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Academy by ‘HHG

Eniotnpovikoé MNpoypappa /

09:00 XAIPETIZMOZ
Zkavdandkns Mavayiwtns, Xavéakds Ztépavos, ZiouAas Baaineios

ENAPKTHPIOZ AIAAE=ZH
Mpoedpeio: Kopvnvou EAévn, NManaAdns Anéotonos

09:00-09:30  Wuxikn Yyeia & IVF
Katoikéyiavvn Maywva

A' ZYNEAPIA ¢ TONIMOTHZ - AYTOANOZIA - IVF
Mpoedpeio: BapAa-AguBepiwtn Mapiyolna, Iwavvidns Mewpyios, Kapavidis MNavayiwins

09:30 - 09:45 MpwtékoAAa Aléyepons QoONKWV Kal £xéon Pe Autodvooa

Peupauka Noohpata

Makpdkns Eudyyedos

09:45 - 10:00  Aiathpnon Movipdétntas pe Kpuoouvinpnon Qapiwv o€ Autodvoca
Peupatiké Noonpata

Xnvidéns Xdpns

10:00-10:15 Avooconoyikd Aitia EnavanapBavépevwyv Anotuxi®v YnoBonboUpevns
Avanapaywyns (IVF)

Xpiloténounos Mewpyios

ZxoAlaopos - Zulntnon: KeAddpns Baoineios - Kovroyidvvn EAévn

10:15-10:30  AidAeippa - KaPés
B "ZYNEAPIA ¢ AYTOANOZA PEYMATIKA NOZHMATA - IVF

Mpoedpeio: Mananéns Anéotonos, Metpoyidvvns NikéAaos, Aiapdvin-Kavéapdkn Euaveia

10:30-10:45  Ynoyoviyotns Evous ApoevikoU
Tupitis Ztalpos
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\ Eniotnpovikoé MNpoypappa

10:45-11:00 Zuotnpatikés Epubnuatwdns AUkos - Kinon - YnoBon6oupevn
Avanapaywyn (IVF)

BdpAa-Agubepiwtn Mapiyolia

11:00-11:15  Peupatoeidns ApBpitis - Kinon - YnoBonBoUpevn Avanapaywyn (IVF)
Kopvnvou EAévn

ZxoAlaopos - ZuZntnon: Mactpopnvds Mnvds - Kapavilins Navayi®tns

F"ZYNEAPIA e« AYTOANOZIA KAI EPFTAZTHPIO
Mpoedpeio: BdpAa-AeguBepiwtn Mapiyoina, Davies Stephen, BaidonouAos Mewpylos

11:15-11:30 To EpBpuonoyiké Epyaotnpio ané to Mapoév oto MéAAov
Z@ovroupns lwdvvns

11:30-11:45  APS - ZUyxpoves anoyels

Bpakiéou Eubupia

11:45-12:00 Znpacia Epyactnpiakwyv E€etdoewyv MNpiv kai Metd thv

YnoBonBoUpevn Avanapaywyn (IVF) kai Mpo Kunons
Kepapit{oyAou Ocodwpa

12:00-12:15 O Pdnos tns lotoAoyikns E€€taons ous AnoBoAés Kal tnv
Ynoyovigétnta

T¢avvdrou-AAa@pdkn Xpiotiva

ZxoAiaopos - ZuZntnon: Mpipnapnn Aéonoiva - Netpoyidvvns NikéAaos

ZYMNEPAZMATA ¢ Kopvnvou EAévn, ManaAéns An6otonos
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Stephen Davies

PhD, Laboratory Director Hygeia IVF Embryogenesis

AAa@pdkn-TZavvdtou Xpiotiva
MD, PhD, Eniotnpovikd YnelBuvn Tunudtwyv MNeplyevvnuikns Mabanoyoavatopias kai kad'
£€lv anoBonwyv, IAZQ

Baidnounos Mewpylos
MD, PhD, NaBoAdyos - Peupatondyos, Opdtipgos Kabnyntns latpikns £xoAns EBvIKoU Kal
Kano&iotplakou Maveniotnyiou ABNVQOV

BdpAa-AguBepiwtn MapiyolAa
T. Zuvtoviotpia AleuBuvipia, Tunpa AvoooAdoyias lotooupBatdtntas, Mevikd Noookopeio
‘EAgva BeviZéAou, Emiotnpovikd YneuBuvn Rodi Pharmaceuticals, US L.L.C.

Bpakidéou Eubupia
Alpatondyos, Aleubuvrpia latpikns Ynnpeoias, YIEIA

Fpipnapnn Aéonoiva
Alpatondyos, Eniotnpovikn Yneubuvn Aipodoaias kal AvooonoyikoU Epyaotnpiou,
Noocokopeio MHTEPA

Alapdvin-Kavéapdkn Euavlia
Opodupn Kabnyntpia latpikns ZxoAns Maveniotnyiou ABnvwy, Aleubuvipia Tuhpatos
Evdokpivonoyias, MetaBoAiopou kal Zakxapwdous AlaBnitn opidou YIEIA

lwavvidns Mewpylos
MD, DFFP, BSCCP, Maleutipas lMuvaikoAdyos Avanapaywyns, Aviinpéeépos YIEIA IVF
EpBpuoyéveals

Kapavtns MNavayiwtns

DRCOG DFFP, Maieuthpas F'uvaikonoyos, AIsaktwp MNaveniotnpiou ABnvwy, Fertility
Specialist, Zuvepydtns YIEIA IVF EuBpuoyéveals, Av. AleuBuvins latpikns Ynnpeoias
Noookopeiou MHTEPA

Katoikéyiavvn Naywva
> UpBounos Wuxikns Yyeias, Therapeutic Counselling, Pearson - Edexcel
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\ A, ‘Opa évapéng: 09:00
\ OopiAntés

KeAAdpns Bagineios

MD, MSc, PhD, Maleutnpas - Muvaikondyos, Aiddktwp MNaveniotnpiou ABNVQY,
Avtunpdéedpos Maieutnpiou MHTEPA, EiSikés otnv YnoBonBoUpevn Avanapaywyn,
YTEIA IVF EpuBpuoyéveois

Kepapit{éyaou Oeodwpa
BioAdyos, AISdKtwp latpikns ZxoAns ABnvav, Tuhua AvoooAdoyias - lotoocuuBatdtntas,
Noookopeio’EAeva BevidéAou

KopvnvoU EAévn

Peupatondyos, Yneubuvn Tunpatos “"Autodvoowyv Peupatik@v Noonudtwy kai Kinons”
MHTEPA, AieuBuvtpia KAaivikns Autodvoowv Peupatikiv Noonpdtwy, Eniotnpovika
Yneubuvn Peupatonoyikou Tunpatos, Metropolitan General

