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RINVOQ

upadacitinib

ZEMEPNONTAE T(Z MPOZAOKIES

O EKNEKTIKOZ xou ANASTPEYIMOE
JAK avaotoAéac tng AbbVie

ue 3 ENAE(ZE(Z otn peuparoloyia™

*Ypeon katd DAS28-CRP <2,6  *ASAS40 vs. placebo  *ACR70 vs. ADA (29% vs. 23%)
vs. ADA (41% vs 27%) (52% vs. 26%) & MDA (37% vs. 33%)
Vv 26" eBSopada n 14" eBSopada v 24" eféopada

PA: Peupatoeidrc ApBpitida, AZ: AykulomoinTikry Zmovéuhitda, WA: Ywplaoikr ApBpitida, ADA: adalimumab, MDA: Minimal Disease Activity.

To pApHAKO AUTO TEAEL UTIG GUMMANPWHATIKY TTapakoAouBnaon. AuTo Ba eMTPEPEL TO YPryopo TPooSIopIopo
VEWV TTANPOPOPIWV ACPANEIAG. ZNTEITAL A6 TOUG EMAYYENUATIES UYEIOG VA QVapEPOLVY OTIOIEGSHTTOTE
TMOavONoyoUpEVEG QVEMBUUNTEG EVEPYELEC. BA. TapAypa@o 4.8 yia Tov TPOTTO avapopds avemOUUNTWY EVEPYEIDV.

Tpomog 51a0eong: MNeploplopévn 1ATPIKT cuvTayr amo EI81KO

i I G L T G D 1aTPO Kat TapakoAouBnon Katd Tn SIapKela TG aywyng.

Avagépete
OAEZ. Ti¢ avemBUpNTEC EVEPYELEG YIa Atokio mapatetauévng anodéopguonc 15 MG/TAB, BTx28

OAA ta appaka AT:95538€
ZupmAnpvovrac Ty «KITPINH KAPTA BiBAoypagpia: 1. RINVOQ® X, 09/2021.

GR-RNQ-210008-11-2021

Mptv T ouvtayoypdgnon cupBouleuBeite Tnv Mepidnpn XapaktnpioTikwy Tou Mpoidvtog.
Ta meploodTepe; MAnpoopieg ameuBuvBeite oty eTaipeia:

L]
iy sigale obbvie
Mapivou Avtoma 41-45, Néo HpdakAeto, 14121, EANGSa, TnA.: +30 214 4165555



N MPOrPAMMA:

JuvtovioTiG: A. BaotAomoulog

YrovSulapOpitideg N. KoUykag
Peupatoeldng apbpitida N. Auyouotidng
JEA - AvtidwodoASiko - . Sjogren A. DavoupLakng
IkANpOodepua - Ayyelitideg - Muoaoitideg X. Koutolavag

N JYNTONIZTEZ:

BaotAdnoulog A. KaBnyntig Maboloyiag-Peupatoloyiag, AleuBuvtng, B’ MaboAoyikn
KAwikn kat Opwvupo Epyactiplo, latpikn 2xoAn E.K.M.A., T.N.A.
«ImmokpateLo»

N OMIAHTEZ:

Auyouotiéng N. Peupatoloyog, EmpeAntig A’ E.Z.Y., KAwikr Peupatoloyiag kat
KAwikng Avocoloyiag, MN.I.N. HpakAsiov Kprtng

KoUykoag N. Peupatoloyog, EmpeAntrig B’ E.ZY., A" Navemotnuiakn NMadoAoyikn
KAwikn, I.N. «Immokpdtelo» @ecoalovikng

Koutolavag X. Peupatoloyoc-Edikog MaboAdyog, Akadnuaikog Ynotpodog
MaBoloyiag-Peupatoloyiag, Movada KAwikng AvacoAoyioc-
Peupatoloyioag, B’ Mavemiotnuiakr Mabdoloyikr KAk kot Opwvupo
Epyaotrplo, latpikr ZxoAn, E.K.MN.A, I.N. «Inmokpdtelo» ABrvag

®davoupLdkng A. Peupatoloyog, Enikoupog KaBnyntrg NMaboAoyiag-Peupatoloyiag,
A’ Navenotnuiakr MNadoloyikn KAwikn, F.N.A. «Aaiko» ABriva

la vo tapakoAouBrioete To webinar og {wvtavh petddoon natrjote EAQ

N TPAMMATEIA:

E.T.S. Events & Travel Solutions A.E.
EA. Beviléhou 154, 17122 N. Zpupvn

e TnA.: 210 98 80 032

¢ E-mail: ets@otenet.gr, ets@events.gr

e Website: www.events.gr
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Benlysta Y /i

(belimumab)

Muavikn Ty *

« BENLYSTA INJ.SOL 200MG/ 1ML BTx4 PF.PENS x1ML: 899,23€

« BENLYSTA PD.C.SO.IN 120MG/VIAL BTx1VIAL: 164,80€

« BENLYSTA PD.C.SO.IN 400MG/VIAL BTx1VIAL: 498,36€

*Agopd povo Tic MwANOELC amo 181WTIKA QappaKeia.

MlogooTd emyoprynong anod Toug opyaviopol v aopahiogwv: 100%

Me meptopiopiévn Latpikry ouvrayn amo €i81kd 1atpo Adyw avdykng mapakodoiBnong

Katd ™ Siapketa e aywync. Mpwv m cuvtayoypdgnon cupBouleuteite Ty

Nepilnyn Twv Xapaktnptotikav tou Mpaidvrog T omoia Bpiokete £6w.

Ta avwtépw Loyiovy katd Ty nuepopnvia aivagng Tou uhikov.

Napaxahovpe emkowwviioTe pe T etaipeia yia empeaion mijpwg
JHepwpévw SeSopévay, yia )| 1pogopia i/kat avapopd
BopnTwY Evepyelav oto TIégwvo 210 6882100,

Bon6rote va yivouv ta pdppaka mo aopaky
Kat Avagépete OAEX Tic avemBUpnTeg evépyeteg yia ONA Ta pappaka
Tupmnpavovtag Ty «KITPINH KAPTA»

PM-GR-BEL-ADVT-220002 I2XYX05.22-05.24

MOIOTIKH KAI MOZOTIKH ZYNOEEH: Mpoyepiopévn cuokeun tomou mévag:

KaBe 1ml mpoyepuopévng ouokeurg Tomou mévag meptéxet 200mg HmeNipoupdpmmg

120 mg Kovic yia mukvo didhupia yia mapackeur dtahdpatog mpog éyyuon. Kdbe giahidio mepiéxet 120 mg
pmehpoupapmng. Meta my avacbotaon, To SiaAupa mepiéyel 80 mg pmeApoupdymmg avd ml. 400 mg kovic yia
kv SidAupa yia napackeur) lahupatog mpog éyxuan. Kabe giahiio mepiéyet 400 mg pmehpoupdpmng. Metd
v avactotaon, o ddAupa mepiéyet 80 mg pmehpoupapmng avd ml. H pmehpovpapmn eivat éva avBpamvo,
1gGTA povokhwvikd avtiowia, To omoio mapdyetat o€ KuttapokaAiépyeta Bnaotikav (NSO) péow Texvohoyiag
avaouvbuaopévov DNA. i tov mhrjpn katdoyo Twv ekd6ywv, BA. mapdypago 6.1 ot MXIM.

GlaxoSmithKline

A. Knotoiag 266, 152 32 Xahavdpt | TnA.: 2106882100
www.glaxosmithkline.gr

To eumopikd onya avijkel 1 éxel mapaywpnBei atov Optho Etaipeiav GSK
©2022 Opihog etatperwv GSK i dikatomdpoyog Tou Opihou GSK
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pAAIdaD UnriomzAodu 20 prinypig orfioans

Mpiv tn ouvtayoypdenon tou Kineret® 100mg /0,67 ml napakaiolpe oupfouieuteite tnv nepiinyn xapaktnpiotik@V Tou npoidvios,
nou ivar d1aBéoipn kdvovras kAIk 6(.

Kineret® guokeuaoia 7 AlaBaBuiopévwv npoyepiopévav oupiyywy, NT: 163,88€
Kineret® guokeuacia 28 AiaBaBuiopévwv npoyepiopévwv oupiyywv, NT: 677,51€

Tponos 61d0gons: H 6idyvwaon kai/i n évap&n tns Bepaneias yivetal o voookopeio Kal pnopei va ouvexiletal kal eKtds VOGOKOPEiou uno
v napakoflolBnon €161kod 1atpod.

