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(. Kineret

(anakinra)

To Kineret® (anakinra) éfafe éykpion

ané tov Eupwnaiké Opyaviopo Oappakwv (EMA)
yia tn Oepaneia acOevov pe nveupovia
ogeifiopevn otn vocgo COVID-19.

Mpiv tn ouvtayoypdenon tou Kineret® 100mg /0,67 ml napakafoGpe cupfouneuteite tnv nepiinyn xapaktnpIoTK®Y TOU MPOioVTos,
nou ivar d1aBéaipn kavovias KAk 0.

Kineret® ouokeuacia 7 Alafabpiopévav npoyepiopévwy oupiyywv, NT: 163,88€

Tponos 61a0eons: H 61dyvwon kai/n n évap&n tns Bepaneias yivetal o€ Voookopeio Kal Pnopei va ouvexietal kal ektds Voookopgiou unéd
v napakoioldBnaon €161ko0 1aTpoU.

1. Mepidnyn Xapaktnpiotik®v Mpoiévtos Kineret®

Ta Sobi kai Kineret® eivar epnopikd onpata ts Swedish Orphan Biovitrum AB (publ).
© 2022 Swedish Orphan Biovitrum AB (publ) - Me tnv enipunagn navtds dikai@patos.
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vagEpeTe . .

OAEZ 1§ avemBupnTES EVEPYEIES Yia B +30213099431

~ OMATa gdpuoka Kwbikds: PP-14173 http://www.sobigreece.gr

Zupmhnpavovrag Ty «KITPINH KAPTA> Hpepopnvia npostoipacias: lavoudpios 2022 email:info.greece@sobi.com


https://www.rat.gr/kineret_spc/kineret_spc.pdf

N MPOrPAMMA:

JUVTOVLOTEG: ©. AnuntpovAag, MN.M. ZdnKAKNng

19:30-19:45 Mavénuia COVID-19: mw¢ tn Blwoav oL aoBevelg He pEUUATIKA VOOH LOTA.
Aw. Koutooyiavvn

19:45-20:05 MpoAnyn, mopeia kat ékBaon Aolpwéng amod SARS-CoV-2 og aobeveig
LE PELUOTLKA Voo pata: EAAnVIKA kot SLeBvng eumetpia.
. ®paykoUAng

20:05-20:25 AvVOOOTPOTOMOLNTIKA/avTuKA aywyr] yta tnv COVID-19:
moLa eivat Ta teAeutaia dedopéva;
A. Avtwviadou

20:25-20:30 Juintnon-Epwtnoelg

N 2YNTONIZTEZ:

Oe68wpog AnunTpoUAag
Av. KaBnyntng Pevpatoloyiag, A" MM KAwikn, I.N.O. «Immokpdtelo», Oeccahovikn

Nétpog N. ZdnKakng
KaBbnyntig Maboloyiag-Pevpatoloyiag, AleuBuvtng, A’ Mpomatdeutikr Maboloyikr KAwikn,
latpikn ZxoAn E.K.M.A., [.N.A. «Aaiko», ABriva

N OMIAHTEZ:

Avactaocio Avtwviadou
KaBnyntpla Naboloyiag-Aolpuweswy, latpikn SxoAn E.K.M.A.,
N Mavemotnuiakn Naboloyikn KAwikn, M.IF.N. «Attikovy», ABrva

Awkatepivn Koutooyiavvn
Mpoedpocg MaveAAnviag Opoomovdiag PeuMALnY, Avtimpoedpog tne Evwong AcBevwy EAAGSag

rewpytog @paykovAng
PeupatoAoyog, A’ MMK, I.N.A. «Adiko», ABrva

N MAPAKONOYOHZH:

Ma va mapakohouBricete To webinar og {wvtavr] petddoon noatote EAQ

N TPAMMATEIA:

E.T.S. Events & Travel Solutions A.E.
EA. Beviléhou 154, 17122 N. Zptpvn ® TnA.: 210 - 98 80 032
E-mail: ets@otenet.gr, ets@events.gr ¢ Website: www.events.gr
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" RINVOQ™

upadacitinio

ZEMEPNONTAS TI MPOZAOKIES

O EKNEKTIKOS kot ANASTPEWIMOE
JAK avaotoAéac tng AbbVie

ue 3 ENAE(ZE(Z otn pevpatoloyia™

*Y@eon kata 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%)
TNV 26" efdouada TN 14" eBdopada v 24" edopada

PA: Peupatoeidric ApBpitida, AX: Aykuhomointikr) ZmovSulitida, WA: Ywplaoikn ApBpitida, ADA: adalimumab, MDA: Minimal Disease Activity.

To pdapuako autd TEAE( UG CUUMANPWHATIKY TTapakoAoUBNoN. Auté Ba EMTPEPEL TO ypryopo TPoaSIopIoHo
VEWV TTANPOPOPIDV ACPANELOG. ZNTEITAL ATTO TOUG EMAYYEAUATIES UYEIOG VA avapEPOUV OTTOIEGSITTOTE
TMOAVONOYOUHEVEC aVEMOUHNTES EVEPYELEC. BA. TTapdypapo 4.8 yia ToV TPOTTO avaopas AVEMBUUNTWY EVEPYELWV.

Tpomog 81a0eang: MNeplopiopévn 1aTpIKr cuvtayn amod edikd

Bt eiond s L A O GBI 1aTPO Kal apakoAouBnon Katd tn SIApKELa TNG aywyne.

Avagépete
OAEZ Ti¢ avemBUOpNTEG EVEPYELEC yia Aiokio mapartetapévng amodéopeuong 15 MG/TAB, BTx28

) OAA ta @dppaka AT:955,38 €
2ROV aCVER TRINGIKERT AR BiBMoypasia: 1. RINVOQ® MXT, 09/2021.

GR-RNQ-210008-11-2021

Mptv T cuvtayoypdagnon cupPouleubeite tnv MepiAnyn XapaktnploTikwy Tou MpoiévTog.
lNa meploodTepe; MAnpoopie ameubuvBeite otnv eTaipeia:

L]
AbbVie ®APMAKEYTIKH A.E. Q b b\/ l e
Mapivou Avtuma 41-45, Néo HpdkAeto, 14121, EN\aSa, TnA.: +30 214 4165555



N XOPHTrol

aobbvie AstraZeneca

Inflammation & Immunoclogy
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RINVOQ® XYNONTIKH NEPIAHWH XAPAKTHPIZTIKQN TOY NPOIONTOX

To gdppako autd Tehei umd oupmhnpwpiatikr) TapakohouBnan. Auté Ba emtpéyer To ypriyopo MPoadiopiojid véwy
mnpogopiv aogdhetac. Znteftar and Toug nayyehuaries vyeiag va avagépouy omoieadriote mbavohoyoljieve
auemBopnTeC evépyetec. BX. mapdypago 4.8 yia Tov Tpomo avapopdg avemBUpTwV evepyeLGv.

1. ONOMAZIA TOY OAPMAKEYTIKOY MPOIONTOZ: RINVOQ 15 mq diokia maparetapévg anodéopizvong, RINVOQ 30
mg dlokia napatetapévng anodéopievong. 2. MOIOTIKH KAI MOZOTIKH ZYNOEXZH: RINVOQ 15 mg lokia napatetapévng