Kovtoyidvvn EAévn
B.Sc.,Ph.D, Senior KAivikés EpBpuondyos (ESHRE), EiSikn otnv urioBonBoupevn
Avanapaywyn, YIEIA IVF EuBpuoyéveais

Makpdkns Eudyyedos
MD, PhD, Maieutnpas Nuvaikondyos, Eniotnuovikds Yneubuvos MIYA, YTEIA IVF
EpBpuoyéveails

Maotpopnvds Mnvds

Xelpoupyos MuvaikoAdyos - Maleutipas, EiSIkds oe Bépata EEwowpatikns
Foviponoinons, T.EnipeAntAs MaveniotnpiakoU Noookopeiou Hammersmith Aovéivou,
YTEIA IVF EpBpuoyéveais

ManaAéns Anéotonos

PhD, KGSJ, AMACS, Eniotnpovikn Enitponn HEAL Academy by HHG, Enikepanns
Metappaoctikns Epeuvas kal Yneubuvos EnoTnUoVvIK@OV EKSNAWoewY, Mevikés
Ipappatéas NASCE /UEMS

MNetpoyidvvns NikéAaos
MD, PhD, MSc, Nuvaikondyos - Maieutnpas, Eiikés Avanapaywyns, Aleubuvins
Movdéas latpikws YnoBonBoupevns Avanapaywyns N.N.A., I". [pappatéas EAAnVIKAS

Maleutikis Ff'uvaikonoyikns Etaipeias (E.M.I".E.) ///
/ l
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ZioUnas Baainelos

Fuvaikonoyos - OykoAdyos (MSKCC/ESGO, AleuBuvtis A’ KAIVIKAS MUVAIKoAOYIKAS
Oykonoyias MHTEPA, Mpdedpos EniotnpovikoU ZupBoudiou MHTEPA, AiSdktwp
latpikns ZxoAns MNaveniotnpiou ABNVGOV

Zkavdandkns MNavayiwins
MD, PhD, Opétipos Kabnyntns Xeipoupyikns latpikns ZxoAns ABnvayv, Npdedpos
Eniotnuovikwy ZupBoudiwv Ouidou HHG, Npde6pos HEAL Academy

TupitZis I. Ztaupos

MD, PhD, FEBU, FACS, Xeipoupyds - Oupondyos - AvépoAadyos, Enik. KaBnynths
Oupoyevvnukns Oykonoyias kal Pounotikns Xelpoupylkns, Maveniothpio Karolinska
>ounéias, Aleubuvins A" Ouponoyikns KAivikns A.8.K.A.YTEIA

Z@ovroupns lwdvvns
MMedSci, PhD, AieuBuvins Epyaoctnpiou EuBpuonoyias, YIEIA IVF EuBpuoyéveais

Xavéakds Ztépavos
MD, MBA, PhD, luvaikéAoyos - Ev6ookonikds xeipoupyos, latpds Avanapaywyns,
Mpdedpos A.5. MHTEPA

Xnviadns Xdpns
Fuvaikonoyos Avanapaywyns, Avunpéedpos YIEIA IVF EuBpuoyéveais, Méos A.Z.
Noookopeiou MHTEPA

Xpioténoudos Mewpylos
MD (res) MRCOG PGDip CCT (UK), fluvaikondyos Avanapaywylikns latpikns
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\ Euxapioties Xopnywv

To tunpa Autodvoowv Peupaukwv Noonpdtwyv Kai Kinons tou MHTEPA,
euxaplotel Bepud TS €talpeies - xopnyoUs MOU PE TNV EUYEVIKA TOUS UNOOTAPIEN
ouvéBanav oualaotikd otnv enituxia tou MeteknaldeutikoU Xepivapiou
“YnoBonBoupevn Avanapaywyn (IVF) kai Autodvooa Peupatikd Noonpata”

obbvie

a Pfizer

Inflammation & Immunology

Benlysta'v
(bellm'{l,mab)/

MSD

INVENTING FOR LIFE
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Simponi’

golimumab

Ma v mipn epiinPn TwV XapakTnEIoTIK®VY TOU TTPOoIGVTOG, MAPAKANOUHE va ameud . SIMPONI (Hpepounvia teheutaiag avabewpnong 10/2020)
otnv MSD EANGSoc. Ayiou Anpntpiou 63, 174 56, ANipoc. TnA.: 2109897300 SIMPONI 50MG/0,5ML BTx1 PF PEN, A.T:: 775,04€
SIMPONI 100MG/ML BTx1 PF PEN, A.T.: 867,27€

KATOXOZ THX AAEIAZ KYKAO®OPIAZ: Janssen Biologics B.V.
TONIKOZ ANTIMPOXOMNOX: MSD A.®.B.EE.

TMHMATA EHIZTHMONIKHVZ ENHMEPQIHZ ) Bon@rioTe va yivouv Ta géppaka mo acgaki
AGHNA: Ay. Anuntpiou 63, ANIHOG 174 56, ATTIKN) at Avagépere OAEE (¢ avemBOpnTeg
Ap.[E.MH.: 121808101000 evépyelec yia ONA Ta pdppaka

Tn\: 2109897300 Zupminpwvovtag v «KITPINH KAPTA» 901-21022021-IMMU

INVENTING FOR LIFE  £-MAIL: dpoc_greece@merck.com, www.msd.gr GR-GOL-00099




ZEMEPNONTAZ TIZ MPOZAOKIES

O EKAEKTIKOE kot ANASTPEYIMOZ
JAK avaotoAéac tng AbbVie

ue 3 ENAE(ZE(Z otn pevpatoloyia™

*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%)
v 26" eSopada ™ 14" eBSouada Vv 24" eBSopada

PA: Peupatos1ric ApBpitida, AZ: AykuhomoinTikry ZmovSulitida, YA: Ywplaoikn Apbpitida, ADA: adalimumab, MDA: Minimal Disease Activity.

To @pappako autd TeAei UG CUNTANPWHATIKY TTapakoAouBnarn. AuTto Ba emTpEYel To Ypriyopo PoadIopIoHO
VEWV TANPOPOPIDV ACPANELAG. ZNTEITAI A6 TOUG EMAYYEAUATIEG LyEiag va avapépouy omoleadhmoTe
mBavoloyoUpEVEG avemBUUNTEG eVEPYELEG. BA. TTapaypa@o 4.8 yia Tov TPOTIo avapopds avemBUpNTWY EVEPYEIDV.

