ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



V¥V To QAPUOKO aVTO TEAEL VIO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO Do EMLTPEWEL TO YP1YOPO
TPOGOLOPIOUO VEDV TANPOPOPLDY AGPAAEINC. ZNTEITOL 0O TOVE EMAYYEALOTIEG VYELOG VO OVOQPEPOVY
omolecdNmote TOavoLoyovEVEG avemBOuNTeC evEpyetec. BA. mapdypapo 4.8 yia tov 1pdmo avapopdg
AVETBOUNTOV EVEPYEIDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Kevzara 150 mg evéciuo S1GAv UG GE TPOYELGUEVT] GUPLYYA.
Kevzara 150 mg evécipo S1dAva GE TPOYELLGLUEVT] GUOGKELT TOTTOV TTEVOG
Kevzara 200 mg evécipo S1GAV LA GE TPOYELGUEVT] GUPLYYO
Kevzara 200 mg evéciuo S10AV U GE TPOYEULGLEVT] GVGKELT TOTTOL TEVOC

2. HOIOTIKH KAI TIOXOTIKH XYNOEXH

150 mg evéouo ddivpa

Kd&Be npoyepuopévn oopryya piog d6ong nepiéyet 150 mg sarilumab o€ 1,14 ml dioddpotog
(131,6 mg/ml).

KdéBe npoyepucpévn cuokenn tomov mévag piog 66ong mepiéyetl 150 mg sarilumab oe 1,14 ml
draddpatog (131,6 mg/ml).

200 mg evéoyuo didhvpa

KdBe npoyepuospévn oopryya piog d6ong mepiéyet 200 mg sarilumab og 1,14 ml Sioddpotog
(275 mg/ml).

Kd&Be npoyepuopévn cuokeny tomov mévag piog d6ong mepiéyel 200 my sarilumab oe 1,14 ml
draddpatog (175 mg/ml).

To sarilumab &ivar £va, avOpdTIVO LOVOKAWMVIKO avTicmOua, EKAEKTIKO Y10 TOV VTOS0YEN TNG
wiephevkivne-6 (IL-6), To omoio mapdyetot o€ KHTTAPA M®OONKOV KIVE(IKOD KPIKNTOD HECH
teyvoroyiag avacvvovacuévov DNA.

Mo tov TAnpn kaTdhoyo TV ekdoywV, PA. Tapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéowo odAvpa (éveon)

Awowyéc, dypopo Tpog avolkto kitpivo, ateipo didhvua pe pH mepimov 6,0.

4. KAINIKEX TAHPO®OPIEX
41 OgpamevTikéc gvociteig

To Kevzara g cuvévacuod pe pebotpedrn (MTX) evdeikvutor yio TNV OVIILETOTION TG UETPLOG M
cofapng evepyng pevpoToeldong apbpitidag (PA) oe evilikes acbeveic pe averapkn avtomdkpion i
dvoave&io og £va N TEPIEGOTEPA TPOTOTOMTIKE THG VOGOV avtipevpatikd eappake (DMARDS). To
Kevzara pmopel va yopnynOei cav povobepaneio e meputtooelg dvoaveéiog ot MTX 1 dtav )
Bepancio pe MTX dev givar katdAANAn (BA. Topdypago 5.1).

4.2  Aocoloyio kol TpOTOG YopyNoNS
H Bepancio mpémetl va Eexivd kon va emPAEmeTon and enayyeipatieg vyelag pue epnepia ot dSdyveoon

KOL TNV OVTLETMION TNG PEVHOTOES0VG apBpitidac. tovg acheveic oTovg omoiovg yopnysiton
Kevzara mpénet vo didetol | kapto Tpogidonoinong acdevonc.



Aocoroyia
H ocvvictodpevn 66on tov Kevzara sivor 200 mg pio popd ka0e 2 fdopddec, yopnyoOUEVN ¢
VTOJOPLO EVECT).

Yuvvictdton peimon g 06ong amd 200 mg pio eopd ke 2 efdopdoeg ota 150 mg pia opd KOs 2
€POOLADES YO TNV AVTILETMOMION 0vOETEPOTEVING, Bpopfomeviag Kol ALENGEWV TOV NTATIKOV
evlopov.

Tpormormoinon ¢ d0oNg

H ayoyn pe Kevzara mpémel va avactédletal o€ acbeveic mov avarticoovy cofapn Aoipmén émg
otov gheyyOei n Aolpwén.

Agv cuviotaton Evapén aywoyng pe Kevzara og acOeveic mov £xouvv youniod apifud ovdetepopiimy,
S, amdAvTo 0p1dud ovdetepdPirmv (ANC) pikpdtepo omd 2 X 10°/L.

Agv cvoviotdtan Evapén aywyng pe Kevzara oe acBeveig mov €yovv aptBuod aponetariov Kot and
150 x 10%/pL.

YVVIGTOUEVEC TPOTOTOGELS TG 000G GTNV MEPIMTOOT ovdeTEpOmeViag, Bpoppomeviag 1 avénuévov
nroTik®v evidopmv (BA. mapaypdeovg 4.4 ko 4.8):

Xopuniog Anorvtog AptOpoc Ovdetepogriwv (Absolute Neutrophil Count - ANC) (BA.
Topaypoeo 5.1)

Epyootnploxn Tipn 2061001

(kbrTopa x 10°/L)

ANC peyaldtepo omd 1 [pémer va dratnpnBei n tpé€yovca do6om tov Kevzara.

ANC 0,5-1 H ayoyn pe Kevzara npénel va avactolel o 6Tov emitevybel aptOpog
>1 x 10°/L.

H ayoyn pe Kevzara uropei va cuveyiotei ato 150 mg kdbe 2
efdoudoeg kot va avénbel ota 200 mg kdbe 2 gfdopdadec, cOUPOVA PE
TIC KMVIKEC EVOEIEEILG.

ANC kpotepo amd 0,5 H ayoyn pe Kevzara npénel va dtokomet.

Xapniog ApOuég AlpomeTaiiov

Epyootnploxn Tipn 2061001

(kbtTapa x 10°/uL)

50 éw¢ 100 H ayoyn pe Kevzara mpémet va avactaiel €0 6tov emitevydel apBpog
>100 x 10%/pL.

H ayoyn pe Kevzara unopet va cuveyiotel oto 150 mg kdbe 2
efdoudoeg kot va awénbel ota 200 mg kdbe 2 gfdopdadec, cOUPOVA PE
TIG KAWVIKEC EVOEIEELG.

Mukpdtepn amd S50 E@dcov avtd emiPeParwbdet pe emavornmtikd Eheyyo, n aywyn Ue
Kevzara mpémnel vo StoKomet.

Mn @uo10hoyIKEg TIHEG NTUTIK®Y EVEOH@Y

Epyootnproxn Tipmg Xvotaon

ALT > 1 éwg 3 x avartato | [Ipénet va eetactel 10 evoegydEVO TPOTTOTOINGNG TG S0GOAOYING TV
puctoroyikd opto (ULN) ovyyopnyovuevav DMARDS, copupova pe Tig KMVIKEC eVOeiEetc.

ALT >3 éw¢ 5 x ULN H aywyn pe Kevzara npénel va avactaiel £émg 6tov emtevydel Ty < 3
X ULN.

H ayoyn pe Kevzara pnopet va suveyiotel ota 150 mg ke 2
ePdopdoeg ko va awénbei ota 200 mg kabe 2 gfdouddec, cOUPOVA LE
TIG KAWVIKEG eVOEiEeLs.

ALT >5x ULN H ayoyn pe Kevzara npénel vo dtokomet.




HopalewpBeica d6on

Edv maporerpdel pa 66om tov Kevzara kot £yovv mepdoet 3 nuépeg 1 Aryotepec omd v
mopoierpbeica 060N, 1 EoOpUEVN dOGN TPETEL Vo xopnynOel To cuvtopdtepo duvatd. H emdpevn doon
TPENEL VO, YopNyNOEl KATA TNV TOKTIKT TPOYPOUUOTICUEVT] ¥POVIKT oTLYUn. Edv éyovv mepdoet 4
NUEPEG N TEPLGGHTEPEG A TNV TAPAAELPOEicH dOOT, 1 aKOAOVON dOCT TPEMEL va. yopnyndel kKatd v
EMOLEVT TOKTIKT TPOYPULUUATIGLEVT YPOoVIKN oTiyun). H 86on dev pénet va duthacialetar.

E1ducoi mAnBuopiol

Neppixn ovalertovpyio,

Agv amotteiton Tpocoppoyn g 600mg o acbevelg Le o Emg PETPLO veepikn ducAettovpyia. To
Kevzara dev éyel peletnBei e acbeveic pe copapn veppikn dusiettovpyia (PA. Topdypopo 5.2).

Hrortixn dvalerrovpyio

H acpdleio ko n amotelecpoticotnto tov Kevzara dgv €yovv peretndel og acbeveig pe nrotikn
dvohettovpyia, cvureptlappavopévev aclevav e BTk opoAoyikn e£€TaoT Yo Tov 10 TG
nratitidag B (HBV) 1 tov 16 g nratitidag C (HCV) (BA. mapdypapo 4.4).

Huriouévor
Agv amouteitol Tpocapproyn thg 86ong o€ acbeveic dvm tov 65 etdv (PA. Tapaypago 4.4).

THoudrarpikog ninBoouog
H acpdleio kot 1 amotelespotikotnto tov Kevzara oe moioid nhikiog kato tov 18 etdv dev £xovv
tekunprwbel. Agv vdpyovv dabécio dedopéva.

Tpdroc yopynong
Ymodopia yprion.

[pémer va yopnyeitan 6Ao to mepieyxouevo (1,14 ml) g mpoyepopuévng oOptyyos/ Tpoyeuicuévng
GLOKEVNG TOTTOV TTEVOC MG VITOJOPLa £veoTt]. Ot BEae1C TG Eveong (KOTAOKT] Y PO, UNpog Kot
Bpayiovag) mpénet va evodlhdccovtal kibe popd. To Kevzara dev mpémel va evieton o€ gvaicOnto,
KOTEGTPOUUEVO dEPUOL 1] OE OEPUAL UE LDAWDTES 1) OVALG.

H éveon tov Kevzara umopei va yivel and tov 1010 Tov acbevi 1 0d 10 poviiet) Tov, OGOV 0
emoyyeALOTIOG VYELOG TO KPivel cmoTd. LTovg acheveic Koy 6TOVG PPOVTIGTEG TPETEL VO TOPEYETUL T
déovoa EKTaidgVoT Yo TNV TPOETOLUAGT0 Ko TH Yoprynomn tov Kevzara, mpiv amd ) ypnon.

[No mepiocdTEpEg AETTOUEPELES GYETIKA LE T YOPTYNON AVTOL TOL Papudikov, PA. Tapdypapo 6.6.
4.3  Avtevosieg

Ynepevoionoio otn dpactikn ovsia 1] 6€ KATOW0 amrd T EKS0YO TOV AVAPEPOVTOL TNV

Topaypopo 6.1.

Evepyéc, coPopic howméelg (PA. mapdypago 4.4).

4.4  E10kég TPoELd0OTONGELS KOl TPOPVAAEELS KATA TN Y p1oT

Iyvniacwdnto tov Kevzara

[pokeyévov va Pektiwbel 1 yvnilootudtnta TV PlOAoYIKGOV QOPUOKEVTIKOV TPOiOVI®YV, o Tpémet
VO, KOTOYPAQETAL LLIE COPNVELD 1] EUTOPTKT] OVOLLOGTO Kal 1) TapTId0 TOV YOPTYOVUEVOL TPOIOVTOC,.

2oPBapéc Aouméelg

Ot aoBeveic Tpémel va TapaKoAoVOBOVLVTOL OTEVA Y1, TNV AVATTLEN CNUEIDV KOl GUUTTOUATOV
AoipméEng katd ) drdpketa e oyoyng pe Kevzara (PA. mapaypapovg 4.2 kot 4.8). Kabog
TOPOTNPEITAL VYNAGTEPT] GLYVOTNTA AOIUDEEDY GTOV NAKIOUEVO TANBVOUO YeVIKE, TPETEL VO
EMOEIKVIETAL TPOCOYN KATA TN Bepameio NAKIOUEVDV.




To Kevzara dev mpémel va yopnyeitol o 0c0eveic e evepyd AOIUmEN, GCUUTEPIAAUPAVOIEV®OV TOTIK®Y
romEemv. E€etdote Toug Kivohvoug Kot Ta 0QEAN TG Bepameiag Tptv amd v Evapén oywyng 1e
Kevzara og acOeveic mov €yovv:

. xpoVIa 1 vroTpomalovoa Aoipwén

. 16TOPIKO GOPapdV 1 EVKALPLOKDOV AOUDEEWDY

. Aoipmén amo HIV

. VTOKEIPEVEG KATAOTACELG TTOV UTOPEL va TpodtaféTovy yio Aoipumén

. extebei o puuatioon M

. dwopeivel | tagdéyel oe TEPLOYES OOV 1 PVUATIOOT KOl Ol LUKNTIACELS Elvan EVONKES

H ayoyn pe Kevzara mpémetl va avaotaiel edv o aclevng avantotel cofapn 1 gukaiplokn Aoinwén.

"Evog acBevig mov avantucoel Aoipmén katd v aywyn pe Kevzara npénet emiong va vroPinbei og
GUEeCO KoL TANPY SL0yVAOCTIKO EAEYYO, OTTMG EVOEIKVLTAL Y10 VOV avocokatesTaAUEVO acBevn. [pémet
va EEKvA KOTAAANAN avtipkpofilakn Oepameia kot 0 acbevig Tpémel va Tapakorovdeital oTeva.

"Exovv avapepbel cofapés kat, peptkéc @opéc, Bavatneopeg AotudEelg and Paktipla, pokoPaktipia,
dmONTIKODE POKNTEC, 100G 1 GAAN gvKalploKa Taboyova o acbeveig mov AduPovay
OVOGOKOTAGTAATIKOVG TOPAYOVTES, cuumepiiappavouévov tov Kevzara, yio PA. Ot coPoapég
AodEelg Tov Tapatnpninkav cuyvotepa pe to Kevzara tav mvevpovia kot kotropitida (BA.
Tapdypoo 4.8). Avapopikd Le TIG EVKALPLOKES AOUAOEELS, £xovv avapephel pUATI®OT, KAVTIVTIOGT
KOl TVEVUOVOKVOT pe To Kevzara. Te HelovmpEVEG TEPUTTMGELS, TopaTNPNONKAY dLUCTAPTEG Kot Oy
TOTIKEG AOUADEELS o€ acBeveic Tov cuviBmG AApPavoy TV TOYPOVE AVOCOKATUCTOATIKOVG
Tapayovtes, T.y., MTX 1 KopTikooTepPOELdT, 01 omoio, emmpocBétwc g PA, uropei va mpodiadétovv
Y10 AomEELS.

Douotioon

Ot acBeveic mpémel va a&loAoyodviol yia Tapdyovies Kivdhvov eLpavions puuatioons Kot va
e&etalovrtar yuo AavBdvovca Aoipwén mpv omd v évapén e aywoyng ue Kevzara. Ov acOeveic pe
AavBdvovsa 1 evepyd uUATI®OOT TPEMEL VoL AVTILETOTILOVTOL e TNV KOBlEpOUEVT
avtpkofaktnprokn Bepaneio tpv and v vapén g aywyns pe Kevzara. Egtdote to evdeydpevo
avTIpLVUATIKNG Bepameiog mpwv amd v Evapén g aywyng ue Kevzara oe acOeveic pe maloidtepo
16TOPIKO AavOEvVoLGOC 1) EVEPYNC PLUATIOGNC Y10 TOVG 0TToiovg dev etvan duvatd va emPBePoarmbei Evag
eMOPKNG KOKAOG Bepamneiog kot og acBeveic pe apvnriky e&€taon yuo AavBdvovoa eupatioon ot
010101 TaPOoVGLALoVY, OUMC, TaPAYOVTEG KIvOUVOD Yia euuationot. Otav eEetdlete To gvdeyOuevo
avTIpVUATIKNG Oepameiog, pmopel va evOeikvuTol YVOUATEVOT 0t 10TPO eEEIOIKEVIEVO OTN|
povpoatioon.

Ot acBeveic Tpémel va TapakoAovBodvial oTEVE Yo TNV EKONAMGCT] OTUEIDV Kol CUUTTOUATOV
pvpatioons, copneptlapfovopévev Tov achevav Tov NTav apvntikoi otny e€€taon yio Aavldvovoa
pvpatioon, tpw and v évapén Bepaneiog.

Ty emavevepyoroinon

"Exet avagepbel ukn emovevepyonoinon Le avoooKoTAGTUATIKES floloyiké Bepomeiec. Xe KAMVIKEG
ueAéteg pe Kevzara, avapépOnkov tepurtocelg £pmnto {ootnpa. X116 KAMVIKEG HEAETEC, dev

avaPEPON KV TEPIMTOOELS EMAVEVEPYOTOINONC NTatiTdng B, 0otd00, iyav amoxielotel acbeveic mov
OLETpeyOV Kivouvo ETOVEVEPYOTTOINGNC.

Epyoaompiloxéc mopduerpot
Ap16uog ovdetepogiiawv
H ayoyn pe Kevzara cuoyetiotnke pe vyniotepn enintoon peiopévov ANC. H peioon tov ANC dev
GUCYETIOTNKE e VYNAOTEPN EMMTOOT AOIUDEEWV, CUUTEPIAOUPBAVOUEVOV GOPAPDOY AOIUOEEWV.
*  Agv ovviotdrtot évapén aymyng pe Kevzara og acBeveic mov xovv yapnio apOpo
ovdetepdPLmV, dnh., ANC kéto ard 2 X 10%/L. Ze acbeveic mov spupaviovy ANC pucpdtepo
amd 0,5 x 10%/L, ) ayoyy pe Kevzara Oa mpémet vo Staxomtetad.




* O apBudc tv ovdeTeEpOPILMY TTPETEL VO TapakolovBeitat Yo 4 £wg 8 efOopddeg petd v
évapén g Bepameiag Kot 6T GLVEXELD GOUEMVO, LE TV KAMVIKT Kpion. Il TIg cuVIeTOUEVES
TPOTOTONGELS TG 000N G Paoel Twv amotelecudtv yia tov ANC, BA. Tapdypago 4.2.

e Me Bdon t eoappakoduvopiky Tov petafolmv tov ANC, ¥pnoULOTOMOTE To ATOTEAECLOTA
0L AOLPAVOVTOL GTO TTEPAG TOV JACTHHOTOC HLETAED TV 00GemV dtav eEgTaleTe Tpomomoinom

¢ 600on¢ (PA. Tapdypago 5.1).

Ap1udc aypomstorioov
H ayoyn pe Kevzara cuoyetiomke pe peiowon tov aptbuod aiponetormv o€ KAvikég peiéteg. H
peimon ToV AUoTETOAI®Y OEV GUCYETIOTNKE UE OLUOPPAYIKA eMElcOdn (BA. Tapdypago 4.8).

*  Agv ovviotdton évapén ayoyng pe Kevzara og acOeveig mov £xovv apBud aiponetoiiny KaTm
amd 150 x 10%/pL. Ze acBeveic mov eppaviiovy apBud aponetodioy kétm arnd 50 X 10%/uL, n
ayoyn pe Kevzara 6o mpémel va dtakomteTol.

e O apBuog apometariov tpénet va mopakorovbeitar 611 4 £mg 8 efdouddeg puetd v Evapén
™G Bepameiog Kol 6T cLVEKELD COLPOVO LE TNV KAVIKT KpioT. [0 Tig cuvicTdpEeveg
TPOTOMOINGELS TNG 0OoNG Pdoel Tov ap1Bov apomeTarwy, PA. mapdypoeo 4.2.

Hromira évivuo

H ayoyn pe Kevzara cuoyetiomnke pe vynAdtepn ENMTOON ALENCEDV TOV TPOVOUUIVOCHV. AVTEC Ol
avENCELG NTAV TOPOSIKES KOl OEV 0ONYNGAV 0 KATO10 KAWVIKA Loy NItk PAAPT 0TIg KAMVIKEG
peiéteg (PA. mopaypapo 4.8). [apatnpnbnke peyodvtepn cuyvotnta Kot LEyebog avTmv TV
avENCEMV KOTA T XPNOT SVVITIKA NTOTOTOEIKDV PUPUAKEVTIKOV Tpoioviey (.., MTX) ce
ocuvdvoouod pe Kevzara.

Agv cuviotatan Evapén ayoyng pe Kevzara og acOeveic pe avénuéveg tipég tpoavoapvacmv, ALT 7
AST, taveo ord 1,5 x ULN. Ze acOeveig mov eppavifovv avénuévn tiuf ALT méve amd 5 x ULN,
npénel vo dlakonteton n ayoyn| pe Kevzara (BA. mapdypago 4.2).

Ta enineda ALT kot AST npénel va mapakorlovbodvtal 6Tig 4 Emg 8 efdouddeg puetd v Evapén g
Oepamneiog kot 61N cuvereln Kabe 3 pveg. Avaroya pe Tig KAVIKEG evoei&els, e€etdote dAlovg
EAEYYOLG TNG NIOTIKNG Aettovpyiog, T.y., YorlepuOpivn. I'a T CLVIGTOUEVEG TPOTOTOMNGELG TNG dOOTG
Baocel TV aVENGEDOY TOV TPAVGOULVAGHV, PA. Topdypopo 4.2.

Arozopoyés twv imdiwv

Ta eninedo Mmdiov evdéyetar va eival petopéva o€ acbeveic pe ypovia ereypovn. H ayoyn pe
Kevzara cucyetiomke pe av&Noeig Tov MTISIKOV TopaUETpV, OTmG 1 yoAnotepoin LDL, n
xoAnotepdin HDL kavn ta tprylvkepidwa (BA. mapdypago 4.8).

O1 Mmdikég mopdpuetpot Tpémet va a&lohoyoivial otic 4 £mg 8 efdopadec mepimov uetd v Evapén
¢ Oepaneiog pe Kevzara kot otn cuvéyeia kébe 6 pnveg mepimov.

O1 acBeveic Oa Tpémel va avtipetonilovtol cOUE®VO UE TIG KAVIKEG Kotevbuvthpleg odnyieg yio v
OVTIUETDOTION TNG VIEPAITLOAIOG.

AdTpPNOMN TOL YOGTPEVTEPIKOV COANVA

2T1G KAVIKEG LEAETEG, EYOVV avapePHEl TEPIOTATIKA O1ATPNONG TOL YUCTPEVIEPIKOD GMANVA, KUPIMG
®¢ eMMAOKN eKKOAT®HOTiTIdNG. Xpnowonoteite to Kevzara pe mpocoyn o acbeveig mov Exovv
TOAULOTEPO 1GTOPIKO EVTIEPIKNG eEEAKMONG 1 eKkoATT®OpaTiTId0NG. Ot aisbeveig Tov Tapovoidlovy véa
KOWAOKG GUUTTOLOTA, OTTOC ENXIIOVO TOVO LLE TVUPETO, TPEMEL Va. a&LoAoyovvTat apécws (PA.
mapdypao 4.8).

Koakonfeieg
H ayoyn pe avosokataoTaATikoO mapdyovieg Lropel vo odnynosl og avEnpévo Kivouvo kakonBeimv.

H enidpaon g aywyng pe Kevzara 6cov apopd tv avantuén Kakonoeidv dev eivat yvmotn, aArd
OTIG KAMVIKEG HEAETEC avapépOnkay kakonOsieg (BA. Tapdypapo 4.8).



Avtidpdoelg vrepevarcinciog

"Exovv avagepbei avtidpdosig vigpevaiodneiog mov cuvdsovtal pe to Kevzara (BA. mapdypago 4.8).
O1 o ovyvég avTidpdoelg vrepevarcinoiog nTav e&avinuo otn BEon g Eveong, e&avinuo kot
KVidwo. XTovg 000gveig TPEMEL VO, GUVIGTATOL VAL 0vOLNTOVV GUEST LTPIKT PPOVTION EAV ELPAVIGOVV
OTOL0ONTTOTE CUUTTOO avTiOpaon g vepevatcOnciog. Edv epgpoviotet ovapouradio 1 AN avtiopaon
vrepevasnoiag, n yoprynon tov Kevzara npénel va dtakénteton apéows. To Kevzara dev mpémel va
xopnyeitan og acbeveic pe yvootn vepgvactncio oto sarilumab (BA. mapdypaeo 4.3).

Hrotikr duciertovpyia
Agv ovviotdton oyoyn pe Kevzara og acBeveig mov £xovv evepyd nmatiki vOGO 1 NIOTIKY
duoiettovpyia (BA. Tapaypdeovg 4.2 kot 4.8).

Epfoiacpoi

Amopevyete TV TawTOYPOVT YPNon EUPorinV e LOVTES LUKPOOPYOVIGHOVG, KAOMDC Kot epfolimv e
Lovteg eEaobevnuévoug Hikpoopyavioove, Katd Ty aywyn pe Kevzara, 610tt dev £xel tekunpimdel n
KMviKY acedaiela. Agv vdpyovv dabéotpa dedopéva yia T devtepomadn| petddoon Aoipméng amd
dropa Tov AapBdvouv epporto COvVimv IKpoopyYavicUoV o€ acbeveig mov Aappdavovv Kevzara.
YuvioTdtor OA0L 01 aoOEVELG VO £XOVV TPOYUATOTOMGEL OAOVS TOVG AOPOiTNTOVG EUPOALOGLODG
COLPOVO, LLE TIG IoYVLOVCES KATEVOLVTPIEG 00MYIEG Y10 TNV OVOGOTOINGT TPV amd TNV Evapén Tng
Oepanciog pe Kevzara. To didotnua avipeso otoug eUPoAlacpods pe (OVTEG LIKPOOPYOVIGLODS KOl
v évapén Bepaneiog pe Kevzara npémnet va glvar 6€ Guupovia He TIg TpEYOoVoEg KaTevduvinpieg
odnyieg Yo Tovg UPOAAG OV TOV ALPOPOVY BVOGOKATAGTAATIKOVS Tapdyovies (BA. mapdypapo 4.5).

