €loodo oty uelety: etkoviko pipuoxo N = 158, Taltz
80 mg Q4W N = 313, Taltz 80 mg Q2W N = 320, erovepoérnty N = 312

To Taltz oyetictnke pe tayeio Evapén g anotelecpoTikdTTog e > 50% peimon g pnéong
Babuoroyiag PASI éwc kot v efdopdda 2 (Ewova 1). To mocootd tov acbevav mov nétuyoy
avtomokpion PASI 75 fitov onuovtikd peyaAddtepo yia to Taltz 6 cOyKpIomn LE TO EIKOVIKO QAPLOKO
KoL TV €TovePGETTN oM amd v fdoudda 1. Iepimov 10 25 % tov acbevav mov Elafav Oepancia
pe Taltz métoyav Babuoroyia PASI <5 émg v gfdopdda 2, dvo tov 55 % métuyav Pabuoroyia PASI
<5 g ka1 tnv gfdopdda 4 Kot 10 T0600TO avéENdnKe oto 85 % Emg kot v efdopdda 12 (oe
ovykpion pe 3 %, 14 % won 50 %, avticToya, Yo TNV ETAVEPCENTT)). ZNUAVTIKES PEATIOGEIS WG TPOG
TNV £VT0oT) TOV KVIoUOo apotnphinkay katd Ty efdopndda 1 og acbeveig mov éhafav Oepomeio pe
Taltz.
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Ewéva 1. BaOpoioyio PASI, ekatootwoio fertioon o€ kKGOe emiokeyn petd v €i60d0 61N
perétn (mBOCF) otov tin0vopd pe wp60son Ocpanciog (ITT) kata Tn drdpkela
™m¢ eaong £9660v - UNCOVER-2 kaon UNCOVER-3

EBSopdda Bepanciag

0 1 2 3 4 5 6 7 8 9 10 11 12

-10 sl

-20

-40

-50

-70

-80

-90

ExortooTtiaia BeAtiwaon tou Seiktn PASI ané Ti§ TIHEG avadopdg

-100
——  Ewovikd —— ETN (N=740) —— ZEQ4 (N=733) =+ I=EQ2 (N=736)
dappako (N=361)

H amoteleocuatikdmmra kou ) acpdieio tov Taltz amodstcvoovtar aveEaptnTmg TG NAKIG, TOv
@OAOV, TNE PLANG, TOL COLATIKOV Bapovc, TG Papdtntag Tov deiktn PASI katd v €lcodo o1
UEAETT), TNG EVTOTIONG TV PAaPdV, TNG CLVVTAPYOLGOG YOPLUGIKNG apBpiTidag Kot TG
wponyovpevng Bepoaneiog pe froroykd mapdyovra. To Taltz itav anotedecpatikd o aobeveig mov
dev giyav Adfet Tponyovuévmg cuotnuatiky Oepameia 1 froAoyikovg Topdyovies, o€ acheveic Tov
glyav Tpornyovpévag Aapet Proloyikovg mapdyovteg / ovil-TNF mapdyovreg, kabhg kot o€ acbeveig
6T0VG omoiovg M Bepameia pe froroyucovg Tapdyovieg / avti-TNF moapdyovieg elye amotuyet.

Amd T0V¢ aebeveic Tov TavTomom KAy WG un avtamokpdéviec oty etavepoéntn ue sPGA (0,1)
Katd tnv gfoopdda 12 otn perétn UNCOVER-2 (N = 200) kou dAha&ov og Bepancio pe Taltz 80 mg
Q4W petd amd pio mepiodo Exmivong 4 efdopddwv, To 73 % kot to 83,5 % tewv acbevav métuyov
sPGA (0,1) xou PASI 75, avtictoya, petd and 12 gfdonadec Oepaneiog pe Taltz.

2116 2 KMVIKEG PEAETES OTIC OTOIEG CLUTEPIAMNPONKE €vag EVEPYOS GLYKPITIKOG TTOPAYOVTOGS
(UNCOVER-2 kot UNCOVER-3), 10 10606716 TV GoPapdv avembduntov evepyeimv ftav 1,9 %
1660 Yo TNV €TAVEPSENTN 060 Kot Yo To Taltz, kot o Tocoatd drukonrg tng Bepamneiog Aoy
avemBountov gvepyeidv Nrav 1,2 % ywo v etavepoaéntm kot 2,0 % ywo to Taltz. To tocooto
rowmEewv frav 21,5 % yuo v etavepaéntn kot 26,0 % ywo to Taltz, pe 10 0,4 % va givar coPfapéc
v Vv etavepoéntn kot 1o 0,5 % yia to Taltz.

A10TpRon TS AVIOTOKPIoNS Katd TV gfdouddo 60 kar éwg 5 &ty

Ot acBeveic Tov TuyatomomOnKay apykd yio va Aapovv Taltz kot OepnOnkav avtomokpdévieg Katd
v efdopdda 12 (dnA. Babporoyia sSPGA 0,1) otig pedétec UNCOVER-1 kot UNCOVER-2,
Tuyoomombnkay ek véov ywo pia enupoctetn mepiodo 48 efdouddmv oe Bepansio pe eucoviKo
eappaxo M Taltz (80 mg kéBe 4 1 12 gfdouddec [Q4W 11 Q12W]).

I"a tovg avtamoxpiBévteg katd sPGA (0,1) kotd v gfdoudda 12 mov TuyaomomdnKav ek véov 6e

dtokom g Bepameiog (NA. EUOVIKO PAPUAKO), O SIAUEGOG YPOVOG £MC TNV EUPAVIOT] VTTOTPOTNG
(sPGA > 3) fjtav 164 nuépeg otig opadomomuéveg peréteg UNCOVER-1 kot UNCOVER-2. Meta&o
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TV aclevov avtdv, o 71,5 % métuyav ek véov TovAdytotov pia aviandkpion sPGA (0,1) evtdg
12 efdouddmv amd v emavévapén g Oepameiog pe Taltz 80 mg Q4W.

Mivaxag 5.

(Megiétegs UNCOVER-1 kan UNCOVER-2)

AT PN O TG UVTUTOKPLGNS KOl OTTOTEAEGRATIKOTITO KOTA TV Efdopnada 60

Aw@opd amd rKovikd
ApBu6e acdevary (%) PapLAKO GTO TOGOGTO
avtarokpiong (95% CI)
Kazadnkrucd 80 mg Q4W | 80 mg Q2W | 80 mg Q4W | 80 mg Q2W | 80 mg Q4W | 80 mg Q2W
onuel (emayoyn)/ | (emoyoyn)/ | (emaywyn)/ | (emayoyn)/ | (emoywyn)/ | (emoywyn)/
Ewovikd Ewoviko 80 mg Q4W | 80 mg Q4W | 80 mg Q4W | 80 mg Q4W
TN @appako | (cvvtipnon) | (cvvfipnon) | (cuvtipnon) | (cvvinpnon)
(cvvtypnon) | (cuvtipnon) | (N =195) (N=221)
(N=191) (N=211)
Awtipnon sPGA 62,4 70,7
“0” (kabapd) 12 (6,3) 16 (7,6) 134 (68,7)* | 173 (78,3)* | (55,1,69,8) | (64,2,77,2)
“1” (eMdyrot0)
Awtpnon 1 47,7 56,0
emitevén (40,4, 54,9) | (49,1, 62,8)
SPGA “0” 3(1,6) 6 (2,8) 96 (49,2)° 130 (58,8)°
(kaBapd)
Awtipnon M o o 66,5 74,3
enirevin PASI 75 | 10 (79 190,00 | 1450745 | 184 @33) | 593773 9) | (68,0, 80.5)
Awtipnon M o o 62,0 71,7
enirevin PASIO0 | (47 10(47) | 13066, | 169(76.5)% | (54 97609) | (65.4,78.0)
Awtipnon M 48,2 54,6
emitevén PASI 3(1,6) 6 (2,8) 97 (49,7)° 127 (57,5)* | (40,9,55.4) | (47,7,61,5)
100

2ovrouoypogicc: N = apiQuoc aoBsvav otov mAnBoouod aveloons
2nueiwon: o1 aobevels ue eEAEITOVTO OedOUEVA KOTAUETPRONKOY OGS 1N OVTOTOKPIOEVTES
“p < 0,001 o oOYKpLON UE TO ELKOVIKO POPUAKO

To Taltz tav amOTELECUATIKO GT O10THPNOT| TG AVTATOKPIoNG 6€ acbeveic Tov dev giyav AdPet

TPONYOLUEVDG cuoTnatikh Bepaneio 1 froloyikodg mapdyovtes, o€ acbeveig Tov glyav

TponyovpEves AdPet frodoyikovg Tapdyovteg / avti-TNF moapdyovieg, kabmg kot og acbeveic 6Tovg
omoiovg 1 Bepameia pe Proroyikovg mapdyovres / avtli-TNF moapdyovieg eiye amotdyst.

KotadeiyOnkov onpovtikd peyodutepeg PeATidoelg Kot v fdoudda 12 amd v éviaén otn puelém
0€ GUYKPIOT LE TO EIKOVIKO PAPUAKO KO TV ETAVEPGENTY OTNV YopPiaon oviywv (0Tmg netpndnke pe
Baon o Agiktn ZoPapotntog g Yopiaong Oviywv [NAPSI]), oty yopiacn oto tpiyymtd g
KePaAng (0nwg petprnke pe faon to Aciktn ZoPapdtnrag g Yopiaong Tpyymtov e Kepoing
[PSSI]) kot otnv moAaponeipatioio yopioon (0nmg petpndnke pe Pdon 1o Agiktn Zofopdtnrag tng
Morapomeipotioiag Yopiaong [PPASI]) kot dtatnpnbnkav katd tnv efdopdda 60 oe acbeveic mov

éhaPav Oepomeio ue Taltz kot mapovsiocay oviandkpion sPGA (0,1) katd v efdoundado 12.

A6 591 acbeveig mov édafav Taltz Q2W katd v Ilepiodo E@ddov kot petd Q4W o1 cuvéyela oTig
ueréteg UNCOVER-1, UNCOVER-2 ka1t UNCOVER-3, 427 acbeveic ohokAnpmcav 5 xpdvia
Oepaneiog pe Taltz, petaly avtov 101 acbeveig yperdomray avénon g doons. Metald tov
acBevav Tov ohokAnpmcay v a&loddynon g efdopadag 264 (N = 427), 295 acBeveic (69 %), 289
aocBeveic (68 %) ka1 205 acbeveic (48 %) maparnpnOnke ot1 giyav sPGA (0,1), avtarokpion PASI 90
ot PASI 100, avtictoya, v efdopdada 264. Ta DLQI cuiléynkav petd v Ilepiodo E@ddov otig
UNCOVER-1 kot UNCOVER-2, 113 acbeveig (66 %) mapoatnpndnke ot giyav avramdxpion DLQI

(0,1).

Toiotyro {wng/avapepbeioes amd tovg acbeveic exfiaoeig
Kotd v efdoudda 12 oe OAeg Tig peréteg, to Taltz cuoyetiotnKe Ue GTATIOTIKA onUavTiKn Beltioon
otV mototnTo {oNg mov oyetiletar pe v vyeia, 6nwc a&loloyndnke amd ™ péon pueimon omd v
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€1l0000 o1 peAéT, oOuemva pe To Agpuatoroyikd Agiktn ITowdtnrag Zong (DLQI) (Bepamneio pe
Taltz 80 mg Q2W an6 -10,2 ém¢ -11,1, pe Taltz 80 mg Q4W and -9,4 £wg -10,7, pe etavepoéntn and -
7,7 éwg -8,0 ko pe eucovikd papuaxo ond -1,0 éwoc -2,0). 'Eva onpovtucd peyaAdbtepo m1o60cto
acBevav mov Erafoayv Bepameio pe Taltz tétvyov DLQI 0 1 1. Xe dAeg TG HEAETEG ONUOVTIKA
UEYOADTEPO T0G06TO acbevmv mov EhaPav Oepamneia pe Taltz métvyav peiowon tov Itch NRS > 4
povadeg Katd v efdopdda 12 (84,6% ya Taltz Q2W, 79,2% ywa Taltz Q4W xat 16,5% yia 0
EIKOVIKO QAPUOKO) Kot TO OPEAOG SlatnpnOnKe atnv mApodo Tov ypdvov uéypt tnv efdopndada 60 oe
acBeveic mov éhapav Oepameia pe Taltz, or omoiol mapovciocay avtamdkpion sPGA (0,1) kotd v
efdoudoa 12. Aev vinpée onowadnmote EvOelEn emdeivmong TG KoTaOAYNG £mg kat 60 eBdouddeg
Oepaneiog pe Taltz, dnwg a&loloynnie and 1o Zovtopo Katdroyo Avtoavapepopevng
Kotabimtikng Zvuntopoatoloyiog.

Aueoo oUYKPITIKES WEAETES UETO. THYV KDKAOPOPLO TOV TPOIOVTOG

IXORA-S: Z¢ pio duthd ToeAn perét to Taltz ftav avdtepo 6€ GOYKPLIOT HE TV OVGTEKIVOVULAUTY
0TO TPAOTELOV KOTOANKTIKO onpeio tng pekétng avtamdkpion PASI 90 katd tnv efdopdda 12
(ITivaxag 6). H évapén g avtamoxpiong ntav avatepn 6to deiktn PASI 75 1on and v efdoudda 2
(p <0,001) ko ot0 deiktn PASI 90 ko 610 deiktn PASI 100 £mg v efdopada 4 (p <0,001). H
vepoyn tov Taltz Evavti Tng oVoTEKIVOLUAUTNG amodeiyOnKe emniong oTIg LVTOOUADES e
dloTpoudTOon Bacel copatikod Bapovcg.

IHoooota avranékpiong PASI andé ™ ovykprrun perétn g iEexiloopdpnng
EVOVTL T1)G OVGTEKIVOVPUANUTNG

Mivaxag 6.

eBdoudda 12 eBdoudda 24 eBdoudda 52
Taltz* Ovcrsm::vud Taltz* Ovcrsm:zvud Taltz* Ovcrsm:zvud
Hmm Hm Hmm
AcOeveig (n) 136 166 136 166 136 166
PASI 75, n (%) 120 (88,2%) 114 (68,7%) 124 (91,2%) 136 (81,9%) 120 (88,2%) | 126 (75,9%)
PASI 90, n (%) 99 (72,8%)" 70 (42,2%) 113 (83,1%) 98 (59,0%) 104 (76,5%) | 98 (59,0%)
PASI 100, n (%)| 49 (36,0%) 24 (14,5%) 67 (49,3%) 39 (23,5%) 71 (52,2%) 59 (35,5%)

*H 1&exilovudurn 160 mg 000nke ws doon poptiong axolovbodusvn and 80 mg kata v gfidoudcoo. 2,
4,6, 8, 10 kou 12 xou 80 mg kdbe téooepic efidoudoes (Q4W) ano ekel kou émeira
** Aogoloyio ue paon 1o Papog: Or acbeveic mov edafiav Oepameio ue ovotekivovudumn elofav 45 mg
1 90 mg xazd, tic gfooucdes 0 kot 4, oty ovvéyero kabe 12 gfidoucdes uéypt v gfdoucdo. 52
(doc0Adynon Paoel Popovs cOUPWVO, LE TV EYKEKPIUEVY] O000L0YIA,)

$p < 0,001 évavti TS OVOTEKIVODUGUTNG (1 TIUI] P TOPEYETOL UOVO PLO. TO TPOTEDOV KOTOAINKTIKG GHUELD)

IXORA-R: H anoterecpotikdtnra kot 1 ac@dieia tov Taltz diepevviOnkoy eniong oe pia
TUYOLOTOMUEVT], SITAL, TVPAT, TAPAAANA®Y OuddwY ueAETn 24 efdouddwy mov cuvékpive to Taltz pe
7o guselkumab, pe 1o Taltz va givar avotepo oM amd v eBdoudda 4 otny enitevén TANPOLG
KABaponG Tov dEPUATOC KOl 6TO TPMTEHOV KATUANKTIKO onpeio ¢ perémc (PASI 100 tnv gfoopdda
12) ko un katdtepo oto PASI 100 v efdoudda 24 (ITivaxag 7).

MMivokag 7. AVTOTOKPIGEIS ATOTEAEGPLATIKOTITOG OT6 T1) CUYKPLTIKY] RELETY TNG

exkiovpdpnng évavtt tov guselkumab, ITAn0vopdg pe lpdbeon Oepamsioc”

’ ’ Guselkulmab LEexilovpapmn Alagopd
K(lT(l)\.l]lleKO Xpov’um (N’=507) (N'=520) (IXE - GUS), -
onpeio onpeio OVTATOKPIoN, N | OVTUTOKPLGT, N % (CI)
(%) (%)
MMpotevov Katoinktiké Inueio
PASI 100 | EBSoudda 12 | 126 (24,9) | 215 413) | 16,5 (10,8,22,2) |  <0,001
Kvpror Agvtepevovteg X1oyol
PASI 75 Efdoudda 2 26 (5,1) 119 (22,9) 17,8 (13,7,21,8) <0,001
PASI 90 Efdoudada 4 40 (7,9) 109 (21,0) 13,1 (8,9,17,3) <0,001
PASI 100 Efdoudda 4 7 (14 35 (6,7) 54 (3,0,7,7) <0,001
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PASI 90 EBSopéda 8 182 (35.9) 304 (58,5) | 22,6 (16,6,28.5) <0,001
sPGA (0) EBSopéda 12 128 (25.2) 218 (41,9) | 16,7 (11,0,22,4) <0,001
PASI 50 EBdopéda 1 47 (9.3) 143 (27.5) | 182 (13.6,22.8) <0,001
PASI 100 | EBSopéda 8 69 (13,6) 154 (29.6) | 16,0 (11,1,20,9) <0,001
PASI 100 | EPSonéda 24 265 (52.3) 260 (50,0) | -2,3  (-84,3.8) 0,414

2ovrouoypagics: CI = draotnua eumioroovvyg; GUS = guselkumab; IXE = 1ilexilovudunn,; N =
op10uog aobevary arov mAnboouo avaivens; n = apiBuds aclevav otyv kabopiouévy kotnyopio,
PASI = Acixtne Exraons kor Zofopotnrag e PYwpioons, sPGA = oratikny Zvvoliky Extiunon tov
lazpod.

* Ta tedixa onueio opiotnray mpo g 0AOKAIPOONS TS UEAETHS LUE QVTITV TN GEIPA.

Ewéva 2: PASI 100 otig efoopddsg 4, 8, 12 ko 24, NRI

41%
30%
25
14
7*
I

ERdopdda 4 ERSopdda 8 ERGopdda 12 ERBopdda 24
guselkumab (N=507) W Taltz (N=520)

80

[a)]
o

52 50

N I
] o

AvtanokplBévtec aoBevelc (%)
o

*p<0,001 évavt guselkumab otig efdopddeg 4, 8 ko 12
NRI = Anodoan Xopoxtnpiouod un AviamorpiOeviog Aalevoig

AmoteAeouatikOTnTO. OTHY WOPIAOH YEVVIITIKWDV 0PYAVWV

Mio toyotomoinuévn, Sumhd ToEAT, eheyyOuUeVN e elkovikd eappako perétn (IXORA-Q) deé&nybn oe
149 eviilikeg aceveig (24% yovaikeg) pe HETPLO £0C GOPopN YOPIlaoT YEVWITIK®Y 0pyavev
(BaBuoroyia sPGA I'evvnuikdv Opydvov > 3), eldyiotn TpocsPoin g empdveiag copatog (Body
Surface Area, BSA) katd 1% (60,4% eiyav BSA > 10%) kou mponyodpevn amotuyia 1 dvcaveéia og
TovAdylotov pia Tomiky| Bepaneia yio v yopiaon yevwntkodv opydvov. Ot acBeveig eiyav
TOVAdYIGTOV PETPLO Yopiaon Katd TAdkag (opilopevn wg fabuoroyio sSPGA > 3 kot tav vroyneiot
v potobepaneio Ko 1| GCLGTNHOTIKY Oepameia) Yio TOLAGIGTOV 6 PNVEG.

Ot toyaromopévol acBeveig og Taltz Elafav pia apykn 66on 160 mg arxoiovBovuevn ard 80 mg
k&g 2 efoopddeg yia 12 efdopdodes. To Tpmtedov KataAnktikd onpeio rav 1 avaroyio Tov aclevdv
oL ETVY Y TovAdytotov "0" (amovsia vooov) 1 "1" (eAdyiotn vOGOC) avtamokpion oty SPGA
I'evvntikev Opydveov (sPGA T'evvnrikov Opydvev 0/1). Katd tv efdopdda 12, onpavtucd
neplocdTEPOL 0obeveic oty opdda tov Taltz amd 6Tl TNV OUEdA TOV EIKOVIKOD PAPUAKOV TETVY UV
sPGA I'evvntikav Opydvov 0/1 kat sSPGA 0/1 ave&aptnto amd to BSA katd tnv €i6060 6N peAétn
(sPGA T'svvntikov Opydvev 0”1\ “1” yio BSA katd v €icodo otn pedém 1% - <10% 1 > 10%,
Taltz: 71% M 75% avtictoya, eucovico edpuaxo: 0% 1 13% avtiotoya). Eva onpoavtikd peyoivtepo
1060070 TV acfevav mov éhapav Oepamneia pe Taltz TéTuye peinon TOV AvagepOUEVOV Ao TOV
Acbev Amotedecpdtov (Patient Reported Outcomes, PRO) g mpog tnv £viacn tov movov Tov
YEVVITIKAOV 0pYAV®V, TOV KVIIOUO TOV YEVVITIKOV 0PYAVOV Kol TNV ENIOpAcT TG yopioong
YEVVITIKOV 0pYavmv 6T 6€E0VaMKN dpaotnplotta kot 6tov Agpuatoroyikd Agiktn [owdmrag
Zong (DLQD).
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Mivakaog 8: A€OONEVE, OTOTELEGCPATIKOTNTOGS KOTE TNV efdopdoa 12 e Evijlikeg pe wopioon
YEVWNTIKOV opyavev ot perétn IXORA-Q, NRI”

Katainktika onpeio Taltz | Ewoviko | Awa@opé and Erkoviko
OAPRUKO Dappaxo (95% CI)
AprOpog Toyaromoimpéveyv acdevav (N) N=75 N=74

sPGA I'evwntikdv Opybvov “0” 1 “17 73% 8% 65% (53%, 77%)
sPGA “0” 7 “1” 73% 3% 71% (60%, 81%)
DLQI 0,1° 45% 3% 43% (31%, 55%)

N pe BaOporoyia GPSS Kvnopov NRS N=62 N=60
>3 koTd TV £i6000 6TN PEAETY
GPSS Kvnopot I'evvnrikov Opydvov 60% 8% 51% (37%, 65%)
(>3 Babuoi Bertioonc)
N pe BaOporoyia SFQ Afqppa 2 >2 xota | N=37 N=42
™V £i6000 61N PEAETY
BaOpoioyio SFQ-Aqupa 2, “0” (kavévog 78% 21% 57% (39%, 75%)
mepoptopog) M “1” (omdviog Teplopionoc)
¢ Xovrouoypopies: NRI = Amwodoon Xapaxtnpiouod un Aviarokpiféviog Acbevovg, sPGA = aratiky
2vvodikn Extiunon tov latpod, GPSS = Kliuaxo Xourtwudtwv Yopioons 'evvyurov Opyavov,
SFQ = Epwtnuatoloyio Lelovatikne Loyvotnrag, DLOI = Agpuaroloyixog Agiktng [oiotnrog Zwig,
b Zvvoduwai PaBuotoyio. DLOI 0,1 vrodeikvier 611 n katdoraocy tov dépuatoc dev Exel Kauio midpoon
oty (w1 tov aobevois. sSPGA “07 1 “1” 1co00vvaust ue “amovaio, vooov” i “eAdyiotn vooog”,

NRS = Api1Qunrixn Klipoxo.

Houdiarpikn wowpioaon KoTo TAGKOC

e pia Toyotomotmuévn, Outhd TVPAN, TOAVKEVTIPIKN, EAEYXOLEVT LE EIKOVIKO QAPLOKO LEAETN
(IXORA-Peds) evtaybnkav 201 mwodid niikiog 6 £0¢ kGt tov 18 etdv, pe pétplo Eémg cofapn
yopiloorn katd Trakag (0mwg opiletorl and Pabpoloyia sSPGA >3, mpocPoin >10% tov eppadon
empaveiog coparog kot Babporoyia PASI >12), ta onoia fjtav vroynea yio potobepaneia 1)
ovoTnuotikn Bepameio 1 TV omoiwv 1 vOGOg NTaY AVETAPKMOSG EAEYYOUEVT e TOTIKY| Oepameia.
Ot acBeveic ToyaonomOnkav oe g1KoviKo Pappoko (n=56), etavepoéntn (n=30) | Taltz (n=115) pe
dloTpopdTmon g 6ocoAoyiog pe Pdon To copatikd Bapoc:

<25 kg: 40 mg v gfdopada 0, axorovBoduevn omd 20 mg Q4W (n=4)

25 kg ém¢g 50 kg: 80 mg v gfdoudda 0, akorovBovpevn and 40 mg Q4W (n=50)

>50 kg: 160 mg v efdopdda 0, axkorovBovpevn and 80 mg Q4W (n=147)

Ot acBeveic Tov TuyatomomOnkav oy etavepoéntn (acbeveig e cofapn yopioon) Aaupavay
0,8 mg/kg, yopicn 66om va vrepPaiverl Ta S0 mg, kaOe efdopdda and v efdoudda 0 £wg tnv
epdopdoa 11.

H avtondkpion otn Oepaneio a&ioroynOnke petd ond 12 efdopnddes Kot opicTnKe MG TO TOGOGTO TOV
acBevav Tov glyav EMTVYEL TO CLVILACTIKO KVPLO TeEAKO onpeio Babporoyiag SPGA «0» (kabapd) 1
«1» (oxeddv Kabapd) pe Pedtioon Kotd TOLAAYIGTOV 2 Babpovg amd v évtaln ot uerétn, ko
Kol TO0 T0G00TO TV acbevdv mov glyav emrtdyel pio peimon g Paduoroyiog PASI katd tovidyiotov
75% (PASI 75) and v évta&n ot peré.

Aldeg exPacelg Tov a&lohoynonkoy v gfdopdada 12 teptdAdupavay 10 T0606Td T®V UGOEVOY TOL
elyav emriyel PASI 90, PASI 100, BaBpoioyia sSPGA «0» kot Beltimon g £viacng Kvnopov,
petpobevng g peimon katd tovidyiotov 4 fabuovg oe pio ApBuntikn Kiipoxa A&oldynong
Kvnopov 11 Babumv.

O acBeveic elyav dapeon Pabporoyio PASI 17 katd v évtadn omn HeAETN TOV KOUOVOTOY LETOED

12 kou 49. H BaBuoroyia sSPGA katd tnv éviaén otn HeAét aviiototyovse oe Gofoapn 1 oAb cofopn
v660 6710 49% TV 0cbevav. Amd 6Lovg Tovg acbeveic, To 22% eiye AaPel Tponyoduevn
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ootobepaneio kot to 32% elye AaPet mponyodpevn coppartiky] cvotnpatikn Beponeio yo Tnv
OVTILETOTION NG YOPILooNG.
To 25% tov acbevav (n=43) frav nhiog Kato tav 12 etav (14% tov acbevov [n=24] Rtov 6-9

etov kot 11% tov acbevav [n=19] frav 10-11 etdv), t0 75% 10V acbevav (n=128) ftov niikiog 12
ETOV Kl V.

Ta dedopéva KAVIKNG avTomokpiong topovcstalovtat otov [livaka 9.

Iivaxkog 9. A€OONEVE, OTOTELECPATIKOTNTOG O TAIOLOTPIKOVS 0.60evEig pne
yopioon katd tidkag, NRI
Teld Enpeia Taltz* Ewovikd | Awogopd évavtt | EtavepoénmnP Awopopd évavtt
(N=115) PApUAKO EIKOVIKOD (N=30) ETOVEPGEMTING
n (%) (N=56) | eapudaxov (95% n (%) (95% CI)?
n (%) CD
SPGA «0» (kaBapd)
N «1» (oxedov
ka0apo)”
gpoopada 4 55 (48) 4(7) 40,75(22(9),)?5; 0(0) 36,8 (21,5, 52.2)
efdopdda 127 93 (81) 6 (11) 70,2 (59,3, 23,0 (0,6, 45,4)
81.0)" 16 (53)
sPGA «0» 60 (52) 1(2) 50,4 (40,6, 5017 46,5 (26,2, 66,8)
(kabapd)? 60,2)°"
PASI 757
efdopdda 4 62 (54) 509 45,0 (33,2, 3 (10) 34,7 (15,6, 53,8)
56,8)"
epdopada 127 102 (89) 14 (25) 63,7 (51,0, 19 (63) 20,9 (0,1, 41,7)
76,4)°"
PASI 90° 90 (78) 3(5) 72,9 (63,3, 12 (40) 36,3 (14,2, 58,5)
82,5)°"
PASI 100° 57 (50) 1(2) 47,8 (38,0, 5017 43,9 (23,4, 64,3)
57,6)"
NRS kvnopov 59 (71) 8 (20) 51,1 (35,3, Agv ---
(Bektioon katd >4 66,9)°" | a&loroynOnke

Babuove)™®

Yvvtopoypapieg: N = ApiBuog acbevav otov minbuoud npodbdeonc-npog-Oepaneio, NRI = Anddoon
Xapaktnpiopov Mn Avtanokpifévtog AcBevoic.
Tnv gfdopdda 0, ot acBeveig EraPfav Taltz 160 mg, 80 mg 1 40 mg, ko 611 GuVEXELR Adpovoy

Taltz 80 mg, 40 mg 1} 20 mg kéOe 4 gfdopnddec, avarioya, Le TNV KOTNYopio cOUATIKOD Bapovg, yia

o

12 efdouddec.

O1 6VYKPICELG PE TNV ETOVEPGETTN TPUYUOTOTOM O KOV EVTOS TOV VTOTANBVG OV 0GOEVDY EKTOC
tv HITA xat tov Kavadd pe cofapn Ps (N yuo Taltz = 38).

Yvvovactika Kopia tedikd onpueia.

Amoteléopata v gfdoudda 12.
NRS kvnopot (Beitioon katd >4) oe acbeveic pe NRS kvnopov >4 katd tnv €vtaén otn pHehé.
O apBpog acBevov tov mAnbvouov ITT pe Babuoroyia NRS Kvnopot >4 katd v évtaén ot

ueAétn givai o akdAovBog: Taltz, n = 83, Ewkovikd @appoko, n = 40.

ot p<0,001
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Ewéva 3. Mo60676 060evarv mov étvyav PASI 75 oty oo tpiki] yopiacn £og v
epfoopdado 12
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MocooTé AVTATTOKPIBEVTWV

Xpovog (Epdopadec)

‘I Ek. pdppako  —fic TALTZ Q4W

Ot acBeveic otnv opdda Bepaneiog pe 1Eekilovpaunn giyov KAVIKA GNUOVTIKEG VYNAOTEPES
avtamokpicelg CDLQI/DLQI (0,1) v gfdopada 12 (NRI) og cOykpion pe 1o gikovikd eappoxko. H
Stapopd peta&d tv opdowv Bepameiog oy peavig 1om and v efdopdda 4.

Hoapammpnnioav peyorvtepeg Pertidoetg v efdopndda 12 and v Evtaln otn perétn og ochyKplon
LLE TO EIKOVIKO PAPLOKO TNV YOPLooT ovOYoV (COUPOVE e TIG LETPNOELS TOL Agiktn ZofapotnTog
¢ Yopiaong Oviyov [NAPSI=O0: Taltz 18% (6/34), euwcovikd pdappaxo 0% (0/12)]), omnv yopiaon
TOL TPLY®TOV TNG KEQOANG (dmtwg petprnke pe Paon to Asiktn ZoPapdtntog e Ywpiaong Tprywton
¢ Kepaing [PSSI=0: Taltz 69% (70/102), etkovikd edppoxo 16% (8/50)]) ko otnv
moAoponeApatioio yopiaon (0nmg petpndnke pe Pdon 1o Agiktn Zofoapdtnrag tng
HMorapomelpotiaiog Yopiaong [PPASI 75: Taltz 53% (9/17), eucoviko edppoxo 11% (1/9)]).

Ywpiaoiki oplpitido,

To Taltz a&loloynOnke o 500 TVYAIOTOMUEVES, STAL TVPAEG, EAEYYOUEVES LLE ELKOVIKO PAPUAKO
peiéteg paong I og 780 acBeveic e evepyn yoplacikn apbdpitida (= 3 droykmpéveg kot

>3 gvaicOnteg apBpmoelg). Ot acbeveig eiyav didyvmon yopracikig apbpitidag (Kptmipla
Ta&wopnong Yopraowkng ApBpitidag [CASPAR]) pe péon didpketa vocov 5,33 €t Kot SepOTUKES
PAdPeg wopiaong katd Tidkag (94,0%) 1 tekunplopévo 16Topikd Yywpioong katd Tiakag, pe 12,1%
TV acfevav va Topovctalovy péTpla £m¢ coPfopr| yopiaon Katd TAGKoC Katd Ty €i6000 Tovg 61N
ueAén. I[Mave amo 58,9% xot 22,3% tov aclevav ue yoplacikr opbpitida siyav evhecitida Kot
SOKTLAITION, aVTIoTOLYO, KOTA TNV €16000 ot peAétn. To TpmTedov KATaANKTIKO oNUEio Kol 6TIG dVO
peAéteg tav 1 avrarokpion ACR 20 (Apepikaviko KoAéyro Pevpatoroyiag [ACR]) katd tnv
gPdoudoa 24, axorovbobuevn omd pia pokpoypdvia tepiodo enéktaong amd v efdoudda 24 £mc v
ePdopdda 156 (3 ypovia).

>m Merét Yopracwkng ApOpitdag 1 (SPIRIT-P1), acOeveic pe evepyn yoprocikn apbpitida mov
dev giyov Adfet oto mapeAdov Broroyikr Oepaneia TuyoomoOnKay va Adfovy eIKoVIKO pAPUAKO,
adolpovpdunn 40 mg pio popd kébe 2 gfdopddes (evepyd oxélog eréyyov), Taltz 80 mg pia popd
KéOe 2 gfdopnadec (Q2W) 11 80 mg pia popd kébe 4 efdopddeg (Q4W). Kot ta dvo docoroyucd
oynuata tov Taltz mepidppavay 66om évapéng 160 mg. To 85,3% twv acbevdv ce avt ™ pnelém
elyov AaPer mponyovuevn Bepaneia pe > 1 cDMARD. To 53% tov acbsvov Adppoavay tavtdypova
MTX og péon efdopadiaia d6om 15,8 mg. Xto 67% tov acbevav nov Aapfavav tavtdypova MTX, 1)
doom ntav 15 mg N peyardtepn. Acleveic pe avemopkn avtamokpion Katd tnv efdoudda 16 Elapav
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Oepameio dStowong (tpomomoinon g Tponyovuevng Bepaneiag). Ot acbeveig mov AdpPavav Taltz
Q2W 1 Q4W eEaxorovOnoay va Aapfdavovv tn 06o1 tov Taltz mov tovg elye amodobel apyikd. Ot
aoBeveig mov Adufovoy adoAUOVUAUTN 1) EIKOVIKO QAPLOKO TUYOOTOONKOY €K VEOL GE avaAOYia
1:1 og Taltz Q2W 1 Q4W «atd tnv efdopdda 16 1 24 pe Baon TNV KOTAGTAGT AVTATOKPIGTG TOVG.
243 acbeveic oOMOKANP®GOV TNV TEPI0S0 EMEKTAOTS TOV 3 €MV oT0 Taltz.

2 Mekét Yopraocwng ApBpitidag 2 (SPIRIT-P2) evtdaybnkav acBeveic mov giyav mponyovpuévamg
AaBet Oepameia pe évav avti-TNF moapdyovta kot diékoyav tov avti-TNF tapdyovio Aoym site
EMenyng amoterecpatikotntog eite dvoaveéiog (acbeveic avil-TNF-IR). Ot acbeveic
TuyaroTomOnkay va Adfovv gikovikd eappaxo, Taltz 80 mg pia popd kabe 2 gfdopddes (Q2W) 1

80 mg pio opd kabe 4 efdouddeg (Q4W). Kot ta 0o oynpata tov Taltz mepiddpfovay d6om
é&vapéng 160 mg. To 56% kot 1o 35% TV acbevdv elyav eppavicel avemapkn aviorokpion oe 1 avri-
TNF mapdyovta 1 2 avit-TNF napdyovteg, avtiotorya. Zn perétn SPIRIT-P2 a&oloynnkav 363
acbeveig, omo tovg omoiovg 41% Adppavav Tavtodypove MTX oe péon efdopadiaio doon 16,1 mg. Xe
73,2% tov acBevov mov Adupavay tavtoypova MTX, n 66on firav 15 mg 1 pueyolotepn. Acbeveig pe
QVETOPKT avTomdkpion Kot v efdoudda 16 Eafov Oepameio diomong (Tpomomoinen g
wponyovuevng Bepaneiag). Ot acBeveic mov Adppavav Taltz Q2W 1 Q4W gEakorovbncav va
Aappdavovv tn 66com tov Taltz Tov Tovg giye 600si apycd. Ot acOeveig mov AdpPfovay elkovikd

@apuroko TuyolomomOnkay ek véov o avoloyia 1:1 og Taltz Q2W 1 Q4W katd v efdoudda 16 1
24 pe Bdon TV KoTdoTaon avTamoKplong Tovs. 168 acheveig olokAnpwoay Ty mepiodo EMEKTAONG
v 3 etdv oto Taltz.

2nuela Kol COUTTOUATO
H Oepoaneio pe Taltz eiye o¢ amotélecua onUavTIK PEATIOOT OTIC TOPAUETPOVS EVEPYOTNTAS TNG
VOGOV GE GUYKPIGT UE TO EIKOVIKO (ApuaKko Kotd tnv efdoudda 24 (PA. IMivakoa 10).

Ilivakac 10.  Agdopéva amotereopotikotTnTa oTig peréteg SPIRIT-P1 ko SPIRIT-P2 kotd tnv
gpoopada 24
SPIRIT-P1 SPIRIT-P2
KotaAnktikd Awpopd omd Awpopd amd
Inueio TO EKOVIKO TO EIKOVIKO
QAPLLAKO OC PapLAKO OOC
TPOG TO TPOG TO
T0G0GTO TOGOCTO
avTOTOKPLONG OVTOTOKPIONG
(95% CI) (95% CI)
PBO Taltz | Taltz | ADA | Taltz | Taltz | PBO Taltz Taltz | Taltz | Taltz
(N=106)| Q4W | Q2W (N= | Q4W | Q2W | (N= Q4W | Q2W | Q4W | Q2W
N=| (N= 101 118) (N= (N=
107) 103) 122) 123)
Avtanékpion ACR 20, n (%)
oo 24 32 (30,2) (56729) ( 66241) ( 28 " (%gf), (? ;’j, (12935) (56353) ( 45890) (gﬁ, (ﬁ?
’ ’ ’ 40,6)" | 44,8)" ’ ’ ’ 45,2)"139,8)"
Avtanokpion ACR 50, n (%)
gpo. 24 25,1 | 31,5 30,2 | 28,3
43 48 39 ’ ’ 43 41 ’ ’
16 (15,1) (13,6, | (19,7, | 6 (5,1) (20,8, | (19,0,
(40,2) | (46,6) | (38,6) 36,6)7 | 43.3)" (35,2) | (33,3) 39,5y | 37.5)
Avtanékpion ACR 70, n (%)
" 66.7) (22354) (33450) (22567) (18767 52; 0 (22271) (11252) (ﬁ”é’ (16242
’ ’ ’ 26,8)" | 38,5)" ’ ’ 29,5)" | 18,0)"
EAapotn gvepyotnte voocov (MDA) n (%)
€po. 24 148 | 25,7 245 | 20,2
32 42 32 p ’ 34 29 ’ ’
16 (15,1) (3,8, | (14,0, | 4 (3,4) (15,9, | (12,0,
(29.9)| (408) | GLD) | )3’y | 37,47 27.9) | 23.6) | 331y | 384y
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Avtandkpion ACR 50 ko PASI 100 og ac60gveic pe yoproowki) tpocsPoir] Tov déppatog >3% 1ov BSA
Kot TNV £i6000 ot perétn, n (%)
epd. 24 71 19
(28,8) | (32,2)

27,3 | 30,7
9(13,2) | (16,5, | (18,4, | 0(0,0) 8,6, | (63,
38,1y | 43,0)° 26,7y | 23,1y
2ovrouoypapies: ACR 20/50/70 = mocooto aviamorpions ACR 20%/50%/70% coupwva e 1o
Aueprrovio Koléyro Pevuarodoyiag, ADA = adaliuovucuny, BSA = eufado empaveras ompuarog,

CI = dwaotnua gumaroovvyg, Q4W = Taltz 80 mg k6be 4 efdoucdes, Q2W = Taltz 80 mg kabe 2
gfooudoes, N = apiuog aclsvav atov tinboouod avitvong, n = apiBuos acbevaov atny kabopiouévy
xatnyopio, NRI = amédoon yopaxtnpiopod un oviamokpifevrog acbevois, PASI 100 = PeAtiowoon kozo.
100% orov deixtn éxtoons kot aofopotytos s wapiacns, PBO = gikoviko pdpuaxo.

Znueiwon: o1 0o0eveic mov élofiav Oepameia didowons katd v gfdoucda 16 i diekoway ) Oepameia n
oev glyow TAnpn dedouévo, BewpnBnroy un aviamokplOeviee aoBeveic yio Ti¢ avoldoeis e

gfooudoog 24.

Ta ovyyopnyodueva cDMARD repiloufovav MTX, Aeprovvouion kai covipocolaliva.

12 10 17,6 | 14,7

1(1,5) (17,6) | (14,7)

ap<0,05Bp<0,017p<0,001 ce cbyrpion e 10 EIKOVIKS PapUAKO.

Y10v¢ 0obeveig pe Tpovimapyovca daxtuAitidn 1 evlesitida, | Bepaneio pe Taltz Q4W odnynoe ot
Pekticoon g daxtvAitidag Kot e evBecsitidug Katd v efooudda 24 6€ GVYKPION UE TO EIKOVIKO
oappaxo (voympnon: 78% évavtt 24%, p < 0,001 ko 39% évavtt 21%, p < 0,01, avticToyw).

Y1ovg aoBeveig pe mposPoin > 3% tov BSA, n Bektioon g kKaBapong tov d€ppratog Katd tnv
gRdoudoa 12, 6mmg a&roroyeiton pe Paon Pertioon katd 75% tov Agiktn ‘Extoong kot ZoPapdtmrag
g PYopiaong (PASI 75), frav 67% (94/141) yia exeivoug mov Aaupavav Bepomeio pe T0 0060A0Y1KO
oynua Q4W kot 9% (12/134) yia exeivoug mov Aaupavoy Bepomeio pe eucovikd edapuako (p < 0,001).
H avaioyio tov acBevav mov métuyav aviandxpion PASI 75, PASI 90 kot PASI 100 katd v
gfoopdda 24 Ntav peyorvtepn pe 1o Taltz Q4W ce ohykpion pe 1o eikovikd edppoko (p < 0,001).
Y1006 aoBeveig pe cuvuTapyovca PETPLa EmG cofapn ympiaor Kot yoplacikn apbpitida, To
docoroyikd oyfuo Taltz Q2W enédeiée onuovtikd vynidtepo Tocootd avtomokpiong PASI 75,
PASI 90 kot PASI 100 og ohykpion pe 1o gikovikod eappoko (p < 0,001) ko Tapovcioce KAMvikd
ONUAVTIKO OQELOC £VAVTL TOV d0GOA0YIKOD oyfaToc Q4W.