Tpomog 81a0gang: Meploplopévn LATPIKK cuvTayr amd e181kO

Bon6rjoTe va yivouv Ta gdppaka mo ac@akii Kat
1aTPO Kal TapakoAoudnon Katd Tn SIGpKela TG aywyne.

Avagépete
OAEX Tig avemBUpNTES EVEPYELEG YA Alokio mapatetapévng anodéopeuong 15 MG/TAB, BTx28
OAA Ta pdppaka AT:892,69 €
Zupuminpwvovtag Ty «KITPINH KAPTA» BiBMoypapia: 1. RINVOQ® MXI, 12/2021.

Mpwv T ouvtayoypdpnon cupBouleubeite Tnv MepiAnyPn XapaktneIoTKWV Tou MpoidvTtog.
la meplocdTepe; MAnpopopieg ameubuvOeite oTnv eTalpeia:

.
AbbVie DAPMAKEYTIKH AEE. Qb bv I e
Mapivou Avtima 41-45, Néo Hpdkheio, 14121, EN\GSa, TnA.: +30 214 4165555

GR-RNQ-220001-02/2022



RINVOQ® XYNONTIKH NEPIAHYH XAPAKTHPIZTIKQON TOY POIONTOX

To (pdppiako autd Tekel und oupmnpwpatiki napakohodBnon. Autd Ba zmrpausl © ypr]yopa TIPOOSIOPIOO VéwV
Thpogopiiy aopdkelac. Zteitar and ouG emayyeIatieg uyeiag va avagépouy j Youp

HUKNTIAOELG, 1 » |ie UToKEijieveG KaTaoTdaelg, ot omoieg Sovavial va mpodiaBétouv oty avarmmugn Aotpcewv. Ot aoBeveic Ba

avemBopnTeg evépyetec. B. mapaypago 4.8 yia Tov Tpormo avapopac avemBUpNTwV evepyeIQy.

1. ONOMAZIA TOY OAPMAKEYTIKOY MPOIONTOE: RINVOQ 15 mg diokia mapatetapévng anodéopevong. RINVOQ
30 mg dokia mapatetapévn anodéopevong. 2. MOIOTIKH KAI MOXOTIKH XYNOEXH: RINVOQ 15 mg dlokia
Taparetapévnganodéopevonc Kabe Siokio nupmmpsvn( ano&opsucn( TEPIEYEL NILBPIKT upada(mnlb moﬁuvauq
pe 15 mg upadacitinib. RINVOQ 30 mg iokia Kdfe Siokio
Tepiéel nwdpikr) upadacitinib, wodtvapn pe 30 ng upadacitinib. [ia Tov mhijpn katdhoyo Twv éK&))(qu, BA mpavpawo 61
3. OAPMAKOTEXNIKH MOPOH: Aokio RINVOQ 15 mg Slokia
Mm|3 Ypwyiatog, dlaotdoewv 14 x 8 mm, empirkn uuwlmpm Slokia mpm{mpsvng anobéopieuong e eviumwpiévn T Evden
“a15" om ula mhevpd. RINVOQ 30 mg diokia Kokkvou xpayiatog, Slaotdoewv 14 x 8 mm,
empikn apgikupta diokia napatetapévg anodéjieuong pe evumwpév Ty évdeidn “a30” om pia mevpd. 4. KAINIKEX
MAHPOOOPIEX: 4.1 Ospancutikéq evdeiferc: Peupatoeidic apBpirida: To RINVOQ evdeikvutar yia T Bepaneia g pétpiag
£ 0oBapric evepyol peupiatoeidoic apBpindag oe evijhikec aoBeveic, ot omoiol éyouv avianokpiBei avemapki o, 1 ot omoiol
epaviCouv duoaveia oe éva 1y d G vooou avtipeupiatikd gdppiaka (DMARD). To RINVOQ pmopei va
XpoioronBei w povoBepaneia fj o€ ouvduaoyo e peBotpeam. Yuwplaoin apbpinda: To RINVOQ evdeikvurat yia ) Bepaneia
g {v&pvou wpiaotkc apBpiridag oe evihikeg aoBevei, ot onmm Efow avmnoxp\Ba avemapkag 1 eigavilovv Suoavegia o€ éva
1y nepiaodrepa DMARDs. To RINVOQ pmopeiva 1} 0€ ouvdLaopo e . Aykuhorounuik
oovbuhirida: To RINVOQ evdeikvutal yia T Bepaneia g vepyod aykuhonotrikic omovBulitidac oe eviAikec aoBeveic, ot omoiot
£youv avianokpiBei avenapkid ot oupBatiki) Bepaneia. Atomkn Sepuariua: To RINVOQ evbeikvutat yia m Bepaneia g pétpiag
£ oBaprig atomkil¢ Separindac oe evihike Kat epriBoug nhikiag 12 erv kat dvw Tov €ivar UMOYIQIoL yia CUOTHHATIKT
Oepaneia. 4.2 Aocoloyia Kat Tpomog H évapén kat ¢ Bepaneiac jie upadacitinib Ba npénei va
TipayHaromoleital and (atpous e eunelpia ot Sidyvwon kat T Bepaneia Twv MaBroewy yia TG onoieg evdeikvutal To upadacitinib.
Aooohoyia: Pevpatoediic apbpitida, pwpiaotk apBpinida kataykuhonourik omovduinida: H auviotdpevn doon Tou upadacitinib
eivai 15 mq dnag npepnoiws. Ba mpénel va eeraletal To evbeydpievo Slakomrig TG Bepaneiag o€ aoBeveic pie aykuhomouriki
amovbulitiSa mou Sev éyouv Seiéel Khviki) avianokpion petd and 16 fdopiades Bepaneiac. Optopévor aoBeveic pie apyik Leptkr
avianokpion, evdéxetat va gigavioou or) auvéyela Pektion pie T ouvéyion g Bepaneiag mépav Twv 16 eBSopddev. Atomkn
Seppatiuda: Furhikec: H ouviotapevn 8o Tou upadacitinib eivar 15 mg 1 30 mg dna€ nuepnoiwg e Bdon v atopii exova
Tou aoBevouc. » Mia 8601 30 mg dnag npepnoiwg evoéxetar va eivar katdMnhn yia aoBeveic i upnho popio vooou. » Mia o
30 mg dna€ npepnoiwg evdéyetat va evat katahnAn yia aoBeveis e avenapki] aviandkpion ota 15 mg dnag nuepnaiw. « 6a
Tipénet va hapBavetar umon 1 xapnAGtepn anoteheopiatir) 5oor yia Ty ouviipnon. fia aoBeveic > 65 exy, 1) ouvioTope
Soon eivat 15 mg ana€ npepnoiws. FgnBor (hidac amd 12 ¢ 17 exdv): H dor Tou upada(mmb &vai 15 mg mva&