Kopdiayyetaxog kivovvog

O1 acBeveic pe PA mov datpéyovv avénuévo kivouvo yia kapdlayyelokeg dlatapayes Kot £Yovy
TAPAYOVTEG KIVOOVOUL (T.Y., VTEPTACT|, VIEPATIOOILIR) Oa TPEMEL VO, AVTILETOTILOVTOL GTO TAAICLO TNG
cvvnBovg epovTidac.

45  Allemopdosic pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAheg popPEéc aiiniemiopacng

H £éxBeom oto sarilumab dev ennpedotnre dtav yopnyndnke poli pe MTX Bdoet avarboemv g
(OPLOKOKIVTIKNG TANBUGHOD Kot cuykpicewv petald tov peretov. H ékBeon otn MTX dev
avapévetol va petafAndet amo ) ovyyoprynon sarilumab. Qotdc0, dev GLAAEXONKAY KAVIKG
dedopéva. To Kevzara dev éxel epevvnbel 6 cuvovacod pe avacstoreis g kivaong Janus (JAK) 1
Brodoyud DMARDS, 601tm¢ 01 ovTay®VIGTEG TOVL TOPAYOVTo VEKP®OTG Tov Oykov (Tumor Necrosis
Factor - TNF).

Adipopeg in Vitro peréteg kot TePLOPIGUEVES N VIVO pedétec oTov avBpmmo £xovy katadei&et 6Tt o1
KUTTOPOKIVES KO 01 TAPAYOVTEG PUOIONG TOV KVTTAPOKIVAOV UTOPEL VO ETNPEACOVY THV £KPPUGCT] KOl
™ dpacTNPLOTNTO. GLYKEKPIUEVOV eviOU®V ToV KuToXphuatoc P450 (CYP) (CYP1A2, CYP2CY,
CYP2C19 kou CYP3A4) ka1, GLUVETDC, £XOVV TNV IKOVOTNTO VO TPOTOTO GOV T QOPUOKOKIVITIKY
GLYYOPNYOVUEVOV QUPUAK®V TO 0T010 EIVOL VTOGTPOUATE VTOV TV VDUV, To avénuéva ernineda
wiephevkivnc-6 (IL-6) evdéyetar va meplopicovy tn dpaotnprotnta tov CYP, 6mwg o aobeveic ue
PA, ko, apa, vo avéfeovy Ta enineda Tov eapudkov e cOYKPLoN e To. dtopa Tov dgv éxovv PA. O
OTOKAEIGHOG TNG ONUATOO0TIKNG 000V TG IL-6 and aviaywviotég tov IL-6Ra, 61w To sarilumab,
EVOEYETUL VO AVOCTPEYEL TNV OVOCTOATIKN dpdon g IL-6 kot vo amokaTasTNoEL T OpacTnpLOTn T
tov CYP, 0dnydvtog o€ HeTaPOAT TOV GUYKEVIPDOGEWDY TMV PUPUUKEVTIKDOV TPOIOVIMV.

H pvBuon g dpdong g IL-6 ent eviopmv tov CYP and to sarilumab propel va givor kivika
onuavtikn yio vrootpopate, tov CYP ue otevo Oepamenticd dgiktn, 6mov 1 6661 TpocuproleTol oe
aTopIKO eminedo. Metd v Evapén 1 T dwekomn Tov Kevzara og acbeveic mov Aappdvouv
QappoKeLTIKd Tpoidvta ta onoia sivar vmoostpdpata Tov CYP, Ba mpénetl va mpaypatonoteito
Oepamentikn TapakorovOnon g dpdong (m.y., Papeapivn) 1 TG GVYKEVIPOONG TOV QOPUAKOL (TT.Y.,
0g0@ULAAIVT) Kot M| ATOUIKT] HOGT] TOL PAPUAKEVTIKOD TPoidvTog O mpémel va tpocappuoleTat
AVOAOY®G TOV AVOYKAOV.



[Ipénel va emdetkvdetar mpocsoyn oe acbeveic mov Eexvovv aymyn pe Kevzara evd Aapfdavoovv
Oepancio pe vrootpodpato 1ov CYP3A4 (n.y., amd oTOUATOC OVTICVAANTTIKG 1 6TATIVES), KaBhg TO
Kevzara pmopel va avaotpéyel Ty avactaAtikn dpdon g IL-6 kot va anokatactioel
dpaotnprotnto tov CYP3A4, odnydvtag oe petmpévn £kBeon Kot dpacTnploTnTo TOV VIOGTPOHOTOS
CYP3A4 (BA. mopaypogo 5.2). H aAnienidpaom tov sarilumab pe vrootpduata dAlov CYP
(CYP2C9, CYP 2C19, CYP2D6) dev £yl ueketnei.

4.6 Tovipétnra, kOO Kot yorovyio
IMuvaikeg o€ ovamapoy®ylkn nAkio,

O1 yuvaikeg o€ ovamopoy®YIK NAKIC TPETEL VA YPTCULOTOIOVV OTOTEAEGHOTIKT OVTIGOAANYT KOTA
™ owdpkela ¢ Bepameiog kot Eo¢ 3 wveg petd.

Kvnon

Agv datiBevton 1 elvan meplopiopéva to dedouéva amo Ty ypnon sarilumab g £ykveg yovaikec.
Meléteg oe (da dev KatédelEay apeon i ERUEST) TOEIKOTNTO OTNV OVATOPAYWYIKT tkovotnta (PA.
mapdypago 5.3).

To Kevzara dev mpémel va, xpnGILOTOIEITOL KATA T SLAPKELD TNG EYKVLOGVVNG, EKTOC EAV 1) KAMVIKN
Katdotoon g yvvaikog orottei Oeponeio pe sarilumab.

Oniacpog
Agyv gival yvooto av o sarilumab amexkpiverol 6to avOpdmIvo YEAQ 1} AmoppOPATIL GLGTILATIKY

petd omd kotanoon. H anékipion tov sarilumab oto untpucod yoho dev €xetl peretn0el oe (oo (BA.
napaypago 5.3).

Eneon n IgG1 anekkpivetor 6to avOpmdmvo ydAa, mpénel va amopooiotel edv Ba dtakomel 0 OnAacuoc
1N Ba dwaxomel 1 Oegpaneio pe sarilumab Aappdvovtag veoyTn To 6PEAOS TOV INAAGLOD Yo TO ToNdl Kot
T0 6QELOG TNG Bepameiog Yo T yuvaiKa.

Tovomo
Agv datiBevtan dedopéva 6Tov GvBpmmo yio TV enidopact tov sarilumab ot yovipdtnra. Meiéteg o

{oda dev katédelEav enidpaocn oty avdpikn 1 ™ Yovaikeio yovipotnta (BA. mapdaypogo 5.3).
4.7 Emdpacelg 6TV IKavOTITO 001]YN61S KO XEIPLGHOD M OvVILATOV

To Kevzara dev éyel Kapia 1 £yl 0oUavIN EXLOPACT GTNV IKAVOTNTO 001YNONG 1 XEPLOHOD
unyovnudtoy.

4.8  AvemOOunteg evépyeleg

[Iepiinyn Tov TPOEIA AGQAAELNC

O1 o cuyVEG avemBounTeg evépyelec mov mapatnpnOnKav pe 1o Kevzara oe KAMvikég peAéteg nTav
ovdetepomevia, ovénuévn ALT, epunpa otn B€om g £veong, AOUDEELG TOV AVAOTEPOL
OVOTTVELGTIKOD Kol OVPOLOUDEELS. O1 0 GLYVEG coPapég avemBOUNTES EVEPYEIEC NTOV AOIUMEELS
(BA. mopdrypago 4.4).

Katdloyoc ovemBOuntmv evEPYEIDOY G LLOPON TVOKO,

H acpddeia tov Kevzara og cuvdvaoud pe DMARDSs a&lioloynOnke facetl tov dedopévov amd entd
KAMVIKEG LEAETEG, OVO K TV OTOIMV NTAV EAEYYOUEVES LE EIKOVIKO QAPLLOKO, GTIC OTTO1EC GUUUETEL OV
2.887 acBeveic (MANBuoOC pakpoypovias acpdielag). Amd avtovg, 2.170 acbeveig éhaPav Kevzara
v 24 fdopdoeg TovAdyiotov, 1.546 yia 48 efdopdoeg tovAdyiotov, 1.020 yia 96 efdopdodeg
TovAdyloToV Kat 624 yio 144 Bdopddeg TOLAGYIGTOV.

H cvyvomto tov avemBountov evepysidv Tov avapépovTal mopokat® opiletor e ™ ypnon g eéng
ovpupoong:



oA0 cuyvég (> 1/10), cvyvég (> 1/100 émg < 1/10), oyt cvyvég (> 1/1.000 émg < 1/100),
omavieg (> 1/10.000 éwg < 1/1.000), modd omdvieg (< 1/10.000). e kabe opddo cuyvoTTog, O
avemBounteg evépyeleg mapovotdovron pe ebivovsa celpd coPapdtnrag.

Mivaxag 1: ADRS og eheyyoueveg KMVIKEG LEAETESG

Katnyopia opyaviko cvotnua | Toyvotnro AvemOOuntn gvépysia
AOUDEELS KO TOPOCITOCELG Xuyveég Aoluwén Tov avVMOTEPOV AVUTVEVCTIKOD
Ovporoipmwén
Pwogapvuyyitida
ZTONOTIKOG €pTING
Awotapoyés Tov apomomtikod | [ToAd cvyvég Ovdetepomevia
KOl TOV AELLOIKOV GUGTILLOTOG
Yuyveéc ®popponevia
Awtapayéc Tov peTafolopon | Xuyvég Yrepyoinoteporaipio
Kot g Opéyng
Yreptprylokepdopio
Alotapoyég TOV IOTOC KOl TOV | XUYVEG Avénpéveg tpavoapivéosg
XOANQOP®V
Ievikég Sratapayés Kot Yuyvég Ep0Onua otn 0éon g éveong
KOTOOTAGELS TNG 0000 Kwvnoudg otn 0€om g veong
Xopnynong

Heprypaon) emieypévav avemBOuNT®V EVEPYELOV

Aowawéeig

Y10V EleyyOUEVO UE EIKOVIKO PApoKo TANBLoUO, 1 GLUYVOTNTA ELPAVIoTG AoumEewy NTav 84,5, 81,0
kot 75,1 meprototikd ava 100 acBeveic-€tn, otig opddeg 200 mg ko 150 mg Kevzara + DMARDS kot
gwovikol poppakov + DMARDS, avtictotya. Ot mo cuyvd avagepopeves Aotpuméels (5% wg 7% tov
0c0evav) NTaV AOTUOEELS TOV OVADTEPOV OVOTVEVGTIKOV, OVPOAOIUADEELG KoL prvopapuyyitida. H
oLYVOTNTA ELLPEVIoNS coBapav Aoméewv ntav 4,3, 3,0 ko 3,1 epiotatikd avd 100 acOeveic-€n,
oTig opddeg 200 mg ko 150 mg Kevzara + DMARDS kat gikovikod eapudkov + DMARDS,
avticTotya.

Ytov mAnBuopud nakpoypoviag acediciag mov hape Oepaneia pe Kevzara +DMARDS, n cuyvotta
enpaviong Aowméewv kot copapmv Aotudéewv ftav 57,3 kot 3,4 mepiotatikd ava 100 acbeveic-n,
avTicToya.

O1 coPapéc Aowwméelg mov mapatnphdnkay cuyvotepa NTaV TveLOVia Kal kuttopitida. Exovy
avapepbel TEPMTOGEIS EVKAPLAK®V AOUDEEDV (BA. Topdypao 4.4).

H ocvvolikn cuyvotnta eppdviong Aoméemv Kot cofapdv Aotudhéewny atov TANLGUO TeV acheviy
vt povobepameio pe Kevzara ntov mopduotla Le tn cuyxvotTnTa ELPAvVIoNS 6ToV TANOLGUO TOV
acBevav mov éhafav Kevzara + DMARDES.

MGTpnon 10V YOOTPEVIEPIKOD GWAVO.

Ytov gleyyOpevo He KoviKo edpuako mAnbuoud, évac acbevig vid Bepaneio pe Kevzara eiye
dtdrpnon tov yaotpeviepkoL (GI) cornva (0,11 mepiotatikd avéd 100 acbeveic-£tn). Ztov mAinbooud
pokpoypoviag acedieiag mov Ehape Oepaneia pe Kevzara + DMARDS, n cuyvotnto epedviong
ddTpnong Tov Yoo TpeEVTEPIKOL cmANva NTav 0,14 mepiotatikd ava 100 acOeveic-£.

O1 TepITMGELS SLATPTOTG TOV YUGTPEVIEPIKOD GCOANVA avapEpOnKe KuPIMG MG EMTAOKN
EKKOATIOUOTITIONG, CUUTEPIAAUPAVOUEVTG OLATPNONC TNE KATMTEPTG LOIPOG TOV YOGTPEVTEPTIKOD
coMva Kot aroatiuatos. Ot teplocdtepol acheveic Tov Tapovcidcay SIUTPTON TOL YUGTPEVIEPLKOD
coMva AapPavay Tautdypova un oTEPOELdT| OVIIPAEYHOVAOON pappoka (MEAD), KOpTIKOGTEPOELDT|




1 pebotpe€dn. H cupforn] avtdv Tmv cuyyopnyovUevemy Qopudkmy coyeTika e to Kevzara oty
avAmTuEn S14TPNoNG TOL YUCTPEVIEPIKOL GOANVA deV eivar yvwath (BA. mapdypapo 4.4).

Agv vp&ay avapopEG SIUTPTONG TOV YOOTPEVIEPIKOD GOANVA 6TOV TANBuoUd TV acbevdv Tov
élaPav povobepamneio pe Kevzara.

Avtidpaoeis vmepevoroBnoiog

Y1ov eEleyyduevo pe IKOVIKO Pdpuoko mAnbvoud, 10 T0606To0 TV 0GHEVAOY OV dLEKOYAV TN
Oepamneio LOYw avTidpaceny vrepevalcnciog NTav VYNAOTEPO atovg acbeveic mov Ehafav Oepameio
ue Kevzara (0,9% otnv opdda twv 200 mg, 0,5% otnv opdda tov 150 mg) oe ovykpion Ue to
gkovikd eappoxo (0,2%). Ta tocootd dtakomng g Oepanciog Adym vrepgvoicbnoiog otov
TAnbvoud paxpoypdviag acedielag mov Erape Kevzara + DMARDS kot otov mAinbucud mov élofe
povobBepamneio pe Kevzara tov mopopolo Pe T0 ToG00TO GTOV EAEYYOUEVO HE EIKOVIKO (pAPLLOKO
TANOVGUO. ZTOV EAEYYOUEVO LE EIKOVIKO PappoKo TANBvouo, oto 0,2% tov acbevav mov Ehafav
Kevzara 200 mg g2w + DMARDS avaeépOnioay cofapd avembounto coppavta avidpicemy
vepevatstneiog, evd oty oudda Oepaneiog pue Kevzara 150 mg g2w + DMARDS dev avagépbnke
Kapia ovtidpacn vrepevarsnoiog.

Avtidpoon g Oéong éveong

Ytov eleyyOpevo e KoviKo dppako mAnbuoud, avtidpdcelg g 0éong éveong avapépdnkav o
9,5%, 8% ko 1,4% twv acbevav mov élafav Kevzara 200 mg, 150 mg kot ewovikd @dprloko,
avtiotorya. AVTég o1 avtidpacelc g 0éong Eveong (mov mTeptAdufavay pvOnua Kot Kvynoud) NTav
nmog Bapvntog yio TNy mhetovotnta 1ev acbevav. Avo acbeveic mov AapPavav Kevzara (0,2%)
SiEkoyav TV aywyn A0ym ovTdpdoemy tng Béong Eveong.

Mn poo10L0YIKES EPYAOTTHPIOKES TIES

INa va dievkorvvBel | amevbeiog chykpion TG cCLYVOTNTAG LN PLGLOAOYIKADV EPYOCTIPLOK®Y TIUOV
avApEsO 6TO EIKOVIKO PApLaKo Kal Tn dpacTiky Oepamneia, ypnopomomOnkay dedopéva amd Tig
ePdopddeg 0-12, dnA., Tpotov emitpanel 6TOVG AcOeVEIS Vo LETOPOVV OO ELKOVIKO PAPUOKO GE
Kevzara.

Ap1Buog ovdetepogiiawv

Methoeig TV optdpod ovdetepdelmv kbtm ard 1 x 10%/L cuvépnoay ot 6,4% kat 3,6% Tov achevdv
oT1g opdoeg Oepameiag pe 200 mg ko 150 mg Kevzara + DMARDS, avtictoya, kot o€ kavévay
acBeviy otnv opdida Bepameiog pe etkovikd edppako + DMARDS. Mewboelg tov aptBpon
0V3eTEPOPINOV KéTm amd 0,5 x 10%/L cvvépnoav o 0,8% Ko 0,6% ToV 0cOEVOY 6TIC OHASES
Oepamneiog pe 200 mg kot 150 mg Kevzara+ DMARDS, avtictotya. Xe acOeveic mov pedvicay
peimon Tov amdivtov apdpov ovdetepopilmv (ANC), | tpomonoinoT tov BepamevTuicod oYM LOTOC,
Y., TPOc®PvV dtakomn Tov Kevzara 1| ehdttmon g d0onc, 0dnynoe o€ adENGN 1] KOVOVIKOTTOINGN
tov ANC (BA. Topaypago 4.2). H peiwon tov ANC dev GUGYETIOTNKE LLE VYNAOTEPT EMMTOON
rodEewv, cuumepthapufavouéveoy coBapav Aoumsemy.

Ytov mAinBuoud nakpoypoviag acediciog tov Ehape Kevzara + DMARDS kot otov mAnfucuo
acBevav mov éhafe povobepaneio pe Kevzara, ot mopatnpnoeilg og tpog tov aptipo twv
OVOETEPOPIAMY NTAV TAPOLOLES LE EKEIVEC TOV EYIVAY GTOV EAEYYOUEVO LE ELKOVIKO PAPUAKO
mnbvoud (BA. mapdypogo 4.4).

Ap16uog aypomerodioov

Methoeig Tov optdpod opornetaliov kéto and 100 x 10%/ul cuvépnoay ot 1,2% ka 0,6% tov
acBevav mov AduPavav 200 mg ko 150 mg Kevzara + DMARDSs, avtictotya, Kot o€ kavévay acbevi
mov AdpPave gikovikd eappoko + DMARDS.

Ytov mAnBuoud pokpoypdvias acedieiag mov Eaafe Kevzara + DMARDS kat otov minfucud
acBevav mov éhafe povobepaneio pe Kevzara, ot topatnpnoeig og tpog tov aptipd tov
OLLOTETAAIDV N TOV TAPOUOIEG LE EKEIVEG TTOV EYIVOV GTOV EAEYYOUEVO LE EIKOVIKO PAPUAKO
mnbocud.
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Agv onueltddnkay apoppayikd enelcdola oyeTILOUEVA IE LEIDMGELS TOV OPIOLOV TWV OUOTETAAIWV.

Hrorixa évivuo

Ot un eVO10AOYIKES TIES NTOTIK®V EVEDUOV cuvoyilovtar otov Tlivaka 2. Ze acBeveig mov
ELOAVIGAY 0OENON TOV NTATIKOV eVEOUOV, 1) TPOTOTOINGT] TOV BEPATEVLTIKOV GYLLOTOC, ..,
TPocmPvY| Otakomn Tov Kevzara 1) ehdttmon g d0ong, 00Nynoe 6€ Lelmon 1] KavoVIKOTOiNon TV
nratik®v eviouwv (BA. Tapdypago 4.2). Avtég o1 AVENGELS 08V CLUGYETICTNKAY UE KAVIKA OTUAVTIKES
avénoelg oty aueon yoiepudpivn 1 pe Khvikég evdeielg nratitidoug | NroTikng avendpkeag (BA.
mopaypoeo 4.4).

Mivaxag 2: Enintoon un @uo10A0YIK®OV TILOV NIOTIKOV eVOOH®V 08 EAEYXONEVES KAVIKEG LEAETEG

Ewoviké | Kevzara 150 mg | Kevzara 200 mg MovoOeponcio pe
¢appaxo + + DMARDs + DMARDs Kevzara
DMARDs N =660 N =661 Omnowonmote Adon
N =661 N = 467
AST
>3 X ULN - 0% 1,2% 1,1% 1,1%
5x ULN
>5 x ULN 0% 0,6% 0,2% 0%
ALT
>3 X ULN - 0,6% 3,2% 2,4% 1,9%
5x ULN
>5 x ULN 0% 1,1% 0,8% 0,2%
Awmidia

O Mmdwcég mapapetpot (LDL, HDL kot tprylvkepidn) a&iohoynnkay tpodta otig 4 efoopndadeg pnetd
mv évapén g Bepomeiog pe Kevzara+ DMARDS 6tov eAeyyOlevo e elKoviKO @apuaKo TANBuouo.
Tnv EBdoudda 4, n péon LDL avénbnke katd 14 mg/dL, to péco eninedo tprylukepidiov avénonke
katd 23 mg/dL ko 1 péon HDL avénbnke katd 3 mg/dL. Metd v Efdoudda 4, dev mapotnprOnkay
TePalTEP® oENGELS. Agv VIAPEAY ONUAVTIKEG OLOPOPES OVAUEGO OTIC OOCELS.

Ytov mAnBucpud pakpoypoviag acpdieiog mov Ehape Oepaneia pe Kevzara + DMARDS ka1 otov
TAnBuoud acbevav mov EhaPe povobepansio ue Kevzara, ot mopotnpfoeic o Tpog Tig ATIOKEG
TOPOUETPOVS NTAV TAPOOLES LLE EKEIVEC TTOV £YIVAYV GTOV EAEYYOUEVO LE EIKOVIKO QAPUOKO TANOVGLO.

Avoocoyovikotyto.
Onwg cvuPaiverl pe OAeg Tig OepamevTIKEC TPMTEIVES, VGPYEL TOAVOTNTO AVOCOYOVIKOTNTOGC LE TO
Kevzara.

Y1ov eEleyyduevo pe iKoviko edpuako minbuoud, 4,0%, 5,6% kot 2,0% tev aclevav mov Erafav
Bepamneio pe Kevzara 200 mg + DMARDs, Kevzara 150 mg + DMARDS kot gikoviké @éppoko +
DMARD:s, avtictoyo, epedvicay OeTikn avtidpaon g dOKIHAcIH Y10, OVTICOUATH VOVTL TOV
eopuakov (ADA). Oetikég avTidopacelg 0T dokiuacio yia eEovdetep@tikd avticouata (NAb)
avyvevtnkav o 1,0%, 1,6% xon 0,2% tov acbevaov mov Ehafov Kevzara 200 mg, Kevzara 150 mg
KOl EIKOVIKO QAPLOKO, OVTIGTOLYA.

Ytov minbuoud acbevav vo povobepaneia pe Kevzara, ol mapatnpnoelg oy TopOUoleg pe ekeiveg
mov &ywvav otov TANBuopd acbevav mov Elapav Kevzara + DMARDs.

O oynuatiopds ovitooudtov katd tov eopudkov (ADA) evééyeton va emnpedoet ™
eoppakokvntikn Tov Kevzara. Agv mopatnpndnke cvoyétion ovapesa otnv avartoén ADA kot otnv
OTMAELN OTOTELECUATIKOTNTOG 1] TO avemBOunTa copPdvra.

H aviyvevon pag avocoandvinong e&aptdror o€ peydro fadud and v evaistneio Ko myv

€101KOTNTA TOV SOKILAGIDV TOL YPNCLOTOL0VVTAL Kol ard TI cLVONKES TV doKiudv. 1o Tovg
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AGYOLG avTOVC, 1 GUYKPLOT TNG EMIMTMOONG AVTICOUAT®OV EvavTt Tov Kevzara e nv enintoon
OVTICOUATOV EVOVTL GAAOV TPOTOVTOV UTopEl va. ivol TopaTAUVI TIKY.

Kakonbeieg

210V eAeYYOLEVO LE EIKOVIKO (pdploko TANBLGHO, KoKkonBelec mapatnpridnkay pe v 1010 cuyvoTNnTe
o€ acbeveig mov AdpPavav Kevzara + DMARDS 1] etkovikd @dppoko + DMARDS (1,0 tepiotatikd
avé 100 acbBeveig-¢n).

Ytov mAnBuopud pakpoypoviag acpdictog mov Ehape pe Kevzara + DMARD kat otov iAnfucepo
acBevav mov édafav povobepaneia pe Kevzara, To 1060014 Kakondeidv ntav mopopoto Ue To
TOGOGTO OV TOPATNPNONKE GTOV EAEYYOUEVO LE EIKOVIKO pAapLoko TANBucud (BA. Topdypago 4.4).

Avogopd mBavoroyodUEVOV aVETIBOUNTOV EVEPYELDV

H avagopd mboavoroyodpuevov avemBountov evepyeimv PETH amd T YopnyNon adelog KukAopopiag
TOL POPUOKEVTIKOD TPOTOVTOG elval onuavtiky|. Emitpénetl tn cvuveyn mapakolovdnon g oyéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTdVTOG. Znteitor amd Tovg emayyeApoticg vyeiag va
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVEG OVETIOVUNTEG EVEPYELEG LECH TOL EOBVIKOV GLGTIOTOG
avapopds mov avaypdeetar oto [Hapdpmua V.

49 Ymnepdoooloyia

AwotiBevton mepropiopéva dedopéva yia v vepdocoroyia pe Kevzara. Aev vdpyet cuykekpiévo
avtidoTo yio TNV vrepdocoroyia pe Kevzara. e nepintwon vrepdocoroyiog, o 0oOevNg TpEmeL va
mopokoAlovdeitar TeEVA, Vo AapuPavel cuourtopatiky Ogpaneio Kot vo EEKIVOLY VTOGTNPIKTIKA PETPO
AVOALOY®G TOV OVUYKADV.