1. Nepidnyn Xapaktnpioukdv Mpoiévios Kineret®

Ta Sobi kai Kineret® eivar epnopikd onpata tns Swedish Orphan Biovitrum AB (publ).
© 2021 Swedish Orphan Biovitrum AB (publ) - Me tnv enipdnagn navtés dikaimpatos.

KNR/05/Apr2021

BonBijoTe va yivouv Ta gpdppaka mo ao@aAr Kai Sobi

onEs “‘a"ﬁ“‘”m . Eppol 56
" oM oiprene Keobikés: PP-11389 105 63 ABfva, EARGSa O SO |

ZupmAnpevovtag TV «KITPINH KAPTA» Hpepopnvia npoetoipacias: Anpifios 2021 www.sobi.com



RINVOQ® XYNONTIKH MEPIAHYH XAPAKTHPIZTIKQN TOY IPOIONTOX

To gdppako auto Tehel und oupmAnpwatik napakohotBron. Auto Ba emTpéVel T0 ypryopo TipoadloploHO VEwy
Thnpogopicv aogdhetac. Znteitat and Toug enayyehjiatiec uyeiag va avagépouy omoleodimote mbavohoyoUeveC
avemBopnec evépyetec. BX. mapdypago 4.8 yia Tov T6N0 avagopdc avemBOpNTwV evepyetv.

1. ONOMAZIA TOY OAPMAKEYTIKOY MPOIONTOZ: RINVOQ 15 mg Sioxia napatetapévng anodéopeuong. RINVOQ 30
mg Glokia napatetapéng amodéopeuon. 2. MOIOTIKH KAI MOZOTIKH EYNOEEH: RINVOQ 15 mq biokia mapatetapévng
anodéouevonc Kade diokio napumuuzvf]( anodéajieuong mepiéxel NIk upadacitinib, 1odbvapn pe 15 mg upadacitinib.
RINVOQ 30 mg diokia Kafe dioxio Tepiéxel nuwdpikr upadacitinib,
100d0vayn e 30 mg upadacitinib. fa Tov mpn katdhoyo Twv ekdoywy, B)\ napuvpownﬁ 1.3. OAPMAKOTEXNIKH MOPOH:
Diokio mapatetapiéun & RINVO0Q 15 mg dlokia Muwp ypioparog, dlaotaoewy 14 x 8
mm, €nmpAkn appikupta diokia napatetapévng anodéopievong e eviumwpévn Ty évdeién “al5” o pia meupd. RINVOQ 30 mg
diokia mapatetapévng anodéopieuanc: Kokkivo xpipatog, dlaotaoewy 14 x 8 mm, emikn appikupta diokia napatetapévng
anodéojleuong pe evumwpévn Ty éveién “a30" ot pia mheupd. 4. KAINIKEE NAHPO®OPIEX: 4.1 Oepaneutikéc evdeiteic:
Pevparoeidnic apBpinida; To RINVOQ evdeikvutar yia T Bepaneia g pétplag éwg ooBapri evepyol pevpatoeiboig apBpimibag
0€ evijhikeg aoBeveic, ot omofol éxouy avianokpiBei avenapkeg ae, ) ot oroiot ejgaviCouy Suoavecia o€ éva | meploodtepa
TpoTonoINTIkA TG V600U avTpeupaTikd pdpaka (DMARDs). To RINVOQ pnopei va xpnotponom6ei w¢ HovoBepaneia iy o
auvduaopd pie peborpegam. Ywpiaown appinda; To RINVOQ evdeikvutar yia T Bepaneia g evepyol Yuwplaoikic apBptidag
oe evijhikeq aoBeveic, ot omoiot éyouv avramokpiBet avenapka ) eppavilouv duoavetia oe éva i meptaaatepa DMARDs. To RINVOQ
Wmopei va ypnotooinGei wg povoBepaneia i oe auvduaopo e pebotpeSarn. Aykuhonouyuka onovguhitida:To RINVOQ evdelkvutat
ya m Gzpanaa e svzpvou uykukonmmw]c anovBuhitidag ot evijhikeg aoBeveic, ol omofot xouy avianokpiBei avenapkaq ot
LA ToRINVOQ evdet yia T Bepaneia me pétpiag éuwg ooPaprc atomikiic deppiatinidag
3 zvn)\mzc Kat zwnBouc nhikiag 12 €Ty Kat Gvw Tou €lvat umoyrgiol yia ouaTnaTikr Bepareia. 4.2 Aogohoyia kat Tpémog
Yopiynong: Hévapén kai apakohouinon g Bepaneiac pe upadacitinib a npénet va npayyatonoleitar and 1atpolc e epmeipia
ot biayvwon kat ) Bepaneia Twv naenozmv vt omoieg evdeikvutal To upadacitinib. Aocohoyia: Pevuatoeidic apfpitéa
Wwpiaokd apBpiéa kat H uevn 86on Tou upadacitinib eivar 15 mg dna& npepnoiwc.
©Oa npénel va eSerdleral To evdeydpevo Slaxomig g Bepaneiag o aoBeveic e aykuhomomiki onoviulinida mou dev éyouv
Qeicel khwikr) avtanokpion yietd ano 16 eBoopddec Bepaneiag. Opiapiévor aoBevei e apyikn pepiki avianokpion, evbéyetal va
glgavidouy ot ouvéela Bektiwan pie T auvéyion T Bepaneiag népav Twv 16 edopadwy. Atomkn deppatinda: Furidiec H
auvioT@yievn ddon Tov upadacitinib eivat 15 mg f 30 mg dnag nyepnaie e fdon Ty atopiki €ikva Tov aoBevoic. « Mia oan
30 mg dnag nuepnoiw evdéyetal va eival kardhnhn yia aoBeveic pe uPnA6 goprio voou. « Mia 86on 30 mq dnag npepnoitg
evbéxetal va eivar kataMnhn yia aoBevei e avenapkr avianokpion ota 15 mg dnag nuepnoiw. « Ba npénel va AapBavetal
unoyn 1 yapnhotepn anoteheopiatikr) 6o yia v suvtpnon. N aoBevei > 65 eTay, 1) cuviotopenn doon elvat 15 mg anag
npepnoiw. FenBor (nAikiac amd 12 éw 17 ewv): H o oo Tou upadacitinib efvat 15 mg dnaé nyepnoiwg yia egrifoug
Bapouc Toukaxiotov 30 kg. Zuyyopnyodueves Tomkes Bepaneics: To upadacitinib mopei va ypnotpononBei e i xwpic Tomkad
KopTikoaTepoeld. O1 Tomiko avaotoheic kahawveupivig umopouv va xpnatyiomomnBody yia euaioBteg meployéc, OMwg To mpoowno,
0 haIpg, 01 MAPATPIATIKEG MEPIOYEC KaL 0L MEDIOKES Twy yewnTikev opyavwv. H Slakom| tng Bepanelac e upadacitinib 6a npénet
va extipnBei o kaBe aoevi mou ev éxel dei€er evdei€elg Bepaneutiou ogédoug etd and 12 epdopddec Bepaneiac. Evapén e
B6anc: H Bepaneia Sev Ba mpémet va Eexva o aoBeveic e anohuto apiBpo Aepgokuttapwv (ALC) < 0,5x 10° kirtapa/L, andhuto
api6po oudetepogiav (ANC) < 1x 10° kiTtapalL i e aoBeveic e enineda aoagaipivng (Hb) < 8 g/dL (BA. napaypagoug 4.4
Ka14.8). Awaxomij tig 8don: H epaneia Banpénetva Slaxonei dv évag aoBevi avammvel ooPapr )\omwﬁn £wdtou n Moipwén

TeBel und éNeyyo. Mropei va xpetaatei Slakom] T docohoyiag yia T aviy 1 TV N Y 1PIAKGY TIHOV
omug nepiypdpetar otov Mivaka 1.
Nivakag 1. EpyaoTnplaké petprioel kat 0dnyiec mapakohoiBnong
Epyaotpiaki Evépyela 08nyia mapakohovbnong
Hétpron
Amohuroc apuse H 6159011102\(1 ﬁa npz;vLa va émkom &vo AN( fval Aélo)\ovnm ad v apy amqun
auBEtEpogloy (A0 < 1% 10° urrapa/L kai mopei va Gexivioet ek véou | kat oTn uvéyela oy apydtepa amo
pokic o ANC emtotpéyet o vynhotepn T €Bbopddec petd v évapén e Bepaneiac.
P H Bepaneia ba mpénetva Siaxone ey o ALC efvar < | Ao te kat 010 e adlohoyrote oduguva
)l OKU;dp m'i (TAL() 0,5x10° kirapa/L kau propei va exvioet ek véou | HETV EﬁﬁTOU\KEUUEVW QVTIETWTION ToU
1o " 1ok 0 ALC emotpéel o€ ulnhotepn T aoBevouc.
H Bepaneia Ba mpémet va dlakonei v 1 Hb eival
Awoogaipivn (Hb) < 8 g/dL kat pmopei va Eexuvoel ek véou NG Ta
enineba Hb emotpéyouy oe uynhorepn Ty
r— H Bepaneia Ba npénet va dlakonel npoowpiva Adtohoynote katd v apyiki ektiunon
natkég . . i, By e .
. €av mBavohoyeitat nratikr BAGPN npokhnBeioa Kat 011 uvéxela oppuva e T ouviBn
TPAVOaHIVAoEC - . .
and gdpuaka diaeipion Tov aoBevoi
OtaoBevei Ba npénel va avtietwniCovial aopgwva ;Z EB&?W&( et ooty ayapin Ry
" . . . epanelag ki oTn uveyela 0HpWva e TIg
Aimidia e Tig diebveic kKhvikég kateuBuvTrpieg odnyieg yia . . N
| BieBueic Khvikég katevBuvtrpieg odnyieq yia
v umephimatpia wy .