anodéopevonc: Kade Siokio napmzmuzm: anodEojLeuong mepiéyet mumelm upadamumh 1008vapn e 15 mg upadacitinib.
RINV0Q 30 mq diokia Kabe diokio Tiepiéyet nudpiki} upadacitinib,
10080vayn pe 30 mg upadacitinib. fa tov mjpn katdhoyo Twv exdoywy, BA vmpavpaq:o 6.1.3. OAPMAKOTEXNIKH MOPOH:
Dokio naparetapévng anodé RINVOQ 15 mg biokia Mo ypopatog, diaotaoewy 14 x 8
mm, mpiikn apgikupta diokia mapatetapévng anodéopeuan pe evtumwpén T évbeign “al5" o pia meupd. RINVOQ 30 mg
dlokia naparetapévne amodéaevanc: Kokkivou xpwpiato, Slaotdoewy 14 x 8 mm, emyiikn apgikupta dlokia napatetapiévng
anodéapeuon pe eviunwpévn Ty évdeldn ‘a30” ot pia meupd. 4. KNINIKEZ TAHPOOPIEE: 4.1 Oepaneutiké evdeifeic:
Peuuaroeidric apBpinda: To RINVOQ evdeikvurar yia T Bepaneia g pétpiac éwg aofaprc evepyol peupiatoeiboig apBpinidag
0e evijhikec aoBeveic, ol omoior éxouy aviamokpiBel avemapkag o€, 1 ot omoiot eugaviCouv Suoavetia o éva i mepioodTEPa
TporomoinTIkd TG vooou avtipeuatikd pdppiaka (DMARDs). To RINVOQ pmopet va xpnotoromBel wg povoBepaneia 1 o€
ouvbuaoyo e peBotpegam. Yuwplaoikii apBpinda: To RINVOQ evbeikvutar yia m Bepaneia e evepyod Yuplaoikrc apBpiridag
0€ eviIKeC aoBeveic, ol mw\ox Eyouv owunom\ﬂsl uvsnupkwc I zurpuw(ouv duoavegia o éva 1) meptoaotepa DMARDs. To RINVOQ
Jmopeiva dn. Aykuhonouytiki omovduhinida: To RINVOQ evdeikvutat
yia ) Bepanela T evepyol ovxumomnm( onovﬁuhnﬁuc e evhikeg aoBevelc, ol omoiot ouv avianokpiBel avenapka oty
ovppatikr Bepaneia. Atomkr deppatinida: To RINVOQ evdeikvutar yia m Bepaneia e petpiac éwg dopaprc atomkic deppatitidag
0¢ eviike kat egrioug nhikia 12 €16 kat v o €ival umoprigiol yia ovotnuatikr Bepaneio. 4.2 Aocohoyia kat Tpomog
Yopriynong: H évapén kat napaxohouBnon tyg Bepaneiag e upadacitinib Ba mpénetva mpaypatomoteftat and rpouc jie ejmelpia
ot diayvwon kat T Bepaneia Twy menosmv Y10 TC omofeg evbelkvutan 1o upadacitinib. Aooohoyia: Pevpatoeidnc apBpitida,
Ywpiaoikn apbpitida kat H doon Tov upadacitinib €ivai 15 mg amag nuepnoiw.
Ba mpénet va e€etaderal To evbeyopevo dlakonig g Bepaneiag oe aoBeveic e aykuhonomtr onovuhiida nov dev éxouv
Seiel khwiki) avianokpion et ano 16 edopades Bepaneiac. Opiojiévot aoBeveic e apyik HepIKr aviandkpion, evoyetal va
€lgavioouv o ouvéyeta Pektiwon e T ouvéyion e Bepaneiag mépav Twv 16 ePdopdduv. Atomkn depuatinda: Furilikec H
ouvioTwytev 6oon Tou upadacitinib eivai 15 mg 1 30 mg dnag nepnaitw He fdon Ty atopik ekova Tov aoBevouc. - Mia Soon
30 mg dma€ nyepnoiuw eviéxetal va eivat katdMnhn yia aoBeveic He vNAG optio vooov. - Mia S6on 30 mg dnag nyepnoiwg
evbéyeral va eivar kataMn\n yia aoBeveic e avenapkr avianokpion ota 15 mg dnaé nuepnoiwc. « Ba mpénel va hapPdverar
unoyn N xapnAGtepn anoteheopatikii oon yia T ouvtripnon. fa aoBevei¢ = 65 etoy, n ovvioTpevn 6oon elvar 15 mg dnag
nyepnoiwc. Epnfor (nhiiac and 12 éwc 17 exgv): H auviotiapevn 500 ov upadacitinib eivat 15 mg anag nuepnaiw yia egrioug
Bapouc Touhdxiotov 30 kg. Suyyopnyoteve Tomiés Bepaneie: To upadacitinib ymopei va ypnotonomBei pe 1 ywpic Tomkd
Koptikootepoeldi}. Ot Tomikoi avaoTohei JmopoLy va Ov yia eaioBryteg meployéc, Gmwg To mpdowo,
0 hauyog, Ot TapaTPIPHATIKES TEPIOYEC Kat oL MEPIOYEC Twv yewnTik(y opyavwv. H Siaxomr g Bepaneiag pe upadacitinib Oa mpénel
va ektipnBel e kaBe aoBevr) mou ev xel deicel evbieiceic Bepaneutikob opéhoug petd and 12 eopddes Bepaneiag. Evapén e
Soong: H Bepaneia dev Ba mpéret va Eexvd e aoBeveic e anohuto apiBpo Aepgokutrapwv (ALC) < 0,5 x 10° kimapa/L, anbhuto
apiBp6 oudetepogitav (ANC) < 1x 10° kitrapa/L 1 o€ aoBeveic e enineda aoopaipivng (Hb) < 8 g/dL (BX. mapaypdpoug 4.4
Kat4.8). Arakormij T 8oong: HBepaneia Ba npénetva Slakomei edv évag aoBevii avamtoéel ooBapr hoipwén éwg otou n hoipiwsn
Tefel umo éheyxo. Mope va xpetaotel Slaxonr ¢ Sooohoyiag yia Ty QVTILETMION TwV i QUOIOAOYIKWY EpYAOTNPIAKGY TGV
omug neptypdqetat otov Mivaka 1.

paneiar o

Mivakag 1. Epyactnplakég petpijoeis kat 0dnyieg mapakoloubnong

Epyaotnpiakn Evépyeia 08nyia napakohovBnang
uétpnon
Aéhutoc anBu H Bepaneia 6a mpénetva Siakomei edv o ANCefvar | Aiohoyriote katd v apyir extipnon
oudeTe g \;m\lll (;N[) < 1x10° kiTrapa/L kat pmopei va Gexiviioe ek véou | kar oTn ouvexela 0xi apydtepa amd 12
o9 16 0 ANC emoTpépel o€ vpnAoTepn T €Bbopadec petd v évapén e Bepaneiag.
JE— HOepaneia 6a npénetva Stakorei v o ALC elvar < | ATO T8Té Kt 0t0 e a€ialoyfore odyguva
\e oxu(ndp ml‘ll ((ALO 0,5%10° kotrapa/L kat umopei va Eexivioet ek véou | HETV §EOTOU'KEUHEVW QVTIPETLMION Tou
i b 16hig 0 ALC entotpéypel og YnAGTepn T} aoBevouc
HBepaneia Ba pénet va Siakonei edv ) Hb eivat
Awoogaipivn (Hb) < 8g/dL kar pmopei va exvijoe! e véou ONG Ta
enineda Hb emotpéyouy oe uynhotepn T
r— H Bepaneia Oa mpénel va diaxonei mpoowpivd Agiohoyrote katd TV apyikn ekTiinon
- iv(ws &v mBavohoyeitat nmarikr BAGPn mpokhnBeioa Kal 0T OUvExela opguva e T ouviiBn
POVOTHIVA0EC ano gdppiaka Slaxeipion Tov aoBevoic
Ot aoBeveic Ba mpénet va avtipetwniCoviat obpguva ;2 zBéquaés: petaanoty syupin m
" . ! . Jepanelac kai oTn ouvéxela o0HgWVa pe TIC
Amidia e Tic dieueic khwikéc kateuBuvirpiec odnyiec yia . | ;
. Qiebueic Khvikég kateuBuvtrpieg odnyiec yia
T unephmdaigia w .