Ot avtamokpicelg ot Oepaneia pe to Taltz NTav onUAVTIKE VYNAOTEPES GE GVYKPLION UE EKEIVEG LE TO
EIKOVIKO PapoKo, oM amd v efdoudda 1 yio v avtamokpion ACR 20, ard v gfdopdada 4 yio
v avtondkpion ACR 50 kat amd v efdopdda 8 yio v avtardkpion ACR 70, eved dtatnprdnkov
€m¢ kot v efdopdda 24. Ta aroteléopata dStatnpninkay Emg kot 3 xpovia yio Tovg acheveic mov
TOPEUEIVOY OTN LEAETN.
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Ewéva 4. Avtamokpion ACR 20 ot perétn SPIRIT-P1 o€ ovvaptnon pe tov xpovo £m¢ Kot
™V gfoopndoa 24

Ewkoviké (N=106)

100 1 _m--¢pdppake  —O—AAA (N=101) —k—IZE Q4 (N=107} —e— IZE Q2 (N=103)

90 -

AvrtanrokplBtvrec ACR20, %

0 2 4 6 8 10 12 14 16 18 20 22 24

ERSopada Bepoancicg

Téc0 yia to Taltz Q2W 600 ko yio. 1o Taltz Q4W: B p< 0,01 kou ¥ p< 0,001 oe cbyxpion ue to
EIKOVIKO POPUOKO.

>11c peréteg SPIRIT-P1 ko SPIRIT-P2, mopoatnpnnkav mapduoteg avramokpiceig ACR 20/50/70
o1ovg acbeveic ue yoplaockn apbpitida, aveEaptnto amd 10 Kotd Técov Adupavay Tantdypova
cDMARD, cvurepirappavopévng g Oepaneiog pe MTX, 1 oxtL.

Y11c peréteg SPIRIT-P1 ko SPIRIT-P2, kotoadeiyOnkay Pertidoelg o€ OAEC TIC GUVIGTOGES TOV
Babuoroyiwv ACR, cvpmeptrapfavopévng g a&loldynong tov movou ord toug acbevelg. Katd tnv
eBdopdda 24, 10 TOGOGTO TV 0CHEVAOV TOL ELYOV EMTVYEL OVTOTOKPIOT LE BACT) TO TPOTOTOUNUEVOL
Kpimpia Avtondkpiong Yopilacikng ApOpitidag (PSARC) ftav peyardtepo otovg acbeveig mov
Adppavay Oepameia pe Taltz e GUyKkpion pe ekeivoug ToL AGUPavaY EIKOVIKO QAPILOKO.

> peiétn SPIRIT-P1, n anotedleopartikotnta dtotnprdnke £o¢ Ko v gfoopdda 52, dnmc
a&loroynOnke pe Paon v avramodkpion ACR 20/50/70, tmv MDA, v vmoympnon tng evbesitidag,
TNV VIoYdPN o™ TS daKTLAITIdNS Kot Ta Tocootd avtandkpiong PASI 75/90/100.

H amoteleouatikdmra kou n acpdieio tov Taltz amodeiydnkov aveédptnto and v nAikia, To eOAO,
TN PULAN, T OldPKELD TNG VOGO, TO OPYIKO COUOTIKO BAPOog, TNV apyikn yopioon SEPLOTOC, TO APYIKA
enineda CRP, tov apykd deiktn DAS28-CRP, T cuyyopnynon KopTikooTEPOELOIMVY Kot TNV
wponyovuevn Bepaneia pe froroywd mapdayovta. To Taltz frav amotedespaticd oe acbeveis mov dev
elyav Adper tponyovpévag Bepaneia pe frodoyiko mapdyovta, o acOeveic mov Y0V TPOTNYOLUEVMG
extebel og Proloyikd mopdyovra kol oe acbeveic 6Tovg omoiovg M Bepameia e BroAoyikong
TOPAYOVTES EiYE AMOTOYEL

2t perétn SPIRIT-P1, 63 acBeveic ohokArpmcay 3 ypovia Bepaneiog pe Eekilovpdpnn Q4W.
Meta&d 1ov 107 acbevav mov tuyatomomnkav og i&exilovpdpnn Q4W (avdivon NRI otov ITT
mAnBouopo), 54 acbeveic (50 %), 41 acbeveic (38 %), 29 acbeveic (27 %) xon 36 acbeveig (34 %)
mapatnpnOnke 61t elyov avramdkpion ACR20, ACRS50, ACR70 kar MDA, avtictoyo, tnv
efdoudda 156.

Yt perétn SPIRIT-P2, 70 acBeveic ohokAnpmaoay 3 ypovia Bepanciog pe Eexilovpapnn Q4W.
Meta&d Tov 122 acfevav mov toyoomomnkav ot i&exilovpdpnn Q4W (avdivon NRI otov ITT
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mAnBucpo), 56 acbeveic (46 %), 39 acbeveis (32 %), 24 acbeveig (20 %) kot 33 (27 %) mapatnpndnke

ot etyav avtandkpion ACR20, ACR50, ACR70 kan MDA, avtictotya, tnv efoopndada 156.

AxTivoloyikn avramokpion
2 perétn SPIRIT-P1, n avactodn] tng e€EMENG TG doukng PAAPNC a&toAoynOnKe aKTIVOAOYIKA
KoL EKPPACTNKE MG M LETAPOAN GtV TpomoTotpéVN cuvoAlkn Babpoioyio Sharp (mTSS) ko tig
GULVIOTAOOEG TNG, TN Babuoioyio Awdfpmong (ES) kat ) fabuoroyio Ztéveong tov Mecdapfpilov

Awotipatog (JSN), otig efdouddeg 24 kat 52, € cvykpion pe TV €icodo otn peiét. Ta

dedopéva g efdouddag 24 napovoidlovror otov [ivaxoe 11.

Mivaxag 11.

Metafoin oty Tpomomomuévy Xvvolkn Babpoioyio Sharp otn perétn

SPIRIT-P1
Awpopd amd 10 E1KOVIKO
pdapuaxo (95% CI)
PBO Taltz Q4W | Taltz Q2W ADA Taltz Q4W | Taltz Q2W
(N=106) | (N=107) (N=103) | (N=101)
Méon tun Badporoyiog , ,
15,9 A A
xaxt Ty sicodo om {176 (2862) | 192 (32.68) | 1522886) | "0 | Z" 8’581, . Z" S’fl,
ugrémnc (SD) ) papuoyn (pappoyn
L o3 | 0B | 0@
o epSodda 24, LSM 0,51 (0,092) | 0,18 (0,090) | 0,09 (0,091) (0,093) (-0,57.- (-0,66,-
(SE) 0,09) 0,19)

2vvrouoypopicc: ADA = adotiuovudury, CI = oiaothuo eumiorocdvng, Q4W = Taltz 80 mg xabs 4
gfooucoes, Q2W = Taltz 80 mg xabe 2 gfoouddeg, LSM = uéon tyun eloyiotwv tetpoywvay, N =
ap10uog acbevav arov mAnbvouo avalvons, PBO = eikoviko papuaxo, SE = tomxo opdlua, SD =
TOTCIKY OTTOKALOH.

B p <0,01,7 p <0,001 oe chyxpion ue to 1xoviké pdpuoio.

H aktivohoykn e£EMEN g PAGPNS otig apBpdoelg aveotdAn pe to Taltz (ITivakag 11) xoatd v
gfoopdda 24 Kot 10 T0600TO TV 0GHeVAOVY YWPIic aKkTvoOAoYIKN €EEMEN TNC PAAPNC TV apbpdoewy
(opieton ¢ petafoin e mTSS < 0,5 amd v €i6060 Gt HEAETN) amd TNV TVYALOTOINGT| £C TNV
gpdoudoa 24 Ntav 94,8% yia to Taltz Q2W (p < 0,001), 89,0% via to Taltz Q4W (p = 0,026), 95,8%
vy v adaipovpdunn (p < 0,001), 6da og ocOykpion pe 77,4% yia to eucovikd eapuako. Katd v
gfoopdda 52, n péon petaforn amd v gicodo otn pedétn otnv mTSS frav 0,27 yua 10 g1KoviKd
oappoxko/ Taltz Q4W, 0,54 yia to Taltz Q4W/ Taltz Q4W «at 0,32 yio tnv adoipovpdpn/Taltz
Q4W. To mocoo16 060svav ywpig aktvoloykn e£EMEN g PAEPNS oTig apBpdoels amd v
Tuyoomoinon €mg TNV gfdopdda 52 frav 90,9% yio to eikovikd eappoko/ Taltz Q4W, 85,6% yia o
Taltz Q4W / Taltz Q4W xo 89,4% yia trv adolpovpdpnn/ Taltz Q4W. O acBeveic dev giyov kopio
dopkn e&EMEN amd v eicodo ot perém (opiletar mg mTSS<0,5) otovg Ppayioveg Oepameiog g
e&ng: Ewovikd pdappaxo/Taltz Q4W 81,5 % (N =22/27), Taltz Q4W/Taltz Q4W 73,6 % (N = 53/72)
Kot adoApovpdaunn/Taltz Q4W 88,2 % (N = 30/34).

Aetrovpyiotnro ko oyeti{ouevn ue v vyeia woiotyTo, (wng

Toco ot pedétn SPIRIT-P1 6c0 ko ™ pedétn SPIRIT-P2, o1 acBeveig mov Adpfovay Bepameio pe
Taltz Q2W (p < 0,001) ko Q4W (p < 0,001) gppdvicav onuavtikn BeATioon Tng AEITOVPYIKOTNTOC OE
oLYKPIoT HE ToVg acbeveig mov AdpuPavay Bepameio e E1KOVIKO PAPLOKO, OTMG aE0A0YNONKE HECH
tov Agiktn Avamnpiog Tov Epomuatoioyiov A&ordynong Yyeiog (HAQ-DI) katd v efdopudda 24,
N omoia dtutnpNOnke katd v efdopndda 52 otn peaétn SPIRIT-PI.

Ot acBeveic mov Aapupavav Bepaneia pe Taltz avépepav Peitioon g moldtnTog LG, OTMS
petpiétan péow g Padporoyiog e Xovoyng ZOUATIKNG ZVUVIGTOCHS TOV LVVOTTIKOD
Epomuatoroyiov Yyeioag 36 Epotmioewv (SF-36 PCS) (p < 0,001). Katadelytnke eniong PeAtioon
oTNV KOTwoT, Omog a&toAoyndnkav pécm twv Badporoyinv g apBuntikig KAlpakag
a&lordynong (NRS) g cofapdtrag g kommong (p < 0,001).
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Aueoo, ovykprTiKy LEAETH QaoNS 4, UETA THY KDKAOQYOPI TOD TPOIOVTOS

H amoteleopatikomnta Kot n acpdieio Tov Taltz diepeuviOniay o€ pio ToAvKEVTPIKN,
TUYOLOTOMUEVT], AVOLYTOD GYEOIAGLOD, TVPAN Y1 TOV a&loAoYNTY], TAPAAANA®Y OUAd®V PHEAETN
(SPIRIT-H2H) o€ ovykpion pe v adaitpovudunn (ADA), e 566 acBeveig e yopracikn apbpitida
o1 omoiot dev elyav AdPel TporyouEvac FLoAoyiKd TPOTOTONTIKA TNG VOGOL OVTIPPEVLOTIKA
oappaxa (bDMARD). ‘Eywve dwaotpopdtoon tov aclevov katd tny éviaén otn pelém pe paon my
tavtoypovn ypnon cDMARD kot tnv mapovsio pérpiag Eoc soPapnic yopiaons (PASI>12, BSA>10
kot SPGA>3).

To Taltz tav avdtepo g ADA 6T0 TpmTeEHoV KATOANKTIKO ONUEID TNG HEAETNG: TAVTOYXPOVN
enitevén avtondkpiong oto ACR 50 xan otov deiictn PASI 100 v efdoudda 24 (Taltz 36,0% évavtt
ADA 27,9%, p = 0,036, dueotnpa gpmoetoovvig 95% [0.5%, 15.8%]). To Taltz £dei&e emiong un
KatotepoTnTa (Tpokabopiopévo teplidpio -12%) oe ouykpion pe v ADA oto ACR 50 (avéivon
ITT: Taltz 50,5% évovtt ADA 46,6%, diapopd 3,9% évavtt ADA, didotnpa gumietosvuvng 95% |-
4,3%, 12,1%], avéloon PPS: Taltz: 52,3%, ADA: 53,1%, dwagopd: -0,8% [CI: -10,3%, 8,7%]) ka1
avotepdtnTa otov deiktn PASI 100 v gfdoudda 24 (60,1% pe Taltz Evavtt 46,6% pe ADA, p =
0,001), ta omoio Tav Ta kHpLo devtepevovTa KoTaAnKTikd onpeio g perétne. Tnv efdopdda 52 Eva
VYNAOTEPO TOG00TO asbeviv ov Elafav Oepancia pe Taltz évavit ADA wétuye tavtdypova ACRS0
kot PAST 100 [39 % (111/283) évavti 26 % (74/283)] ko PASI 100 [64 % (182/283) évavti 41 %
(117/283)]. H Oepamneia pe Taltz kor ADA odnynoe oe napduoteg avtanokpioels yio 1o ACRS0

[49.8 % (141/283) évavti 49,8 % (141/283)]. O avramokpioceig oto Taltz nrav cvveneic 6tav
ypNoLoromdnke og povobepameio 1 pe Tawtdypovn Yp1on uebotpe&atng.

Ewova 5. Hporeov katainkTiko onpeio (tavtdypovn aviandkpion ACR S0 & PASI 100)
Kol KUpLa 0gutepevovta kotainkTikd onpeio (ACR 50, PASI 100) mtocootd avramékpiong
efoopdda 0 - 24 [tinOvopég ITT, NRI|**

100 - B ACR 50 & PASI 100: ADA {N=283)  [==1ACR50 & PASI 100: TALTZ (N=283)
«eds ACR 50: ADA (N=283) =4 «ACR 50; TALTZ [N=283)
~@—PAS| 100; ADA (N=283) —@—PASI| 100; TALTZ (N=283)
80 -

Nooooto Avtanokplong (%)

0 4 8 12 16 24
Epdopada

*p<.01vs. ADA; Tp<.05vs. ADA.

** Taltz 160 mg v gfdoucda 0, oty ovveyera 80 mg kabe 2 gfdouddes uéypt v gfdouddo. 12 kor oty
ovvéyela kabe 4 efoouddes yio. aobeveis ue ustplo g cofapn wwpioon kata tidxag 1 160 mg v
gfooudoo 0, atn ovvéyeio 80 mg kabe 4 efdouades yio ailovs acbeveic, ADA 80 mg v efdouddo. 0,
oty ovvéyeia 40 mg kdabe 2 gfidoucdes omo v gfdouada 1 yio aobeveic ue uétpia émg oofopn wwpioon
Katd mioxog n 40 mg v gfdouddo. 0, otn ovvéyeio 40 mg kalbe 2 efdouddes yio, allovg acbevelg.

To erimedo onuavTikoTnTOS TOPATYEONKE UOVO VIO TO KOTAANKTIKO GHUEIO TO 0010 HTOW
poxabopiouévo kai eletaotnke e Eleyyo morlamTAotyrog.
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Alovikn omovoviapOpitido,

To Taltz a&loloynOnke oe cuvolikd 960 evniikovg acheveic pe a&oviky omovovraplpitida o TpeElg
TUYOIOTOMUEVES, ELEYYOUEVES LLE EIKOVIKO QAPLOKO UEAETEG (OV0 G OKTIVOYPAPIKA emPBefatopévn
Kol pio o€ un aktvoypagikd emiPefoiopévn afovikn omovoviapdpitida).

Axtvoypagika emifefoiwuévn alovikn ormovoviapbpitido,

To Taltz a&loroynOnke cuvolikd og 657 acheveic oe 600 TVYAOTONUEVES, STAG TVPAEG, EAEYYOUEVES
pe ewkoviko eappoko perétec (COAST-V kar COAST-W) og evnAikovg acBeveig ot omoiot giyav
gvepyo vOGo, 0Tmg opiletar pe Baon to Agiktn Evepyotntog Aykviomomntikng rovovAitidog Bath
(BASDALI) >4 ko BoBporoyio ocouaryiog >4 oe pio apBuntikn kiipoxo agloldoynong mapd tm Aqym
Oepaneiog pe un otePOELdN avTIPAEYLOVOIN Gappaka (MZAD). Katd v évapén Kot Tov 600
UEAETAV, Ol a60eVEIC ElYOV CUUTTOHOTO Y10 £V LEGO YPOVIKO dldotnpa 17 etdv (140 ¥POVIKO
duomua 16 etmv). Katd v évapén tav ueretdv, mepinov to 32% tov acbevav Aaupavoy
tavtdypova Oepameia pe cDMARD.

H perétn COAST-V a&loroynece 341 acBeveic mov dev eiyav AaPet Proroyikode mapdyovteg 6To
wape0dv, ot onoiol Adpupavay gite Oepamneia pe Taltz 80 mg 13 160 mg v gfdopada 0,
akolovBovpevn and 80 mg kdbe 2 efdopdades (Q2W) 1 4 efdopddeg (Q4W), 1| Le adaALOVUAUTT
40 mg ka0Os 2 efdopdoeg, N e ekoviko edpuaxo. Ot acbeveic mov Adppavay E1KOVIKO QApHOKO
ToyotomomOnkay ek véov tnv gfdoudda 16 yuo va Aappdvouvv Taltz (apyikn 66on 160 mg,
axorovBovpevn amd 80 mg Q2W 1 Q4W). Ot acBeveig mov AdpPoavay adaAtlovpdpmn
TuyaromomBnkav ek véov v gfdopdda 16 yio va Aappdavouvv Taltz (80 mg Q2W 1 Q4W).

H perétn COAST-W a&lordynoe 316 acbeveig mov elyov AaPet oto moperddov 1 1M 2 avactoreic TNF
(10 90% tov acbevav glyav eppavicet avenopkr avtandxpion kot 1o 10% eiyov dvcavetio otovg
avaotoreig TNF). Ohot ot acOeveic AMapPavav Bepaneia pe Taltz 80 1 160 mg v efdopdda 0,
akolovBovuevn arnd 80 mg Q2W 1 Q4W, 7 ue ewovikd eappakxo. Ot acbeveic mTov Aaupavoy
EIKOVIKO QPApLaKo Tuyotomomnkay ek véou tnv efdopdda 16 yio va Aappdvovv Taltz (apywn d6on
160 mg, axolovBodpevn and 80 mg Q2W 1 Q4W).

To TpmTEVOV KATAANKTIKO GNUELD KOl OTIC dV0 UEAETEG NTAY TO TOGOGTO TV AGOEVDY TOL
emtuyydvouv aviandkpion ASAS40 (Aebvig Etaipeio A&oldynong XmovoviapBpitidag 40) tnv
gpdoudoa 16.

Kiwikn avramorpion

Kot otig 600 peréreg, ot acbeveic mov Aappavav Bepancio pe Taltz 80 mg Q2W 11 80 mg Q4W
mapovciocay pHeyardtepesg fertinaelc oTig avtamokpioelc ASAS40 kat ASAS20 og cuykpilon e TO
€KoVIKO @dppoko v efdopdda 16 (Ilivakag 12). Ot avromokpicelg ftav mapopoleg otovs acbeveic
avegaptnta anod Tig cvyyopnyovueves Bepoaneies. X peiétn COAST-W, avtamokpicelg
mapatnpnnkay aveédpta amd tov apBud mponyoduevev avactoréwv TNF.

Hivaxkac 12.  Agdopévo amotereopatikotTnTog 6T1g peréteg COAST-V kaw COAST-W kota tnv
epoopada 16

Merétn COAST-V, acOeveic mov dev eiyav Adper Merétn COAST-W, oo0eveic mov
6T0 ToPEAO6V Proloyikovg TaPaYOVTES giyav Lafer oto TapehOoV
avactoieic TNF
Taltz Ewoviko Aw(!)opa Afm,h" ov- Taltz Ewoviko Awgopa
80 mg . omo To papmn 80 mg . .
Q4W* oaop B OKO 1 e ikoviké 40 mg Q4w "’“‘1 ;iazo amo 1'0’
~=s1) | OD | pappaxet QW (N=114) | (7109 | ewcovid
(N=90) Qappaxo
Avtandkpion ASAS20P, 52 35 24,0 (9.3, 53 (58,9%) 55 31 18,4 (5,7,
n (%), NRI (64,2%) | (40,2%) 38,60 (48,2%) | (29,8%) 31,H)™
Avtandkpion ASAS40P, 39 16 29,8 (16,2, | 32(35,6%) 29 13 12,9 (2,7,
n (%), NRI (48,1%) | (18,4%) 433" (25,4%) | (12,5%) 23,2)"

26




ASDAS
Metofoin omd v -1,4 -0,5 -1,0 (-1,3, -1, 3%%* -1,2 -0,1 -1,1 (-1,3,
Evapén g peétng -0,7)*** -0,8)***
Evopln perétng 3,7 3,9 3,7 4,2 4,1
BoOpoioyio BASDAI
Metafoin and v -2,9 -1,4 -1,5 (-2,1, -2, 5%%* -2,2 -0,9 -1,2 (-1,8,
£vapén g pekéng -0,9)*** -0,7)***
Evapén uedétng 6,8° 6,8° 6,77 7.5 7,3
SPARCC Zmovdvhikig Ztiing otnv MRI?
Metafoin and v -11,0 -1,5 -9,5 (-12,6, -11,6%** -3,0 3,3 -6,3 (-10,0, -
évapén g Herémg -6,4)*** 2,5) **
Evopén peAétng 14,5 15,8 20,0 8,3 6,4
BASDAIS0¢ n (%), NRI 34 15 24,7 (11,4, | 29 (32,2%)* 25 10 12,3 (2,8,

(42,0%) | (17,2%) 38, 1)*** (21,9%) | (9,6%)° 21,8)*
ASDAS <2,1, n (%) 35 11 30,6 (17,7, 34 20 5 (4,8%) 12,7 (4,6,
(xopnAn evepyodmto (43,2%)" | (12,6%)" | 43,4) *** | (37,8%)***" | (17,5%) 20,8) **
voécov), NRI
ASDAS <13, n (%) 13 2(23%) | 13.8(5.2, 14 4(3,5%)° | 1(1,0%)° | 2,5(-13,
(avevepyn vocog), NRI (16,0%) 22,3) ** (15,6%)** 6,4)
ASAS HI®
Metofoin omd v
Evapén g peétng 2,4 -1,3 -1,1 (2,0, -2,3% -1,9 -0,9 -1,0 (-1,9,
Evopén perétng 7,5 81 -0,3) * 82 10,0 9,0 -0,1)

*

SF-36 PCS
Metafoin and v 7,7 3,6 4,1 (1,9, 6,9%* 6,6 1,4 5,2(3,0,7,4)
£vapén g peéng 6,2)
Evopln uerétng 34,0 32,0 Hokok 33,5 27,5 30,6 Hokok

2vvrouoypopies: N = apiOuog acevarv otov minBoouo ue IpoBeon Ocporeiog, NRI = Awddoon
Xopaxtypiouod un Avioroxpifévios Aabevois. Or aobeveis ue elleimovio dedoueva kozouetpnOnroy

W¢ 1N avTamokpiOEVTeg.

ASAS HI = Asgixtng Yyeiog Aiebvovg Etaupeiog AE1oloynong Zrovoviapbpitidas, ASDAS = Babuoloyio
Evepyotnrac Ayxvlomomtixns Zrovoviitidag, BASDAI = Acixtyg Evepyotntag Aykvlomontikng
Zrovovditidag Bath, CFB = uetaforn ¢ uéong tiunc elayiotwy tetpayovwy amd mv evopln e
ueAétnc kaxa v gfdoudoo 16, SPARCC Zrovoviirne Zthiing oty MRI = Kavadixy Epsvvntikin
Kowompolio yio tn ZmovoviapOpitida, A&ioAdynon Zrovoviixng Zning otnv Areikovion Mayvntikod

2vvroviouod (kAipoxo 23 d1oK0amovovliK@y Hovadwy)

Tnv gfdoucda 0, or acBeveic Aaufavay Taltz 80 mg 17 160 mg.
Avramorpion ASAS20 opileror we ferticwoon >20% kou amolvtn Peltiwon arwo v Evopén s

uelétne =1 povado (ebpog 0 éwg 10) oe >3 omd 4 medio (Zvvoiixn Extiunon tov Acbevovg, Alyog

Zrovovlikng Ztiing, Agitovpyiotnta koau Pleyuovy) kar amovoia smidsivwong >20% ka

>] povadog (ebpog 0 éwg 10) oto evamoueivay redio. Avramorpion ASAS40 opileton we feitiowoon

>40% ko amoivty Peltiwon amwd v evapln e ueAétng >2 povades oe >3 oo 4 media ywpic

OTOLOONTOTE EMIOEIVWON GTO EVATOUETVOY TEDLO.
7 Ipwtedov katoAnKTiko onuelo.

Or1 ap1Buot v aoBevav ITT pe dedoueva MRI xazd v évaplén e uelétns ivou ot oaxoiovfor:

MeAétn COAST-V: Taltz: n = 81, Eix. papuoxo: n = 82, Adalyovucuny: n=385. Melétn COAST-

W: Taltz: n = 58, Ew. papuorxo: n =351
H avrarorxpion BASDAIS0 opiotnke wg¢ fedtioon >50% tns fobuoloyioc BASDAI oro v évapln

NG UEAETNG.

7 ASAS HI: Acixtng Yyeiag Aic@voic Ertaipeios AColoynons Zrovoviapbpitidog (ASAS HI) oe oAa o,

meoia.

uetafintés kou oe oroapopa LSM (95% CI) yio. tig ovveyeic uetofpintés.
T Post hoc avaloon, ywpic oiopOwaon wollomAotnTag.

0

TpoxaBopiouévy 0rAa ywpic wepiopioud wollomlotnTag.

* p<0,05, ** p<0,01, *** p<0,001 oc cdyKpioN LUE TO EKOVIKO PAPUAKO.

O Tiuég mov avopépoval avtiatoryody ae ekotootiaio (%) drapopd. (95% CI) yia tig katnyopikég

Ymip&ov BEATIOGELS OTIG KUPIEG CLUVIGTAOCESG TV KPLTnpiov avtamdkpiong ASAS40 (dAiyog

omovOVAIKN G otAnGg, BASFI, cuvoiikn ektipnon tov acBevoug, Suokapyio) Kot 6€ GAAEG
TOPALETPOVG EVEPYOTNTAG TNG VOO0V, cuumeplhapfavouévng g CRP, v efdoudoa 16.
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Ewova 6. Mocoot6 acOevdv Tov TéETVYAV avromokpicelg ASAS40 otig peréteg COAST-V
kar COAST-W £m¢ v efdopada 16, NRI*

COAST-V COAST-W

MoocooT6 AVTATTOKPIOEVTWV

Xpovog (ERdopadeg)

4 TALTZ 80 mg Q4W @ ASoAipoupdyumn 40 mg Q2W A EIKOVIKG @dppako

a

O1 aobeveic pe eAdeimovia dedouévo. katauetpdnroy wg un oviamokpiOéveg.
* p<0,05, ** p<0,01, *** p<0,001 o€ aOyKpION LUE TO EIKOVIKO POPUAKO.

ITapopoa avtamokpion oc tpoc to ASAS40 napoatnpndnke otovg acbeveic aveEdptnta omd To
eninedo CRP katd v évapén g perémnc, kabag kot tig Babuoroyieg ASDAS kot SPARCC
omoVOLALKNG oTRANG otnv MRI katd v évapén g nerémc. H avtandkpion ASAS40 mapoatnpndnke
ave&aptnTo amd TV NAKia, To PUAO, TN QLAT, T SIEPKELN TNG VOGOV, TO COUATIKO BAPOg KATH TNV
évapén g perétng, tn Pabporoyic BASDAI katd v Evapén tng HEAETNG KOL TV TPOTYOVUEVT
Broroywkn Bepameia.

>11c peréteg COAST-V kar COAST-W, 1 amotehespotikdtnta dotnpnonke mg kat tnv foopdda
52, 6nmg agloroynOnke pe fdon ta KataAnKTiKd onueia wov tapovcsidloviat otov [livaka 12,
ovuneptAapavouévey Tov Tocostdv aviamokpione ASAS20, ASAS40, ASDAS, BASDAI kot
ASAS HI.

2yeti{Oueveg e Ty vyeio ekfaoels

To dAyog ot 6TOVOLAIKY GTHAN TOPOLGINGE BEATIOGT EVOVTL TOV EIKOVIKOD QOPLAKOD O Ao TV
gBodoudoa 1, ot omoia datnpnOnke g Ko v efdopdda 16 [Taltz Evavtt eikovikod papudicov:
perétn COAST-V: -3,2 évavtt -1,7, perétn COAST-W: -2,4 évavtt -1,0], 1 kOTmon kot 1

KWV TIKOTNTO TG GTOVOLAIKNG GTAANG TaPOoVGiacoy BEATIOOT £VAVTL TOL EIKOVIKOD QUPUAKOL TNV
eBdopdoa 16. Ot BeATidoES 6TO GAYOG TG GTOVOLAIKNAG OTHANG, TNV KOTMGT] KoL TNV KIVNTIKOTNTO
NG GMOVOLMKNG GTNANG St prOnkay £mg kot Tnv efdopdda 52.

Mn axtivoypapixd emiBefoiwuévn alovikn arovoviopOpitido,

To Taltz a&loloynOnke oe pio ToyoOTOMNUEVT), SITAA TVPAN HEAETN TTOL TEPIAAUPaVE pio EAEYYOUEVN
pe eioviko eappako mepiodo 52 gfdopadmv (COAST-X) og 303 evnAikovg acBeveic pe evepyd
a&ovikn omovovAapOpitida Yo TovAdyiotov 3 pives. Ot acBevelg Empene va £XouV OVTIKEUEVIKA
onueio PAEYUOVAG, OTMG LTLOJEIKVVOVTAY 0o avénpéva eninedo C-avtidpmoag tpoTeivng (CRP)
N/kat ieporayovitida o€ Topoypaeio poyvntikod cvvioviouov (MRI) kat vo unv £xovv optotikég
OKTIVOLOYIKEG eVOeilelg dopukng PAAPNG oTig teporayovieg apBpmoels. Ot acbeveic eiyav evepyod voco,
omwg opiletan pe Paon to Agiktn Evepyomntog Aykvlomointikng novovAitidog Bath (BASDAI) >4
Kol GAyog 0T GTTOVOLAIKT 6TAAN >4 oe pio ApBuntikn Khipoka A&tordynong (NRS) and 1o 0 émg o
10, Topd ™ ANy Bepameiog pe un 6tepoedn avtipAeyuovmon eapuake (MEAD). Ot acbeveig
Adppavay Oepaneio pe Taltz eite 80 mg gite 160 mg v gfdopada 0, akorlovboduevn amd 80 mg kdbe
2 efoopadeg (Q2W) 1 80 mg ke 4 efdouddeg (Q4W), N pe eucovikd papuaxo. [pocappoyn g
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doomg /kat n Evapén cuyyopnyovuevev eapudkeov (MEA®, cDMARD, koptikocteposidn,
OVOAYNTIKA) emttpendTay, Eekivavtag and Tnv efoopndda 16.

Koatd v évapén g neAéng, ol 0obeveig elyav COUTTOUATO U1 OKTIVOYPOEUKH ETPEPOIOUEVNG
axSpA v éva péco duotnua 11 erdv. [epinov 10 39% tov acBevav Adppovay tavtdypova
Oepamncio pe évo cDMARD.

To TpwTEVOV KATAANKTIKO GNUEID HTAV TO TOGOGTO TV AGHEVMOVY TOV ETLTLYYAVOVY AVTATOKPLION
ASAS40 (Aebvng Etaipeia A&oddynong TrovéviapOpitidag 40) v efdoudda 16.

Klivikn aviamokpion

YynAotepa mtocootd acbevav mov AauPavay Bepameio pe Taltz 80 mg Q4W métvyov avtamokpion
ASAS40 g cOyKpilon e To EIKOVIKO Pappoko tnv efdopdda 16 (Ilivakag 13). Ot avtanokpicelg oy
TOPOUOIEG aveEApTNTO Ol TIG GLYXOPTYOLLEVEG BepaTeies.

Ilivakeg 13.  Agdopéva amotereonaTIKOTNTOS KOTA TNV Efdondda 16 otn perétny COAST-X,
NRI *#

Taltz 80 mg Q4W? Ewkoviko L
_ . Aw@opd amo 10
(N=96) PappoKo ,
(N=105) SEKOVLKO,,
Qappaxo

Avtanokpion ASAS20°, n (%), 52 (54,2%) 41 (39,0%) 15,1 (1,5, 28,8)*
NRI
Avtomdxpion ASAS40%E n (%), 34 (35,4%) 20 (19,0%) 16,4 (4,2, 28,5)**
NRI
ASDAS
MetaBoin amd v évapén g -1,1 -0,6 -0,5 (-0,8, -0,3)
UEAETNG HAK
Evapln uelétng 3,8 3,8
BaBuoloyio BASDAI
Metafoin amd v évapén g 2,2 -1,5 -0,7 (-1,3,-0,1) *
UEAETNG
Evapln uelétng 7,0 7,2
MRI SIJ SPARCC*®
MetaPoin amd v évapén g -3,4 -0,3 -3,1 (-4,6, -1,6)
UEAETNG HAK
Evapln uerétng 5,1 6,3
ASDAS <2,1, n (%) 26 (27,7%) 13 (12,4%) 15,3 (4,3, 26,3)
(xapnAn xvepydnro voécov), NRIC hok
SF-36 PCS
Metafoln and v Evapén g 8,1 5,2 2,9(0,6,5,1) *
pHeAETNC
Evopén uerétng 33,5 32,6

a Yvvrouoypagics: N = op16uog acbevaov arov minBvouo e llpobeon Oepaneiog, NRI = Awddoon
Xopoxrypiouod un Aviamorpifévroc AoBevoig. ASDAS = BaBuoloyio Evepyotnrog Aykolomointikng
Zrovoviitidag, BASDAI = Acixtng Evepyotnrag Aykviomomntikng Zrovdvlitidog Bath, Metafoln arxo
mv evapln e UEAETNS = UETaPOLN TS UECNS TIUNG EAOYITTWV TETPOYWVOY 0T THY EVapPLN THG
HeAETnc xaza v gfdoudoo 16, MRI SIJ SPARCC = Kavadikn Epeovnuixyy Kowvorpalio yia tn
2ZrovovdapOpitida, Babuoloyio lepolayoviag ApOpwaong otnv Ancikovion Mayvytikod Zovioviouoo.

P O1 aoOeveic pe eldeimovra dedouséva korauetpOnioy o un aviamoxp1Oévreg.

7 Tyv gfoouadoa 0, o1 acBeveig éErafov Taltz 80 mg n 160 mg.

O Avtarérpion ASAS20 opiletar ws Pelticon >20% kou amélvty Pelticon amd ™y Evapén TS ueAétng
>1 povdoo. (evpog 0 éwg 10) o >3 ano 4 wedio (Lvvolikn Extiunon tov AoOevovg, Alyos Xmovoviikng
Zning, Aeitovpyia kou PAeyuoviy) kou arovaio, emdeivwans >20% xou =1 puovadag (edpog 0 éwg 10)
oto evaroueivay redio. Aviamorpion ASAS40 opiletar we felticoon >40% kor amoivty Peltivon
>2 povaoeg o€ >3 amo 4 wedio, ywpic 0mo100NTOTE ETLOEIVWATN OTO EVOTOUEIVAY TEJTLO.
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¢ Hpwtedov katolnktixo onueio v gfooudda 16.

7 Or ap1Buoi twv acblevav ITT ue dedouévo. MRI xota v évopln e ueAétns kor v gfdoudcoo. 16
eivau o1 axolovBor: Taltz: n = 85, Eix. pdpuaxo: n = 90.

O aobeveic ue elleimovia dedouéva. katoustpiOnkay wc uy aviarokpifévies. To rocootd facilovia
otov ap1uo acevav tov mAnBovouod ITT ue ASDAS >2,1 kota v évapln e peAéyg.

T O1 Tipég mov avapépovroi avtiaToryody e gxatoatioio. (%) orapopd (95% CI) yio Tig katnyopikés
uetafintes kot o€ dropopa LSM (95% CI) yio tic ovveyeic uetoffinreg.

* p<0,05, ** p<0,01, *** p<0,001 oc cOyKpioN LUE TO EKOVIKO PAPUAKO.

H BeAtioon otig khpieg cuvioTdoeg TV kprtnpiov avtamokpiong ASAS40 (dhyog GToVOLAIKNG
otAng, BASFI, cuvolikn ektipmon tov acbevoig, duokapyin) Kot 6€ GALES TOPAUETPOVG

gVEPYOTNTAG TNG VOGOV NTAV KAMVIKA ONUAVTIKN TV €Rdopdda 16.

Ewova 7. Mocoot6 acOevdV Tov TETVYAY avTomokpion ASAS40 £wg kot Tnv efdopdda 16
ot perétny COAST-X, NRI*

80~

MoocooTd AVvTATOKPIOEVTWY

Xpovog (Edopadec)

4 TALTZ 80 mg Q4W A EIKoviké gdppako

a

O1 000cveic ue eAleimovio. dedouEVO, KOTOUETPNONKAY ¢ 1N avTamokplOEvTeg.
** p<0,01 oe cOYKPION UE TO EIKOVIKO QOPUOKO.

H anoteleopaticotnta dtatnpnonke émg kot tnv gfdopdda 52, dnwg aloloyndnke pe Bdon ta
KATOANKTIKA onpeia wov mapovsialovrol otov [ivaka 13.

2yenilopeves ue v vyeio ekfooels

To dlyog 6T 6TOVOVAIKY GTHAN TOPOLGINcE BEATIOGT EVOVTL TOV EIKOVIKOD QOPUAKOD 0N 0o TV
gBdoudoa 1, n omoia dratnpndnke £wc kor v Rdopdda 16 [Taltz Evavt eikovikod eapudKov:
peAétn COAST-X: -2,4 évavti -1,5]. EmmpooBétwg, nepiocdtepor acbeveic mov éhapav Taltz og
oVYKPION UE EKEIVOVG TTOL EAaPav elKOVIKO PApLOKO TETVYOV KOAN KatdoTtaon vyeiag (ASAS HI <5)
v efdoudda 16 kot tnv efdoudoa 52.

Maxpoypovia amotedéouata Alovikic ZmovoviopOpitidog

Ot acBeveic Tov odokApwoay pio amod Tig Tpelg eykprrikég pehétec COAST-V/W/X (52 gfoopadec)
glyov tn SuvaTdTNTO GUUUETOYNG OE L0 TUYXOOTOUEVT] KOl LOKPOYPOVILG ETEKTAGTG LEAETN
amoovpong (COAST-Y, pe 350 ko 423 acbeveic evraypévoug oto Taltz Q4W o Q2W, avtictoya).
Meta&p ekeivov nov TéTvyoy Vegon 157/773 (20,3 %) (Babpoloyia evepydtntag oyKOUAOTOUTIKNG
onovovAitidag [ASDAS] < 1,3 tovAdyiotov pia eopd kot ywpic fabuoroyioc ASDAS > 2,1, o1ig
efodopdoeg 16 xar 20), 155 acbeveic mov extédniayv o Taltz £wg 76 efdouddeg Tuyatomombnkay v
efooudoa 24 g uelétng COAST-Y (Ewkovikd gdppoko, N = 53, Taltz Q4W, N = 48 kot Taltz Q2W,
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N = 54). An6 avtovg, 148 (95,5 %) ohoxkAnpwcav v enickeyn g efdopddag 64 (Eucovikod
eapuaxo, N =50, Taltz Q4W, N =47, Taltz Q2W, N = 51). To apmtedov KaTOANKTIKO o1UEio TOV
TO TOGOGTO TV AGHEVOV GTOV TVYAOTOINUEVO TANBVGLO aTOGVPCTC TOV OEV TAPOVGIOGOY QAEYUOVN
Katd T1c efSopdoeg 24-64 (cuvdvacpéveg opdoeg Taltz Q2W ko Taltz Q4W évavtt eucovicon
eapudxov). Eva onuavtikd peyoddtepo tocootd acbevav (NRI) otig cuvdvacuéveg opddeg Taltz
(83,3 % (85/102), p <0,001) xou Taltz Q4W (83,3 % (40/48), p = 0,003) dev giyav pAeypovi Tig
ePdoudoeg 24-64 o ovyKplon e eKEivoug Tov amoydpnoav ard to Taltz 6to ikovikd PappaKo

(54,7 % (29/53)). To Taltz (ka1 671G 600 cvvdVacUEVES opudodeg Taltz kot otnv opdda Taltz Q4W)
kafvoetépnoe onuavtikd To Ypdvo £mg t eAeypovn (Log Rank Test p <0,001 kou p <0,01, avrtictorya)
o€ ovykpion pe 10 Eikovikd edppoxo.

e aoBeveic mov Ehapav Taltz Q4W cuveymg (N = 157), ot avramokpiceig ASAS40, ASDAS < 2,1 kot
BASDAIS0 drotnprnkav €mg tnv efdopdda 116.

Avocomoinon

e (o LEAETN O€ VYN ATOU, JEV EVIOTIGTIKOY OVIOLYIEC HOPALELNG VIO SVO AOPOVOTOINUEV,
euPoMa (TeTdvou Kot TVELHOVIOKOKKOV), T omoia yopnyndnkav petd and 6vo docels 1EekiCovLapmnc
(160 mg axorovBobuevn omd pia devtepn ddon Twv 80 mg 000 efdopddeg apyotepa). Qotdc0, TO
OTOKELN TOV 0POPOVYV GTNV CLVOGOTOINGT TAV AVETOPKTN Y1 VO, 001Y|GOVV GE GUUTEPAGLOTO
GYETIKA LE TNV ENOAPKT] OVOCOAOYIKY| OMOKPIOT G€ avTd To EUPOALD PETE TN Yopnynor tov Taltz.

Hodrazpucdc TAnfuoude

O Evponaikoc Opyaviopog Papudkmv xel SOGEL avofodn amd TNV DTOYPEMGCT) VITOPBOANG TV
amotelecudTav TV pereT®mv pe to Taltz og pia N TEPLEGOTEPEC VIOKATNYOPIES TOV TULSIOTPIKOD
TANOvopov ot Bepameio T Yopioong Katd TAGKAS Kot TG WOPLUGIKNS apbpitidag / a&ovikng
onovoviapOpitidag (BA. Topdypapo 4.2 yio TANPOPOPIES GYETIKA LLE TNV TOIIATPIKY XPNOT)).

5.2 @oppokoKivnTIKEG 1O10TNTEG

Amoppdonon

Metd pia epanaf vmoddpia 06on 1EeKIovpaunng o acbeveig pe ympioon, LEceg LEYIOTES
GLYKEVTIPMGELS EMTEVYONKOY eVTOG 4 £mG 7 NUEPDOV, GE EVOL JOGOLOYLKO gVpog S5 émg 160 mg. H péon
(SD) péyiom ocvykévipwon 610 TAASHO (Cmax) TG 1EeKILOVUAUTNG HeT amd T 0don Evapéng Twv
160 mg ntav 19,9 (8,15) pg/ml.

Metd amo tn 600m vapéng Tov 160 mg, otabepr| katdotaor enttevydnie kot v efdoudda 8 pe to
d060A0Y1KO oyfua Tov 80 mg Q2W. Ot extyunoetg yio ) péon (SD) Crax,ss, Kot T C rough,ss €lvan 21,5
(9,16) pg/ml xon 5,23 (3,19) pg/ml.