Tipénetva OTeVd Yia TV QVATug onjieiwv kat oupmwpaTV AoiHwéng katd T SidpKela Kat Hetd ano T
Bepaneia yie upadacitinib. H Bepaneia pe upadacitinib 8a mpénei va Slakomerar ev o aoBeviic eppavioel doPapi] f evkaiplakr
Doipgn. Evag aoBeviig, o onoiog avanTlooe! véa hoijwéh katd T Sidpkeia T Bepaneiag e upadacitinib Ba mpénet va
uroPnBei o eomevapiévo katmipn dlayvwatiko ékeyyo katdNnho yia avoookateotahévoug aoBeveic. Oa mpénei va Eexwioet
KkataMnhn aviipikpopiakr} Bepaneia, o aoBeviic Ba pénet va napakohouBeftat atevd kat ) Bepaneia jie upadacitinib Ba npénet
va dlakonei v 0 aoBeviig dev avianokpiverar amy avtipkpoBiak Bpaneia. H Bepaneia pie upadacitinib pmopei va auveyiotei
oA ) Moipwén TeBei umo éheyxo. Kabid umdpyet upnhotepn enimwon hoyieny atou nAIKIjévous e nhikia = 65 1q, Ba
Tipénetva Sivetat mipogoy i 6Tav xopyeftal Bepaneia oe autov Tov mnBuopd. Guuatiwan: Ot aoBeveic Ba npémetva moBaMoviar
o€ éNeyyo yla pupiatinon (TB) mpw an6 T évapén e Bepaneiag pe upadacitinib. To upadacitinib dev Ba mpénetva yopnyeftal
0€ a0Bevelc pie evepyd gupatiwon (BX. napaypago 4.3).To svésxousvo Bepaneiag KOTG G Qupariwong Banpénetva egetdlerar
Tipwv and T évapén Tou upadacitinib oe aoBeveic e mponyouys n 4 Qupariwon f} o aoBevei e
TiapayovTeg KvSLvou yia gupatiwor). Zuviotatat oupBoukeutiki) ouliTnon jie aTpo jie eumelpia ot Bepaneia TN GuHaTiwONG
Tipoketévou va SievkohuvBei n Ajpn andpaon oxetikd pe To edv 1 évapén Bepaneiag katd T pupatiwong ivat katanAn yia
&vav piepiovwpévo aoBevy. Ot aoBeveic Ba mpénel va mapaxohouBolvrat yia avamtugn onjieiwv kat QUIMTWHGTLY upaTiwong,
oupnephapBavopévay TV aoBeviV |Le apvTIKO anoTéNeop £ENeyyo yia havea Qupiatiwon npw ané Ty &vapén g
Bepaneiac. £ inon_toyeviv hoywewv: H Toyevav hopaéewy, oupmepiapBavopévay Twv
TIEPITTDOEWY EMaVEVEYOMoinang Tou epmntoiod (. épmng {wotipac), avagépde oe kKhikéc pehéteg (M. mapdypago 4.8).
0 kivduvog eppaviong Tov épmta {wotipa gaivetat va eivar vpnAdtepog oe lamuves aoBeveig mou éhaBav Bepaneia pe
upadacitinib. Eav évag aoBevric avamticer épmra {wotipa, 1 Slakom T Bepaneiag pe upadacitinib Ba mpénet va e€etaodei
Jéxptnv anodpopr} Tou enetoodiov. O éheyyos yia toyevr} natitida kat n mapaxohodBnon yia enavevepyonoinon Ba nipénei va
TipaypatonolobvTal mpv and Ty évapén kat katd m idpxela tng Bepaneiac pe upadacitinib. Or aoBeveic ot omofot fitav Betikoi
yia o avriowpa g nrarindag C karyia to RNA Tov 100 T nratinidag C anokeiotnkav and Tig kKAwIkéG pehéteg. Or aoBeveic o
onojo firav Betikoi yia To emgaveiakd avriyovo e nraritidag B f yia o DNA tou 100 m nnaritidag B anokheiotnxav and Tig
KAWikég peétec. Edv katd T didpketa Myng Tou upadacitinib avigveutei DNA Tou 100 Tg natinidag B, Ba mpénet va yiver
napanopn| oe eGetdikevpiévo nuatordyo. Eypohiaopdc Aev umdpyouv SaBéotia Sedopéva yia Ty avtanokpion otov
€jiBohaopd pie epPohia (oviwy pikpoopyaviopav o aoBeveic nov hapBdvouv upadacitinib. Aev ouviotdtat n yprion epBohiny
e (v, e§aoBevnjiévoug ikpoopyaviapiode Katd T Eldpma 1 aiéowg mpwv amo Tn) Bepaneia pie upadacitinib. MNpw a6 Ty
évapén g Szpunsmc e upadacitinib, ol aoBeveic ouviotdtal va npayumonolr]couv Oheg TIC Kam)\m)\s( QVooomoIfoel,
v NGV KaTd wu{pm]m Caotfpa, abyiguva etic IpEXOUCE( Katevbuvtipieg

odnyieg uvovonomor]( (B\. mlpaypaq)o 51 vla Ta edopié
ou(&uvu&vo fipoNo (13- Buvuuo npoupoq)quevo) Kau v ouvxopnyr]or] 113 upadacmmb) Kakoreia: O kivduvog ép:puvwr](
I Tou val auénuévog o aoBeveic pe peupatoedl] apBpinida. Ta

nepnoaie yia eprious Bapoug Toukdxiotov 30 kg. Zuyyopnyoiueves Tomkés Bepaneies: To upadacitinib pnopei va
e 1} ywpic Tomka koptikoaTepoeidi}. Ot Tomkoi avacToleig kahaweupivng pmopouv va ypnotoromBodv yia evaioBes mepioyéc,
0mg To Tpdowno, o Aaidc, ol NAPATPINHATIKEG TIEPIOYEC Kall 01 TEPIOKEG Twv yawnTIK@v opydviv. H Siakomi Trg Bepaneiag pe
upadacitinib 8a mpémet va extinBei oe kaBe aoBevr) mou Sev éxen eie evbeiSeis Bepaneutivod ogéhous pierd ano 12 hdopddeg
Oepaneiac. Evapé g doong: HBepancia dev Ba mpénetva Eexva oe aobeveic pe amohurto apibyo Aeppokuttdpuv (ALC) < 0,5x 10°
KUTrapa/L, anoAuto apiBiu6 oudetepogiwv (ANC) < 1x 10° kittapa/L f o€ aoBeveic e enineda aypooparpivng (Hb) < 8 g/dL (B\.
napaypagoug 4.4 ka1 4.8). Araxomrj g S6ang: H Bepaneia Ba pénetva diakonei eav évag aoBevii avamtiéel ooBapr hoipwén
£ 0Tou 1) Moipwén Tebei UM Ekeyyo. Mmopei va ypeiaotei Slakomr} TG Sooohoyiag yia TNV QVIILETGION TWV {1 QUIIOAOYIKDY
EpyaoTNpIaKaY TGOV O Tepypdperat otov MNivaa 1.