Eidikoi mhnBuayoi: HAiwyévor: Tia atomkr} Sepparitida, Sev ouviotavial dooeic vPnAGTepes Twv 15 mg anaé niepnoiwg o
aoBeveic nhikiag 65 eTiv kat dve (BA. mapaypago 4.8). Yndpyouv mepiopiopéva deSopéva oe aoBeveic nhikiag 75 €Twv kat e,
Negpuj duodermoupyia: Aev amarteiral mpooappoyr ™G ddong o aoBeveic pe Ama i pépia vegpikr} duokeroupyia. Yndpyouy
Tieplopiojiéva SeSopéva oxeTika pe T yprion 1ou upadacitinib oe dtotia e doBapr vegpik Suohertoupyia (B. napdypago 5.2). To
upadacitinib 15 mg ana€ nuepnaiwg Ba mpénel va ypnatpomoteitat e mpoooyy o aoBeveic e coPapr} veppiki Suokerroupyia. To
upadacitinib 30 mg dna& nuepnaie dev cwwmrm o€ aoBevei He aopapr) vwmm Suakermoupyia. H xpnun Tou upadacitinib dev
&yl pehemBei oe dropia e i Aevanareitar 1) ¢ doang o€ aoBeveic
pe fyma (Child-Pugh A) 1) pétpia (Child-Pugh B) nmatiki} Suakertoupyia (BX. mapaypago 5.2). To upadacitinib dev Ba mpénet va
Xonotyonoteitat oe aoBeveic e oopapr} (Child-Pugh C) natikr duakertoupyia (B). napdypago 4.3). Maidiatpikdc mhnGugudc: H
aogdheta kat 1 anoteheaparnikoma Tou RINVOQ o€ naibia pe atomkn depyiatinda nhikiag kamw Twv 12 1wy Oev éjowy akopa
TexpnpiwBei. Aev undpyouv SlaBéoiyia edopéva. Aev umdpyouv diaBéoipa SeSopeéva khwikic éBeang o€ eprBoug Bapoug < 40kg
(B\. mapaypago 5.2). H aogdheta kat n amoteheopiatikdta tou RINVOQ oe naidid kar egrioug e peupiatoeldr) apBpitida,
Ywpiao apBpiuda kar aykuhonomrik omovduhitida nhikiag 0 éw¢ kitw Ty 18 €1 dev éyouv akopa TexunpiwBel. Aev
unapyouv diabéata dedopiéva. Tpdmoc yopriynong: To RINVOQ mpénet va hapBaverat and Tou atopatoq anaé nyiepnoiwg je f ywpic
Tpogr} kat pmopei va apBdvetat onotadiimote oTypr e nuépac. Ta diokia Ba mpémet va katamivovrat ohokAnpa kat 8ev Ba npénet
va diyotoplodvral, va BpuppartiCovial i va pacwvial mpokeliévou va SlaopahiCetat 6t yopnyeitat owota ohokhnpn n S6on. 4.3
Avtevbeigeig: - YrepevaioBnoia ot Spaotiki) ouoia 1} e kdroto and ta ékSoya mou avagépovial oty napdypago 6.1, - Evepyry
quyatiwon (TB) 1 evepyéc aoBapéc hotwées (B). napdypago 4.4). « ToBapn nratiki uokerroupyia (B). napdypago 4.2). «
Konon (). mapdypago 4.6). 4.4 Eidikéc mpoeiSomooelc Kau mpo@uAdgeig katd T Xprion: Avoookataotaltika
papyakevTkd npoiovta: O ouvduaayioc e dkha loyupd avoookaraotaktikd omw n alaBelompivn, 1 kukhoomopivn, To tacrolimus
Kat Biohoyika DMARDS ) pe dhhoug avaotoeig g kivdong Janus (JAK) ev éxet a&ohoynBei oe khwikég pehéte kat Sev ouviotatal
Kafix o kivduvoc emmpdaBetng avoookataotoc dev propei va amokhelotel. ZoBapéc howiéeic: Exouv avagepBet dopapéc kat
oplopévec gopéc Bavatngdpec owéelg oe aobeveic mou AapBavouy upadacitinib. O mo cuyvéc doBapéc hoiEel mou
avaépbnkay pe 1o upadacitinib nepiehapPavav Ty mveupovia kai v kuttapinda (BA. mapdypago 4.8). Mepimaioelq
Baktnplakic pnviyyiudag éxouv avagepBei oe aoBeveic mov hapBdvouy upadacitinib. And Ti eukaiplakéc howéel, e o
upadacitinib pépbnkav  gupariwon, omg (wotipag, - oTopiatikil/oidogayik - Kavivtiaon  Kat

0 Aev Ba mpémet va évapén g Bepaneiac pe upadacitinib o€ aoBeveic pie evepyo, dopapr
Noipwén, oupmepapBavopévuv Twv evtomopévey hoywew. E€etaore Tou kivdivoug kai Ta ogén T Bepanciag mpiv and Ty
&vapén g yopriynong Tou upadacitinib oe aoBeveic; « e xpovia ) umotpomdlouoa Aoijiwen - ot orioiot éxouv exteBei oe upiatiwon