Metd v aAlayn and 10 docoAoykd oyfua Tov 80 mg Q2W o1o docoroyikd oyfua towv 80 mg Q4W
Katd TV gfoopdda 12, 1 otabepn Katdotaon Ba emtrvyyovotav petd ond mepimov 10 gfdopddec. Ot

exTiunoels Yo T HEST (SD) Crnaxss, Kot T1 Crrough,ss ivorn 14,6 (6,04) pg/ml ko 1,87 (1,30) pg/ml.

H péon Prodwbeoipdmra g Eekilovpdpmng petd amd vroddpia yopnynon nrav 54% wg 90% ce
OAEG TIG AVOAVGELC.

Koatavoun

ATO QUPUOKOKIVITIKEG OVOAVGEIS TANOVGLOD, 0 HEGOC GUVOMKOG OYKOG KATAVOUNG 6 oTafepn
Katdotaon rav 7,11 1.
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Bulougtooynuatiopde

H exaifoopdpnn givar £va ovokA®VIKO ovTIGOLLO KOl OVOUEVETAL VO atodopunOel e pikpd memtidln
Kol opvo&éan HEc® KaTABOAK®Y 0dMV e TOV 1010 TPOTO LE EKEIVO TV EVOOYEVAV 0LVOCOGPALPIVAV.

AmofoAn

> @K avdivon mAinbucpod, n uéon kébapon otov opd ftav 0,0161 1/hr. H kdbapon eivon
aveEdptnn TG 060G O pécog ypdvoc nuioetag Long g amoBoing, OTwg EKTILATAL OO T
QOPUAKOKIVITIKY] ovdAvon tAnBucpov, sivon 13 nuépeg oe aobeveic pe ympioon katd mAGKaS.

T'popmikdnto / un ypoupkotnTo,

Metd ) yop1ynomn HEcW LITOdOPLIG EVESNG GE £V 00G0A0YKO €Vpog amd 5 éc 160 mg ) éxbBeon
(AUC) avénonke avaioyikd.

Dapuoxokivntikic 1010tNTEC LETOED TOV EVOEIEEWV

Ot poppokoKivnTiKég 1010TNTEG ToL Taltz tav mapopoleg petadd tov evisiéewmv g Yopiaong Katd
TAAKOG, TNG YOPLIoIKNG apBpitidag, tng aktvoypapikd emPefaiopuévng a&ovikng orovdviapOpitidog
KoL TNG PN oKTVOYpaeikd exiefaropévne a&ovikng omovoviapdpitidag.

Hhxuiwopévor

Ao tovg 4.204 aobeveic pe yoplaon kotd TAdkag mov Ehafov to Taltz o Khvikéc peléteg, GuVOAKE
301 acbeveig frav nhikiag 65 eTdv kot avo kot 36 acbeveic NTav nAkiog 75 €T@V Kot dve. Ao Tovg
1.118 acBeveic pe yopracikn apdpitida mov Erafav Oepancio pe Taltz oe KAvikég HEAETEC, CLVOAKA
122 acBeveic nTav nAkiog 65 etdv Kot dve kal 6 acBeveic nTav nAkiog 75 10V Kot Gvo.

Me Baon tn eopuakoKvnTIKY avdAivon TANBuepoD pe Evay TePlopicrévo aplind NAKIOUEV®Y
acBevav (n = 94 yuo nAikio > 65 etV ko n = 12 yuo nhio > 75 €1ov), n KABapor 6Tovg
nAMkopévoug acbeveic Kat 6Tovg aobeveic nAikiog KAt Tov 65 eTdv NTav TOPOUoLa.

Neopikn 1) NwoTiky) SVGAELTOLPYIO,

Agv €xovv TpoypaTomom 0l e101KEG KAVIKES QUPLLOKOAOYIKES LEAETES Yia TNV afloldynon TV
EMOPACEDV TG VEPPIKNG SVGAEITOVPYING Kot TNG NEaTIKNG Svsiertovpyiag otn OK g
Eexilovpdpmng. H veppun kdBapon tov dfiktov popiov g iEexifovpdunng, evog IgG
LOVOKAMVIKOU OVTICMLOTOG, VOUEVETOL VO Elvar yaunAr| katl jocovoc onpocioc. Iapopoiwng, ta IgG
LOVOKAMVIKA aVTICOUOTO amoBAAAovVTol KOTd KOPLo AOY0 HEG® EVOOKLTTUPLKOD KOTAPOAIGLOD Kol M
NTATIKN SVGAEITOVPYIQ OEV AVAUEVETOL VO ETNPEACEL TNV KABapom g 1EEKIOVUAUTNG.

Toudrorpikdc TAnOvoude

O tawdratpikoi aobeveic pe yopiaon (MAkiog 6 Eo¢ kdto twv 18 etdv) AduPavay iEekilovpdunn oto
GUVICTOUEVO TOLOATPLIKO 0G0A0YIKO oynua Yo 12 efdopddec. O acbeveic e copotikd Bapog

>50 kg ko 25 émg 50 kg eiyav péon = SD kotdTomn cvykévipmon otobepng katdotoong 3,8 £+

2,2 pg/ml ko 3,9 £ 2,4 pg/ml, avtictorya, tnv efdoudda 12.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta TpoKAVIKA ded0UEVE OEV KOTAOEIKVYOLV 1010iTEPO KivOLVO Yo ToV AvOpmmo pe fdorn Heréteg
to&kdtTNnTag emavaAauBoavouevov 00GEwV, aELOAOYNGELS PUPLOKOAOYIKNG UOQUAELNG KOL LEAETES
TOEIKOTNTAG OTNV OVOTOPAYMYIKH KAVOTNTA KoLl OVATTLED.

H yopnynon mc Eexilovpaunng o€ mbnkovg cynomolgus yio 39 efdopddec e vwoddopleg dOGEIC EMC

rat 50 mg/kg efdopadiaing dev Tpokaiece ToEKOTNTA GE Opyava 1] OVETIBOUNTEG EMOPACELG 0T
Agrtovpyio TOV AVOCOTOMTIKOD (). TNV eS0pTO®HEVT 0o To. T-KOTTAPO AVTICOUATIKN OTOKPLOT| KoL
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ot opaotnprotnta twv NK kuttapov). Mia efoopadiaio vroddpia 66on 50 mg/kg o mbnkovg
1oodvvopet pe mepimov 19 popéc ) doom Evapéng tov 160 mg tov Taltz kot otovg mbnKove gixe wg
arotédeopa £kBeon (AUC) mov givarl vynAdtepn katd TovAdyiotov 61 popég tng TpoPAremouevng
péong €kbeonc oe otabepn KATAOTOOT GE AVOPDTOVS, GTOVG OTOIOVG XOPTYNONKE TO CLVIGTMUEVO
50GOAOYIKO Gy L.

Agv &povv de€ayBel TporkAvikég HeEAETEG Yia TNV aEI0AOYNOT] TOV KAPKIVOYOVOL SUVOLLKOD 1] TOL
uetaALa&loyovou duvautkod g EeKICoOvIaunNgG.

Agv mopatnpndnioy ETOPAGELG GTO AVOTAPAYOYIKA OPYOVa, TOVG KOKAOVS ELUNVOPPLGIAG 1) TO
OTEPUO GE GEEOVAAIKA (PLLOLG TBNKoVg cynomolgus mov Edafav Eexilovpdunn yuo 13 efoopddeg
o€ gfoopadiaio vrodopla 06on S0 mg/kg.

e peréteg ToEoTnToC TNV avamTuén, 1 Eekifovpdpunn katadelydnke 6tL S1€pYETUL TOV TAAKOVVTOL
KoL OVIYVEVETOL GTO Ol TOV OTOYOVOL Y10, MG Kal TNV NAKIo, Tov 6 unvav. Yymlotepn enintoon
UETAYEVVITIKT G Ovnoiudtntog mopatnpnnke 6Toug amoyovoug TifKovV 6Tovg oroiovg yopnynnke
Eexilovpdiunn og cOYKPION Le TOVS avtioToryoug paptupec. To yeyovdc avtd oyetiotnke katd KOpo
AOYO pe TPO®PO TOKETO 1 TAPUUEATGN TOV ATOYOVOL GO TN UNTEPQ, GLVNON EVPNUATO GE UEAETEG GE
TPOTEHOVTO, EKTOG TOL avOpmTOL Ko OeprOnke un oyeTlOUEVO KAVIKA.

6. OAPMAKEYTIKEX IIAHPO®OPIEX

6.1 Kaortaroyog ekdoyov

Zaxyopoln

[ToAvcopPiko 80

"Yomp yio evéoipa

Yépo&eidio tov vatpiov umopei va ypnoomombei yio t pvduon tov pH

6.2 Aocvpparéotnreg

Agv gpapudletar.

6.3 Awpkera Long

2 ypoévia.

6.4 Iowitepeg mpo@urdéers kata T POLAEN TOV TPOIOVTOG

dvrdccete o yoyeio (2 °C €wg 8 °C).

Mnv katoyvyeTe.

DdvAdooete GTNV APYIKN CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

To Taltz pmopet va amodnievdei extdc Yoyeiov péypt S nuépeg oe Beppokpacio Tov dev Egmepvaet
tovg 30 °C.

6.5 @von Kol GLETATIKA TOV TEPLEKTT
Avdopa 1 ml og cvpryya omd davyEg yoai Tomov L.

MeyéBn cvokevaciog tov 1, 2 1 3 Tpoyepicévay cuplyymv.
Mmopei va, pnv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.
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6.6 Iowitepeg TPOPLAGEELS UmOPPLYNGS KL GALOG YELPIGIOS
Ot 0dnyieg xpnomng g cvPLYYas, oL 0moieg TEPIAAUPAVOVTOL GTO POUAAD 0dNYIOV XpNoNgs, Oa Tpémel va
aKOAoVOOVVTAL TPOCEKTIKAL.

H npoyepiopévn cdptyya mpoopiletor yio pia pdvo ypnon.

To Taltz dev Ba Tpémet va ypnoUOTTOLEITAL EAV VTAPYOVY OPOATE COUATIOWN 1| EGV TO d1dAVUA givart
00oL0 1/Kan gVOLAKPITE KAPE YPDUATOC.

To Taltz dev Ba Tpémet va ypnoponoteital av £yl KoTtoyvydet.

Ka0e aypnoiponointo eopuokevtiKd Tpoidy 1| VIOAEUUO TPETEL VA, ATOPPITTETUL COUPDVOL UE TIG
KOTO TOTOVG I0YVOVCES GYETIKES SLOTAEELG.

IIpostowacio 66onc iEekilovpdunnc 40 mg yio toudid pe couatikd fapoc 25-50 kg

Ot 060¢1c 1Eexilovpaunng 40 mg Oa Tpémel va TpoeTolndlovTol Kot va yopnyouvtal and Evay
KATOPTIGUEVO emayyeApatio vyeiog. Xpnotpomoote pdvo Taltz 80 mg evécipo dtdAivpo og
TPOYEUGUEVT] GVPLYYO KOUTA TV TPOETOLOGIO TMV GLVTAYOYPAPNUEVOV TASATPIKAOV d0cemv 40 mg.

1. Ade1doTte OAMOKANPO TO TTEPLEYOLEVO TG TPOYELUGUEVTG GUPLYYOS OE £VA OTEIPO, JAVYEG
yvéAwo @larioro. MHN avaxiveite 1 otpofirilete 1o graridio.

2. Xpnowonomate pio cvpryyo 0,5 mL 1 1 mL piag ypnong kot pia oteipa ferdva yio va
AQOIPECETE TN cuvTayoypaenuévn 66om (0,5 ml yia 40 mg) and to eroridio.

3. AMGETe T Berdva Ko ypnopomomote pia oteipa Pehdva 27-gauge yio va KAVETE TNV
éveon otov acbev). AToppiyTe OTOLUONTOTE U YPTCYLOTOINUEVT TOGOTNTA
Eexilovpdipmng £xel amopeivel 6To ELOALS1O.

H mpoetoacpévn éveon Eekilovpdumng Bo mpémet vo, xopnyeitotl evidc 4 mpdv amod T GTIyun
g el0yYNg TS PeAdvog 0To oTelpo PLaiidio og Beppokpacio dmpatiov.
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Eli Lilly and Company (Ireland) Limited, Dunderrow, Kinsale, Co. Cork, IpAavdia.

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX
EU/1/15/1085/004

EU/1/15/1085/005
EU/1/15/1085/006

9. HMEPOMHNIA MPQTHX EI'KPIZHX/ANANEQXHX THX AAEIAX
Hpepounvia mpdtng éykprong: 25 Anpidiov 2016
Hpepounvia tekevtaiog avavémong: 17 Askepppiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TAnpoeopieg yio 10 Tapdv OPUAKEVTIKO TPoidV givar d1fécieg oTov SIKTLAKO TOTO
tov Evponaikod Opyoaviopuov Gapudkwv http:// www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taltz 80 mg evéoyo S1GAVUA GE TPOYEUIGIEVT] GUGKELT] TOTOL TEVOC,

2. TOIOTIKH KAI MOXOTIKH XYNOGEXH
Ka0e mpoyepicpévn cvokevn tomov wévog neptéyel 80 mg Eexillovpdunng oe 1 ml.
H &exiloopdpnn napdyetan o kottapa CHO pe teyvoloyia avacvvdvacpuévov DNA.

IMa tov TA7pN KaTdloyo TV ekddywV, PA. Tapdypago 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéoo dibAvpa.

To duddvpa givar SlowYEC Kat Gyp®Uo MG EAAPPDS KITPVO.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikég gvoeicelg

Ywpioon kotd TAGKOC

To Taltz egvdeikvotor yio ) Begpaneio TG HETPLOG £mG GOPapNg WYmPIoong KOTA TAAKAG OE EVAAIKES, Ol
omoiot etvar vToYneLot Yo GVCTNHATIKY Oepameia.

TToudroTpikn yopiaon Kotd TAGKOS

To Taltz gvdeikvotor yia ) Ogpameio TG LETPLOC £MC GOPAPNS YmPINoT|C KOTA TAAKOG O OO
amo TNV NAIKio TOV 6 ETOV Kol Gve Kot Pe ORaTIKO Bdpog Tovddyiotov 25 kg kot o€ gpnfoug
oL €ival LTOYNPLOL Y10l GLGTNUOTIKY Bepameia.

Yoprooikn apbpitida

To Taltz, mg povoBepamneia | oe cuvdvacud ue pebotpeEdtn evdsikvoton yia ) Oepomeio T evepyon
yoprooikig apbpitidag oe evilikeg acbeveig Tov £ouv ELEOVICEL OVETOPKT OVTOTOKPIoN 1
dvoaveéio og pia 1 TepLocoOTEPEG BEpameieg e TPOTOTOMNTIKO TNG VOGOL OVTIPPEVUATIKO PAPLLOKO
(DMARD) (BA. mapdypago 5.1).

A&ovikn omovoviapbHpitida

Ayxviomomtiry omovovAitioo (axtivoypapika empefoiwuevy ocovikn omovovioppitioa)
To Taltz gvdeikvotor yio T Bepaneio evnAik@v aclevov pe evepyd ayKLAOTOUTIKT GTOVOVAITION TOV
£€YouV EUPOVICEL AVETOPKT avTOTOKPloT o€ cupPatikn Bepameio.

Mpn oxuvoypopixa exifefoimusvy aloviky omovévioplpitido.

To Taltz gvdeikvotot yia ) Oepaneio evnAik@v acBevov e evepyod, Un aKTIVOYPOQIKE emPBePatmpévn,
0EOVIKT 6TOVOLAAPOPITION LE AVTIKEYEVIKE OMUEID QAEYLLOVIC, OTTMG VITOJEIKVOETOL OO avEnUéval
enineda C-avidpwcog ntpwteivig (CRP) N/ko amd supipate 6€ TOpHoypopion LoyvinTikod GUVTOVIGUOD
(MRI), ot omoiot £yovv EPLPAVIGEL AVETAPKTN OVTOTOKPIOT) GE U1 GTEPOELDT OVTIPAEYLOVAON PAPLLOKOL
(MZAD).
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4.2  Aocoloyio Kol TpémOC yopynons

AT TO POPUAKEVTIKO TPOIOV TPpoopileTal yio ypron Vo TV KaBodyNnomn Kot TNy enxifieyn evog
YTtpo¥ pe eumelpio ot d1dyvmon Kot Oepaneio Tabncewmy yia Tig onoieg antd evdgikvotat.

Aocoloyia

Pwpioon Katd TAGKOS o€ eEViAIKES

H ovviotdpevn d6on eivarl 160 mg pésm vroddpiag Eveong (000 evécelg tov 80 mg) Katd tnv
gBdoudoa 0, akorovBovuevn amd 80 mg (nia Eveon) katd tig efdouddeg 2, 4, 6, 8, 10 kar 12 kot o
ouvéyela docoroyia cuvtipnong pe 80 mg (uia éveon) kabe 4 efdopddeg (Q4W).

Houdiozpixn wowpiaon kotd thdxas (nlikio 6 €TV Kot 6vw)

Agv d1atiBevTon 0eS0UEVO OMOTEAECUATIKOTNTOG KOl ACOAAELNG GE TOLOLE NAKIAG KATO TV 6 ETMV
(BA. mapdypoeo 5.1). Ta dwabécipa dedopéva dev vrootnpilovv kapio dosoloyia Yo cmUATIKO BApog
Kéto tov 25 kg.

H ocvvietdpevn d6om mov yopnyeital pé€cw vrodoplog Eveons ota Toudld facileton otig axdAoveg
Katnyopieg cmpatikod Bapoug:

XOpoTIKO YuvViGTOUEVY apytKY] 060 YovietOpevn 6001 ka0 4

papog mard100 (epoopdoa 0) efoopadss (Q4W) ot
GULVEYELN

Meyahvtepo 160 mg (dvo evéoelg twv 80 mg) 80 mg

ano 50 kg

25 ém¢ 50 kg 80 mg 40 mg

Ot d60¢1c 1Eexiovpaunng 40 mg Oa Tpémel va TpoeTolndlovTol Kot va yopnyouvtal and Evay
KOTOPTICUEVO ETOyYEALATIO VYELOG [E TN XPNOT TNG TPOYEGUEVTG ovpryyag Taltz 80 mg/1 ml wov
KUKAOQOPEL TNV ayopd.

XpNOIUOTONGTE TNV TPOYEUIOUEVT GLGKEVT TOTOV Tévag Taltz 80 mg pudvo oe ekeiva To TG TOL
yperalovtor pia 66om 80 mg Kot dev amarteital TPoeTOLAGio TG dOOMG.

To Taltz dev cuvieTtdrtal ylo xpior 6€ modld e couatikd Bapog kdtw tmv 25 kg. To moidiotpikd
cOUOTIKA Bapn Ba TPEMEL VAL KOTOYPAPOVTOL KOl VO ETAVEALEYYOVTOL TUKTIKA TPV amd Tr d0coA0yia.

Ywpraoikn aplpitido,

H ocvvietdpevn d6on eivar 160 mg péow vrodoprog Eveong (dVo evéoelg twv 80 mg) Katd tnv
gpdopdoda 0, akorovBovpuevn and 80 mg (nia éveon) kabe 4 efdopddes. o acbevelg pe yoplaoikn
apBpitda kot cuvuTdpyovca pETpla £mg cofapn Yopioon KTl TAGKAG, TO GUVIGTOUEVO SOGOAOYIKO
oynua givar id1o pe exeivo yio v yopioon Kotd TAGKG.

A&ovikn omovoviapOpitida (arxTivoypapikd. Kol Uy oKTIVOYPopIKS EXLPeforwusv)
H ovviotodpevn d6on eivar 160 mg (600 evéoelg tov 80 mg) pécsm vroddprac Eveong v efdopada 0,
akolovBovpevn and 80 mg kdbe 4 efdopades (PA. mapdypaeo 5.1 yio meprocdTEPEG TANPOPOPIES).

TMa 0)eg T1 evdeitels (Yopilaon KoTq TAGKOS 68 EVAAIKES Kot Tondid, Wplaoikn apOpitida, aEovikn
onovoviapOpitida), Oa mpénet va e&etdleTon T0 gvdg)OEVO dloKomg Tng Bepameing oe aobeveig mov
dev €yovv Tapovoldcel avtandkpion petd ond 16 £wg 20 efdouddec Oepancioc. Kdmolot acbeveig mov
OPYIKA TOPOLGLALOVY LEPIKT OVTOTOKPLIOT UTOPEL GTN CUVEKELD VA, ELPAVIcOVV BEATI®OOT e cLVENION
g Oepameiog mépav Tv 20 fdopddwv.

Edwoil mAnbvopuol

Himaiwuévor (= 65 etav)
Agv amonteiton Tpocappoyn e 66ong (PA. mapdypago 5.2).

Yrdpyovv meplopiopéveg TANPoeopiss Yo acheveig nAkiog > 75 etav.
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Negppixn n nratikn oveleitovpyio,
To Taltz dev éxel puehetnBei oe awTovC TOVG TANOVOLOVGS acOevmY. Agv pumopovv va yivovy
0COAOYIKEC GLOTAGELS,

Houdiozpixoc tAnBooudc

Hoaudrazpien wowpioon kot tAaxag (cwuatiko fapog katw twv 25 kg ko nlikio kdtw twv 6 £10V)
Agv vrapyet oxetikn ypnon tov Taltz o Tandid pe copotikd Bapog kKatm tav 25 kg kot niikio kKGTm
TV 6 etV Yo TN Bepameio TS HETPLOG EmG coPapng Ywplaong Kot mAdKoC.

Taidrazpien wopiooiky oplpitido

H amoteleocuatikdmra ko ) acpdieio tov Taltz o€ modid ko eprfovg nAtkiog 2 eTdv mg Arydtepo
and 18 etov, ywo ) Ogpaneio g yopracikng apbpitidog (pHio katnyopia 1010Tabodg VEOVIKNG
apBpitidag) dev Exovv axopa tekunplodei. Agv vdpyovv dabécia dedopéva. Aev VTLAPYEL GYETIKY
ypnhon Tov Taltz o€ Toudd KAT® TV 2 ETMOV Yo TV £VOEIEN TS YOPLIGIKAG apOpitidac.

Tpomog yopnynong

Ymoodopla yprion

To Taltz mpénet va yopnyeital pe vrodopia Eveon. Ot Béoelg Eveong umopovv va evaridocovtat. Eqv
glvol Suvatov, ol TEPLOYES TOV dEPLATOG TOL ERPavICovy ympiaon Ba TPETEL VO ATOPEDYOVTOL (OC
0¢oe1g éveong. To Sidhvpo/ N TEVO OV TPETEL VO OVOKIVEITOL.

Metd amd KaTdAANAN EKTOIOEVGT] GTNV TEYVIKN XOPTYNONG LITOdOPLAC £VESTS, Ol 0loOEVELS LmopoV va
YopMYovV poévol tovg TV éveon Taltz, edv o emayyelpatioc vysiog kpivel 6tL dvvavtat. Q6T060, 0
ywtpog Ba Tpénet va Sl aAilel TNV KOTAAANAN TapaKoAovOnon Tov acbevdy. OAOKANp®UEVEG
00Myieg Yo TN yopnynon divovrol 6To eUALO 0dNYIDV ¥PNONG Ko GTIG 0dNYieg YponG.

4.3 Avrevosigag

Yofapn vrepevarchnoio 6T dPUGTIKN 0VGIN ) GE KATOL0 0td TO EKO0Y0 TTOV OVAPEPOVTUL GTNV
Tapaypapo 6.1.

KhMvikd onpovtikég evepyég Aotuméelg (m.y. evepyog euuatioon, PA. Topdypago 4.4).
4.4 E10kég TPOELOOTOMGELS KOL TPOPVAAEEIS KATE TN Y(p1joT)

IyynAociuotnta

Ipokeévov va Bertiwbei 1 yvnAacudTnTo TV PLOAOYIKGV POPUOKEVTIKOY TPOIOVI®V, TO OVOUQ
KoL 0 aplOUOG TOPTIONG TOL YOPTYOVLUEVOD POPLAKOL TPETEL VO KATAYPAPETOL LE CAPTVELD.

Aowdéelg

H 0gpancia pe to Taltz oyetiCeton pe avénpuévo mocootd REAEVIONG AOUDEEWY, OTMG AOUMEELS TNG
AVATEPTG OVOTVEVGTIKNG 0000, GTOHOTIKY KAVIIVTIOGT), EXTEPLKITION KOl OEPLATOPVTIKEG AOUMEELS
(PA. mapdypago 4.8).

To Taltz Ba wpémel va yopnyeitar pe mpocoyn o€ acheveig e KAMVIKG oNUOVTIKY xpovia Aoipumén 1
1oTop1Kd VIToTpomdLovsag Aoipwéng. Ot acbeveig Oa mpémet va kabodnyovvtar va {ntodv 10Tpikég
GUUPBOVAEC €GV EUPAVIGTOVV OTUEIN 1] COUTTOUOTA TTOL Elvar EVIEIKTIKG TG Vrapéng Aoipméng. Edav
avartuydel pia Aoipwén, ol acBeveig Oa mpémel va mapakolovBovVTaL TPOCEKTIKE Kot VO SIOKOTTETOL
n xopnynon tov Taltz edv o acBevig dev avtamokpivetol otn cvvnn Bepaneio 1} edv n Aoipwén
kataotel coPapn. To Taltz dev Ba mpémet vo yopnyeitol uéypt tnv amodpoun tng Aoipnméng.
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To Taltz dev Oo mpémer va yopryeiton oe acBeveic pe evepyn gopotioon (TB). H yopriynon avti-
QLUATIKNG ay®yne Tpwv amd v Evapén tng Oepoameiog pe Taltz o€ acbeveic pe Aavbavovoa
ovpatioon (TB) Oa npénet va e&etaletat.

YrepsvoucOnoia

"Exovv avaepepbel cofapic avtidpdoelg vrepevatcnciog, copmeptAhapufavorévayv opiopévemy
TMEPLGTATIKOV avOPLAAEIG, oyyE0010MLaTOG, KVIdmong Kot omaving, oyipmy (10-14 nuépeg petd v
éveon) coPapav avtidpdoemy vrepevalcinciag CLUTEPIAAUBAVOUEVIC TNG EKTETANEVNG KVIOWOOTC,
NG OVOTVOLOG KO TV DYNADY TITAMV OVIICOUATOV. 1€ TEPITTMOT ELPAVIONG GOPapTg avVTidpaoNG
vrepevarctnociog, Oo Tpémetl va dtokomTeTan OUES®G 1 Yopnynon tov Taltz kot va Eekvd kaTdAAnAn
Oepameia.

Plreyuovidng vosoc Tov eviépov (cuumepioupfavousvmv tne vocov tov Crohn kot tne EAK®mOOVC

KOAITIO0C)

"Exovv avaeephel TepIttdoelg VE®V TEPIOTATIKAOV 1] TAPOEHVOEMV PAEYLOVAOIOVS VOGOU TOV EVTEPOV
pe v &exlovpaunn (PA. mapdypago 4.8). H i&exilovudunn dev cvotiveton o€ acbeveig e
QEAEYLOVAOIN VOGO TOL evtépov. Edv évag asBevig eppavicet onpeio Kot GOUTTOUOTO PAEYUOVAOIOVS
VOGOV TOL EVTIEPOV 1] EUPaViIcEL TapOdEuven TPOoHTAPYOVGAG PAEYLOVDOOOVG VOGOV TOV EVTEPOV, N
Eexilovpdpmnn Oa mpémel va dtokomel Kot vo EEKIVIGEL KOUTAAANAT 10TpIK dtoyeipion).

Avoconomoelg
To Taltz dev Oo Tpémet va ypnopomoteiton pali pe epuPforta pe {ovrteg 1006, Agv datibevtorl dedopéva

GYETIKA LE TNV avtondkpion o€ epfora pe (dvteg 100¢. Agv VTTapy oLV emOPKN OESOUEVA GYETIKA LE
TNV avTamokpilon og adpavomotnuéva eppoia (BA. mapdypapo 5.1).

"Exdoyo

To eappokevTikd ovTd TPOidV TEPLEYEL AyoTepo amd 1 mmol vatpiov (23 mg) avd 66om tv 80 mg,
glvo avtd ov ovopdovue «elevBepo vatpiovm.

4.5 Almiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTH KO AALES pOPPES aAANAemiopaonG

e peréteg e yopiaong katd Tiakag, N acedieia tov Taltz o cuvévacud pe dGAlovg
OVOGOTPOTOTOMTIKOVS TaPAyovTes 1| ptobepaneia dev £xel a&lohoynOel.

Xe PapUOKOKIVITIKEG TANBVCUIOKEG avadoELg, 1| KaBapon TG 1EEKILOVUAUTNG OEV ETNPEAGTNKE OO

1 GLYYOPNYNOT| KOPTIKOGTEPOEOMV ATt TOV 6TON0TOC, MEAD, covApacaraliving i uebotpe&anc.

Ymootpouoto kutoypouotog P450

Ta amoteléopata piog PeAETNG OAANAETIOpOaON G PUPUAK®Y GE 0oBEVEIS e péTpla £m¢ coPapn
yopioon katédel&av 0tL 1 yopnynon g ekioopdaumng yuo 12 eBdopddeg pe ovoieg mov
petoaporilovtar amd to CYP3A4 (n.y wdaloraun), to CYP2C9 (m.y Bapeapivn), 10 CYP2CI19 (m.y
opempaloin), o CYP1A2 (m.y xapeivn) 1 to CYP2D6 (m.y de&tpopeBoppdvn) dev Exel kKAvikd
OMNUOVTIKN EMIOPACT] OT PUPUUKOKIVITIKT] QUTMV TOV OLGLOV.
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4.6 T'ovipétnTo, KONON KAl Yorovyia

T'vvaikeg pe dvvatdTnto TEKVOTOINoNS

Ot yuvaikeg pe SuvatoOTNTO TEKVOTOINGTC TPEMEL VAL PN CLLOTOLOVV i amoTEAECUATIKY [LEBOSO
ovVTIGOAMN YN G KaTd TN dtdpketa TG Bepameiag Kot Yo tovAdyiotov 10 gfdopddec petd ) dtakomn
g Bepomeiog.

Kvnon

Yrdpyovv mepropiopéva dedopéva amod T yp1on e 1EEKILOVUAUTNG 68 £YKVOLG Yuvaikeg. Meléteg
o¢ melpapatolma dev katédei&oy dueoceg 1 Eppeocsg emPrapeis emdpdoelg o 6,11 apopd TNV Komon,
TNV avamtuén Tov UPpvov, TOV TOKETO 1 TNV AVATTVET TOV TALS00 HETA TOV TOKETO (PA. Tapdypopo
5.3). Q¢ TpoANTTIKO HETPO, eVl TPOTIUOTEPO VO, AmOPEVYETAL 1) XpNoT Tov Taltz katd ) didpkela g
Konong.

OnAacog

Agv glval yvoo1d 10 Katd mOcov 1 1EEKICOVLAUTT OTEKKPIVETUL GTO avOpAOTIVO UNTPIKO YAAa N
UTOPPOPATAL GUOTNUATIKA PETA TNV TPOSANYT). 26TOG0, 1) 1EEKILOVUAUTT ATEKKPIVETOL GE YOUNAL
enineda 610 UNTPKd YoAo mONKov cynomolgus. Oa wpénel va anopactotel edv Bo dlakomel o

OnAaopog M edv Ba dtokomel n yoprynon tov Taltz, Aappdvovroc vrdyn 1o 6erog Tov InAacol Yo
70 TToudi Ko To OPEAOG TG Bepameiog yia T yovaika.

Tovwotnta

H enidpaon g Eexilovpdunng otnv avBpomivn yovipdtnta dev £xel a&roloyndel. Meléteg oe
TEPAUATOLDO OEV VTTOSEIKVDOLY AUECEC | EPESES EMPAPelg EMOPACELS GE GYECT LE TN YOVILOTNTO
(PA. mapdypago 5.3).

4.7 Emopacsig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PUNYOVI|LATOV

To Taltz dev &xel kopio 1 £xel AGHUOVIN EXIOPACT GTNV IKAVOTITA, 0N YNONG KoL YEPLGLOD
pnyovnuaToy.

4.8 AvemOOunTESG EVEPYELES

20VOYT] TOV TPOPIA OLGPAAELOC

Ot o ovyvd avaeepbeiceg avemBounteg evépyeieg nTav ot avtidpdoelc ot Béom g éveong (15,5 %)
KoL 01 AOUMEELS TNG AVOTEPTG AVOTVEVSTIKTG 0000 (16,4 %) (T10 cuyvd prvopapuyyitida).

Kotdroyoc tmv avemBountwv VEPYEIDV GE TIVOKQ

Ot avemBOuNTEG EVEPYELES OO TIC KAMVIKEC LEAETEG KO TIG AVAPOPES LETA TNV KUKAOPOpPio TOL
npoidvtog (Ilivaxag 1) avaeépovtotl avd katnyopio opyavikod cuoTHHoTOC cOUEmva e To MedDRA.
Xe k@0e Katnyopio opyavikod GUGTHUATOG, Ol AVETBOUNTEC EVEPYELEG TaEIVOLOUVTOL LUE fAoT TN
GLYVOTNTA, UE TPMTEG TIG TLO GLYVEG avTIOPAcel. Evtoc kdbe katnyopiag cuyvottag epeaviong, ot
avemBounteg avtidopacelg mapovataloviat katd edivovca celpd Bapimrag. Emmpocdétmg, n
avtioTtoyn katnyopia cuyvoTNTag Yo KAbe avemfBount evépyea faciletor onv axdiovdn copupaon:
oA cuyvég (= 1/10), cuyvéc (= 1/100 éwg < 1/10), oy cuyvég (= 1/1.000 émg < 1/100), ondvieg (>
1/10.000 émg < 1/1.000), ToAd ordvieg (< 1/10.000).

Yuvolikd, 8.956 acbeveig Egovv AaPet Oepancio pe To Taltz oe TvEAOTOMUEVES KOl 0VOLYTOV

OYEOOGLOY KAMVIKEG HEAETEG OTNV YmPIOoT) KATA TAGKAS, TNV YoPLooikn apbpitida, tnv a&ovikn
onovovAapOpitida kot GAAa cvtodvosa voorjuata. Ad avtovg, 6.385 acbeveic extébniay oto Taltz
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Y10 TOVAGYLETOV VoL £T0C, Kot OVTITPOoSOnevovy abpototikd 19.833 avBpwmo-£tn £kBeong evnAiikov
kol 196 madid, To omoia avtimpoownehovy cuyKevTpmTikd 207 avOpmmo-£tn EkBeonc.

Mivaxag 1. Koataloyog avemOopntov evepyeldv o€ KMVIKEG HELETES KO AVAQOPES PETA TNV
KUKA0QOpPia TOV TPOIOVTOG

Katmnyopio/ opyoaviko Yoyvétnto AvemO@ountn evépyero,
cvoTnuaO
AOUDEELS KOl TOPOCITOCELG [ToAvd cuyvéc Aoluwén avotepov
OVOTTVEVGTIKOD GUGTNLOTOG
Yuyveéc Agppato@uTIKn AoTU®OEN,
ATAOC €pTng
(BAevvoyovodepoTikoc)
Oy ovyvég ['pimn,
Pwitda,
ZTOUOTIKY KOVTVTioon,
Emumepuxitida,
Kvttopitida
Xrhvieg Kovtwtiacikn oicopayitidon
Awtapayéc Tov oupomomtikod | Oyl ovuyvég Ovdetepomevia,
KOl TOL AELLOIKOV GUGTILLOTOG ®pouPonevia
Awotapayéc Tov Oy ovyvég Ayyelooidnua
OVOGOTOLNTIKOU GUGTHLLOTOG YAvieg Avapuiaio
Awtopayég Tov avamvevsTIKoD | Zuyve 2TOpaTOPaPLYYIKO GAYOg
GUOTNHOTOC, TOV BdpoKa Kot
oV pecofwpdkiov
Awotapayéc Tov Xuyvég Novtio
YOGTPEVTEPIKOD Oy ovyvég DLreypovmdng vocog Tov
EVTEPOV
Awtopayés Tov dEpHOTOG Kot Oy ovyvég Kvidwon,
TOL VTTOJOPLOL 1GTOV E&avOnpa,
‘ExCepa
Ievikég Sratapayés Kot [ToAvd cuyvéc Avtidpacelg ot Béon g
KOTAGTAOEL TNG 0000 éveonc”
XopNynong

* BA. Tapaypopo TEPLYpop ETIAEYUEV@WY OVETIBOUNTOY EVEPYELDV.

IIeprypaen emieyuévmv ovembountwy EVEPYELMV

Avudpdaoeic atn Oéon g Eveang

Ot o ovyvd mapatnpndeiceg avtidpdoeic otn B€om g Eveong ftav to epvinua Kot o Tévog. Ot
OVTIOPAGELS QVTEC NTAY KOTA KOPLO AOYO NG MG PETPLAG BapOTNTOGS Kot OEV 001YNGAV GE SLOKOTN
¢ Oepoameiag pe Taltz.

2116 HEAETEG TNG YOPTOONG KATO TAAKAG GE EVITAIKEG, Ol avTIdpAcEls oTn B€om Tng £veong NTav To
ovyVvéc o€ aobeveic e copatikd Bapog < 60 kg oe GUYKPLON UE TNV OUAdH LE COUOTIKO Bdpog

> 60 kg (25 % évavtt 14 % yio t1c opddeg yopnynong Q2W kot Q4W cuvorikd). Ztig HeAéteg g
yoploikig apbpitidag, ot avidpdoelg otn BEon g £veonc NTav To GVYVEG o€ acbeveic e COUATIKO
Bapog < 100 kg og chykpion pe v opdda pe copatiko Papog > 100 kg (24 % évavtt 13 % v to
GUVOAO TV Opad®V yopnynong Q2W kot Q4W). Xtig peiéteg g agovikng omovoviapOpitidag, ot
avTdpdoelg ot 0o g éveong Ntav mopoUolEg o aobeveig pe copatikd Bapog < 100 kg oe
oUYKPLoN UE TNV opada acbevav pe copatikod Bapoc> 100 kg (14 % évavti 9 % yia to chvoro TV
opadmv yopnynong Q2W kot Q4W). H avénuévn cuyvotnta avtidpacewny atn 0Eon g Eveonc yio. Tic
opadec yopnynons Q2W kot Q4W cuvoiikd dev glxe ¢ 0mOTELEGUO, ADENON TV TEPIGTOTIKDOV
dwacomng tng Bepaneiog eite oTig pLehéteg TG Ymploong KoTd TAAKOGC, £iTe OTIG LEAETEG TNG
Yyoprooikng apbpitidag 1 me a&ovikng orovdvAapOpitidoc.
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Ta 0mOTEAEGLOTO TTOV TEPLYPAPOVTOL TOPOTAV® £YOVV TPOKVYEL LE TNV apyIkh oOvOeom tov Taltz. e
pio Lova TVEAT, TUYOLOTOMUEVT] SLOCTAVPOVUEVT] LEAETT GE 45 VY1 ATOLO TOV GUVEKPIVE TNV OPYLIKN
ovvbeon pe v avabempnuévn obveon ympic KITPIKA, TPOEKLYOV GTUTIGTIKA OT|LLOVTIKA
younAotepeg Pabuoloyieg otny omtiky avaroyikn kAipaka (VAS, visual analogue scale) movov e tnv
o0vvBeon ywpig KITpIKA o€ chyKpIoN e TNV opyIKh ocvvBeon katd T didpkeila g éveong (Srapopd
otV Méon Pabuoroyio katd LS (Least Squares) VAS -21,69) kot 10 Aemtd petd v £veon (dapopd
otV péon katd LS Babuoroyia VAS -4,47).

Aowaéerg

2NV eheyyOUEVT] LE EIKOVIKO APUOKO TTEPT000 TV KAWVIK®OV peletmv ¢paong I oty yopioon katd
TAAKOG 08 EVIAMKEG, AOUMEELS avapépOnkay 6t0 27,2 % twv acBevov mov éhafav Oepaneia pe Taltz
v g ko 12 gfdopddec oe cvykpion pe to 22,9 % tov acbevav mov Elafav ikovikd QAapUaKo.

H mhelovotnto tov Aotudéemv Ntav pn cofapég Kot fmiag Emg LETPLOG PaphTnTag, Ol TEPIGGOTEPES
amo TIC 0moieg Oev Katéatnoay avaykaio ™ dtakomn ¢ Oepaneiog. XoPapég Aoméelc
rapatnpiOnkav og 13 (0,6%) acbeveic mov Elafav Beponeia pe Taltz ko og 3 (0,4%) aobeveig mov
Ehapav gucovikd pappako (PA. mopdypago 4.4). Xe oAdKANpM TV mepiodo Bepaneiog, AoludEels
avapépnkav oto 52,8% twv acbevav mov Elafov Oepancio pe Taltz (46,9 avé 100 avBpwmo-£tn).
Yofapéc Lowpméelg avapépbnkav oto 1,6% tov aclevav mov Edafav Oeparneia pe Taltz (1,5 avd
100 avBpwmo-£tn).

Ta 1060074 AoumdEE®mV OV TaPUTNPHONKAY OTIG KAWVIKEG LEAETEG TG YOPLAGTKNG 0pOpiTidag Kot TS
a&ovikng omovovhapBpitidag fTav mopdpota Le eKeiva TOv TopatnpHOnKoy oTIC HEAETEG TNG
yoploong Kotd TAdkag, pe eEaipeon TIc GLYVOTNTES EUPAVIONS TOV AVETIHOUNTOV EVEPYEIDV TNG
YPITING Ko TNG EMTEPVKITIONG, Ol OTOIEG NTAV GLYVEG 6TOVG acheVeic e yoplacikh apdpitida.

Epyaotypraxn olioloynon e ovdetepomeviog kar s Bpoufomeviog

e peléteg g yopiaons Kotd mAakas, 9% tav aclevav mov Adppavay Taltz tapovsiocav
0VOETEPOTEVIN. XTIC TEPIOCOTEPES TEPIMTMOGELS, O OPLOLOG TV OVLOETEPOPIAMY GTO Oipo, TV

> 1.000 kdrrapo/mm?. Tétoo eninedo ovdeteponeviag evdéyetan va emueivovy, vo £xovv
dwakvpdvoeig N va givar wapodikd. To 0,1% tov acBevov mov édafav Taltz avéntvéov apOuo
ovdetepdprimv < 1.000 kottapo/mm?. Ev yéver, 1 ovdetepomevio dev amaitnoe droxont Thg Oepameiog
pe Taltz. To 3% tov acBevav mov éhafav Taltz, mapovciocay petatdmon and T LGLOAOYIKY TIUN
aponeTarMmv katd v £i6080 ot perétn og < 150.000 kdtrapo/mm? £mg > 75.000 kdrrapo/mm?. H
OpopPorevia evdéyeton va empeivet, va £xel O10KVUAVGELG 1 VO EIval TOPOOTKN.

H ocvyvomta epodviong ovdeteponeviog kot Opopponeviag otig KMVIKEG LEAETES TNG YOPLUCIKNG
apBpitidag kot g a&ovikng omovoviaplpitidag eivar Tapduola e EKeiv TOL TOPATPNONKE OTIC
UEAETEC TNG YopPlaonG KATH TAGKOC.