Mivakag 1. Epyacprakég petpioei kat odnyieg mapaxkohodBnong

dnpoibra jo0uv Tov KivBuvo EHoAVONCKaKonBewy, aupmepapBavoyiévou
Tov Aepgiopatog. Ta Kk Sedopiéva ivat eni Tov napowoc TIEPIOPIOpIEVa Kal HaKPOYPOVIEG HeNETeg Bpiokovral o€ eEENIST). T
KAWIKE peMéTeg e To upadacitinib mapatnprBnke eugdvion kakonBeiv. Ot kivbuvol kai Ta ogéhn T Bepaneiag e
upadacitinib Ba mpénei va e€erdCovra mpiv amé T évapén e Bepaneiag o€ aoBeveis e ywoTi) kakorBela mépav Tou EMTUYEG
Bepaneupévou pn pehavwpiarikod kapkivou Tou Géppatog (NMSC) 1 émv eerdletaito sv&xéuwo QUVEIonG TG espaanK e
upadacitinib oe aoBeveic mou 0 KakoriBeia. Mn KapKivog fpuatog: Mn ek i kapkivol
Tov &éppatog Egou avmospesl o€ aoBeveig mov s)mﬁav Bepaneia pie upadacitinib. fia aoBeveic nou Satpéyouv auénpévo
Kivuvo avamugng Kapkivou Tov Gépyiatog, auviotdral meptodiki Seppatik} eSétaon. Aiatohoyikéc diatapayéc: Anohutog
apibpog ovdetepogav (ANC) < 1x 10° kitapa/L, andhutog apiByiog Mepgokutidpuv (ALC) < 0,5 x 10° kittapa/L kat
atpoopaipivy < 8 g/dL avagépBrkav oe mocoatd <1 % Twv aoBeviv oe Khwikég Sokipég (BX. napaypago 4.8). H Bepaneia dev
Ba npénetva Eexwa, 1) Ba pénet va dlakomeTal npoowpivd, oe aoBeveic e TéC ANC < 1x 10° kitapa/L, ALC < 0,5x 10°
Ovtar katd T Sidpkeia TG owviiBoug TapakohobBrang Tou aoBevoug (BA.

napaypago 4.2). Exkohmwparitida: Exouv avagepbei mepiotatikd ekkoNmwpiatitidag o€ KAVIKEG SOKIIEG Kat and Tyéq petd v
fuda pmopei va npokahével yaotpevtepiky Sicmpnon. To upadacitinib 8a mpénet va

e mpocoy e aoBeveic e ekkohmwpatikii vooo kat dlaftepa oe aoBeveic mou éxouv ABel ypvia Bepaneia e

OUYYOpYOLjiEVa gopiaKeUTIKA Tpaidvia Tou oeriovtar e auépévo Kivdwo yia exkohmarina: i otepoeid

| Kat omoeidr}. Ot aoBeveic mou epipaviouy véa onjieia Kat oupTTG AT OTIY
Teploy1} g KOI)\IG( 6a mpénet va a£|o)\ov0uvm ea yia mpUin avaydpion g zKKoMmpmméa( yia Ty mpoAnpn g
6¢ kivbuvoc: Ot aoBeveic pie peupiatoeidn apbpitda éow avgnuévo kivuvo yia

mp&awaakic Siatapayéc. Xtoug aoBeveic mov Aappavouv Bepaneia pe upadacitinib Ba mpénet va avtierwmiCoviat ot
napayovieg Kwvdlvou (. unéptaon, unephimayia) we pépog e auviiBoug Bepaneiac. Amidia: H Bepaneia pe upadacitinib
£ & TG 0Nl Ohng, ¢

6 yapnhi mukvomntag (LDL)-yohnotepohng kat T Amompuwreivng upnAig mukvétntac (HDL)-xoAnotepong (BA.
nap(’rypa@o 48). Orau§fioeig ony LDL xo)\nmzpb)\r] Jewbnkav oa mpo S Bepaneiag enineda wg avianokpion on Bepaneia
otauvdy, napdho 7ov Ta otoiea efva nepiopiopéva. H enibpaon auriv v auéfioewv Tw Mmdixiy napapérpuy oty
o (B\. napdypagpo 4.2 ya Ty oSnyia napakootBnong).

u§ﬂo&g nnunmuv Tpavoayvaoiv: H Bepaneia pe upadacitinib ovoyetioe jie augnpiévn enimewon aiénang T nratikov
VUV OUYKPITIKG fi€ TO EIKOVIKO PApHAKO. ASIONOYIOTE KTA TNV apyIKi] eKTILNGT Kal OTN) GUVEKElD abjipwva i T ouviin

Eiéioi mhnBuoyoi: Hlmwué'wz la momKr] Seppiatinda, Sev ovviotdvrat S6oeic upnhotepeg Twv 15 mg dnag r]pspr]ciw( o€
aoeivslg nhikiag 65 zm)v Kat dvw (BX. mapdypago 4 8). Yndpyouv n{pmpmpzva Sedopéva oe aoBeveic nhikiag 75 evov Kat dve.
Nepukri ia: hev anareitat e Eucnn e aoBeveic e fima f pétpia vegpiki GUB)\élTOU[JVIG Ynapyouv
Tieplopiopiéva Sedoiéva oyeTIkd He T xprion Tou upadacitinib o dropa pe coBapr} veppiki (B). mapdypago5.2).
To upadacitinib 15 mg dna& nuepnoiwg Ba mpénel va Xpnotonoteital i mpoooy| o€ uoSsv&ic e coBapr veppiki
Suoherroupyia. To upadacitinib 30 mg dna€ nyiepnoiwg Sev ouviotatar oe aoBeveis pe coPapr veppiki| pyia. H yprion