« |I€ 10Topikd coPapr r eukaiplakric Moilwéng « ot omoiot éouv KatoIkrae 1) TAEIBEWEL Oe TiEpIoyEC EVONUIKES Yia QupaTiwon i
UBNJUIKEG YIa PUKITIAOELS, 1) + |1 UTOKEipEVEC KaTaoTdoelS, ot omoieq Sovavrat va npodiadétou oty avdmuén Moip@Eewy. Ot
aoBeveic Ba mpénet va mapaxohouBodvial oteva yia Ty avamTuén onpieiwv Kat aupTTwpdTLY Moipwéng katd T didpkela Kai perd
ano T Bepaneia e upadacitinib. H Bepaneia pe upadacitinib a mpénel va dlaxomtetar edv o aoBevic epgpavioet dopapd 1
eukaipiaxi} hoipwé. Evag aoBevric, o omoiog avammiooet véa hofjiwén katd m Sidpkeia g Bepaneiag e upadacitinib a mpénetva
uroPhnBei oe eomeuopiévo kat hrpn SlayvwoTiko éheyyo kataMnlo yia avoookateotahyiévous aoBeveic. Oa mpénel va Eexvrioel
katdMnhn avriikpoPuaxr Bepancia, o aoBeviic Ba mpénet va napakohouBeitar atevd kat ) Bepaneia e upadacitinib 8a npénetva
Slakonei v 0 aoBevii ev avranokpiverat oty avipuikpoplaxr Bepaneia. H Bepancia e upadacitinib unopei va suveyiotei ok
1 hoipwén tebei umd eheyyo. KaBag undpyer uyndrepn emimwon MoipSewy otoug nAIKIwpEvoU e nhikia = 65 eTwv, 6a mpénel
va diverar mpoooy 6tav yopnyeital Bepaneia oe autdv Tov mnBuoo. Gupariwon: O1 aoBeveic Ba mpémet va umopdkhovtal oe Eheyyo
yia guatiwon (TB) mpwv ano Ty évapén g Bepaneiag e upadacitinib. To upadacitinib 6ev Ba npémet va yopnyeital oe aoBeveic e
&vepyo quylatiwon (BN. napdypago 4.3). To evdeyopievo Bepanciag kat ¢ pupatiwang Ba mpénet va e€etaletar mpw ané Ty
évapén Tou upadacitinib oe aoBeveic e mponyoupévag pin Bepaneupién AavBavovoa uatiwon 1) o€ aoBevei e mapayovreg
Kwv§0vou yia pupariwon. Xuviotdtar oupBouleutik oulmon e 1aTpo e eunetpia ot Bepancia T GUHaTIwONG MPOKEIpEVOU va
SleukohuvBei n Mn andgaon oetika e To edv n évapgn Bepaneiag katd g guparioons efvar KumMn)\n yia évav uzuovmusvo
aoBeviy. Ot aoBeveic Ba npénet va apakohouBouvar yia avamuén onpielwy kat
Twv aoBevay e apvTikd anotéheopa otov éheyxo yia havBdvouoa gupatiwon mv and v évapén e Bepaneiac.
b inon_toyevaw hooéewv: H loyevav hopiréewy, oupmephapBavopévoy Twv EPITIOOEWY
enavevepyoroinong Tou epmroiod (my. épmng (wotpac), avaépbnke oe khwikég pehétec (BA. mapdypago 4.8). O kivbuvog
eppaviong Tou éprma {wotrpa paiveta va eivat upnhotepog e lanwveq aoBeveic mou ehaBav Bepancia e upadacitinib. Eav évag
aoBevic avamvéel épmnta (watfipa, ) Slakor g Sspansm( i€ upadacitinib 60 Tipénet va eGeTaoBel éypt v amoSpopr Tov
eneloodiov. O éheyyoc yia loyevi nratinida kai yia oy  Ba npénelva Ovratmpw ano
v évapgn kat katd T didpketa e Bepaneia e upadacitinib. Ot aoBeveic ot omoiot r]mv BeTivol yia To avtiowa g nratinidag C
Katyla o RNA tou 100 ¢ nratitidag C amokdeiotrkav amd Ti¢ khwikég piehétec. 01 aoBeveic ot omofol firav Beikoi yia To emgaveiakd
avttyovo e natitidag B yia 1o DNA tou to0 ¢ natinidag B anoxheiotnkav amd i kKhwikég pehétec. v katd m iapketa hwng
Tou upadacitinib aviyveutei DNA 1ou 10b g natitida B, 6a mipémet va yivet napanojim oe e€eibixeupévo nratohoyo. EiBohiaopdc
Aev undpyouv iabéaipa Sedoyiéva yia v avianokplon otov epBohiacpio pe euBoia {OVTwy pkpoopyaviopy o€ aoBeveic mou
NapBavouy upadacitinib. Aev suviatdrat 1y yprion epohiwv pe (avtec, eéaoBevnpévoug pikpoopyaviaols katd T Sidpkela 1
apéows mpiv amd T Bepaneia pe upadacitinib. ﬂpw and my évapén s Bepaneiac pe upada(mmb ol aoBeveic ouviotatal va
floouv ONeg Ti¢ KataMnheg v OV KaTd Tou épnta
(wotipa, cuu@wva e TIC YpEXOUUE( Kmsueuvmpm obnyie avooonoinang (BA. mapaypago 5.1 yia Ta Gedopéva ogeTIa jie To
0 auCeuypévo efiBoNo (13-Blvapio, poopopniiEvo) Kat T auyxoprynon e
upadacitinib). KaxorBeia: O kivbuvoc eppaviong Kﬂkonﬁamv ouuﬂﬁp\)\upﬁﬂvnuzvou Tou Nepgupatog, eivar auénpévos oe aoBeveic
13 | apBpiuda. Ta Tipoidvia evbéyetar va aufoowy Tov Kivduvo eugdviong
KakonBetcdy, oupmeptapBavopiévou Tov Nepppatog. Ta kAwika Sedojiéva eivat eni Tou napdviog MEPIOPIOLEVa Kal {aKPOYPOVIES
Jehétec Bpiaxoviar ae eGENEN. Ze kAIKEC peNTeC pe To upadacitinib mapatnpBike ejgavion kakonBewv. O1 kivduvol kal Ta
opéhn g Bepaneiac pe upadacitinib Ba mpémet va eSeralovial mpv and Ty évapgn e Bepaneiag oe aoBeveic pe ywotr
KakorBeta mépav Tov emTuyag Bepaneupévou pn 0 kapxivov Tou d¢pparog (NMSC) ) dtav eSeraderar To evdexopevo
ouvéytong T Bepaneiag e upadacitinib oe aoBevei mov avarrtoooouv kaxorBela. My peavapaixdc kapkivog Tov dépuarog: Mn
pedavwparikol kapkivor To Sépparog éyouv avagepBei o aoBeveic nov éhaBav Bepaneia e upadacitinib. ia aoBeveic o
Slatpéyouv augnpévo kivbuvo avamuéng kapkivou Tou Géppatod, ouviotdtar meplodiki| eppatikr) e€€taon. Auiatohoyikéc
Slatapayéc: Anohutog apiBjioc ovdetepogitav (ANC) < 1 10° ittapa/L, andhutog apiBpoc hepgokuttapwy (ALC) < 0,5x 10°
kurapa/L kar aipoogaipivy < 8 g/dL avagépbnkav oe mooootd <1 % Twv aoBeviov o€ khiké doipéc (BN. mapaypago 4.8). H
Bepaneia dev Ba npénei va Eekwa, ) Ba ipémet va Slakometal ipoowpivd, oe aoBeveic e Tyég ANC < 1x 10° kotapa/L, ALC <
0,5x 10° kuttapa/L i} aipoogaipivn < 8 g/dL mou mapatnpolvial Katd T didpkela g auviiBoug apakohouBnang Tov aoBevoi
(Bh. mapaypago 4.2). Kapdiayvetakoc kivuvoc: O1 aBeveic e peupatoeidn apbpinida éxouy augnpiévo kiviuvo yia kapdlayyeiakéc
Slatapayéc. Ztoug aoBeveic mou hapBavouv Bepancia e upadacitinib Ba mpémet va avripeTwniCovrat ol mapdyovreg kvdbvou (my.
unépraon, unephmoaria) we pépoc m¢ owvibous Bepaneiac. Awmibla: H Bepaneia e upadacitinib ouoyetiomke pe
S000€€apTipeves auéroels oTic NMOIKEG ApapéTpouc, o éung ¢ ohiKr¢ YoAoTepoAng, ¢ Nimompuwteln
Yapnig nukvotntag (LDL)-xohnatepohng kat e hmompuwrefung uynhvi nukvotntac (HDL)-yonatepohng (BX. mapdypago 4.8).
Orauénoeig ot LDL yohnatepohn peiBnkav ata mpo try Bepaneiag enineda w aviandkpion ot Bepaneia otamividy, mapoho mou
Ta otoiyeia eivat nepiopiopéva. H emidpacn autaw Twv auéfioewy Twv Amdikay Tapapétpwy oty kapdiayyelaki] voonpdtta Kat
Bvnaiotnra dev éyel mpoadioplotel (B). mapdypapo 4.2 yia v odnyia ] ). Aughoeic nnatikav.
Bepaneia e upadacitinib ouoyetiotnKe e auénpéun enttwon abénong Twv NaTIKGY evibj Oapy
AgiohoyrioTe Kata TV apyIki] EKTinoN Kai 0T OUVEKEIa O0i@wva (e Tr) ouviBn avTiET@Mion Tov aoBevouc. ZuvioTdtal peon
Slepedvnon g arria abénong Twy nmatikav ev{ipwv mpokelévou va eviomatodv mbavd mepiotatikd atikig BAGPnG
TpokhnBeioac ano gdppaxa. Edv kata m Sidpkeia G ouviiBoug oG Tou aoBevoi map v auénoeig ota
enineda e ALT g AST kat mBavohoyeita mpokhnBeioa and gdppiaxa natikr Bhdpn, n Bepaneia pe upadacitinib Ba mpémel va
Slakomef péypt va amokhelotef 1o evdexopevo autrg TG diayvwong. OheBikr BpouoeyBol; TupBdvia ev T Pabel pAeBikric
BpopBwong (DVT) kat nveupovikrlc eppohric (PE) éyouv avagepBei o€ aoBeveic mou AapiBdvouv avaatoheis g Kivdong JAK,
ovpmepihayBavoyiévou Tou upadacitinib. To upadacitinib Ba mpénet va ypnipiomoteitat e npocoy} o€ aoBeveic e UPMAO Kivduvo
eppaviong ev Tw paber phefikric BpopBwong/mveupovikic epBolic. Ot napdyowzc Kwbvou ot omoiol Ba mpémet va e€etalovar
otov kaBopiopd Tou kivdbvou Tou aoBevou yia oW Badel qyk&m popBwon/mveupioviky euBoh dvow v
JeyahdTepn n\ikia, Ty ayuaapkia, To atpik 10Topikd ev Tw Badel pheBikig BpopBwang fic €BoNg, Toug aoBeveic nou
unoBdkhovrat oe pieiCova yelpoupyiki) enépBaan kat Ty napataBeioa akwntomoinan. Edv onpetwoly Kvikée ekdnhGaeiC ev Tw
BBt pheBixrc BpoyBwong/mveupoviknic euohdc, n Bepancia e upadacitinib Ba mpémet va dlakdmeta kat ot aoBeveic Ba mpénet
va unofhnBodv o dpeon aglohoynon, ﬂKO}\OUSOUuEVﬂ ano kataMnhn Bepancia. 4.5 ANAqAemdpdoerg pe dMla
(PAPHAKEVTIKG MPOTOVTA Kt GANEG HOpQEC ak Avvnukd eni6paon dhay TpoiovIwy ot
(papuakokwvTke Tou upadacitinib: To upadacitinib peraBoNiCetat kupiwg and To CYP3A4. Zuvendc, ot ekBéoeig Tou upadacitinib
010 Aoyl {mopody va EMPEAOTolY amd papiakevTIkd npoiovia, Ta omoia avaotéMouv 1 endyouwv toxupd To CYP3A4,
Zuyyopriynon pe avaotoleic Tou CYP3A4: H éBeon 1o upadacitinib auédverar katd T ouyyopriynon pe 1oyupoi avaoToheic Tou
CYP3A4 (6mw efvar n ketokoval0hn, 1 tpakovaloln, n moakovalokn, ny Boptkovalohn kat ) khapiBpopukivn). Ze pia khwvikr)
Hehém, 1 ouyxopriynon Tou upadacitinib e ketoxovaohn odiiynoe oe 70% kat 75% auéfoeic ot C . kat my AUC Tou
upadacitinib, avtiototya. To upadacitinib 15 mg dnag nuepnoiws Ba mpénel va ypnatporoteitar e mpoooy oe aoBeveic mou
AapBavouy xpovia Bepaneia pe 1oyupoic avaotokeic Tou CYP3A4. To upadacitinib 30 mg dna& npepnoiwg dev ouviotdtar oe
aoBevei mou apBavouv ypovia Bepaneia e 1oyupous avaotoheig Tou CYP3A4. Ze nepimtwon pakpoypoviac ypriong, Bampénel va
eetalenal 1o evbexOpevo evalakTkev mhoywv oty papuakeuTiKi aywyr He oxupo avaotohéa tou CYP3A4. Supyopriynon e
enaywyeic ou CYP3A4:H éBean ato upadacitinib petcovetal katd T ouyyopriynon e 1oyupoug enaywyeic tov CYP3A4 (6w eivar
1) PIGapMIKiv Kat 1) panuroivn), yeyovog mou mopei va odnyricel oe ielwyiévn Bepaneutikr enidpaon Tov upadacitinib. Ze pia
Khwiki| pehém, ) ouyyopriynon Tou upadacitinib peta ano moManmhé ool proapmkivng (1oxupoc emaywyéag Tov CYP3A)
obiiynoe ot nepiou 50% kat 60% pewwoeic om €, kat v AUC tou upadacitinib, avtiotoiya. 2¢ mepimuwon auyxopfiynang tou
upadacitinib pe mxupouc ENAYWYEIC ToU (VP}M o nuezvﬂc 6a npsna va napaxohouBodvial yia petaPoléc oty evepydrnTa g
vooou. H peBotpetam kaita Tov pH gapy @ npoiovta (1. aveiogva r ot avaotoheig aviiag npwroviwy) dev
£youv kaplia enipaon Tic ekBéaec Tou upadacitinib ato mhdoyia. Auvukn enidpaon Tou upadaitinib i My
papuaKevTikoy mpaiovrwv: H yopriynon moMamav dnag npepnaita doewv 30 mg upadacitinib oe vyt Toa eiye neplopiajiéun
eniépaon o exBéoeic g pidalordung (evaiobiyro umdotpwpa yia to CYP3A) oto mhdapa (26% peiwon omv AUCkaitn €, g
idaohapng), unodetkviovrag ot To upadacitinib 30 mg anag nyepnoiwg Sovatar va aokrioet aoBevi) enaywyika enidpaon oto
CYP3A. Ze pia Khwiki} pehétn, n AUC g pocouBaorarivag kai g atopBactativng HeldBnkav katd 33% kat 23%, avtiotolya, kat
0 C,,,, 7¢ pooouBaotarivne peidBnke katd 23% petd ano T yoprynon noMamhv amag npepnoica 89oewv 30 mg upadacitinib
og uyi dropa. To upadacitinib dev eiye kapia oyeTkn) enidpaon om C ¢ atopBaotativne i oTic exbéoei; e opo-
udpofuaropactativng oto mhdopia (jeilwv zvspvo( petaBoditng me mopﬁoumnvm( ). Aev auviotdtal upuuupuuvn g Soang Twv
unootpwpdtwv tou CYP3A 1 g 1) ¢ atopactativng katd Toug e upadacmmb To
upadacitinib dev aokei kapiia oyeTkn emidpaon oTic ekBéaei; Mdajiatoc o 6An, AeBovopyeatpéhn, i
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0 QAPHAKEVTIKG TpoidvTa Tov ouvioTolv LmoaTpwpata yia HetaBokioo and ta CYPTA2, CYP2B6, CYP2C9, CYP2(19 1y To
(YP2D6. 4.6 FovipdTnTa, KUNon kat yahouyia: [uvaikec o avanapaywyiki nhikia: ¥Tic yuvaikeg o¢ avamapaywyki nhikia
TIpEMeL va ouvioTatal 1) yprion anoteheapatikiic avriooMnbng kata  Sidpketa ¢ Bepaneiac kat yia 4 epBoyddec perd my
Teheutaia doon Tou upadacitinib. Ot Briheig mardlatpxol aoBeveid f/kat ot yoveic/ppoviatéc Toug Ba mpénel va evnepavovTal yia
TV avaykn emkoivwviag e Tov Bepdnovia atpd ok n aoBevic eppavioe epunvapyi eve happaver upadacitinib. Konon: Aev
diatiBevrar 1 eivat mepiopiopéva Ta kwika Sedopiéva oyeTika e T xprion Tov upadacitinib oe éykveg yuvaikes. Mehéteg oe {oa
Katédelgav avanapaywyikn Toéikotna (BA. napaypago 5.3). To upadacitinib doknoe tepatoydvo Spdon oe emipueg Kat kovikhoug
L€ emBpdoeiC 0Ta 00Ta O€ EuBpua MUY Kat 0TV kapdid o€ éuBpua kovikhwy katd T evdopntpia (in utero) ékBean. To
upadacitinib avrevBeikvutar kata T didpxeia g eykupoabvng (BX. mapaypago 4.3). Edv pia aoBeviig pieiver éykuog katd T
B1dpKeta Mng Tou upadacitinib, ot yoveic Ba mpémet va evnyiepwBoly yia Tov mBavo kiviuvo yia To éuBpuo. Bnhaopdc: Aev eivat
Wwoto €dv 1o upadacitinib/ ot petaBohiteg anexkpivovtar oto avBpwnivo yaha. Ta SiaBéoia appakoduvapk/togikohoyka