Eiboi min6uopoi: Hhiwpévar: Tia atomkr Seppatinda, Sev ouviotavar S00eic upnAdtepeg Twy 15 mg dmag nyiepnoiwg oe
aoBeveic nhikiac 65 etav kai dve (BA. mapdypago 4.8). Yndpyouv mepioplopéva dedopiéva ae aoBeveic nhikiag 75 €16V kat dve.
Negpixij dualeroupyia: hev anareitat npoocapyioyr) g doong o€ aoBeveic e fma i Hétpia veppiki Guohermovpyia. Yndpyouv
Tieploployiéva Gedopiéva oxeTtka e T yprion Tov upadacitinib oe dtoyia e aoBapr vegpikr Suokerroupyia (BN mapaypago 5.2). To
upadacitinib 15 mg dna€ nuepnoiws Ba mpémet va xpnatponolefta e mpoooy o€ aoBeveic pe ooBapr veppiki pyia.To

« Jie 1070pikd coBapric 1 eukaiplakrc Moipwéng « ol omoiot éxouv kaTolkroe 1) Ta&déel o MepIoyé EvONJIIKES yia QupaTiwon
EVBNJUIKEC Y1 HUKNTIAOELG, T} « i€ UTOKE(LEVEC KATaoTdoe(C, ot omoieg Sivavtal va mpodiaBérowy oty avamuén hoaéewy. Ot
aoBeveic Ba mpénet va mapaxohouBouvtar oTevd yia TV QvaTTug onjLeiwy Kat oupTwpaTwv Miiwéng Kata T SldpKela Kat petd
ano T Bepanela pe upadacitinib. H Bepaneia e upadacitinib Ba npénel va dlakdmetar edv o aoBevic epgavioet ooPapr} 1
eukatpiaki hofyiwdn. Evag aoBevig, o omoiog avamtuaoe! véa hoipiwén katd T didpkela g Bepanciad e upadacitinib Bampémetva
unoPnBe oe eomevopévo kat miiipn Slayvwotikd Eheyyo kataMnho yia avoookateatahuévoug aoBeveic. Ba mpénet va Eekwrioel
KataMnAn avipikpoBiaxri Bepancia, o aoBevrc Ba mpémet va mapaxohouBeirar otevd kat n Bepancia pe upadacitinib Ba mpémetva
Slakonei eav 0 aoBeviic Sev avianokpiverar oty aviipkpoBlaxr Bepaneio. H Bepaneia e upadacitinib pmopei va uveyiotei pokic
1 hoiuwén TeBei uno Eheyyo. Kabag umdpyer vpnhotepn enimtwon hotybéewv atous nhikiwpévoug He nhiia = 65 €16, 6a mpénel
va diveta poooyr Grav yopnyeitat Bepancia oe autov Tov mnBuapd. Guuariwan: Ot aoBeveic Ba mpémei va unofaMovra oe éNeyyo
Yia uyiatiwon (TB) mpw ané v évapén e Bepanciag e upadacitinib. To upadacitinib dev 6anpénet va opnyeirat e aoBevei je
evepyo gupariwon (BX. napdypago 4.3). To evdeydpievo Bepaneiag katd TG gupariwang Ba mpénet va eéetaletat mpw and Ty
évapén Tov upadacitinib o aoBeveic e mponyoupévwg n Bepaneupiévy AavBavouoa gupiatiwon 1 oe aoBeveic pe mapdyovteg
KivS0vou yia pupiatiwon. Zuviotdtal oupiBouleuTiki audTnn He 1aTpo jiE eumelpia ot Bepaneia TG GUHaTILONG TPOKEIIEVOU Va
SteukohuvBel n Mjn andpaong oyenkd pe To edv n évapén Bepaneiog katd g pupatiwong eivat kataMnhn yia évav uéuovmusvo
aoBev. Ot aoBevei¢ Banpénetva mapakohouBolvrar yia avamtuén onpeiwy kat GTwy QupaTivong,
Twv aoBevidv e apvnTikd amotéleaia otov éleyxo yia MavBdvouoa guuatiwon T ano Ty évapén g Ssponau(
Enavevepyonoinon lovevav hoaéewv: H enavevepyooinon (oyevy AoiEewy, oupnepilapBavopévay Twv MEITGoEwY
enavevepyoroinang Tou epmaiod (my. épmne (wotrpac), avagépBnke oe Khwikés pehéte (BA. napdypago 4.8). O kivduvog
gupaviong Tov épmnTa {wotiipa gaivetat va eivar uyndtepog ot lamwveg aoBeveic nou EhaBav Bepaneia pe upadacitinib. Edv évag
aoBeviic avamigel épnmta (wotrpa, 1 Slakon TG Gspanaag uz upadam\mb Ba npénetva e€etaoBei péxpt TV amoSpop) Tou
enelaodiov. 0 éheyyoq ya toyevi] natinda kain Py 1 8anpénetva npayp Ovtatmpv amo
T évapén katkatd m Sidpketa T Bepaneiag e upadatmmb Ol uoSsva( o1 omojot frav BeTikoi yia To avtiowpa ¢ natidag C
Katyia 1o RNA ou 100 ¢ nrarinidag C anokheiotnkav amé Tig kKhwiké pehétec. Ot aoBevei ot omofot firav Betikoi yia o emgavelakd
aviyovo ¢ natitidag B yia o DNA Tou o0 e natiiag B anokheiotnav amd Tig khvikég pehétec. Eav katd ) Sidpkeia Ajgng
o upadacitinib aviyveutei DNA tou to0 g nmaritidac B, 8a mpémetva yivet mapanopni o€ e€edikeupiévo nnatohoyo. EyBokiaouc
Aev undpyouv Slabéotpa dedopéva yia Ty aviandkpion otov efiBokiacpo e euBoNia (VTwy LKpoopyavIoc ot aoBeveis mou
AapBavouv upadacitinib. Aev ouviotdtat n yprion epBoliwv e (vtee, eCaoBevnuévoug ikpoopyaviopiols katd T Sidpkewa 1y
apéowg mpw and  Bepaneia pie upadacitinib. Hp\v and mv évapén s Bepaneiag i upadaut\mb ol aoBeveic ouviotatal va
TipayHatonoloouy OheC TIC KATAMNAEC 1, v Bohaoyiy katd Tov épmta
(wothpa, ﬁuuq;mvu HE T TpéouoeC mrau@uwnplsc odnyiec avoooroinang (BA. mapdypago 5.1 yia Ta Gedopiéva oyeTIkd e T
0 ouCeuypiévo euBoNio (13-60vapio, mpodpopniévo) kat TV ouyxopriynon He
upadacitinib). KakorBeta: O kivbuvoc eugaviong kaxonBetv, ovpmepthapBavopiévou Tou Aepipapiatos, eivat auénuévog og aoBeveic
13 pzuuamaﬁn apBpinida. Ta avoootporononTikd @apyakevTikd mpoidvta evbéyetal va augfidowy Tov Kivbwvo eppaviang
évov Tou heppupatoc. Ta khika GeSopiéva ivat eni Tou TIapovToG TEPIOPIOYIEVA Kat HAKPOKPOVIEC
pehérec Bpiokovtat o EE{N&] Te KNVIKEC pehéteg pie o upadacitinib mapatnprBnke epgavion kakonBeiv. Ot kivbuvol kat T
0géln g Bepaneiag pe upadacitinib Ba mpénet va eetdlovat npw and v évapén g Bepaneiag oe aoBeveic pe ywot
KaKoriBeia mépav Tou emuywe Bepaneupiévou n pehaviopiatikol kapkivou Tou déppiatog (NMSC) f 6tav eGetadenal to evbeyopevo
auvéylong g Bepaneiag pe upadacitinib oe aoBeveic mou avamtiaoou kakorBela. M pedavapatids kapkivog Tov dépuatog: Mn
pehavwpatikol Kapkivor Tou éppatog éxouv avagepBel oe aoBeveic mou éhaPav Bepaneia pe upadacitinib. Tia aoBeveic mou
dlatpéyouv auénpévo Kivduvo avdrmuéng kapkivou Tov Géppatog, auviotdtal meplodikr) Geppiatikr) e€étaon. Aluatohoyikéc
dlatapayéc: Anéhutog apiBiudc oudetepogiav (ANC) < 1x 10°kiTrapa/L, anohutog apibpioc Aepgokuttapwy (ALC) < 0,5x 10°
kiTapa/L kat aipoopatpivn < 8 g/dL avagépBav oe mooootd <1 % Twv aoBevaw oe khiké Sokipég (BA. mapdypago 4.8). H
Bepancia Sev Ba mpémet va exd, f Ba mpémel va SlakomTeTal poowpivd, o€ aoBeveic pe Tiéc ANC < 1x 10° kottapa/L, ALC <
0,5%10°korapa/L A aytoogaipivn < 8 g/dL mou mapatnpobvtat katd T didpketa g auvriBoug mapakohouBnang Tou acBevolc
(B\. mapdypago 4 6c kivbuvoc: Ot aoBeveic e f apBpirida éxouv auénpévo kivbuvo yia kapdiayyelakég
dlatapayéc. Xroug aoBeveic mov AayiBdvouv Bepaneia pie upadacitinib Ba mpémet va avtiperwniCovar ot mapayovieg kivdivou (my.
unépraon, unephmdaiia) wg pépog e owviBoug Bepanelac. Awmibia: H Bepanela pe upadacitinib ouoyetiotke pie
doooegapraapieves auénoeig otic Amdikéc napayétpoug, éung ¢ ohikrlg xoAnotepohng, g Mmompwrelin
XaunAdg mukvétnTac (LDL)-yohnotepohng kai g Amompuwretvng uynhc mukvotnac (HDL)-yohnatepohng (BX. mapaypago 4.8)
Orauénoeic oty LDL yohnotepohn petwBnkav ata npo g Bepaneiac enineda w avianokpion ot Bepaneia otatvioy, napoho mou
Ta otolgela elvat neptopioyiéva. H enidpaon autv twv avéfoewy 1wy Aimbikav napauapmv oty kaplayyelaks voonpduta kat
Gvnoiotnra dev éyet mpoodlopiorei (B). mapdypago 4.2 yia Ty odnyia ). Audoeic nnatikwv H
Bepaneia e upadacitinib ouoxetioTKe e auénpiévn enimwon abENNG TV NIATIKGY EVCOHWY GUYKPITIKA e TO EIKOVIK PapHaKo.
A€lohoyriote Katd TV apyIki} eKTiUNON Kat 0N OUVEYElD OUQWYa Le T ouviiBn avrpetiamion Tov aoBevolc. Zuviotdtat dyieon
dlepedvnon TG artiag avénong Twv nuaTI@V ev{wv mpoKelpévou va eviomotoly mBavd nepiotatikd nmatik PAapng
npokhnBeioag ano gdpyiaka. Eav katd T Sidpkeia g ouviBoug Tov aoBevoug v auénoel ota
enineda g ALT 1 g AST kat mbavohoyeitat ipokhnBeloa and papyaka nratikr) Bhapn, n Bepaneia e upadacitinib Ba mpénetva
dlakomei pépt va anokheloei To evdeydpevo autrg g Sidyvwong. OheBikr BpoyBoeyBolr: Tupdvia ev Tw Paber pAeBikrc
BpopBwong (DVT) kat nveupovikic epokic (PE) éxouv avagepBei ae aoBeveic mou hapBdvouy avaotoheic g kwvdong JAK,
oupnepapBavopiévou Tou upadacitinib. To upadacitinib Ba npénel va ypnaionoteitat ie mpoooyr) o€ aoBeveic e uPNAG Kivuvo
elgdviong v Tw Baber phepikric BpopBuwanc/mveupovikiic euohc. Or mapdyovte kvdivou ot omofot Ba mpénet va eéeralovial
atov Kafopiopio Tou kwdivou Tou aoBevolc yia & Tw Paber eIk BpoBwon/mveupovikr epBol mepihayBavouy TV
peyahitepn nhiia, TV maxuoapkia, To 1aTPIKG OTOPIKO €V Tw BaBel pheBikri BpopBwang/mveupovikiic uBolic, Toug aoBeveig mou
unopaMovtat oe pieiCova yetpoupyikii enéyipaon kat v mapatabeioa akwntonoinan. Edv onpielwBotv Kvikég exdnhdoeig ev T
Babet pheikrc OpopBwanc/mveupovikic euPoig, n Bpaneia e upadacitinib a mpénei va Siakdmetat kat ot aoBeveic Ba mpémel
va unoBhnBodv oe dyeon aglohoynon, akohouBobyievy and kataMndn Bepareia. 4.5 ANAnAemdpdoel pe dAla
(QaPHAKEVTIK TPOi6VTa Kat dMe poppéc aMnhemipaon: Avvnikn enidpaon GMAWY QUPUAKEVTIKGY TPOIdVTLY 0T
A Tou upadacitinibs To upadacitinib petaBodiCetar kupitag and to CYP3A4. Zuvena, ol exBéoeic Tou upadacitinib