5. D®PAPMAKOAOTI'TKEX IAIOTHTEXZ
5.1 ®@oppoKodVVENIKES 1OLOTITES

Doppokobepamevtikn KaTnyopio: AVocoKATAGTOATIKE, AVUGTOAELS vTepAevkivig.
Kwdwog ATC: LO4AC14

Mnyovicuog dpdong

To sarilumab &ivor £va, avOpdmivo povokAwvikd avticoua (vrotvmog IgG1) to omoio decuevetan
€101k 6TOVE S1OAVTOVG Kot TOVE cLVIEdEPEVOLE oTn pepfpavn vodoyeic e IL-6 (IL-6Ra) kot
avaoTéAAEL TN pecorafoidpevn amd v IL-6 onpatodotikn 060 Tov TEPIAAUPAVEL TV TOVTOY O
TopoHG o YAVKOTP®TEIVT peTayyng onudatov 130 (gpl30) kot to Metagopéa Enudtov Kot
Evepyomomt g Metaypaoprg-3 (STAT-3).
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e UEAETEG AEITOVPYIKAV OVOpOTIVOV KVTTAP®YV, To sarilumab katdeepe va avaoTteilel )
onuatodoTikn 006 g IL-6, 6mm¢ petpndnke amd v avactoAn tov STAT-3, uévo ent mopovciog IL-
6.

H IL-6 givar puo mierotpdmog KutTapokivn mov dieyeipel TOIKIAES KVTTAPIKES AMOVTIGELS, OTWOC O
TOAMATANGLAGLOC, 1] dtopopomoino, N emPiwon Kol 1 ardTT®OT, Kol UToPEl Vo evepyomotel Tal
NTATOKVTTOPA Y10, TV £KALOT TPAOTEIVOV 0&giag pdong, cvumeptiappavopévng g C-avtidpooag
npwteivng (CRP) kot tov apviogdodc A tov 0pod. Avénuéva erinedo IL-6 evroniloviatl oto apbpikod
VYPO acbevav e pevuatosdn apbpitida Kot dtadpoapatilovy onuavtikd poro oty Taboioyikn
(PAEYLOVT KOl OTNV KATAGTPOON NS dpbBpwong, mov givar yopaktnpiotikd yvopicpato tng PA. H IL-6
EUTAEKETAL O TOKIAEC PLGLOAOYIKEG OlepYasieg, OTMG 1) LETAVACTELGT Kot 1) vepyomoinon T-
KLTTapWV, B-kuTTdp®V, HOVOKVLTTAP®VY KOl 0GTEOKANGTOV, TPOKAADVTAG CUGTNUATIKY QAEYLLOVT,
@Aeypovn tov apbpucod vuéva kot 0oTikn dtdfpwon oe acBeveig pe PA.

H dpdon tov sarilumab yio, tn peiowon g Aeyuovig cuoyetiletal pe epyaotnplokéc uetaforéc, m.y.,
peimon tov ANC kot avénon tov Amidiov (BA. Tapdypago 4.4).

DoappokoduvotKec EmMOPAGELS

Metd v vodopua (SC) yopiynon piag 66ong sarilumab 200 mg kot 150 mg o€ acbBeveic ue PA,
mapotnpnonke tayeio peioon tov emmédwov g CRP. Ta enineda peidbnkav 6To pUGIOAOYIKO HECH
o€ HoMc 4 nuépeg amod v Evapén g Bepancioc. Metd ) yopnynon piag 66ong sarilumab, oe
acBeveic pe PA, o ANC peimdnke oto vadip péoa o€ 3 €mg 4 NUEPES KOl 0TI GLUVEXELD EMUVAADE GTNV
apykn T (BA. mapdypago 4.4). H Bepaneio pe sarilumab 001 ynoce cg HEIOGELS TOV V®IOYOVOL Ko
TOV OUVAOEIB0VE A TOV 0pOD KOl G OLENGELG TNG ALLOGEOPIVIG KOl TNG AEVKOUATIVIG 0pOD.

KMvikr) armoteAespotikdnta

H amotelecpatikomnta Kot 1 ac@aieto tov Kevzara a&loAoyndnkoy og Tpelg TOYOOTONUEVES, SITAA
TVQAES, eEleyyopeveg, mohvkevipikéc peréteg (n MOBILITY ko TARGET ftov eheyydueveg e
ekovikd pdppoko peréteg kot n MONARCH 1oy eAeyyouevn e 0pacTIiKO CLUYKPLITIKO QAPLLOKO
ueAétn) oe aobeveic Avo Tov 18 €TV pe PHETPLO £mG GoPapr| EvepyN pevpaTOEdN apbpitida mov eiye
dyvaocbel coppmva pe ta kprripla tov Apepikavicod Koieyiov Pevpatoroyiog (ACR). Ot aoBeveig
elyav TovAdyIeTOV 8 ETMOVVEG Kal 6 S10YKMUEVES apBpdoElS atny Evapén TG EAETNG.

Eleyydueves pe erwoviro poppoxo peléteg

> puehét MOBILITY a&oroyndnkav 1.197 acbeveic pe PA mov elyav avemapk KAVIKI
avtomokplon otn MTX. Ot acOeveic AMaupavay Kevzara 200 mg, Kevzara 150 mg 1| eikoviko
eappako kabe 2 efdopddeg pali pe MTX. Ta khplo KOTOANKTIKG GMUEIR HTOV TO TOGOGTO TOV
acBevav mov méTuyay aviandkpion ACR20 v ERdoudda 24, o petaforég ot fadporoyio Tov
Epomuatoroyiov A&ordynong g Yyeiog — Agiktng Avannpiog (HAQ-DI) v EBdoudda 16 e
oyéon pe v évapén g HeAETng ko 1 eToBoAN oty Tpomonomuévn katd van der Heijde vvolikn
BaBpoAoyia Sharp (mTSS) v EBdopdda 52 o€ oyéon pe v Evapén g peréng.

> perét TARGET a&ohoynOnkav 546 acBeveic pe PA mov giyov avemapkn KAMVIKY avTamdkpion 1
dvcaveia og Evav 1 mePloaodTEPOLG avTayvioTég Tov TNF-a. Ot acBeveic AapPavav Kevzara

200 mg, Kevzara 150 mg 7 ewovikd @apuaxo kéde 2 efoopndadeg pali e coppoticé DMARDS
(cDMARDS). Ta kbpto KoToANKTIKG onpeio NTov T0 T0606TO TV acHevdV TOL TETLYAY OVTUTOKPIo
ACR20 v EBdopdda 24 kot o1 petaforéc ot Padporoyio HAQ-DI v ERdopdda 12 og oxéon pe
™V €vapén g LEAETNG.

Kiwikn avramokpion

Ta mocootd TV acdevdv mov Ehafav Bepancio pe Kevzara + DMARDS kot métvyov avtamokpicelg
ACR20, ACR50 kot ACR70 otig peréteg MOBILITY kot TARGET moapovcidlovton otov [ivaka 3.
Kot otic dvo peréteg, ot acbeveic mov Elafav Oepomeio pe 200 mg v 150 mg Kevzara + DMARDs
kd0e 500 efdopdoeg eiyov vynAOTEPA ToGooTd avtamokpiong ACR20, ACR50 kat ACR70 og
oLYKpLon pe Tovg acbeveig mov Elhafav Bepaneio pe ewovikd edppaio tnv ERdopdda 24. Avtég ot
avToToKpicelg dlatnpnOnKay Katd Tt SlapKeLn TPETOVG Bepuneiog GE (L0 AVOIKTY ETEKTOOT) TG
HeAETNG.
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X perétn MOBILITY, éva peyaAvtepo mocootd achevav mov éhafav Bepaneia pe Kevzara 200 mg
N 150 mg ka6 dvo efdouddeg kar MTX méTuyav vpeon, mov opiletar wg Babuoroyia Evepydtntog
¢ Noocov 28-C-Avtdpmca [pmteivn (DAS28-CRP) < 2,6, oe cuykpion pe Toug acbeveig mov
élaPav Bepameia pe eucovikd eapuaxo + MTX v EBdopdda 52. Ta arotedéspota otic 24
ePoopadeg amod ) perétn TARGET ftav mapopola pe to aroteAécporta otig 52 efdoudoeg and
pedétn MOBILITY (BA. ivoxa 3).

Mivaxag 3: KAwvikn avtorokpion tig EBdouddeg 12, 24 kot 52 oTig eAeyyOUEVEG UE EIKOVIKO QAPULOKO
ueréteg MOBILITY ko TARGET

TToco6t0 060svOdV

MOBILITY TARGET
AVETOPKAOG avTATOKPLOSVTES OE AVETUPKAS OVTATOKPLOEVTES 6E AVAGTOAEN
MTX Tov TNF
Ewoviké | Kevzara | Kevzara Ewoviko Kevzara Kevzara
odappoko | 150 mg 200 mg PapPRUKO 150 mg 200 mg
+MTX | +MTX | +MTX | +cDMARDs | + cDMARDs | + cDMARDs"
N=398 | N=400 | N=399 N =181 N =181 N = 184
Epoopdada 12
Y pgon katd
DAS28-CRP
(< 2,6) 48% | 180% | 231% 3,9% 17.1% 17,9%
ACR20 34,7% | 54.0% @ | 64.9% 37,6% 54,1% 62,5% |
Tt Tt Tt Tt
ACR50 123% | 26,5% y 36,3%TTT 13,3% 30,4%TTT 33,2%TTT
ACR70 4,0% 11,0% 17,5% 2,2% 13,8% 14,7%
Epoopdoa 24
Y pgon katd
DAS28-CRP
(< 2,6) 101% | 27.8% @ | 34,1% 7,2% 24,9%' " 28,8%
ACR20' 334% | 58,0% @ | 66,4% 33,7% 55,8% 60,9% |
Tt Tt Tt Tt
ACR50 16,6% 37,0%TTT 45,6%TTT 18,2% 37,0% ) 40,8% T
ACR70 7,3% 19,8% 24.8% 7,2% 19,9% 16,3%
Epoopdoa 52
Y pgon katd
DAS28-CRP
Tt Tt 5 5 5
(< 2,6) 8,5% 31,0% 34,1% AE AE AE
ACR20 31,7% | 535% @ | 58,6%
Tt Tt
ACR50 18,1% | 40,0% 42,9%
ACR70 9,0% 24.8% 26,8%
Mzsilova
KAMVIK)
avTaToKpLon
1 30% | 12,8% | 14.8%

" To. cDMARDS ot perétn TARGET firav MTX, covhgacohalivn, Aephovvopidn kot vdpooyhopokivn

:
Ty p <0,01 vy T dropopd amd TO EIKOVIKO PAPLLOKO

TTTtmﬁ p <0,001 ywo T dropopd amd TO EIKOVIKO QAPLLOKO

TTTTtuﬁ p <0,0001 yia ™ d1apopd omd 1O EIKOVIKO PAPLOKO
¢ [pwtevov KoTaAnkTikd onpeio
S AV/E=Agev epopudletor kabhg n perétn TARGET eiye didpketa 24 efdopdowv
T MeiCova kKhvich avromokpion = ACR70 yia tovAdyiotov 24 cuveyeic epSopadec otn Sidpketa TG
TEPLOOOL TV 52 gfdopdadmv
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>11g peaétreg MOBILITY konw TARGET, mopatnpndnkav vynidtepa mocootd avrtoandkpiong ACR20
evtoc 2 gfdouddmV 6e GLYKPLOT LE TO EIKOVIKO PApLLOKO, To 0Toio dtotnpnOnkay kad’ OAN ™
Suapxela v peietov (PA. Ewdvec 1 kon 2).

Ewéva 1: [Tocootd avranokpiong ACR20 ava enickeyn yio ) pedétn MOBILITY
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Ewéva 2: [Tocooto avramokpiong ACR20 avé eniokeyn yio ) pedétn TARGET
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2tov Ilivoka 4 mapovostdalovtal To amoTEAEGLOTA (OC TPOGS TO EXUEPOVS GTOLXELN TOV KPLTNpimV
avtomokpiong kotd ACR v EBdopdada 24 otig peréteg MOBILITY kot TARGET. Ta anoteléopata
oT1g 52 efdopadeg amd tn perétn MOBILITY ftov topdpowa pe ta omoteléopata otig 24 efoondades
omd ™ perétn TARGET.

Mivaxag 4: Méon peioon tov empépovg otoryeiov g Pabuoroyiag ACR v Efdondda 24 ot
oyéon pe v évapén

MOBILITY TARGET
Ewoviko KEVZARA KEVZARA | Ewkoviko KEVZARA KEVZARA
PapPRUKO 150 mg 200 mg PapPRUKO 150 mg 200 mg

Yroyyeio (svpog)| + MTX q2w* + g2w* + + g2w* + g2w* +
(N = 398) MTX MTX cDMARDs c¢DMARDs cDMARDs

(N = 400) (N=399) | (N=181) (N=181) (N = 184)

En®ovveg

apBpdoeIg -14,38 -19,25'™" -19,00'" -17,18 -17,30° -20,58"""

(0-68)

AWOYKOPEVES

apOpdosig -8,70 -11,84™1 -12,43™" -12,12 -13,04" -14,03""

(0-66) :

Adyog VAS 1943 3075 34,35 27,65 -36,28"" -39,60"""

(0-100 mm)

Cevuay

alorhoynon

o6 Tov 10Tpo -32,04 -40,69'"" -42,65'" -39,44 -45,09"" -48,08""

pe VAS*

(0-100 mm)

Ievuen

a&roroynon

amo Tov -19,55 -30,411" -35,07"" -28,06 -33,88'" -37,36'""

ac0gv] pe

VAS* (0-100

mm)

HAQ-DI (0-3) -0,43 -0,62"" -0,64™" -0,52 -0,60" -0,69'"

CRP -0,14 -13,63"" -18,04'" 5,21 -13,11""" -29,06'""

* 2w = kd0¢ 2 efdopdoeg

FKAipoko, ontikod avedoyou

T T p <0,01 yio T dropopd amd TO EUKOVIKO PAPUAKO

1 Ty p <0,001 yio 1 S10p0pd ATd TO EIKOVIKO PAPLAKO
11 Twn p <0,0001 yio T d10popd Ao TO EIKOVIKO GAPUAKO

Avtaroxpion ue faon to. aKTivoypapiKa 0e00UEVO.

2 perétn MOBILITY, n dopukn BAGPN Tov apBpmcemv allohoyndnke akTivoypagikd Kot
EKQPAGTNKE G UETOPOAY TNV TpoToTomuévn katd van der Heijde vvoiwkn Babpoioyia Sharp
(mTSS) kot ota empépovg otoryeio g, otn Paduoroyia Sdfpwong kot otn faduoroyio otévmong
Tov apBpikod ydpov v ERdoudda 52. EARebncav aktvoypapies Tmv Gvm Kot KAt dKkpov otnv
évapén g HeAétg, otig 24 efdopddeg kot otic 52 gfdopadeg kan fabporoyndnkav avesaptnta and
dV0 TOLVAGYIOTOV KOAG EKTOOEVIEVOVS OEIOAOYNTEG, Ol 00101 OEV YVAPLLov TNV opdda Oepameiog Kot
ToV aplOpud G emioKeync.

Kot ot dvo dooeic Kevzara + MTX fjtav avdtepeg and 1o gikovikd eappoako + MTX 6cov agpopd )
petafoAn g mTSS otig 24 ko 611g 52 gfdopddeg oe oyéon ue v Evapén (PA. Ilivaka 5).
Avoeépbnie pikpotepn emdeivoon g faduoroyiog dtafpwonc kot g faduoroyiog otévoong Tov
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apBpikov yodpov otig 24 ko otic 52 gfdoudadeg otic opddeg Bepomeiog pe sarilumab, og cOyKplon pe
TNV OLLAd0 TOV EIKOVIKOV PAPLLAKOV.

H Oepancio pe Kevzara + MTX cuoyetiotnke pe GNUOVTIKA LIKPOTEPT] OKTIVOYPAOIKT eEEMEN TNG
dopkng PAaPnc, oe cuykpilon pe to ewovikd pdpuaxo. Tnv EBdopdda 52, 1o 55,6% tov achevdv mov
Adupavav Kevzara 200 mg kot to 47,8% tov acBevav mov AdpPavay Kevzara 150 mg dev eiyav
e&eMén g dopikng PAAPNS (6mwg opiletan and petaforn g TSS ion pe undév N pikpoTepn), Evavtt
oV 38,7% 1wV acbevdv mov Adpupavay g1Kovikd QApLOKO.

H Bepaneio pe Kevzara 200 mg kon 150 mg + MTX avéotethe v e£€MEN Tng dopkng PAGPNG Kotd
91% ko 68%, avtictolya, oe cLYKPLON LE TO gkovikd eappako + MTX v ERdopdda 52.

H amoteleouatikdotnta tov sarilumab pali pe DMARDS 6cov apopd Thv avasTorn TG
AKTIVOYPOPIKNG EEEMENG, TOL 0EI0A0YNONKE 6TO TANICLO TOV KUPIOV KATOANKTIKOV OTUEI®V GTN
peArétn MOBILITY v Efdoudada 52, datnpndnke yia éoc kot 3 £t amd v Evapén g Deponeiog.

Mivakag 5: Méon axtvoypaekn petafoirn v ERdopdda 24 kot tv ERdopdada 52 oe oxéon pe v
évapén ot perétn MOBILITY

MOBILITY
Avemapkag avramokpllévres o MTX
Ewoviko Kevzara Kevzara
PapPRUKO 150 mg g2w* 200 mg g2w*
+ MTX + MTX + MTX
(N =398) (N =400) (N =399)
Méon petapoin v Efdondda 24
Tpomomompuévn Xvvorki) t Tt
BaOpoioyia Sharp (mTSS) 122 0,54 0,13
BaOpolroyia siappwong (0-280) 0,68 0,26 0,02
BaOpoioyia ctéivoong apdpikov 0,54 0,28 0,12
ADOPOV
Méon petaporn v Efoopdoa 52
Tpomomompuévny Zvvolki 2,78 0,90 0,25"
BaOporoyia Sharp (mTSS) *
BaOpolroyia siappwong (0-280) 1,46 0,42' 0,05™
BaOpoioyia ctévorong apOpikov 1,32 047" 0,20"
ADOPOV
* q2w=kd0e dVo gPdOAdES
" TwA p <0,001
T Twn p <0,0001

Kvpro xatoAnkrtiko onpeio

AVTamoKkpion 0G0V apopa T CWUATIKY AEITOVPYIKOTHTO,

Y1ic peréteg MOBILITY kot TARGET, a&oAoynOnkoy 1 copatiki AE1tovpytkdtnTa Kot 1) avamenpio
Baoel Tov Epotnuatoroyiov AEoadynong g Yyelag — Asiktng Avammpiag (HAQ-DI). Ot acBeveig
mov AMdpPavav Kevzara 200 mg v 150 mg + DMARDS kd6¢ d0o efdopdoeg eppdvicay peyordtepn
Bedtion TG COUATIKNG AELTOVPYIKOTNTOS, GE GUYKPLOT LE TO EIKOVIKO dpako, trv Efdopndda 16
kot v EBdopdda 12 o oyéon pe v évapén otig peréteg MOBILITY kot TARGET, avtictoyyo.

2t pekétn MOBILITY katodeiydnke onuovikn BeATioon TG COUATIKNG AEITOVPYIKOTNTOC, OTWG
petpnOnke pe 1o HAQ-DI v EBdopdda 16, oe oOykpion e to gikovikd eappoko (-0,58, -0,54 xau -
0,30 1o to Kevzara 200 mg + MTX, to Kevzara 150 mg + MTX «xou to gikovikd gdppoko + MTX,
KG0Oe dvo efdoudoeg, avriotorya). Xtn perétn TARGET kotadsiyOnke onupavtiky ertioon g
Babuoroyiag HAQ-DI v ERdopdda 12, o cuykpion pe 1o ewovikd eapuaxo (-0,49, -0,50 ko -0,29
vw to Kevzara 200 mg + DMARDs, to Kevzara 150 mg + DMARDS kot to gtkovikd appoko +
DMARDs, ka0 dvo efdouddeg, avticTorya).
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2 perétn MOBILITY, n Bertiooon g coUATIKAG ASITOVPYIKOTNTOS, OTMG petprinke pe 1o HAQ-
DI, dwoutnpnnke émg v ERdopada 52 (-0,75, -0,71 ko -0,46 yio Tic opddeg Oepamneiog pe
Kevzara 200 mg + MTX, Kevzara 150 mg + MTX ko gikovikd eappaxo + MTX, avtictotrya).

O acBeveic mov élaPav Bepancia pe Kevzara + MTX (47,6% otnv opdda Bepaneiog pe 200 mg xon
47,0% otnv oudda Bepaneiog pe 150 mg) nétvyov kKhvikd onpovtikn Beitioon tov HAQ-DI
(netapoin >0,3 povadec oe oyéon pe v Evapén g perétng) v ERdoudda 52, évavtt 26,1% oty
opado Bepomeiog e elkoviko eappoko + MTX.

Avapepoueves amo tov aobevi ekfiaoels

H yevikn xatdotaon g vyeiag aloloyndnke pe to Xvvortikd Epotnuatordylo épgvvag vyeiog (SF-
36). Ztig peréteg MOBILITY ot TARGET, ot aoBeveig mov Adppavay Kevzara 200 mg + DMARDs
KOs 000 eBdonadeg 1 Kevzara 150 mg + DMARDS xd8¢g 600 gfdopadeg eppdvicay peyordtepn
Bedtioomn o€ oyéon pe v Evoapén e LEAETNG, GE GVYKPLOT UE TO EIKOVIKO @apuoako + DMARDS, oc
7POG TN chvoy”n TG cmpaTikNG cvvietaoag (PCS) kat amovcia emdeivioong otn chvoyn e YOyIKNAG
owvictacag (MCS) v EBdopdda 24. Ot acBeveic mov Aaufoavav Kevzara 200 mg + DMARDs
avépepay peyaAvTepn PeATimon, o GUYKPION WE TO EIKOVIKO QAPUOKO, GTO TESIO Zwuatiky
Aerrovpyixomyra, Hepiopiopoi PoAwv Adoyw Zouatixaov [pofinudtwv, Zouatikog [lovog, Tevikn
Avtiinym Yyeiag, Zouxomro, Kowvwviky Asitovpyixotya kar Poyixn Yyeio.

H xoémmon a&oroyndnke e v kiipako FACIT-Kénwon. Ztic pedéteg MOBILITY ot TARGET, ot
acBeveic mov AdpPavav sarilumab 200 mg + DMARDS «é0e 600 epdopddeg 1 sarilumab 150 mg +
DMARDs «é0¢e 600 efdopddeg eppdvicav peyorvtepn Peltioon og oyxéon pe v évapén g Herénge,
o€ oVYKPLoN LE TO EIKOVIKO @apuako + DMARDES.

Eleyyouevn ue dpootixo ooykpitiko apuoxo UeAéty

H MONARCH 7tav pia toxotomompévn, SImAd ToeAr, e SutAd eikovikd oxedlocpd HEAETN JbpKeLog
24 gBdoudomv, n omoia cuvékpive T povobepaneia pe Kevzara 200 mg évavtt g povobepaneiog pe
adalimumab 40 mg, mov yopnynOnkav vrodoping kabes 600 efdondades o 369 aobeveig pe peTpimg
éwc coPapa evepyd PA, ot omoiot dev ntav katdAinAot yia Oepaneio pe MTX, copmepthappavopévev
aclevav pe dvcavetia N averapkn avramokpion oe MTX.

H ayoyn pe Kevzara 200 mg vjtav avotepn and v ayoyr| pe adalimumab 40 mg 6cov agopd t

peimon g evepyotnTag TG VOGOL Kot TN BEATIOON TNG COUOTIKNAG AEITOVPYIKOTNTOS, UE
TEPLEGOTEPOVC 0obeveic va emtTuyydvouy KAvikn veeon péca oe 24 gfdopadeg (PA. ITivakoag 6).
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ivaxag 6: Anoteléouara yio TV amoteAespotikotnTo, yio ) peAétn MONARCH

Adalimumab Kevzara
40 mg g2w* 200 mg g2w
(N=185) (N=184)
DAS28-ESR (k0p1o KaTaAnKTIKO o1peio) -2,20 (0,106) -3,28 (0,105)
T p évovtt adalimumab <0,0001
"Ypeon katd DAS28-ESR (< 2,6), n (%) 13 (7,0%) 49 (26,6%)
Twn p évovtt adalimumab <0,0001
Avtamokpion ACR20, n (%) 108 (58,4%) 132 (71,7%)
T p évovtt adalimumab 0,0074
Avtamokpron ACR50, n (%) 55 (29,7%) 84 (45,7%)
Twn p évovtt adalimumab 0,0017
Avtamokpion ACR70, n (%) 22 (11,9%) 43 (23,4%)
T p évovtt adalimumab 0,0036
HAQ-DI -0,43(0,045) -0,61(0,045)
Twn p évovtt adalimumab 0,0037

*Tepriappdvovral acbeveig otovg omoiovg 1 cvyvotnta yopnynong tov adalimumab 40 mg
ovénonke og pio eopd v gBSopada Ady®m avemapkoDs OvVTATOKPLoNG

Hodrorpikodg mAnBuoog

O Evpomnaikdg Opyoviopog Poppdrkmv €xel dmdoel avafoir] amd Ty vroypEmotn LTOBoANG TwV
amotedecpdtov Tov peretdv pe to Kevzara (sarilumab) e pia 1 meprocodtepeg vITokaTyopicg TOL
OO TPUKOD TANOLGHOD TNV AVTIUETOTION TNG XPOVING 1W10mafovg apbpitidag
(cvumepriapfoavouévng g peLIATOED0VS apBpitidag, TG oTovoLAaPOPITIONGS, TS YMOPLUGIKNAG
apBpitdag Kot g veavikng Wtomabotg apbpitdag) (PA. Tapdypago 4.2 yio TANpo@opieg oyeTIKd pe
TNV TOOLULTPIKY YPNOoN).

52 ®uppoKoKIVTIKES IOLOTNTES

H poppokokivntikn Tov sarilumab npocdiopiotnke og 2.186 acbOeveic pe PA mov élaPav Bepancio pe
sarilumab, otovg omoiovg TepthapuPavovtay 751 acbeveic mov Edafav vTodopieg docelg 150 mg ko
891 aocbeveic mov ELafav vTodopleg doael; 200 Mg kabe dvo efdouddeg yio dtdotnua Emg 52
ePSOpAd®V.