Avoooyovikotyzo,

[Tepimov 10 9-17% TtV evnhikev aclevav pe yopiaon kotd tAdkag Tov Elafav Oepaneio ue Taltz
GTO GUVIGTMUEVO O0GOAOYIKO O OVETTVENY OVTICMMUOTO EVOVTL TOV QUPUAKOL, UE TNV
TAELOVOTNTA TOLG VA EVOL YOUNADVY TITA®V KOl Vo U1 oYETICOVTOL PE LEIOUEVT] KAVIKT] OTOKPIoT| Yol
pia duaprela Oepameiog Emg kot 60 efdopddwv. QoT16c0, Tepimov T0 1% TV acbevav mov Eafav
Oepaneia pe Taltz eiyov e£0V0eTEPMTIKA AVTICONOTA TOL GYETILOVTAV LE YUUNAEG CVYKEVIPAOGELG TOV
QUPUAKOV KOl UEIMUEVT] KAVIKT] 0OKPIoT.

2tovug acbeveic pe yoproowkn opbpitida mov Adppavay Bepansia pe Taltz 6To cuvicTduEVO
8060A0YIKO oy Yia E¢ Kot 52 gfdouddec, mepimov 11% avéntuéav avIIoOUOTO EVAVTL TOV
(QOPLAKOV, TO TEPLGCOTEPQ OO QLTA OE YOUNAOVG TITAOLG, eV Tepimov 8% elyav emPeforopéva
eEovdetep@TiKd avticopata. Agv Tapatnpndnike tpoeoavig oyéon petald g Tapovsiog
€EOVOETEPOTIKDOV OVTICOUATMV KO TG EXIOPACTC GTN CLUYKEVTPMGN 1 TNV OTOTEAEGUOTIKOTITA TOV
QOpLiIcov.

e mandratpkovg acbeveic pe yopioon mov Adupavay Bepaneio pe Taltz oto cuvictdpevo
8060A0Y1KO oyfuo Yio Eoc kKot 12 gfdouddec, 21 acbeveic (18%) avémtuéay avTicOUATO, KOTO TOV
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pappdxov, mepinov ot ool giyav yoauniovs tithovg kot 5 acBeveig (4%) eiyav emPBePoropéva
€EOVOETEPOTIKA OVTICOLOTO TTOV OYETILOVTOV LE YOUNAES GUYKEVTIPAOGCELS TOV PAPLAKOV. AgV
TapaTnpNONKe GVOYETION e KAVIKN avTOmOKPIoT 1| avemBOUNTEG EVEPYELEC.

X1ovg acBevels pe aktvoypapikd emPeforwpévn afovikn orovéviapbpitida wov Aaupavay Bepomeio
e Taltz oto cuvicTdpeEVO 60G0A0YIKO oYM Yo €6 Kot 16 efdopades, 1o 5,2% avéntvéav
OVTICMUOTO KOTE TOV QApUAKOD, 1] TAELOVOTNTO TV OT0iMV fTav 6€ YaunAo titho, kot to 1,5%

(3 aoBeveic) elyav e€ovdetepmtivd aviiompata (NAb). Ze avtovg Tovg 3 acbeveic, To Oetikd yio NAb
detyuara giyav younAés cLyKevpmoelg 1Eekilovpaumng kot dgv emtevynke aviandkpion ASAS40 oe
KavEVOY amd aTovg Tovg acbevelg. e aobeveig pe un aktvoypagikd empPefoaropévn agovikn
onovdviapOpitida mov Adpupavav Bepancia pe Taltz 6To GUVIGTOUEVO JOGOLOYIKO GYNLA Y10 £®G KO
52 gfdopadec, 10 8,9% avénTuEay aVTICOUAT KATE TOV QUPUAKOL, TO 0010 )TOV GTO GUVOLO TOVC
o€ younAo titho. Kavévag acbevig dev giye e£000eTEpOTIKA AVTICOUATO KO OV TapATPNONKE
EUPAVIG GLOYETION HETOED TNG TAPOVGIAG AVTICOUATOV KOTH TOV QAPUAKOD KOl TG GUYKEVIPMOT|S,
NG OMOTEAEGLLOTIKOTITOG 1) TNG AGPAAELNG TOV QAPUAKOV.

e Ohec TIc vOEiEeLs, dev £xetl Tekunplwbel Le capVELD KATTOW GYECT AVAIEST GTNV
OVOGOYOVIKOTNTO Kot TIG EUPaVILOUEVES KOTO T dldpKeLo TG Oepomeiog avembounteg evépyelec.

Hodrworpikodc tinbvoudc

To wpo@il ac@areiog mov mapatnpnOnke oe madd pe ympioon Katd mAdkag mov Elapav Bepameia pe
Taltz kéBe 4 gfdopddec cuvadel pe 10 TPOPIA acpareiog o€ evniikovg acbeveic pe yopioaon Katd
TAAKOG, LE TNV €EAIPEDT] TOV GLYVOTHTAOV EUPAVIONC EMMEPVKITIONG, YPINTNG Kol KVId®ONC, 01 0Toleg
Nrav cvyvéc. H pAeypovmong vOcog Tov eVIEPOL NTOV EMIGNG GUYVOTEPT| GE TOUILATPIKOVS AGOEVEL,
av kot eEakolovbovoe va glvar 0yl GuyvT. TV ToudloTpiky KAWVIKN pedétn, vocog tov Crohn
eupaviomke 1o 0,9% tov acbevav oty opdda tov Taltz kot 610 0% TV acbevadv 6Ty opdada Tov
EIKOVIKOD QUPUAKOD KOTA TN OEPKELD TNG EAEYYOUEVNC E EIKOVIKO (APLOKO TTEPLOdOL 12
gfdoudowv. Nocog tov Crohn gpgaviotnke oe cuvolka 4 acbeveig mov AduPavoy Oepameio pe Taltz
(2,0%) cvvolikd Katd Tn S1APKELN TNG EAEYYOUEVNC LE EIKOVIKO PAPLOKO TEPLOSOV KL TNG TEPLOOOV
GUVTHPNOTG TNG TOUSLOTPIKNG KAVIKNG LEAETNG.

Avopopd TOavoloyoOUeEVOV avETIOOUNTOV EVEPYELDY

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd Tn xopynom Adelug KukAopopiog
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg enayyeAnaTieg vyeiag va
avaPEPOLY OTTOIEGONTOTE TOUVOLOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
avoeopds mov avaypdeetot oto [Hopdptmua V.

4.9 Ynepooocolroyia

Adoeig éoc kot 180 mg £xovv yopnyndel vtodopimg oe KAMVIKEG LeléTES YWpic S0GO-TEPLOPIGTIKN
to&wdtnra. ‘Exovv avapepbei mepiotatikd vrepdocoroyiag Emg kot 240 mg, vrodoping, ®g epamal
YOPNYNON € KAVIKEG LEAETEG, YWPIG TV ELPEVICT OTOLOVINTOTE GOPAPDOV AVETIOVUNT®V EVEPYELDV.
e mepinton vePd0oGoLoYiaG, CLVIGTATOL 1] TAPOKOAOVONGT TOL 0G0eVOLG Yo onueio )
CUUTTMOUOTO OVETIBOUNTOV EVEPYEIDV KO 1) AUEST EVAPEN KATOAANANG AVTILETOTIONG TOV
GUUTTOUATOV.

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 @oppokodvvoptkES 1O10TNTES
DoppokobepamenTikn KaTnyopic: AVOGOKATAGTAATIKG, OVAGTOAELS vTEPAELKIVIG, K®dkog ATC:

L04AC13
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Mnyoviopdc 6pdonc

H exilovpapnn eivan éva 1gG4 povorkhoviko avticopo Tov cuvoEeTal Le VYNAT cuyyévela (< 3 pM)
Kot g10KOTNTA 6TV vigpAevkivn 17A (t6éco oty IL-17A 660 kot otny IL-17A/F). Ot avénuéveg
ovykevipmoelg g IL-17A Bewpeitor 6Tt epumiékovion oty moboyévela TG yopiaong LEGM NG
TPOYMYNG TOL TOALUTAAGIOGHOD KOl TG EVEPYOTOINOTNG TOV KEPATIVOKVTTAP®V, KOOMOC Kol 6TV
nafoyévela TG yoplacikig apbpitidag kat tng a&ovikng omovoviopOpitidag HEc® TG TPOKANONG
QAEYLOVIG, N omoio 00Nyel o€ dfpwTikn 0oTikn PAAPT Kot TaBoAoyikd oynuoTicud véov octov. H
adpavomoinon g IL-17A amo v i€exilovudunn avaotédietl ovtég Tig dpdoeic. H iexilovpdpnn dev
ouvdéetal otovg cuvoéteg IL-17B, IL-17C, IL-17D, IL-17E 1 IL-17F.

Avoivoelg ovvdeon in vitro emPefainoav 61t 1 1EeKILOVUAUTN dEV GUVIEETOL GTOVG AVOPOTIVOLG
Fecy vrodoyeig 1, 1la xon Ila 1) oto cvotatikd copminpopatog Clqg.

Dapurokodvvarkéc emdpAcELS

H &exailovpdapnn pubuilet 11g frodoykég amoxpioelg mov endyovron 1 puOuilovton amd tnv IL-17A.
Me Béion dedopéva Proyiog ymplactkol dEppatog amod pio pedétn edong I, vmpée pia 60c0-
oyeti{OpeVN TAGT TPOG HEIOUEVO TAYOG EMOEPLUIOAG, aplOud ToAAamAactolopevmY
KEPATVOKVTTAPV, T KUTTAP®V Kot SEVIPITIKMDY KLTTAP®V, KAONDS Kol HEIDCELS TOV SEIKTOV TOTIKNG
QAEYUOVNG, amd TNV €16000 01N HEAETN £mg ko TV Nuépa 43. Q¢ dueco emakoiovbo, n Bepamneio pe
1Eexilov AU LELDVEL TO EPVON LA, TN GKANPLVGT KOL TV ATOAETIOT| TOV TOPOTNPOVVTOL OTIC PAGPES
g Yopioong KoTd TAMKG.

To Taltz €ye1 xataderytel 6T1 pewwvet (evtodg 1 efoopadag Oepamneiog) ta eninedo e C-avidpOGOC
TPOTEIVNG, 1 omoia etvar deikTng PAEYLOVIG.

Khlvikn omotelesnotikdTnTo Kot 0GQAAEL

Ywpiaon kato, TAGKOC 08 EVAAMKES

H acpddeia kot n amotelecpatikotnto tov Taltz a&lohoyndnkKav oe TPELg TVYUOTONUEVES, OTAA
TUQAEG, eEAeYYOUEVEG e ElKOVIKO Qapuako peréteg edong I og evniikovg acBeveic (N=3.866) e
pETpla g cofapn ympiaon Katd TAGKAS, 0l 0oiol TaV VTOYNELOL Yio pwtobepamneio 1
ovotnuotikn Bepaneio (UNCOVER-1, UNCOVER-2 ka1t UNCOVER-3). H anoteleopatikdtnTo Kot
N acedArela tov Taltz aorloynOnkav eniong Evavt g etavepoéntng (UNCOVER-2 kot UNCOVER-
3). Ot acbeveig mov TuyaomomOnkay yio vo Adfovv Taltz kat iyav THPOVGIAGEL AVTOTOKPIOT) OTN
Ytotikn vvoikn Extiunon tov latpoo (static Physician Global Assessment) sPGA (0,1) katd tnv
gpdopdda 12 tuyaiomomOnkay ex véou yia va AaPovv gikovikd edppoko n Taltz yio éva emmpdcheto
dudoua 48 efdopddwv (UNCOVER-1 kot UNCOVER-2). O acfeveic mov tuyotomombnkay yio va
AdBovv eiovikd apuako, etavepcéntn N Taltz kot dev giyav mapovoidoel avtoamokpion sPGA (0,1)
éhaPav Taltz yro émg kot 48 gfoopadec. EmmAéov, n Hakpoypovia, amoTeAeGUOTIKOTI T Kol ACQAAELD,
a&loAoyNONKOY Kol OTIC TPELG LEAETEG Y10 £MG KAl S ¥pOVia GUVOMK( 6€ acheveic Tov cuppeTeiyay
K00’ 0An TN SLUPKELD TOV LEAETDV.

To 64% tov acBevav elyov AdPet Tponyovpevn cvotnpatikn Bepaneio (Brodoyikol mapdyovrec,
ovppatikn cvotnuatikn Oepaneio | yoporévia kot vepiddng aktivoforio A (PUVA)), 43,5 %
mponyovuevn ewtobepancia, 49,3 % mponyovuevn cvuPatiky cuoTnuoTiky Oepaneia kot 26,4 %
wponyovuevn Broroyikn Oepameia. 14,9 % siyov Adfet tovAdyiotov évav avti-TNFa mopdyovta kot
8,7 % évav avtt-IL-12/1L-23 mapdyovra. To 23,4 % tov acBevav giyav 16TOpIKO YmPLOGTKNG
apBpitidag kotd TV €i6000 6TN HEAETT.

Kot o11g tpeig peréteg, ta khplo KataAnKTikd onpeio nrav n avoioyia tov acevov mov métuyay
avtomdkpion oto Agiktn Extaong kol Zopapotntog e Yopioong (Psoriasis Area and Severity
Index) PASI 75 kou sSPGA «0» («amovoio vocouy) 1 «1» («eldyiot vocogy) Katd v fdoudoa 12
£vavTl ToV gkovikoy papudrkov. H péon Baduoroyio PASI katd tnv gicodo otn pehétn mov
Kopovotay ond 17,4 émg 18,3. To 48,3 % éw¢ 51,2 % tov acbevav glyav Kotd tnv £16030 0T HEAETN
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Babpoioyia sPGA Bapiic 1} modd Bapidg vocov kat péon Pabuoroyia oty ApBuntikn Kiipoko
kvnopov (NRS kvnopov) mov kopowvotay and 6,3 £og 7,1.

Klvikn avrarokpion otig 12 gfdouades
2 perétn UNCOVER-1 toyatomomnkoy 1.296 acbeveic (1:1:1) yia va Aappdvovv 1 sikovikd
oappaxo N Taltz (80 mg xdBe dvo N KGbe Técoepig efdopnadec [Q2W 11 Q4W] petd and pio d6om
évapéng 160 mg) yio 12 gfoopddec.

Hivaxog 2.

Agdopéva, amoTeELEoPHOTIKOTNTOG KOTA TNV gfdopndda 12 otn perétn UNCOVER-1

Awpopd amd 1KOVIKO APLAKO GTO

, .o

KooKt Aptbudg acbevav (%) 10600716 ovTomokpiong (95% CI)

onuelo Ewoviko Taltz Taltz Taltz Taltz
QapraKo 80 mg Q4W 80 mg Q2W 80 mg Q4W 80 mg Q2W
(N=431) (N=432) (N =433)

sPGA “0”

(amovcio vocov) 1 o o 73,1 (68,8,

“17 (hdyiom 14 (3,2) 330 (76,4) 354 (81,8) 77.5) 78,5 (74,5, 82,5)

v66006)

sPGA “0” " o 34,5 (30,0,

(aovsia voso) 0 149 (34,5) 160 (37,0) 39.0) 37,0 (32,4, 41,5)

PASI 75 17 (3,9) 357 (82,6)" 386 (89,1) 78’;;;‘)"7’ 85,2 (81,7, 88,7)

PASI 90 2 (0,5) 279 (64,6)" 307 (70,9) 64’618(2?’6’ 70,4 (66,1, 74,8)

PASI 100 0 145 (33,6)" 153 (35,3) 33’3?8(%)?’1’ 35,3 (30,8, 39,8)

Meiwon kvnopot 65.0 (59,5

omv NRS 58 (15,5) 305 (80,5) 336 (85,9) ’ o 70,4 (65,4, 75,5)

T 70,4)
Kvnopov > 4

2vvrouoypogicc: N = apiQuoc ao8svav otov wAnboouo ue Ipobeon Oeporeiog (Intention to Treat,

ITT)

2nueiwon: o1 0o0evels ue eALEImOVTO, OedOUEVa KOTOUETPHRONKAY WS U] AVIOTOKPLOEVTES

“p < 0,001 oe oOYKpLON UE TO ELKOVIKO POPUAKO
P AoOeveic ue NRS kviouot > 4 kaxd myv eicodo oty peiéty: eixoviké pdpuaxo N = 374, Taltz
80 mg Q4W N = 379, Taltz 80 mg Q2W N = 391

2 perétn UNCOVER-2 toyatomomOnkov 1.224 acBeveig (1:2:2:2) yia va Aapfdvouv 1} euKovikd
oappoko N Taltz (80 mg kb dvo N kaOe Técoepic efdouddeg [Q2W 1 Q4W] petd and pio 060
évapéng 160 mg) M etavepoéntn 50 mg 0o popég v efdopdda yio 12 gfdopddec.

44




Mivaxag 3.

Agdonéva, aToTELESPATIKOTNTOGS KOTA TNV efdopdoa 12 otn perétn UNCOVER-2

Awpopd omd e1Koviko
ApBpog acevov (%) (@APLOKO GTO TOGOGTO
avtamoxpiong (95% CI)
KaroAniktucd Etavepoénn
onpueia Ewovio Taltz Taltz 50 mg 6vo Taltz Taltz
Paproxo 80 mg Q4W 80 mg Q2W POopéG TNV 80 mg Q4W | 80 mg Q2W
(N =168) (N =347) (N=351) efdopdda
(N =358)
sPGA “0”
(amovoia
véc’ov) n“1” 4(2,4) 253 (72,9)%P 292 (83,2)%P 129 (36,0) (65,73(,)’755,7) (76,2(,)’885,4)
(ehdyrot
vOGOC)
sPGA “0”
(amovoia 1 (0,6) 112 (32,3)*# 147 (41,9)%8 21 (5,9 317 41,3
. ’ ’ ’ ’ (26,6, 36,7) | (36,0, 46,6)
vOGoL)
" " . 75,1 87,4
PASI 75 4(24) 269 (77,5)*F 315 (89,7)%F 149 (41,6) (702.80.1) | (83.4,91.3)
PASI 90 1 (0,6) 207 (59,7)%F 248 (70,7)%# 67 (18,7)" 591 70,1
(53,8,64,4) | (65,2,75,0)
30,2 39,9
PASI 100 1 (0,6) 107 (30,8)*# 142 (40,5)*F 19 (5,3) (252.352) | (34.6,45.1)
Meiwon
Kvnopon
otmv NRS " " o 62,7 71,1
Kvnacuof) 19 (14,1) 225 (76,8)%P 258 (85,1)*P 177 (57,8) (55.1,703) | (64.0,78.2)
>4

2vvrouoypopies: N = apiuog aoBevav arov tAnboouo ue llpobeon Ocpamneiog (ITT)
Znueiwon: o1 000eveic ue elleimovio dedoueva KoTaueTpROnKay wgs un aviomokplOévisg.

“p < 0,001 oe cbykpion ue o eikoviké pdpuaxo,” p < 0,001 oe cbyKpLon ue TV eTOVEPTETT,
"p < 0,01 og obyKpION UE TO EIKOVIKO POPUAKO

? AoBeveic ue NRS kvijopod > 4 katd mv sicodo oty uelét: eikovikd papuaixo N = 135, Taltz
80 mg Q4W N = 293, Taltz 80 mg Q2W N = 303, etavepoéntn N = 306

2 perétn UNCOVER-3 toyaromomOnkov 1.346 acBeveig (1:2:2:2) yia va Aapdvouv 1} elKovikd

oappoko N Taltz (80 mg kabe dvo N kaOe Técoepic efdouddeg [Q2W 1 Q4W] petd amd pio 060
évapéng 160 mg) M etavepoéntn 50 mg 0o popég v efdopdda yio 12 gfdopddec.

45



ivakog 4.

Agdopéva, amoTELEOPATIKOTNTOG KOTA TNV fdopndoa 12 otn perétn UNCOVER-3

Awpopd omd erKoviko
AptOude acevivy (%) (papu(?mo GTO0 TOGOGTO
avtamoxpiong (95% CI)
KaroAniktucd
onueia Etavepoént
Ewoviko Taltz Taltz 50 mg 6vo
Taltz Taltz
QAapraKo 80 mg Q4W 80 mg Q2W POopéG TNV
4 2
(N=193) | (N=386) (N=385) | cpoopada | ComeQIW | 80mg QW
(N =382)
sPGA “0”
(amovoia
68,7 73,8
¢ n“1” 1 291 4)ep 1 B 159 (41,6) ’ ’
voc’ov) l 3(6,7) 91 (75,4) 310 (80,5) 59 (41,6) (63,1, 7422) (68,5, 79.1)
(ehdyrot
vOGOC)
sPGA “0”
36,0 40,3
r 1 a’B 1 4 a’B o 9 9
(Of’ltODth 0 39 (36,0) 55 (40,3) 33 (8,6) (312, 40.8) (35,4, 45.2)
vOGOV)
76,9 80,0
o, B o > 5
PASI 75 14 (7,3) 325 (84,2) 336 (87,3) 204 (53,4) (71.8. 82.1) (75.1. 85.0)
62,2 64,9
PASI 90 6 (3,1 252 (65,3)%P 262 (68,1)%P 98 (25,7)" ’ ’
S (65.3) (68,1) (25.7) (56,8, 67,5) (59,7,70,2)
35(30,2 37,7
PASI 1 1 B 14 B 2 * > ’
S1100 0 35 (35,0) 5@37,7) 8(7,3) 39.7) (32.8. 42.5)
Meiwon
E‘T’nji;’}‘;s 33 (20,9) 250 (79,9)%# 264 (82,5)%P 200 (64,1) 59,0 61,6
e : : : : (51,2,66,7) | (54.0,69.2)
KVNopHov
>4

2vvropoypogicc: N = apiQuoc ao0svav otov winBooud ue Ipobson Oeporeiog (ITT)
2nueiwon: o1 0o0evels ue eALEImovTo, OedoUEVa KOTOUETPHRONKAY WS U] OVIOTOKPLOEVTES

“p < 0,001 oe oOYKpLON UE TO ELKOVIKO POPUAKO

Pp < 0,001 e adyrpion pe v stavepoémn

? Aabeveic ue NRS kvnouod > 4 koo, v €loodo oty uelety: etkoviko pipuoxo N = 158, Taltz
80 mg Q4W N = 313, Taltz 80 mg Q2W N = 320, etovepoérnty N = 312

To Taltz oyetioctnke pe tayeio Evapén g anotelecpoTkOTNTOS HE > 50% peimon g péomng
Babuoroyiag PASI éwc kot v efdopdda 2 (Ewkova 1). To mocootd tov acbevav mov nétuyoy
avtomokpion PASI 75 firov onuovtikd peyaAddtepo yio to Taltz 6 cOyKplon L TO EIKOVIKO QAPLOKO
KoL TV €ToVEPGETTN oM amd v Bdoudda 1. Iepimov 10 25% tv acbevav mov hafav Oepameio pe
Taltz métoyav Pabporoyia PASI <5 émg v gfdopdda 2, dvo tov 55% métuyav Pabporoyia PASI < 5
€m¢ kot v gRdopdda 4 kot to T0c0oaTo avéninke oto 85% Emg Kot v efdopndda 12 (og cOyKpion pE
3%, 14% wa1 50%, avtioToy o, Yo TV ETOVEPCETTY). ZNUAVTIKEC PEATIDGELS OC TPOG TNV EVTAGT TOL
KvnopoL mapatnpnnkay katd tnv efoopdda 1 oe acobeveig mov Erafav Oepaneia pe Taltz.
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Ewéva 1. BaOpoioyio PASI, ekatootwoio fertioon o€ kKGOe emiokeyn petd v €i60d0 61N
perétn (mBOCF) otov tin0vopd pe mp60son Ocpanciog (ITT) kata Tn drdpkela
™m¢ eaong £9660ov - UNCOVER-2 kaon UNCOVER-3

ERSopada Bepanciag
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Exatootiaio BeAtiwon tou Seiktn PASI anod tig Tipég avadopds

—=—  EiKoVikd —— ETN (N=740) —— |IZEQ4 (N=733) =+ |ZE Q2 (N=736)
dapuako (N=361)

H amoteleocpatikdmra kou ) acpdAeio tov Taltz amodstkvoovtar ove&aptnTmg TG NAKIG, TOV
@OAOV, TNG PLANG, TOL COLATIKOV Bapovg, TG Papdtntag Tov deiktn PASI katd v €lcodo o1n
UEAETT), TNG EVTOTIONG TV PAaPdV, TNG CLVVTAPYOVGOG YOPLUGIKNG apBpiTidog Kot TG
mponyovpevng Bepaneiog pe froroykd mapdyovta. To Taltz fitav anotekecuatikd o acbeveig mov
dev giyov Adfet Tponyovuévmg cuoTnuatiky Oepaneia 1| frodoyikovg Tapdyovies, oe acheveic Tov
glyav Tpornyovpévag Aapet froloyikovg mapdyovteg / avil-TNF mapdyovreg, kabhg kot o€ acbeveig
610G omoiovg M Bepamneia pe froroyuovg Tapdyovieg / avti-TNF moapdyovieg elye amotoyet.

Amd Tovg asbeveic Tov TavtomomOnKay g un avtanokpiviec oty etavepoéntm ue sPGA (0,1)
Katd tnv gfoopndda 12 atn pelétn UNCOVER-2 (N = 200) kou dAha&av og Oepancio pe Taltz

80 mg Q4W petd and pia wepiodo Exmivonc 4 efdopddmv, o 73 % kat to 83,5 % tev acbevaov
nwétoyav sSPGA (0,1) xou PASI 75, avtiotoya, petd and 12 gfdonddec Oepanciog pe Taltz.

2116 2 KMVIKEG PEAETES OTIC OTOIEC CLUTEPIAMNPONKE Evag evEPYOS GLYKPLTIKOG TTOPAYOVTOS
(UNCOVER-2 kot UNCOVER-3), 10 10606716 T0V GoPapav avembduntov evepyeimv ftav 1,9 %
1660 Yo TNV €TaVeEPSENTN 660 Kat Yo o Taltz, kot o Tocoatd drokonng g Bepaneiog A0y
avemBountov gvepyetdv frav 1,2 % yio v eravepoéntm kot 2,0 % ywo to Taltz. To tocooto
rowméewmv frav 21,5 % yuo v etavepaéntn kot 26,0 % yio to Taltz, pe 1o 0,4 % va gival coPapég
v Vv etavepoéntn kot 1o 0,5 % yia to Taltz.

A10TpRon ™S aVIOTOKPIoNS KaTd TV gfdouddo 60 kar éwg 5 &ty

Ot acBeveic Tov TuyatomomOnKav apykd yio va Aapovv Taltz kot BepnOnkav aviomokpOévieg Katd
v efdopdda 12 (dnA. Babuporoyia sSPGA 0,1) otig pedétec UNCOVER-1 kot UNCOVER-2,
TuyoomomOnkay ek véov yo pia emupochetn mepiodo 48 efdouddwv oe Bepancia pe ucoviKo
oappaxo M Taltz (80 mg kéBe 4 1 12 gfdopddec [Q4W 11 Q12W]).

I"a tovg avramoxpiBévreg katd sPGA (0,1) koatd v gfdoudda 12 mov tuyaomomdnkKav ek véov o€

dtokom g Bepameiog (nA. ELKOVIKO PAPUAKO), O SIAUEGOG YPOVOG £MC TNV EUGAVIOT] VTTOTPOTNG
(sPGA > 3) fjtav 164 nuépeg otig opadomomuévesg peréteg UNCOVER-1 kot UNCOVER-2. Meta&o
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TV aclevov avtdv, o 71,5 % métuyav ek véov TovAdytotov pia aviandkpion sPGA (0,1) evtdg
12 efdouddmv amd v emavévapén g Oepameiog pe Taltz 80 mg Q4W.

Mivaxag 5.

(Megiétegs UNCOVER-1 kan UNCOVER-2)

Al0TI PN O TG AVTUTOKPLGNS KOl OTTOTEAEGUATIKOTITO KOTA TV Efdopada 60

Awpopd omd eKoviKO
PapLAKO GTO TOGOGTO

ApBpog acevav (%
pIoHOS %) avtarokpiong (95% CI)

Kazadnkrucd 80 mg Q4W | 80 mg Q2W | 80 mg Q4W | 80 mg Q2W | 80 mg Q4W | 80 mg Q2W
onuel (emayoyn) / | (emoyoyn)/ | (emayoyn)/ | (emayoyn)/ | (emoywyn)/ | (emoywyn)/

Ewovikd Ewoviko 80 mg Q4W | 80 mg Q4W | 80 mg Q4W | 80 mg Q4W

TN @appako | (cvvtipnon) | (cvvfipnon) | (cuvtipnon) | (cvvinpnon)

(cvvtypnon) | (cuvtipnon) | (N =195) (N=221)

(N=191) (N=211)
Awtipnon sPGA 62,4 70,7
“0” (kabapd) 12 (6,3) 16 (7,6) 134 (68,7)* | 173 (78,3)* | (55,1,69,8) | (64,2,77,2)
“1” (eMdyroT0)
Awtpnon 1 47,7 56,0
emitevén (40,4, 54,9) | (49,1, 62,8)
SPGA “0” 3(1,6) 6 (2,8) 96 (49,2)° 130 (58,8)°
(kaBapd)
Awtipnon M o o 66,5 74,3
enirevin PASI 75 | 10 (79 190,00 | 145749 | 184(@33) | 593773 7) | (68,0, 80.5)
Awtipnon M o o 62,0 71,7
enirevin PASIO0 | (47 10(47) ] 130(66,7)% | 169(765)% | 5477692 | (65.4,78.0)
Awtipnon M 48,2 54,6
enitevén PASI 3 (1,6) 6(2,8) 97 (49,7)° 127 (57,5)* | (40,9,55,4) | (47,7,61,5)
100

2ovrouoypogicc: N = apiQuoc aoBsvav otov mAnBoouod aveloons
2nueiwon: o1 aobevels ue eEAEITOVTO OedOUEVA KOTAUETPRONKOY OGS 1N OVTOTOKPIOEVTES
“p < 0,001 oe oOYKpLON UE TO EIKOVIKO PAPUOKO

To Taltz tav amoTeAesHOTIKO GTN SLOTHPNOT TS OVTATOKPIONG G€ AoOEVEIC TTOL deVv glyov AdPet

TPONYOLLEVMG CLGTNUATIKY Bepameia 1} Proloyikolc mapdyovies, o€ aoBeVELG TOV giyov

mponyovpEveg AdPet frodoyikovg Tapdyovteg / avti-TNF moapdyovieg, kabmg kot oe acheveic oTovg
omoiovg 1 Bepamneia pe froroyikovg mapdyovteg / avti-TNF mopdyovteg iye amotdyet.

KoatadelyOnkav onuoavtikd peyalvtepeg PeATidoelg katd v fdoudoa 12 amd v €icodo ot pHeAéTn
G€ GUYKPIOT] LLE TO EIKOVIKO QAPUAKO KO TNV ETAVEPGETTT OTNV Yopiaon oviywv (0nmg petprinke pe
Baon o Agiktn Zopapotntog g Yopiaong Oviywv [NAPSI)), oty yopiccn oto Tpiyymtd g
KePaAng (0nwg puetprnke pe Paon to Aeikt ZoPapdtrag g Yopiaong Tpyywtod e Kepoing
[PSSI]) ot otnv modaponeipatioio yopioon (0nmg petpndnke pe Pdon 1o Agiktn Zofopdtnrag tng
HMorapomelpotiaiog Yopiaong [PPASI]) kot dtotnpnnkav katd tnv efoopdda 60 oe acbeveic mov
éhaPav Oepomeio ue Taltz kot mapovsiocay aviandkpion sPGA (0,1) katd v efdondado 12.

A6 591 acbeveig mov édafav Taltz Q2W katd v Iepiddo E@ddov kar petd Q4W o1 cuvéyela oTig
ueréteg UNCOVER-1, UNCOVER-2 ka1t UNCOVER-3, 427 acbeveic ohokAnpmcav 5 ypdvia
Oepaneiog pe Taltz, petaly oavtov 101 acbeveig ypertdomray avénon g doone. Meta&d tov
acBevav Tov ohokApocay TV aEloroynon g efdopnadag 264 (N = 427), 295 acbeveic (69 %),
289 acbeveig (68 %) kot 205 acOeveic (48 %) mapatnpndnke o6t eiyov sPGA (0,1), avtandkpion PASI
90 ko PASI 100, avtictoya, tnv efdonada 264. Ta DLQI cuAréyOnkav petd v Iepiodo Epodov
o1 UNCOVER-1 kot UNCOVER-2, 113 acBeveig (66 %) mapatnpndnke 0Tt giyav aviomdkpion

DLQI (0,1).

Toiothro {wnc/avapepbeioes amod tovs acbeveis exfaoceis
Kotd v efdoundda 12 oe Oleg T1g peréteg, to Taltz cuoyetionKe Le GTATIOTIKA oMHavTiKn Pedtioon
otV mototnTo (g mov oyetiletal pe v vyeia, 6nwc a&loloynOnke amd ™ péon peimon omd v
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€1l0000 o1 peAéT, oOuemva pe to Agpuatoroyikd Agiktn ITowdtnrag Zong (DLQI) (Bepamneio pe
Taltz 80 mg Q2W an6 -10,2 ém¢ -11,1, pe Taltz 80 mg Q4W and -9,4 £wg -10,7, pe etavepoéntn and -
7,7 éwg -8,0 ko pe eucovikd papuaxo ond -1,0 éwoc -2,0). 'Eva onpavtucd peyaAdbtepo n1o6octo
acBevav mov érafov Bepoameio pe Taltz tétvyov DLQI 0 1 1. Xe dAeg TG HEAETEG OMUOVTIKA
UEYOADTEPO T0G0GTO acbevmv mov Ehapav Bepamneia pe Taltz métuyav peiowon tov Itch NRS > 4
povéades katd v efdopdda 12 (84,6% yw Taltz Q2W, 79,2% yia Taltz Q4W xar 16,5% yia T0
EIKOVIKO PAPUOKO) Kot TO OQEAOG dlatnpnOnKe atny mApodo Tov ypdvov uéxpt tnv efdopndada 60 og
acBeveic mov éhapav Oepamneia pe Taltz, ol omoiol mapovciocay avtamdkpion sPGA (0,1) kotd mv
gfdoudoa 12. Aev vimpée omolndNTote EvOeiEn emideivmong TG KotaOANg £mg kot 60 eBdopddeg
Oepaneiog pe Taltz, dnwg a&loloynnie and 1o Zovropo Katdroyo Avtoavapepopevng
Kotabimtikng Zvuntopotoloyiog.

Aueoo oUYKPITIKES LEAETES UETO. THY KDKAOPOPIQ TOV TPOIOVTOS

IXORA-S: Z¢g pia duthd topAn perét to Taltz Htov avdtepo o€ GVYKPLOT LE TNV OVCTEKIVOVUAUTT),
07O TPAOTELOV KOTAANKTIKO onpeio g pekétng avtamdkpion PASI 90 katd v efoopdda 12
(ITivaxag 6). H évapén g avtamoxpiong tav avatepn oto deictn PASI 75 1on amd v efdoudda 2
(p <0,001) ko 610 deiktn PASI 90 ko 570 deiktn PASI 100 £mg v efdopada 4 (p <0,001). H
vrepoyn tov Taltz Evavtt Tng oveTeEKIVOLUAUTNG amodelyOnie eniong 6TIC VTOOUAdES e
dloTpoudTmon Bacel copatikod Bapovc.

IHocoota avranékpiong PASI ané ™ cvykprrukn perétn g iEexiloopdpnng
EVOVTL TN)G OVGTEKIVOVPUANUTNG

ivaxag 6.

eBdoudda 12 eBdoudda 24 efdopada 52
Taltz* Ovcrsm::vud Taltz* Ovcrsm:zvud Taltz* Ovcrsm:zvud
Hmm Hm 24|
AcOeveig (n) 136 166 136 166 136 166
PASI 75, n (%) 120 (88,2%) 114 (68,7%) 124 (91,2%) 136 (81,9%) 120 (88,2%) | 126 (75,9%)
PASI 90, n (%) 99 (72,8%)" 70 (42,2%) 113 (83,1%) 98 (59,0%) 104 (76,5%) 98 (59,0%)
PASI 100, n (%)| 49 (36,0%) 24 (14,5%) 67 (49,3%) 39 (23,5%) 71 (52,2%) 59 (35,5%)

*H 1&exilovudurn 160 mg 000nke ws doon poptiong axolovBodusvn and 80 mg kata v gfdoudoo. 2,
4,6, 8, 10 kou 12 xou 80 mg kdbe téooepic efidoudoes (Q4W) ano exel kou Emeira
** Aogoloyio ue paon 1o fapog: Or acbeveic mov elafiav Oepameio ue ovotekivovudumn elofav 45 mg
7 90 mg xatd, tic gfooucdes 0 kot 4, oty ovvéyero kalbe 12 gfidouddes uéypt v gfdoucoo. 52
(doc0Adynon Paoel Popovs GOUPWVO, LUE TV EYKEKPIUEV O000LOYIa,)

$p < 0,001 évavti TG OVOTEKIVOVUGUTNG (1 TYUI] P TOPEYETOL UOVO PLO. TO TPOTEDOV KOTOAINKTIKG GHUELD)

IXORA-R: H anoterecpotikdtnra kot 1 ac@dieia tov Taltz diepevviOnkoy eniong oe pia
TUYOLOTOMUEVT], SITAL, TVPAT, TAPAAANA®Y OuddwY ueAETn 24 efdouddwy mov cuvékpive to Taltz pe
7o guselkumab, pe 1o Taltz va givar avotepo oM amd v eBdoudda 4 otny enitevén TANPOLG
KGBaponG ToL dEPUATOS KOl 6TO TPMTEHOV KATUANKTIKO onpeio ¢ perémc (PASI 100 tnv gfoopdda
12) ko un katdtepo oto PASI 100 v efdoudda 24 (ITivaxag 7).

MMivokag 7. AVTOTOKPIGEIS ATOTEAEGPLATIKOTITOG OT6 T1) CUYKPLTIKY] RELETY TNG

exiovpdpnng évavtt tov guselkumab, ITAn0vopdg pe Ipdbeon Oepamsioc”

’ ’ Guselkulmab LEexilovpapmn Alagopd
K(lT(l)\.l]lleKO Xpov’um (N’=507) (N'=520) (IXE - GUS), -
onpeio onpeio OVTATOKPIoN, N | OVTUTOKPLGT, N % (CI)
(%) (%)
MMpotevov Katoinktiké Inueio
PASI 100 | EBSoudda 12 | 126 (24,9) | 215 413) | 16,5 (10,8,22,2) |  <0,001
Kvpror Agvtepevovteg X1oyol
PASI 75 Efdoudda 2 26 (5,1) 119 (22,9) 17,8 (13,7,21,8) <0,001
PASI 90 Efdoudada 4 40 (7,9) 109 (21,0) 13,1 (8,9,17,3) <0,001
PASI 100 Efdoudda 4 7 (14 35 (6,7) 54 (3,0,7,7) <0,001
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PASI 90 EBSopéda 8 182 (35.9) 304 (58,5) | 22,6 (16,6,28.5) <0,001
sPGA (0) EBSopéda 12 128 (25.2) 218 (41,9) | 16,7 (11,0,22,4) <0,001
PASI 50 EBdopéda 1 47 (9.3) 143 (27.5) | 182 (13.6,22.8) <0,001
PASI 100 | EBSopéda 8 69 (13,6) 154 (29.6) | 16,0 (11,1,20,9) <0,001
PASI 100 | EPSonéda 24 265 (52.3) 260 (50,0) | -2,3  (-84,3.8) 0,414

2ovrouoypagics: CI = draotnua eumioroovvyg; GUS = guselkumab; IXE = 1ilexilovudunn,; N =
op10uog aobevary arov mAnboouo avaivons; n = apiBuds aclevav otyv kabopiouévy kotnyopio.,
PASI = Aeixtne Exraons kor Zofopotnrag e PYwpioons, sPGA = oratikny Zvvoliky Extiunon tov
lazpod.

* Ta tedixa onueio opioTrOY TPO THS OAOKANPWONG THS UEAETNG UE VTV TN GEIPA,

Ewéva 2: PASI 100 otig efoopddsg 4, 8, 12 ko 24, NRI

41*
30*
25
14
7*
-

ERSopdda 4 ERSopdda 8 ERSopdda 12 ERSopdda 24
guselkumab (N=507) W Taltz (N=520)

80

(23}
L}

52 50

[y I
o o

AvtanokplBévtec acBevelc (%)
o

*p<0,001 évavt guselkumab otic efoopddeg 4, 8 kot 12
NRI = Arnodoon Xapaxtnpiouod un Aviarokpifévros Aobevoie

AmoteAeouatikOTnTO. OTHY WWOPIAOH YEVVIITIKWDV 0PYAVWV

Mia toyotomompévn, Sumhd ToEAN, eAeyyouevn pe etkovikd edppoko perétn (IXORA-Q) dieEnydn oe
149 eviilikeg acBeveig (24% yuvaikeg) pe pétpila £0¢ cofopn yopiacn YEVWNnTIK®V opydvav
(BoBporoyia sPGA I'evvnrikdv Opydvav > 3), ehdyiotn Tpocfoin e empdaveiag ompotog (Body
Surface Area, BSA) xatd 1% (60,4% eiyav BSA > 10%) kou mponyovpevn amotuyia 1 dvcaveéio o
TovAdyloToV pio TomikY Bepaneia Yo TV yopiaon yevvntikodv opydvov. Ov acBeveig eiyav
TovAdylotov pétpla yopioon Katd tidkag (opiopevn og Pabuoroyio sSPGA > 3 kai ftav vroyreiot
Y potobepaneia Kot/ 1 cVGTHOTIKY Oepameia) Yio TOLAGYIGTOV 6 P VES.

Ot toyaromompévol acBeveig og Taltz ElaPav pia apywn 66on 160 mg axorovBodpuevn and 80 mg
Kd0e 2 efdopadec yo 12 efdouddes. To mpmTedov KATAANKTIKO oNUEIO NTOV 1] ovaAoYio T®V 0oOEVOV
oL TETVY Y TovAdytotov "0" (amovsia vooov) 1 "1" (eAdyiotn vOGOC) avtamokpion oty SPGA
I'evwntikav Opydavav (sPGA T'evvnrikov Opydavev 0/1). Katd tv efdoudda 12, onupavtikd
neplocoTEPOL 00beveig oty opdda Tov Taltz amd 6T 6TV OUEdA TOV EIKOVIKOD (POPUAKOV TETVY OV
sPGA TI'svwntikov Opydvov 0/1 kot sPGA 0/1 ave&dptnta amd to BSA katd tnv €icod0 otn pHeAétn
(sPGA TI'svvntikav Opydvev <07 1) “1” yio BSA kotd v €icodo otn pedém 1% - <10% 1 > 10%,
Taltz: 71% 1 75% avtictoya, eucovico edpuaxo: 0% 1 13% avtiotoya). Eva onpoavtikd peyoivtepo
1060070 TV acfevov mov Ehafav Oepaneia pe Taltz méTuye peinon TV AvaepOUEVOV A0 TOV
Acbev Amotedecpdtov (Patient Reported Outcomes, PRO) g mpog tnv £viacn tov movov Tov
YEVVIITIKAOV OpYAV®V, TOV KVIIOUO TMV YEVVITIKOV 0PYAVOV Kol TNV ETIOPACT TNG YoPiaong
YEVVITIKOV 0pYavmVv 6T 6e£0valkh dpactnplotta kot 6tov Agpuatoroykd Agitn [owdtnrag
Zong (DLQI).
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Mivakaog 8: A€OONEVE, OTOTELECPATIKOTNTOGS KOTA TNV Efdopdoa 12 oe Evijlikeg pe yopioon
YEVWNTIKOV opyavev ot perétn IXORA-Q, NRI”

Katainktikd onpeia Taltz | Ewoviko | Awa@opé and Erkoviko
OAPRUKO Dappaxo (95% CI)

ApOpog Toyaroromuévoy acdevov (N) N=75 N=74

sPGA I'evvntikav Opyévaov “0” 1 “17 73% 8% 65% (53%, 77%)

sPGA “0”n “1” 73% 3% 71% (60%, 81%)

DLQI0,1° 45% 3% 43% (31%, 55%)

N pe BaOpoiroyio GPSS Kviopov NRS >3 N=62 N=60
KOTO TV €i6000 6T peAfTn
GPSS Kvnopoo I'evvnrucov Opydvov 60% 8% 51% (37%, 65%)
(>3 Babuoi Bertioonc)
N pe BaOpoiroyia SFQ Afqupa 2 > 2 xotd N=37 N=42
NV £i6000 oTN peréTy
BaBpoioyia SFQ-Aqupa 2, “0” (kavévog 78% 21% 57% (39%, 75%)
mepLoptopog) N “1” (omdviog TEPLOPIGUOC)
¢ Xovrouoypopies: NRI = Amwodoon Xapaxtnpiouod un Aviarokpiféviog Acbevovg, sPGA = aratiky
2vvodikn Extiunon tov latpod, GPSS = Kliuaxo Xourtwudtwv Yopioons 'evvyukov Opyavov,
SFQ = Epwtyuatoloyio Lelovatikne Loyvotnrag, DLOI = Agpuaroloyixog Asiktng [oiotnrog Zwig,
b Zvvodurai PaBuotoyio. DLOI 0,1 vrodeikvier 611 n katdoraocy tov dépuatoc dev Exel kauio emidpoon
oty (w1 tov aobevois. sSPGA “07 1 “1” 1coovvaust ue “amovaio, vooov” i “eAdyiotn vooog”,

NRS = Api1Quntixn Klipoxo.