upadacitinib 30 mq anag nu&pnmm: dev cuvmmm oe aoesva( Je aoBapr} vamn Buoknoupvm H xprion tou upadacitinib dev
éetehemnBei oe dtopia e vegp hev oy g 8oang oe aoBeveic
pe ima (Child-Pugh A) i pétpia (Child-Pugh B) nmamiki} éuomroupvlo (B\. mapaypago 5.2). To upadacitinib dev Ba npéne va
Xpnatporotetat o€ aaBeveic e oopapr (Child-Pugh C) nnatiki} Suoherroupyia (BX. napdypago 4.3). Maidiatoikds mnfugude: H
aopakela kat 1) anoteheopatiotna tou RINVOQ o€ matbid pe atomiki} Seppatinida nhikiag kdtw Twv 12 €16y Sev éyouv akdjia
Tekpnplwei. Aev undpyouy diabéolpa Sedopiéva. Aev undpyouy Slabéotpa dedopiéva khvikrg ékBeang oe eprifouc Bapoug < 40kg
(B\. mapdypago 5.2). H aopdheia kat 1 anoteheopatikdrnta Tou RINVOQ oe maibia kar egrifoug e pevpatoedri apbpinda,
Ywptaoikr apBpuda kat aykuhoromuikii amovduliuda nhikias 0 éwg Kitw Twy 18 €16V dev éxouy akdjia Tekunpiwbel. Aev
undpyouy Slabéoiyia Sedopéva. Tpomoc yoprivnong: To RINVOQ mipémet va hayBdvetar and tov otopiatos dmag npepnolw e A ywpic
o kat pnopei va AayBdvetal omotadrmote oy e nyépac. Ta Slokia Ba mpémetva katamivovtar ohdkhnpa kat Sev Ba mpémet
va diyotopodva, va BpuppariCovial i va pacvral mpokelévou va SlaogahiCetat ot yopnyeitar owota ohdkhnpn n doon. 4.3
Avtevbeigec: - Ynepevaobnoia ot Spactike ouoia ) oe kanoto and Ta ékGoxa o avapépovial ot apdypago 6.1. « Evepyip
upariwon (TB) 1 evepyéc doBapéc hopaéers (B. mapdypago 4.4). « SoBapr natiki Suakertoupyia (BM. mapdypago 4.2). «
Konon (Bh. mapaypago 4.6). 4.4 Edikéc mpogidomouogic Kat mpo@uAdgelq katd m Xpron: AvoookataotolTika
Qapuaketkd mpoiovia: O cuvduacyioc i AMa toyupd avoookataotaNtika 6w 1y alaBelompivn, 1 kukhoomopivn, To tacrolimus
Kat Blohoytké DMARDS r} e dMoug avaotoheic g kivdang Janus (JAK) dev éxet agrohoyn6et oe khivikéc pehéreg kat ev ouviotdtal
kB o kivuvog emnpooBemng avoookartaotolig dev umopei va anokhetotel. ZoBapéc howéelc: Exouv avagepBei coapéc kat
opioiévec popéc Bavatngopes howwéer oe aoBeveic mov Aauavou upadacitinib. 01 mo ouyvée aoBapé Mowéerg mov
avagépBnkav e 1o upadacitinib mepieAduBavav v nveupiovia kar ™y kuttapitda (BA. mapaypago 4.8). Mepimoeic
Bakmpiakic unvwwirléu( £ouv avagepBei o€ aoBeveic mou AayBdvouv upadacitinib. Ao Ti eukaiplakég AowEels, pie T
upada(mmb avapépBnkav - gupatioon, PUOTOIKOG  €pmnG  {WOTAPAC, OTOHATIKA/OL00RAYIKT — KavTVTiaon  Kat

hev Ba mpénet va frar évapén TG Bepaneiag pe upadacitinib oe aoBeveic pe evepyd, dopapn
Noiptwen, ovpmepihapBavopéviy Twv eviomopéviv hopéewy. ESerdaTe Toug kivdivoug Kat Ta oéhn g Bepaneiag v and my
évap&n TG xopriynong tou upadacitinib oe aoBeveic; « e xpovia i unotpomadouaa Moipiw§ - ot omoiol éxouv extedei o pupatiwon