Amoppoonon

H andivt Broduobecipotnta tov sarilumab petd amd vroddpio éveon extipdron ott eivon 80%
COLPOVO, LLE TN QUPUOKOKIVITIKY 0VAADOT] TOV TANBUGHOV. O SIGUEGOG tmax TapOTNPNONKE HECO OE 2
€w¢ 4 nuépec. Metd amd morllamAég yopnynoelg v 150 ko 200 mg kdbe dvo efdopdadec n otabepn
Katdotaot emitevydnke péoa oe 12 €wg 16 efdopddeg pe MmAdola EmG TPITAAGLO GLGGMPEVOT), GE
ovykpilon pe v €kbeomn og o epdmas do6om.

I'oa 10 docoroykd oynua tov 150 mg kdbe 600 efdopndadec, 1 ekTiudUeEVN LEST (£ TLTTIKN ATOKALON,
SD) meproyn kT amd v KopmoAn (AUC), Chin kot Crax TOL sarilumab g otabepn katdotacn frav
210 £ 115 mg.nuépa/L, 6,95 + 7,60 mg/L ko 20,4 + 8,27 mg/L, avtictorya.

I"a 10 docoroyuco oynpa tov 200 mg kdbe dvo efdopnddes, n extipopevn péon (= SD) AUC, Crin kot
Crax TOV sarilumab o€ otabepn kotdotaon frav 396 + 194 mg.nuépa/L, 16,7 + 13,5 mg/L xon 35,4 £
13,9 mg/L, avtictoyyo.

e pio uedémn ypnotikdtnrog (usability study) n ékBeon oto sarilumab petd amd yopriynon 200 mg
K60 dVo efdopades Nrav erappd VYMAGTEPN (Crax + 24-34%, AUC g.on) +7-21%) petd and ) xprion
NG TPOYEUIOUEVTIG CLGKELNG TOTTOL TEVAG GE GUYKPIOT LE TNV TPOYEUGUEVT COPLYYO.

Kotavoun
Ye aoBeveic pe PA, o pavopevikog dykog Katavoung oe otabepn| katdotoon ntav 8,3 L.
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Buopetaoymuotiopdg

H petaforiknr 006¢ tov sarilumab dev £xel Tpocdiopiotel. Aedopévov dti to sarilumab givor Eva
LOVOKAMVIKO OVTICOUO, AVOUEVETOL 1] SIICTOGCT TOV GE UIKPE TEMTION Kot optvoEéa HECM
KATABOMK®OV 00®V KATH TPOTO TAPOUOL0 UE auTOV TNG Evdoyevoug IgG.

Amofol

To sarilumab amofdAletol pEc® TAPAAANA®Y YPAULUIK®OV KOL U YPOUUIKOV 00MV. X& VYNAOTEPEG
GLYKEVIPMGELS, N 0mofoAn YiveTal Kuplog HEC® TNG YPOUUKNG, LN KOPESTNG, TPWTEOAVTIKNG 000V,
EVA G€ YOUNAOTEPEC GVYKEVTPMOELS EMIKPATEL 1 U1 YPOUUIKT, KOPESTY|, LecoAafovpevn ond to 6Tdy0
amoPfoln. Avtéc o1 mapdAinieg 0001 amoPoAng £xovv g amotéAecpa pia apyikn nuicea {on 8 émg 10
NUEPDV Kol 6€ oTafePT] KOTAGTUOT pio EXTIUMUEVT dpaoTikn Nuicela {on 21 nuepdv.

Metd v tedevtaio 06om 150 mg kot 200 mg sarilumab ce otabepn katdoToom, o1 S1dpueEcoL Ypovol
€mg TN U aviyveLoiun cvykeévrpmon sivar 30 kar 49 nuépeg, avtictorya.
To povoximvikd avticouata 6gv amoBaArovTol LEGM TG VEPPIKNG 1] TNG NITATIKNG 0000,

CpoppikdtnTo/pun-ypapmkdtnto

[ToapatnpnOnke po peyordtepn amd avdioyn mpog tn 0661 oENCT 6T PUPLOKOKIVNTIKY £KBeoT o€
aoBeveic pe PA. e otabepn| katdotaot, 1 £€k0eor KaTd TO SOCOAOYIKO LLEGOSLAGTILLO TOV LETPONKE
pe v AUC avénbnke mepimov kotd 2 eopéc pe o avénon g 66omng kotd 1,33 eopéc, amd ta 150
ota 200 mg kabe dvo efdouddec.

AMnlemdpdoelg pe vrootpdpota Tov CYP450

H ocwPactativn amotelel vidotpopo tov CYP3A4 kot OATP1BL. Ze 17 acBeveig pe PA, pia
gfdopdda petd amd eeamas vroddpia yoprynon 200 mg sarilumab, n £ékbeon ot cPactorivy kot
010 0&D ¢ owPaototivig peiddnke katd 45% xot 36%, avtictorya (BA. mapdypago 4.5).

Ewucoi mAnBuopoi

Hhkia, pdlo, eBvikotnta kot owuatixo fopog

AvoldoELg TNG POPLOKOKIVITIKNG TANBUGHOV o€ evijlikeg acBeveig pe PA (nliog amd 18 €wmg 88
etv, ue 14% dvo tov 65 etdv) £6e1&av 0T 1 nAikio, TO VA0 Kol 1) GUAT OEV EMNPLEACAY GTLOVTIKA
TN QOPHOKOKIVNTIKY Tov sarilumab.

To copotikd Bapog ennpéace T EOPUAKOKIVNTIKY ToL sarilumab. Xe acBevelg pe peyodvtepo
copatikd Bapoc (>100 Kg) kot o1 600 doceig v 150 mg kor 200 mg enédet&av omoTeAeGUATIKOTTA,
®06T1060, 01 0obeveig pe couatikd Bapog >100 Kg amoxopcay peyoakdtepo Bepomentikd dQehog LE T
d6om tv 200 mg.

Negpirn dvoiertovpyio,

Agv d1e€nyOn emionun ueAéTn Yo TNV EXLOPOOT TG VEPPIKTG OVGAEITOVPYING GTN QUPUAKOKIVITIKY
tov sarilumab. H Ao éog pétpro veppikn Sucieitovpyia dev EXNPENCE T PAPUAKOKIVITIKT TOV
sarilumab. Aev anotteiton Tpooappoyn g 600G Yo acheveic pe o £0¢ HETPLO VEPPIKN
dvoiettovpyio. Agv perethoniay acbeveic ue cofopn veepikn dvcieitovpyia.

Hrortikn dvalertovpyio.
Agv 01e€nyOn emionun ueAéTn Yo TNV EXLOPOOT) TG NTATIKNG SOVGAEITOVPYING TN PUPUAKOKIVITIKY
tov sarilumab (BA. Topdypago 4.2).

5.3 Mpoxiivikd dedopéva Yo TNV a6QaAiEL0

Ta pn KAvikd dedopéva dev amokaAvmTouy daitepo Kivouvo yia tov avBpomo pe Bdon Tig peléteg
ToEIKOTNTAG EMAVOAAUPAVOLEVOV 0OGEWDYV, A&LOAOYNONG TOL KIVOHVOL KOPKIVOYEVESTG KOl
TOEIKOTNTOG OTNV AVOTAPAYMYIKT IKOVOTNTO KoL TV ovATTuén.

Agv &yovv deaybel paxpoypovieg peétec o (da yia vo Tekpnplmbel 1 evogyOUEVT] KAPKIVOYOVOG
dpdon Tov sarilumab. To Bapog twv ooy eimv oyeTikd pe TV avactoAr] Tov IL-6Ra vrodeikviet
KUPIOC OVTIVEOTAOCUATIKEG OPAGEIS TOV UEGOAUBOVVTOL ATTO TOALUTAOVS UNYOVIGUOVE KoL ApOopoDY
KoTd KOpto Aoyo v avactoAin tov STAT-3. In vitro kau in vivo peiéteg pe sarilumab o61ig onoieg
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YPNOLLUOTOMON KOV avOPDTIVES KOPKIVIKEG KUTTUPIKEC GEWPES £0E1EAV AVAICTOAN TNG EVEPYOTOINGNG
tov STAT-3 ka1 avactoA TG avEnomng Tov 0YKov 6g {o1kd LovTEAD avOpOTIVOL KOPKIVIKOD
EevopooyELLATOG,

Meléteg yovipdtnrag mov oeénydnocay oe apcsevikd Kot OnAvkd movTiKio ¥pNoILOTOUDVTOG
VTOKOTAGTATO OVTIC®MUA TOVTIKOD £vavTt Tov IL-6Ra movtikon dev £de1&av dratopayn g
YOVILOTNTOG.

e 1o, LEAETN EVIGYVUEVIG TTPO-/TEPTYEVVITIKNG avamTLELOKT G TOSEIKOTNTAG, Xop1yNONKe sarilumab
EVOOQAEPImG pio popd Vv gfdopnada oe eykvovg mdkovg Cynomolgus amd ta Tp®dTO GTASI TG
KLOPOPiog £0G TO PLGLOAOYIKO ToKeTO (TEpimov 21 efdopddeg). Mntpuh ékBeon peyaivtepn wg 83
popég mepinmov and v ékbeom otov dvBpmmo Pdoet g AUC érerta amd vnodopieg docelg 200 mg
KGO 2 gfoopadeg, dev mpokdleoe Kaveve TpdPANUa ot untépa 1 6to EuPpvo-kimua. To sarilumab
dev giye emidpacn ot dlaTHPNOT TNG KONGNE 1| 6T0, VEoyEVVITO. 1oL aloloyninkay émg kot 1 ufva
LETA TN YEVVNOT OGOV QPOPE TIG LETPTGELS TOV COUATIKOD BAPOVC, TIG TOPALETPOVG AEITOVPYIKNG 1
HOPPOLOYIKTS avamTLENC, cuUTEPLOUPAVOLEVOV ELOAOYHOEDY TOV GKEAETOV, TOV OVOGOPALVOTVTTO
TOV AEUPOKVTTAPOV TNG TEPLPEPTKNG KUKAOPOPING Ko TIG MKPOCKOTIKEG ekTiuncelc. To sarilumab
aviyvebnke 6tov 0pd veoyévvntmv nikiog émg 1 unvoc. H anékkpion tov sarilumab oto yala
mOnkwv Cynomolgus dev £yt pedetnOet.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotahoyog exdoymv

lotidivn

Apywivn

[ToAvoopPiko 20

Yaxyapoln

"Yowp yia evéoiual

6.2 AovppoatoTnTeg

EMelyet peletdv oyetikd pe n cupuPatotnta, To Tapov QOPUUKELTIKO TPOTOV 0V TPEMEL VAL,
OVOLETYVOETOL LLE GAND POPLOKEVTIKE TPOTOVTAL.

6.3 Awdpkero Long
2 ypovia.

Metd v amopdkpoven amd to yoyeio, To Kevzara mpémetl va yopryeitan evtog 14 nuepdv Kot dev
TPENEL VO, PLAGGGETAL g Beppokpacia peyaivtepn tov 25 °C.

6.4 Idwitepeg TpoPuLAAEELS KOTA TN QUAIEN TOV TPOTOVTOG
dvldooete o€ yoyeio (2°C - 8°C). Mnv KotoyOyETE.

DvAGOCETE TNV TPOYEULGUEVT GVPLYYA/TPOYEUIGUEVT] GCUGKELT TOTOV TEVOG GTO APYLKO KOVTI yia, Vol
TPOGTATEVETAL OO TO PWG,.

6.5 @Yo K GLETUTIKE TOV TEPLEKTN

Oleg o1 popprokenTikég popeég mepiéyovy 1,14 ml soAdpotog o Tpoyepiopévn cvpryya (Yool ToItov
1) ue mpocapmmuévn Perdva amd avoleidmto yoAvPo Kot EAUCTOUEPEC TO U EUPOLOV.
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Hpoyepicuévn cvpryya 150 mg

H mpoyepiopévn oipryya pog xpnong £xel ELactopepés KOAvULo BeEAdvag amd BouTadlevikd oTupéVIo
Kot S100€te1 Aevkod pafdio UPOLOVL OO TOAVGTLPEVIO KOl OVOIKTOV TOPTOKAAM YPDUATOG AAPEG
SOKTOA®YV OTO TOAVTPOTVAEVIO.

Hpoyepmouévn ovpryya 200 mg

H mpoyepiopévn cdpryyo piog ypnong £xel Ehactopepés kdAvppo PeAovag amd fouTadEViKO GTUPEVIO
Kol 01B€Tel Aevkd pafdio epPforov amd TOAVGTVPEVIO KOl GKOVPOL TOPTOKAAL YPOUATOC AUPEC
OOKTOA®V OO TOAVTPOTLAEVIO.

[poysumouévn cvckevn tomov mévag 150 mg
Ta pépn g oOpLyyas etvol TPO-EVEOUOTOUEVO GE U0, TPOYEUGUEVT] GUGKELT] TOTTOV TTEVOC LLOG
YPNONG, UE KITPIVO KAAV U0 BEAGVOC KO OVOIKTO TTOPTOKOAL KOTAKL.

Hpoyepicpévn cuokeun Tomov névac 200 mg
Ta pépn g oOpLyyas eivol TPO-EVEOUOTOUEVO GE U0, TPOYEUGUEVT] GUGKELT] TOTTOV TEVOC LLOG
YPNONG, HE KITPIVO KAAVL U0 BEAGVOC KOl GKOVPO TOPTOKOAL KOTAKL.

Meyén cvokevaciog:
® 2 TPOYEMGEVES GUPLYYES
® H molvovokevacio tepiéyet 6 (3 ovokevacieg TV 2) TPOYEUICUEVES GOPLYYES
® 2 TPOYEMGIEVES GUGKEVEG TOTTOV TTEVOG
¢ H molvovokevacio mepiéyet 6 (3 cuokevacieg TV 2) TPOYEUGUEVES GUGKEVEG TUTTOV TTEVOG

Mmropei vo, unv KuKAOPOPOLV OAEG Ol GUOKEVAGIES.
6.6 Iowitepeg mpouvAdEers amdppryng Ko GAAOG YELPIGIOG

H mpoyepiouévn coptyyo/Tpoyepiouévi 6VGKELT TOTOL TEVOC TPEMEL VA, ETOE®POVVTOL TPV amd TN
xpnon. To didAvpa dev Tpémel va ypnoyLomoleitat edv ivar 00AS, amoypOUATICUEVO 1 TEPLEYEL
oOMOTIOW 1 €0V OTOIOONTOTE PEPOG TNG GVGKELNC PAIVETOL OTL £xEL LITOGTEL POOPAL.

Metd TV amopdKPUVET TNE TPOYEUGUEVNG GUPLY YOG/ TPOYEUOUEVNS GVGKELNC TOTTOV TEVAS od TO
yoyeio, Tpémel va apnvetal va enavérBel og Beppokpacio dwpatiov (<25°C) mpv and v €veon Tov
Kevzara.

AvaAvTIKEG 001Yieg yio T yoprynon tov Kevzara pe mpoyeuicuévn oOptyya/Tpoyeiclév) GLGKELN
TOTOL TEVOG TAPEYOVTOL GTO PUALO OdTYIDV XPTOTC.

Ka0e aypnoiponointo @appokevtikd Tpoidv 1| VIOAELLO TPEMEL VO, ATOPPITTETOL COLPOVA LE TIG
KATA TOTOVC oY VOVGEC GYETIKEG dtatdEels. Metd T yp1or, TOTOBETHGTE TNV TPOYEUGLEVN
CUPLYYO/TPOYELGUEVT] GUGKELT TOTOL TEVOG GE VA TEPLEKTN avOEKTIKO GTN S1ATPNOT| Kot
AToPPIYTE GOUPOVO LE TOVG TOTIKOVG KOVOVIGLOVS. M1y avoakvkAdvete Tov tepiléktn. Dvidooete
TOV TEPLEKTN o€ PEPN oL deV Tov PAETOLY Kat dev ToV EOEVOLV Ta Tad14.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
sanofi-aventis groupe

54, rue La Boétie

75008 Paris

TaA)ia

8. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/17/1196/001
EU/1/17/1196/002
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EU/1/17/1196/003
EU/1/17/1196/004
EU/1/17/1196/005
EU/1/17/1196/006
EU/1/17/1196/007
EU/1/17/1196/008

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia tpmng £ykpiong:

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AemTouepeic TANPOPOPIES Yo TO TOPOV PUPOKEVTIKO TPOIOV gival d100EG1UES GTOV SIKTLOKO TOTTO
tov Evpondikod Opyavicpod @appdxmv http://www.ema.europa.eu
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IHAPAPTHMA 11

IMAPAXKEYAYXTHX THX BIOAOT'IKQX APAXTIKHX OYXIAY KAI
IHHAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AITIOAEEMEYZXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOI'IKQX APAXTIKHY OYXIAX KAI
INAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEXMEYZXZH TQN ITAPTIAQN

Ovouo kot d1e06vven Tov TopaoKeLAoTH TNS BLOAOYIKOS dPUGTIKNS OVGIOGS

Regeneron Pharmaceuticals Inc.
81 Columbia Turnpike
Rensselaer

12144

Hvopéveg Iolreieg

Ovouo kot d1e06vven TV TOPACKEVLOSTMV TOL £ivol VTELHVVOL Y10 TNV ATOSECUEVCT TMV
TaPTId OV

Sanofi Winthrop Industrie

Boulevard Industriel, Zone Industrielle,
Le Trait, 76580,

TaAAiia

Sanofi-Aventis Deutschland GmbH
Brueningstrasse 50

Industriepark Hochst

65926 Frankfurt am Main
I'epuavia

270 £VTUTIO QOALO 0ONYIDV XPNOTG TOV PUPLOKEVTIKOD TPOTOVTOC TPETEL VAL, OVOYPUPETOL TO OVOLLXL
Kot 1 d1evBvvoT ToV TAPACKELOGTH TOV Eival VTELOLVOG Y10 TNV ATOSEGUEVGT TNG CYETIKNG
TaPTIONG.

B. OPOI'H OI IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeuTikd TPOidV Yo TO 0TOI0 amoLTEITAL TEPLOPIGUEVT 1oTPIKT cuvTayn (PA. mapdptnua L
IIepiinym tov Xapaktnpiotikdv tov Ilpoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX KYKAO®OPIAX
¢ ExOiceig eprodowkng MapaxorovOneng g Acparerag

Ot amoutioelg Yo TNV VIToPoAr| ekBEcEmV TEPLOOIKNG TOPAKOAOVON OGS TNG AGPAAELNG Y10l TO EV
AOY® QOPUOKEVTIKO TTPOTOV 0pilovTal GTOV KATAAOYO LE TG NUEPOUNVIES avapopdg T Evaoong
(katdloyog EURD) mov mopatiBetor oty moapdypoeo 7, tov dpbpov 107y, T odnyiog
2001/83/EK ko k40e emacdOA0vONG EMKapomoinong Om®e ONUOGLEVETAL GTNV EVPMOTAIKT SIKTVOKT
oA Yo To pappaka. O Kdartoyog Adstag Kukhopopiag Bo voPdAidlel tnv mpmtn £kbeon
TEPLOOIKN G TAPAKOAOVONOTG TG acPaielag yia TO TPoidV péoa 6e 6 PUVES Ao TV £YKPLOT).

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHZH TOY ®APMAKEYTIKOY INIPOIONTOX

o Yyéoro Awayeipiong Kiwvovvov (ZAK)
O Kdroyoc Adeiag Kukhogopiag Oa die&aydyet Tic omattovpeveg dpacTnploTnTeg Kot TopeUPAcElg
QOPUOKOETAYPOTVNONG OTTMG Topovotdlovial 6to suupmvniéy LAK mov mapovsialetol oy

evotnra 1.8.2 g ddetag Kukho@opiog Kol 0TolecONmoTe ENOKOAOLOES EYKEKPIUEVEC avabempnoelg
Tov ZAK.
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‘Eva emucaporomnpévo XAK Oa mpénel va katotedel:
e et and aitnpa tov Evpaoraikod Opyoviopod Qoapudxmy,
®  OTMOTEONTOTE TPOTOTOLEITAL TO CVUGTNLLA SLOEIPIOTG KIVOUVOL, EOTKA (OC UTOTELEC O AMYNG
VE®V TANPOPOPLDOV TOV UTOPOVV VOl ETUPEPOLY GTUAVTIKT OAANYT OTI GYECT] 0PEAOVC-
KLvOUVOUL 1] 0G ATOTELEG LA TNG EMTEVENG EVOS GTLLOVTIKOD OPOGTLLOV
(popLOKOETOYPOTVION N EAAYLOTOTOINGT) KIVOUVOU).

e Emmpo6c0cta pétpo ELay1oTomoineng Kivovvou

Ipwv and v évapén g kukhoeopiog Tov Kevzara oe kabe kpdtog pélog, o Kdtoyog tg Adstog
Kvkhopopiag (KAK) mpénet va soppmvnoet pe tnv EBvikn Appddia Apyn yio 1o TepleyOpIeEVo Kot
TN HopeN TG Kaptag Tpoeonoinong acfevodc, cuUTEPILOUPAVOUEVOVY TOV HECHY EMIKOVMOVIOG,
TOV TPOTOV JVOUnG, KaBmG Kol 0TO1oVONTOTE AAAWDY TTUYMV.

O KAK 60a dtucpalricetl 6t1 o€ k0Be kpdtog HELOG 010 omoio kKukAopopel to Kevzara, 6Aot ot
EMOYYEAUATIEG VYELOG TOV OVOUEVETOL VO, GUVTOYOYpaPrcovy To Kevzara £yovv mpdcfacn otnv
Képta Tpogdonoinong achevog.

¢ H xépra nmpogrdonoinong acevoig 6o meptiapPavel ta akdlovba onpovTicd pnvopoto:

0 ’'Eva mpogdomomTikd Uivoupa Yo Toug EnayyeApatieg vyeiag mov avripetonilovv
Oepamentikd Tov acevn avd TAca GTypUr, GUUTEPIACUPAVOUEVOVY KOl TOV GUVONKOV
EKTOKTNG ovayKNG, 6Tl 0 acbevnic ypnoyomotei Kevzara.

0 H Oepamneio pe to Kevzara umopei va avénoet toug kivduvoug cofapdv AOUOEEDV,
0VOETEPOTEVING KOl EVIEPIKT|G 1A TPNONG.

0 Exmnaidevon tov acevov yio onpeia 1§ copntdpota mov o propovcoay va
AVTITPOCHOTELOVLY GOPUPES AOIUDEELG 1] YOOTPEVTEPIKEG SLUTPTGEIC DOTE VO
avalntmoovv atpikn fondeia apécmc.

0 Xtoyeia emkowmviag Tov cuvTayoypdeov Tov Kevzara
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI - XYXKEYAZXIA ME 2 [IPOTEMIXMENEX XYPITTEX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

KEVZARA 150 mg evéoyio S1AvUa GE TPOYEMIGUEVT] GOPLYYOL
sarilumab

[2. TYNGOEZH IE APAXTIKH(EZ) OYZIA(EY)

Kd&Be npoyepuopévn ovpryya mepiéyet 150 mg sarilumab og 1,14 ml draAdpartog (131,6 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 10t1divn, apywivn, moAvcopPio 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TTPOYELUGUEVEG GUPLYYEC

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Y7modopia yprion

[Mao pia ypnon pévo

AwBdote To POALO 0N YDV YPNONG TPV ATd TN YPNON.
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEHOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetat og 8o, Ty onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH=EH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
Mnv KatoyoyeTe.
DVAAGGETE GTO OPYIKO KOLTI Y10 VO TPOGTATEVETAL OTO TO PMC.
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Huepounvia amoudkpovveong and 1o yoyeio: .../ ../ ...

10. TAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

EU/1/17/1196/001

| 13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX

| 16. MIAHPO®OPIEX XE BRAILLE

kevzara 150 mg syringe

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO AVOyVOPIOTIKO KOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI pe Blue Box - TITOAYXYXKEYAXIA ME 6 (3
XYXKEYAXIEX TQN 2) IPOTEMIXMENEX XYPIITEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 150 mg evéoyuo S10Avua G€ TPOYEMGUEVT] GUPLYYO
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KaBe npoyepuopévn oopryya mepiéyet 150 mg sarilumab og 1,14 ml diaddparog (131,6 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 1011divn, apyvivn, moAvcopPiko 20, cakyoapdln, DOmp Yo eVEGLA.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
[MoAvovokevacia: 6 (3 cLoKEVAGIES TOV 2) TPOYELGUEVES GUPLYYES.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ymodopia yprion

INa pia gpion pévo

Awpaote T0 PUALO 0INYIDOV XPNOTG TPV OO TN XPTOT).
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

[7. AAAH(EZ) EIAIKH(EZ) IIPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX XYNOHKEYX @OYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
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DVAAGGETE GTO OPYLKO KOLTI Y10 VO TPOGTATEVETAL OTO TO PMC.

10. IAIAITEPEX TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

[ 12.  APIOMOZX(OI) AAEIAY KYKAODOPIAY

EU/1/17/1196/002 6 mpoyeouéveg o0pryyes (3 cvokevacies tav 2)

| 13.  APIOMOZ IIAPTIAAYL

[Taptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHZHZ

| 16. TIAHPO®OPIEX IE BRAILLE

kevzara 150 mg syringe

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

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov gépet Tov TEPIANPHEVTO LOVASIKO AVOyVEOPIGTIKO KMOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO XAPTINO KOYTI yopic Blue Box - 2 NMPOIEMIZMENEX XYPIITEX
(JIOAYXYXKEYAZXIA)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 150 mg evéoo S10Avpa G€ TPOYEMGUEVT] GUPLYYO
sarilumab

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

KaBe npoyepuopévn oopryya mepiéyet 150 mg sarilumab og 1,14 ml diaddparog (131,6 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 1011divn, apyvivn, moAvcopPiko 20, cakyoapdln, DOmp Yo eVEGLA.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didivpa
2 TPOYEMGUEVEG GUPLYYEG. MEPOC TOAVOLOKEVAGING, dEV TOAEITAL YOPIOTA.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ymodopia yprion

INa pia gpion pévo

AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT.
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

[7. AAAH(EZ) EIAIKH(EZ) IIPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX XYNOHKEYX @OYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
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DVAAGGETE GTO OPYLKO KOLTI Y10 VO TPOGTATEVETAL OTO TO PMC.

Hpepounvia amopdipovong and 1o yoyeio: .../ .../ ...