oNikr¢ 6hng, Tov MG LDL yohnotepohng kai g HDL yohnatepohng. Aev OBnKav petaBohéc oty
avahoyia LDL/HDL. Or au€foei napamprifkav oTic 2 éuw 4 epdopiadec Bepanciag ka mapépievav otaBepéc und pakpoypovia
Bepaneia. Meta€y Twv aoBevidv atig eheyyOpieves HENTEC pie apyIkég TN kdTw and Ta kaBoplopéva pia, mapatnprnkav ot
aohouBeg ougvaTTEC aoBeviy e petatomon ndvw ané Ta kaBopiopéva dpia TouhdxioTov piia opd katd T SidpKeia Twv 12/14
BBopaduv (oupmepapBavopévav Twv aoBeviv mou ejpavioav fia pepovwpévn auénuévn T): - ONkr yoknotepohn = 5,17
mmol/L (200 mg/dL): 62% évavri 31%, oTic opadec Tou upadacitinib 15 mg kat Tou €kovikod papudkou, avriotoiya. « LDL
XoAnotepohn = 3,36 mmol/L (130 mg/dL): 42% évavri 19%, oTic opddeg Tou upadacitinib 15 mg kat 10U etkovikoD papyidKou,
avtiotoiga. « HDL yohnotepohn = 1,03 mmol/L (40 mg/dL): 89% évavtt 61%, otic opddec Tou upadacitinib 15 mg kat Tou
€lkovIKoD gapyudkov, avtiatoiya. « Tphukepidia > 2,26 mmol/L (200 ma/dL) 25% évavti 15%, oTic opddeg Tou upadacitinib 15
Mg Kal T0U EIKOVIKOD (papidKov, avtioTolya. Kpearvikrj pwapokivdon: Ze ENeyyOpeve e EIKOVIKO papiiako PENTEC e DMARDS
g Sspunaa unoBaBpoU yia éwq kat 12/14 edoddec, napatnprBrxav avénoeig otic Tipég e CPK. Auéroeig g CPK > 5 xtou

dedopéva oe (wa ébel§av anéxkpion Tov upadacitinib oto yaha (BAéme napdypago 5.3). O kivduvog ota veoyva/Bpégn dev pmopei
va amokhelotel. To upadacitinib Sev mpémet va xpnotonoieftal katd T &idpketa Tou Bnhaopiod. Mpénet va anogaoiotet edv Ba
Slakonei 0 Bhaoudc 1 Ba dlaxonei n Bepaneia e upadacitinib, AapBavovtag umyn 1o dpehog Tou Bnhaciiod yia to naidi kai 10
Gehog T Bepaneiag yia ) yuvaika. [loviotnta: H enidpaon Tov upadacitinib oty avBpamvn yoviotnta Sev éyel alohoynBel