Kitapa/L 1} aoogaipivy < 8 g/dL nov map
Epyaotnprakn pétpnon Evépysia 08nyia napakohovbnon
i g {ed i i i ia Tou gapydkov. H
Aéhuro apiic H espav(r;\a Qu Tipénelva EMuKovysx &ivo /}N( eival Aao)\ovnms KardTy apyik etiunon POpie 1o, pap)
auerepipiay (AN < 1x 1' Kotrapa/L kat pmopeiva Eglfwnoa & IpyoTepa and
véou pohig 0 ANC emotpépet g upnhotepn T sﬁﬁouués( perd Ty évapén g Bepaneiac.
Aok ou6 Hepaneia 6a pénetva diaxonel ey o ALC eva | A0 T0TE Kal 010 €€ il ghepowidn gdpuara, kop ¥
)\m i po&\m < 0,5x10° kirapa/L ka pmopei va Eekioel ek UUUW‘{G pemy £EU‘UP|K§UDEVH
E[poKUTIaPY véow 16N 0 ALC emorpéye o€ upmotepn Ty [ VIETGTION Tou aoBevolc. pevtepikic didtpnon. Kapdiayy
Hzpaneia Banpéneva Slaxonei v ) Ho efvat
Aytoogaipivy (Hb) <8g/dLkat um)psl Va §eKV0el €K Véo po)\lg a ; J i ke
arinedatb " OUOYeTioTNKe e G000£EapTHlevES auEoelc oTIc AmibIKéG
H¢paneia Banpénetva Siakonel mpoowpvd AgiohoyrioTe katd T apyik ektipnon s
Hnariké tpavoopva v yetrat nratik BAGBN mpokhn i ) OUvéyeta alpQwva e T ouviien
and gdppaka Slaxeipion Tov aoBevoi. Jp6TIa Kat Bev éel
01 aoBeveic 6a mpénetva avripetwmiCoviar 12 epbopaSecpei s iy smplnTe
i aihgana e g e kv i Bepaneiag kau 011 QUUEYEI0 OUpUVO L TG
obnyiec yia Ty unephmdaiuia ;’:;U::k A e odnyiec

petomon Tou aoBevolc. Tuviotdtar deon Slepedvion TG ariag avénong Twv NATIKGY ev{GwY TIPOKEIPEVOU Va
eviomotodv mBavd mepiotatikd nnatikic Phdpne mpokAnbeioa and gdppaxa. Edv katd T Sidpkeia e auviBoug
0 ToU a0BevolG Ov auéfioeic ota enimeda g ALT 1 ¢ AST kat mBavohoyeitar npoxhnBeioa ano

(pdppaka nnatiki} BAABN, n Bepaneia pe upadacitinib Ba mpénet va Slakonei péxpt va anokeloTel 1o evexopevo autrig TG
Siayvwong. OheBikr BpopBoeyBol: Tupavra ev Tw Padel pheBikric BpopBwong (DVT) kai nvevpoviknc euBohr (PE) éxouv
avagepBei oe aoBeveig mov hayBavouv avaotohei g kivdong JAK, oupmepthapBavopiévou Tou upadacitinib. To upadacitinib 8a
Tipénetva xpnmuonoxzhm i€ mpoooy ) o€ aoBeveic e LNAG Kivduvo eppaviong ev Tw Baber pAeBikric BpopBuong/mveupovikig
éu[!o)«]( Ot m]payovrs( Kivdivou ot omoiot Ba npam va e€etaloviat atov kaBopiopio Tou KvSVoU Tou aoBevoic yia ev o BaBet

Tov upadacitinib Sev éyer pelemPei oe dropa pe veppondBeia Tehikol otadiov. Hiamkij duoderoupyia: Aev amarefral
npooapioyn g 6ong oe aoBeveic pie fima (Child-Pugh A) 1 pétpia (Child-Pugh B) nnatix) Suakerroupyia (BX. napdypago
5.2). To upadacitinib Sev 8a mpénet va xpnoiponotetal oe aoBeveic pe ooapr} (Child-Pugh ) nnatikr} Suokeroupyia (BX.
mlpuypaq)o 43). Nmémrpmucnmﬁwwg Haopakewa kain anors}\zopankomm Tou RINVOQ o€ naidid pie atomy

HovIKI} epBohr} WV peyaNitepn nikia, Try naxuoapkia, T 1aTpIKG 10TOPIKG &V Tw Pdbel
q;AsBlKn( epouﬁwor](/nvswowkq( 1BoNc, Toug aoBeveic mou umoPdMovtal oe peilova yewpoupyikr enépBaon Kai TV
napataBeioa akwitonoinon. Eav or]pameotw KAWIKEG ekOMAGIOEIG &v Tw Babel q;)\sﬂlmc Bpnpﬁmﬁn(/nvsupowmg €jiBokic, n
Bepaneia e upada(mmb 6a mpénet va dlakometal Kat ol aoBeveic Ba mpénet va unomneouv o€ ayieon a&o)\omon,

nhikiag Kt Twv 12 ewv Sev éouv axopa TekpnpiaBei. Aev undp) 10é éva. Aev undpyouv Siabéotyia edopiéva
Khwikiig ékBeang oe egrioug Bdpoug < 40 kg (BA. mapdypago 5.2). H uwakm Kat 1) anoteheopiatixotnra ou RINVOQ o€
Taidld kat eriBoug e pevpiatoetdi apBpitida, Pupiaoiki apBpitida kat aykuhomomTiki omovBuliTida nhikiag 0 éwg kdtw Twv
18 exv ev éyouv akdpa TekpnpiwBel. Aev undpyouy Siabéaia Sedopiéva. Tpdmoc yopriynong: To RINVOQ npénetva Aayavetar
and Tov mbpam( o€ nepnoit e ) wpic Tpogr Kat pmopei va AapBaverat omotadimote oty T niépag. Ta Siokia Ba
TIpénet va katanivoviat o)\oK)\r]pa Kat Sev Ba mpémet va 6|)(010u0uv1m, va epuuu(m(uvm\ fiva uacwwm npompsvou va
SiaogahiCeraidti xopnyeitar owota okokhnpn n doon. 4.3 ot SpaoTiki 1) 0€ Kamoto ano
Ta ékBoxa ou avagépovtal oty iapaypago 6.1. « Evepyr gupatiwon (TB) 1) evepyéc doBapéc hoiéelc (BA. napdypago 4.4).
« Yopapi nraniki duoketoupyia (B. mapdypago 4.2). « Kinon (BX. mapdypago 4.6). 4.4 Erdikéc mpogidomonjoeig Kat
TpoQUAGgel; Katd ™ ypAon: poiovia; 0 owbduaopds pe aMa loyupd
avoookataotakTikd omwg 1 alaBetompivi), 1) kukhoomopivn, o tacrolimus kat Biohoyid DMARDS 1 pie GNoug avaotoheig Tng
Kkwaong Janus (JAK) Sev éxer aSiohoynBei oe Khwikéq pehéteg kat dev uuvmdml KaBu o kivduvog emmpooBetng
avoookatactoh Gev pmopei va anokhetotei. ZoBapéc hoip&eic: Exouv avagepBei oopapé PIOYIEVES POPEC