Houdiozpikn wwploon KoTa TAGKOC

e pio TuY OO UEVT], SUTAG TOVPAT, TOAVKEVTPIKTY], EAEYYOUEVT LE EIKOVIKO QAPUOKO HEAETN
(IXORA-Peds) evtaybnkav 201 mwondid nikiog 6 £0¢ kGt tov 18 etdv, pe pétplo Eémg cofapn
yopioon katd Thakag (0mwg opiletat and Pabuoroyia sSPGA >3, mpocfoin >10% tov eupadov
empaveiog copatog kot Babporoyia PASI >12), ta onoia fjtav vroymoa yio potobepaneia 1)
ocvotnpatikn Bepomeio | TOV 0TOIWY 1 VOGO NNTAV AVETAPK®OG EAEYYOUEVT LE TOTIKT Oepameia.
Ot acBeveic TuyatomomOnkay og €lkoviko eappako (n=56), etavepoéntn (n=30) 1| Taltz (n=115) pe
dloTpoudTmon ¢ 6ocoAoyiag pe Pdon to couatikd Bapoc:

<25 kg: 40 mg v gfdopada 0, axorovBodpevn omd 20 mg Q4W (n=4)

25 kg émg 50 kg: 80 mg v gfdoudda 0, axorovBovpevn and 40 mg Q4W (n=50)

>50 kg: 160 mg v efdoudda 0, akorovbovuevn amd 80 mg Q4W (n=147)
Ot acBeveic Tov TuyaomomOnkav oty etavepoéntn (acbeveig e cofapn yopioon) Aapupovay
0,8 mg/kg, yopicn 66om va vrepPaivel Ta 50 mg, kabe efdopdda amd v gfdopdada 0 Ewg v
gpdoudoa 11.

H avtandkpion ot Oepancio a&roroynOnke petd and 12 efdopddec Bepameiog kot oplotnke ®g 0
TOGO0TO TOV AGHEVOV OV Ely0v ETTVYEL TO GLVIVLAGTIKO KOPLO TEAKO onueio faduoroyiog SPGA
«0» (kaBapd) N «1» (oxeddv kabapd) e Pedtioon Kotd TovAdyiotov 2 Babuovg amd v Evioén ot
HeAETN, kafdG Kol To T0600TO TV acbevav mov glyav emtiyetl pio peiwon e Pabporoyiog PASI
katd TovAdyotov 75% (PASI 75) amd v évtaén otn peié.

AlAeg exPaoeilg mov a&lohoynOnkay v gfdopdada 12 meptddupavay 10 T0606Td TOV AcHEVOV TOL
elyav emriyel PASI 90, PASI 100, BaBpoioyia sSPGA «0» kot eltimon g £viacng Kvnopov,
UETPOOUEVTG ¢ pelmon katd TovAdyiotov 4 Babuovc oe pio ApOuntikn Kiipoaka A&oddynong
Kvnopov 11 Babumv.

Ot acBeveic elyav diaueon Pabuporoyia PASI 17 katd v évtaén otn HEAETN TTOV KOUOWVOTAY LETOED
12 ko 49. H Babuoroyia sPGA katd tnv évtaén otn LEAETN avTIGTOLX0VGE GE GOPap1 1| TTOAD
cofapn voco 610 49% TV acbevav. And dAovg Tovg acbevels, To 22% elye AdPet Tponyovpevn
ewtobeponeio ko 0 32% eiye MaPet mponyoduevn cupPatikn cvotnuotiky Bepameio yo v
OVTILETOTION TNG YOPILooNG.
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To 25% tov acBevav (n=43) ftav nhwiog Kato tav 12 etdv (14% tov acBevav [n=24] ftav 6-
9 etV ka1 11% tov acbevov [n=19] Rtav 10-11 et@v), T0o 75% TV acbevav (n=128) NTav nAikiog

12 gtov Kot Avo.

Ta dedopéva KAVIKNG avTomokpiong topovcstalovtot otov [livaka 9.

Mivaxag 9. A€OONEVE, OTOTELEGPATIKOTNTOG O TALOLOTPIKOVS 0.60evVEig pe
yopiaon katd Tidkeg, NRI
Telxd Znpeio Taltz* Ewovikd | Aogopd évavtt | EtavepoéntnP? Alopopd évavtt
(N=115) pdppoKo EIKOVIKOD (N=30) ETAVEPCEMTNG
n (%) (N=56) | oapudaxov (95% n (%) (95% CI)?
n (%) CD
SPGA «0» (kaBapd)
N «1» (oyeddv
KkaBopd)Y
gpoopada 4 55 (48) 4(7) 40,75(22?),)%; 0(0) 36.8 (21,5, 52.2)
efdopdda 127 93 (81) 6 (11) 70,2 (59,3, 23,0 (0,6, 45,4)
81.0)" 16 (53)
sPGA «0» 60 (52) 1(2) 50,4 (40,6, 5017 46,5 (26,2, 66,8)
(kabapo)? 60,2)°
PASI 75"
efdopdda 4 62 (54) 509 45,0 (33,2, 3 (10) 34,7 (15,6, 53,8)
56,8)"
epdopada 127 102 (89) 14 (25) 63,7 (51,0, 19 (63) 20,9 (0,1, 41,7)
76,4)"
PASI 90° 90 (78) 3(5) 72,9 (63,3, 12 (40) 36,3 (14,2, 58,5)
82,5)°"
PASI 100° 57 (50) 1(2) 47,8 (38,0, 5017 43,9 (23,4, 64,3)
57,6)"
NRS xvnopov 59 (71) 8 (20) 51,1 (35,3, Agv ---
(Beitioon katd >4 66,9)°" | a&loroynonke

Babove)™®

Xvvropoypapiec: N = AptBudc asbevav otov tAnbuoud npdbeonc-npoc-0epancio, NRI = Anddoon
Xapaktnpiopov Mn Avtanokpifévtog AcBevoic.

o

Tnv efdopada 0, ot acBeveic EraPfav Taltz 160 mg, 80 mg 1 40 mg, ka1 6T GUVEKELD AduPavay

Taltz 80 mg, 40 mg 1} 20 mg kdOe 4 gfdopnddec, avaroya, pe TNV KOTNyopio copatiKod Bapovg, yia

12 eBdopdoeg.

P O1cuykpicelc pe v etavepcéntn mpoypotoromdnkay evidg Tov VIoTANOLGLOD ac0eVOY EKTOG
tv HITA xat tov Kavadd pe cofapn Ps (N yuo Taltz = 38).

Y Xvvovaotikd Kopla tedikd onueia.
Amoteléopata v gfdoudda 12.
NRS xvnopov (Bertioon kotd >4) oe acbeveig pe NRS kvnopov >4 katd tnv Evialn ot peré.

O ap1Buodg acBevav tov mAnbvcuov ITT pe Babpoloyio NRS Kvnopobd >4 katd v évtaén ot

ueAétn givai o akdAovBog: Taltz, n = 83, Ewkovikd @appoko, n = 40.

ot p<0,001
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Ewéva 3. IMoc06T6 a60evarv mov wéTvyav PASI 75 oty mordwetpikny yopiaon é0g v
gfoopada 12
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MocooTé AVTATTOKPIOEVTWDV

Xpovog (EROopddec)

‘I Ek. pdppako  —fic TALTZ Q4W

Ot acBeveic oty opdda Bepaneiog pe Eexi{ovpaunn eiyov KAVIKA GNUOVTIKEG VYNAOTEPES
avtomokpiceig CDLQI/DLQI (0,1) tnv efdopdda 12 (NRI) 6g oOykpion e T0 €KoviKo @appoko. H
Slapopd petald Tov opadmv Bepameiog Tav ueovng 11om axd v efdoundda 4.

HopoampnOnkav peyorvtepeg Pertidoetg Ty efdondda 12 and v Evialn otn uerétn o€ chyKplon
LLE TO EIKOVIKO PAPLOKO GTNV YOPLooT ovOY®OV (COUPOVE, e TIG LETPNOELS TOL Agiktn ZofapotnTog
g Yopiaong Ovoymv [NAPSI=0: Taltz 18% (6/34), eucovikd papuaxo 0% (0/12)]), otnv yopioon
TOV TPYMTOV TNG KEPAANG (OTmg petpndnke pe Baon 1o Agiktn Zofapotntag g Yopiaong Tprywtov
g Kepaing [PSSI=0: Taltz 69% (70/102), etkovikd edppoxo 16% (8/50)]) ko ot
moAapomeApaTIoN Yoplaor (0noc petpndnke pe Bdon to Agiktn ZoBapodtnrag g
Horaporelpatiaiog Yopioong [PPASI 75: Taltz 53% (9/17), eikovikd eappoxo 11% (1/9)]).

Ywpiaoiki opbpitioo,

To Taltz a&loloynOnke o 500 TVYAIOTOMUEVES, STAL TOVPAEG, EAEYYOUEVEG LLE ELKOVIKO PAPUOKO
ueAéteg pdong Il oe 780 acBeveic pe evepyn yoplacikn apdpitida (> 3 SoyKmpéveg Kot

> 3 guaicOntec apbBpmoeic). O acheveic elyav didyvaon yoploctkng apbpitdag (Kpiripla
Ta&wounong Yopuooikng Apbpitidag [CASPAR]) pe péon didpketa vosov 5,33 £t kot SepUATIKEG
BArdPeg yopiaong katd midakas (94,0%) 1 texunpropévo 1otopikd yopioong katd tidakag, pe 12,1%
TV acevav va topovctalovy pETpla £mc coPfopr| yopiaon Katd TAGKoC Katd Ty €i6000 TOvg 671N
peAérn. [aveo amd 58,9% kot 22,3% tov achevav pe yoplaoikn apbpitida giyav evhesitida Kot
SOKTLAITION, AVTIOTOLYO, KOTA TNV €16000 0T peAéT. To TpmTedov KaTaAnKTIKO oNEio Kot 6Tig 600
peréteg rav n avtamokpion ACR 20 (Apepikavikd Koiéyio Pevpatoroyiog [ACR]) kotd tnv
ePdopdda 24, axolovBodpevn and pia pokpoypovia tepiodo enéktaong amd v efdopdda 24 £wmc v
ePdoudda 156 (3 ypovia).

> Merém Yopracwng Apbpitdag 1 (SPIRIT-P1), acOeveic pe evepyn yoprocikn apbpitida mov
dev giyov Adfet oto mapelBov Proroyikn Bepaneia TuyotomomOnKoy va Adfovv eKoViKd pAPLOKO
adaMpovpdunn 40 mg pio eopd kdbe 2 gfdopadeg (evepyod okérog eréyyov), Taltz 80 mg pia popd
K0 2 gfdopnadec (Q2W) i 80 mg pia popd kébe 4 efdopddeg (Q4W). Kot ta dvo docoroyikd
oynuota tov Taltz tepthdpfavay 66om évapéng 160 mg. To 85,3% twv acbevav og avtr| TN perét
elyov AaPet mponyovpuevn Bepaneia pe > 1 cDMARD. To 53% twv acbsvov Adppoavay tavtdypova
MTX o¢ péon gpfdopadiaio d6on 15,8 mg. 1o 67% 10V 0c0evadv mov Aaufavay tovtoypove MTX, 1
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d6on oy 15 mg 1 peyorvtepn. AcBeveic e avemapkn avtondkpiorn katd v foopdda 16 Eafov
Oepancio dSicwong (tpomomoinon g Tponyovuevng Bepaneiag). Ot acbeveig mov AduPavav Taltz
Q2W 1 Q4W e&akorovdnoav va Aappdvovy tn 66com tov Taltz mov tovg giye amodobel apyikd. Ot
aoBeveig mov Adufovoy adoAUOVUAUTN 1) EIKOVIKO QAPILOKO TUYOOTOONKOY €K VEOL GE OvVaAOYid
1:1 og Taltz Q2W 1} Q4W katd tnv gfoopdda 16 1 24 pe Baon TV KOTAGTACT AVTUTOKPIGTG TOVG.
243 acbeveic oOMOKANP®GOV TNV TEPI0S0 EMEKTAOTS TOV 3 €MV 6T0 Taltz.

> Merém Yopracikng Apbpitidag 2 (SPIRIT-P2) evtdaybnkav acOeveic mov giyav mponyovuévamg
AGBet Oepameia pe évav avti-TNF moapdyovta kot diékoyav tov avti-TNF tapdyovio Aoym gite
EMenyng amoterecpotikotntog eite Svoaveéiog (acbeveic avti-TNF-IR). Ot acbeveig
TuyotomomOnkay vo Adfouvv gucoviko edpuaixo, Taltz 80 mg pio popd kdbe 2 efdondadec (Q2W) 1

80 mg pio opd kabe 4 efdouddeg (Q4W). Kai ta 600 oynuata tov Taltz mepiidpfavay d6om
évapéng 160 mg. To 56% kot 10 35% TV 0acbevav eiyav eLEAVIGEL AVETOPKT OVTOTOKPIoT o€ 1 avTl-
TNF mapdyovta 1 2 avit-TNF napdyovteg, avtiotorya. Xtn perlétn SPIRIT-P2 a&oioyntnkay

363 acbeveig, amod tovg omoiovg 41% AauPavay tavtdypova MTX ce uéon efdouadiaio doon 16,1 mg.
Xe 73,2% tov acbevadv mov Adpupavay tavtoypova MTX, n 06on frav 15 mg 1 peyolotepn. Acbeveig
LLE AVETOPKT ovTamokpion katd v efdopdda 16 érafav Bepaneia didowong (tpomonoinon g
nponyovuevng Bepomeiog). Ot acBeveic mov AdpuPovay Taltz Q2W 11 Q4W e&axolovOncay va
Aappdavovv tn 660om tov Taltz Tov Tovg giye 600el apyicd. Ot acbeveic mov AdpuPfovay EIKoViKO
@appako tuyoonomOnkav ek véov o avoroyia 1:1 oe Taltz Q2W 1 Q4W katd tnv efdopdda 16 1
24 pe Baon v Katdotaor avianokpiong Tovs. 168 acheveig ohokAnpwaoay Ty mepiodo EMEKTACTG
tov 3 gtov oto Taltz.

2Nueion Kou COUTTOUOATO.
H Ogpancio pe Taltz elye w¢ amotéleopua onuUavTiky PEATIOON GTIC TAPAUETPOVS EVEPYOTNTAG TG
VOGOV Gg GUYKPLOT LE TO EIKOVIKO (ApLaKko Katd tnv efdopdda 24 (BA. [Tivaxa 10).

Mivakog 10.  Agdopéva amoterespotikotTnTe 671G peréteg SPIRIT-P1 kot SPIRIT-P2 kotd v

epoopada 24
SPIRIT-P1 SPIRIT-P2
Kotoinkrucd Awpopd ard Awpopd arnd
Inueio TO EIKOVIKO TO EIKOVIKO
PapLAKO OC PapLaKO OC
Tpog 10 TPOG TO
TOGOGTO TOGOGTO
OVTOTOKPIONG OVTOTOKPIONG
(95% CI) (95% CI)
PBO Taltz Taltz ADA | Taltz | Taltz | PBO Taltz Taltz | Taltz | Taltz
N= Q4W | Q2w (N= | Q4W | Q2W | (N= Q4W | Q2W | Q4W | Q2w
106) (N= (N= 101) 118) N= (N=
107) 103) 122) 123)
Avtanékpion ACR 20, n (%)
epo. 24 32 62 64 58 (ﬁ’g (31 ;? 23 65 59 é;’i (?;?
(30,2) | (57,9) | (62,1) | (57.4) 40.6) | 44.8) (19,5) | (53,3) | (48,0) 452y | 39.8)"
Avtanokpion ACR 50, n (%)
opo-24 16 43 48 39 (ﬁjé (31;2 6G.1) | B 41 (3(())’?5 (213%
(15,1) | (40,2) | (46,6) | (38,6) 36.6)" | 43.3) (35,2) | (33,3 39,5y | 37.5)
Avtanokpion ACR 70, n (%)
opo-24 67 | 2 33 26 (187’67 (2123 0 27 15 (2131’;% (162 112
(23,4) | (34,0) | (25,7 26.8)" | 38.5)" 22,1) | (12,2) 29,5y | 18,0y
EAapotn gvepyotnto vooov (MDA) n (%)
epo-24 16 32 42 32 (134 %8 (21273) 434y | 8 29 (21273 (21(2)’%)
(15.1) | (299 | (408) | GLN) | 55| 374y @7.9) | 23.6) | 3317 | 2.4y
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Avtandkpion ACR 50 ko PASI 100 og ac60gveic pe yoproocwki) tpocsPoir] tov déppatog >3% tov BSA
Kot TNV £i6000 otn perétn, n (%)
epd. 24 71 19

(28,8) | (32,2)

27,3 | 30,7
9(13,2)| (16,5, | (18,4, | 0(0,0) (8,6, | (6,3,
38,1y | 43,0)° 26,7)" | 23,1y
2vvrouoypoapies: ACR 20/50/70 = wocoaro aviomoxpions 20%/50%/70% coupwva pe to Augpirovino
KoAéyio Pevuoroloyias, ADA = adatyovudumy, BSA = eufoodo empaveiog owuarog, CI = didarnuo.
eumiotoovvns, Q4W = Taltz 80 mg kdbe 4 efooudcocs, Q2W = Taltz 80 mg kobe 2 gfooudde,

N = op1Buog acbevarv arov minbvouo oveivong, n = apifuog acbevarv atny Kabopiouevy Katnyopia,
NRI = amodoon yopoxtnpiouod un avramoxpifévrog aclevois, PASI 100 = feltiwon xaze 100% otov
oeixtn Extaons kot cofapotntag e wwploons, PBO = sikovixo papuaxo.

2nueiwon: ot aobeveic mov Elofav Oepameia diaowong kata v gfdoudoa 16 n diékoway ) Ocpameio 1
o€V glyow TANpn dedouévo, BecwpnBnroy un aviamokplOevieg aobeveic yio Ti¢ avoldoeis e efOoUGONS
24.

Ta ovyyopnyodueva cDMARD repidopfovayv MTX, Aeplovvouion ko covlpocolaliv.

12 10 17,6 | 14,7

1(1,5) 17,6) | (14,7)

o p<0,05, B p<0,01,7 p<0,001 o cdyKkpLoN pE TO E1KOVIKD PEpPLOKO.

Y100¢ aoBeveig pe Tpovimapyovsa daktuditida 1 evlecitida, 1 Bepameia pe Taltz Q4W odnynoe oe
BeAtimon ¢ dakTuAitidog Kot TG evOesitidag katd TV efdouddn 24 6e GUYKPIOTN LE TO EIKOVIKO
oappaxo (vmoympnon: 78% Evavtt 24%, p < 0,001 ko 39% évavtt 21%, p < 0,01, avtictoryw).

>1ovg aoBeveig pe mpocsfoin > 3% tov BSA, n Bektiooon g kaBapong Tov SEPUATOG KAT TNV
eBoopdda 12, dmwg a&roroyeiton pe Baon Pertioon katd 75% tov Agiktn 'Extaong kot ZoPapdtnrag
g Yopiaong (PASI 75), rav 67% (94/141) yia exeivoug mov Adppavav Bepaneio pe 10 0060L0yKO
oynua Q4W kot 9% (12/134) yia ekeivoug mov Aappavay Bepancio pe eucovikd edpuaxo (p < 0,001).
H avaioyio tov acBevav mov métuyav avtamdkpion PASI 75, PASI 90 kot PASI 100 katd tnv
gPdoudda 24 Ntav peyorvtepn pe to Taltz Q4W ce obykpion pe 1o eikovikd edppoko (p < 0,001).
2100¢ 000evelg e cuVLTTaPYOLGO PETPLO E®G GoPapn YmpiaoT Kol yoplacikn apbpitida, To
docoroyikd oyfua Taltz Q2W enédeiée onuoviikd vynAdtepo tocootd aviandkpiong PASI 75, PASI
90 kot PASI 100 og cOykpion pe 1o giovikd eappako (p < 0,001) kot mapovcicce KAVIKO GNUOVTIKO
OPELOG £VOVTL TOL H0GOAOYIKOV oynuatog Q4W.

O avtarokpicelg ot Oepaneia pe to Taltz Nrav onpavtikd VYNAOTEPES GE GVYKPLON e EKEIVES LLE TO
EIKOVIKO PapLoKo, NN amd v efdoudda 1 yio v avtamokpion ACR 20, and v gfdopdada 4 yio
v avtandkpion ACR 50 kot amd v efdopdda 8 yio v avtondkpion ACR 70, evéd dtutnpnnkay
€m¢ kot v eRdoudda 24. Ta aroteléopata datnpndnikay Emg kot 3 ypovia yio Tovg aceveic o
TOPEUEIVOY OTN LEAETN.
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Ewéva 4. Avramokpion ACR 20 ot perétn SPIRIT-P1 o€ cuvdptnon pe tov (povo £mg
Kot v €foopdada 24

Elkoviké (N=106})

100 1 _m--gpdppako  —O—AAA (N=101}) —&—IZE Q4 (N=107) —e— IZE Q2 (N=103)

90 -

AvranokpBevreg ACR20, %

0 2 4 & 8 10 12 14 16 18 20 22 24

ERSopGda Bepancicg

Téc0 yio. 1o Taltz Q2W 600 ko1 yia 1o Taltz Q4W: B p<0,01 kea ¥ p<0,001 oe obyrpion ue o0 e1KoVIKS
QOPUOKO.

>11c peréteg SPIRIT-P1 ko SPIRIT-P2, mopatnpnnkav mapdpoteg avramokpicelg ACR 20/50/70
o6Ttovg aoBeveic e yoplaocikn apbpitida, aveEdptnra amd To KaTd TOGoV AdUovay TauTdyYpova
cDMARD, cvuneptrappovouévng g Bepanciog pe MTX, i1 6x1.

>11c peréteg SPIRIT-P1 ko SPIRIT-P2, xotoadeiyOnkay PeAtiddcelg o€ OAEC TIC GUVIGTOGES TOV
Babuoroyiwv ACR, coumepirapfavouévng e a&loldynong tov movov ond toug acbeveic. Katd tnv
gBdoudda 24, 10 TOGOGTO TV 0CHEVAOV OV ELYOV EMTUYEL OVTOTOKPIOT] LE BACT) TOL TPOTOTOUNUEVOL
Kpimpua Avtandkpiong Yoplacikng ApOpitidag (PSARC) tav peyordtepo otoug acbeveig mov
Adppavay Oepameia pe Taltz o€ GUykpion pe ekeivoug Tov AAuUPavay EIKOVIKO QAPILOKO.

> perétn SPIRIT-P1, n anotedeopatikotnta dtatnpronke £oc Kot v efoopdda 52, 6mwg
a&loroynOnke pe Paon v avramodxpion ACR 20/50/70, tmy MDA, v vmoympnon tng evbecitidag,
TNV VTOYOPNGN TNG SAKTLMTISNG Kot T T0600Td avTomdkpiong PASI 75/90/100.

H amoteleouatikdmra kot  acpdieio tov Taltz amodeiydnkov aveédptnto and v niikia, To eOAO,
TN PLAN, TN J1dPKELD TNG VOGO, TO UPYIKO COUTIKO BApog, TV apykn yopioon SEPLOTOC, TO ApyIKA
enineda CRP, tov apykd deiktn DAS28-CRP, t cuyyopiynon KopTikooTEPOESHOY KOl TNV
wpornyovpevn Bepamneia pe froroywd napdyovta. To Taltz frov amotedespotikd oe acbeveig mov dev
glyav Mapel tponyovuévog Bepaneia pe Proloyikd mopdyova, 6€ acbeveic mov elyav TpoNyoLUEVOG
extebel og Proloyikd mopayovta kol og acOeveic 6Tovg omoiovg M Oepameia e froAoyikong
TOPAYOVTES ElYE AMOTOYEL

> perétn SPIRIT-P1, 63 acbeveic olokinpmacav 3 ypovia Oepomeiog pe i&ekilovudunn Q4W.
Meta&d tov 107 acbevav mov toyatomomOnkay og Eexioopaunn Q4W (avdivon NRI otov ITT
TnBuopo), 54 acbeveic (50 %), 41 acBeveig (38 %), 29 acbeveig (27 %) ko 36 acbeveig (34 %)
mapatnpnOnke 61t elyov avramdkpion ACR20, ACRS50, ACR70 kar MDA, avtictoyo, tnv
gfdoudda 156.

> peiét SPIRIT-P2, 70 acbeveic olorinpmcav 3 ypovia Oepomeiog pe i&exilovudunn Q4W.
Meta&d Tov 122 acfevav mov tuyaomomdnkav og i&ekilovpdpnn Q4W (avdivon NRI otov ITT
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mAnBucpo), 56 acbeveic (46 %), 39 acbeveis (32 %), 24 acbeveig (20 %) kot 33 (27 %) mapatnpndnke

ot etyav avtandxkpion ACR20, ACR50, ACR70 kan MDA, avtictotya, tnv efoopdada 156.

AxTtivoloyikn avrtamokpion
2 perétn SPIRIT-P1, n avactodn] tng e€EMENG TG doukng PAAPNC a&toAoynOnKe aKTIVOAOYIKA
KoL EKPPACTNKE MG M LETAPOATN GtV TpoTomotnpéVN cuvoAlkn Babpoioyio Sharp (mTSS) ko tig
oLVIOTAOoEG NG, 1| Babpoioyia Awappwonc (ES) ko n fabporoyio Ztéveoong tov Mecdpbpiov
Awotipatog (JSN) otig efdopddec 24 kai 52, oe cuykpion pe v €icodo otn perétn. Ta dedouéva
g gfdopadag 24 mapovoidlovraol otov [ivaka 11.

Hivaxacg 11

Merafoin oty Tpomomomuévy Xovolkn Babpoioyio Sharp otn perétn

SPIRIT-P1
Awpopd amd 10 E1KOVIKO
pdapuaxo (95% CI)
PBO Taltz Q4W | Taltz Q2W ADA Taltz Q4W | Taltz Q2W
(N=106) | (N=107) (N=103) | (N=101)
Méon tun Badporoyiog , ,
15,9 A A
xaxt Ty sicodo om {176 (2862) | 192 (32.68) | 1522886) | "0 | Z" 8’581, . Z" S’fl,
ughén (SD) ) papuoyn (pappoyn
L o3 | 0B | 0@
o epSodda 24, LSM 0,51 (0,092) | 0,18 (0,090) | 0,09 (0,091) (0,093) (-0,57.- (-0,66,-
(SE) 0,09) 0,19)

2vvrouoypogics: ADA = adotipovucunn, CI = didotnua eumotoovovns, Q4W = Taltz 80 mg ke 4
gfoouaoes, Q2W = Taltz 80 mg xobe 2 gfooudieg, LSM = uéon tyun eloyiotwv tetpoywvay, N =
ap18uog acbevav arov mAnbvouo avalvons, PBO = eikoviko papuoxo, SE = tomxo opdlua, SD =
TOTTIKY] OTOKALOT.

B p<0,01,7 p<0,001 o cbyrpion e 0 €1KOVIKG PhpuaKO.

H aktivoloykn e£EMEN g PAGPNS otic apBpdoelg aveotdAn pe to Taltz (ITivaxog 11) katd v
gfoopdda 24 kot 10 T0c06TO TV 0GBeVAOY YWPic akTvoAoyikn €EEMEN T¢ PAAPNC TV apbpdoewv
(opileton ¢ petafoin e mTSS < 0,5 amd v €i0000 TN PHEAETN) OO TNV TLYALOTOINCT £WG TNV
gpdoudoa 24 Ntav 94,8% yia to Taltz Q2W (p < 0,001), 89,0% vyia to Taltz Q4W (p = 0,026), 95,8%
vy v adaipovpdunn (p < 0,001) 6da oe cdykpion pe 77,4% yia to wkovikd edpuaxo. Katd tnv
gfoopdda 52, n péon petaforn amd v gicodo otn pedétn otnv mTSS frav 0,27 yua 10 g1KoviKd
oapuoko / Taltz Q4W, 0,54 ywo 1o Taltz Q4W / Taltz Q4W xou 0,32 yio v adaiipovpdunn/Taltz
Q4W. To m0c0oo16 060svav ywpig aktvoloykn e£EMEN g PAEPNS oTig apBpdoels amd v
TuYooToinon €mg TNV gfdopdda 52 frav 90,9% yo to eikovikd eappako / Taltz Q4W, 85,6% yio 0
Taltz Q4W / Taltz Q4W ko 89,4% yia tnv adolpovpdunn / Taltz Q4W. O acBeveic dev giyav kopio
dopkn e&EMEN amd v €icodo ot perén (opiletar mg mTSS<0,5) otovg Bpayioveg Bepameiog g
e&ng: Ewovikd pappaxo/Taltz Q4W 81,5 % (N =22/27), Taltz Q4W/Taltz Q4W 73,6 % (N = 53/72),
Kot adoApovpaunn/Taltz Q4W 88,2 % (N = 30/34).

Aetrovpyicotnro kor oyeti{ouevn ue v vyeia woiotyTo, (wng

Toco ot pedétn SPIRIT-P1 6c0 ko ™ peAétn SPIRIT-P2, o1 acBeveig mov Adpfovav Bepameio pe
Taltz Q2W (p < 0,001) kot Q4W (p < 0,001) gppdvicav onuavtiky eAtioon g AElTovpykoOTNTog
o€ GVYKPLoT UE Toug acbeveig mov AdpPavav Bepomeia pe KOVIKO papuako, dnwmg a&loloyndnke
péowm tov Agiktn Avannpiog tov Epotpatoroyiov A&oidynong Yyeiag (HAQ-DI) katd v
gfoouada 24, n onoia datnpndnke kotd tnv fdopndada 52 otn uerétn SPIRIT-P1.

Ot aoBeveic mov AauPavay Oepaneia pe Taltz avépepav Bedtimon g mordtnrag Long, dmwg
petpiétan péow g Padporoyiog e Zovoyng ZOUATIKNG ZVUVIGTOCHS TOV LVVOTTIKOD
Epomuatoroyiov Yyeiog 36 Epotioemv (SF-36 PCS) (p < 0,001). Kotadsiytnke eniong Peiticoon
oTNV KOTWOoT|, OTeg a&loroynonke péom tov Babpoloyiov tng aptOunTikng KMpokag a&toAdynong
(NRS) ¢ coPapdtntog g kémwong (p < 0,001).
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Aueoo, ovykprTiKy LEAETH QaoNS 4, UETA THY KDKAOQYOPI TOD TPOIOVTOS

H amoteleopatikomta Kot n acpdieio Tov Taltz diepeuviOniay o pio ToAVKEVTPIKN,
TUYOLOTOMUEVT], AVOLYTOD GYEOIAGLOD, TVPAN Yia TOV a&loAoyNTY], TOPAAANA®Y OUAd®V PHEAETN
(SPIRIT-H2H) o€ ovykpion pe v adaitpovudunn (ADA), e 566 acBeveig e yopracikn apbpitida
o1 omoiot dev elyav AdPel Tporyouévac FLoAoyiKd TPOTOTONTIKA TNG VOGOL OVTIPPEVLATIKA
oappaxa (bDMARD). ‘Eywve daotpopdtoon tov aclevov katd tnv Evapén g LeAétng pe Pacn v
tavtoypovn ypnon cDMARD kot tnv mapovsio pérpiag Eoc soPapnc yopiaong (PASI>12, BSA>10
ot SPGA>3).

To Taltz tav avdtepo g ADA 610 TpmTedov KATOANKTIKO ONUEID TNG HEAETNG: TOVTOYPOVN
enitevén avtandkpiong oto ACR 50 ko otov deiktn PASI 100 v efdopdda 24 (Taltz 36,0% Evavtt
ADA 27,9%, p = 0,036, dueotnpa gpmoetoovvig 95% [0,5%, 15,8%]). To Taltz £dei&e emiong un
KatotepoTnTa (Tpokabopiopévo teplidpio -12%) oe ouykpion pe v ADA oto ACR 50 (avéivon
ITT: Taltz 50,5% évovtt ADA 46,6%, dwapopd 3,9% évavtt ADA, didotnpa gumietosuvng 95% [-
4,3%, 12,1%], avéaivon PPS Taltz: 52,3%, ADA: 53,1%, dwagopd: -0,8% [CI: -10,3%, 8,7%]) ka1
avatepdtnTa otov deiktn PASI 100 v gfdoudda 24 (60,1% ue Taltz évavtt 46,6% pe ADA, p =
0,001), ta omoio Tav Ta kKHpLa devtepevovTa KoTaAnKkTikd onpeio e perétne. Tnv efdopdda 52 éva
VYNAOTEPO TOG00TO acbevav ov Elafav Oegpancia pe Taltz évavit ADA wétuye tavtdypova ACRS0
ot PAST 100 [39 % (111/283) évavtt 26 % (74/283)] xar PASI 100 [64 % (182/283) évavti 41 %
(117/283)]. H Oepamneia pe Taltz kor ADA odynoe oe napduoleg avtanokpioels yio 1o ACRS0

[49.8 % (141/283) évavti 49,8 % (141/283)]. O avtamokpioceig oto Taltz nrav cvveneic 6tav
ypMoLoTomonke og povobepameio 1 pe TantdyYpovn YpNon uebotpeéatng.

Ewova 5. [pwrtedov katainkTikd onpeio (tavtédypovn avrarokpion ACR S0 & PASI 100)
Kol KOUpLo, dgutepevovta kotoinkTikd onpeio (ACR 50, PASI 100) mtocootd avramdékpiong
gpoopdda 0 - 24 [winOvopég ITT, NRIJ**

100 @ ACR 50 & PASI 100: ADA {N=283)  E==JACR 50 & PASI 100: TALTZ (N=283)
+vd+ ACR 50: ADA {N=283) =& <ACR 50: TALTZ (N=283)
== PAS| 100: ADA {N=283] —@=PAS| 100: TALTZ [N=283}
80 -

Nooooto Avtandkpuong (%)

0 4 8 12 16 24
EpSopdda

*p<.01vs. ADA; Tp<.05 vs. ADA.

** Taltz 160 mg v gfdouacda 0, ot ovveyera 80 mg kabe 2 gfdouddes uéypt v gfdouddo. 12 kou oty
ovvéyeio kabe 4 efdouddes yio aobeveis ue petpia Ews cofopn wwpioon kora thdxag 1 160 mg v
gfooudoo 0, atn ovvéyeio 80 mg kabe 4 efdouades yio allovg aobeveig, ADA 80 mg v efdouddo. 0,
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oty ovvéyeia 40 mg kabe 2 gfdoudcoes ano v gfoouada 1 yio 000eveic ue uétpio. éws oofapn wwpioon
Kot whakog 17 40 mg v gfidoudoon 0, oty ovvéyeia 40 mg ke 2 gfdouaciss yio dAlovg aobeveic.

To emimedo onuUaVTIKOTHTOS TOPATYEONKE HOVO VIO, TO KOTOANKTIKO GHUELO TO OTOL0 HTOW
rpoxabopiouévo ko eCetdotnke ue EAEYY0 TOALOTAOTHTAG.

Alovikn omovoviapOpitida

ToTaltz agloloynOnke oe cuvohikad 960 evnAikovg acBeveig pe aovikn omovovAapOpitida oe Tpelg
TUYOLOTIOUNUEVEG, EAEYYOUEVEG LLE EIKOVIKO QAPLOKO HEAETEG (dVO € aKTIVOYPaPIKE emBefatmpévn
Kot pio og pn aktvoypaetkd emPefoiopévn afovikn orovoviapbpitidn).

Axtivoypagixd emfBeBoacwuévn aloviky orovovlapOpitida

To Taltz a&loloynOnke cuvolikd oe 657 acheveic oe 600 TVYAOTONUEVES, SITAG TVPAEG, EAEYYOUEVES
pe ewovikd eapuaxo peréteg (COAST-V kar COAST-W) g evnikovg acBeveic ol omoiot elyav
gvepyd vOGo, 0mtmg opileton pe Paon to Agiktn Evepyotntog Aykviomomntikng XrovovAitidoc Bath
(BASDALI) >4 xou BaBporoyla os@uaryiog >4 og pia apBuntik) kiipoxa a&loldynong mapd t Anyn
Oepameiog e un oTEPOELD OVTIPAEYLOVOOIN Qapuoka (MZAD). Katd v évapén kot Tmv 600
UeAETOV, o1 acbeveic elyav copnTOUHOTO Y1 £va LEGO YPOVIKO dldotnua 17 etdv (314EC0 ¥POVIKO
dwomua 16 etov). Katd v évapén tov peretdv, mepinov 1o 32% tov acbevav Aappavay
tavtoypova Bepaneia pe Eva cDMARD.

H perétn COAST-V a&loroynoe 341 acBeveic mov dev elyav AaPet Proroyikodg mapdyovieg 6To
apeBov, ot onoiot Adupavav gite Oepamneia pe Taltz 80 mg 1 160 mg v efdoudda 0,
akolovBovuevn and 80 mg kdbe 2 gfdopadec (Q2W) N 4 efdouddeg (Q4W), N 1e AdOALOVUAUTT
40 mg ke 2 efdoudoeg, N ue ekoviko edpuaxo. Ot acbeveic mov Adpupavay EKoviKO QapUaKo
TuyotomomOnkay ek véov tnv efdopdda 16 yuo va Aappdvouvv Taltz (apywkn 66on 160 mg,
axorovBovpevn amd 80 mg Q2W 1 Q4W). Ot acBevelg mov AdpPoavay adaAilovpdpmn
ToyotomomOnkay gk véov tnv efdoudda 16 yuo va Aaupdavouvv Taltz (80 mg Q2W 1 Q4W).

H perémn COAST-W a&ohoynoe 316 acBevelg mov giyav AaPet oto maperdov 1 M 2 avactoreic TNF
(10 90% tv acbevav glyav eppavicel avenapkn avtamokpion kot 1o 10% eiyov dvcavetio otovg
avactoAeig TNF). Oiot ot acBeveic Adupavay Oepaneio pe Taltz 80 1 160 mg v gfdoudda 0,
akolovBovpevn and 80 mg Q2W 1 Q4W, 1 pe ewovikd apuakxo. Ot acBeveic mov Aapupavay
EIKOVIKO PAPUOKO TuYotoTomOnKay ek véou tnv gfdopdda 16 yio va Aapupdvovv Taltz (apykn d6om
160 mg, axolovBoduevn amd 80 mg Q2W 1 Q4W).

To mpwtevov KaTaAnKTIKO onelo Kot oTig 600 PEAETEG TAY TO TOGOGTO TV 0G0EVMV TOL
gmttuyydvouy avtondkpion ASAS40 (Aebvig Etapeio A&loddynong ZmovoviapOpitidag 40) v
eBdopdda 16.

Kiwvikn ovtamorpion

Kot otic dvo peréteg, ot acbeveig mov Aaupavoy Oepomeio pe Taltz 80 mg Q2W 1 80 mg Q4W
mapovsiacay peyordtepeg fertinoels otig avramokpioelc ASAS40 kot ASAS20 og Guykpion LE TO
€IKOVIKO pdppoko TNy gfdopdda 16 (IMivakag 12). O avtomokpicelg oy TapoOproleg 6Tovg aobeveic
ave&aptnta and Tig cuyyopryovueveg Oepameieg. X pehétn COAST-W, avtamokpicelg
mapoTnphOnkay aveEdptnta and tov apdud tponyoduevov avactoréwv TNEF.
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Mivakog 12.  Agdopéva amoteieopotikoOT)Tog 611G peréteg COAST-V ko COAST-W katd
™myv gfooudoa 16

Merétn COAST-V, ao0eveic mov dev eiyav Adper oto | Merétn COAST-W, ao0eveic mov
naperOOv Proroyikovc Tapdyovreg giyoav Lafer oto wapehdov
avactoreic TNF
Taltz Ewcoviko Aw@opd | Adahpovpdpnn Taltz Ewcoviko Awgopa
80 mg | @dappoxo omo To 40 mg 80 mg | @appoxo oo To
Q4w (N=87) EIKOVIKO Q2w Q4w (N=104) EIKOVIKO
(N=81) PapROKO® (N=90) (N=114) PaPUAKO®
Avtandkpion 52 35 24,0 (9,3, 53 (58,9%) 55 31 18,4 (5,7,
ASAS20%, n (%), NRI | (64,2%) | (40,2%) 38,6)" (48,2%) | (29,8%) 31,H)"
Avtoamokpion 39 16 29,8 (16,2, 32 (35,6%) 29 13 12,9 (2,7,
ASAS40P7, n (%), (48,1%) | (18,4%) 43,3)™" (25,4%) | (12,5%) 23.2)"
NRI
ASDAS
Metofoin omd v -1,4 -0,5 -1,0 (-1,3, - -1,3%** -1,2 -0,1 -1,1(-1,3, -
Evapén g pekéng 0,7) *** 0,8) ***
Evapén perétng 3,7 3,9 3,7 4,2 4,1
BoOpoioyio BASDAI
Metafoin and v -2,9 -1,4 -1,5 (-2,1, - -2, 5kH* -2,2 -0,9 -1,2 (-1,8, -
évapén g Herémg 0,9)%** 0,7) ***
Evapén uedétng 6,87 6,87 6,77 7.5 7.3
SPARCC Imovdvlknc Zthing otnv MRI®
Metofoin omd v -11,0 -1,5 -9,5 (-12,6, -11,6%%* -3,0 3.3 -6,3 (-10,0,
évapén g pHerémg -60,4)*** -2,5) **
Evopén peAétng 14,5 158 20,0 83 6,4
BASDAI50¢ n (%), 34 15 24,7 (11,4, 29 (32,2%)* 25 10 12,3 (2,8,
NRI (42,0%) | (17,2%) 38, 1)*** (21,9%)° | (9,6%)° 21,8)*
ASDAS <2,1, n (%) 35 11 30,6 (17,7, | 34 (37,8%)***n 20 5 (4,8%) 12,7 (4,6,
(xopmAn evepydtnta (43,2%)" | (12,6%)" | 43,4) *** (17,5%) 20,8) **
vocov), NRI
ASDAS <1,3, n (%) 13 2 (2,3%) 13,8 (5,2, 14 (15,6%)** 4 1(1,0%) | 2,5(-1,3,
(avevepyn vocog), (16,0%) 22,3) ** (3,5%)’ 6,4)
NRI
ASAS HI®
Metofoin omd v 2,4 -1,3 -1,1 (2,0, - -2,3% -1,9 -0,9 -1,0 (-1,9, -
Evapén g peéng 0,3) * 0,1)*
Evopln perétng 7.5 8,1 82 10,0 9.0
SF-36 PCS
Metafoin and v 7,7 3,6 4,1 (1,9, 6,9%* 6,6 1,4 5,2 (3,0,
£vopén g peAETNG 6,2) *H* 7,4)
Evopln uerétng 34,0 32,0 33,5 27,5 30,6 *kk

2vvrouoypopies: N = apiOuos acevarv otov minBoouo ue IpoBeon Ocporeiog, NRI = Awddoon
Xopaxtypiouod un Avioroxpifévros Aabevois. Or aobeveis ue elleimovio dedoueva koTouetpnOnroy
W¢ 1N avTamokpiOEVTeg.