010 MAGOLa |IMopolY va EMMPEACTOlY ANO QAPLAKEVTIKG TpoiovTa, Ta omoia avaotéMowv i endyouv toyupd To (YP3A4.
Suyyopriynon e avagtoleis tou CYP3A4: H éxBeon oto upadacitinib auéavetat katd T ouyXopiynon e (oxupoUg avaoToheig Tou
CYP3A4 (6mw efvan n ketokovalohn, n wpakovalohn, n molakovalokn, n Bopiova{ohn kai 1 khapiBpopukivn). Ze pia khwik
Lehém, 1 ouyyopriynon Tou upadacitinib e ketoxoval6hn odrynoe oe 70% kat 75% auéfoes ot € kat v AUC Tou
upadacitinib, avtiotoiya. To upadacitinib 15 mg dna€ nuepnaiwg Ba mpémet va ypnatonoleitar e mpoooyr) oe aoBeveic mou
NapBavouv xpovia Bepaneia pie wwxupoug avactoheic Tou CYP3A4. To upadacitinib 30 mg dna npepnaiwg ev ouviotdtar oe
aoBeveic o AapBavouy ypovia Bepaneia jie 1oyupods avactoheic Tou CYP3A4. Ze mepimtwan pakpoypovia ypriang, Ba mpénetva
e€eralenal 1o evbeyOptevo evaMakTIV mhoyidv 0TV GappaKEUTIKI) aywyr e 1oxupd avactohéa Tov CYP3A4. Suyxopriynan e
enaywyeic Tou (YP3A4: H éxBean ato upadacitinib petoveral katd m uyyopriynon pe 1oyupou enaywyeic Tou CYP3A4 (omwg eival
1) pipaymikivn Kai 1) QawuToivn), yeyovog mou mopei va odnyiioel ot Hewpévn Bepaneutikii enidpaon tou upadacitinib. Le pia
Khwikr| pehém), 1 ovyxopriynon Tov upadacitinib petd ano moMamég Sooer; pipapmkivig (1oxupo¢ enaywyéag Tou (YP3A)
0diiyno oe mepinou 50% ka1 60% pewdoeic o € kai v AUC Tou upadacitinib, aviiotoiya. e nepimwon ouyyoprynan tou
upadacitinib e 1oyupoU enaywyeic 1ov CYP3A4, ot aoBeveic Ba mpénet va napakohouBodvrat yia petaBohéc oty evepydtnTa g
véoou. H peborpegam kaia tp 4 1oupH mpoiovta (. aviio§var ot avactoheic avihiag mpwtoviwy) dev
£youv kapia enidpaon ot ekBéoeIC Tou upadacitinib oto mhaopa. AvnTikd enibpaon To upadacitinib ot Ay
QapUAKEVTIK@Y Mpaivtwv: H opriynan moMamav anag nuepnoiwg dooewv 30 mg upadacitinib o vy dtopia eixe meplopiopiévn
enibpaon ot exBéoeic g pubalohdung (evaioBnto unéotpwpa yia o CYP3A) oto mhdoyia (26% peiwon oty AUCkaim € T
pudadodyng), umodeikviovag 0t To upadacitinib 30 mg dna nuepnoiwg divaral va aokroet aoBevi) enaywyikij enidpaon oto
CYP3A. Ze piia khwir} pehémn, n AUC g podouBactativng kai g atopBaorarivng HeidBnkav katd 33% kat 23%, avtiotoiya, kat
1 (., T¢ pooouBaotativng pedBke kata 23% petd and T xopriynon noManhav dma& nuepnoiuwg d6oewv 30 mg upadacitinib
0e oyt dropa. To upadacitinib Sev eige kapia oxeuki} emidpaon om C e atopBaotativng i oTic exBéoeic Te opo-
udpoguatopBaatarivng oto maayia (peilwy zvspyot petaBoNitng g awp[%uomnvn() Aev ouviotdtal npouapuovq G 860n¢ Twy
unootpwpdtwy Tov CYP3A ¢ 1| g fvn¢ katd i T0U¢ pie upadacitinib. To
upadacitinib dev aoxel kapia oyetkn enidpaon otic exBeéoeic mdapiatog o éhn, peborpegamn i




0€ QaPYAKEVTIKA TIPOIOVTA TToU OUVIOTOOV UTOOTPWHaATa Yia petaBohiopd amo ta CYP1A2, CYP2B6, CYP2C9, (YP2(19 1 o
(YP2D6. 4.6 TovipotnTa, kunon Kat yahouxia: [uvaikec o avanapaywyiki nhikia: 3Tig yuvaikec o€ avamapaywyiki nhikia
TIpéMeL va ouviotatal ) yprion anotekeopatikic aviiobMnyng Katd ™ Sidpketa T Bepaneiag kat yia 4 dopddeg petd v
Teheutaia 6on Tov upadacitinib. Ot Brikeic nardiatpikol aoBevei f/kat ot yoveic/ppoviotéc Toug Ba mpéret va evnpep@vovtat yia
TV avaykn emkowvwviag e Tov Bepdmovia 1atpd poNi n aoBevic eppavioe! eppnvapy eve AapBavel upadacitinib. Konon: Aev
dlatiBievtal i elval meplopioyiéva Ta khvika dedopiéva oyeTIka e T Yprion Tou upadacitinib o€ éykueg yuvaikec. Mehéteg oe (wa
katédeiéav avanapaywyiki ootna (BN. mapdypago 5.3). To upadacitinib doknoe tepatoyovo Spdan o€ enijueg kat kovikhoug
e emépdoeig o1a 00Td o€ éuPpua empdwv Kar ot kapdid oe éupua kovikhwy katd v evboprtpia (in utero) éxBeon. To
upadacitinib avrevdeikvutal katd m Sidpkeia g eykupootvng (BA. mapaypago 4.3). Edv pia aoBeviic peiver éykuog katd
diapxeta Myng Tou upadacitinib, ot yoveic Ba mpémet va evniepwBolv yia Tov mbavo kivbuvo yia 1o £Bpuo. Bnhaouéc: Aev elval
YWWoTo v To upadacitiniby/ ot LetaBolites amexkpivovtat oto avBpwmvo yaha. Ta dlabéotua gapyakoBuvapikd/togikohoyikd
dedopiéva oe (wa £decav anékkpion Tou upadacitinib ato yaha (BNéne napdypago 5.3). 0 kivduvog ota veoyvd/Bpégn dev umopel
va arokhetotei. To upadacitinib Sev mpémet va ypnoionoleital kata T Sidpketa Tou Bhacyiod. Mpémel va anogaototei eav fa
dlakonet 0 Onhaopoc 1 Ba Siakonei n Bepaneia e upadacitinib, AapBdvoviag umoyn To dgehog Tou Bnhaciiod yia o naidi kai 1o
ehog T Bepaneiag yia T yuvaika. [oviotna: H eni6paon tou upadacitinib oty avBpamvn yovipotnta Sev éyet aglohoynBei.
Mehéreg oe (wa bev umoderkviouv emdpdoelc avagopikd pe T yoviudta (BN. napdypago 5.3). 4.7 Emdp omy

ohKrig oNnG, TV e LDL pohnG kat ¢ HOL xoAnotepohng. Aev petaPohég oy
avahoyia LDL/HDL. Ot auéroelc mapatnprBav otig 2 £ 4 epdopddec Bepaneia kat mapépieav otabepéq umo Hakpoypovia
Bepaneia. Metal Twv aoBeviv oTig eheyyopeves HENETEC e apyikéq Tiié kdTw and Ta kaBoplopéva dpia, mapatnpribkav ot
axdhouBeq ouyvoTnTec aoBeviv pe petatomion ndvw ané Ta kaBopiopiéva opia TouhdyIoTov piia opd katd T didpkeia Twy 12/14
BBopadwy (oupmephapPavopévwy Twv aoBeviav Mo eppavioay pia pepovwpévn auénpévn TA): « Nk onotepohn > 5,17
mmol/L (200 mg/dL): 62% évavti 31%, otig opddec Tou upadacitinib 15 mg kat Tou elkovikoU appdkou, avtiotoiya. « LDL
Xohnotepohn = 3,36 mmol/L (130 mg/dL): 42% évavri 19%, oric ojidde Tou upadacitinib 15 mg kat Tov eIovIKoD Gappdkoy,
avtiotoiya. « HOL yohnotepohn > 1,03 mmol/L (40 mg/dL): 89% évavri 61%, otic opiadec Tov upadacitinib 15 mg kai Tou
EIKOVIKOU (aapjiakou, avtioToiya. « Tpiyhukepidia = 2,26 mmol/L (200 mg/dL) 25% évavti 15%, oTig opddeg Tov upadacitinib 15
Mg Kal T0U €IKOVIKO) QapHdKoU, avtioToa. Kpeatvikij pwapokivdon: Le eheyxopeve e elkovikd gappao Hehéteg jie DMARDS
¢ Bepaneia umoBaBpou, yia éw kat 12/14 hdopadec, napatprBkav auéoelc otic Tipés T CPK. Auéioeig g CPK > 5 xtou
avatatou puatohoytkod opiou (ULN) avapépbnkav oto 1,0% kat 0,3% Twv aoBeviv yia Sidotnyia 12/14 edopdduwv otic opddeg
Tou upadacitinib 15 mg Kat Tou €Kovikol @appakov, avtiotorya. Ot neploootepec augioeig > 5 x ULN ritav mapodikég kat dev
éypnCav diakomrg g Bepaneiag. Ot péoeg Tipéc CPK auérkav éwg Tig 4 eboyadec e péon avénan g 1aéng wv 60 U/L otig
12 €Pdouddec kar napépevav otabepeq o€ avEnuévn T 0T ouvéela, oupmepapBaVOEVWY TWV IEPITTLOEWY UG