0 opiow (ULN) 010 1,0% kat 0,3% Twv aoBevav yia Siaotnjia 12/14 eBSopdduwv oTic opiddeg
Tou upadacitinib 15 mg Kkai Tou €ikovikol papjiakov, avtioTolya. Ot meploodtepeg augfioelc > 5 x ULN fav mapodikéc kai dev
éxpnlav Staxorg g Bepanciac. O1 péoeg Tipéc CPK augiBnav éwg Tic 4 efdopdde pe péon avénon g taéng Twv 60 U/L otig
12 eBbopadec kai napépevav otaBepéq oe augnuévn T ot OUVEel, ouLMEPIAAUBAVOLEVY TWV TIEPITTCIOEWY LMD

Mehétec oe (wa Sev umodetkviouv emdpdoeic avagopikd pie T yoviotta (BA. napdypago 5.3). 4.7 Gogig oty
KavoTNTa 081jYNong Kat XElpIopol unxuvqumv To upadacitinib Oev éyer kapia ) éxer aorpavmn enidpaon omy
IkavotTa odfynang Kat yetpiojiol 48 0 evépyeteg: Zivown tou mpooid aogdleiac: ig

Tapatetapévn Bepaneia. Quderepomevia: Ze eheyyOLeves e eoviko papiako ekt jie DMARDS ¢ Bepaneia umoBdBpou, yia
£wkal 12/14 fdopadec, petdoeic otoug apiBpole Twv oudeTepogilwy Katw Twy 1x 10° KuTtdpwv/L o TouhdyioTov pia pétpnan
070 1,1% Kat o€ mooootd <0,1% Twv aoBevidv oTic oddeg Tou upadacitinib 15 mg Kat Tov eikovikod papjiakou,

ENEYYOEVEC e EIKOVIKO (ppaKD KMIKE( dokipéc yia peupatoeidiy apBpinida, Ywpiaoikr apBpitida kat aykuhomomnTikr

nda, ol ouyvotepa p 0 avtibpaoelc (2% Twv aoBeviv oe Touhdyiatov ia amd Tic evBeiei pe
0 peyahitepo mooooTd petagh Twv evdeiéewv mou napouoidodkav) pe 1o upadacitinib 15 mg frav ot Aoyéel Tov avidtepoy
avanveugTikob ouotipatog (19,5%), T av§npiéva enineda kpeatvikiic guogokivaong aipatog (CPK) (8,6%), 1 augnyéva
enineda ahavvikiic Tpavoapvaong (4,3%), n Bpoyyitida (3,9%), n vautia (3,5%), o Brixa (2,2%), Ta avénpéva enineda
aomaprikig (2,2%) katn a (2,29). ZTig eheyyOpeveC e EIKOVIKO (APHAKD KAVIKEG SoKIpeg
QoMK 01 0UYVOTEPT avtbpacelc (=2% Twv aoBevi) e 1o upadacitinib 15 mg i
30 mg firav ot hop@éer; Tov avatepou avanveuoTikod ouaTatog (25,4%), n akpr (15,19), 0 amhog épmg (8,4%), n
kegahakyia (6,3%), Ta av§npéva enimeda kpeatvikic pwagokivdong (CPK) (5,5%), o riyac (3,2%), n Buhakinda (3,2%), o
Kothiako dhyo (2,9%), n vautia (2,7%), n oudetepomevia (2,3%), 1 mupegia (2,1%) kat n ypimn (2,1%). Ot ougvotepeg ooPapég
avemBopnTec avtidpdoelc fitav ot ooPapéq owéerc (BN. napaypago 4.4). To mpogil aopakela¢ Tou upadacitinib uno
Jakpoypovia Bepancia fitav yevikd mapopolo fie To Tpopik aogalelag katd T SIGPKELa TG EAEYXGHEVNS HE EIKOVIKO PAPHAKO
Tep1odou e ONeg Tig evdeiteic. Katahoyoc avnibpdoewy umo Hopen mivaka: O katdhoyog TV EVEPYEIV
miou akohouBet Baoietat oty eumetpia and Tig Khwikéq Sokipiéc. H ouyvotta Twy avemBopnTwy evepyeidv mou maparifetat
TIApaKaTw, opiCeTal ypnatonolaviag Ty akohoudn abpBaon: kb auyvec (= 1/10), auyvéc (= 1/100 éwg < 1/10), oyt ouyvég
(= 1/1.000 éw¢ < 1/100). Or ouyvotnreg otov Mivaka 2 BaciCovtar oTo uYnAGTEPO aM6 Ta MO0OOTA TwV aVEMBIUNTWY
avridpdoewy mou avagépBkav pe To RINVOQ 15 mg o khwikég Sokipiég v TIaBA0EWY Kl ATOMIKTG i
L€ 10 RINVOQ 30 mg oe Khwikég Sokijiég aTomikiig fudac. 2T mepuroei; mou f adloonpieivteg Slagopéc
TN ougvGTTa HETagd Twv evdeiCewy, auTég napouaiadovial oTi UMOONHEIDOEIS KAT® and ToV TIVaKa.

Mivakag 2. AvemBupnTeC evépyeteq

Kamnyopia cuotijpatog opydvwy
NoIHGEEIC Kal TAPaoITQoEI

Mo ouyvég Tuyvég
Aotaéer o avitepou | Bpoyitida®*, Eprmg

‘)1 oURVEC
Mveupovia,

avtiotoiga. Ze kAWIkéG pehérec, n Bepaneia SiakomnKe wg anavinon o€ Tiud ANC < 1x 10° kuttapwv/L (). mapaypago 4.2). Ot
iéoot apiBpoi ovdetepogihwv peBkav o didotnia 4 éwg 8 epdopadev. Ot petoel aToug apiBpol Twy oudeTepopiu
Tapépewvay otaBepéc o xuun}mrzpn I O Oyéan) HE T apyIki) eKTipnan o podo Tou ypovou, aupmephaavopévey Twy