ASAS HI = Agiktyg Yyeiag Aiefvoig Etaipeiog Acioloynong ZrovovlopOpitioas, ASDAS = BaBuoloyia
Evepyotnrac Ayxvlomomtixns Zrovoviitidas, BASDAI = Acixtyg Evepyotntag Aykvlomomntikng
Zrovovditidag Bath, CFB = uetafolrs ¢ uéong tiunc elayiotwy tetpayovwy amd mv evopln e
ueAétnc koxa v gfdoudoo 16, SPARCC Zrovoviixne Zthiing oty MRI = Kavadixy Epsovntikin
Kowompolio yio tn ZmovovdapOpitida, A&ioAdynon Zrovoviixns Zning oty Areikovion Mayvntikod
Zovroviouod (kAipoxo 23 d10xk00movovlik@y Hovadwy)

* Tyv gfoouacda 0, or acBeveic aufavoy Taltz 80 mg 1 160 mg.

Avramorpion ASAS20 opileron we fettiowoon >20% kou pio amoivty Peltiowon arxo vy Evopln s
uelétne =1 povado (ebpog 0 éwg 10) oe >3 omd 4 medio (Zvvoiixn Extiunon tov Acbevovg, Ayog
Zroviovdixng 2thing, Agitovpyicotnta kou Pleyuovy) kar omovoia emdeivwons >20% kot

>] povadog (ebpog 0 éwg 10) oto evamoueivay medio. Aviamorpion ASAS40 opileton we feitiowoon
>40% xou pio omolvty Peiticoon >2 povadeg oe >3 omo 4 medio ywpic omoLadnToTE EMSEIVWON 0TO
EVaTOUETVOY TEdI0.

7 Hpwtedov katoAnKTiko onuelo.

O1 ap18uoi twv acBevav ITT e dedouévo, MRI kowa. tv évopln ¢ ueAétng sivar o1 axdiovBor:
MeAétn COAST-V: Taltz: n = 81, Eix. papuoxo: n = 82, Adalyovucuny: n=385. Melétn COAST-
W: Taltz: n = 58, Ew. papuorxo: n =51
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H avtardkpion BASDAIS0 opiotnke wg Perticoon >50% s fabuotoyioc BASDAI amd v évapln
NG UEAETNG.
7 ASAS HI: Aeixtng Yyeiag AieBvoig Eroupeiogs Aciodoynong ZmovoviopOpitidog (ASAS HI) oe ola to.
media.

O Tiuég mov avapépovtal ovtiaroLyody ge ekatootiaio. (%) oiopopa (95% CI) yia tig katnyopixég
uetafintés kou oe oropopa LSM (95% CI) yio. tig ovveyeis uetofintés.
Post hoc avddvan, ywpis diopOwon rollariotyrag.
IlporoBopiouévny arla ywpic mepiopiood TollomAoTnTag.
* p<0,05, ** p<0,01, *** p<0,001 oc cdyKpioN LUE TO EKOVIKO PAPUAKO.

n
0

Ymipéov BEATIOGELS OTIG KUPLEG CLUVIGTAOCESG TV KPLTnpiov avtamdkpiong ASAS40 (dAiyog
omovOVAKN G otAng, BASFI, cuvoiikn ektipnon tov acBevoug, Suokapyio) Kot 6€ GAAEG
TOPUUETPOVG EVEPYOTNTOG TNG VOGOV, cupumeptrapfavouévng tng CRP, v gfdopdda 16.

Ewéva 6. IMoc06T6 060evadv Tov TETVY OV avTamokpicels ASAS40 otic perétec COAST-V
kar COAST-W éag v epoopdda 16, NRI”

COAST-V COAST-W

MooooT6 AVIATTOKPIBEVTWYV

Xpovog (Epdopadeg)

4 TALTZ 80 mg Q4W @ AdaMipoupdpmn 40 mg Q2W A EIKoVIKG @dppako

a

O1 aobeveic pe eAdeimovia dedouévo. kataueTpOnroy wg un oviamokpiOéveg.
* p<0,05, ** p<0,01, *** p<0,001 o€ oOyKpION LUE TO EKOVIKO POPUAKO.

[Mopopown avromdkpion g tpog 1o ASAS40 tapatnpndnke otovg acbeveig aveEdptnta omd Ta
eninedo CRP katd v évapén g perémnc, kabag kot tig Babuoroyieg ASDAS kot SPARCC
oTOoVOLAIKNG oTRANG otnv MRI katd v évapén g nerémc. H avtandkpion ASAS40 mapoatnpndnke
aveEdptnTo amd TV NAKio, To GUAO, T1 QLAT, TN JIIPKELN TG VOOV, TO COUATIKO BApog KT TV
&vapén g perétng, tn Pabporoyic BASDAI katd v Evapén tng HEAETNG KOL TNV TPOTYOVUEVT
Broroywkn Bepameia.

Y11c peréteg COAST-V kar COAST-W, 1 amotehespotikdtnta dStotnpnonke €mg kot tnv

gfdoudoa 52, 6mwg a&toroyndnke pe Paon To KotaAnkTikd onueio mov mapovsidovrol atov [livaka
12, copmepriioppavopévev twv mocootdv avtamokpiong ASAS20, ASAS40, ASDAS, BASDAI kot
ASAS HI.

2yeti{Oueves e Ty vyeio ekfaoels

To GAyog 6N omovovMKN GTHAN Topovciace PEATIOON EVAVTL TOV EIKOVIKOD PAPUAKOV 1O 0o TV
gpdoudoa 1, ot onoia datnpnOnke g Ko v efdopdda 16 [Taltz Evavt ekovikod @apudicov:
peAétn COAST-V: -3,2 évavti -1,7, pedétn COAST-W: -2,4 évavti -1,0], n k6mwomn kot 1 6GTOVOLAIKN
KN TIKOTNTO TOPpOoVciacay BEATIOON EVOVTL TOL EIKOVIKOD Qopuakov tnv efoopdda 16. Ot Bedtidoelg
670 GAYOG TNG GTMOVOLAMKNG GTNANG, TNV KOTMGN KoL TNV KIVNTIKOTNTO TG OTOVOLAIKNG GTNANG
Snpnnkay £mg Kot tnv efoopndda 52.
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Mpn axuvoypagike, exifeforwuévy alovikny omovovioplpitida.

To Taltz a&loloynOnke o pio TVYOTOINUEVT), SUTAG TVPAN HEAETN TTOL TEPILAUPaVE pio EAEYOUEV
LE EIKOVIKO pappoKko mepiodo 52 efdouddwv (COAST-X) og 303 evniikovg acbeveig pe evepyd
a&ovikn omovovropOpitida yio TovAdyiotov 3 purvec. Ot acbevelg Empene va £x0VV AVTIKEIUEVIKA
onueio pAeypovng, 6mwg vrodeukvoovtay and avénuéva enineda C-avtidpwcag npwteivng (CRP)
N/kat ieporayovitida 6€ Topoypoeio poyvntikod cuvioviopuov (MRI) kat vo uny £xouv oplotikég
OKTIVOAOYIKEG EvOEi&elg dopkng PAAPNG otig ieporayovies apbpmaoeic. Ot acbeveig eiyav evepyod voco,
omwg opiletar pe Pacn to Agiktn Evepyotntog Aykvlomointiknig EnovovAitidog Bath (BASDAI) >4
Kol GAyoC 6T 6TToVOVALKT 6TNAN >4 og pio ApOuntikr Kiipoka A&ordynong (NRS) ard 1o 0 émg 10
10, Topd ™ ANy Bepameiog pe un otepogldn avtipAeyuovmodr papuake (MEAD). Ot acbeveig
Adppavav Bepaneio pe Taltz gite 80 mg gite 160 mg v gfdopada 0, axorlovBodpevn and 80 mg kdbe
2 gfoopadec (Q2W) 1 80 mg kabe 4 efdouddec (Q4W), N ne eikovikd apuaxo. Ipocapuoyn e
d0oomg /Kt 1 EvapErn GUYXOPNYOOUEV®Y PAPUAKEVTIKOV pappakov (MEAD, cDMARD,
KOPTIKOGTEPOELDT, AVOUAYNTIKA) EMITPETOTAY, EEKIVMDVTAG 0ltd TNV RSoudda 16.

Kotd mv évapén g neréc, ol aobeveig elyav GUUTTOUATO, U1 OKTIVOYPOELKY eTPEPotmUEVNC
axSpA 7w éva péco daotnpa 11 etdv. Ilepinov 10 39% twv acbevav Adppavay tavtdypova
Oepaneia pe éva cDMARD.

To TpwTeEvOV KATAANKTIKO GNUEID NTAV TO TOGOGTO TV AGHEVMOV TOV EMTLYYAVOLY OVTATOKPLION
ASAS40 (Aebvnic Etarpeia A&oddynong ZrovdviapOpitidag 40) v efdopdda 16.

Klvikn avramokpion

YymAodtepa mtocootd achevav mov AduPavay Bepaneio pe Taltz 80 mg Q4W méruyov avtamodxkpion
ASAS40 g cOyKplon e TO EIKOVIKO Pappako Ty gfdopdada 16 (Ilivakag 13). Ot avtonokpicelg frav
TapOpolEG avesaptnto and TIg cLYYopNYoLUEVES Oepameies.

Mivaxkag 13.  Agdopéva amoTelecpnaTIKOTNTOS KOTA TV Efdopnada 16 otn perétn COAST-X,
NRI%P

Taltz 80 mg Q4W" Ewoviko
(N=96) QOOPLUKO Awpopéd a6 To

(N=105) ELIKOVIKO @appraKo”
Avtomoxpion ASAS20°, n 52 (54,2%) 41 (39,0%) 15,1 (1,5, 28,8)*
(%), NRI
Avtamokpion ASAS40%¢, n 34 (35,4%) 20 (19,0%) 16,4 (4,2, 28,5)**
(%), NRI
ASDAS
Metafoin and v Evapén g -1,1 -0,6 -0,5 (-0,8, -0,3) ***
HeAETNG
Evopln uelétng 3,8 3,8
BaOuoroyia BASDAI
Metafoin and v Evapén g -2,2 -1,5 -0,7 (-1,3,-0,1) *
UeAETNG
Evopln uelétng 7,0 7,2
MRI SIJ SPARCC*™®
Metafoin and v Evapén g -3,4 -0,3 -3,1 (4,6, -1,6) ***
HeAETNG
Evopln uelétng 5,1 6,3
ASDAS <2,1, n (%) 26 (27,7%) 13 (12,4%) 15,3 (4,3, 26,3) **
(xapnAn evepydtnTa VOGOL),
NRI
SF-36 PCS
MetofoAin amod v Evapén g 8,1 5,2 2,9 (0,6, 5,1) *
HeAETNG
Evopén uelétng 33,5 32,6
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a Yoveouoypapies: N = opifuog acbevav arov ninboouo ue lpobeon Ocpanciog, NRI = Awodoon
Xopoxrypiouod un Aviamorpifévroc AoBevois. ASDAS = BaBuoloyio Evepyotnrag Aykolomointikng
Zrovoviitidag, BASDAI = Acixtng Evepyotnrag Aykviomomntikng Zrovdvditidog Bath, Metafoln arod
wmv Evapln e uelétns = puetafol tne uEGNs Tiung eEAOYIOT@Y TETPAYDVWY OO THY EVOPEN TS
HeAétnc xaxa v gfdoudoo 16, MRI SIJ SPARCC = Kavadixn Epeovnuikyy Kowvorpalia yia tn
ZrovovdapOpitida, Babuoloyio lepolayoviag ApOpwaong otnv Aneikovion Mayvytikov Zovioviouoo.

P O1 aoOeveic pe eldeimovra Sedouséva korauetpOniay o un aviamoxplOévreg.

7 Tnv gfoouadoa 0, o1 acBeveig érafov Taltz 80 mg n 160 mg.

 Avrarérpion ASAS20 opiletar we Pelticon >20% kou uia anéivty Pelticoon amd v évapéy e
uerétne =1 povada (evpog 0 éwg 10) oe >3 and 4 media (Zvvotiky Extiunon tov Aobevois, AAyog
Zrovoviixng XtnAng, Agitovpyio kou @leyuovy) kot amovoia emoeivwons >20% wor >1 puovadog
(evpog 0 éw¢ 10) oo evamoucivoy medio. Avioroxpion ASAS40 opiletor we Peltiowon >40% rkar uio.
omotvty fertiooon =2 povades o >3 amo 4 wedio ywpic omo1aONTOTE ETOEIVWTN TTO EVATOUEIVOY
wedio.

¢ Hpwtedov katalnktixo onueio v gfooudda 16.

7 Or aprBuoi twv acbevav ITT ue dedouévo. MRI kota v évopln e ueAétns kou v gfdoudcdo. 16
eivau o1 axolovBor: Taltz: n = 85, Eix. pdpuaxo: n = 90.

€ O1 aobBsveic ue gllsimovia dedouévo katouetpiOnray wc un aviamoxpifévrse. To rocootd faciloviai
otov ap1uo aoevav tov mAnBvouod ITT ue ASDAS >2,1 kota v évapln e peAéyg.

T O1 Tiuég mov avapépovrar ovtiaroLyovy oe ekatootiaio. (%) diopopa (95% CI) yia g katnyopixés
uetafintes kot o€ dropopa LSM (95% CI) yio tic ovveyeic uetofinreg.

* p<0,05, ** p<0,01, *** p<0,001 oc cdyKpioN LUE TO EKOVIKO PAPUAKO.

H BeAtioon otig khpieg cuvioTdoeg TV kprtnpiov avtamokpiong ASAS40 (dhyog GToVOLAIKNG
otAng, BASFI, cuvolikn| extiunon tov acbevois, Suokopyin) Kot o€ GALEG TUPOUETPOVS
EVEPYOTNTAG TNG VOGOL NTAV KAMVIKA ONUAVTIKN TNV €Bdopdda 16.

Ewéva 7. IMoc0676 060cvarv Tov TéTVY OV avTamokpion ASAS40 £mg kat Tnv gfoopdada 16

ot peréty COAST-X, NRI*

80~

60~

MooooTé AvTaToKpIOLVTWY

Xpovog (EBdopadec)

4 TALTZ 80 mg Q4W A EIKOVIKG @dppako

a

O1 000¢cveic ue eAeimovio. 0e0oUEVO, KOTOUETPNONKAY (¢ 1N AVTamOKpIOEVTEG.
** p<0,01 oc oDYKPLON UE TO EIKOVIKO POPUOKO.

H anoteleopaticotnta dratnpnonke émg kot tnv gfdopdda 52, dnwg aloloyndnke pe Bdon ta
KATOANKTIKA onpeia wov mapovsialovrol otov [ivoaka 13.
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2yeti{Oueves e TV vyela eKPAoEIS

To GAyog otn omovov KN oTHAN Topovciace BeEATIOON EVAVTL TOV EIKOVIKOD PAPUAKOV 10T 0o TV
gpdopdda 1, n omoia drtnpnnke £wg kon trv ERSopdda 16 [Taltz évavtt eucovikod Qappikov:
perétn COAST-X: -2,4 évavti -1,5]. EmmpocBétwe, nepiocdteporl acheveic mov Elafav Taltz og
GVYKpIoN UE EKEtVOLG TTOV Ehafav EIKOVIKO papLoKo TETVYOV KOAN Katdotaon vyeiag (ASAS HI <5)
v gfdopdda 16 kot v gfdopdda 52.

Maxpoypovio amoteAéouato Alovikng ZmovoviopOpitioos

Ot acBeveic Tov odokAnpwoay pio amod Tig Tpelg eykprtikég perétec COAST-V/W/X (52 gfdouddec)
glyav TN dSuvaTOTNTA GUUUETOYNG OE IOl TUYOOTOINUEVT] KO LOKPOYPOVIOG ETEKTOCTG LEAETN
anocvpong (COAST-Y, pe 350 ko 423 acBeveig eviaypuévoug oto Taltz Q4W ko Q2W, avtictoya).
Meta&d ekeivov mov nétvyxav Vegon 157/773 (20,3 %) (Babporoyio evepydtnTag oyKOAOTOUTIKNG
onovovAitidag [ASDAS] < 1,3 tovAdyiotov pia @opd kot yopig Pabuoroyio ASDAS > 2.1, o11g
ePdopddeg 16 kat 20), 155 acBeveic mov ektédniav oe Taltz £wg 76 efdouddeg Tuyatomombnkay tnv
gpooudoa 24 g perétne COAST-Y (Ewovikd pdppoko, N =53, Taltz Q4W, N = 48 kou Taltz Q2W,
N =54). And avtovg, 148 (95,5 %) ohokinpwcay tnv enickeyn ¢ efdouddag 64 (Eucoviko
eappoxo, N = 50, Taltz Q4W, N =47, Taltz Q2W, N = 51). To npwtedov Katornktkd onpelo frav
TO TOGOGTO TV AGHEVOV GTOV TLYUOTOINUEVO TANOVGLO ATOGVPGTC TOV OEV TOPOVGIOGOV QAEYUOVN
Katd Tic Efdopdoeg 24-64 (cuvdvacpéveg opdodeg Taltz Q2W kot Taltz Q4W évavr eucovicon
oapudxov). Eva onuavtikd peyodvtepo tocootd acbevav (NRI) otig cuvdvacuéveg opddeg Taltz
(83,3 % (85/102), p <0,001) xon Taltz Q4W (83,3 % (40/48), p = 0,003) dev eiyov pAeypovn Tig
gPdoudoeg 24-64 o GOYKPION UE EKEIVOVE TTOL amoydpnoav oo to Taltz oto ewkoviko edpuaxo (54,7
% (29/53)). To Taltz (ka1 o115 600 cvvdvacueveg opddeg Taltz kol otnv opdda Taltz Q4W)
kaBvotépnoe onpavtikd To ypdvo £wg tn eAeypovn (Log Rank Test p <0,001 kou p <0,01, avtictoryo)
o€ ovykplon pe 10 Eikovikd edppoxo.

e aoBeveig mov Ehafav Taltz Q4W cuveymg (N = 157), ot avramokpiceig ASAS40, ASDAS < 2,1 kau
BASDAIS0 dwotnprnkav €mg v efdopdda 116.

Avogomoinon

e o LeAETN o€ VYU ATOUA, JEV EVIOTIGTIKOY OVI|CLYIES OCPAAELNS V1o VO AOPOVOTOLUEVH.
gUPoOMa (TETAVOL Kol TVEVIOVIOKOKKOD), TO, omToio xopnynonkav petd and dvo docelg Eekilovudumng
(160 mg axolovBobuevn amd pia devtepn d6on Twv 80 mg dvo efdopddeg apyotepa). Qotdc0, TA
GTOKELD TOV APOPOVV GTNV CLVOGOTOINGT MTAY AVETOPKT] Y10 VO, 001y |GOVV GE GUUTEPAGLLOTO
GYETIKA UE TNV ETOPKT OVOCOAOYIKT| OTOKPIOT) G€ aVTA T0 EUPOALN PETE TN Yopynor tov Taltz.

Toudwarpikdc TAnOvoudc

O Evponaikdg Opyoviopoc Ooapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGST VIOPOANG TV
amotelecpdtev TV peleT®v pe To Taltz og pia 1| TEPIEGOTEPESG LTOKATIYOPIEG TOV TAUIIIATPLKOD
TAnBvucpov ot Bepaneio TG YoPlooNg KATd TAAKAS Kol TNG WOPLUGIKNG apbpitidag/ afovikng
omovovAapOpitidag (BA. mapdypao 4.2 yio TANPOEOPIEg GYETIKA [LE TNV TALSIATPIKT YPNON).

52 ®@appoxoxivTikEG 1016TNTEG

Amoppognon

Metd pia epdmaé vrodopia doon Eexilovpaunng oe acbeveic pe ympioor, HEGEC HEYIOTEG
GLYKEVTPMOELS EMTEVYONKAY €VTOG 4 £1¢ 7 NUEPDV, G Eva J0G0A0YIKO €0pog 5 ¢ 160 mg. H puéon
(SD) péyiot ovykévipwon 610 TAASHA (Cmax) TG Eekilovpdpumng Hetd and ) 60om Evapéng twv
160 mg ntav 19,9 (8,15) pg/ml.

Metd and ) 060on Evapéng tov 160 mg, otabepn Katdotaon enttedydnke kotd v efdoudda 8 pe 10

docoloykd oynua tov 80 mg Q2W. Ot extunoelg yio ™ HEST (SD) Cuaxss, Ko TN C trough,ss £lvan 21,5
(9,16) pg/ml xon 5,23 (3,19) pg/ml.
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Metd v aAlayn amd 10 docoAoykd oyfua Tov 80 mg Q2W o1o docoroyikd oynua twv 80 mg Q4W
Katd TV gfooudda 12, n otabepn Katdotoon Ba emttvyyavotav petd omd nepinov 10 gfdouddec. Ot
ekTUNoels Yol T HEST (SD) Crnaxss, Kot TN Crrough,ss £lvon 14,6 (6,04) pg/ml won 1,87 (1,30) pg/ml.

H péon Produobeoipdra g &ekilovpdpmng petd and vroddpa yoprynon nrov 54 % £wg 90 % oe
OLEC TIC OVOAVOELG.

Koatavoun

ATO QUPUOKOKIVITIKEG OVOAVGEIS TANOVGLOD, 0 HEGOC GUVOMKOG OYKOG KATAVOUNG 6 oTafepn
Kkatdotoon rav 7,11 L

Bulougtooynuatiopnde

H exilovpdpmn etvar €va povokAmvikd aviicmpa kot avapévetal vo omodopundel o pukpd mentidw
KoL OpvoE€a LEGM KOTAROMKMV 0dMV LE TOV 110 TPOTO LIE EKEIVO TV EVOOYEVDV OVOGOGPULPIVOV.

AmofoAn

2 ®K avdivorn tinbucpod, n péon kdbapon otov opd ftav 0,0161 1/hr. H kdbapon sivor
ave&aptn g doons. O pésog ypovog nuicelag {ong g omoPoAng, OTMG EKTIUATOL aTd TN
QOPUOKOKIVITIKT avdAvor TAnBucpov, eival 13 nuépeg oe acbeveic pe yopiaon kotd TAGKAS.

Tpopmikdno / pun ypoupuKotnTo,

Metd ) yopniynon HEc® VIodOPLaG EvEoNC 6€ Eva 00G0A0YIKO VPG amd 5 £wg 160 mg 1 ékBeon
(AUC) avénbnke avoroyikd.

DoppakokvnTikéc 1010t TEC HETAED TOV EVOEIEE®V

Ot poppokoKivnTiKéG 1010TNTEG ToL Taltz tav mapopoleg petald tov evisiéewmv g Yopiaong Katd
TAGKOG, TNG WYOPLAGIKNG apBpiTidag, TS akTivoypaptkd exiefatwpévne a&ovikng amovoviapdpitidag
KOIL TNG 1N oKTVOYPaeika emBeParopévng a&ovikng omovovAapOpitidoc.

Hiopévol

Am6 tovg 4.204 acbeveig pe yopiaon kotd TAdkog mov Elapav to Taltz 6g KAvikég LEAETEC, CUVOAIKA
301 aocBeveic NTav nhkiog 65 eTdv Kot dve kal 36 acBeveig frav nikiag 75 etov kot dveo. ATd Tovg
1.118 acBeveic pe yopacikn apdpitida mov Erafav Oepaneio pe Taltz oe KAvikég HEAETEC, CLVOAIKA
122 acBeveig frav nhikiag 65 etdv kot ave kot 6 acbeveic nrav nlkiog 75 10V Kol Gvo.

Me Béion ) QapLaKOKIVNTIKY avaAvon TANBLGHOV pe Evay TEPLOPIoUEVO OPLOUO NATKIOUEVEOY
acBevav (n = 94 yuo nAikio > 65 etodv kot n = 12 yuo nAcio > 75 €1dv), n kdOapor 6Tovg
nAkiwpévoug acheveic Kot 6tovg acbeveig nAikiog KAt Tov 65 Tdv NTav TopoUota.

Neoppikn | NwoTikn SuGAELToLPYio,

Agv €yovv TpaypotononOel E101KEG KAMVIKEG QUPUOKOAOYIKEG LEAETEG Y10 TV 0&OAOYNOT) TOV
EMOPAGEMV TNG VEQPIKNG OLOAEITOLPYIOG Kol TNE NTATIKNG duoAertovpyiag otn @K g
Eexiloopaumne. H veppikn kdBapon tov diktov popiov g iEexilovpaunng, evoc IgG
LOVOKAMVIKOD OVTICMOTOG, OVOUEVETAL VO Eivar YounAn Kot nocovog onuaciag. [Tapopoimg, ta IgG
LOVOKA®MVIKA OVTICOUOTO 0TOBAAAOVTOL KOTE KUPLO AOYO HECEH EVOOKVTTOPIKOD KATOPOAICHOD Kot 1
NTATIKN SVGAELTOVPYIQ, 08V AVAUEVETOL VO ETNPEdcEL TV KaOapom g Eekilovudumng.

Toudrorpikde TAnOvoude

O tadroTpikoi acBeveic pe yopiaon (MAwiog 6 £0¢ kdto Tov 18 etdv) AduPavay 1&ekiovpdunn cto
GUVIGTAOUEVO TOLOTPLIKO d0G0A0YIKO oynpa Yo 12 efdopddeg. O acbeveig e copatikd Bapog
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>50 kg ko 25 €wg 50 kg siyav péon = SD katdtarn cvykévipwon otabepnic katdotaong 3,8 £
2,2 ng/ml xou 3,9 + 2,4 ug/ml, avtictorya, v efdouddo 12.

5.3 TIIpoxlvika dgdopéva Y10 TNV d6QIrELd

Ta TpokAivikd dedopéva, eV KOTAOEIKVVOLVY 1310{TEPO KivOLVO Yo TOV AvOpwmo pe Béor peréteg
to&kdTNTaG EMAVOAAUPOVOUEVOV dOGEWYV, 0ELOAOYNCELS PUPUOKOAOYIKNG OPAIAELNG KOL LEAETES
TOEIKOTNTAG GTNV OVOTTAPOYMYIKT TKOVOTNTO KO ovATTUEN.

H yopiynon mg i&exioopdunng o mbxovg cynomolgus yio 39 gfdopddes pe vrodopleg dOGEIS MG
rat 50 mg/kg efdopadiaing dev Tpokaiece ToEkOTNTA GE Opyave 1] OVETIBOUNTEG EMOPACELG 0T
Aertovpyio TOv avocomomTIKOD (7Y, otV e€aptdevn omd to T-KOTTOPO AVTICOUATIKY OTOKPLOT) Kol
ot dpaotnprotnta twv NK kuttdpav). Mia efdopadiaio vrodopia 66on 50 mg/kg oe mbnkovg
oodvvapel pe mepimov 19 popég tn 660m évapéng tov 160 mg tov Taltz kot 6Tovg TONKOLG gixe MG
amotédeopa £kBeon (AUC) mov givarl vynAdtepn katd TovAdyiotov 61 popéc tng TpoPAemOUeEVNC
uéong éxbeonc oe otabepn KaTAoTOON GE AVOPDOTOVE, GTOVE OTOIOVE XOPTYNONKE TO GLVIGTMUEVO
S0GOAOYIKO GO,

Agv &povv deayel mporkAvikég Leéteg Yio TV aE0AIYNOT TOV KAPKIVOYOVOL SUVOULKOD 1] TOV
HETAALAELOYOVOL dLVOUIKOD TNG 1EEKICOVUAUTNG.

Agv Topoatnpnonkoy ETOPAGELS GTO AVOTAPAYOYIKE OPYAVA, TOVS KOKAOVE ELUNVOPPLGING 1) TO
OoTEPUA GE GEEOVAAIKA MPLLOLG TN Kovg cynomolgus mov Edafav Eexilovpdunn yuo 13 efoopnddeg
o€ gfdopadiaio vrodopa 06on S0 mg/kg.

e peréreg to&ikotntog oty avamtuén, 1 Eekilovpudunn katadeiydnke 6Tt S1€pYETUL TOV TAAKOVVTO
KoL 0VIYVEVETOL GTO Ot TOV AOYOVOL YioL MG Kol TNV NAKia Tav 6 pnvav. YynAotepn enintwon
HeTayevVNTIK G Bvnopndtntog tapatnpidnke 6Toug amoyovous ToK®V 6Tovg onoiovg yopnynonke
1Eexillovpaunn o€ GOYKPLoT UE TOVG avTioTotyoug udptupec. To yeyovog owtd oyetioTnke Katd kKHplo
AGYO pe TPO®PO TOKETO 1 TMAPOUEATGN TOL OTOYOVOL OO TN UNTEPQ, GLVION VPN LATO GE LEAETES OF
TPOTEHOVTO EKTOG TOL avBp®OTOL Ko BeprOnke U oxeTlOUEVO KAVIKAL.

6. OAPMAKEYTIKEXZ TIAHPO®OPIEX

6.1 Katdroyog ekdoymv

Zaxyopoln

[ToAvcopPikd 80

"Yowp yia evéoiua

Ydpo&eido tov vatpiov umopet va ypnoomombet yia t phOuon tov pH

6.2 Aocvpparotreg

Agv gpapudletar.

6.3 Awpkera Long

2 ypodvuo.

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

dvidcoete og yoyeio (2 °C émg 8 °C).

Mnv kaToyvyeTe.
DVAAGGETE GTIV OPYLKT] GLCKEVAGI Y10 VO TPOGTUTEVETOL OO TO PG,
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To Taltz pmopel va amodnkevdei extog Woyeiov péypt S nuépeg oe Beppokpacio mov dev Eemepvaet
tovg 30 °C.

6.5 @von Kol GLETATIKA TOV TEPLEKTT

Avdopa 1 ml og cvpryya omd diavyEg yoai Tomov L.

H ovpryya Bpicketan evtog piag ypnong mévag, mov yopnyel pio d6ong.
Xvokevacieg twvl, 2 | 3 TPOYEUICUEVOY CLGKELDOV TOTOV TEVOLC.
Mmnopei va unv KoKAOQPOpOUV OLEG 0L GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KL AALOS YELPLGUOG

O1 0dnyieg xpnong g TEVOG, O 0Toieg TEPIAAUPAvVOVTAL GTO PUAAO 0dNyLdV ¥p1iong, Ba mpénet va
aKoAovOOVVTAL TPOCEKTIKA.

H mpoygpiopévn ocvokevn tonmov mévag mpoopiletor yia pio povo ypnon.

To Taltz dev Oo Tpémet va pNOUOTTOLEITOL EAV VITAPYOVY OPUTE GOUOTIOWN 1| GV TO d1GALUE. Eival
BoL0 1/Kan gud1GKPITA KAPE YPDOUATOG,

To Taltz dev Oo Tpémet va ypnopomoteitol av £yl Koronyvydet.

Kda0e aypnoiponointo eopuokevtiKd mpoidv 1 VIOAEYLUO TPETEL VO ATOPPITTETOL COUPOVO LIE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX

Eli Lilly and Company (Ireland) Limited, Dunderrow, Kinsale, Co. Cork, IpAavéia.

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX
EU/1/15/1085/001
EU/1/15/1085/002
EU/1/15/1085/003
9. HMEPOMHNIA MNPQTHX EI'KPIZHX/ANANEQXHX THX AAEIAX
Hpepounvia mpdtng éykpiong: 25 Ampidiov 2016
Hpepounvia tedevtaiog avavémong: 17 Askepppiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoQopieg Y10 TO TOPOV POPUUKEVTIKO TPOioV gival dS1aBEGIEG GTOV SIKTVAKO TOTO
tov Evponaikod Opyoaviouov Gapudkwv http://www.ema.europa.eu.
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ITAPAPTHMA 11

INAPAXKEYAXTHX THX BIOAOI'IKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTHYX YIIEYOYNOX I'TA THN
AIIOAEXEMEYZXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMIOTEAEXZMATIKH XPHXH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. ITAPAXKEYAXTHX THX BIOAOI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYZH TQN ITAPTIAQN

‘Ovopa kot d1evfuvon Tov TopaokKeLaoT TS BLoAoYIKOS dPpUoTIKNG 0VGTIOC

Eli Lilly Kinsale Limited
Dunderrow

Kinsale

Co. Cork

IpAavdia

‘Ovouo kot d1e06vven Tov TaPUoKELAOTH TOL £ival LITEVOVVOC Yo TNV ATOOELGUEVCT) TOV TOPTIOWV

Eli Lilly Italia S.p.A.

Via Gramsci 731/733
50019 Sesto Fiorentino (FI)
Itoio.

B. OPOI'H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPOidV Yo TO OTTOI0 OmoLTEITAL TEPLOPIGUEVT TPk cuvtayn (PA. mapdptnua L:
[TepiAnym v Xapaktnpiotikedv tov [Ipoidvtog, mapdypoaeoc 4.2)

I'. AAAOI OPOI KAI ATTAITHZEIX THX AAEIAYX KYKAO®QOPIAX
. Ex0£og1g Teprodkng mapaxkorovdnong s acedireras (PSURS)

Ot anoutnoetg yuo tnv vrofoin towv PSURS ywa to ev Adym @appokevtikd tpoidv opilovion
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evaong (kotdhoyog EURD) mov mapatieton
oV Tapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kabe emakorovdng
EMKALPOTOINGONG OTMG OMLUOGIEVETAL GTIV EVPMOTAIKT] SIKTVOKT] TUAT| Y10 TO PAPHOKAL.

A. OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong Kivovvou (ZAK)

O Karoyog Adelag Kukiogpopiag (KAK) Ba die&aydyet Tig amattodpeveg SpactnploTnTES Kol
TAPEUPAGELS PUPLOKOETOYPVTVIIONG OGS Tapovotdovtal 6to cupeovndéy XAK mov
napovctdleTar oty evotnta 1.8.2 g ddetog kukAoopiog Kot 0molecdNToTe EMaKOAOVOES
gykekpiuéveg avabempnoeig tov TAK.

‘Eva emucopornompévo XAK Oa mpénet va kototebel.
e Metd and aitnua tov Evponaikod Opyaviopot @apudkmv,
e Onotednmote Tpomomoleital 1o cOHGTNHA dlaXEIPLONG KIVOUVOUL, EOIKA OG ATOTELEGLLO AYNG
VE®V TANPOPOPIDV TOV UTOPOVV VOl ETLPEPOLY CNUAVTIKN GAANYT GTI GYECT] 0QELOVC-KIVOHVOL
N ©¢ omTOTEAESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPVOTVIION 1
gloyotomoinon Kvovvov).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - TPOI'EMIXMENH XYPIITA

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taltz 80 mg evéoipo d1dAVLA GE TPOYEUGLLEVT CVPLYYOL
1Eexilovpdpmn

| 2. ILYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e mpoyepiopévn ovptyya mepiéyel 80 mg Eexilovudunng oe d1dAvpa 1 ml.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: caxyoapdln, morvcopPikd 80, Howp yua evésipa. Emumiéov, uropet va £xet mpootebet
VOpo&eidio tov vatpiov yia pvOuion tov pH. AvatpéEte 6To GUALO 0ONYIDV YPNONG Y10 TEPIGGOTEPES
TANPOQOpiEC.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didivpa.

1 mpoyeuopévn cvpryya dtaivpatog 1 ml
2 TPOYEMGLEVEG GUPLYYES dlaAvpatog 1 ml
3 mpoyeoEVeEG GUpLYYEG dlaAvpatog 1 ml

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo yopnynon.
AwBdote T0 POAAO 0NV YPAONG TPV OO TN YPNOT).
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEZH THN OITIOIA AEN BAEITOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA

Na purdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

Edv n oopayida €xel mapaflactel, unv To ¥p1CULOTOCETE.
Mnv avokiveite.

8. HMEPOMHNIA AHEHX

AHZEH
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9. EIAIKEYX XYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv katoyoyeTe.
Dduidooete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Eli Lilly and Company (Ireland) Limited
Dunderrow,

Kinsale,

Co. Cork

IpAavdio

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1085/004 1 mpoyeucpévn copryyo
EU/1/15/1085/005 2 mpoyeiopéveg cupryyeg
EU/1/15/1085/006 3 mpoyeiopuéveg cupryyeg

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Taltz

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KDdKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOTEMIXMENHY XYPITTAX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Taltz 80 mg éveon

Eexilovpdpmn
Ymodopia yprion

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

1 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - NPOI'EMIXMENH XYXKEYH TYIIOY IIENAX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Taltz 80 mg evéoipo d1dAVILA GE TPOYELUGLEVT] CLGKELT TOTTOV TTEVOG
1Eexilovpdpmn

| 2. ILYNOEXIH XE APAXTIKH(EX) OYEIA(EY)

Kabe mpoyepicpévn cuokevn tomov wévag meptéyet 80 mg iEekilovudpuang oe didivua 1 ml.

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: caxyoapdln, molvcopPikd 80, Howp yua evésipa. Emumiéov, uropet va €xet mpootebet
VOpo&eidio tov vatpiov yia pvOuion tov pH. AvatpéEte 6To GUALO 0ONYIDV YPNONG Y10 TEPIGGOTEPES
TANPOQOpiEC.

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didivpa.

1 TPOyEGHEVT GLGKELT TOTTOL TTEVOG dtoAvpatog 1 ml
2 TPOYEMGUEVEG GVOKEVEC TOTTOL TEVOG dtoAvpatog 1 ml
3 TPOYEUGUEVEG GUOKEVEG TOTTOL TEVOG SLoAvpaTog 1 ml

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo yopnynon.
AwBdote T0 POAAO 0NV YPAONG TPV OO TN YPNOT).
Ymodopia ypnon.

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEITOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na purdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

Edv 1 oopayida €xel mapafractel, unv To ¥p1CULOTOCETE.
Mnv avokiveite.

8. HMEPOMHNIA AHEHX

AHZEH
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9. EIAIKEYX XYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv katoyoyeTe.
Dduidooete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Eli Lilly and Company (Ireland) Limited
Dunderrow,

Kinsale,

Co. Cork

IpAavdio

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1085/001 1 mpoyemiopuévn GLGKELT TOTOV TEVOG
EU/1/15/1085/002 2 mpoyelGEVEG GUCKEVES TOTTOL TEVOG
EU/1/15/1085/003 3 mpoyeloIEVEG GUGKEVEG TOTTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AITAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Taltz

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146TaTOG YPAPU®TOS KDoA (2D) mov épel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZXMENHY XYYXKEYHX TYIIOY ITENAX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHXHE

Taltz 80 mg evéoipo didAvpa

Eexilovpdpmn
Ymodopia yprion

| 2. TPOIIOX XOPHIHIHE

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4. APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

1 ml

6. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Taltz 80 mg evécipo S1aAvpa 6€ TPOYERIGPEVT GUPLYYO
Eexiloopaumn

AP aOTE TPOGEKTIKA OLOKANPO TO PVAAO 00N YLDV YP1ONGS TPLV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 QAPPOK0, H10TL TEPIAUAPPAVEL CUAVTIKEG TAPOPOPIES Y10 CUG.

- dordEte avTo To EOALO oMYV YpMone. Towg ypelaotel va to dofdacete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.

- H ocvvtayn v avtd 1o appoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@apuoko o€ GALlovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KO OTOV TO GUUTTOUOTO TNG
acBévelog Toug eivon 010, e Tol KA oag.

- Edv mopatnpnoete kamolo avemi@Ountn eVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPUOKOTOL0 1)
TOV VOGOKOUO 60G. AvTd 1oy0eL Kot Yo KaBe mhavn) avemBOUNTN VEPYELD TTOV JEV OVOPEPETOL
670 TOPOV PUALO 0dNYIDV YpNong. BAEre mopdypago 4.

T wgpréyer To mapov AL 00N YLAV

T etvon to Taltz ko mota givar n xpHom TOV

T mpénet va yvopilete mpv ypnoponomoete to Taltz
[log va ypnoyonooete 1o Taltz

[MBavéc avembounteg evépyeleg

[log va purdococete to Taltz

[Tepreydueva g cvokeVOGING Kot AOUTES TATPOPOPIES

A

1. Th givar To Taltz kon wova givar 1 pijon Tov
To Taltz mepiéyet T dpactikn ovaio 1EEKILOVUAUT.

To Taltz mpoopileton yia N Oepaneio TV PAEYHOVOODV VOGT|UATOV TOL TEPLYPAPOVTOL TO KAT®:

o Yopioon katd TAGKag 6 EVIAKEG

o Yopioon kotd TAaKag 6 TodLd amd TV NAKIC TV 6 ETOV Kot Pe COUTIKO Bdpog
TovAdylotov 25 kg kKabmg kot og epnpoug

o Yoproowm apbpitida oe evilikeg

o Axtwvoypagikd EmPePatopévn Agovikn ZnovoviapOpitida og eviiikeg
o Mn Aktwvoypoagikd EmPeBaiopévn Agovikn Znovoviapbpitida oe eviiikeg

H 1&exiloopaumn avikel o€ pio Katnyopio gopuakoy wov ovoudlovtal ovacToAElg
wteprevkivng (IL). Avtd to pdapuaxo dpa epnodilovtag n dpdomn piog Tp®TEIVNG To
ovoudleton IL-17A, | omola mpodyel TNV yopioon Kot T GAEYHOVAOIN VOGO TV apBpdoemy Kot
NG GIOVOLAMKNG OTAANG.

Yopioon kotd mhdxog

To Taltz ypnolomoteital yio TNV aVTILETOTION Uiog SEPUATIKNG TAONoNg mov ovopdaletal "ywpiaon
KOTO TAAKOG" 6€ EVAAIKEG KOl 0€ TTOdLA 0td TNV NAIKIN TOV 6 ETOV Kot Gve Kol Le COUATIKO BApog
TovAdyiotov 25 kg ko og epnPoug pe pétpro Emg coPapn voco. To Taltz peidvet ta onpeio Kot To
GUUTTOHOTA TNG VOGOU.

H ypnion tov Taltz 6a cag weernoet, Pehtidvoviog v KaBopor Tov dEpUaTdS oG Kot
LELOVOVTOG TO GUUTTOUATA GOC, OTMG 1 ATOAETIOT, O KVIOUOG Kol O TTOVOC,.

Yoprocwn apbpitida

To Taltz ypnowonoteital yuo t Oepomeio piog waOnong mov ovopdletar «ywplactkn apbpitida» ce
EVIAIKEC, pio PAEYHOVAOING VOGOG TV apfpmdcemv, 1 omoia cuyva cuvodedeTal amd yopiaon. Eav
ThoyeTE Amod Yoplacikn apbpitida, apykd o cag doBobv aAla pdppaka. Edv dev avtamokpibeite
OPKETA KAAA o€ aVTA Ta PAppaKa 1 o€ Tepintwon dvcavetiag, Ba cag dobel To Taltz yia ) peimon
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TOV oNUEl®V Kol cLUTTONdTOV TG vocov. To Taltz pmopet va ypnoiponombei wg povobepameio 1
padi pe éva aGAdo edppoko wov ovopdletor pebotpelar.