én Bepaneia. O fa: Y€ eheyxOpieve jie EIkoviko pdppako eétec e DMARDS w¢ Bepaneia umopdBpou, yia

KavotTa 081jynong Ka xeipiopod pnxavnpdtwy: To upadacitinib Sev éxel kapia i éyel aofuavm enidpaon oy
IKavotTa odynong kat yeipiopod pnyavnudtov. 4.8 AvemBupnTeq evépyeteg: Lovoun tou mpooil aogdleag ITic
eheyyOeve |le eKoviKO papiako kKhvikéq Sokipéq yia peupatoeidi apBpiuda, Wwplaoikr apBpinda kar aykuhomomuks

{nda, o1 ouyvoTEPa avapep Opnec avridpdoei (=2% Twv aoBeviov o€ Touhdyiotov pia and Tic evdeigelg e
0 peyakiTepo mooooTd ietalh Twv evdeiéewv mou mapouaidoBnkav) e To upadacitinib 15 mg fitav ot MolpwSelg Tou avatepou
avanveuoTikod ouatiiatog (19,5%), Ta auénpéva emineda kpeatvikiig puogokvdong aipatog (CPK) (8,6%), Ta auénuéva
enineda ahavivikiig Tpavoayvaong (4,3%), n Bpoyitida (3,9%), n vautia (3,5%), o Briyac (2,2%), 1a auénpéva enineda
QOMapTIKAG T dong (2,2%) katn a1 (2,29). ZTic eheyYOHEveC e eKoVIKO QApHAKD KNVIKEG SoKipiéq
QTomKkA¢ 0l OUKVOTEp avtidpdoeig (>2% Twv aoBevav) pe To upadacitinib 15 mg 1
30 mg fitav o1 MoIP@EEIC ToU QVGTEPOY QVANVEUOTIKOD auaTAparoq (25,4%), n akpn (15,1%), o amog épmng (8,4%), n
kepahahyia (6,3%), 1a aunuéva enineda kpeatwikic puwogokivaang (CPK) (5,5%), o Brixac (3,2%), n Bulakida (3,2%), 0
Kothiako ahyoc (2,9%), n vauria (2,7%), n oudereponevia (2,3%), n mupegia (2,19%) kat n ypimn (2,1%). Ot ouyvotepec 0oBapég
avemBopntec aviidpaaeic ftav o ooPapéc Mowaéer (BN mapdypago 4.4). To mpogik aogalelag Tou upadacitinib umd
Jakpoypvia Bepaneia firav yevika mapopolo pe To Mpoil aogdhelag katd T Gldpkeia TG ENEYYOHEVNG LE EIKOVIKO pApHAKO
TiEpIoGou 0e ONeq Tig evdei€eic. Katahoyog avemBuuntwy a und popon mivaxa: O katdhoyog OnTwV evepyeiv
miou akohouBei PaciCerar oty emetpia and Tig Khwikég dokipec. H ougvoTnTa Twv avemBopnTw evepyetdv mou mapatifetal
Tapakdtw, opiletal xpnatponoiaviag TV akohoudn aUpBacn: mokd auyvéc (= 1/10), auyvéc (= 1/100 éwg < 1/10), ox1 auyveq
(= 1/1.000 éw¢ < 1/100). Or ouyvotnTes otov Mivaka 2 BaoiCovial oto UYRAATEPD AMG Ta MOCOOTA TwV avemBOLNTWY
avtibpdoewy mou avagépbikav e 1o RINVOQ 15 mg e kwikég Bokipiéc p Yk aBiioew Kat atomikiig fudach
e 1o RINVOQ 30 mq ae khikég dokijiéc atomkr¢ deppattndac. XTI mepimaoelc mou mapatnprbrxav agloonpeiwted dlagopéc
T ouyvoTITa PeTad Twy vBEiGEwy, uTC mapouaidlovtal 0TI UMIOBNYIEIRTEIS KATw M6 Tov Mivaka.

Mivakag 2. AvemBopnTeq evépyeieq

Katnyopia ouotipatog opydvav
Nowwéers kal napaorwoeig

Moy ouyvée Tuyvéc
Nowcageic Tou avatepou | Bpoyyimida®?, Epmng

‘0t ouyvég
Nveupovia,

£wekat12/14 edopade, Hewoel oToug apiBole Twv oudetepogiuv katw Twv 1x 10° kutrapwv/L o Touhdyiotov ia pétpnon
anpe@Bnav oto 1,1% Kat oe mooooto <0,1% Twv aoBevy 0TI opdde Tou upadacitinib 15 mg kat Tov €Kovikod gappdKoy,
avtiotoiya. e kKhwikéc peétec, n Bepaneia Slakomnie we andvinon oe Ty ANC < 1x 10° kutrdpuwv/L (BX. tapdypago 4.2). Ot
oot apiBiioi oudetepogiwv peBnkav oe Sidotnua 4 éwg 8 eBlopadwy. Or el oToug apiBioi Twy oudetepogiuv
Tapéyienay otabepéc o yaundtepn TR oe oxéon e TV apyiki} extiynan oty podo Tou xpovou, oupmephapBavopéve TwY