Noipir&ei o aoBeveic mou MapBavouv upadacitinib. Ot mo auyvég aoBapéc hotaéeic mou avagépBnxav pe To upadacitinib
TepiedpBavav TV mvevovia kat Ty kurtapinida (BX. mapdypago 4.8). Mepimtaoeic Paktnpiaknc pnviyyiidag éouy

evn and 1 AN 5paoec pe dMha gapp npolovm Kat dAAeg pop@ég

i Do) sméouon My npoidvtwy ot Tou_upadacitinib: To
upadacitinib petaBohiCetatkupitwg and to CYP3A4. Tuvenac, o1 exBéoei Tov upadacitinib 1o mdapia pmopodv va ennpeaatolv
anb gapyakevTIkd mpoidvia, Ta omoia avaotéMouy 1) endyouv 1oxupd o CYP3A4. Zuyyopriynan e avaotolei Tou CYP3A4: H
£kBeon ato upadacitinib au§dverat kata ) ouyyopriynan pie toyupot avaotoheig Tou CYP3A4 (dmwg eiva 1 ketokovaloh, n
twpakovalohn, 1 6, 1) Bopkovalohn kat KhapiBpop Xe pia kAvIkij pehém, 1 ouyopriynon Tou upadacitinib
e ketokovagoAn obriynoe oe 70% kai75% auéioei om C, kat v AUC tou upadacitinib, avtiotora. To upadacitinib 15 mg
anag nuepnoiwg Ba mipémetva xpnotonoteitat je mpocox i o aoBeveic nou MapBdvouv ypdvia Bepaneia jie oxupol avaoToheig
Tov CYP3A4.To upadacitinib 30 mg dna& npepnoiwg dev ouviotdtat oe aoBeveic nou AapBavouv xpovia Bepaneia e ioyupoic
avamo)\ag ou (YPZM Ie nspnnmar] pakpo)(povmg Xpriong, 6a Npiﬂ{l va sEEm(nm T0 evbexopevo evakhakTK®y Emhoycv

py \aywy \ue P \éatou CYP3A4. I icTou CYP3A4: Hskﬂ{unmupada(mmb
uamvam Katd T ouyXopriynon e (oxupolc {navwva( Tou CVP3A4 (onw( &lval 1) pigapmkivy kat 1 gawutoivn), yeyovdg mou
pnopei va odnyfoel oe pelwpév Bepaneutikr enidpaon Tov upadacitinib. Xe pia kKhwik peNétn, 1 ouyyopiynon Tou
upadacitinib perd and noMaméc 86aei pipapmikivig (1oxupds enaywyéag Tou CYP3A) odiiynoe oe mepimov 50% kai 60%
pewwoeic ot C ., kat v AUC Tou upadacitinib, avtiotoia. 3¢ mepimwon ouyxopiiynng Tou upadacitinib pe 1oxupolc
enaywyeig o (YP3A4, o1 aoBeveic Ba mpémet va napakohouBolviat yia petaBokég oy evepydtnta TG vooou. H peBotpegamn

) e maywy

avaq)spea ¢ aoBeveig mou )\auBuvouv upadacitinib. Ano T zukmptam )\oluw{ag, Je T upada(mmb 0N

(pupatiwon, ohudeppotopikdg épmng {woTipag, oTopaTIkA/oopayKA Kavivtiaon Kat Aev Ba mpénei va
Tipaypatonoleital évapén e Bepaneiag e upadacitinib oe aoBeveic pe evepyo, ooBapr Mofwén, oupmephapBavopévay Twv
eviomopévay hotpigewy. EEetdate Toug kivdivoug kat Ta opén TG Bepanciag mpv amd Ty évapén TG yoprynong Tou
upadacitinib o€ aoBeveic: « e ypovia f unotpomialouoa hoijieé « ot omoiot éxouv exTedei o QupiaTwOT) « i 10ToPIKO GBapric
1) evkaipiakiig AoiHwéng « ot omoiol éyowv Katolkiioel 1) TagiGéyer o€ meployéq EvBNpIIKES yia pupaTiwon i evBIKE yia

KalTa T Tou pH gapy a mpoiovta (my. avriogva 1 ot avaotoheic avrhiag mpwtoviwv) Sev éxouv kapiia
enidpaon otic exBéoei; Tov upadacitinib oto Mdopa. Awvntik enidpaon Tov upadacitinib otn_gapyakokwTiki AMMwy
Qapakevtikav_nipoioviwv: H yopriynon noMamiav dna npepnoiwg Soewv 30 mg upadacitinib oe yi dropa eiye
Tieploplopévn enidpaon otig exBéoerg T balohdpng (evaiodnto uméotpwpa yia To CYP3A) ato mdopia (26% peiwon oty
AUC kai C_ g pidaohdpng), umodeikviovtag ot To upadacitinib 30 mg dna npepnoiwg Sbvatat va aokijoel aoBevi
enaywyikr emidpaon oto CYP3A. e pia khwiki) pehém, n AUC g pooovBaoarivrg kai T atopBactarivng peiaBnxav kata



33% Ka 23%, avtiotoa, kat n € ¢ pooouaotativi peibnke katé 23% petd and T xopfynon mokamhv dnag,
nuepnai d6oewv 30 mg upadacitinib oe uyi dropa. To upadacitinib Gev €iye Kapia oxenkij enidpaon om C Tr]<

£wq kat 12/14 eBdopddes, auérioei; oty ALT kai v AST = 3 x ULN oe Toukdyiotov pia pétpnon napatnpiBnkav oto 0,8% kai to
0,4% Twv aoBeviov o Ehape Bepancia e upadacitinib 15 mg, auykprrikd e 1,9% a1 0,9%, avriotoia, Twv aoBeviv nov éhapav

atopBactarivig i oTig exBéaeig TG opBo-ubpouatopBactativng oto mdajia (peilwv, Mpyor petaBoNme g
Aev ouviotarat mpooapoyr} TG 56ong Twv unootpwpidtwy Tou CYP3A f TG p o Kﬂ'[(] m

To npomno Kain smmwcn e uu{non( oty ALT/AST napépenvav otaBepd oty mdpodo Tou Xpovou