10. TAIAITEPEX IPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

ToAAio

|12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAL

EU/1/17/1196/002 6 mpoyepucéveg cupiyyes (3 cuokevacieg Tov 2)

| 13.  APIOMOX ITAPTIAAX

Moprtioa

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. TTAHPO®OPIEX XE BRAILLE

kevzara 150 mg syringe

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI - XYXKEYAZXIA ME 2 [IPOTEMIXMENEX XYPITTEX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

KEVZARA 200 mg evéoo S1GADUO GE TPOYEMGUEVT] GOPLYYOL
sarilumab

[2. TYNGOEZH IE APAXTIKH(EZ) OYZIA(EY)

Kd&Be npoyepuopévn ovpryya mepiéyet 200 mg sarilumab og 1,14 ml diaAdpatog (175 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 10t1divn, apywivn, moAvcopPio 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TTPOYELUGUEVEG GUPLYYEC

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Y7modopia yprion

[Na pia ypion pévo

AwBdote To POALO 0N YDV YPNONG TPV ATd TN YPNON.
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEHOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TadLd.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH=EH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
Mnv KatoyoyeTe.
DVAAGGETE GTO OPYIKO KOLTI Y10 VO TPOGTATEVETOL OTO TO PMC.
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Huepounvia amoudkpovveong and 1o yoyeio: .../ ../ ...

10. TAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

EU/1/17/1196/003

| 13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX

| 16. MIAHPO®OPIEX XE BRAILLE

kevzara 200 mg syringe

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO AVOyVOPIOTIKO KOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI pe Blue Box - TITOAYXYXKEYAXIA ME 6 (3
XYXKEYAXIEX TQN 2) IPOTEMIXMENEX XYPIITEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 200 mg evéoiuo S10AvU GE TPOYEMGUEVT] GUPLYYO
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KdBe npoyepuopévn oopryya mepiéyet 200 mg sarilumab og 1,14 ml diaddpatog (175 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 1011divn, apyvivn, moAvcopPiko 20, cakyoapdln, 0omp Yo eVEGLA.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
[MoAvovokevacia: 6 (3 cLoKEVAGIES TOV 2) TPOYELGUEVES GUPLYYES.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ymodopia yprion

INa pia gpion pévo

AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

[7. AAAH(EZ) EIAIKH(EZ) IIPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX XYNOHKEYX @OYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
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DVAAGGETE GTO OPYLKO KOLTI Y10 VO TPOGTATEVETAL OTO TO PMC.

10. IAIAITEPEX TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

[ 12.  APIOMOZX(OI) AAEIAY KYKAODOPIAY

EU/1/17/1196/004 6 mpoyeopéveg oOpryyes (3 cvokevacies Tav 2)

| 13.  APIOMOZ IIAPTIAAYL

[Taptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHZHZ

| 16. TIAHPO®OPIEX LE BRAILLE

kevzara 200 mg syringe

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

A16d146TaTOC YPOUU®TOS KOOKAG (2D) Tov gépet Tov TEPIANPHEVTO LOVASIKO AVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO XAPTINO KOYTI yopic Blue Box - 2 NMPOIEMIZMENEX XYPIITEX
(MOAYXYXKEYAZXIA)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 200 mg evéoiuo S10AvU GE TPOYEMGUEVT] GUPLYYO
sarilumab

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

KdBe npoyepuspévn oopryya mepiéyet 200 mg sarilumab og 1,14 ml diaddpatog (175 mg/ml).

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 1011divn, apyvivn, moAvcopPiko 20, cakyoapdln, 0omp Yo eVEGLA.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TPOYEMGUEVEG GUPLYYEG. MEPOC TOAVOLGKEVAGING, OEV TOAEITAL YOPIOTA.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ymodopia yprion

INa pia gpion pévo

AwBdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

[7. AAAH(EZ) EIAIKH(EZ) IIPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX XYNOHKEYX @OYAAEHX

dvlacoete o€ Yoyeio.
Mnv katoyoyete.
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DVAAGGETE GTO OPYIKO KOLTI Y10 VO TPOGTATEVETAL OTO TO PMC.

Hpepounvia amopdipovong and 1o yoyeio: .../ .../ ...

10. TAIAITEPEX IPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

ToAAio

|12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAL

EU/1/17/1196/004 6 mpoyepicéveg cupiyyes (3 cuokevaoieg Tov 2)

| 13.  APIOMOX ITAPTIAAX

Moprtioa

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. TTAHPO®OPIEX XE BRAILLE

kevzara 200 mg syringe

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI - XYXKEYAZXIA ME 2 IPOTEMIXMENEX XYXKEYEX
TYIIOY ITENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 150 mg evéoiuo S1Av U0 GE TPOYELLGUEVT] GUGKELT] TOTTOV TTEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

Kd&Be mpoyepuopévn ovokenn tomov mévag nepiéyet 150 mg sarilumab og 1,14 ml Stoddpotog
(131,6 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsua.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TPOYEMUGLEVEC GUOKEVEG TUTOV TEVOLG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

Awofaote T0 OALO 0dN YLDV ¥PNONE TPV ad TN XPHon.
Avoite €d®

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

Hpepounvia amopdrpovong and 1o yoyeio: .../ .../ ...

10. IAIAITEPEXZ TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

TaAlia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/005

| 13.  APIOMOZ IIAPTIAAYL

[Toaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 150 mg pen

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

A16d146TaTOC YPUUU®TOS KOJKAG (2D) Tov gépet Tov TEPIANPHEVTO LOVASIKO AVOyVEOPIGTIKO KMOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI pe Blue Box - TITOAYXYXKEYAXIA ME 6 (3
XYXKEYAXIEX TQN 2) IPOTEMIXMENEX YXYYXKEYEX TYIIOY IIENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 150 mg evéoiuo S1AvU0 GE TPOYEUGUEVT] GUGKELT] TOTTOV TTEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

Kd&Be mpoyepuopévn ovokenn tomov mévag nepiéyet 150 mg sarilumab og 1,14 ml Stoddpotog
(131,6 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
[ToAvovokevacia: 6 (3 cvokevacieg TV 2) TPOYEUGUEVEG CLGKEVEC TOTTOL TTEVAG.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

AwBdote To POALO 0N YDV YPNONG TPV AT TN YPNON.
Avoite €d®

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TAldLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

| 12.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/006 6 mpoyepioéveg GLOKEVEG TOTOL TEVAS (3 GLOKELOGIEG TV 2)

| 13.  APIOMOZX IAPTIAAYX
[Toaptida
| 14. TENIKH KATATAEH I'lA TH AIAGEZH
| 15. OAHTIEX XPHIHX
| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 150 mg pen

17.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX ITPAMMQTOX

KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO AVOyVOPIOTIKO KOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:

SN:

NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO XAPTINO KOYTI yopic Blue Box — 2 MPOEMIZMENEX XYXKEYEX
TYHOY IHENAX (JIOAYXYXKEYAZXIA)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 150 mg evéoiuo StaAv U0 GE TPOYEULGUEVT] GUGKELT] TOTTOV TTEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

Kd&Be mpoyepuopévn ovokenn tomov mévag nepiéyet 150 mg sarilumab og 1,14 ml Stoddpotog
(131,6 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TPOYEUGLEVEC GUOKEVEG TUTOV TEVOG. MEPOC TOAVGVOKEVAGING, OEV TMAEITAL YOPIOTAL.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

AwBdote To POALO 0N YDV YPNOG TPV ATd TN YPNON.
Avoite €d®

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

Hpepounvia amopdxpovong and 1o yoyeio: .../ .../ ...

10. IAIAITEPEXZ TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

TaAlia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/006 6 TtpoyelioEVEG GUGKEVEG TOTTOL TTEVAS (3 CLOKELOGIES TV 2)

| 13.  APIOMOZ IIAPTIAAYL

[Toaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 150 mg pen

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI - XYXKEYAZXIA ME 2 IPOTEMIXMENEX XYXKEYEX
TYIIOY ITENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 200 mg evéoiuo SIAVUO GE TPOYELLGUEVT] GUGKELT] TOTTOV TEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KdBe mpoyepuopévn ovokevn tomov mévag nepiéyet 200 mg sarilumab og 1,14 ml Stoddpotog
(275 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

EVEGIULO O1GAL L
2 TPOYEMUGLEVEC GUOKEVEG TUTOV TEVOLG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

Awofaote T0 OALO 0dN YLDV ¥PNONE TPV ad TN XPHon.
Avoite €d®

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

Hpepounvia amopdrpovong and 1o yoyeio: .../ .../ ...

10. IAIAITEPEXZ TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

TaAlia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/007

| 13.  APIOMOZ IIAPTIAAYL

[Toaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 200 mg pen

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

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTO LOVASIKO AVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI pe Blue Box - ITOAYXYXKEYAXIA ME 6 (3
XYXKEYAXIEX TQN 2) IPOTEMIXMENEX YXYYXKEYEX TYIIOY IIENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 200 mg evéoiuo SIAVUO GE TPOYELLGUEVT] GUGKELT] TOTTOV TEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KdBe mpoyepuopévn ovokevn tomov mévag nepiéyet 200 mg sarilumab og 1,14 ml Stoddpotog
(275 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIILO O1GAL L
[ToAvovokevacia: 6 (3 cvokevacieg TV 2) TPOYEUGUEVEG CLGKEVEC TOTTOL TEVAG.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

AwBdote To POALO 0N YDV YPNONG TPV ATd TN YPNON.
Avoite €d®

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

FaAAia

| 12.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/008 6 mpoyelioéveg GLOKEVEG TOTOV TEVAS (3 GLGKELOGIEG TV 2)

| 13.  APIOMOZX IAPTIAAYX
[Toaptida
| 14. TENIKH KATATAEH I'lA TH AIAGEZH
| 15. OAHTIEX XPHIHX
| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 200 mg pen

17.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX ITPAMMQTOX

KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMdKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOIIKO AVOyVOPIOTIKO KOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:

SN:

NN:
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI yopic Blue Box — 2 IPOFEMIXEMENEX XYXKEYEX TYIIOY IIENAX
(JIOAYXYXKEYAXIA)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

KEVZARA 200 mg evéoiuo SIAVUO GE TPOYELLGUEVT] GUGKELT] TOTTOV TEVOG
sarilumab

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KdBe mpoyepuopévn ovokevn tomov mévag nepiéyet 200 mg sarilumab og 1,14 ml Stoddpotog
(275 mg/ml).

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 1011divn, apywivn, moAvcopPiko 20, caxyoapoln, Hémp yio evEsa.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

EVEGIULO O1GAL L
2 TPOYEUGLEVEC GUOKEVEG TUTOV TEVOG. MEPOC TOAVGVOKEVAGING, OEV TMAEITAL YOPIOTAL.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia yprion

[Na pia ypion pévo

AwBdote To POALO 0N YDV YPNONG TPV ATd TN YPNON.
Avoite €d®

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

[8.  HMEPOMHNIA AHEHZ |

AHEH

| 9. EIAIKEX YYNOHKEX ®YAAEHX

dvAdooete og yoyeio.
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Mnv KatoyoyeTe.
DVALAGGETE GTO OPYLKO KOLTL Y10 VO TPOGTATEVETAL OTO TO POC.

Hpepounvia amopdrpovong and 1o yoyeio: .../ .../ ...

10. IAIAITEPEXZ TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

sanofi-aventis groupe:
54, rue la Boétie
75008 Paris

TaAlia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/17/1196/008 6 mtpoyelioEVEG GVGKEVEG TOTTOL TTEVAS (3 CLOKELOGIES TV 2)

| 13.  APIOMOZ IIAPTIAAYL

[Toaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

kevzara 200 mg pen

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

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXETEX ENAEIZEIX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(OI) XOPHTHIHE |

KEVZARA 150 mg éveon
sarilumab
SC

| 2. TPOIIOX XOPHI'HIHX |

| 3.  HMEPOMHNIA AHEHZ |

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

[Toaptida

| S. IHEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1,14 ml

6. AAAA ITOIXEIA
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EAAXIXETEX ENAEIZEIX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYPIITA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(OI) XOPHTHIHE |

KEVZARA 200 mg éveon
sarilumab
SC

| 2. TPOIIOX XOPHI'HIHX |

| 3.  HMEPOMHNIA AHEHZ |

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

[Toaptida

| S. IHEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1,14 ml

6. AAAA ITOIXEIA
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EAAXIXETEX ENAEIZEIX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYXKEYH TYIIOY ITENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(OI) XOPHTHIHE |

KEVZARA 150 mg éveon
sarilumab
Y7modopia yprion

| 2. TPOIIOX XOPHI'HIHX |

| 3.  HMEPOMHNIA AHEHZ |

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

[Toaptida

| S. IHEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1,14 ml

6. AAAA ITOIXEIA
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EAAXIXETEX ENAEIZEIX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

INPOI'EMIXMENH XYXKEYH TYIIOY ITENAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(OI) XOPHTHEIHE |

KEVZARA 200 mg éveon
sarilumab
Y7modopia yprion

| 2. TPOIIOX XOPHI'HIHX |

| 3.  HMEPOMHNIA AHEHZ |

AH

[1]

H

| 4. APIOMOX ITAPTIAAX

[Toaptida

| S. IHEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

1,14 ml

6. AAAA ITOIXEIA
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B. P’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpoopics yia Tov ac0evi)

Kevzara 150 mg evéoipo dtGhopa 6€ TPOYEUIGPEVT GUPLYYO.
Kevzara 200 mg evéoipo dtGAopa 6€ TPOYEUIGUEVT] GUPLYYO.
Sarilumab

vTo (QAPLOKO AVTO TELEL VIO CLUUTANPOLOTIKT TOPOKOAOVOTON. AVTo B0 emiTpEYEL TO Ypryopo
TPOGOLOPIoUO VEDV TANPOPOPLDY acPirelnc. Mmopeite va fondnoete pécm ¢ ovoapopdc mbavav
AVETIOOLNTOV EVEPYEIDV TTOV EVOEYOUEVWDG TTapovatdlete. BA. T€log g mapaypdeov 4 yio Tov Tpdmo
avapopdg avemBOUNTOV EvepYELDV.

AW PaoTe TPOGEKTIKA OLOKANPO TO GUAAO 00N YLOV YPHONGS TPV UPYICETE VA YPTCLUOTOLEITE AVTO
T0 PAPNOKO, OLOTL TEPIAAPPAVEL CUAVTIKEG TANPOPOPIES YU GUG.

o  OvAGETE aVTO TO POAAO 001 YLDV YpTong. Tomg ypelaotel va to dupdoete Eava.

e Edv &yete mepatépm amopiec, poTNOTE TOV Y1ATPO, TOV QUPLAKOTOLO 1] TOV VOGOKOLO GOG.

e H cuvtayn yio avtd To eApHOKO YopnyHONKe OTOKAEIGTIKA Y10 GOC. AEV TPETEL VO SDCETE TO
(QAapproKo o€ GAAOVS. Mmopel va Tovg TPOKAAEGEL PAAPT, KOO KO OTOV TO GUUTTOUATO TG
acBévelog Tovg eivor 101 e To, O1KG oG,

e Edv mopotnproete Kamoo avemBOUnT eVEPYELN, EVILEPDGTE TOV YIATPO, TOV PAPUAKOTOL0, 1|
TOV VOGOKOUO G0G. AVTO 1oy0eL Kat Yo Kabe mhavy avemBOun evépyeia Tov oV avapEPETUL
GTO TTOPOV PUALO 0dNYIDV Ypiomg. BAéme mapdypapo 4.

Extog and avtd 10 puAlo odnyldv, Oa cog dobel po kapta Tpogidomoinong acbevoie, n ool
TEPIEYEL OTLOVTIKEG TTATPOPOPIES ACPAAELNG TTOV TTPETEL VAL YVOPILETE TPV Kail KATA TN S1APKELL TNG
ayoyng ue Kevzara.

T Tepréyel 1o Tapov OALO 00NYLOV:

Tt elvan to Kevzara kot mowa eivon 1 yp1iom tov

T npéner va yvopilete mpiv ypnoyonomoete 1o Kevzara
[Tog va ypnoonomoete 1o Kevzara

[Mbavég avemBounteg evépyeteg

[og va pvidcoete to Kevzara

[Tepieydpevo g cuoKELOGING KO AOUTEG TANPOPOPiES

ocoukrwbdE

1. T eivan To Kevzara kot oo givon i yprjon tov

T eivon To Kevzara
To Kevzara mepiéyetl ) dpaotikn ovoia sarilumab. ITpdketrtar yio. Evay THmo TpmTEIVNG TOV
ovopaletal LOVOKA®MVIKO avTicm.

Mo givar i pijon Tov Kevzara
To Kevzara ypnoiponoteitol yio ™ Oepomeio evniikov pe pétplo Emg cofapn evepyd peELUATOEION
apBpitda, eav 1 wponyovpevn Bepameia dev £dpace apketd Kodd 1 dgv Ntav avektr|. To Kevzara
umopel va ypnoyomomBei udvo tov 1 pali pe Eva edppaio wov ovoudletal pebotpe&a.
Mrmropei vo. cag fondnost:

o cemPpaddvovrtag ™ PAAPN oTic apbpdoelg

o PeATIOVOVTOC TNV IKAVOTNTA OOG VO EKTEAEITE KAOMUEPIVEC SPAGTNPLOTNTES

og épa 1o Kevzara
o To Kevzara cuvdéetar o€ po GAAN Tpwteivn mov ovoudletal vTodoyEas TG VTeEPAELKIVIG-6
(IL-6) ko1 ovactéldel T dpdon TnE.
o HIL-6 nailet peiCova poOAO GTO CUUTTOMUOTO TS PEVUATOEWDOVE apbpitidag (PA) dntmg eivart o
TOVOC, 01 SLOYKMUEVES apBpMGELS, 1| TPOVY SvoKayia Kol 1 KOTMoT).
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2. Tvpémer va yvopilete pv yproipomomocsete 1o Kevzara

Mnyv ypnoporounjcete To Kevzara:
e og mepinton ahiepyiag oto sarilumab 1 o 0moO100MTOTE GALO OO TOL GLGTATIKG CLLTOV TOV
QOPLAKOV (OVOPEPOVTOL GTNV TOPAYPAPO B)
| o &l éyete coPapn evepyd hoipmén.
IIposgidomou|cels Ko TPOPLAGEELS
AmevBuvieite oTov Y10TpO, TOV PUPUOKOTOLO 1] TOV VOGOKOWO GO EAV:

o ¢yete omowadnmote Aolpwén N avantuccoete ToAEég Aodéels. To Kevzara pmopei va peidoet
TNV IKAVOTNTO TOL OPYOVIGLOV GOG VO KOTOTOAENN TIS AOLUMDEELS: aVTO onuaivet 0Tt givat
mOAVATEPO VO OVOTTTUEETE AOUMEELG 1) VoL eMOEV®BOEL 1 Aolpwén coc.

o ¢&yete pupatioon (TB), copntopata pupotioong (eripovog Priyoc, armdAgio Bapovg, atovia,
Nmog TLPeTOS) N £xeTe EADEL o€ AEST ETOPN LE ATOUO TTOL £xEl pupatiooT. [Ipv cag
yopnynBeil Kevzara, o yiatpog 0o cog e&etdoet yio pupatioon.

e ciyate oyevn nratitda 1 GAAN nratikn voco. Ipv ypnowonomcete 10 Kevzara, o yiatpdc cog
Ba mpaypatomomoet po e€€taom aipatog yio vo eAEYEEL T Agttovpyia Tov NTATOS GOG.

®  &ilyote eKKOATOUOTITION (Ui TAOMOT TOL KATMOTEPOV TUNLOTOC TOV EVIEPOL) 1 £AKT| GTO
oTOUdYL 1} OTO €VTIEPO 1| €0V OVOTTOEETE GUUTTAOUATO, T.Y., TUPETO KOL GTOUOYIKO (KOIALOKO)
GAyog, Ta ool HEV LTOYWPOVV.

e &lyote TOTE OMOLOANTOTE TUTO KAPKIVOU.

e guPoAilaoTnKaTE TPOGPOTO 1) TPOKELTAL VO ELPOMACTEITE.

Av Kamoto and ta Tapandve 1oyveL Yo €64s (1 av dev giote alyovpor), anevBuvleite otov yatpd, Tov
QOPLOKOTOL) 1] TOV VOGOKONO Gag TPty yproiponotoete to Kevzara.

Oa kdvete e€etdoelc aipatog mpwv cog yopnyndei Kevzara. Oa kdvete eniong e€etdoeic Katd
dLpKELD TNG Oy®YNG oaG. AVTO YiveTon Yio vo eaeyyOel av vapyovv yaunioi apBpol kuTTtdpmV TOV
aipatoc, nroatikd TpofAnuota 1 LETAPOAEC OTA EMTEDD YOANOTEPOANG COC.

Howowd xon £pnpor
To Kevzara dev cuviotdtot o€ Tondid kot e@npovg Katw tov 18 etmv.

Alho @appoxo ko Kevzara

Evnuepdote Tov y10Tpd 1 TOV QOPpUAKOTOLd GaG 6V YPTOUOTOLEITE, £YETE TPOCPOTA YPTCLLOTO|CEL
N pumopel va ypnoporooete Al apuaka. Avtd mpénet va yivel d10tt to Kevzara pmopei va
EMNPEACEL TOV TPOTO LE TOV 0010 dPOLV Kamolo dAla pappoka. Exiong, opiouéva dAia edpuao
EVOEYETUL VAL ETNPEACOVY TOV TPOTO e TOV omoio dpa to Kevzara.

Edwotepa, pnv ypnoonomoete 1o Kevzara kot eviuep®oTE TOV Y1TpO 1| TOV QOPUAKOTOL0 GaG €6V
XPNOLLOTOELTE:
e o Katnyopio oapudKmy Tov ovopdloviot «avactoleic kivdong Janus (JAK)»
(xpMoOTOoLoVVTOL Y10, VOGOLE OTIME 1] PEVUATOELONG apBpitida Kot 0 Kopkivog)
®  GAlo Ploloyikd QApLOKO TOL YPTCLLOTOI0VVTAL 0T Oepameia TG pevuaToeldovg apdpitidog
Av Kamolo and To TOPATdve 1oyVEL Yo €60¢ (1) ov dev glote Giyovpot), anevBuvheite oTov YioTpo 1
TOV QUPULOKOTOLO GOG.

To Kevzara umopel va emnpedoel Tov TpOTO UE TOV 0700 dPOLV KATOL0 QAPHOKN: aLTO OTUaivel OTL
umopel va Tpénetl va tpomomomBei ) 6661 TV GAL®Y PopUAK®V. AV XP1CILOTOIEITE OTOI0ONTTOTE IO
TO TOPOKATO QAPLOKO, EVILEPDGTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOG TPV YPTCULOTOCETE TO
Kevzara:

®  OTOTIVEC, ¥PNOIUOTOLOVVTOL Y10, T LEIDOT) TOV EMTEIOV TNG YOANCTEPOANG

e b 6TOHOTOC AOUPAVOUEVO AVTIGUAANTITIKG

o 0g0@ULAAIVT], ¥PNCIUOTOLEITOL Y10 TV OVTIUETMTMIOT TOV AcOuaTog

e PBoapeapivn, ypnoipomoteitor yio Tpo@OAaEN amd T dnpiovpyic Opoufmv 6to aipa
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AV kdmo1o amd o TopATAV® 16YVEL Yia €60¢ (1 av dgv glote Giyovpot), amevBuvieite oTov YaTpd M
TOV PUPLLOKOTOLO GOG,.

Kinon ko Oniaopog
Edv elote éyxvog 1) Onidlete, vouilete 6TL umopel va giote £yKvog 1 oxed1ALETE VO ATOKTHOETE TOOL,
{ntote T cLUPOVAT TOL YLUTPOV GOg TPV ¥pNoionomcete To Kevzara.
e  Mnv ndpete Kevzara av giote £yK00g €KTOC KOl €0V GAG TO GUOTNGEL GLYKEKPLUEVA O Y1TPOG
oG,
e  Oemdpdoelg tov Kevzara 6to ayévvnto moudi dgv gival yvooTés.
e Qo amopacicete amd KOOV LE TOV YloTpd cog 4V TPEMEL va, ypnolonooete 1o Kevzara evd
OnAdlere.

00 yNoN KoL LEPIGROS PNYAVIIHATOV

H ypnon tov Kevzara dev avapévetar va ennpedcst tnv wavotntd cog vo odnyeite | va
¥PNoomolEiTE pyavipoto. 26T0c60, 6V VIODETE KOUPAGUEVOL 1] 0d1AOETOL LLETA T YPTOT TOL
Kevzara, unv odnynoete N yeipioteite pnyoviioTa.

3. o va ypnorpomomoste 1o Kevzara

H Beponcio mpénetl va Eekivd omd yiatpo pe epmelpio, ot S1dyvmot Kol TV OVTILETOTION TNG
pevpaTogdovg apbpitidac. Ildvtote va ¥pNGIUOTOLEITE TO PAPUOKO OVTO AVGTNPA COUPMOVE LE TIC
001MYieg TOV YLOTPOD 1] TOL POPUAKOTOOD GoG. Edv éxete appiPolriec, potnote Tov Y1aTpd 1 TOV
(PUPLOKOTOLO GOC.

To Kevzara yopnyeitol w¢ €veon katw and 1o déppa (ovopdletal vwoddpia Eveon).

H ocvvietopevn do6on eivan pia €éveon 200 mg kabe dvo gfdopddec.
e O yuwpog coc Umopel va TPoGapUOGEL TI 0OGT TOL PUPLAKOV GO OVIAOYOL LLE TOL
omoteAéopaTo TV eEETACE®MY OiLOTOGC.

MoaOaivovtag TG va Y PICLUOTOLEITE TV TPOYEUIOUEVE] COPLYY
e O yuwrpoc, 0 apLOKOTOlOS 1 0 VOGOKOHOC 60¢ Ba Gag delEel TG va KAVETE TNV £VEGT| TOV
Kevzara pévot coc. AkohovBmvtog avtéc Tig 0onyieg, to Kevzara pmopet va yopnyn0ei and tov
1010 Tov acBeviy 1| ad PPOVTIOTN.
o AxolovOnote pe mpocoyn tic «Odnyieg Xpnong» mov TapEYovTal 6To KOLTi.
e XPNOOTOMGTE TNV TPOYEUIGHEVT] GUPLYYO aKPIPDS OTtmg Teptypdpetal otig «Odnyieg
Xpnonoy».