o iévn Bepaneia. ¥wpraouii apbpinba: Tuvokikd, To ipowik aopahetag mov apatnpriinke oe aoBeveic
e evepyo Ywplaoiki] apBpimba mov éhapav Bepaneia pie upadacitinib 15 mg firav ovvenég pe To mpogik aopdleiag mou
napatnprifnke o€ aoBeveic e peupatoeid apbpinda. Ztoug aobeveic mou éhaav Bepaneia pie upadacitinib o€ ouvduaayo e
Bepaneia MTX évavtt v aoBeviwv mou éhaBav povoBepaneia, mapatnprbinke uynhotepo mooooto doBapav Mopaéewv (2,6
oupavra avd 100 €m-aoBevoug kat 1,3 oupBdvra ava 100 ém-aoBevol, avtioTolya) kat auEAOEIG NATIKGY TPAVOAUVAOHY
(auénoeic ALT BaBpou 3 kat upnhatepa nooootd 1,4% kat 0,4%, avtiotolya). Aykuomourikri amovéulinida: fevikd, To ipogi
aopakelag mou mapatnprBnKe oe aoBeveic e vepyd aykuhomomiki} onovduhitida mou éhaBav Bepaneia e upadacitinib 15 mg
fitav ouvenég e To mpogik aopakela mov mapatnprifinke o€ aoBevelc jie peupatoeldi) apBpiniba. Aev Siamotbnkav véa
eupnyata aopahela. Aromkri depuarinda: Aopiedéerc: Xt ENeyXOpEVn e eIKOVIKO QAppaKo Mepiodo Twy KNVIKWV BeNeTv,
auvoTnTa e hoipwéng oe dicotnyia 16 eBSopdduwy aric opddeq Tou upadacitinib 15 mg kat 30 mg fitav 39% kat 43% ouykprrika
1€ 30% ot oy1a8a Tou etKoviKol pappdKoy, avtioTolya. To HaKpoXpOVIO TIoa0aTo hot®EEwv yia Tig opadeg Tov upadacitinib 15
mg kai 30 mg fitav 98,5 ka1 109,6 cupBdvra ava 100 €m-aoBevous, avriotorya. Ze eheyyOpieveC e oV QAPHAKO KAVIKEC
peNéteg, n auyvotTa e ooBaprc Moipwsng oe idotnyia 16 eBdopddwy ot opddec Tou upadacitinib 15 mg kat 30 mq Arav
0,8% kai 0,4% ouykprtika pe 0,6% oty oudda Tou elkovikod (pappdkou, avtiatoixa. To Pakpoypdvio MogooTd doBapiy
otpo¢ewv yia Tig opdadeg Tou upadacitinib 15 mg kat 30 mg fitav 2,3 kat 2,8 ovpdvia ava 100 étn-aoBevol, avtiotoixa.
Foxapiaés howiéerc (éaipoupigvng e pupativonc): Xty eNeyyOpiewn e Ikovikd gdpuaxo Tepiodo Twv KNVIKGY HENETY, OheC
0l EUKAIPIOKEG MoIpeEELS (e§aipoupiéviov TG pupatiwong kai Tou épnnta {watipa) Mou avagépbnkav fav epmkd éxlepa. H
QUYVOTT To Epmikoy eKCéqlatog Oe dtdotniia 16 edopaduv otig opddeg Tou upadacitinib 15 mg kat 30 mg fitav 0,7% kat
0,8% ouykprrikd pie 0,4% Ty opéda Tov €lkovikob papyaxou, avtiorolxa. To Hakpoypvio oooaTd Tou epmmikod ex(épiatoc yia
¢ opddec Tou upadacitinib 15 mg kat 30 mg fitav 1,6 kat 1,8 ovpBavta ava 100 émn-aoBevol, avtiotorya. Eva neplotariko
0loogaylki|c kavavtiaong avagépBnke e To upadacitinib 30 mg. To pakpoypdvio MoaoaTd Tow épmnta {wotrpa yia Tig opadeC Tou
upadacitinib 15 mg kat 30 mg fitav 3,5 kat 5,2 oupBdvta avd 100 ém-aoBevolc, avtiotoiya. Ta mepioodtepa ouppavia épmnta
£va ovo deppotopio kai dev fitav coBapd. Epyaotrpraés avapadies: O Soooetaptpieveg petaBoég

G avénpeévn ALT fi/kat g auénpivng AST (= 3 x ULN), Twv napapérpwy Twv Nimdiwy, twv tigav e CPK (> 5 x ULN) kar g
ouereponeviag (ANC < 1x 10° kuttapa/L) mov auoyetiomkav e T Bepaneia e upadacitinib ftav mapojioteg pe autég mou

Tou Bpaka kat Tou pegoBuwpdxiou

QVATIVEUOTIKOD (wotdpac, Amdg éprnc’, | Kavvtiaon Tou
auotiarog (URTI) Qulakitida, lpinn 0T6}aT0G {uotipa
Aiatapayég Tou aiomoinTikod kai Tou Avaipia, Oueteponevia
epgikoy guoTpatog
Miatapayéc Tou petaBohiagiod kat e Bpéyng Yepyohnatepohapi
LAiarapayég Tou avanveuotikod ouotipiarog, Briyac

0TIG KNVIKEG MENTEC yla peupiatohoyikég maBrioelc. Mikpég augiioeic atny LDL xohnotepohn napatnprifnkav et
v efdopdda 16 otic pehéteg atomri deppatindac. Hhkiwpévor: Me Bdon meptopiopiéva dedopiéva oe aoBeveic pie atomkr
depparitida nhikiag 65 Tav Kat dve, uMPEE UPNAGTEPO TOGOTTO TUVONIKWY aVEMBUNTWY evepyelv jie T doon upadacitinib 30
mg o€ obykplon pe ™ 6oon Twv 15 mg. Naidlatpkoc minBuodc: Tuvohikd 343 épnBot nhikiag 12 éwg 17 e pe atomky
Sepyatinioa unoBhiBnkav oe Bepaneia oTic pehéteq dong 3, ex Twv omolwy ot 167 extéBrkav oe 15 mg. To ik aopakelag Tou
upadacitinib 15 mg o¢ eqriBoug firav napdyioio pie exeivo Twv evhikwy. H uoq}o)\au Kat 1 anoteheopiatikotnTa e doong Twv 30
mq o¢ squou( Bpiokovtar axopn umo diepedvnon. Avagopd 0 evepelov: H avagopd

EVEDYEIQY J1ETd Mo T Yoprynan adelag Kukhogopiag Tou QapUAKEUTIKOD TpoidvTog elvat
onpaveike. Enrpéne ) ouvey nupum)muﬂnnn 1) 0xéong 0@ENoUC-KIVBIVOU TOU (POPHAKEVTIKOD MpGiVIog. Znteftat and Toug
EVEDYEIEC Jéow Tou eBvikoD OUOTAATO

* lapovoidCeta we opadomompévog 6pog

¥ 311¢ Sokiéc atomkig Sepparindag, n ougvotTa Bpoyyiidac, unepxohnatepohaiag, auénpévng ALT kat augnpéwng AST
fitav Ox1 ouyv)

' Te pehéteq yla peupatohoyikég maBgelc, 1) QUYVOTITTa fTav uxvr yia TV akur Kat oyt ouyvr yia T kvidwon.

Nepiypagn &VEQVEIV: Peuarostric apBpimda: Aoaéers: Te eNeyyOpEveS |iE EIOVIKO pApHaKO
KAWikég pehétec pe DMARDs we Bepaneia umoBaBpou, n ouyvotnta g hoipwéng oe Sidotnpa 12/14 eBBopddwy o opada tou
upadacitinib 15 mg fjav 27,4% ouykprrikd e 20,9% 0TV 0pada Tou EIkoviKoU appdKou. Te eheyxopeveg e peBotpesamm
(MTX) pehérec, n ouyvona g Moiiwéng e didomua 12/14 eBdopaduwy omv opdda povoBepaneiag e upadacitinib 15 mg fitav
19,5% ovykprtikd e 24,0% oty opdda T HeBotpegatng. To ouvohikd Jakpoxpovio TocoaTd Aolp@Eewv yia TV ojidda Tou
upadacitinib 15 mg kat 0TI mévte Khwikég pehéteg paong 3 (2.630 aoBevei) firav 93,7 oupavia avd 100 ém-aoBevolg. Ze
eheyyopeves e €KovIKG pappako KAWIKEC pehétec pe DMARD we Bepaneia umoBabpou, n ouyvotnta doBapric Moipwéng oe
didompa 12/14 efbopddwy omy opdda Tov upadacitinib 15 mg frav 1,2% ouykprtikd pe 0,6% 0Ty 0pada Tou Elkovikod
Qapyarov. Ze eheyyopeveg jie pebotpetamn pehétec, n ougvotnta g coBapri Moipwéng oe Sidotniia 12/14 efbopdduy omv

LMiatapayés Tov yaotpevtepikod Kothiako ahyoc®
Nautia

Matapayég Tov déppiatog kai Tov umoddpiou | Ayt Kvidwon'

10700

evikéc dlatapayéc kat kataoTdoelg TG 0600 Komwon, Nupegia

Yopiynang Yyehariec uyeiac va avapépouv

Napakhwikéc eCetdoeic Augnuéun CPK
aipiatog, Avénuévn
ALT®, Auénpévn ASTF,
Auénuévo Bapog