o éwn Bepaneia. Ywpiaoi apbpinda: ¥uvohikd, 10 mpogik aopaletag nou mapatnprBre oe aoBeveic
e evepyd Ywplaoik apBpitida mov éhaBav Bepaneia pe upadacitinib 15 mg fitav ouvenéq e To mpogik aogdetag Mou
napatnpiBre o€ aodeveic pe peupiatoeidr] apbpinda. Zroug aoBeveic mou éhaBav Bepaneia e upadacitinib o€ ouvbuaopo e
Bepancia MTX évavtt Twv aoBeviov mou éhaBav povoBepantia, napatnpribnke vnAdtepo modoato cofapav hoyweewy (2,6
ouppavta avd 100 ém-aoBevoi kat 1,3 oupBavia avd 100 ém-aoBevolc, avrioTorga) Kat auEAOEIC NTATIKGV TpavoapIvaowY
(au€oeig ALT BaBpoo 3 kat upndtepa modootd 1,4% kat 0,4%, uvnmmxu) yxu}ormmnxa anovéulinda: Tevikd, To Tipoik
aogahelag nov maparnprBKe o¢ aoBeveic i evepyd {na mou é\aBav Bepaneia e upadacitinib 15 mg
fiTav ouvené pe To Tipopil aopakelag mou 0 a0Beveic e apBpirida. Aev oBrkav véa
eupripata aopdhelac. Aromkr depuariniba: Aouedéers: Sy eNeyyopevn e EIKOVIKO PapHako Tiepiodo Twv KAWIKGV HeNeT, 1
ougvotTa e hoijiwéng oe Sidotnpa 16 eBSopadwv oTic opddeg Tou upadacitinib 15 mg kat 30 mg fitav 39% kat 43% ouykpitikd
i€ 30% o opdada Tou 0 papydkov, avriotoiya. To 6v0 110000TO AotpichE€wv yia Tic ojicdeq Tou upadacitinib 15
mg kat 30 mg firav 98,5 kat 109,6 ouppavta ava 100 ém-aoBevol, avtiotolya. Le eheyXOEVES |IE EIKOVIKO GAPHAKO KAVIKEC
Jehérec, 1y ouyvotnta g ooBapric Mipwéng oe didotyia 16 epdopdduwy otig opadeg Tou upadacitinib 15 mg kai 30 mg frav
0,8% Kat 0,4% ouykpitikd pe 0,6% otV opdda Tou elKovikoU @apudKou, avriotoixa. To Hakpoxpovio TooooTo coBapiv
hot@gewv yia Ti opadec Tou upadacitinib 15 mg kat 30 mg fitav 2,3 kat 2,8 oupBdvia avd 100 ém-aoBevolc, avriotoiya.
Fukapiaxé Aonueséeis (eSaipoupévng ¢ pupatiwans): Lty eheyyopevn He EOVIKO (apHaKo mepiodo Twy KAVIKWY PENETEY, Oheg
ol eukaiplakéc hotpwEeig (€aipoupéviv g pupatiwon Kat tou éprnta (wotipa) mov avapépbnkav frav epmmrikd éx(epia. H
auyvotnTa Tou gpmikod ek(éarog oe Sidotnyia 16 edopdduy oic opddec Tou upadacitinib 15 mg kat 30 mg fitav 0,7% kat
0,8% ouykprikd pe 0,4% oty opdda tou 0 gappdkou, avtioToya. T 6v10 110000TO TOU £pmTIKOL EKCEjIaTo yia
TI¢ opddeg Tou upadacitinib 15 mq kat 30 mg fitav 1,6 kat 1,8 aupavia avd 100 ém-aoBevous, avtiotorya. Eva mepiotatiko
0l00gayikr¢ kavivtiaong avaépBnke jié to upadacitinib 30 mg. To piakpoypdvio noo0oto Tou éprinta (wotrpa yia Tic opddeq Tou
upadacitinib 15 mg kat 30 mg fitav 3,5 kai 5,2 supBavta ava 100 ém-aoBevoug, avtiotoiya. Ta neploadtepa oupBavia épmta
G &va i6vo deppotopio kat dev frav ooBapd. FpyacTnpiakés avepahiec: O1 SoooetapTiyieves petaBorég

e avénpévng ALT f/kat e auénpévng AST (= 3 x ULN), Twv mapapépwy Twv mdiwy, Tov Tipov e CPK (> 5 x ULN) kar g
ouéazponzvm( (ANC < 1 10° krapa/L) miou ouoyetiotnkav e ) Bepaneia pe upadacitinib fitav napopole yie auté mou

Tou Swpuw Kai tou

Liatapayéc 1ou yaotpeviepikou Kothakd dhyog”
Navtia
Diatapayé ov Gépyiatog kat Tou uroddplov | Akpr Kvidwon'

QVanveuoTikol {wotipag, Amhac épmnc’, | Kavrivriaon tou
auotrpatog (URTI)® Ouhakiuda, [pimn 0T0paTog Twotiipa
Aiatapayéc Tou aipomomTIkoD Kat Tov Avaiia, Oudeteponevia
epigikoU ouoTrjiaTog
Marapayéc tou petaBohioiol kat e Bpépn Ynepyohnotepohaipia® | ¥
Auatapayéc tou avanvzuanmu QUOTAATO, Briyag

TICKAVIKEG HENETEC yia peupiaTohoyikeéc maiioeic. Mikpéc auéroeic atny LDL xohnatepohn mapatnprinav petd
v epdopada 16 ot pehete atomkrc deppatindac. Hhiwpévor: Me Baon nepiopiopéva Sedopiéva oe aoBeveic pe atomkr
Separitidanhikiag 65 ety kat v, unipge PnAGTEPO To000TO OUVONIKEY avemBULINTWY evepyelv e T d60n upadacitinib 30
mg oe abykpion e T 6on Twv 15 mg. Naidiatpkdc mnBuoudc: Tuvohika 343 épnBot nhikiag 12 éwg 17 €Tov e atomki}
Sepparitida unopiBnkav oe Bepancia atic pehéteq Odang 3, ek Twv omoiwv ot 167 extébnkav o 15 mg. To mpopik aopdhelag Tou
upadacitinib 15 mg o€ egrioug firav mapaiolo pe ekefvo Twv evihikwy. H aopdheia kat n anoteheoparixotta me ddong Twv 30
mg 0 swnﬁuuc Bpiokovtar akopn und Siepetvnon. Avapopd ] evepyelov: H avagopd
0 EVEDYEIDV |IETG Qo T yoprynon adelag Kukhoopiag T0U GApHAKEUTIKOD MpoiovTog €fvat

onpuvnm Emrpena T ouveyi napaxohodBan ¢ xéang ogéhouc-kvBivou Tov GapuaKeuTIkod Mpoi6vTo. Zneitat amé Toug
YyeMuatiec uyeiac va avagépouy omoieadiimore mBavohoyoUpeveq avemBULNTEC vépyeteq péow Tou ebvikal ouoTrjiato
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[evikég Blatapayé kat kataotdoelg ¢ 0dol Komwon, Mupecia
Jopiynone

Naparhwikég e€etdoelg Auénpévn CPK

aiparoc, Auénpévn
ALTE, Augnpéun ASTF,
Avénpiévo Bapog
Kepahalyia

Aatapayéc tou veupikoy auaTrjuatog
 Mapovotdetat we opadonoinpévag 6pog
F 31¢ Soxipeg atomikii Sepparinidac, n ouyvotnta Bpoyindac, unepyohnatepohaipiag, auénuévng ALT kat avnpévng AST
fiTav Gyt ouyvr)

' 3¢ PeNéTec yia pe

¢ aBro€1c, 1 ouRvOTTa fTav UV Yia TV Ak Kat 61 ouyvr yia TV Kvidwon

Neptypagny evepyelov: Peuyiaroaidiic appinida: Aopicicels: Y€ eNeyyOHEVES e EIOVIKG appaKo
Kk pehérec pe DMARDs wg Bepaneia unoBaBpou, n ouyvatnta e Moipwéng oe Gidomya 12/14 eBSopaduwv oty oudda tou
upadacitinib 15 mg fitav 27,4% ouykpitika fie 20,9% oty opdda Tov EIKoVIKOD papydKou. Y€ eheyxopieves e eBotpeddmn
(MTX) pehérec, n ouyvoTnta e Aoijiwéng e didonpa 12/14 epbopadewy oty ojidda HovoBepaneiag e upadacitinib 15 mg frav
19,5% auykprrikd yie 24,0% ot opada g pebotpegamng. To auvohikd Haxpoxpovio odoaTo AoHGEEWY yia Ty opdda Tou
upadacitinib 15 mg kat 0T mévte khike pehéeq paong 3 (2.630 aoBeveic) frav 93,7 oupBdvra ava 100 £m-aoBevolc. Ze
eheyyOileveC [1e ekoVIKO QapHaKo KAVIKEC peNéteg ie DMARD we Bepaneia umoBdpou, n ouyvotta coBapi Aoijwéng oe
didotna 12/14 epdopaduwy oty opdda Tou upadacitinib 15 mq fitav 1,2% ouykprtikd pe 0,6% ot opdda Tou eKovikol
Qappaxov. Ze eheyyopeves e peBotpetam pehétec, n ougvota TG ooBaprc Aoilwéng oe idomya 12/14 eBbopaduwv omy
opdda povoBepaneiag e upadacitinib 15 mq frav 0,6% ouykpitika e 0,4% oty opada g peBotpegdmng. To ouvohikd
Lakpoypovio oaoaTo coBapwv hotEewy yia Ty opdda Tou upadacitinib 15 mg kat aTig névte KAWIKEC Hehérec gdong 3 fitav
3,8 ouppdvia avé 100 ém-aoBevolc. H ouyvotepn doPapr} Aoijiwén fitav n Mveupiovia. To mooooto coPap@v AoiwEewy
Tiapéplewe otaBepd pie T Hakpoypovia éxBean. Eukaipiakés Aopueaéers (eCaipoupiévn e puuatiwn): Le ENYYOHEVES e EKOVIK
@dppako kKhviké ehéteg yie DMARDS we Bepanela unoBaBpou, ) ougvTTa Twv evkaiplak@v howEewy oe didotnpa 12/14
eBSopadwv oty opada Tou upadacitinib 15 mg firav 0,5% ouykprikd pe 0,3% otV opdda Tou Ekoviko) appdKov. Ze
eheyyopevec pie pebotpetdmn pehérec, Sev onpedBnav meplotatikd evkaipiakii hoipwéng oe didotnya 12/14 edopadwy oty
oyada povoBepaneiac e upadacitinib 15 mg eve oty opdda g peBotpetatng to mooooto fitav 0,2%. To ouvoNikd Hakpoypovio
TI0000TO EVKAIPIAK@Y holpcdewv yia T opada Tou upadacitinib 15 mg kat otig mévre Khikég pehéteg gdong 3 firav 0,6 supBavia
avd 100 ém-aoBevoic. To pakpoypdvio TocooTo épmnta (wotrpa yia TV opdda Tov upadacitinib 15 mg kar aTic névre khwikég
uehérec Oaang 3 fitav 3,7 cupBdva ava 100 ém-aoBevouc. Ta mepioodtepa oupBavta épmnta {wotrpa mepiehayBavav éva povo
Sepyotopio kat dev ritav ooPapd. Avéijoeic nratidv Tpavoayvackv: L eNeyXOUEVEC He EWOVIKO QAPIKO KAVIKEC HENETEC (e
DMARDs wc Bepaneia unoBaBipou, yia éwg kat 12/14 fdopddec, auénaeig oy alavivikn Tpavoayivon (ALT) kat Ty aomaprikr