®a anokopicete 6pelog amod TN ypnon tov Taltz Adym g pelwong ToV onueiov Kol GUUTTOUATOV
™G vOoov, TG PerTionc TG COUATIKNAG AElTovpyiog (IKavOTNTo Vo SIEKTEPUIDVETE TIG PVGLOAOYIKEC
KaONUePIVES OpaoTNPLOTNTES) KoL TNG eMPpadvvong g PALPNG otic apBpdoelc cog.

A&ovin omovdviapbpitida

To Taltz ypnowonoteital ylo T Oepameio evniikov pe pio eAeypovodn véco mov tpocPairel kotd
KOPL0 AOYO TN GTOVOVAIKT GTHAN Kol TPOKAAEL PAEYLOVT TOV aPpOPDOCEDMVY TNG GTOVOVLAIKNG GTHANG, M
omoia ovopdletor a&ovikn omovoviapOpitida. Edv n ménon elvar opat pe TN ¥prion aKTvoypopidV
OVOQEPETOL O KOKTIVOYPUPIKA emPBeParmpévn akovikh omovdvAapBpitidon, evd edv eppoviletol o
aoBeveig ympic 0paTd onueia OTIC AKTIVOYPOPIES OVAPEPETOL OC «UT OKTIVOYPOPIKE eTIPEPotmpévn
a&ovikn omovovrapBpitiday. Edv éxete afovikn omovdviapbpitida, Oa cag yopnynbovv mpodta dAla
eappaka. Edv dev Tapovcldceete emapkr ovTomdkpion o€ autd To eapuoka, 0o cag yopnyndel Taltz
v vo, petwbodv ta onuEeio Kol T0 GUUTTOUATO TS VOGOV, Vo, LEIWOEL 1| pAeyovT Kot vo PEATIOEL 1
COUOTIKN GOG AELTOLPYiaL.

2. T péner va yvopilete mpiy ypnoyponomosete to Taltz

an ypnopononjoete to Taltz
oe nepintwon ariepyiog otnyv EeklovdUnn 1 6€ 0TO0dNTOTE AALO OO TAL GLGTUTIKE OV TOV
TOL OPLAKOL (avapépovTal oty Topdypago 6). Edv motevete ot umopel va £xete alAepyia,
ouppovievbeite Tov yioTpo Gog Tpv ypnoporomoste to Taltz.

- o€ mepintmwon Aoipméng, v omoia o ylotpdg cog Oewpel onuavtikng (yio Topdaderyua, evepyodg
oopatioon).

IIpogidomoun|oelg kKo TPoPLAGEELG
AmevBuveite otov Yi0Tpd GOG TPV Ypnoiomomoete to Taltz:

- €QV €YETE QLT TN GTIYUN KOTO10, AOT®EN ) €AV TTACKETE OO LOKPOYPOVIEG N
emovolopuPavoueveg AoUmEELC.

- e €xete pio pAeypovddn voco Tov evtépov mov ovoudletal vocog tov Crohn.

- €qv €xete pio, PAEYUOVH TOV TOXEOC EVTEPOL TOL OVOUALETOL EAKMOTG KOALTION.

- €av Aappdvete omoladnmote GAAN Bepomeio yia TV Yopiaon (0TMG KOTOL0 OVOGOKATAGTAATIKO
@appako 1 potobepaneia pe vVIEPLUOON oKTIVOPOAIR) 1 Yo TNV Yoplootkn apbpitida.

Dlreyuovadng voécog Tov evtépov (vocog tov Crohn 1) EAKOONG KOAMTION)

Ytopatiote va ypnoonoteite To Taltz kot evnuepmote Tov Yotpo cog 1 (NTHoTe AUEC®G 1OTPIKT
BonBela edv TapaTnpNCETE KOIMAKEG KPAUTEG KOl TOVO, d1dppoto, ATdAELD fApovg N aipa oTa
KOmpava (omoladnmote onueio TPoPANUAT®V TOL EVIEPOL).

Edv &yete apeipolrieg yio o av KAmolo and Ta To TAVE 10Y0EL 0TIV TEPITTOOT GOC, WATOTE UE TO
Ytpd 1) TOV VOGOKOU0 Gag Ttptv tdpete To Taltz.

I pocéyete Yo LOIPAEES KoL AAAEPYIKES AVTIOPAGELS

To Taltz pmopet dvvntikd va TpoKaAésel GoPapég avemBOUNTEG EVEPYEIEG, CUUTEPIAAUPOVOUEVOY
AOWDEEDV Kol AALEPYIKDV avTIOPAcE®Y. Oa TPEMEL VAL TPOGEYETE Yo TNV VAPEN CUUTTOUATOV TOV
glvat evOEIKTIKG aVTOV TV Tadnocemv yio 660 ddotnua Aapfavete to Taltz.

Ytopatiote va ypnowomoteite o Taltz Kot apécms evuep®oTE TOV Y10Tpo Go¢ 7 avalntnote
TPtk Pondela €6V TaPATNPNCETE OTOLAONTOTE GUUTTOUATO, GOPAPTG AOTUMENC 1| GAAEPYIKNG
avtidpaonc. TéTolo CUUTTONOTO AVAPEPOVTAL GTO KEIUEVO LE TiTAO «ZoPapég avemBounteg
EVEPYELESH OTNV TAPAYPOPO 4.
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IMoord ko Epnpor
Mnv ypnoiponoleite avtd T0 PAPROKO Yia T Bepameio TG ywplaong Katd mAdKoS o€ Tondtd nAtkiog
KaTo TV 6 TV, KoBDG dev Exel pedetndel o€ avT TNV NAMKIOKT ORAda.

Mnv ypnoiponoteite avtd 10 PAPLOKO Yia TN Bepomeia TG YOPLAGIKNG apBpitidag oe madid Kot
gpnPoug nAikiog kdto TV 18 etdv, KabBDg dev €xel pehetnBel o vt TNV NAMKLOKT Opdda.

Alha @appoxa kot Taltz

Evnuepmote Tov yatpd, TOV @OPUOKOTOLd 1] TOV VOGOKOLO GO

- €4V ypnoyLonoleite, £XETE TPOGPATA YPTCULOTOCEL 1] UTOPEL VO, XPTCIULOTOUGETE GALN
QapLOKOL.

- €av euPolacOnkate Tpoceata N TpokeLTol va epfortacheite. Agv Oa mpémel va cog
yopnynBovv opiopévor Tomot epPorinv yia 660 didotnpa taipvete to Taltz.

Kinon kot Onioopog

Edv giote éyxvog, vouilete 6T umopei va giote £ykvog 1 oyedtdlete va amoktioete Taidi, (Note
GUHLPOVAT| TOL Y1TPOD GG TPV TAPETE CVTO TO PAPLLAKO.

Eivar mpotipdtepo vo amopevyetan 1 xpnomn tov Taltz katd v eykopocsvvn. Ot endpAcelg anTo
TOV QAPLAKOV GTIC EYKVOVE Yuvaikeg dev givatl yvaootéc. Edv eiote yovaika pe duvatdmmra
TeKvomoinomg, Ba Ntav KaAd vo amohyeTe Vo Petvete £yK0og Kot Oa TTpEMEL VoL YpNOLOTOIELTE EMOPKN
VTIGVAAN YT Y10 660 Srdotna ypnotponoteite To Taltz kot yio TovAdyiotov 10 gfdopudde Hetd T Ay
g teAgvtaiog 66omg tov Taltz.

Edv nAalete M mpoypoppatifete va Onhacete, culnTioTe e TO Y1ITpO Gag TPV TAPETE AVTO TO
eappaxo. Mali ue 1o yioatpod cog 0o mpémnel va amooacicete €dv Oa pnopécete va Onidcete 1 dv Oa
nhpete 1o Taltz. Agv Oa mpémet va, KAvete Kat ta 600.

001yN 01 Kot LEPIOROS PNV LATOV
To Taltz givol pdhAov omibavo va ernpedosetl TV IKOVOTNTA oag va. 001 yeite Kot va yelpileote

LN OVILLOTOL.

To Taltz wepréyerl vatTpro
To eappoakevTikd ovtd TPoidv TepEyel AMyotepo amd 1 mmol vatpiov (23 mg) avd 66om tov 80 mg,
gtvon avtd mov ovopdlovpe «ehevBepo vatpiovy.

3. og va ypyowponoumjcere to Taltz

[Tavtote va ypNOUYLOTOLELTE TO PAPLOKO AVTO AVGTNPE GOUPOVO, LE TIC 0ONYIEC TOL YIUTPOV 1 TOL
VoooKopoL cog. Eav éxete appifoliec, pmtnote Tov Y10Tpd, TOV VOGOKOUO 1| TOV QUPUAKOTOL0
o0G.

To Taltz yopnmyeital pe éveon kdto omd T0 6€ppa oag (VTodopla éveon)). Eoeic kot o yloatpodg 1 o
VOGOKONOG cag Ba Tpémel vo amopacicete edv Ba Tpémel va Kavete eoelg Tnv éveon tov Taltz
GTOV £0VTO GG,

I"a gprion og Toudd pe copotikd Papog 25-50 kg, ot dooels iEexilovpdunng 40 mg Bo npémetl va
TPOETOUALOVTOL KOl VO, XOPTYOOVTUL amd £VAV KOTOPTIGUEVO enayyeApaTio vyelog.

Eivon onpovtikd vo unv emyelpnoete vao KAVETE €GEIG TNV £vEST 6TOV £00TO 0aG £MG OTOV
exmadevbeite and 1o yotpo N 10 vosokopo cag. Kdanotog mov oag ppovtilel pmopet eniong
va 6og Kavel tnv éveon tov Taltz petd amd v katdAAnAn ekmaidoevon).

Xpnowponomote pio péBodo vevlviLIoTG, OTMG ONUEIDCELS GE Eva UEPOADYLO TOlYOV 1| GE pHia

atlévta, n onoia Ba cag fondnocetl va Bupdote v emduevn 066N GOG KOL VO OTOPVYETE VL
napoleiyete | va exovoraPete pia d0om.
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To Taltz mpoopiletan yia pokpoypdvia Bepomeio. O yaTpdc 1| 0 Vosokouog cog O mapakorovdel
TOKTIKA TV TAONGN G0¢ Yo va eAEYYEL Katd OG0 1 Bepameia Exel v emBountn enidpaon.

Kdabe cOpryya mepiéyer pio d6om tov Taltz (80 mg). Kabe cupryya yopnyet pia povo doon. H copryya
dev Ba pémetl va avokiveital.

Awpaote mpocektikd T1g "OdNyieg xpnong” yio tn cvptyya Tpwv ¥pnoioromcete to Taltz.

Xopnyovpevn rocotnto. Tov Taltz kKol SvdoTnpa Yopynong
O y1otpdg oag Ba cag enynoet v mosdtnta Tov Taltz mov ypetdleote Kal yio TOGO YPOVIKO
didotnua.

Yopioon katd mAGkag o eVAMKEG

- H mptn 6601 givar 160 mg (2 cupryyeg pe 80 mg n kabepio) pe vrodopia éveor). Tnv Eveon
OVTN UTOPEL VO GO TNV KAVEL O Y1OTPOG 1] O VOGOKOWOG GO,

- Metd v npdtn 060m, Ba Taipvete pia 061 twv 80 mg (1 cvptryya) Katd Tig efdopndoss 2, 4, 6,
8, 10 ko 12. And v gfdopdda 12, Oa maipvere pio d6om twv 80 mg (1 cOpryya) kdbe 4
gfoopdoeg.

Yopioon kotd mhdkag o Toardid (nAkiog 6 ET@V Kot Gve Kot copatikov Bdpovg tovidyiotov 25 kg)
Kol o€ €PNPovg

H ocvviotdpevn 06om mov yopnyeital pEGm vroddplog £veong ota Tandtd Paciletol oTig akdAovbeg
KaTnyopieg copaTKod Bapovg:

YoORoTIKO Papog TUVICTOUEVT OPYLKT] Yoviotopevn 66on kaOe 4

OO0V 060 (gpoopada 0) efoopaoes (Q4W) ot
GUVEYELY,

Meyolvtepo and 160 mg (2 ovpryyec) 80 mg (1 ovpryya)

50 kg

25 éwg 50 kg 80 mg (1 ovpryya) 40 mg (omatteiton TpoeTOLUACIOL
mg 660mC)

Tpoeroiuaoio 1éexi{ovucunns 40 mg oe mwo1did,

Ot d60¢1g 1Eekilovpapunng 40 mg 0o wpémetl va TpoeTotdlovTat Kot va, xopryouvtal and Evay
KOTOPTIGUEVO EMOyYEALOTIO VYELOG.

To Taltz dev cuvioTtdral yuo xpnomn o€ Todld Le COUATIKO PApog kit Tov 25 kg.

Yoproocwn apbhpitda

T acBeveig pe yopraoikn apbpitida mov eniong tapovoidlovy pétpia £wg cofapn yopioon Kotd

TAGKOG:

- H mpcddytn d60m givar 160 mg (2 cvpryyeg pe 80 mg 1 kabepia) pe vwodopio Eveon. Tnv Eveon
VTN UTOPEL VO GOC TNV KAVEL O YIOTPOG 1) O VOGOKOWOG GG,

- Metd v mpdn 060m, Ba Taipvete pia 06om tv 80 mg (1 cvpryya) Katd Tig efdopndoss 2, 4, 6,
8, 10 ko 12. And v gfdopdda 12, Oa maipvere pio d6om tov 80 mg (1 cdpryya) kdbe
4 gfdopadec.

[N dAlovg acbeveic pe woploowkn apbpitda

- H npm d60m eivar 160 mg (2 cvpryyeg pe 80 mg 1 kabepia) pe vwoddpia Eveon). Tnv éveon
OVTN UTOPEL VO GOG TNV KAVEL O Y10TPOG 1] O VOGOKOWOG GG,

- Metd v TpadTn d60M, Ba maipvete pia doom tov 80 mg (1 cvpryya) ke 4 efdonddec.

Aé&ovikn|] omovévrapBpitida
H ocvvietdpevn doon eivar 160 mg (2 cupryyeg pe 80 mg 1 kobepio) pécsm vrodoplag Eveong Ty
gfoopdda 0, axorlovBovuevn and 80 mg (1 cvpryya) kdbe 4 efdoudodss.
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Eav ypnowponomoste peyorvtepn o6on Taltz amd v kavovikn
Edwv éyete MaPel peyorvtepn 06on Taltz amd v kavovikh 1| eav 1 6001 €xetl yopnyndel vopitepa amod
0,TL AVOPEPETAL GTI GLVTAYT] TOV YIATPOV GOG, EVIUEPDGTE TO YLOTPO GOG.

Eav Eeyaoete vo ypnoipononjoste 1o Taltz
Edav Egydoate va kdvete pia éveon tov Taltz, emkotvoviote e 10 YiaTpd Goc.

Eév ctopatiocere vo ypnoiponoteite 1o Taltz

Agv Oa mpémel va. otapatiogte va ypnoiponoteite to Taltz ywpic va coppovievdeite Tponyovuévmg To
yYwTpd cog. Eqv drokdyete T Bepamneia, 10 GUUTTONOTO THG YOPIOOTS ) TNG YOPLUGIKTG apBpitidog
UTOPEL VO EXOVELPAVIGTOVV.

Edv éxete meplocOTEpEG EPOTNCELG GYETIKA LLE TT) YPTOT AVTOV TOL PAPUAKOV, POTNOCTE TOV Y1ATPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOUO GOLG.

4. MBavég avemOOpNTEG EVEPYELES

Onwg 6o To eApuaKa, £TGL KOL GVTO TO GAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6€ GAOLG TOVG AVEPMOTOLG.

YoPapég avemOBOUNTES EVEPYELEG

Xtopatiote va ypnowyonoteite o Taltz Ko apéocwg evnuepdote Tov YoTpd 606 1 avalnTioTe TPk
BonBeia edv eppavicete omoladnmote omd TG akdAovbeg avemBounteg evépyeteg. O yaTpds cog o
amo@ocioel edv ka1 woTe propeite vo Eekivnoete kol woA T Oepomeio:

IMBavn coPfapn AoipmEn (uropel va ennpedoet Emg kot 1 ota 100 dropa) - To GLUTTOUATO PTOPET
va teptiapfavouy:

- TVPETO, CUUTTOLOT YPITNG, VOYTEPIVEG EPLOPMOGELG

- aioOnpua kovpaong 1 dSvorvola, Prya Tov dev vToYwPET

- Ceotd, epuBpod Kot ETMOIVLVO dEPLA, 1) EXDOIVVO dEPUATIKO eEAVON UL pe PUCAAIdES

Yopapn ariepywkn avtiopaon (uropei va emmpedoet £o¢ kot 1 ota 1.000 dropa) - To cupTTOHOT
umopel va teptlopfavouv:

- dVoKOAiG GTNV AVOTTVOT 1 TNV KOTATOGN

- YOUNAT apTNPLOKY TTiEGN, 1 omoia UTopEl va TpoKaAEéaet tyyo 1 {aAn

- oidnua oo mpdowmo, Ta Xeikn, TN YADCGO 1 TOV PdpvYYQ

- £€vTovo Kvnopo tov déppatoc, pe epudpd eEavinua v eoykoparta (exdppotao)

AlLrec avemBOuNTEG EVEPYELES OV EYOVV avaQEPDEi:

IMoid ovyvég (Lmopel va emmpedoovy epiocdtepa omd 1 ota 10 dropa)

- AOWMEELG TNG AVAOTEPNG OVOTVEVGTIKNG 0000 LLE CUUTTMUATO OTMOG TOVOAOLLOG KO BOVA®UEVT
pot.

- avTdpdoelg ot 0éon g éveong (.. epvBpd dépua, THVOQ).

Yoyvég (umopel va enmpedoovy émg kot 1 ota 10 dropa)

- vavtia.

- LUK TIOCIKEG AOUDEELS, OTIMG TO «TTOOL TOV AOANTN».

- OVOG 6T0 oW PEPOG TOV AULLOV.

- €pmng oTo 6TOO, TO dEPHA KO TOVG PAEVVOYOVOLS (OTTAOG €pTNG, PAEVVOYOVOSEPUATIKOC)

Oy ooy vég (umopet va exnpedoovy éog kot 1 ota 100 dropo)
- a@B®IN €Ak (CTOUATIKY KavTvTioo)).

- ypimn.

- PVIKN KATOPPOT].

- Baktnplakr deppatikn Aoipmén.
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- KVIdOTIKG e€avOnuata.

- EKKpLUa amd Tov 0BaALO e payovpa, epuBpdtnTa Kot TPNHEIHo (EmMTEPLKITION).

- CUUTTOUOTO. OV VTOONAMVOLV YOUNAGQ EMIMESD AELVKMOV OUHOCPALPI®V, OT®MG TLPETOG,
TOVOLOUOG 1] GTOUATIKA EAKT TTOL 0PEiAovTaL o€ AOUMEELS (OVdETEPOTEVIML).

- YopnAdg apBpdc apometariov (Bpoufomrevia).

- éxlepal

- e€avonua

- YPIYOPO TPNELO TWV IGTAOV TOL OWYEVA, TOV TPOGAOTOL 1] TOV AUV

- KOWMOKEG Kpaumeg kot wdvog, Owdppola, amdAslo. PBapovg N aipo oto koémpove (onueio
TPOPANUATOV TOV EVTEPOD).

Yravieg (umopet va emnpedoovy émg ko 1 ota 1.000 dropa)
- LUKNTIOGIKT AOTU®mEN TOL 0160(QAY0V (0100PAYIKY] KAVTIVTIOGT))

Ava@opd avemOounTOV EVEPYELOV

Edv mapotmpnoete kamoto avemfOunT evEPYELD, EVILEPDGTE TOV YIUTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO Gag. Avto 1oyvet kot Yo ka0 mBovr| avemBOounTr eVEPYELN TOL JEV AVAPEPETOL GTO TAPOV
@OALO 00Ny Ypronc. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, LEGm TOL
€0VIKOO GLGTNUATOG AVAPOPAS TTOV avaypaeTol oto [opdptnuae V. Méom g avoapopac
avemBouunTov evepyeldv uropeite va fonbnoete ot GLALOYT TEPIOCOTEPWOV TANPOPOPLOV CYETIKA [IE
TNV 0GQAAELD, TOV TOPOVTOC POPUAKOV.

5. Hog va gvraccete 1o Taltz

To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kail OV TO POAVOLV TO, TOdLA.
No punv gpNCUOTOLEITE QDT TO PAPUAKO LETA TNV UEPOUNVID ANENG TOV AVOPEPETOL GTIV
EMONLOVGT] TG CVPLYYOS Kot 6TO e£mTEPKO Kouti petd t « AHEH». H nuepounvia An&Eng etvai n
TEAEVTAIO NUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.

DdvAdocete og yoyeio (2 °C €wg 8 °C). Mnv katoyvyete. MnV 10 CTPOYVETE TPOG TO TIG® LEPOG TOL
yoyeiov.

DuAdcoete GTNV APYIKN CLGKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

To Taltz pmopel va peivel ektodg woyeiov péxpt S nuépeg oe Beppokpacio mov dev Eemepvdiel Tovg
30 °C.

Noa unv xpnoiponoteite ovtod To0 PAPUAKO GV TAPATPNGETE OTL 1] GUPLYYO EXEL VITOGTEL POOPA 1 OTL
T0 Pappako givor BoAO 1 gVOdKPLTA KAPE YPOUATOS 1| OTL TEPLEXEL COUATION.

Av10 T0 Papuako TpoopileTar yio pio povo ypnomn.

Mnv metdite eapuaKa 6to vepd TG amoyétevons. Potote tov ylatpod, Tov VoGoKOUo 1 ToV
(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPLOKO TTOL OEV YPNOLOTOIELTE Tl AvTd T péTpa Oa
BonBnoovv oty Tpoctacia tov mepPdAiiovtog.

6. Mepreybpeva TG GVOKEVACING KOl AOWTES TANPOPOPIEg

T egpréyer 1o Taltz

- H dpaotikn ovsia givon 1 Eexilovpdpmr.
Ké&Be npoyepopévn oopryya mepiéyxet 80 mg &exilovpapnng o€ ddAivpa 1 ml.

- Ta GAAa cuotaTikd gival coakyapdln, ToivcopPikd 80, Vdwp yia evésyuo. EmumAéov, unopei va
éxel tpootebel vVOPoLeidio Tov vatpiov Yo pHOon Tov pH.
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Epg@avion tov Taltz ko wepreydpeva, TG 6VGKEVUGIONG
To Taltz givan didAvpa og pia copryya amnd dtowyég yvori. To ypdpo tov uropel va kopaivetat omd
ApoUo EmG EAAPPMG KiTpLvo.

MeyéOn cvokevaciog tov 1, 2 M 3 Tpoyeiucpévey cuplyywv. Mropel va unv KukAo@opovv OAeg ot
GLOKEVAGIES OTN YDPO. GO,

Karoyog Adsrog Kvkhogopiog
Eli Lilly and Company (Ireland) Limited, Dunderrow, Kinsale, Co. Cork, IpAavdia.

HopackevacTic
Eli Lilly Italia S.p.A., Via Gramsci 731/733, 50019, Sesto Fiorentino (FI), ItaAic.

I"a omoadnmote TANPOPOPI GYETIKA LIE TO TOPOV POUPUOKEVTIKO TPOIOV, TAPUKUAEISTE VOl
amevBuvbeite otov Tomikd avtimpodsmmo Tov Katdyov g Adelag Kvkiogpopiag:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbnarapus Luxembourg/Luxemburg
TII "Enu JIunu Henepnaun" B.B. - Bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska repubvlika Magyarorszag

ELI LILLY CR, s.r.o0. Lilly Hungaria Kft.

Tel: +420 234 664 111 Tel: +36 1328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
E)\Gda Osterreich
OAPMAXEPB-AIAAY A.EB.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.
Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Romania

Eli Lilly Hrvatska d.o.o. Eli Lilly Roméania S.R.L.
Tel: +385 1 2350 999 Tel: + 40 21 4023000
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Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: +353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10

island Slovenska republika

Icepharma hf. Eli Lilly Slovakia s.r.o.

Simi + 354 540 8000 Tel: + 421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: +39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvnpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TnA: +357 22 715000 Tel: + 46-(0) 8 7378800

Latvija United Kingdom (Northern Ireland)
Eli Lilly (Suisse) S.A Parstavnieciba Latvija Eli Lilly and Company (Ireland) Limited
Tel: +371 67364000 Tel: + 353-(0) 1 661 4377

To mapév @vALo 00N LAV YpfioNS avadePONKE Y0 TELEVTALIN POPA OTIS
Alreg INYEG TANPOYOPLAOY

Aemtopepeic TANPoPopies yia 10 GapuaKo avtod gival d100E61EG 6TO dIKTLOKO TOTO ToV Evpomaikoh
Opyavicpo0 @oppdrmv: http:/ www.ema.europa.eu.

O Tinpo@opisg mov axorovdovv arsvOivovtar pévo o€ emayysipoTtisg vysiog:

IIpostowacio 66onc i€ekilovpdunnc 40 mg yio mtoudd pe couotikd fapoc 25-50 kg

Ot 060¢1c 1Eexilovpaunng 40 mg Oa Tpémel va TpoeTolndlovTol Kot va yopnyouvtal and Evay
KATOPTICUEVO emayyelpatio vyelag. Xpnowomomote povo Taltz 80 mg evéoipo didAvpa o
TPOYEUGUEVT] GVPLYYO KOUTA TV TPOETOLOGIO TMV GLVTAYOYPAPNUEVOV TALSATPIKAOV d0cemv 40 mg.

1. Ade1doTe OMOKANPO TO TTEPLEYOLEVO TG TPOYELGHUEVTG GUPLYYOS OE £VA OTEIPO, JAVYEG
yYudAwo eloridio. MHN avakiveite 1§ otpoPidilete 1o @laAidlo.

2. Xpnowporomorte pio cvpryyo 0,5 ml 1 1 ml piag ypiong kot pio oteipa Peddva, yio va,
AQOIPECETE TN cuvTayoypaenuévn d6om (0,5 ml yia 40 mg) and to eroridio.

3. AlNdETe ) Beldva Ko ypnopomomote pio oteipa Pehdva 27-gauge yio vo KAVETE TNV EVEOT)
otov acbevn. Amoppiyte omoladnmote U ypnotponomuévn tocdtnto, Eekilovudumng Exet
OTOUEIVEL OTO PLOAIdI0.

H mpoetoacuévn éveon Eexilovpdunng 0o mpénet va, yopnyeital evidc 4 mpdv amod Tn oTIyUn TS
gloaymyNg g Perovag oto oteipo praridio og Bepuokpacio dopatiov.
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Odnyieg ypnong

Taltz 80 mg evéoipo S1GAvpa 6€ TPOYERIGPEVT GVPLYYO.

Eexilovpdipmn

[Iptv ¥pNGLLOTOMGETE TNV TPOYEUICUEVT] GUPLYYA GOGC:
Inpovtikd enpueia wov TPETEL va YVOPILETE

. [Ipwv ypnolomomcete TNV TPoyEUIGUEVT cOptyyo Tov Taltz, drafdote Kot axolovdnote
TPOGEKTIKA OAEC TIC avOALTIKEG 00N Yiec. DuAGETE TIg OdNyieg ¥priong Kot avaTpéETe o AVTEC
omote ypelaletat.

. H mpoyepiopévn ovpryya mepiéyer 1 66on Taltz. H cvpryya mpoopiletor yio MIA MONO

XPHZH.

. H cbpryya dev mpémet va avakiveitat.

. O y10tpog, 0 POPLOKOTOLOG 1] 0 VOCOKOLOG 0aG UTopEl va oag Bondnoet va anopacicete o
TO10 GNUEI0 TOV COUOTOC GOG VO KAVETE TNV EVEGT GOC.

. AwPacte T0 POAL0 Odnyiov Xpnong tov Taltz mov Ppicketal 6€ avTod TO KOVTI Y10 VoL

nabete TEPIGGOTEPA Y10 TO PAPUAKO GOC.

OAHI'IEX XPHXHX

[ pw ypnopomomjcere TV Tpoyspicpévy ovpryya Tov Taltz, srufdote ko axorovOioTe
TIPOGEKTIKA OLEG TIS AVOAVTIKEG 001 YiEg Prina wpog Pripa.
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Oonyoc e€aptnudrov

lo

1p

Yrodoyn yo
TOV OVTiYEpA

IIpaowvy

papoog
gnupoérov

74)— Aafég dakTOAMYV

!J I'kpr épporo

cuPLYYOS

E Kaioppa Berlovag

Bydkte ) oVpryya and 10 Wyoyeio. Apnote to KAAvppa g felovag ot
ovpLyya £0¢ OTOV giote £Tolol va kdvete v éveor). [lepypuévere 30 Aemtd
£€w¢ 6tov 1 ovpryya PBAcel e Beprokpacio SWUTION TPOTOV TN
YPNOLOTOU|OETE.

TOpo cupLYYoS
OV TEPLEYEL TO
¢appaxo

Belova

ETOIMAXTEITE

MHN ypnoyomomceTe onotadnToTe YN Oepudtnrag yio va (eotdvete 10
QAPUOKO, Y10 TAPADELY L POVPVO UIKPOKLUATOV, (EGTO VEPO N TO MG TOV
nAov.

YOYKEVTPAGTE OL0 000 Oa ypeLaoTEiTE Yo TNV évEDT] GOC:
e | pavinAdxi pe otvomvev

o 1 xoppdtt PapPaxiod | éva koppdtt yélog
o | &101KO TTEPEKT UYUNPDV OVTIKELEVAOV Y10 TNV ATOPPIYN TOV CLPLYY®V
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1y

Huepopnvia Aigng

S —

Eetaote onTikG TV TPOYEHUIOREVY] GOPLYYO VLA
onueia Oopdag 6to EMTEPIKO TNS. APN|OTE TO
KéAvppa e BeAdvag otn cvptyyo £0¢ 0TOL gioTe
érolot va kévete tnv éveon. EAEyEte v eTwcéra.
BeBaiwbeite 611 10 6vopa Taltz epeaviCetor oty
ETIKETA.

To @dppaxo 610 ecmTEPIKS TG GVPLYYaS B TpENEL va
elvar dtowyéc. To ypdpa Tov pmopel va kopaivetot omd
Gypouo €mg eEAaPpdS KiTptvo.

Edv mapatnproete omolodnmote and o akolovba,
MHN XPHXIMOHNOIHZETE 11 c0ptyyo kot
amopplyTe TN GOUEOVO LE TIG 0ONYieS:

e 'Eyxet mopélBel n nuepounvia Aéng.

o  ODaivetar 611 £yl vTooTEl POOPEC.

e To pdpuoko etvar Bodo N evdidkpiTa KoEE
YPDOUOTOG 1 £YEL LIKPA COUOTIOW.

10 [idvere Ta (EpLo 600G TPOTOL KAVETE TNV EVEGT] TOV QUPUIKOV GUG.

1¢g

Miow
pépog
Bpayxiova

KoiAiakn
Xwpa

Mnpog

Emié€te T 0éon G £veonc.

Mropeite va, KAVETE TNV £VECT] GTNV KOIALOKT YOpa (M
mePLOY OOV PPioKETAL KOl TO GTOWAYL), GTO UNpod 1
010 Ticw péPog tov Ppayiova cac. ['a va kévete v
éveon otov Bpayiova cog, Ba Tpénet va cog fondnost
K6mo1og AAAOG.

MHN K@veTe TNV £VECT] GE TEPLOYES OOV TO OEPLUAL
mapovctilel evarstnoia, ekyOU®oN (LOAOTES),
epuBpdTNTO 1) GKANPLVOT 1| OE TEPLOYEG OOV EYETE
o0VAEc N payddes. MHN kdvete v éveor) €viog
axtivag 2,5 EKOTOoTMV 0O TOV OUPOAO GOG.

Evoailaooete Tic 0¢ogig g £veonc. MHN «dvete
TNV €éveon 610 1010 akpimg onueio kabe popd. ['a
TOPASELY LA, EAV 1) TEAEVTAIO EVECT] GOG ) TOV GTOV
aprotepd unpo, 1 exdpevn Eveon Ba pémet va givorn
670 0eE10 UNpo, TNV KOtAoKN ¥dpa 1} To Tow LEPOG
TOV €VOG 1 TOV GAAOVL Ppayiova.

lot I[lpoetoudorte 10 déppa cac. Kabapiote 1o dépua cog pe £vo LovtnAdit ovomvebLOToG.
Agnote 11 0éom TG Eveonc Vo GTEYVMOEL LI PUOIKO TPOTO TPV KAVETE TNV EVEGT] TOL

QOPUAKOV COC.
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20

26

2y

KANETE THN ENEXH

90°

AgupéoTte To KGAoppo ™G fehdvag Kon
aTopPIYTE TO.

MHN tonofetioete To KA L TG PeAdvag kot
wdAL ot Béom Tov — pmopei va Tpokarécete PAGPT
ot Perdva 1 va tpavpatioteite katd Adbog.

MHN ayyi&ete ™ Perova.

"AvaonK®OoTE" ATOLE KOl KPUTIOTE AVANEGT GTU,
0GKTVLG o0g pia wTVYN déppaTog, 6Ty omoia Oa
Kavete TNV éveon).

Ewsayete ) pelova og yovia 45 porpav. X
GUVEYELN, APTOTE OTAAN TO SEPLLO TOL KPOTOVGOTE
avapeca ota SAKTLUAG coc. Befarmbeite 6t
Berova Tapapével otn B€on e.
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20 Q0note To épPfolro mpog Ta péca.

oV, UEYPL VO OAOKANPmBOEL 1 EveaT OAOKAN PG TNG

ﬁ mocATNTOG TOL PappdKkov. To ykpt épPoro g
—/

/ [Méote apyd 1o EuPoro £mg T0 TEAOG TNG SLOPOUNG

oupryyag Ba mpénet va mBeitan £mg to TEAOG TG
S10OPOUNG TOL TPOG TO AKPO TNG CVPLYYUC.
Amopokpovete amodd T PeAdva amd TO SEPUO GOGC.

[Tiéote éva koppatt PapPfokiod N pia yélo otn Béon
g éveong. MHN tpiyete ) Béom g éveong,
KaOdG owtd pmopel va TPOKAAEGEL EKYOUOOT
(LoAoTeg). MTopei va eppavicete Elappd

Mpdoivn ; ‘ . ; ,
piBBOG arpoppayie. Kati této1o givar puoioloyko.
€uBo6Aou
o1 uBoo Oa npémer va. givar opati) | Tpdoivr papoog Tov
':,‘:;pltsqg euporov péca amwd To cOMA TS SVPLYYES OTAV |
éveon £yeL ook poBei.
3 OAOKAHPQXTE TH ATAAIKAXIA
3a AmoppiyTe TNV TPOYEUIGHEVT GUPLYY .

MHN tomobetroete TO KAV TG BeAdVag Kot

/< mwéA1l ot Béom Tov. ATopplyte TN GUPLYYQ OE Evav

\& ot beon PPLYTE TN GUPLYYQ GE

| s €101K0 TTEPLEKTN Y10 ALY PG AVTIKEILEV 1] COLPOVOL
~ LE T1G 00N YiEg TOV Y1OTPOD, TOV PUPHOKOTOLOD 1] TOV

VOGOKOUOL GOC.

i /g
=/

/-s

W
62

‘Otav amoppITTETE TIG GVPLYYES KL TOV EOIKO TEPLEKTN Y10 OLYUN PO OVTIKEIPNEVA:

. Amoppintete T cOpLyyd o€ Evay EI01KO TEPLEKTT Y10 AU PG OVTIKEIUEVA 1] COUO®VA LE TIG
00N YIEC TOV Y1OTPOV, TOV POPLOKOTOLOD 1] TOL VOGOKOLOV GOLC.

. MnV avOKUKADVETE TO YEUATO EIOIKO TEPLEKTT| Y10, QYU PG AVTIKEIUEVOL

. Pwtote o yrotpd, T0 PopUOKOTOL 1) TO VOGOKOUO GO Y10 TO TMG B0l TPETEL VoL AmoppinTETE

O, QAPLLOKO TOV OEV YPNOYLOTOIEITE TAEOV.

93



poxtikég cvpPoviéc acparerog

. Edv éxete epotoeig 1 yperdleote Ponbeta e Ty TpoyeUGHEVT] CVPLYYO, ETKOIVMVIOTE LIE
TO YLOTPO, TO PAPHLOAKOTOLO 1] TO VOGOKOUO GOG.

. Edv éxete mpofAquata dpacng, MHN ypnoLOTOINCETE TNV TPOYELUGIEVT] GUPLYYO XOPIC
Bonfela amd KAmolo ATOUO TOL Eival EKTAIOEVUEVO GTN XPNOT| TNG.

. MHN potipacteite pe GALO GTOWO KOl LIV EXOVOYPTCOTOUWCETE TV TPOYEUGUEVT] GOPTYYO
tov Taltz. Mmopei va petadmdoete 1 Vo 60¢ LETAOMCOVY KAmola Aoiwén.

. dvLaccete TN oVUPLYYR G PEPT TTOL Oev T PAEmOLY Ko dgv TNV mpoceyyilovv Ta Tondd.

. Edv dev éxete €101k0 mEPLEKTN Y10, AyUNPA AVTIKEILEVA, POTNOTE TO YLOTPO, TO PAPHOKOTOLO

1 TO VOGOKOWO GOG Y10l TO OV UTOPEITE va Ppeite.

Yuyvég EpOTNCELG

E. Tu0a yivel €av 0 Quoarides aépa 61N GOPLYYE pLov;

A. Eival gucstoloyikd vo vdpyovv kdmoleg popég puoorideg aépa ot cuptyya. To Taltz
YOopMYeiTaL e £VEST] KAT® ammd TO déppa oag (VITodOpLa £veot)). Ot puoalideg aépa dev
amoTELOVV TPOPANUO Yo aVTOV TOV TOTO €veonc. Ot puookideg dev umopovv va cag PAGyovv

00TE VO EMNPedGovy TN dO0T GG,

E. Tu0a yiver gav vrapyetl pia 6tayove vypov 610 AKpo TS erdvag 6Tav a@oipic® 10
Kaioppo g pehovog;

A. Eival pucstoloyikoé va deite pia otaydva vypod oto akpo tng Perovag. Katt tétoto dev pmopei
va, oag PAdyel ovte va ennpedost T 060N GOC.

E. Tuyiveton edv ogv pop®d vo méco 1o Epfoio;
A. Eav 1o éppolro éxer korhosr 1] £xeL vwootel Oopéc:

. MHN cvuveyicete va xpnGUYLOTOIELTE TN GUPLYY.
o Amopoxkpidvete T PeAdva and TO dEPUA GOGC.

E. Ilog pmopo va EEpm av N £vest] pov £yl 0A0KANP®OEL;
A. Otav 1 éveon oog £xel ohokANpmOsi:

. H npdoivn pafoog tov epPdriov Ba mpémet vo eivar epeavig pésa omd 10 COL TG
GUPLYYOC.

. To yxpt éuporo g cupryyoc Ba mpémel va mbeitan £0¢ To TEAOG TG d1OPOUNG TOV
TPOG TO AKPO TNG CVPIYYOLC.

E. Tuyiveton av 1 oOpryye wapapcivel 6 Oeppokpacio dmpatiov yia teprocodTepo 0mo
30 Lemta;

A. Edv yperaletar, 1 oOpryyo pmopel va peivel ektodg youyeiov o Beppokpacio oyl peyodotepn
amo 30 °C yio £o¢ kot 5 nuépec v mpootatedeTol amd To dpeso niakd ewg. To Taltz Oa
TPEMEL VAL ATOPPINTETOL EGV OV YPNOLUOTOINOEL EVTOG TNE TEPLOSOL TV 5 NUEPDV CE
Oeppoxpacio dwpatiov.

Awfdote 0LOKANPO TO KeEIpEVO TOV OINYIAOV (P16 KOL TO GVALO 031 YIAOV YP1]6NG TOV
PpiokeTor o€ avT6 TO KOVTI Y10 VO PAOETE TEPIGGOTEPA Y10 TO PAPLUKO GOC.
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Taltz 80 mg evécipo S1GAVHA GE TPOYERIGUEVT] GUOKEVT] TUTOV TEVAG
Eexiloopaumn

AP aOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU YPNCLUOTOLEITE AVTO

T0 QAPROK0, H10TL TEPIAUPPAVEL CUAVTIKEG TAPOPOPIES Y10 CUG.

- dordEte avTo To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdacete Eavda.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.

- H ocvvtayn yio avtd 1o appoko xopnynnke amokAeloTiKd Yio 60G. Agv TPETEL VO ODCETE TO
@apuoko o€ GALovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KoL OTOV TO GUUTTOUOTO TNG
acBévelog Toug eivor 010, e Tor KA oag.

- Edv mopatnpnoete kamoto avemiBOuntm evEpPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPUOKOTOL0 1)
TOV VOGOKOUO G0G. AvTd 1oy0eL Kot Yo KaBe mhavn avemBOUNTN eVEPYELD TTOV JEV OVOPEPETOL
670 TTOPOV PUALO 0dNYIDV YpNong. BAEre mopdypago 4.

T wgpréyer To mapov UALO 00N YAV

T etvon to Taltz ko mota givar 1 xpHom TOv

T mpénet va yvopilete mpv ypnoponomoete to Taltz
[log va ypnoyonocete 1o Taltz

[MBavéc avembounteg evépyeleg

[log va purdocoete to Taltz

[Tepreydueva g cuoKeVOGING Kot AOUTES TATPOPOPIES

SN A L=

1. Th givon To Taltz kon wova gival ) prjon Tov
To Taltz mepiéyet T dpactikn ovaio 1EEKILOVUAUT.

To Taltz mpoopiletor yia tn Bepaneio TV PAEYHLOVOOIOY VOO|ILATOV TTOL TEPLYPAPOVTOL O KATM:

o Yopioon katd mTAGKog 6 eViAKES

o Yopioon katd mAdkag o Todld oo Ty NAMKio TV 6 ETOV Kot Je OUATKO Bépog
TovAdyiotov 25 kg kabmg kot oe epnPoug

. Yoproown apBpitida oe eviiikeg

o Axtwvoypagikd EmPeBaiopévn Agovikn ZnovoviapOpitida og eviiikeg
o Mn Aktwvoypoaeikd EmPeBaiopévn Aovikny ZnovoviapOpitida oe eviiikeg

H &exilovpdpnn aviket og pio katnyopio eoappdkmv tov ovopdloviol avasToAElg
wteprevkivng (IL). Avtd to pdapuaxo dpa epnodilovtag n dpdomn piog Tp®TEIVNE To
ovopdleton IL-17A, ) omoia Tpodyel Ty yopiaon Kot T GAEYUOVAOIT VOGO TV apfpdcemv Kot
NG GTOVOLAMKNG GTHANG.

Yopioon kotd mAdkog

To Taltz ypnolomoteital yio TNV aVTILETOTION Uiog SEPUATIKNG TAONoNg mov ovopdaletal "ywpiaon
KaTd TAAKaG" 68 EVAMKEG Kot 6€ Todd amd TV NAKio Tov 6 ETOV Kol dve Kot [e CoUATiKO BApog
TovAdyiotov 25 kg ko og epnPoug pe pétpro émg coPaprn voco. To Taltz peidver ta onueio Kot to
GUUTTOLOTA THG VOGOU.