AiaTapaygg Tou Veupikol ouoTrjaTog Kepahakyia

avagopdc mov avaypagetat napaxdtw. ENada: Efvikag OpyakuO( Dapdkwy, Megoyeiwv 284, GR-15562 Xohapyac, ABrva,
Tnk: + 30 21 32040380/337, Dag: + 30 21 06549585, lototoro: http://www.eofqr. Kompog: Dapyiakeutikég Ympeaiec,
Ynoupyeio Yyeiag, (Y-1475 Aeukwoia, Tnk: +357 22608607, Oa€: + 357 22608669, lototono: www.moh.gov.cy/phs.
6. OAPMAKEYTIKEZ MAHPO®OPIEE: 6.1 Katdhoyog exdoxwv: [lepieyouevo diokiov: Mikpokpuotahhikiy kuttapivi).
Ynpopehodn. Mawitohn. Tpuyko of0. Mupitio, koMoeidéc Gvudpo. Mayviolo oteatikd. Emkdhugn pe hemo upévio:
MouBivuhalkodn. MohuaiBukevoyhukohn. Takkng. Trraviou Stoeidio (E171). Zibripou ofeidio péhav (E172) (ovo yia v
TIEPIEKTIKOTTA Twv 15 mg) X\éqpou o€gidio epubpo (E172). 6.2 AoupBarétnreg: Aev epapuoletal. 6.3 Adpkera {wiig:
RINV0Q 15 mg biokia & : Miokia naparetapévng anodéojieuong o€ ouokeuacieq kuphng (blister): 2
Xpovia. Aiokia mapatetapiévng onoézouauunc 0¢ ouokevaoies puang: 3 xpovia. RINVOQ 30 mg Slokia naparetapéung
anodéopevonc Atokia 3 Kupéhng (blister): 2 xpowia. Awokia mapaterapévng
anodéajieuan o€ UoKeuaoieq iaAnG: 3 xpovia. 6.4 IStaitepes mpouAdgeis katd T @UNagn Tou mpoidvrog: Auto To
QPHAKEUTIKO Tpoidv Sev amattel (laitepeg ouvBirikeg Beppiokpaciac yia Ty giAaén Tov. Guldooete oty apyikr ouokeuacia
Kupéhng (blister) o @IdAn mpokeyévou va mpooTaTeveTal and mv uypaoia. Ammpmz m Qi) kahd Khewopiéun. 6.5 @Uon
Kal ouoTaTikd Tou nzpmm] RINVOQ 15 mg dlokia Y KupéAng
(blister) amo - a%ouulvxo oz g mov mepiéyouv 28 1y
98 blokia mapatetapévng anodéopevang, 1 nohuauoxzuumi( Tiou mepiéyouv 84 (3 ouakevaoieg Twv 28) Glokia naparetapéung
anodéopevong. Didheg ﬂo%uolﬁu)\svmu uynivic mukvotntag (HDPE) e amoénpavtikd iéoo kai kamdkt mohumiporiukeviov o¢ kouti

opada povobepaneiag pe upadacitinib 15 mg fitav 0,6% ovykprtikd pe 0,4% oty opdda g &amg. To wvohiko
JaKpoypvIo o00oTo 0oBap@v MolEewy yia v opdda Tou upadacitinib 15 mg kai 0Tic mévie KAIKES pehéteg pdang 3 frav
3,8 oupBavta avd 100 ém-aoBevoic. H ougvatepn oofapn Aoiiwén Arav n mveupovia. To mooooTo coapav Aoiaéewv
Tapépiewve oTabepo jie T pakpoxpovia ékBeon. Eukaipiakéc Aoicicers (eSaipoupévng T puuaTiwarc): e ENeYXOEVE He EKOVIK
Qapako Khvikég pehéteq pe DMARDs w Bepaneia unoBdBpou, n auyvatnTa Twv evkaipiaxey hoiiaewy oe didotyia 12/14
€Bdopadwy oty opdda Tou upadacitinib 15 mg frav 0,5% ouykpimika pe 0,3% oty opdda Tou elkovikod appidkou. Xe
eheyyopeveg e peBotpegan pehétec, dev onpendBkav mepiotatika eukaipiakiic Aoipwéng o€ Sidotnya 12/14 edopdduv oy
opada povoBepaneiac pe upadacitinib 15 mg eve oty opada g Hebotpegatng To moooad firav 0,2%. To cuvoliko Hakpoypovio
TI0000TO evkaLplakev hotewy yia v opdda tou upadacitinib 15 mg kat 0T mévte khikég pehéteg pdang 3 fitav 0,6 oupBavia
avd 100 ém-aoBevouc. To pakpoypdvio nooootd éprmta (wotrpa yia Ty opdda Tou upadacitinib 15 mq kat otig mévte kKhwikég
pehétec Odong 3 irav 3,7 oupBavra ava 100 ém-aobevolc. Ta meptoaotepa oupiBavia épmna (wotrpa mepiehduBavav éva povo
Sepyotopio Kat Sev ritav 00Bapd. AuSriaec naTikev Toavoauvacey: Le EeYXOHEVEC | EIKOVIKO QAPHAKO KAVIKEC HENETEC e
DMARDs w Bepaneia unoBabpou, yia w kat 12/14 ebSopade, audfoei oty ahavivik tpavoavdon (ALT) kat v aomapriki

pavoapvaon (AST) = 3xtou 0 yikoo opiou (ULN) o€ Touhdytorov piia pétpnon 102,1%Kat 0
1,5% Twv aoBeviov mov éhape Bepaneia yie upadacitinib 15 mg, uykprikd pe 1,5% kat 0,7%, avtiotoya, Twv aoBevav mou
éhaBav €lkoviko Qappako. Ta MePICOGTEPA MEPIOTATIKA QUETIOEWY OTIC NATIKEG TAVOAUIVAOES MTQV QOUKMTWHATIKG Kal
Tapodikd. Xe eheyyopeves pie peBotpeCatn HeNETeC yia éwc kat 12/14 epdopddec, aughoeic oty ALT kat Ty AST = 3 x ULN oe
Touhdylotov pia pérpron mapatnprBnkav oto 0,8% kai To 0,4% Twv aoBeviv mou Ehape Bepaneia pe upadacitinib 15 mg,
ouyKpITIKa pe 1,9% kat 0,9%, avtiotoiya, Twv aoBeviv mou Ehapav peBotpetam. To mpoTuno kat 1 enimwon T avénong oy
ALT/AST napépewvav otaepd oty ndpodo Tou ypovou, oupmepthapBavopévy Twv Hakpoxpoviwy [EETY enéktaong. Audrioels
Amétwv: H Bepaneia pe upadacitinib 15 mg ovoyetiotnke pe auéfoeis oti Mmdikég napapiétpoug oupmephayBavoévng g

Tiou mepiéyel 30 dlokia MeéyeBog 1¢iahn (30 dioia wupumapsvr]( anodéopieuanc)
1i 3 guahec (90 Slokia napatetapévng anodéopieuonc). Mropei va pnv v Oheg o1 ouokevaaiec. RINVOQ 30 mg Giokia
anodéopevon Hytepohoyiakés ouokevaoies kupelng (blister) ano mohuBvuhoxhwpidio/mohuaiBulévio/

Auyh - ahoupivio o€ e mou mepiéyouv 28 1) 98 Slokia napatetaéung amodéapieuong. Giakeg

TohvaiBuleviou UW\rl( nukvotnTac (HDPE) e amog§npaviiko oo kat kandk! mohumpomuleviou o€ kouti mou mepiéyel 30 Slokia
G. MéyeBog 1 gian (30 Slokia maparetapévng amodéopevang) 1 3 pidheg (90 diokia

). Mmopei va pn Ov Oheg ot 6.6 I81aitepec mpo@uAGEELC amdpping:
KaBe axpnaiponointo pappakeuTiko Tipaidv 1} uMONEIiHa TpEMel va amoppiTTETal OUPWVA [ TIC KATA TOTOU I0XUOUOES OKETIKES
dlatdceic. 7. KATOXOZ THE AAEIAZ KYKAOOOPIAE: AbbVie Deutschland GmbH & Co. KG, Knollstrasse, 67061 Ludwigshafen,
leppovia. 8. APIOMOZ(0I) AAEIAL KYKAO®OPIAZ: 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 MPQTHE ETKPIZHE/ANANEQEHE THE AAEIAL: Hyepopnvia mpwng éykpiong: 16 AekepBpiov 2019,
10. HMEPOMHNIA ANAOEQPHZHZ TOY KEIMENOY: 09/2021

NG anodéol

1POGOpiEC Ya To Tapov Gapy

[DQPH(]KLUV WWW.ema.europa.eu.

0 mpoiov ival dlabéolyieq oTov dikTuako Tomo Tou Eupwnaikol Opyaviapol

Tpémog S1dbeong: (Mepiopiopievn atpixi) BonOroTe va yivouv Ta gappaka mo ac@ali Kat
ouvtayd ano e1d1ko 1aTpo kal TapakohouBnon Avagépete
Katd ) Sidpreta g ayyc OAEZ Ti¢ avemBUUNTES EVEPYELEC yia

OAA 1a @dppaka

Mokio maparetapévng anodéopevang

15MG/TAB, BTQB .T:955.38€ ZupmAnpwvovtag tnv «KITPINH KAPTA»