Edv ypnowponomocste peyoivtepn o0on Kevzara amwd tnv Kavovik
Edv ypnowonomoarte peyoadvtepn doorm Kevzara and v Kavovikn, anevbovleite 6tov yiatpo, Tov
QOPUOKOTOLO 1] TOV VOGOKOUO GO,

Edv Eeyaoete vo mapete po, 06on tov Kevzara

Edv égovv mepdoet 3 nuépeg | Ayotepeg and v Tapaieipdeica doon:
®  KAVTE TNV £VECT TOV TOPUAEIYATE TO GLVTOUATEPO OLVOTO
e KOTOMY, KAVTE TNV EMOUEVT] EVECT] GTNV KOVOVIKT] MPOL

Av €yovv tepdoet 4 NUEPEC 1| TEPIOCOTEPEC, KAVTE TNV EMOUEVT EVECT] OTNV KAVOVIKN dpa. Mnv gviete
AR 366N Y10 VO, AVOTANPDOGETE TNV EVEST] TOV EEYACATE.

Av d¢ev giote olyovupol TOTE Vo TAPETE TNV EMOLEVT 00GT, {NTNOTE 0dNYiEg amd TOV Y10TPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOUO GOG.

Eadv otapamioete va ypnopomorcite To Kevzara
Mnyv otapatioste va yproyonoteite To Kevzara yopig va AGETE e TOV Y10TPO GOC.

60



Edv €xete mep1ocdtepeg EpOTNCELS OYETIKA LLE T YPTOT CVTOV TOV QUPLEAKOV, POTHOTE TOV Y1UTPO,
TOV PUPLLOKOTOLO 1 TOV VOGOKOWO GOC.

4, IMBavéic avemBounTeg evépysereg

Onwg 6Aa To pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv mopovotdlovial 6€ OAOLE TOVS KVOPMTOLG.

2oPopéc avemBounTec eVEPYELEC
Evnuep®ote apéoms 1oV YIOTPO 60G 0V TIGTEVETE OTL £YETE P Aoipén (Umopel va emnpedoet pHéypt
1 ota 10 droua). Ta copnTdpaTo UTOPEl VO TEPIAAUPAVOLY TUPETO, EPLOPMOTELS 1 PiyN.

Addec ovemBountec eVEPYELES
Evnuepdote tov y101pd, TOV QOpUAKOTOL0 1) TOV VOGOKOUO GOC EQV TUPOTPNOETE OTOIECONTOTE OO
TIC_avemBOuNTeC EVEPYELEC TOV TOPOTIOEVTOL TUPOKATM:

oAb ovyvég (umopel va emmpedoovy tepiocdtepa omd 1 ota 10 dropa):
o YOUNAOS aplOUOC AEVKOV a1los@alpimv cOLPOVE LE TIC EEETACELS OUATOC

Yuyvég (umopel va emnpedcovv puéypt 1 ota 10 dtopa):
® Lolpwén tov typopeiov 1 Tov PAPLYYO, PIVIKT CULPOPNCT 1 KATOPPOT] KOl TOVOAULLOG
(Molpwén avdTEPOL AVUTVELGTIKOD)
0VPOAOTHMEN
omAOG €pmnG (CTOUATIKOG £PTNG)
YOUNAGS apBUdC apomeTaAinv cOUE®VA L TIG eEETAGELS OipL0TOg
VYNAN YOANOTEPOAT, LYNAA TPLYAVKEPISIO COUP®VO LE TIG EEETAGELS OLOITOC
U1 QUGIOA0YIKOT EAEYYOL TNG NIATIKNG AgLTovpYiag
avtdpdoelc g 0éong éveong (cvumepiiapfovousvng epHpotnTog Kot Kvnopov).

Ava@opd avemOOunTOV EVEPYELOV

Edv mapatnpnoete kKamoo avemBOUnTN eVEPYELD, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOL), 1] TOV
VOGOKOUO 6aG. AVTO 1oy0eL Kot Y10, KAOe mhovn avemBountn evépyeia Tov dev avaQEPETUL GTO TAPOV
@OAAO oMYV Ypone. Mropeite emiong vo avagépete avemBounteg evépyeleg angvbeiag, LEcm Tov
€0VIKOV GUGTNUATOG OVAPOPAS TOV avaypapetar 6to [lapdpmmua V. Mécm g avapopds
AvETOOLNTOV EVEPYEIDV UTOPELTE VO, fonONCETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDY CYETIKE
LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. og va guraccete To Kevzara
To @dapuako ovTd TPETEL VO PLAAGGETOL GE LEPT) OV OgV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Na pn gpnoponoleite anTd T0 PAPUAKO HLETA TNV UEPOUNVIL ANENG TOV OVOPEPETAL GTIV
emonpavon petd  AHEH. H nuepopmvia AnéEng sivor n tedevtaio nuépa Tov PNvo Tov ovoQpEPETOL
exel.

dvlaccete o€ Yyoysio (2°C-8°C).

e  Mnv kataylyete N Beppaivere tn cVpLyyd.

o  MobMg 1o Bydrete and T0 Yuyeio, un puAdocete To Kevzara oe Oeppokpocio peyaddtepn twov
25°C.

o INUEIOOTE TNV NUEPOUNVID ATOUAKPLVOTG ATt TO YLYEIO GTO YDPO TOV LVILAPYEL TNV
EEMTEPIKT CLOKELAGIOL.

o Xpnowomoteite T cOpryya evtog 14 nuepdv agov ) Pydrete and 1o youyeio 1 omd TV
1oofeppikn TodvTa.

e Awtnpeite tn cOptyyo 6TO 0pYKO KOVTI Y10 VO TPOGTATEVETAL OO TO PG,
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Mn ypnoiponoteite ovTO TO PAPLOKO £V TO SIIAVUO GT cVPLYYO Eivar OOAD, ATOYPOUATIGUEVO 1|
TEPLEXEL COUOTION 1) AV OTOLOOMTOTE PEPOG TNG TPOYEUOUEVNG GUPLYYAG PaiveTaL OTL £XEL LTOCTEL
@Bopd.

Metd ) ypnon, TomobeTote TN cUpLyya o€ Evay mePLEKTN avOeKTIKO 6T dtatpnoelc. No puAdcceTe
AVt ToV TEPLEKTN o€ PEPT OV deV ToV PAETOLY KA dev Tov OAvouv Ta Toudid. Pothnote tov yuotpo,
TOV POPUOKOTOL) 1] TOV VOGOKOUO GaG Yo T0 Tm¢ 0o, metdéete Tov TEPLEKTN. MMV avVOKVKADVETE TOV
TEPLEKTT).

Mnv metdite @APUAKO GTO VEPO TNG AMOYXETEVGNS 1| GTA OKLOK( aroppitpoto. Potote tov
(OPLOKOTTOLO GOG Y10, TO TAC VO, TETAEETE TAL PAPUAKE, TTOV JEV YPNCILOTOLELTE T AvTtd Ta pétpa Oa
BonOncovv oty Tpoctacia Tov TEPPAAAOVTOG.

6. Iepreyopevo TG GVGKEVAGING KOl AOUTES TANPOPOPIES

T epréyer To Kevzara
e H dpaoctikni ovoia givar to sarilumab.
e To @AAa cvotoTikd gival apywvivn, 16TIdivn, ToAvcopPikod 20, cakyapoln Kot HOWP Yo EVECIUA.

Epgévion tov Kevzara kot mepieyépeva Tng 606KELOGING
To Kevzara givar éva Stawyec, dypmpo mpog avolkTo KiTpvo S1AVU Yo EVEGT] TTOV TAPEYXETOL GE

TPOYEUGUEVT] GVPLYYOL.

Kabe mpoyepuopévn oopryyo nepiéyet 1,14 ml dtoddpartog mov mopéyet pia epanas d0om. Aatifeton
0€ GLOKELOGIN, [1E 2 1] G€ TOAVGVOKELOGIN e 6 TPOYEUIOUEVES GVPLYYES (3 GVoKELOGIES TV 2).

Mmropet va, unv KuKAOPOPOLV OAEG Ol GUOKEVAGIES.
To Kevzara diatifeton o€ mpoyepucuéveg ovpryyeg tov 150 mg 1 200 mg.

Karoyog Adcrag Kvkhopopiog
sanofi-aventis groupe

54, rue La Boétie

F-75008 Paris

TaAAia

HMopaockevactiig

Sanofi Winthrop Industrie
1051 Boulevard Industriel
76580 Le Trait,

TaAlio

Mo omoladnmote TANPOPOPic GYETIK |LE TO TOPOV PAPUAKEVTIKO TPOIOV, TapaKoAeicdE va
angvBuvbeite otov TomiKo avtimpdsmmo tov Katdyov g Adelag Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

Sanofi Belgium UAB "SANOFI-AVENTIS LIETUVA"
Tél/Tel: +32 (0)2 710 54 00 Tel: +370 5 2755224

Bouarapus Luxembourg/Luxemburg

SANOFI BULGARIA EOOD Sanofi Belgium

Temn.: +359 (0)2 970 53 00 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
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Ceska republika
sanofi-aventis, s.r.o.
Tel: +420 233 086 111

Danmark
sanofi-aventis Denmark A/S
TIf: +45 45 16 70 00

Deutschland
Sanofi-Aventis Deutschland GmbH
Tel: +49 (0)180 2 222010

Eesti )
sanofi-aventis Estonia OU
Tel: +372 627 34 88

EA\Gda
sanofi-aventis AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France

sanofi-aventis france

Tél: 0 800 222 555

Appel depuis I’étranger : +33 1 57 63 23 23

Hrvatska
sanofi-aventis Croatia d.0.0.
Tel: +385 1 600 34 00

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

island
Vistor hf.
Simi: +354 535 7000

Italia

Sanofi S.p.A.

Tel: 800 13 12 12 (domande di tipo tecnico)
800 536389 (altre domande)

Kvbmpog
sanofi-aventis Cyprus Ltd.
TnA: +357 22 871600

Latvija
sanofi-aventis Latvia SIA
Tel: +371 67 33 24 51

Magyarorszag
SANOFI-AVENTIS Zrt.
Tel.: +36 1 505 0050

Malta
Sanofi Malta Ltd.
Tel: +356 21493022

Nederland
sanofi-aventis Netherlands B.V.
Tel: +31 (0)182 557 755

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43180185-0

Polska
sanofi-aventis Sp. z 0.0.
Tel.: +48 22 280 00 00

Portugal
Sanofi - Produtos Farmacéuticos, Lda
Tel: +351 21 35 89 400

Romania
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
sanofi-aventis d.o.o.
Tel: +386 1 560 48 00

Slovenska republika
sanofi-aventis Pharma Slovakia s.r.o.
Tel: +421 2 33 100 100

Suomi/Finland
Sanofi Oy
Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0)8 634 50 00

United Kingdom
Sanofi
Tel: +44 (0) 845 372 7101

To wapov ¢vAlo 00N YLOV YprioNS avaBspOnKe Yo TEAEVTAIO POPE GTIS .
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Aentopepeic mAnpopopiec yio 1o apuaKo avtd gival dtabéoiueg otov diktvakd Tdmo Tov Evpomaikov
Opyavicpov Ooppdxkov: http://www.ema.europa.eu.
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Kevzara 150 mg evéoipo d1GAvpa 6€ TPOYEUIGUEVT] GVPLYYO,
sarilumab

Odnyieg xpfong

Xe autn TV ekdva omeoviCovTon Ta LEPT TG TPOYEMGHEVNS cVpLyyag Tov Kevzara.

+—— ’'EpBoAo

AaBn yia Ta SAKTUAa

+— ETkéta

- Zwua oUplyyag

KdaAuppa BeAdvag

BeAbva

Ipovtikég TANpopopieg

AV M 6LOKELT Elvor Lo TpoyeuiopEVT cOptyya piog 66omg (avapEpPEToL Mg «cOPLYYa» GE AVTEG TIG
oomyieg). Iepigyer 150 mg Kevzara yia éveon kdtw amd 1o déppoa (VTodOpla Eveon) pio popd Kabe
500 efdopdoeg.

Zntote amd Tov emayyeALOTIO VYEiNG Vo 60¢ OEIEEL TOV GOOTO TPOTO YPNOTG TG CLPLYYOS TPV OO
TNV TPMTI GOG EVECT.

T pémer va kdvete

Alofaote OAEC TIG 00MYiEG TPOGEKTIKA TPV YPTGLLOTOMGETE [0 GVPLYYO.

ELéyEte OT1 €xeTE TO COOTO PAPUAKO KO TN GMSTH OOCT).

Awonpeite T1g un ¥PNOUOTOMUEVES GUPLYYEG GTO OPYIKO KOVTI KOl VAL TIG PUAGGGETE GTO YVYELD
o€ Bepuokpacio peta&d 2°C ko 8°C.

DvLacceTe TO KOVTL G€ 1600EpUIKT) TOAVTO LLE TOYOKVOTN 0TV TAELOEVETE.

Apnote T ovpryya va pBdoel og Beppokpacio dopatiov Yo 30 AemTd TOLALYIGTOV TPV Ao TN
xpiom.

Xpnooromote T cvupryyo eviog 14 nuepmv apov ) BydAiete amd To youyeio 1§ amd v
1e0feppikn TodvTo.

dvAdocete T cOpLyya o PEPM oL dev TN PAETOLY Kot dgV TN POAVOLV TO, TOLOAL.

AN NN N Y N N
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Th dev mpémer va KAVETE

X Mn ypnoiponoteite T cOpryya £av £yl vrootel POopa N edv To kGAvppo ¢ Berdvog Asimet 1§ dev
glvon Tpocaptnpévo.

X Mnv agoipécete 1o KoAvupa TG Peldvag péypt T oTiyun mov eiote £To1Hot vo KAveTe TV £veon.

X Mnv ayyilete T Perdva.

X Mnv enyelpfioete vo, TomofeTHGETE £K VEOL TO KAADUUO TNG GUPLYYAC.

X Mnv enovoypnoLUOTOGETE T GUPLYYOL.

X Mnv xatoyOyete | Oepuaivete ) cOpryyo.

X Moéhig ™ Bydhrete and to yoyeio, pm uAGoGETe T oVpLyya o Beppokpacio peyokdtepn tav 25°C.

X Mnv ekbétete T ovpryyo ancvdeiog 6To NAAKO GO,

X Mnv kdvete Ty éveon mavo omd Ta povy Gog.

Edv éyete mep1ocoTEPEG EPOTNGELS, POTIOTE TOV YLATPO, TOV QUPIUKOTOLO 1] TOV VOGOKONO0 GUG 1]
KaAéote T sanofi otov aplOpd wov avaypaeeTol 6To GUALO 0ONYLAOV YPNONG.

Bipa A: [Ipogtopacio yia v £veon

1. ETowndote 600 Tov €omhopd mov Oa yperacteite o€ pro kKabapi, ETimedn em@avelo epyociog.
* Oa YPElOOTEITE EVOL LOVTAAL L€ OVOTTVEL LD, £VOL KOUUATL Bapfakt 1} Yala kol Evo TeEPIEKTN
avOEKTIKO OTIG SITPNOELC.
e BydAte pio oOplyya amd Tr GLOKELOGIO KPOTMVTOG TO LEGO TOL CMUATOG TNG CVPLYYAS.
DurdEte TNV AAAN GUPLYYA GTO KOLTL GTO YuyEio.

2. Kowtd&re v eTikéTo.
o E)AéyEte 0T1 €xeTE TO COOTO PAPUAKO KO TN GMOGTH OOCT).
o EAéyEte v nuepopnvio Anéng (AHEH).
X M ypNGILOTOWGETE TN CUPLYYO. GE MEPITTOGT TOL T NUEPOUNVia avTh £xet TapsAdet.

3. Kowta&re To @appoxo.
o ELéyEte 6T1L TO VYPO givar d10WYEG Kot GYPOLO TPOG AVOIKTO KIiTpivo.
e Mmopel va dgite pa puoaiioa aépa, avTo gival LGLOAOYIKO.
X Mnv kévete ™V £€veot £Gv T0 vYPO £ivatl HOLD, OMOYPOUATIGHUEVO 1) TEPIEYEL COLOTIOL.
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4. AKoopm)oTe T GUPLYYA 0PLLOVTIOS 6E U0, ETITEDN EMPAVELD KOl AP OTE T1) VO POGoEL 6€
Ocppokpacio dopatiov (<25°C) yia 30 Aentd TovVAG LGTOV.
o XpNoYomolnvTog T cvpryya o€ Bepuokpacio dopatiov pmopel va yivel To dveta 1 €veon).
X M ypNGILOTOGETE TN GVPLYYO. €AV HTOV EKTOG Yuyeiov Yo tepiocdtepeg omd 14 nuépeg.
X Mn Ogppaivete ™ ovpryya, agriote ) va (eotadel povn c.
X Mnv ek0étete ™ oOpryyo anevdeiog 610 nhakd pc.

5. Emi£€te T 0éom g £veonc.

e Mnopeite va KAveTe TNV £VEST] 6TO UNPd 1| OTNV KOWALA GaG EKTOG TG TEPLOYNG TTOL PpiokeTal
£€0¢ 5 exatooTd YOpw amd Tov apoid coc. Av KAmol0g GALOC GOG KAVEL TNV EVECT], LTOPEITE VO
YPTCULOTOGETE EMIONG TO EEMTEPIKO TOV UTPATCOV.

e Noa aAddlete ) 06on NG éveong kb popd.

X Mnyv kdvete v éveon oe gvaichnto, kateoTpapuévo dépuo 1| o€ dépua ue HOAOTES 1| OLALC.

Ofoseig £veong

6. Etowpdote ™ 0éom ™G £veonc.
o [TAvvete ta yépla cag.
o KoBapiote 10 0épUa [LE EVOL LOVTIAL LLE OVOTTVELLO.
X Mnyv ayyiCete Eavd ) 0¢om g éveong mpv and TV Eveon.
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Bijpa B: Xopiynon g éveong — Extedéote 10 Bijpa B povo a@oétov ohoxkinpocere To Bijpa A
«IIpogTowpacia yra Tnv éveon»

1. Tpapi&te ko aparpéote 10 KGAoppa TG ferovac.
e Kpotiote ) cOptyya amd To HEGO TOL CMOLATOG TG GUPLYYNS, LE TN PEAOVA GTPALUEVN
avtifeta amd 10 PEPOG GoC.
e Kpotiote o ¥€pt Gag pakpld amd to EPPoro.
X Mnv omopakpOvete Toxdv QueaAdes aépa 6T cOpLyya.
X Mnv apaipéoete to kdAoppo g Beddvog, Topd uovo otav eicte oot yio v éveon.
X Mnyv tomofeteite ek véov 10 kbAvppa TG Peddvac.

2. TowumNo6TE KO AVUGTKOGTE TO OEPNA.
o XpNOHOTONGTE TOV OVTIXEPO KOl TO TPAOTO OAKTUAO (SEIKTNG) Y0l VO TOLUTGETE KoL VoL
VOO KAOGETE TO déppa ot BEom TG £veong.

3. Ewoayete ) Perova 610 avoonKopivo déppa o yovio 45° nepinov.
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4. Lrpéte TPog Ta KAT® T0 £pffolo.
o Xmpd&te apyd To EUPOAO TPOG TO KATM £MG TO TEPUA TNG O10OPOUNG TOV, HEXPL VAL OOEIAGEL M
cLPLYYO.

5. lpw amopaxkpvvere T Perova, eréyEre 6TL N cVPLYYO ival GdgL0.
e Tpopnérte T Perdva amd 10 dépua cag oty it yovia e TNV omoia Kdvate Ty £veon.
o Av deite aipo, TEote 10 onueio pe Eva koppdtt BapPdxt 1 yala.
X Mnv tpiPete 10 dépua cag petd v éveon.
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6. TomoOeT0TE TN YPNOCLUOTOUUEVT] CUPLYYO KOL TO KAAVUNO, 6 EVOV TEPLEKTY] UVOEKTIKO GTIS
oluTpNGES apécmg neTd TN (PN oT.

e No pUAGGGETE TAVTO TOV TEPIEKTN GE HEPT TTOL eV TOV PAETOLV Kot deV TO POAVOLV Ta TALOLA.

X Mnyv tomobeteite ek véov To KaAvpupa TG Perdvac.

X Mnv ntetdte T (pNGLULOTOMNUEVT GUPLYYO. T OIKLOKG amoppippaTo.

X Mnv avoxvokA®veTe Tov avOekTikd otig dtatpioelg meplék.

X Mnyv metdre tov aviektikd oTig SaTpioelg TEPLEKTN GTA OIKIOKG, AmoppippoTa, KTO¢ edv oTd
emTpEMETOL OO TIG TOMKEC 00N YieG. Pwtiote TOV Y1aTpd, TOV GOPUAKOTOLO 1) TOV VOGOKOLO GOG
Yo 1o TG Oa TETAEETE TOV TEPIEKTT).
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Kevzara 200 mg evéoipno d10Avpa 6€ TPOYEUIGUEVT] GVPLYYO,
sarilumab

Odnyieg xpfong

Xe autn TV ekdva omeovilovton ta LEPT TG TPOYEMGHEVNS cVpLyyag Tov Kevzara.

——— 'EpBolo

’7 AaBA yia Ta SAKTUAd

ETikéTa

——— Zwua olpiyyag

———  KdAuppa BeAdvag

BeAbva

INROVTIKEG TANPOPOPIEg

AV M GLOKELT Elvor Lo TpoyeuiopEVT oOptyya piog 60omg (avapEpPETol Mg «cOPLYYa» GE AVTEG TIG
odnyiecg). Iepiéyxer 200 mg Kevzara yio éveon kdto omd to dépua (VToddpia £veon)) pio popd kdde
500 efdopdosg.

Znmote amd tov emayyeApatio vyeiog va cog 0et&el T0 cwoTd TPOTO YPNGNG TNES GVPLYYOS TPV AT
TNV TPMTN GOG EVECT.

T pémer va kdvete

AwPaote OAEG TIC 001 YIEC TPOGEKTIKA TPV YPNCLOTOIGETE Lol GOPLYYO.

ELéyEte OT1 €xeTE TO COOTO PAPUAKO KO TN GMSTH OOCT.

Alatnpeite TIg Un ¥PNOYLOTOINUEVEG CUPLYYEG OTO APYIKO KOVTI KOl VO TIG PLAGCCETE GTO YLYELD
o¢ Beppokpacio peta&y 2°C ko 8°C.

DvLacceTE TO KOVTL 6€ 1600EpUIKT) TOAVTO LIE TOYOKVOTN 0TV TAELOEVETE.

Aopnote ) oupryya vo eBdacel og Beppokpacio dwpatiov Yo 30 Aentd TOLAAYIGTOV TPV OO TN
xpmon.

Xpnoiponomote T cupryya evioc 14 nuepav apov T Pydiete omd To yoyeio 1 amd v

1000ep K| TOAVTO.

dvrdooete T cVPyya o€ PEPN TTOL deV TN PAETOLY Kot dev T POEVOLY Ta ToUdIEL.

A N N N N NN
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Th dev mpémer va KAvETE

X Mn ypnowomotieite t cvpryyo edv £xet vrootei POopa 1 edv To kdAvppa TG BeAdvag Aeinel ) dev
glvon Tpocaptnpévo.

X Mnv agaipéoete to kdAoppo e BeAdvog péypt T ottyuf mov giote £ToHot va KAVeTe TV éveon.

X Mnv ayyilete T Perdva.

X Mnv enyelpfioete vo, TomofeTHGETE £K VEOL TO KAAD LN TNG GUPLYYAC.

X Mnv enovoypnoIUOTOGETE T GUPLYYOL.

X Mnv xatoyOyete i Oeppaivete ) cOpryyo.

X Mohg ) Bydhrete and to yoyeio, un uAdooete T cOptyya o Oepuokpacio peyoldtepn tov 25°C.

X Mnv ekbétete T ovpryyo ancvdeiog 6To NAAKO GO,

X Mnv kdvete Ty éveon mavo omd Ta povy Gog.

Edv éyete mep1ocoTEPEG EPOTNGELS, POTIOTE TOV YLATPO, TOV QUPIUKOTOLO 1] TOV VOGOKONO0 GUG 1]
KaAéote T sanofi otov aplOpd wov avaypaeeTol 6To GUALO 0ONYLAOV YPNONG.

Bipa A: [Ipogtopacio yia v £veon

1. ETrowndote 600 Tov e€omhopd mov Oa yperacteite o€ pro kKabapi, ETimedn em@avelo epyociog.
* Oa YPElOCTEITE VO LOVTAAL L€ OTVOTVEL UL, £VO. KOUUATL Bopfdrkt 1§ Yala kot £vo TePLEKTN
avOEKTIKO OTIG SITPNOELC.
e BydAte pio oOplyya amd Tr GLCKELOGIO KPOTMVTOG TO LEGO TOL CMUATOG TNG CVPLYYAS.
DdvrdEte TNV AAAN GVPLYYA GTO KOLTL GTO Yuyeio.

2. Kowtd&re v eTikéTo.
o E)AéyEte 0T1 €xeTE TO COOTO PAPUAKO KO TN GMOGTH OOCT).
o EAéyEte v nuepopnvio Anéng (AHEH).
X Mn ypnGILOTOGETE T GUPLYYQ OE TEPIMTOGT TOL N NUEPOUNVIR aTH Exel TopENOEL.

3. Kowté&te 10 pappoxo.
o E)léyEte 011 10 LYPO givon dtavyEg Ko dypwLo TPOG avolKTd KiTpLvo.
e Mmopel va deite o puoaiioa aépa, avTo gival PLGLOAOYIKO.
X Mnv kévete ™V veot €Gv T0 vYpO eivarl HOLD, OmOYPOUATIGHEVO 1) TEPIEYEL COUATIOL.
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4. AKoopm)oTE TN GUPLYYA 0PLLOVTIOS 6E L0, ETITED EMPAVELN KOl 0PN OTE T1) VO POGoEL 6€
Ocppokpacio dopatiov (<25°C) yia 30 Aewtd ToLVAGYLIGTOV.
o XpNnoyomolnvTog T cvpryya o€ Bepuokpacio dopatiov pmopel va yivel mo dveta 1 €veon).
X Mn ypnGILOTOGETE T SUPLYYE GV HTOV EKTOC YOYEIOL Yio TePIocdTEPES 0md 14 nuépeg.
X Mn Oeppaivete ™ cOpryyo, apiote ) vo (eotadel povn .
X Mnv exbétete ) oVpryyo omevdeiog 6to NAaKO Qog.