pvdon (AST) = 3x opiov (ULN) o¢ Touhdyiotov pia pétpnon napatnprinkav ot 2,1% kai o
1,5% Twv aoBevav mou éhaBe Bepancia pie upadacitinib 15 mg, ouykprtikd e 1,5% kat 0,7%, avtiotoiya, Twv aoBeviv mov
éaBav elkoviko gdpHako. Ta MEPIOTOTEDQ MEPIOTATIKA QUEAOEWY OTIG ATIKEG TPOVOAUIVAOEC fiTaV GOUUITTWHATIKG Kat
Tapodika. S€ eheyyopeveq pe pebotpecam pehéteq yia éwg kat 12/14 epSopadec, auéroeic oty ALT kai v AST = 3 x ULN og
Touhdylotov piia pérpnon napatnprifnkav oo 0,8% kai To 0,4% Twv aoBevav mov éhape Bepaneia e upadacitinib 15 mg,
ouyKpITIka (e 1,9% kat 0,9%, avtiotoiya, Twv aoBevay ou éhaBav peBotpe§dm. To mpdtuno kat n enimtwon g adénong oty
ALT/AST napéyiewav otaBepa oty mapodo Tou xpovou, upmephajiBavopévwy TwY HaKPoKPOVILY PeNetv enéktaong. Aucrioelg
Améiwv: H Bepaneia pe upadacitinib 15 mq ouoyetiotke pie auéroeic otic hmdikég napapétpoug oupmepihapBavopévng e

avagopdc ou avaypagetal napaxatw. ENVaSa: EBvikog Opyaviopiog Gappiakwy, Megoyeiwv 284, GR-15562 Xohapydg, ABiva,
Tk + 30 21 32040380/337, Dag;: + 30 21 06549585, lototonoc: http://www.eofgr. Kimpog: Oappakevtikéc Yimpeaiec,
Yroupyeio Yyeiac, CY-1475 Aeukwota, Tnk: +357 22608607, Oa€: + 357 22608669, lototonoc: www.moh.gov.cy/phs.
6. OAPMAKEYTIKEZ MAHPOOOPIEE: 6.1 Katdhoyog ekdoxwv: [lepieyouevo diokiov: Mikpokpuotakhikr) kuttapivn
YrpopeModn. Mawitohn. Tpuyo o€0. Mupitio, koMoeidéq dvudpo. Mayviolo oteatiko. Emkalugn ye Nemto uyévio:
MokvBvuhahkodNy. MokuaBukevoyhukohn. Takne. Triaviou diogeidio (E171). Zidnpov ofeidlo péhav (E172) (povo yia Ty
TEPIEKTIGTTA Twv 15 mg). Ziripou o&aﬁ\o epuipo (E172). 6.2 Aauuﬂnmn]ts( hev epappoletal. 6.3 Adpketa {wiig:
RINVOQ 15 mg Biokia Mokia 0¢ ouoKevaoies kupedng (blister): 2
Xoovia. Atokia mapatetapéung anodéojievong o ouokevaote gidhng: 3 ypovia. RINVOQ 30 mg diokia mapatetapévnc
anoéoyevonc: Aiokia mapatetapéng anodéopievong oe ouokevaoies kupéhng (blister): 2 xpovia. Aokia mapatetapévng
anodéopevang e ouokeuaaie gIaknc: 3 xpovia. 6.4 Iiaitepeg mpoguldgeic katd T @UAagn Tou mpoidvog: Autd To
QapyakeuTIkd Tpoidv Sev anarrei idlatrepeq ouvBrkeg Beprokpaoiag yia Ty ikagn Tou. Quldooete Ty apyiki| ouokeuaoia
Kuéhng (blister) ) ot gidkn Tpokelyévou va mipooTatebetal amo w uypaoia. Ammpms 0 @ik kahd Khetopévn. 6.5 @von
Kal GUOTATIKA Tou nzplzkm RINVOQ 15 mg dlokia k ¢ ouoKevaoieq Kupéng
(blister) ano - ahoupivio 0€ GUOKeVaoiEG Tou Mepiéyouy 28 1)
98 Slokia e mov mepiéyouv 84 (3 ouokeuaoieq Twv 28) Slokia mapateTapévng
anodéopevonc. Oidhe mohvaiBulevion uwn)\ncnuwomm( (HDPE) y1é amoénpaviko oo kat kandki nokuriporiukeviou o kout
Tiou mepiéxet 30 diokia é Méyebog 1 gidkn (30 dlokia napatetapévng amodéapieuanc)
1 3 qiakeg (90 biokia 16). Mnopei va pnv polv dheg ot ouakeuaaiec. RINVOQ 30 mg Siokia
napaterapévnCanodéopevonc: Hyepohoylakeg UUOKEUGUIE( Kupeng (blister) and  mohuBvuhoxhwpidlo/mohuaiBukévio/
ohuxhwporpipBopoatBulévio - ahoupiivio e auokevacieg mou mepiéyouv 28 1} 98 dlokia napatetapévng anodéapievonc. didhec
nokuuwﬁulzwou quMc ukvottag (HDPE) e ano&npaviiko oo kat kamakt mohunponueviou o€ kouTi mou mepiéyel 30 dlokia
MeéyeBog fac: 1 gidAn (30 Biokia mapatetapévng anodéapievonc) 1y 3 piakes (90 diokia
fun ¢ ). Mropei va yn Ohec ot ouokevaoie. 6.6 IBiaitepe mpoulaers andppupng:
KaBe aypnotyionointo QapHakeuTIo mpoiov rj uMoNeljIHa MPENE| va aMoppITTETaL O0UQWYA e Tig KATA TOMOU I0YUOUTEC OYETIKEC
dladceic. 7. KATOXOX THE AAEIAZ KYKAO®OPIAL: AbbVie Deutschland GmbH & Co. KG, Knollstrasse, 67061 Ludwigshafen,
leppavia. 8. APIGMOZ(01) AAEIAY KYKAOOOPIAS: EU/1/19/1404/001. EU/1/19/1404/002. EU/1/19/1404/003.
EU/1/19/1404/004. EU/1/19/1404/005. EU/1/19/1404/006. EU/1/19/1404/007. EU/1/19/1404/008. EU/1/19/1404/009
9. HMEPOMHNIA NPOTHE. ETKPIZHE/ANANEQZHX THE AAEIAX: Hytepopnvia mpig éykpiong: 16 Aekeppiou 2019.
10. HMEPOMHNIA ANAGEQPHZHE TOY KEIMENOY: 09/2021

hemopepel f€C yia 10 mapdv gapy Tipoiov ivat SiaBéoiyiec otov diktuakd tmo Tou Eupwnaikod Opyaviopol

Oappdkwy http://www.ema.europa.eu.

Tpémo 81éeonc: llepiopiopév atpixi] BonBriote va yivouv Ta gappaka mo acpai kat

auvtayr and eidiko 1atpo kat mapakohodBnon Avagépete
Katd T didpkeia g aywyric. OAEZ TI¢ aVemBUUNTEC EVEPYELEC Yiat
OAA ta pappaka

Aiokio mapatetapévng amodéapevang

Soumnpid KITPINH KAPTA:
15MG/TAB B8 AT 95538 € SIS g