H ypnion tov Taltz 6a cag weernoet, Pehtidvoviog v Kabapor tov dEpUaTdS GOG Kot
HELDVOVTOG TO COUTTOUATA GOC, OTMG 1) ATOAETIOT|, O KVNGUOC Kal 0 TGVOC.

Yoproocwn apbpitda

To Taltz ypnowonoteital yuo T Oepoameio piog wdOnong mov ovopdletarl «ymplactkn apbpitiday ce
EVNAIKEC, Uiag PAEYHOVDOOLG VOGOV ToV apfpdcewmy, 1 omoia cuyva cuvodeveTal and ywpiaon. Edv
mhoyete amd yoproolkn apbpitida, apyucd Oa cog dobobv dAla pdppoka. Eqv dev avtamoxpifeite
OPKETA KAAAQ o€ aVTA Ta PAppaKa 1 o€ Tepintwon dvcavetiag, Ba cag dobel o Taltz yia ) peimon
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TOV oNUEI®V Kol cLUTTOUATOV TG vOcov. To Taltz pmopet va ypnoiponombei wg povobepameio
pali pe éva aGAdo edppoko mov ovopdletor pebotpelarn.

®a anokopicete 6pelog amd TN xpnon tov Taltz Adym g pelwong ToV onUei®V Kol GUUTTOUATOV
™G vOoov, NG Pertionc g cOUATIKNG AelTovpyiog (IKavOTNTO Vo SIEKTEPUIDVETE TIG PVGIOAOYIKEC
KaONUePVES OpaoTnPLOTNTES) Ko TNG eMPpadvvong g PAGPNS otic apBpdoelc cog.

A&ovin omovdviapbpitida

To Taltz ypnowonoteital yio T Oepameio evnhikov pe pio pAeypovodn véco mov tpocPairet kotd
KOPL0 AOYO TN GTOVOVAIKT GTHAN Kol TPOKAAEL PAEYLOVT TOV apOBPDCEDY TNG GTOVOLAIKNG GTIANG, M
omoia ovopdletor a&ovikn omovovAapOpitida. Edv n médnon elvar opatn pe T (pron aKTvoypapidv,
OVOQEPETOL O KUKTIVOYPUPIKA emPBeParmpévn akovikh omovdvAapBpitidon, evd edv eppoviletol og
acBeveic ympic opaTd onuein OTIG AKTIVOYPOUPIES, AVAPEPETAL MG «LUT) OKTIVOYPOQIKA EMPBEPAt@pUEVT
a&ovikn omovoviopOpitiday. Edv éxete aovikn omovovAiapBpitida, Ba cog yopnynbovv apyukd il
eappaka. Edv dev Tapovcldceete emapkr ovTomdkpion o€ autd To eapuoka, 0o cag yopnyndel Taltz
v vo, petwbodv ta onuEeio Kol T0 GUUTTOUATO TS VOGOV, Vo, LEWWOEL 1| pAeyovT Kot vo PEATIOEL 1
COUOTIKN GOG AELTOLPYiaL.

2. Tvpémer va yvopilete Tpry ypnoiponomcsete to Taltz

an xpnopomounoete To Taltz
o€ mepintmon oAepyiog oty 1EeKILoVUAUTN 1| GE 0TO100MTOTE AAAO OTO TOL GUGTUTIKG AVTOD
TOL POPLAKOL (avapépovtal oty Tapdypapo 6). Edv motedete 0T pmopel va €xete arhepyia,
ouppovievdeite Tov yiotpd cag pv ypnoiponomoete to Taltz.

- o€ mepintmon Aoipméng, v omoia 0 Yutpdg cog Oempel onuavtikng (Yo Tapddetyua, evepyodg
oupoticoon).

IIpogcidomou|oels Ko TPOPVAGEELS
AmevBuvleite oTov Yi0Tpo GOg TPV Ypnoporomoste to Taltz:

- € €xete oA TN OTIYUN KATTOwo Aoipmén i edv TACKETE OO LOKPOYPOVIEG N
EMOVOLOUPOVOUEVEG AOTUMEELC.

- €aqv €xete pio pAEYUOVMOON VOGO TOV eVTéPov oL ovoudletal vocog tov Crohn.

- e €xete pio PAEYLOVH TOV TOEOG EVIEPOL TOL OVOUALETOL EAKMONG KOALTIOA.

- €av Aappdvete omoladnmote GAAN Bepomeio yia TV Yopiaon (OTMG KATOL0 0VOGOKATAGTAATIKO
Qappako M potobepaneio e VIEPIOON oKTVOPOAIR) 1 Yio0 TNV YopLootkn apOpitida.

DAreypovaong vécog tov evtépov (vococ tov Crohn 1) EAKdONG KoAMTION)

Ytopatiote va ypnowonmoteite o Taltz kot evnuepmoTte Tov Yiatpo cog | (NToTe apES®S 1LTPIKT
BonBetla edv TapaTNPNCETE KOIMAKEG KPAUTEG KOl TOVO, d1dppoto, andAEL fApovg N aipa oTa
KOTPOVo, (0TO1ONTOTE OMELD TPOPANUAT®V TOV EVIEPOVL).

Edv éxete apeiforieg yio 1o av KAmolo omd To To TAV® 1GYVEL GTNV TEPIMTOCT OUG, LANGTE LE TO
YWTpo 1 TOV VOGOKOHO Gog Tpv tapete to Taltz.

IIpocéyete Yo AOWAEELS KO AAAEPYIKES AVTIOPAGELS

To Taltz pmopet dvvntikd va TpoKaAésel GoPapég avemBOUNTES EVEPYEIEG, CUUTEPIAAUPOVOUEVOY
AOWDEEDV Kol AALEPYIKAOV avTIOPAcE®V. Oa TPETEL VO TPOGEYETE Yo TNV VAPEN CLUTTOUATOV TOV
glvar evOEIKTIKG aVTOV TV Tadncemv yio 660 ddotnuo AauPavete to Taltz.

Ztopatiote va ypnowyonoteite o Taltz Kot apécwmg evnuep®oTe TOV Y1oTpo GoG 1 avalnTiote
TPtk Pondela eGv TaPATNPNCETE OTOLAONTOTE GUUTTOUATE, GOPAPTG AOTUMENC 1| GAAEPYIKNG
avtidpaons. TETol CLUTTOUOTA AVAPEPOVTAL GTO KEIUEVO UE TiTAO «ZoPapéc avembounteg
EVEPYELESH OTNV TAPAYPOPO 4.
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IMoord ko Epnpor
Mnv ypnoiponoleite avtd T0 PAPLOKO Yia T Bepameio TG ywplaong Katd mAdKoS o€ Todtd nAtkiog
KaTo TV 6 TV, KoBDG dev £xel pedetn el o€ VT TNV NAMKIOKT OHAda.

Mnv ypnoiponoteite avtd 10 PAPLOKO Yia TN Oepomeia TG YOPLacikng apdpitidag oe madid Ko
gpnPoug nAikiog kdto TV 18 etdv, KaBOg dev £xel pehetnBel o ot TNV MAMKLOKT Opdda.

Adlha @appoxa kot Taltz

Evnuepmote Tov yatpd, ToV @OpUOKOTOLd 1] TOV VOGOKOLO GOG

- €4V YPNOUOTOLEITE, EYETE TPOSPATO YPT|CLULOTOGEL 1) WITOPEL VAL YPT|GILOTOCETE GALD
QapLoKa.

- €av guPorlacOnkate TpoécPato 1 Tpdkertal va euPoiacbeite. Agv Oa mpémel va Gog
yopnynBovv opiopévorl Tomol epPforiov yio 660 ddotnua taipvete to Taltz.

Kinon kot Onioopdg

Edv giote éyxvog, vouilete 6T umopei va giote £ykvog 1 oyedtdlete va amokthoete maidi, {ntote
GUHLPOVAY| TOL YTPOD Gag TPV TapeTE AVTO TO PAppako. Eivatl mpotindtepo va anopebyetal n
ypnhon tov Taltz katd v eykvpocHvn. Ot eTdPAGEIC AVTOD TOL PAPUAKOL GTIG EYKVOVG YUVOIKESG
dev eivan yvootég. Edv elote yovaika pe Suvordtto tekvomoinong, 0o rav Kokod vo amo@uyeTe vo
peivete ykvog kon Bo TPEMEL VoL YPTCYOTOLEITE EMAPKT OVTICVAAYT] Y10 OGO SIAGTN LA (PTCIUOTOLEITE TO
Taltz kou 1o tovAdyotov 10 gfdopddeg petd tn Aqym g tedevtaiog do6omg tov Taltz.

Edv nAalete M mpoypoppatiCete va Onhaoete, culntioTe e TO YITPO Gag TPV TAPETE AVTO TO
oappaxo. Mali pe 1o yiatpo cog Bo mpémnel va amopacioete edv Oa pnopécete va Onidcete 1 €dv Oa
nhpete 1o Taltz. Agv Oo mpémel va, kKAveTe Kal ta 600.

001yN o1 Kot LEPIOUOS PNV LATOV
To Taltz givor pdhiov amiBavo vo ernpedosl TNV KavOTNTA oG va 0dnyeite Kot va yepileote

U OVALLOTOL.

To Taltz wepréyer vatpro
To eappokevTikd ovtd TPOoidv TEPLEYeL Myotepo amd 1 mmol vatpiov (23 mg) avd 66om tov 80 mg,
givar ovtd Tov ovopdlovpe «eAeb0epo vaTpiovy.

3. Iog va ypnowporonjcete to Taltz

[Tavtote va YpMOYLOTOLEITE TO PAPLOKO ALTO AVGTNPE GOUPOVO LE TIG 0ONYIES TOL YLOTPOV 1| TOL
VOGoKOpoL 6og. Eav éxete appifolriec, pmtnote TOV Y1Tpd, TOV VOGOKOUO 1| TOV QUPUAKOTOLO
cag.

To Taltz yopnyeitat pe éveon kdto omd To 6€ppa oag (vTodopa éveon)). Eoeic kot o yiatpdg 1 o
VOGOKOWNOC 60¢ o Tpémel vo amopacicete Gv Oo Tpémel va Kavete ecgig TNV éveon) tov Taltz
GTOV £0VTO GOG.

[N ypnon og Toudd pe copotikd Bapog 25-50 kg, o1 d6ceig iEexilovpaumng 40 mg Oo tpémet va
TPOETOALOVTOL KO VO, YOPTYOOVTOL atd £VAV KOTOPTICUEVO EmayyeEALaTiO DYELOC.

XpNGIUOTOMGTE TNV TPOYEUGUEVT GLuoKeLT TUTOVL Tévag Taltz 80 mg pévo ce ekeiva To TOdLA TOL
yperalovtar pia 66om 80 mg Kot yio To. omoia dev amouTeiTon TPOETOLAGIN TNG OOOTG.

Eivon onpovtikd vo pnv emtyelpnoete v KAVETE EGELG TNV £vEST GTOV £00TO 060G EMG OTOV
ekmandevBeite and 1o yoTpo N 10 vosokopo cag. Kdanotog mov oag gpovtilel pmopet eniong
va 60G Kavel tnv éveon tov Taltz petd amd v katdAAnAn ekmaidogvon).

Xpnowponomaote pio péBodo vevlvi oG, OTMG ONUEIDCELS GE va UEPOADYLO TOTYOV 1| GE pHia

atlévta, n onoia Ba cag fonbnocetl va Bupdote v emduevn 006N GOG KOL VO OTOPVYETE VL
mapoleiyete 1| va exovoraPete pia 60om.
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To Taltz mpoopiletan yia pokpoypdvia Bepomeio. O yaTpdc 1| 0 vosokouog cog O mapakorovdel
TOKTIKA TV TAONGN G0¢ Yo va eEAEYYEL KaTd OG0 1 Oepameia Exel v emBountn enidpoon.

Kda0e cvokevn tomov mévag mepiéyet pia doom tov Taltz (80 mg). Kabe cuokevr| tomov wévag yopnyet
pia pévo doom. H suokeun tomov mévag dev Ba tpémel va, avakveitat.

Awpaote pocektikd T1g "OdNyieg xpnong" Yo TV GLGKELT TOOV TEVAG TPV XPTCLULOTOUCETE TO
Taltz.

Xopnyoopevn tocotnTo Tov Taltz ko SvdoTpa yopiynong
O y1otpdg oag Ba cag enynoet v mocdtnta Tov Taltz mov ypedleote Kol yio TOGO YPOVIKO
dlotnua.

Yopioon katd mAdkag o eViMKEG

- H npdn 660m eivar 160 mg (2 svokevég Tomov mévag pe 80 mg 1 kobepio) pe vrodopla £veon.
Tnv éveon avt) umopet va oag TV KAVEL 0 Y10TpOG 1) 0 VOGOKOLOG GG,

- Metd v padTn d60M, Ba maipvete pia d6om tov 80 mg (1 cvokevn THTOV TEVAS) KATA TG
gfooudodeg 2, 4, 6, 8, 10 kou 12. And v efdopdda 12, Oa maipvete pia d6om twv 80 mg (1
GLOKELT TOTOL TTEVAG) KOO 4 efdoudioes.

Yopioon katd mhdkag o Tadid (MAkiog 6 ETOV Kol Gve Kol COROTIKOD fapovg Tovddyiotov 25 kg)
Ko o€ prfovug.

H ocvvietdpevn d6om mov yopnyeitatl p€cow vrodoplog Eveons ota Tandld faciletar oTig axdAoveg
KaTnyopieg copatiKod Bapoug:

YoORoTIKO Papog TUVICTOUEVT OPYLKT] Yoviotopevn 66on kaOe 4
TOLOL10V 0601 (gpoopada 0) gfoopades (Q4W) ot
GUVEYELY,
Meyaldtepo amod 160 mg (2 ovokevég TOTOV 80 mg (1 ocvckevn TOTOL
50 kg TEVOG) Tévag)
25 éwg 50 kg 80 mg (1 ovokevn TOHTOL 40 mg (omatteiton TpoeTOLUACIOL
TEVaG) ™ 666NC)

Ot 860¢1g 1Eekilovpapnng 40 mg Oa wpémetl va TpoeTotdlovTal Kot va, xopryouvTal amd Evay
KOTOPTIGUEVO EmOyyeApatio vyeiog pe tn xpnion e npoyeuiouévne ovpryyag Taltz 80 mg/1 ml wov
KuKAOQOpEL TNV aryopd.

XPpNOHOTONOTE TV TPOYEUICUEVT] GLOKELT TUTTOL Tévag Taltz 80 mg povo oe gkeiva ta Tond1d Tov
ypewdlovtor pia d6om 80 mg. Mnv YpNCLLOTOIGETE TNV TPOYEUGUEVT] GLOKELT TOTOL Tévag Taltz
80 mg ywo TNV TpoeToacio g doong 40 mg.

To Taltz dev cuvioTtdral yuo xpromn o€ Tadd pe COUATIKO Bapog kdtw Tov 25 kg.

Yoprocwn apbpitida

T acBeveig pe yoplaoikn apbpitida mov eniong tapovoidlovy pétpia £wg cofapn yopioon Katd

TAGKOG:

- H mpcddytn d60m givar 160 mg (2 cvuokevég Tomov mévag pe 80 mg 1 kabepior) pe vroddpla Eveon).
Tnv éveon autn umopet va 6ag TNV KAVEL 0 Y1aTpdg 1] 0 VOGOKOLOG GG,

- Metd v mpdtn do0m, Ba maipvete pia d0on Tv 80 mg (1 cuokevn TOTOL TEVHG) KATA TIG
gfdouddeg 2, 4, 6, 8, 10 kau 12. And v efdopdda 12, Ba waipvete pia 66om tov 80 mg (1
GLOKEVT] TOTTOL TTéEVaG) KGOe 4 efdouddec.

[No dAlovg acbeveic pe woploowkn apbpitda

- H npdn 660m eivar 160 mg (2 svokevég Tomov mévag pe 80 mg 1 kobepio) pe vrodopla £veon).
Tnv éveon avt) umopet va oag TV KAVEL 0 Y10TpOG 1) 0 VOGOKOLOG GG,

- Metd v mpadTn d60M, Ba maipvete pia doom tov 80 mg (1 cvokevn THov Tévag) Kabe 4
ePdoudoegs.
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A&ovikn omovoviapBpitida
H ovviotdpevn 06on givar 160 mg (2 cvokevég tomov mévoc pe 80 mg n kobepio) HEGm LTOOOPLUG
éveong v eRdopdda 0, akorovBovpevn amd 80 mg (1 cvokevn TomoL TEVACS) KAOE 4 EfSoUAOES.

Edv ypnowpomomcere peyarvtepn 00on Taltz amd tnv kavoviki)
Edv &yete AdPel peyardtepn 66on Taltz amd tnv kavovikn 1) €av 1 6001 €xel yopnyndel vopitepa amod
0,TL AVOPEPETOL GTT GLVTAYT] TOL YITPOV GG, EVNUEPDGTE TO YLUTPO GOG.

Eav Eeydoete va ypnoporomcsete to Taltz
Edv Eeydoate va kavete pio éveon tov Taltz, emikotvoviote pe To ylotpd 6og.

Edv ctopatioere vo ypnoiponoreite 1o Taltz

Agv Ba mpénel va otapatioete va yproonoteite to Taltz ywpig va coppovievdeite Tponyovpévmg 1o
ywTpd cog. Eqv dtokdyete T Bepamneia, T0 GUUTTONOTO TG YOPIOONS ) TNG YOPLUGIKNG apBpitidog
UTOPEL VO ETOVELPAVIGTOVV.

Edv &yete neptocOTEPEG EPOTNGELS GYETIKA LE TN XPTOT CVTOV TOV POPHAKOV, POTNGTE TOV YLOTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IMBavéc avemBOuNTES EVEPYELEG

Onwg 6ha ta eapproka, £TGL KOl ALTO TO GAPLOKO UTOPEl VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Ko 0gv Tapovctdlovtal 6 OAOLG TOVG AvOPMOTOLG.

Yopapég avemBOUNTES EVEPYELEG

Ztopatiote va ypnowonoteite o Taltz Kot apéocwmg evnuepdote Tov YoTpd 606 1 avalnTioTe TPk
BonBeia edv eppavicete omoladnmote amd T akdAovbeg avemBounteg evépyetes. O yaTpds cog o
amopaciost eav kot 1ot umopeite va Eekvnoete kot TdAL T Oepameios:

IIBavn coPfapn AoipmEn (uropel va ennpedoet Emg kot 1 ota 100 dtoua) - To GLUTTOUATO PTOPET
va TepapPavouy:

- TVPETO, CLUTTMOLOTO YPITNG, VOYTEPIVEG EPLOPAOCELG

- aicOnpa kovpaong 1 dvomvola, Prixa wov dev vVIoYwPEl

- {eoto, epubpod Kot ETMAIVVO SEPUA, ) EXDOOVVO dEPUOTIKO eEAVOM O P PUCAAIDEG

Yofapn arrepyrkn avriopaon (uropel va emnpedoet £o¢ kot 1 ota 1.000 dropa) - Ta cupnTOUOTOL
umopet va meprrapfdvouv:

- dvokoAia GTNV aVOTVON 1 TNV KOTATOoN

- YOUNAT apTnplaky| wieon, n omoia propel va mpokaiécet thtyyo 1 {aAn

- oldnua 0To TPOGMTO, T YEIAN, TN YA®GOA 1| TOV PapLYYQ

- £€VTOVO KVNGUO TOV d€ppatoc, pe epubpd e&avinua 1 eEoykopata (Exdppota)

Addeg avemOOUNTES EVEPYELES IOV £YOVV OVOPEPDEL:

oAd ovyvég (Lmopel va emnpedoovy tepiocdtepa omd 1 ota 10 dropa)

- AOWMEELS TNG AVOTEPNG AVOTVEVGTIKNG 0000 LE GUUTTMUATO OTTME TOVOAULLOG Kot BovAmuévn
por.

- avtidpdoelg otn B€om g Eveong (m.y. epuBpod dépua, TOVOG).

Yoyvég (umopel va emmpedoovy ém¢ kot 1 ota 10 dtopa)
- vavtia.

- LUKNTIOCIKEG AOUDEELS, OTIMG TO «TTOOL TOV aOANTN».

- TOVOG GTO TGM PEPOG TOL ALLOV.

- £€pmNG 670 GTOUA, TO dEPLLO KoL TOVG PAEVVOYOVOLG (aAOG EpTNG, PAEVVOYOVOSEPUATIKOC)
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Oy ovyvég (Umopet va emnpedoovy £mg kot 1 ata 100 dropa)

- a@O®OT EAKN (GTOUATIKY KOVTIVTIOOT).

- ypim. ,

- PVIKN KOTOPPOT).

- Baxtnprokn deppotikn Aoiuwén.

- KVIdOTIKG e€avOnuata.

- EKkpo amd Tov oPBoANO e Payovpa, puBpdtTa Kot TPNEO (EmmEPLKITION).

- CUUMTMOUOTO TTOV VTOSNADVOLV YOUNAG EMimEdo ASVK®V OIULOCPULPi®mY, OT®MG TLPETOC,
TOVOLOUOG 1] OTOUATIKA EAKT TTOL 0QeilovTal o€ AoumEelc (ovdetepomevia).

- YOUNAOG apBpog arpomeTodimv (Bpopuforevia).

- éxlepa

- e€avonua

- YPNYOPO TPHELLO TOV IGTMV TOV QVYEVE, TOV TPOCHTOV 1 TOL A0V

- KOWOKEG Kpaumeg Kot movog, Odppota, omdieid Pdpovg 1 oipe ota koOmpavo (onpeio
TPOPANUATOV TOV EVTEPOL).

Xaavieg (umopet va emnpedoovy £mc kot 1 ota 1.000 dropa)
- LUKNTIOGIKT AOoTUmEN TOL 0160(QAY0V (01G0PAYIKY] KAVTIVTIOGT))

AvaQopd avemOOuNTOV EVEPYELDV

Edv moapotmpnoete kKamoto avemOOunT evEPYELD, EVILEPDGTE TOV YIATPO, TOV PAPUAKOTOLO 1) TOV
VOGOKONO GaG. AVTO 1oYvEL Kot Yio kébe mbavr avemBountn evépyela Tov SeV AVOPEPETAL GTO TOPOV
@OALO 0OMY1DV ¥prionc. Mmopeite emiong vo avapépete avemBouunTeg evépyeleg anevbeiag, HECH TOV
€0viKo GLGTILATOG AVAPOPAS TOL avaypaeeTol oto [Tapdptnue V. Méow g avagopag
OVEMBOLUNTOV EVEPYEIDV UIOPETE Vo fonBNcETE TN GVALOYT TEPLCTOTEPMV TANPOPOPLDV CYETIKA LLE
TNV 0GQAAELD, TOV TOPOVTOC POPUAKOV.

5. Hog va gvraccete 1o Taltz

To @appako ovtd TPETEL VoL GUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV TO, TOSLA.
Na pnv ypnoiponoteite ovtod To0 GAPUOKO LETA TNV Nuepounvia ARENG oL avapépeTal GtV
EMONLOVGT] TNG CLGKELNG TOTOL TEVAG Kot 6TO EEMTEPIKO KovTl petd t « AHEH». H nuepounvia

AMENG elvar N TeElgvTain NUEPO TOV UNVOL TTOV CVOPEPETOL EKEL.

Ddvidooete og yoyeio (2 °C émg 8 °C). Mnv katayvyete. M1y T0 GTPOYVETE TPOG TO TOW® PEPOG TOV
yoyeiov.

DduvAdooete 0TV 0PYIKN CLCKELAGLN Y10 VO TPOGTUTEVETAL OO TO PWG.

To Taltz pmopel va peivel ektdg yoyeiov péxpt S nuépeg o€ Bepuokpacio mov dev Eemepvael Tovg
30 °C.

Na punv YpnoHOTOLEITE AVTO TO PAPLOKO EGV TAPATNPNGETE OTL 1] GLGKELT TOTOV TEVOS £XEL VITOGTEL
@Bopd M 6T1 TO PAppaKO glvarl BOAO 1 EVIAKPITO KOPE YPDUATOG T} OTL TEPIEYEL COUATIONO.

Av16 10 QapuaKo Tpoopiletal yia pio povVo ypnon.
Mnv metdite eapuaKa 6To vepd NG amoyétevonc. Potote tov ylatpod, Tov VOGoKOUOo 1 ToV

QOPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUOKO TTOV dEV ¥PNOLUOTOLEiTE T AvTd T pétpa Oa
BonBnoovv oty Tpoctacia tov mepiBdiiovtog.
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6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T wepréyer To Taltz
- H dpaotikn ovoia givon 1 1&eki{ovpdpm.
Kabe mpoyepicpévn cvokevn tomov wévag mepéyet 80 mg iEekilovudpuang oe didivpa 1 ml.
- Ta dAho cvotatikd sivor cakyapoln, molvcsopPikd 80, Vowp yia evéoiua. EmmAéov, prnopel va
&xel mpootebel vVOPoLeidio Tov vatpiov Yo pHOen Tov pH.

Epg@avion tov Taltz ko epreydpeva, Tng 6VGKEVUGIONG
To Taltz givon SidAvpa og pio cupryya and dtowyég Yvoi. To ypdpo Tov uropel va Kopaivetot omd
ApoUo EmG EAAPPMG KiTPvo.

H odpryya Bpicketar evtog piog cuokeung THTOL TEVAS oG ¥PIONS TOL yopnyel pia doo.

Meyébn cvokevaociog tav 1, 2 1 3 TPOYEMGUEVOV GLGKEVOV TOTTOL TTEVOC. Mmopel va unv
KUKAOQOPOUY OAEC 01 GUCKEVLUGIEG GTN YDPU COG.

Karoyog Aderag Kvkhogopiag
Eli Lilly and Company (Ireland) Limited, Dunderrow, Kinsale, Co. Cork, IpAavdia.

HopackevaocTic
Eli Lilly Italia S.p.A., Via Gramsci 731/733, 50019, Sesto Fiorentino (FI), ItaAic.

I"o omotadnmote TANPOPOPio. CYETIKA LE TO TOPOV POPUOKEVTIKO TPOIOV, TAPUKAAEISTE VO
amegvbuvbeite otov Tomikd avtimpoésmmo Tov Katdyov g Adelag Kvkiopopiag:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbnarapus Luxembourg/Luxemburg
TII "Enu JIunu Henepnaun" B.B. - Bearapus Eli Lilly Benelux S.A./N.V.
Ter. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska repubvlika Magyarorszag

ELI LILLY CR, s.r.o0. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
E)\Gda Osterreich
OAPMAXEPB-AIAAY A.EB.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.

Tel: +34-91 663 50 00 Tel: +48 22 440 33 00
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France
Lilly France
Tel: +33-(0) 1 5549 34 34

Hrvatska
Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999

Ireland
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: +39- 055 42571

Kvbmpog
Phadisco Ltd
TnA: +357 22 715000

Latvija
Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000

Portugal
Lilly Portugal Produtos Farmacéuticos, Lda
Tel: +351-21-4126600

Roménia
Eli Lilly Roméania S.R.L.
Tel: + 40 21 4023000

Slovenija
Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

United Kingdom (Northern Ireland)
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

To mapév @vALo 00N LAV YpfioNS avade®PONKE Y10 TELEVTAIN POPA OTIS

Addeg TNYEG TANPOPOPLOV

Aemntopepeic TAnpoeopieg yia To pappako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmraikon

Opyaviopot @oppdxmv: http:/ www.ema.europa.eu.
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Odnyieg ypnong

Taltz 80 mg gvécipo S1GAVPHA GE TPOYERIGUEVT] GUOKEVT] TUTOV TEVAG

Eexilovpdipmn

-

[Ipwv ypnolponomoete TV TPOYEUICUEVT] GVGKEDT] TUTOL TEVAG GOGC:
Inpoviikd onueio wov npénel vo yvopilete
. [Ipv ypnopomomaoete TV TPOYEUICUEVT) GLOKELT TUTTOL TEVAG Tov Taltz, dafdote Kot

aKOAOVONGTE TPOGEKTIKA OAEG TIC avaALTIKEG 00Myieg. DvAaG&ETe Tig Odnyieg ypriong Kot
avatpéEte og aVTEC OTOTE YpetaleTor.

. H mpoyepiopévn cuokeun tomov mévag mepiéyet 1 d6om Taltz. H mpoyeucpévn cuokevn
Tomov mévag mpoopiletar yio MIA MONO XPHXH.

. H mpoyepiopévn cuokeun tomov mévag Oev TPEMEL VOL AVOKIVEITOL.

. H mpoyepiopévn cuokeun tomov mévag meptéyet yodava uépn. Oa mpénetl va ) yepileote pe

npocoyn. Edv cag méoet og pio ochnpn Em@Aveln, Unv Tn ¥P1CLOTOCETE. XPNGIUOTONGTE
pia Kotvohplo TPOYEUGHEVT] GLGKELT TOTTOV TEVAS Yo TNV £VECT| GG,

. O y10tpog, 0 POPLOKOTOLOG 1] O VOCOKOLOG 0aG UTOopEl va oag Bondnoet va anopacicete og
7010 GNUEI0 TOV COUOTOC GOG VO KAVETE TNV EVEGT GOC.
. AwPacte T0 POALO Odnyidv Xpnong tov Taltz mov Ppicketal 6€ avTod TO KOVTI Y10 VoL

nabete TEPIGGOTEPA Y10 TO PAPUAKO GOC.

OAHTI'IEX XPHXHX

IIpwv ypNONOTOUGETE TV TPOYEUIGPREVY] GLOKEVT TUTTOV TTEvaS Tov Taltz, owufacte kKo
0K0LOVON6TE TPOGEKTIKG OAES TIC AVAAVTIKES 00N YiES Prina tpog Pripo.
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Oonyoc e€aptnudrov

Kopoogn l,'IM']m'po
éveong

ol AaxtOMog
KAEODNOTOS

e T oppora
Kiswdopévng/
Eexheldmtng
0¢omg

Dappoko

; §|_| Awvynig Béon

ATOGTONEVO

Baon/
aon Kamaxt faong

Axkpo Berdvag

1 ETOIMAXTEITE

la Byédkte TV TpoyERIoPEVY] GLOKEDT] TOTOV TEVOS OO TO YoyEio. ApioTe
T0 Kamdxl TG Pdong ot 0€om Tov £mg 6TOL £loTE ETOYOL VO KAVETE TNV
éveon). Heppévere 30 Aemtd £0C OTOL 1| TPOYELUGEVT] GVGKELT| TOTOV
nmévag eBdoet o€ Beppokpacio SoUATioL TPOTOV TN YPNCUYLOTOICETE.

MHN ypnoiomomocete onowadnTote Ny Oeppodtrag yio va (eotdvete
TO PAPLOKO, Y10 TAPASELY LA POVPVO UIKPOKLUATOV, (eGTO vEPO M| TO
(®G TOL NAL0V.

1B Xvykevrp®ote 0ha 060 O ypeLacTEiTE Y10 TNV £VEDT] 0OG:

e 1 povINAAKL LE OVOTVEL LA

e 1 xoppdtt BapPaxtod 1 €va KoppdTt yalog

o 1 €101KO TEPLEKTT ALYUNPDV OVTIKEIUEVAOV Y10 TNV OTOPPLIYT] TNG TPOYELGUEVTG
GLOKEVNG TOTTOV TTEVOG
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v Hpepopnvio Jigng

e

L |

[l

E&etaote onTikG TNV TPOYEHIGPUEVE] GVGKELT] TOTOV
névac. EléyEte v etkéto. Befarmbeite 611 10 dvopa Taltz
eppavifetol oty eTIKéTa.

To @dpLoKO GTO EGMTEPIKO TNG GVLOKEVTG TOTOV TEVOG Bt
nmpénel va, etvar dtawyég. To ypdpa Tov pmopel va
Kopaivetal and dypoUo £MG ELUPPOS KITPLVO.

Edv mapatmpnoete orolodnmote amd ta akoiovdo, MHN
XPHXIMOITIOIHEETE Vv TtpoyelIGUEVT] GUOKELT] TOTTOV
TEVOG KOl amoppiyTe TN COUP®VA LE TIG 00MYies:

o 'Eyel mapéiBer n nuepopmvia AMENG.

o  Qaivetar 6tL £yl vooTel POopPEC.

o To @dpuaxo ivar BoAO 1 eLIAKPLTO KOPE YPDLOTOG
N €xel Kpa copoTiow.

16 IIAvvete To (€PLO 6OG TPOTOV KAVETE TNV £VEGT] TOV QPUPUAKOV GUG.

1g

Iiocw pépog
Bpayiova

Kouvhaxn
hont

Mnpog

EmiéEte T 0éom TG éveongc.

Mmropeite va KAVETE TNV £VECT] GTNV KOWAOKN Ydpa (M
mePLoYN 6oL PPicKETOL KOt TO GTOWUAYL), OTO UNPO 1| GTO
miow PEPog Tov Ppayiovd coc. o va kdvete Tnv Eveon
otov Ppaylova cag, Ba Tpémel va oag fondncet Kamolog
GAloc.

MHN «@vete TV £VEOT| GE TEPLOYES OOV TO OEPLLOL
nmapovctalel evarcOnocia, ekyOL®oN (LOAOTES),
epuOPOTNTA 1 CKANPLVOT 1| OE TEPLOYEG OOV EYETE OVAEG
N payades. MHN kdvete Tnv éveon eviog aktivag

2,5 eKATOGTMV ATTO TOV OUPAAD GOC.

Evalrdooere Tig 080815 TG éveonc. MHN «dvete v
éveon oto 1010 axpPdg onpeio kdbe popd. [a
TOPASELY LA, EAV 1) TEAEVTAIO EVECT] GOC TV GTOV
aplotepd UNpo, N eroUEVT €veon Bo Tpémel va gival oTo
0e&10 UNPo, TNV KOLMOKT Y®OPO. N TO TIo® PEPOG TOL EVOG
1 Tov dAlov Bpayiova.

1ot Ilpoctodote to dépua cag. Kabapiote to dépua oag e Eva pavinidxt otvomvedbLatog. APnote
T B€om ¢ €veong Vo GTEYVMGEL LE PUOIKO TPOTO TPV KAVETE TNV EVEGT] TOL QOPUAKOL GOC.
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KANETE THN ENEXH
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BepfarwOsite 6T1 0 d0KTOA0G KAEWODPATOG
Ppioketon oty Kierdopévy 0éon.

Aopnote 1o Kamdkt Baong otn B€on Tov Emg
0tov elote étolpol va kévete v éveon. MHN
ayyi&ete ) Pelova.

A@upéoTe TO KOmAKL PAoS, TEPLOTPEPOVTAG
To0.

Amoppiyte 10 Kamdkl dong otov Kado
amoppiupdtov. Agv o ypelaotel va
enavoTonobeTnoete To Kamdxl Baong otn Béon
TOL — €0V KAVETE KATL TETOLO UTOPEL VOl
npokaAécsete PAAPN ot Perdva ) va
Tpavpatioteite katd AdBog.

Tomo0eTioTE TN dovYY) Phon emimeda Ko
ot00epd Tave 61O dEPRA GOG.

Kpatiote ™) Bdon 6tabepa mave oto déppa
G0G KOl 0T1] GUVEYELY YOPIGTE TO OUKTUAL0
KAEW0®ONoTog oty Eekreidmtn 0<on. Topa
elote €100l v KAveTE TNV €veo).



20

3a

T'kp1
€upoAo

OAOKAHPQXTE TH ATAAIKAXIA

IMiéote TO TPAGIVO TANKTPO EKKivIIoNG. OO
aKovoTel Eva mmpod KA.

Yvuvegyiote va KpaTdTe TN owovyi Baon
ot00epd Tave oTo déppa 6oc. Bo aKoVoETE
éva 5gvTEPO NYMNPO KAIK o€ tepimov 5 €mg 10
oevutepoAenTa petd to mpdto. To dedTepo
NMPO KMK vTodetkviel 6T 1 £veEGT] 6ag el
0LOKANP®OEL.

Oa givon emiong opatd 10 Yrpt ERPoro otV
KOpLET TNG S1owyovg Paomng.

ATOPOKPOVETE TNV TPOYEUIGUEVT] GUOKELN
TOMOV TEVAG amd TO dEPLLOL GOG.

[Méote éva koppatt apPfokiod 1 pia yala ot
0éom g éveong. MHN 1piyete tn 0éom g
éveong, Kabmg avtd pumopel va Tpokarécet
ekyvpmon (poroneg). Mropel va gppavicete
ehaepd orpoppayic. Kot té€toto etvan
(PLGLOAOYIKO.

AmoppiyTe TNV TPOYEMIGUEVT] CVGKELT] TOTTOV
mévac.

MHN tomobetrioeTe TO KATAKL BAGNG KO TAAL
o Béom tov. ATTopPIYTE TNV TPOYELIGUEVT
GLOKELT TOTTOV TEVAG GE VOV E101KO TEPIEKTT
Yo oy UnPa avTiKeipeva 1] GOUEMVE LE TG
00MYieg TOL YLTPOV, TOV PAPLAKOTOLOV 1| TOV
VOGOKOUOL GOG.

‘Otov amoppinTETE TNV TPOYEUIGUEV] GVGKEVT] TOTOV TEVUG KOL TOV E101KO TEPILEKT Y1
aLyUNPa OVTIKEIpNEVA:

AmoppinTeTE TNV GLGKELT] TOTOV TEVOS GE EVOV ELOIKO TEPIEKTN Y10 OLYUNPG OVTIKEILEVA T
CUUPOVA LLE TIG 00MYIES TOV YIUTPOV, TOL POPUOKOTOLOD 1 TOV VOGOKOLOL GOC.
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MnV avOKUKADVETE TO YEUATO EOIKO TEPLEKTT| Y10, QYU PG AVTIKEIUEVAL
Pwtote 0 yrotpd, T0 QopUaKoTold 1) TO VOGOKOUO GOG Yo TO TG B0 TPEMEL VoL amoppintete
O, QAPHOKO TOV OEV YPNCLOTOIEITE TAEOV.

poxtikég copPoviéc acparerog

Edv éxete epotoeig 1 yperdleote Ponbeta e Ty TPoyERGHEVT CLOKELN TOTTOV TEVOC,
EMKOWVOVNOTE [LE TO Y1ATPO, TO PAPLAKOTOLO 1) TO VOGOKOLO GOG.

Edv éyete mpofinpata 6paong, MHN ypnoilomomocete Ty IpoyeIGUEVT] GLGKEVT TOTOV
névag yopic fonBeia amd Kamolo AToLo TOV ival EKTOOEVIEVO GTN (PT|OT TNG.

dvAdoceTe TNV TPOYEUIGHEVT] GUGKELT] TOTTOL TEVOC GE UEPT TTOV gV TN PAETOVY KOl OV TNV
npoceyyilovv Ta Tondd.

Edv dev éxete €101k0 mEPLEKTN Y10 AyUNPA OVTIKEILEVA, POTNOTE TO Y1OTPO, TO PAPHOKOTOLO
1 TO VOGOKOWO GOG Y10l TO OV UTOPEITE va Ppeite.

Yoyvéc EpMOTNGELS

=

T 00 yivel €dv 00 QUGALIDES GEPH GTIV TPOYEULGUEVT] GUGKELVT] TUTOV TTEVOGS;

Eivon pucstoloyikd vo vdpyouy gueoiidec aépa GTNV TPOYEUGUEVT] GVGKELT TOTTOV TEVAG. To
Taltz yopnyeiton pe éveon kdto amd to 6ppa (VTodopia Eveon). Ot pLGOAIdES 0Epa deV
amoteAObV TPOPANUA Yio v TOV TOV TOTO £veonc. Ot puoarideg dev UmopolV va cog PAGyovY
oUTE va emMpedoovy T d00T GO,

Th Oa yiver edv vtapyel pio otaydva vypov oto dkpo TG Pelovag 6Tav aparpécm To
Kamax faong;

Eivon puostoloyko va deite pio otaydovo vypod oto dkpo g Pehovaog. Kati tétoto dev pmopei
va 6og PAGyel 00TE va ETNPedoEL T dO0T GOC.

Tu 00 yivel edv EEKAEIO OGO TNV TPOYEUIGUEVT] CVOKEVT] TOTTOV TEVAGS KL TLEGO TO
npdoivo TAMKTPO éveong mpv TPUPNE® Kol a@apéocm To Kamdkt faong;

Mnv apapéoete 10 Komakl fdong. Evnuepdote 10 yiotpo, T0 popUOKOTO0 1| TO VOGOKOUO
o0,

Xperaletal vo Kpotd TEGUEVO TO TAKTPO £veons £mG 6Tov 0AoKANP®OEL 1) £veon;
Kdat té€1010 0ev givon amapaitnto, oAAd pwopel vo oag Bondnoel va KpaTate TV TPOYEUGUEV
GLOKELT TOTOL TTEVAG GTAOEPT] KOt 0KV T TAV® GTO OEPLLOL COLC.

Th Oa yiver av 1 Perova dev amocvpOel peta v £veon] pov;

Mnv ayyiéete ) Perdva Kot unv tomobetoeTe ko T To Kokt fdong otn 0Eon Tov.
Amopplyte TNV TPOYEUICUEVT] GLGKEVT TOTOL TEVAG G EVOV SEPUYILOLEVO KOl avVOEKTIKO GTa
TPLINLLATO EOTKO TEPLEKTY Y1 Oty UNPa ovTikeipeva. Evnuepdote 10 yaTpd, T0 pOPLAKOTOL0
N TO VOGOKOLO GOC.

Th 0a &gt yivel €6V aKOVOM TEPLOGOHTEPX 0TO 2 KAK KATE TN SLAPKELQ TG EVEGG POV —
000 NMPa Kk kot évo, araro; OlokinpoOnke 1 £veon] pov;

Kdamotot acOeveic pmopel va akodsovv £va amard KAK akpiBdg mpy amd to de0TEPO NYNPO
KMK. AvTto gival uo1oA0YIKO. MNV amopaKpOVETE TNV TPOYEUICUEVT] GUCKEDT] TUTTOL TEVOLG
omd 10 dEPUA GO EMG OTOL AKOVGETE TO OEVTEPO MYMPO KAIK.

Hog propd va EEpm £av 1 évesn] pov £yl 0hokANPOOEL;

AoV TEGETE TO TPAGIVO TANKTPO £veong, Oa akovaete 2 Nynpd kAhk. To devtepo Khk
VTOJEIKVVEL OTL 1] £vEDT| G0G £xEl OAOKANPpwOEL. Ba etvan emiong opatd T0 YKpL EPPoro otV
KOPLEN TNG dLvyoLs Paong.
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E. Tuyiveral av n Tpoysuiopévi 60GKELT TOTOL TEVOGS TOPUNEIVEL 6€ OEppoKpacia dopatiov
Yo, TEPLocoTePo amd 30 Aemtds

A. Edv yperaletar, 1 mpoyeUGUEVT] GUGKELT TUTOV TEVAG UTOPEL VO LEVEL EKTOG WuYEiOV OF
Oeppokpaocio oy peyarvtepn omd 30 °C yia £mg kat S NUEPES €AV TPOOTOTELETAL ATTO TO AUEGO
nAiaxo ews. To Taltz Ba mpémet va amoppinteTon edv dev ypnoomobel eviog g tepiddov
TV 5 Nuepdv o€ Beppokpacio dopatiov.

Awfdote 0LOKANPO TO KEIPEVO TOV OINYIAOV (P16 KOL TO GVALO 031 YIAOV YP1]CNG TOV
Ppioketar o€ 00716 TO KOVTI Y10 VO HAOETE TEPLGGOTEPU Y10, TO PAPUAKO GOC.
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