5. Em.éEte ™ 0é0m TG éveonc.

e Mmopeite va KAVETE TNV EVECT] GTO UNPO 1| OTNV KOIAA GOG EKTOG TNG TEPLOYNG TTOL PpioKeTan
£€0¢ 5 EKOTOOTA YOP® GO TOV OPOAD GOG. AV KATO10G GALOG GaG KAVEL TNV £VECT], LTOPEITE VAl
YPNOLOTOMOETE EMIONG TO EEWMTEPIKO TOV UTPATGOVL.

e No aAralete ™ 0éon g éveong kdbe popd.

X Mnyv kGvete TV éveon o gvaichnto, KatesTpapuévo déppo N o€ dépua Le LOAOTES 1| OVALG.

Ofoseig éveong

6. Etowpdote ™ 0éom ™G £veonc.
o [TAvvete ta xépila Gog.
e KoBapiote to dépua pe Eva, LovTAAL LLE OVOTTVEV AL,
X Mnv ayyilete Eava ) 0om g éveong Tpv omd TV éveon.

Bijpa B: Xopiynon g éveong — Extedéote 10 Bijpa B povo a@oétov ohoxkinpocere To Bijpa A
«IIpogTowpacia yra Tnv éveon»

1. Tpapi&te ko aparpéote 10 KGAoppa TG ferovac.
e Kpatiote 1t ovptyya omd 10 HECO TOV CAOUOTOG TG CVPLYYOS, LE TN BEAGVA GTPAUUEVN

ovtifeta amd 10 PEPoC Gog.
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e Kpartote 10 ¥épt oG pokpid omd to EpPolo.

X Mnyv amopakpOveTe Toxdv pUCOAIdeg agpa 6T cOptyya.

X Mnyv agaipéoete 10 kKGAvppa e BEAOVAg HEpL T GTIYU OV €i6TE £TOWOL VOL KAVETE TNV
éveon.

X Mnyv tomobeteite ek véov To KaAvppa TG Perdvac.

2. TowumMo6TE KO OVUGKMOGTE TO OEPNA.
o XpNOUOTOMNGTE TOV OVTIXEIPO KOl TO TPAOTO OAKTUAO (SEIKTNG) Y0l VO TOLUTGETE KOt VoL
OVOOKMOGETE TO déppa ot BEom g éveong.

3. Ewoayete ) Perdva 610 avoonkopévo oéppa o yovia 45° nepinov.
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4. Lrp@&te TPog To KAT® TO £pfoiro.
o Trpm&te apyd 10 EUPOAO TPOG T KAT® £MG TO TEPO TNG SLAOPOUNG TOV, HEXPL VO, AOEIACEL )

copLyya.

5. Ipw amopaxkpvvete TN Perova, eAEYETE 6TL 1] GVPLYYO Eival GOELO.
e Tpafnére ) Beldva amd 1o dEppa cog otV 1010 Yovia pe TV onoio Kavate Ty Eveon.
e Av deite aipa, méote To onueio pe Eva koupdtt BapPaxt v yaloa.
X Mnyv tpiBete 10 dépua cag petd v éveon.

6. TomoOeT0TE TN YPNOCLUOTOUUEVT] GUPLYYO KOL TO KAAVUNO 6€ EVaV TEPLEKTI] UVOEKTIKO GTIS
O TPNGELS APUECMS NETA TN Y P1ON).

e No QUAGGGETE TAVTO TOV TEPIEKTI] GE LEPN TIOVL gV TOV PAETOLV Kot Ogv TOV POAVOVVY T TALOAL.

X Mnyv tomobeteite ek véov To KaAvppa TG Perdvac.

X Mnv ntetdte T (pNGLULOTOMNUEVT GUPLYYO. T OIKLOKG amoppippaTo.

X Mnv avoxvokA®veTe Tov avOeKkTiKO oTig dtatpoels mepék.

X Mnyv netdre tov aviektikd oTig S1aTpioelg TEPLEKTN GTA OIKIOK(, AmoppippoTa, KTO bV oTd
EMTPEMETAL ATO TG TOTIKEG 00N Yieg. Pmtiote Tov y1otpd, TOV QUpUOKOTOL0 1) TOV VOGOKOUO
C0C Yol TO TG Oo TETAEETE TOV TEPLEKTN.
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@vAro ooV (piong: IIAnpoopics yia Tov ac0evi)

Kevzara 150 mg evécipo o1GAvpa 6€ TPOYEUIGUEVT] GUOKEDT] TOTOV TEVOG
Kevzara 200 mg evécipo o1GAVpId GE TPOYEULGUEVT] GUOKEDT] TOTOV TEVOG
Sarilumab

vTo (QAPLOKO AVTO TELEL VIO CLUUTANPOUOTIKY TOPOKOAOVONON. AVTo B0 emiTpEWEL TO YpryopO
TPOGOL0PIoUO VEDV TANPOPOPLDY acPireloc. Mropeite va fondnoete péom e avoapopdc mbavov
AVETLOOLNTOV EVEPYELDV TTOV EVOEYOUEVMG TTapovotdlete. BA. T€log g mapaypdeov 4 yio Tov Tpdmo
avapopdg avemBOUNTOV EvepYELDV.

AW PaoTe TPOGEKTIKA OLOKANPO TO GUAAO 00N YLOV YPHONGS TPV UPYICETE VA YPTCLUOTOLEITE AVTO

T0 PAPNOKO, OLOTL TEPIAAPPAVEL CUAVTIKEG TANPOPOPIES YU GUG.

o DvAdEte avTd TO PUALO 0INYIDV YpNoNG. Towg ypelaotel va to defdcete Eavda.

e Edv éyxete mepartépm amopies, pOTNOTE TOV YLOTPO, TOV POPLOKOTOLO 1| TOV VOGOKOUO GOC.

e H ovvtayn yio avtd 10 QappoKo xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO ODCETE TO
QAappoko o€ GAAoVS. Mmopel va Tovg TPOoKAAEGEL PAAPT, KOO KO OTOV TO GUUTTOUATO TG
acBévelog Tovg eivor 10t e T, KA Gag.

e Edv mapatnpnoete kamola avemBountn vEPYELD, EVIUEPDGTE TOV YIOTPO, TOV POPLOKOTOL0, 1)
TOV VOGOKOUO 60G. AVTO 1oy0eL Kot Yo Kabe mhavy avemBOun evépyeia Tov oV avapEPETUL
GTO TTOPOV PUALO 0dNYIDV Ypiomg. BAéme mapdypapo 4.

Extog and avtd 10 puAlo odnyldv, Oa cog dobel po kapta Tpogidomoinong acbevoie, n ool

TEPIEYEL ONUOVTIKEG TANPOPOPIES ACPALELNG TTOV TTPETEL VAL YVOPILETE TPV Kail KATA TN S1APKELL TNG

ayoyng ue Kevzara.

T epréyel 1o Tapov OALO 00NYLOV:

T elvan to Kevzara kot mowa eivon 1 yp1iom tov

T npéner va yvopilete mpiv ypnoyonomoete 1o Kevzara
[Tog va ypnoonomoete 1o Kevzara

[Mbavég avemBounteg evépyeteg

[og va pvidcoete to Kevzara

[Tepieydpevo g cuoKELOGING KO AOUTEG TANPOPOPiES

ocoukrwbdE

1. T eivan To Kevzara kot oo eivon i yprjon tov

T eivon To Kevzara
To Kevzara mepiéyet ) dpaotikn ovoia sarilumab. [Ipdkertar yio, Evay THmo TpmTEIVNG TOV
ovopaletal LOVOKA®MVIKO avTicmu.

o givar i pijon Tov Kevzara
To Kevzara ypnoiponoteitol yio ™ Oepomeio evniikov pe pétplo Eémg cofapn evepyd pELUATOEION
apBpitda, eav 1 wponyovuevn Bepameia dev Edpaoce apketd Kodd 1 dgv Ntav avektr|. To Kevzara
umopel va ypnoyomomBei udvo tov 1 pali pe Eva edppaio wov ovoudletal pebotpe&a.
Mrmropei vo. cag fondnost:

o cemPpadvvovrtag t PAAPN oTic apbpdoelg

o PeATIOVOVTOC TNV IKAVOTNTA OOG VO EKTEAEITE KAOMUEPIVEC SPAGTNPLOTNTES

og 6pa 1o Kevzara
e To Kevzara cuvoéetal o€ o GAATN TPOTEIVI TOV OVOUALETAL VTTOSOYENG TNG VTEPAEVKIVIG-6
(IL-6) ko avaotéddetl T dpdon TE.
e H IL-6 nailet peiCova podrAo 6To GUUTTOUOTO TNG PELLOTOEDOVG apBpitidag (PA) 6mmg eivat o
7TOVOC, 01 SLOYKOUEVES apBpMOOELS, 1| TPOIVY SLoKOYi, Kol 1] KOTWOT).
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2. Tvpémer va yvopilete pv yproipomomocsete 1o Kevzara

Mnyv ypnoporounjcete To Kevzara:
e o¢ mepintwon ahiepyiag oto sarilumab 1 o€ omol00MmOTE GALO GO TOL GUGTUTIKA CLTOV TOV
QOPLAKOV (OVOPEPOVTOL GTNV TOPAYPAPO B)
o &l éxete coPapn evepyd hoipmén

IIpog1domonoelS KoL TPOPLAGEELS
AmevbuvOeite oTov Y1aTPO, TOV PUPLOKOTOLO 1] TOV VOGOKOWO GOG EAV:

o ¢yete omoladnmote Aolpwén N avantuccete ToALEég Aodéels. To Kevzara pmopei va peidoet
TNV IKAVOTNTO TOL OPYOVIGLOV GOG VO KOTATOAENLA TIC AOLUMDEELS: avTO onuaivet 0Tt givat
TOVATEPO VO OVOTTTUEETE AOUMEELG 1) VoL eMOEV®BOET 1 Aolpwén coc.

o ¢&yete pupatioon (TB), copntopata eupatioon (eripovog riyog, andieio fapovg, atovia,
Nmog TLPeTOS) N ExeTe EADEL OE AEST] ETOPN LE ATOUO TTOL £)El puuatinoT. [Ipv cag
yopnynBeil Kevzara, o yiatpog 0o cog e&etdoet yio pupatioon.

e elyate yevn nratitda 1 GAAN nratikny voco. Ipv ypnowwonomcete 1o Kevzara, o yiotpdc cog
Ba mpaypatomomoet po e€€taom aipatog yio vo eAEYEEL T Agttovpyia Tov TATOS GOg.

®  &ilyote eKKOATOUOTITION (Ui TAOMOT TOL KATMOTEPOV TUNLOTOC TOV EVIEPOL) 1) EAKT| GTO
OTOUGYL T} OTO €VIEPO 1| €0V OVOTTOEETE GUUTTAOUATO, .., TUPETO KOL GTOLOYIKO (KOIALOKO)
GAyog, Ta 0ol HEV LTOYDPOVV.

e ¢&lyote TOTE OMOLOANTOTE TUTO KAPKIVOU.

e gupolactiKote TPOGPATO 1| TPOKELTOL VO EUPOMACTEITE.

Av Kamoto and ta Tapandve 1oydeL Yo €64s (1 av dev giote olyovpor), anevBuvleite otov yiatpd, Tov
QOPUOKOTOL) 1] TOV VOGOKONO Gag TPty yproiponotoete to Kevzara.

Oa kdvete e€etdoelc aipatog mpwv cog yopnyndei Kevzara. Oa kdvete emiong e€etdoeic Katd
dLpKeLn TNG Oy®YNG oaG. AVTO yiveTon yio vo eaeyyOel av vapyovv yaunioi apBpol kutTtdpmv TOVL
aipatoc, Nratikd TpofAnuota 1 LETAPOAEC OTO EMTESD YOANOTEPOANG COC.

Howowd xon £pnpor
To Kevzara dev cuviotdtot o€ Tondid kot e@nPovg Katw tov 18 etmv.

Alho pappoxo ko Kevzara

Evnuepdote Tov y10Tpd 1 TOV QOPUAKOTOL0 GaG 6V YPTOUOTOLEITE, £YETE TPOCPOTA YPTCLLOTO|CEL
1 Umopel va YpNOUOTOCETE AALN PAPLOKOL.

Av106 mpémet va yivel 10Tt To Kevzara pmopel va ennpedoel Tov TpOTO UE TOV 0Toio HpovV KATolo
Ao eappaka. Eniong, opiopévo GAla @appoKo eVOEYETOL VO EXNPEACOVY TOV TPOTO LE TOV OTOI0
dpa to Kevzara.

Ewwdtepa, unv ypnoyomoioete 1o Kevzara Kot evpep®oTeE TOV Y10TPO 1] TOV QOPHOKOTOIO GOG EGV
YPNOLUOTOLEITE:
e o Katnyopio oapudKmy tov ovopdloviot «avactoleic kivaong Janus (JAK)»
(xpMooTOoLoVVTOL Y10, VOGOLE OTME 1) PEVUATOELONG apBpitida Kot 0 Kopkivog)
e dAAo Plodoyikd @appaKe TOL ¥PNCLOTOI0VVTAL 6T Bepaneio T pevpatogdovs apbpitidag.
Av kamo10 amd To TUPomave 1oYOEL Yo €646 (1 av dev gioTe oiyovpot), amevBuvieite oTov YaTpd 1
TOV QUPULOKOTOLO GOG.

To Kevzara pmopel va ennpedoet Tov TpOTO UE TOV 0010 SPOLV KOO0 QAPHOKN — 0LTO GTUOIVEL OTL
umopel va tpénel va tpomomomBei ) 6661 TV GAL®Y PopUAK®V. AV XP1CILOTOIEITE OTOL00NTTOTE IO
TO, TOPAKATO QAPUOKOL, EVIILEPDGTE TOV YIATPO 1] TOV POPLOKOTOO GOG TPV YPNGILOTOMGETE TO
Kevzara:

®  OTOTIVEG, YPNOLUOTOLOVVTOL Y10l T HEIGCT) TOV EMTEOV TG YOANCTEPOANG

e o OTOHOTOG AAUPOVOLEVO OVTIGUAANTITIKA

e 0c0@ULAALVY, YPNOLOTOIEITOL Y10 TNV OVTIIHETDOTIGT TOV ACHUATOC

e Bapeopivn, ypnoiponroteiton yio TpopLAAEN and T dnpovpyia BpopPwv oto aipa
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AV kdmo1o amd o TapPATAV® 16YVEL Yia €60¢ (1 av dgv glote oiyovpot), amevBuvieite oTov yaTpd M
TOV PUPLLOKOTOLO GOG,.

Kinon ko Onhaopog
Edv elote éyxvog 1) Onidlete, vouilete 0TL umopel va giote £yKvog 1 oed1ALETE VO ATOKTHOETE TOOL,
{ntote T cvUPOVAT TOL YLTPOV GOg TPLY ¥pNoionomceTe 1o Kevzara.
e Mnv ndpete Kevzara av €iote £yK00g €KTOC KOl €0V GOG TO GUOTNGEL GLYKEKPLUEVA O Y1TPOG
oG,
e O emodpdoelg tov Kevzara 6to ayévvnto modi dgv gival yvooTés.
e Qo amopacicete amd KOOV e TOV YloTpd cog 4V TPEMEL va, ypnolonooete 1o Kevzara evd
OnAdlere.

00 yNoN KoL LEPIGROS PNY AV LATOV

H ypnon tov Kevzara dev avapévetar va ennpedost tnv ikavotntd cog vo odnyeite 1§ va
YPNOLOTOLEITE ppaviato. 26T0G60, 6V VIODETE KOUPAGUEVOL 1] 0d1A0ETOL LLETA T YPTOT) TOL
Kevzara, unv odnynoete N yepioteite pnyoviioTa.

3. o va ypnopomromosete To Kevzara

H Oeponeio mpénetl va Eekivd omd yiatpo pe epmelpio, ot S1dyvmot Kol TV OVTIUETOTION TNG
peVpaToEdovg apbpitidac. Ildvrote va ¥pNGIUOTOLEITE TO PAPUOKO OVTO AVGTNPA COUPMOVE LE TIC
001MYieg TOV YLOTPOD 1] TOL POPUAKOTOLOD GoG. Edv éxete appiPoliec, potiote Tov Y1aTpd 1 TOV
(PUPLOKOTOLO GOC.

To Kevzara yopnyeitor og éveon k4Tm and 10 dEpua (ovoUAleTOL «DTOdOPLO EVEDT).

H ocvvietopevn do6on eivan pia éveon 200 mg kabe dvo efdopddec.
e O ylotpog GO UTOPEL VO TPOGUPLOGEL TN OOGT TOL PUPUAKOD GOG AVILOYQ LE TO.
UTOTEAECUATO, TOV EEETAGEWMY OLLLOTOC.

Mo0aivovtog TMS va YPNCLUOTOLEITE TV TPOYEUICNUEVT] GUCKELT] TUTOV TEVOG
o O ytpog, 0 PUPLOKOTOIOS 1 0 VOoOKOHOG 6ag 00, Gog Ogi&el TDC VoL KAVETE TNV £VEGT TOL
Kevzara uévot coc. Akolovbmvrog avtég tig odnyieg, to Kevzara pumopel va yopnynbei amd tov
010 Tov acBevi 1 Ao PPOVTIGTY.
e AkolovBnote pe mpocoyn g «Odnylec Xpnomg» mov mapéyovtal 6To KouTi.
o  XPNOWOTOMGTE TNV TPOYEUIGHEVT] GLOKELN TOTOL TEVOS OKPBMOG OTWS TEPTYPAPETAL OTIG
«Odnyleg Xpnomney.

Eév ypnowpomouioete peyarvtepn 66on Kevzara oo tnv kavoviki
Edv ypnoponomacarte peyadvtepn doom Kevzara and v Kavoviky, anevbovleite otov yiatpo, tov
QOPUOKOTOLO 1) TOV VOGOKOUO GO,

Edv Egyaoete va mapete pua d6on Tov Kevzara

Edv égovv mepdoet 3 nuépeg ) Ayotepeg and v Tapareipdeica doon:
®  KAVTE TNV £VECT TOL TAPAAEIYATE TO GLVTOUOTEPO SVVATO
e KOTOTLY, KAVTE TNV EMOUEVT EVEGT] GTNV KOVOVIKT OPOL

Av &rovv epdoel 4 NUEPEC 1| TEPIOCOTEPEC, KAVTE TNV EMOUEVT] EVECT] OTNV KAVOVIKY dpo. Mnv
gviete dSuTAn 066N Y10 VO AVOTANPMGETE TNV EVEST) OV EEYAGATE.

Av dgv glote oiyovpol mOTE va TAPETE TV €MOUEVN d00T): {ntioTe 0d1yieg amd Tov ylutpd, Tov
QOPLOKOTOL 1] TOV VOGOKOO GO,

Eadv otapamioete va ypnopomorcite To Kevzara
Mnyv otapatioete va ypnotonoleite to Kevzara ywpic vo WANGETE Le TOV Y10TPO GOC.
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Edv &xete meplocdtepeg EpMTNOELG OYETIKA LLE T YPTOT CVTOV TOV QUPLEAKOV, POTHOTE TOV Y1ATPO,
TOV PUPLLOKOTOLO 1 TOV VOGOKOWO GOC.

4, IMBavéic avemBounTeg evépysereg

Onwg 6Aa To pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gV Topovotdlovtal 6€ OAOLE TOVS KVOPMOTOLG.

2oPopéc avemBounTec eVEPYELEC
Evnuep®ote apéoms 1oV YIOTPO 60G 0V TIGTEVETE OTL £YETE P Aoipén (Umopel va emnpedoet pHéypt
1 ota 10 droua). Ta copnTdpaTo UTOPEl Vo TEPIAAUPAVOLY TUPETO, EPLOPMOTELS 1 PiyN.

AMAec avemBduntec vEPYELES
Evnuepmote oV y10Tp0d, TOV QUpUOKOTOLd 1 TOV VOGOKOLLO GOC EQV TOPUTNPNOETE OTOLEGONTOTE OTO
TIC ovemBountec EVEPYELEC TTOL TOPATIOEVTOL TOPOKATO:
oAv ovyvég (umopel va emnpedoovy mepiocodtepa and 1 ota 10 dropa):
o YOUNAOS aplOUOC AEVKOV OLLOGOALPI®mY — COUP®VO LE TIG EETAGELS QULOTOG

Yoyvég (umopet va emnpedoovy péypt 1 ota 10 dropa):
e Lolpwén tov 1ypopeiov 1 Tov PAPLYYO, PIVIKN CUIPOPNCT 1 KATOPPOT KOl TOVOAULLOG
(Aolpmén avdtepov aVATVELGTIKOD)
ovporoipmEN
amAGg £pmNG (GTOUOTIKOG EPTING)
YOUNAOG ap1OUOG OULOTETOAM®Y GUUPOVE, e TIG EEETAGELS OLATOG
VYNAR YOANGTEPOAN, VYNAG TPLYAVKEPIOLD GUUPOVO LE TIG EEETACELS OHATOG
L1 QLGIOAOYIKOL EAEYYOL TNG NAATIKTG AE1TOVPYiog
avTdpdoelg tng Béong Eveong (cuoumeprropfoavorévng puBpdtTnTag Kot KVioLov)

Ava@opd avemOounTmVv evepyELOV

Edv mapatnpnoete Kamowo avemBOunTn evEPYEL, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOL), 1] TOV
VOGOKOUO 6aG. AVTO 1oyVeL Kot Y10, kKaBe mhovn avemBountn evépyela Tov dev avapEPETOL GTO TAPOV
@OAAO odNYIdV Ypione. Mropeite emiong vo avagépete avemBounteg evépyeleg angvbeiag, LEGm TOV
€0vikoD GVGTHOTOG aVaPOPAs oV avaypdpeTol oto [apdptnua V. Méow g avapopdg
AVETBOUNTOV EVEPYEIDV UTOPEITE Vo fonONcETE GTI GLALOYT TEPIOGHTEPWOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. o va puidooete To Kevzara
To @dapuako ovTd TPETEL Vo PLAAGGETOL GE LEPT) OV OEV TO PAETOVV KOl OV TO POAVOLV TO TSI,

Na pn gpnoiponoleite anTd T0 PAPLAKO HLETA TNV UEPOUNVIC ANENG TTOV OVOPEPETAL GTIV
emonuavon petd ™ AHEH. H nuepounvia AnéEng elvai 1 tedevtaio nUEPO TOL UVA TOL OVOPEPETAL
exel.

dvldoscete o€ Yyoysio (2°C-8°C).

e  Mnv katayOyete N Beppaivete T GLOKELT TOTOV TEVAG.

e  Moblg to Pydrete amd T0 Yuyeio, un puAdocete To Kevzara oe Oeppokpacio peyoardtepn tov
25°C.

o INUEIOOTE TNV NUEPOUNVID ATOUAKPVVOTG OO TO YLYEIO GTO YDPO OV LVILAPYEL TNV
eEMTEPIKN GLOKELUGIA.

o  XPNOWOTOIEITE TN GLOKELT] TOTOV TEVAG EVTOC 14 nuepdV apov T PydAete omd T0 yoyeio N
amo TNV 1600gp KT ToAVTA.

® Awotnpeite Tn GLGKELT TUTOL TEVAG GTO OPYIKO KOLTL Y10 VO TPOGTATEVETAL OO TO PMC.
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Mn ¥p1o1IHOTTOLEiTE AVTO TO PAPLOKO EAV TO SLAAVLLO OTT) GVGKELT] TOTOL TTEVAS eivat BOAD,
OTOYPOUOTIGHEVO 1] TEPLEYEL COUOTIOW, 1] EAV OTOL00NTOTE UEPOG TNG TPOYEUGUEVIC GUOKEVTG TOTTOV
mévag eaivetal 0Tl el vTooTel POOPA.

Metd ) ypnomn, TOToBETNGTE T GLOKEVT TUTOV TEVAG O EVOV TEPIEKTN AVOEKTIKO GTIG SLOTPTCELG.
Na puAdooceTe TAVTO TOV TEPLEKTN GE PEPT] TTOL Ogv ToV PAETOVY Ko dev ToV PBGvOLV Ta TaLOLdL.
Pwtote tov yrotpd, ToV popUaKOTOLd 1) TOV VOGOKOUO GaG Yo To TMg B metdéete Tov mepiéktn. Mnv
OVOKUKAMVETE TOV TEPLEKTN.

Mnv metdite @APUAKO GTO VEPD TNG AMOYETEVGNS 1] GTA OKLOK( aroppinpato. Potote tov
(POPLOKOTOLO GOG Y10 TO TG VO TETAEETE TAL PAPUAKE, TTOVL JEV YPNOCIUOTOLELTE To. AvTd Ta péTpa Oa
BonOfncovv oty Tpoctacio Tov TEPIPAAAOVTOC.

6. Iepreyopevo TG GVGKEVAGING KOl AOUTES TANPOPOPIES

T gpiéyer o Kevzara
e H dpaotikn ovecia eivor To sarilumab.
e Ta dlha cvotatikd givar apywiv, 16TIdivn, ToAvcopPikd 20, cakyapoln Kot VOmP Yo EVEGIUA.

Epg@évion tov Kevzara kot mepieydpeva Tng cuokevooiaog
To Kevzara givat éva dtowyég, Aypmpo TPog avolkTd KITpvo StGAVUA Y10 £VEGT TOL TOPEXETAL OE
TPOYEUGUEVT] GUGKELT] TUTTOV TEVAG.

Kabe mpoyepuopévn ovokevn thnov mévag mepiéxet 1,14 ml dtodvpatog mov mapéyet pio pdmal doom.
AwtiBeton og cuokevasia [LE 2 1) 68 TOAVGVOKELAGIN e 6 TPOYEUOUEVES GLOKEVEG TUTTOL TTEVOG (3
cVoKeLAoieg TV 2).

Mmropet va, unv KuKAOPOPOLV OAEG Ol GUOKEVAGIES.
To Kevzara diatifetal og mpoyepicpéveg cuokevég Tomov mévag towv 150 mg 1/ 200 mg.

Karoyog Adsiag Kvkiopopiog
sanofi-aventis groupe

54, rue La Boétie

F-75008 Paris

TaAAia

Mopaokevacti|g

Sanofi-Aventis Deutschland GmbH
Briningstrale 50

Industriepark Hochst

65926 Frankfurt am Main
Teppovia

I"o omoladnmote TANpoopio GYETIKA e TO TOPOV PAPUAKEVTIKO TPOiOV, TapaKoreiche va
amgvbuvbeite otov Tomikd avtimpoécmmo tov Katdyov tng Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Sanofi Belgium UAB "SANOFI-AVENTIS LIETUVA"
Tel/Tel: +32 (0)2 710 54 00 Tel: +370 5 2755224

Bouarapus Luxembourg/Luxemburg

SANOFI BULGARIA EOOD Sanofi Belgium

Temn.: +359 (0)2 970 53 00 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
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Ceska republika
sanofi-aventis, s.r.o.
Tel: +420 233 086 111

Danmark
sanofi-aventis Denmark A/S
TIf: +45 45 16 70 00

Deutschland
Sanofi-Aventis Deutschland GmbH
Tel: +49 (0)180 2 222010

Eesti )
sanofi-aventis Estonia OU
Tel: +372 627 34 88

EA\Gda
sanofi-aventis AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France

sanofi-aventis france

Tél: 0 800 222 555

Appel depuis I’étranger : +33 1 57 63 23 23

Hrvatska
sanofi-aventis Croatia d.0.0.
Tel: +385 1 600 34 00

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

island
Vistor hf.
Simi: +354 535 7000

Italia

Sanofi S.p.A.

Tel: 800 13 12 12 (domande di tipo tecnico)
800 536389 (altre domande)

Kvbmpog
sanofi-aventis Cyprus Ltd.
TnA: +357 22 871600

Latvija
sanofi-aventis Latvia SIA
Tel: +371 67 33 24 51

Magyarorszag
SANOFI-AVENTIS Zrt.
Tel.: +36 1 505 0050

Malta
Sanofi Malta Ltd.
Tel: +356 21493022

Nederland
sanofi-aventis Netherlands B.V.
Tel: +31 (0)182 557 755

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43180185-0

Polska
sanofi-aventis Sp. z 0.0.
Tel.: +48 22 280 00 00

Portugal
Sanofi - Produtos Farmacéuticos, Lda
Tel: +351 21 35 89 400

Romania
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
sanofi-aventis d.o.o.
Tel: +386 1 560 48 00

Slovenska republika
sanofi-aventis Pharma Slovakia s.r.o.
Tel: +421 2 33 100 100

Suomi/Finland
Sanofi Oy
Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0)8 634 50 00

United Kingdom
Sanofi
Tel: +44 (0) 845 372 7101

To wapov vALo 00N YLOV Yp1ioNS avaBspOnKe Yo TEAEVTAIO POPE GTIS .
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Aentopepeic mAnpopopiec Yo 1o apuaKo avtd gival dtabéoiueg otov diktvoakd Tdmo Tov Evpomaikov
Opyavicpov Ooappdxkov: http://www.ema.europa.eu.
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Kevzara 150 mg evécipo o1GAvpa 6€ TPOYEULGUEVT] GUOKEDT] TOTOV TEVOG
sarilumab

Odnyieg xpfong

Xe autn TV kdva omecoviovTon Ta LEPT TG TPOYELUGHEVNG GLOKELNC TOTOL TTEVAG Tov Kevzara.

Etikéta

HapdaBuvpo

Kitpwo kdioppa Berovog

Koanaxu

INpovTikég TANpoQopieg

AVTH 1 GLOKEVT] EIVOL L0l TPOYEUIGUEVT] GLGKELT TOTOV TEVOG piog dOoNE (AVaPEPETAL WC «GVGKEDT
TOTOV TEVAGH G€ 0VTEG TIC 001 Yieg). [lepiéyel 150 mg Kevzara yio éveon kdtm and 1o déppa
(vmodopLa veon) pia @opd kdBe dvo eRdopdosgs.

Zntote amd ToV EMOYYEALOTIO VYEING Vo G0G OEIEEL TOV GOOTO TPOTO YPNONG TNG CUGKEVTG TOTTOV
TEVOG TPV ATO TNV TPATY GOG EVEST).

T pémer va kdvete
AwBdote OAEG TIG 00NYiEC TPOGEKTIKE TPV YPNCUYLOTOIGETE LU0 GUCKEVT] TOTTOV TEVOLC.
ELéyEte 0T1 €xeTE TO COOTO PAPUAKO KO TN GMSTH OOCT.

Awotnpelte T1g Un ¥PNOYOTONUEVEG CLGKEVES TUTTOL TTEVOG GTO OPYIKO KOVTL KOl VO T1G
@vLdooete 6T0 Yoyeio og Beppokpacia peta&d 2°C ko 8°C.

A@NoTE TN GLOKELT] TOTOL TTEVAG VA PBAGEL og Beprokpacio dwpotiov yio 60 Aemtd TovAdyloToV
TPV amd TN YPNoN.

Xpnoonoteite T cvokevn TOHTOL TTEVAS €VTOG 14 nuepdv apov T Pydiete amd To yuyeio 1| and
™V 1000ep KT TOAVTAL.

v
v
v
v durdooets To KOUTi 68 1600ep KN TGAVTO LE TAYOKDGTN OTAY TOEIOEVETE.
v
v

v Quidocete T1] GUGKELT TUTOV TEVAG GE PEPT) TTOL OV TNV PAETOLV Kot dgV TNV POAVOLY T TOLIIAL.

Th dev npémer va KaveTe
X Mnv ¥pnGIUOTOLEITE U0 GLGKEVT TOTTOL TTEVOG €AV £xEl vITooTel POOPA 1 edv TO KamAKL Aginel | dev
glvol TpocapTpéVo.
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X Mnv a@aip£GETe TO KomdKL péypt T oTLyun Tov £ioTe £TOOL VoL KAVETE TV £veoT).

X Mnv mélete kon unv aryyilete to kitpivo kdAvppa g Peddvac pe ta SAKTuAd cog.

X Mnv enyeipfioete vo. TomofeTGETE K VEOL TO KOAKL GTH GUGKELT TOTOV TEVOLG,

X Mnv enovoypnoIUOTOIGETE TN GLGKELT TOTOL TEVAG,

X Mnv xatoyOyete | Oepuaivete T cuokev TOTOL TEVOC.

X Mohg ) Bydhrete and to yoyeio, un @LAGGGETE T GLOKELY TOTOL TEVAC 6e Oepuokpacia
peyoivtepn tov 25°C.

X Mnv ekbétete T cvokev THmOL TEVOG omevdeiog 6To NAOKO QOG.

X Mnv kdvete Ty éveon mavo omd Ta povyo Gog.

Edv éyete meprocoTEPES EPOTNGELS, POTIOTE TOV YLUTPO, TOV QUPIUKOTOLO 1] TOV VOGOKONO0 GUG 1]
KaAéote T sanofi otov aplOpd wov avaypaeeTal 6To GUALO 0ONYLAOV YPNONG.

Bipa A: [Ipogtopacio yia tnv £veon

1. ETowndote 600 Tov €omhopd mov Oa yperaoteite o€ pro kKabapi, ETimedn em@avelo Epyociog.
o B0 YPElOCTEITE EVOL LOVTAAL L€ OVOTTVEL LA, £VOL KOUUATL Bopfdkt 1§ Yala kot £vo TePLEKTN
avOEKTIKO OTIG SITPNOELC.
® BydAte pio GUGKELT TOTOL TEVAG GO TI GUGKELOGIN KPUTOVTOS TO LEGO TOV GAOUOTOG TNG
GLOKELNG TOTOL TTEVOS. PLAGETE TNV GAAN CLGKELT TOTTOV TEVOG GTO KOLTI GTO YuyEio.

2. Kowtd&re v eTikéTo.
o EMéyEte 0T1 €xeTE TO COOTO PAPUAKO KO TN GMOGTH OOCT).
o EAéyEte v nuepounvia AMéng (AHEH), avt avaypdeetal 6To TANL TG CLGKEVTG TOTOV
TEVOLG.
X Mn ;pNGILHOTTOMGETE TN GUGKELT TUTTOV TEVAC OE TEPITTMOT TOL 1) UEPOUNVia avTH Exel
mopEADEL.

. 150 mg

KEVZARA®
150 mg

3. Kowta&re To mapdOupo.
o ELéyEte 6TL TO VYPO givar d10WYEG Kot AYPOLLO TPOG ALVOIKTO KIiTpivo.
e Mmopei va dgite [a puoaiioa aépa, avTo gival LGLOAOYIKO.
X Mnv kévete ™V £veot €Gv T0 vYPO £ivarl HOLD, OMOYPOUATIGHUEVO 1| TEPIEYEL COUATIONL.
X M) }pNCLOTOGETE TI GUGKELT TOTTOL TEVAC £GV TO Tapddvpo eivar dLo KiTptvo.
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Mn ypncipomonpévn

Xpnowpomompévn @

4. AKOOUT|OTE T1] GUGKEVT] TOTTOV TEVAG 0PLLOVTIMG GE L0 EMITED EMLPAVELD KU AYPNGTE T1| VU
¢0dosr og Oeppokpacio dopatiov (<25°C) na 60 Aentd TovAG)LGTOV.

e XpNOoOTOI®VTOG TN CLOKELT TOTTOV TEVAG o€ Beppokpacio dwpatiov uropel va yivel o dveta
n éveon.

X Mn ypNGIUOTOGETE TN GLOKELT TOTOL TTEVHG £GV fTAV EKTOG Wuyeiov Yo TepiocdTepes and 14
NUEPES.

X Mn Oepuaivete ) cvokevh TOmOL TEVOG, apnoTe T vo. (eotabel povn g,

X Mnyv ek0étete T cvoKELT TOTTOL TTEVOG omevdeiag 6To MAMAKS PWG.

5. EméEte ™ B¢om TG éveonc.

e Mnopgite vo. KAVETE TNV £VEGT] GTO PUNPO 1 OTIV KO GOG — EKTOG TNG TEPLOYNG OV PpicKeTan
£€mG 5 KATOGTA YOP® ATO TOV APOAO GOG. AV KATO10G GALOG GOG KAVEL TNV £VEGT), LTOPEITE VoL
YPT|CULOTOGETE EMIONG TO EEWTEPIKO TOV UTPATCOV.

e No aArdlete T 06on g éveong Kabe popda.

X Mnyv kdvete TV €veon o€ g0aicOnTo, KaTESTPUUUEVO dEPUO 1) 68 SEPUOL PE LOAMTEG 1) OVAEG.
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® Ofoeig éveong

6. Etowpdote T 0éon NG éveonc.
o [TAvvete ta yépla cag.
o KoBopiote 10 dépUa [LE EVOL LOVTIAL LLE OVOTTVEVLLO.
X Mnyv ayyilete Eava tn 0éom g Eveong Tpv amd v Eveon).

Bipa B: Xopiynon g éveong — Exteréote To Brijpa B pévo a@otov orokinpmcere To Bijpa A
«IIpogroipacio yia Tnv éveon»

1. Ztpéyte 1 Tpafilte mpog Ta £E® TO TOPTOKAAL KATAKL.
X My aQu1pEcETE TO KOAKL UEYPL TN CTIYLT TV £(6TE TOLHOL VO, KAVETE TNV EVEoT).
X Mnv mélete kau pnv oyyiCete 1o kitpvo kAvppa g Bedovag pe to SAKTLVAG cag.
X Mnv tonobeteite £k VEOL TO KATAKL.

Koamraxy
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2. TomoOetote TO KiTpLvo KGAvppa g fehdvog 610 déppa cag o€ yovia 90° wepimov.
e Befaiwbeite 6T pmopeite va fAénete 10 mapdbupo.

3. IIiéote mPog To KATO KU1 KPATIOTE 6TAOEPA T1) GVGKELT] TUTOV TEVAS TAVE GTO OEPNO. GOC.
° Oa aKOVOTEL £va «KAUK» OTOV apyiceL 1| £veon.
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4. Xvvegyiote va Kpatdte 6TaOePE TN GVOKELVY] TOTOL TEVAS TAVE® GTO dEPLA GAC.
e To mapdBupo Ba apyioet va yivetar Kitpvo.
e H éveon pnopei va dapkécel Emg 15 devtepoienta.

Ewg

1 56w7:p6)\£11'r o

5. @a akovoTtel éva d0g0TEPO Kk, EASyETe Y0 va dgite €av £xen yivel kiTpivo 6h0 To Tapddvpo
TPLV ATOROKPVVETE T1] GLOKEVT] TOTOV TEVUG,
o Av dev akovoate 10 de0TEPO KAIK, EAEYETE Ko TAAL Yl va Ogite €0 €)EL Yivel KiTpvo OA0 TO
mapdadvpo.
X Av dev yivel kitpwvo 610 1o Tapddupo, pun yopnynoete devtepn 8001 YWPIG Vo LWAHGETE TPOTA
L€ TOV TTAPOYO EMAYYEAUATIO VYETOC.

0g0TEPO
KMK!

6. ATopaKpOVETE T1 GVGKELVY] TOTTOL TEVAS 0O TO OEPUA CUG.
o Av deite aipa, méote T0 onpeio pe Eva Koppdtt Bopfaxt 1 yala.
X Mnv 1tpifete 10 déppa oag uetd v Eveon.
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7. Tomwo0eT|0TE TN YPNOCLUOTONIEVI] GVGKEVT] TUTOV TEVHS KL TO KUTAKL 6€ £vay TEPLEKTN
avOEKTIKO 6TIS O10TPNGELS OpEcMS HeETd TN (PioT.

e Na @LAAGGETE TAVTO TOV TEPIEKT OE UEPT TOL dEV TOV PAETOLY KoL dEV TOV POEVOLY TO TOd1dL.

X Mnv tomo0eteite ek vEOL TO KOMAKL.

X Mnv Tetdte TN YPNGILOTONUEVT] GVGKELT TUTTOV TTEVAS GTO OIKLOKE OTOPPIUUATO.

X Mnv avakvkAGVETE ToV 0vOEKTIKO OTIG SITPGEL TEPIEKTT).

X Mnyv netdre Tov avOekTIKO 6TIC S10TPHGEIC TEPLEKTN GTA OIKIOKA amoppippato, EKTOC Gy antd
EMTPEMETAL OO TIG TOTIKEG 00N Yieg. Potnote Tov y1oTpd, TOV QapUOKOTOLd 1) TOV VOGOKOUO
o0G Yo TO TG B0 TETAEETE TOV TTEPLEKTT).
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Kevzara 200 MG gvéopno d1aAopno, 6€ TPOYEUIGUEVT] GVGKELT] TOTTOV TEVOG
sarilumab

Odnyieg ypnong

Xe autn TV Kdva amekoviovTon Ta LEPT TG TPOYELUGHEVNG GLOKELNC TOTOL TTEVAG Tov Kevzara.

Etwkéta

MMapdduvpo

Kitpwvo xdivppa perovag

Koanaxu

INpovTikég TANpopopieg

AVTI 1 GLOKEVT] EIVOL L0l TPOYEUIGUEVT] GLGKELT TOTOV TEVOHG piog dOoNE (AVaPEPETAL WC «GVGKEDT
TOTOV TEVAG) € AVTEG TIG 001 Yieg). [lepiéyer 200 mg Kevzara yio éveon kdtm amd 1o déppa
(vodoplo Eveon) pia, opd kdOe S0 efdoudoss.

Zntote amd ToV EMOyYEALOTIO VYEING Vo G0G OEIEEL TOV GOOTO TPOTO YPNONG TNG CUGKEVTG TOITOV
TEVOG TPV Ao TNV TPATY GOG EVEST).

T ntpéner vo kavete

v
v
v
v
v
v

v

Awofaote OAEC TIG 00MYiEG TPOGEKTIKA TPV YPTGLLOTOIMNGETE 0L CLGKELT] TOHTTOV TEVOC.

ELéyEte 0T1 €xeTE TO COOTO PAPUAKO KO TN GMSTH OOCT.

Awotnpelte T1g Un ¥PNOYOTONUEVEG CLGKEVES TUTTOL TTEVOG GTO OPYIKO KOVTL KOl VO T1G
pvAacoete oto Yoyeio og Oepuokpacio peta&d 2°C ko 8°C.

duAdooete T0 KOVTL 6€ 1600EP KT TGAVTA [IE TAYOKDGTN OTAV TAEIOEVETE.

A@NoTE TN GLOKELT] TOTOL TTEVAG VA PBAGEL og Beprokpacio dwpotiov yio 60 Aemtd TovAdyloToV
TPV amd TN YPNoN.

Xpnoonoteite T cvokevn TOHTOL TTEVAS €VTOG 14 nuepdv apov T Pydiete amd To yuyeio 1| and
™V 1000ep KT TOAVTAL.

DVALAGGETE TN GLOKELT TOTTOL TTEVAS GE LEPT] TOL deV TNV PAETOVY Kot dgv TNV PBAVOLV Ta TOLALA.

T dev Tpémer va KAvVETE

X Mnv ypnGIUOTOLEITE U0 GLGKEVT TOTOL TTEVOG €AV £xEl vITooTel POOPA 1 edv TO KamAKL Aginel | dev
glvol TpocapTnpévVo.

X Mnv a@aip£GeTe TO KomaKl péypt T oTLyun Tov £ioTe £TOOL Vo KAVETE TV £VEoT).
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X Mnv mélete kon unv aryyilete to kitpivo kdAvppa g Peddvac pe ta SAKTuAd cog.

X Mnv enyeipyoete vo, TomofeTioeTe £k VEOL TO KOTGKL GTI GUGKELT TUTOV TEVOC.

X Mnv enovoypNGILOTOINGETE TN GLOKELT] TOTOL TEVHG.

X Mnv xatoyOyete 1 Oepuaivete T GuokeL TOTOL TEVAC,

X Mohg ) Bydhrete and to yoyeio, un @LAGGGETE T GLOKELY TOTOL TéEVAC 6e Oepuokpacio
peyaAvtepn tav 25°C

X Mnv ekbétete T cvoKELY TOTTOL TTEVAG aneLOEing 6TO NAAKO PO,

X Mnv kdvete Ty éveon mavo omd Ta povyo Gog.

Edv éyete meprocoTEPES EPOTNGELS, POTIOTE TOV YLUTPO, TOV QUPIUKOTOLO 1] TOV VOGOKONO0 GUG 1)
KoAéote TN sanofi otov apOpé wov avaypa@eTol 6T0 GVALO 0N YIAV YP1 oG,

Bipa A: [Ipogtopacio yia tnv £veon

1. ETrowndote 6A0 Tov e€omhopd mov Oa yperaoteite o€ pro Kabapi, ETimedn em@avelo epyociog.
o Qo ypelaoTeite Eva LOVTAAL LE OVOTTVEL O, £VO KOUUATL BopBdit 1} Ydla Kot Evo Tepléktn
ovOeKTIKO OTIC O10TPN|OELS.
e BydAte Lo GUOKELT] TOTOL TEVAS GO T CLGKELAGIN KPUTDOVTAG TO LEGO TOV CAOUATOC TNG
GLGKELNG TOTOL TTEVOS. DLAGETE TNV GAAN CLGKELT TOTTOV TEVOG GTO KOLTI GTO YuyEio.

2. Kowté&re v eTikéTo.
e EAéyEte OTL €xETE TO GMOTO PAPLLOKO KOl TN OMOGTH dO0T).
e EXéyEte v nuepounvio AnéEng (AHZEH), avt) avaypdeetot 6To TAGL TG GLOKELNC TOTOL
TEVOLC.
X Mn ypnGILOTOGETE T GLGKELY TOTTOV TEVAG GE TEPIMTOGT TOL T NUEPOUNVia avTh £)EL
mopEADEL.

3. Kowté&re 10 mapdOvpo.
o E)AéyEte 0T 1O LYPO givar dVYEG KOl AYPOLUO TPOG AVOIKTO KITPIVO.
e Mmnopei va dgite o puoaAida aépa, avtod eival PLGIOAOYIKO.
X Mnv kdvete ™V £veot| £Gv T0 VYPO £ival BOLY, OMOYPOUATIGHUEVO 1| TEPIEYEL COUATION.
X Mn }pNCLOTOGETE TH GUGKELT TOTTOL TEVAC £GV TO TapddLpo eivar dLo KkiTptvo.

92



&

Mn ypnoporompévn
Xpnowpomownpuévn

4. AKOOUT|OTE T1] GUGKEVT] TOTOV TEVAG 0PLLOVTIMG GE P EMITED ETLPAVELD KO AYNGTE T1| VU
¢0dosr og Oeppokpacio dopatiov (<25°C) na 60 Aentd TovAG)LGTOV.

o XpNoHOTODVTOG T CLGKELT TOTTOL TEVAG o€ Beppokpacio dopatiov uropel va yivel o dveta
n éveon.

X Mn }pNOULOTOGETE TH GUGKELT TOTTOL TEVAS EAV HTO EKTOC Yuyeiov Yl mepiocoTepeg omd 14
NUEPES.

X Mn Ogppaivete n cvokevn TOmoL Tévag, aphiote t va (eotadel povn e,

X Mnyv ex0étete ) cvokevr] THmov mévag amevdeiog 6To nAokd ec.

5. EméEte ™ B¢om TG éveonc.

e Mnopgite vo KAVETE TNV £VEGT] GTO PUNPO 1 OTIV KOG GOG — EKTOG TNG TEPLOYNG OV PpicKeTan
£€mG 5 €KATOGTA YOP® ATO TOV APOAO GOG. AV KATO10G AALOG GOG KAVEL TNV £VEGT), LTOPEITE VoL
YPT|CULOTOCETE EMIONG TO EEMTEPIKO TOV UTPATCOV.

e No aArdlete T 06on g éveong Kabe popa.

X Mnyv kdvete TV €veon o€ g0aicOnTo, KaTESTPUUUEVO dEPUO 1) 68 SEPIOL PE LOAMTEG 1) OVAEG.
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. Ofoeig £veong

6. Etowpdote T 0£0n NG éveonc.
o [Thovete ta yépra cag.
o KobBapiote 1o déppa pe éva pavTiil e otvomvevpa.
X Mnv ayyilete Eava ) 0éom g Eveong Tpv amd v éveon.

Bipa B: Xopiynon g éveong — Exteréote To Brijpa B pévo a@otov ohokinpmcere To Bijpa A
«IIpoerorpacio yia Tnv éveon»

1. Ztpéyte 1 Tpofiéte mpog T £E® TO TOPTOKAAL KATAKL.
X MnV aQoipEceTe TO KOAKL uéypt T 6TIyUn oL £i6Te £TOOL VOL KAVETE TNV £veoT).
X Mnv mélete kau pnv oyyiCete 1o kitpvo kAlvppa g Bedovag pe to SAKTLUAG cag.
X Mnv tonodeteite £k VEOL TO KATAKL.

Komdxu
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2. TomoOetote TO KiTpLvo KGAvppa g fehdvog 610 déppa cag o€ yovia 90° wepimov.
e Befaiwbeite 6Tt pmopeite va fAénete 10 mapdbupo.

3. [Iiéote mTPOS TO KATO KO KPATIOTE 6TAOEPA T1) GVGKELT TUTOV TEVAS TAVE GTO OEPNO. CUC.
° B0 aKoVoTEL Eva «KAK» OTav apyicel 1 Eveon.
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4. Xvvegyiote va Kpatdte 6TaOePE TN GVOKELVY] TOTOL TEVAS TAVE® GTO dEPLA GAC.
e To mapdBupo Ba apyioet va yivetar Kitpvo.
e H éveon pnopei va dapkécel Emg 15 devtepoienta.

Ewg

1 5 SeutepOAeTITO

5. @a akovoTtel éva d0g0TEPO Kk, EASyETe Y0 va dgite €av £xer yivel kiTpivo 6h0 To Tapddvpo
TPLV ATOROKPVVETE T1] GLOKEVT] TOTOV TEVUG,
o Av dev akovoate 10 de0TEPO KAIK, EAEYETE Ko TAAL Yl va Ogite €0 €)EL Yivel KiTpvo OA0 TO
mapdadvpo.
X Av dev yivel kitpwvo 610 1o Tapddupo, pun yopnynoete devtepn 8001 YWPIG Vo LWAHGETE TPDOTA
L€ TOV TTAPOYO EMAYYEAUATIO VYETOC.

0g0TEPO
KMk!

6. ATopaKpPOVETE T1 GVGKELY] TOTTOL TEVAS 06 TO OEPUA CUG.
e Av deite aipo, TEaTe TO onueio pe Eva koppdtt ot 1 yalao.
X Mnyv 1tpifete 1o déppa cag uetd v Eveon.
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7. TomoOeT6TE TN YPNOCUOTOUUEVT] GUGKEDVT] TOTOV TEVUS KOL TO KUTAKL 6 VAV TEPLEKT
avOEKTIKO GTIG OLUTPIOES APEGCMOG NETA TN (P OT).

e No QUAGGGETE TAVTO TOV TEPIEKTY GE LEPN TTOV OgV TOV PAETOLV Kal Ogv TOV POAVOVV Ta TALOAL.

X Mnv tonobeteite £k vEOL TO KOTAKL.

X Mnv metdre T YPNGULOTOMUEVT] GLGKEVT] TOTOV TEVOG GTOL OKLOK(, OTOPPILLLOITAL.

X Mnv avakvkAGVETE ToV 0vOEKTIKO OTIG S1TPAGEL TEPIEKTT).

X Mnv etdte Tov avOeKTIKO 6TIG SIUTPGELS TEPLEKTN OTO OIKIOKA amoppippato, eKTOC GV anTd
emrpémeTon omd TIG TOMKEC 00N Yies. Pwtiote Tov YiaTpd, TOV GOpUAKOTOL0 1) TOV VOGOKOLO
G0G Y10 TO TG Oa TETAEETE TOV TEPLEKTT).
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