1A
avyyoprynan Toug pe upada(\tlmh To upada(mmb Sev aokei mma ox{nm zmépaon ot {KSEOEI( mdopatog o
HUUIUWU yia

ané ta CYP1A2, (YPZB6 (YPZ(9 CYP2C19 A 10 CYP206. 4.6 Tovipdtnta, KUnon kar yalouyia: [uvaike o€
avanapaywyii nhikia: ¥Ti¢ yuvaikeq o€ avanapaywyki nAKia pénet va uvioTdTat ) yprion anoteAeopanikic aviioMnpng
Katd ) Sidpkela g Bepaneiag kat yia 4 epSopddec perd my Teheutaia 560 Tou upadacitinib. Ot Bijkei naidiatpikoi aoBeveic
fi/kat ot yoveic/gpovTioté Toug Ba Mpénet va evjiepvovTal yia TV avaykn emKkonwviag e Tov Bepdmovta tatpd pokiG
aoBeviic ugavioer eppnvapyr evd hapBaver upadacitinib. Kinon;: Aev diatiBievtar i eivar nepiopiopéva 1a kKhwikd Sedopiéva
ogenkd pe T yprion Tou upadacitinib o éykueg yuvaikec. Mehétec oe {ha katédeigav avamapaywyiki Toikdta ().
napaypago 5.3). To upadacitinib doknoe Tepatoydvo dpdon o€ enipiueg Kar Kovikhoug jie embpaceic ota 0otd o€ éuppua
Empowy Kat oty kapdid oe éuPpua kovikhwy katd Ty evdoprtpia (in utero) ékBeon. To upadacitinib avreveikvuta katd T
Sidpketa TG eykupoadvng (BX. napdypago 4.3). Eav pia aoBevilg peiver éykuog katd ) didpkeia Ajyng Tov upadacitinib, ot
Yoveic 8a mpénet va evnjepwBobv yia Tov mBavo KivSuvo yia To éBpuo. Onhaayioc: Aev eival wotd edv To upadacitinib/ ot
petaBoltec anexkpivovtai oto avBpwmvo ydha. Ta SiaBéola gappakoduvapika/togikohoyikd Sedopiéva oe (wa eicav
anékkpion Tou upadacitinib oto yha (BNéme napaypago 5.3). 0 Kwﬁvvo( 10 veoyva/Bpégn Sev mopei va unomma To
upadacitinib dev mpénetva i Kam m &apma ) I‘lpm{wa iedvBa Bnhaaye

1) Ba Siaxonei n Bepaneia pe upadacitinib, Aayp umoyn 1o dtpeho( 1haapiod yia 1o naidi ka0 6gehog, mgezpan&ac
yia ™ yovaia. fovdrra: H enidpaon tov upadacitinib ot avBpimvn yovipotnta Sev éxet agiohoynBei. Mehére oe {oa dev
unodetkviouy emdpaceic avagopikd pie T yoviudta (BX. mapdypago 5.3). 4.7 Emépaoceig oty kavétnTa odijynong
Kat Xeiptopod pnxavnpdtwv: To upadacitinib Sev éyel kapiia i éxel aofpavn enidpaon omy avétta odiynong kat
Xetpiopol pnyavnudtav. 4.8 AvemBopnteq evépyetec: Yovown tou mpogil a0gdhelac TIC ENEYKOEVES e EIKOVIKG
(appiako KAwikéG Sokipég yia peulartoeidiy apBpinda, Ywpiaciki apBpitida kat uvkukonmnnm omovduhitiéa, ot ovvotepa
avagepBeioeg avemBipnTes avribpdoeig (2% Twv aoBeviv oe TouhdxioTov jiia amo TIC evEISEIC e To leyaNiTepo noooo'm

TLV {aKpOp peheta enékraong. Auérioeig Améiwv: H Bepaneia pe upada(mmb 15mg ouo)({mmx{
Jeaudfioeis ot Niiséc é éng g olikrig, GG, TV e LDLyoNy
Kai g HDL xohnorepdhng. Aev onprerdbnkav petaBohég ot avahoyia LDL/HDL. Or auéfioeig napamprinkav otig 2 éwg 4
€Bdopddec Bepaneiag kat napépenvav atabepég und pakpoypdvia Bepancio. Metagh Twv aoBeviv oTiq eNeyyOpeves PENTEG e
apyIKEG TIEC KdTw and Ta kaBopiopéva dpia, napatnpRBnKav of akoAouBeq OUKVOTITEG aoBeviv e HeTaTomion mave and Ta
Kueopmuévu opia wu)\dxlo'rov pia wopd Katd T &idpkeia Twv 12/14 hbopdduv (oupmephapBavopévav Twv aoBevv o
Elpavioay fiia epovwpévn au&w{vn npr] « Oy xo)\qmspo)\r] > 5,17 mmol/L (200 mg/dL): 62% évavti 31%, otic opicde Tou
upadacitinib 15 mg kat L DL 3,36 mmol/L (130 mg/dL): 429 évavti 19%, otic
opddec Tov upadacitinib 15 mg kar 0 ) HOL >1,03 mmol/L (40 mg/dL): 89% &vavti
61%, ot opiadeg Tou upadacitinib 15 mg kat mu EIKOVIKOU Qappdou, avtiotoiya « Tpwyhukepidia > 2,26 mmol/L (200 mg/dL)
25% évavti 15%, oig opddeg Tou upadacitinib 15 mg Kat Tou elkovikoh QapudKou, avtioToiya. Kpeamvikij pwopokvdany: X
eheyopieveg i€ ewovikd pdppiako pehéteg pie DMARDs e Bepaneia mloﬁaepou, ya &ockal 12/ 14 BBopadec, napamnprinkav
avéfioeic otic T e CPK. Avéoeig e CPK > 5x piov (U 101,0% ka1 0,3% v
aoBeviv yia Bidoma 12/14 eBdopdduv otig opddeg Tov upadaunmb 15 mg Kai To kovikol gapyidkou, avtiotorya. Ot
Teploadrepec augiioelc > 5 x ULN fitav miapodikég kai Sev éxpnav Siakomg e Bepaneiac, Ot péoec Tipé CPK augibnkav éwg i 4
€Pdojidde e pmn abénon e mér]( w 60 U/Lotg 12 zﬁéopuéz( Kal nupsuavuv otadepéc oe augnpévn nur] an owsxsm,

w e NeyyOpleves e Qdpj
e DMARDs wg Bepaneia uroBadpou, yia éwg kai 12/14 zﬁ&ouﬁéz(, elaeig oToug apiBpolg T ouSETEPOPRWV KT Twv 1 x10°
Kuttdpwv/L o€ oukdyiotov pia pétprion anpiekaBrkav oto 1,1% kai oe nooootd <0,1% Twv aoBeviv otig opiadeg Tou upadacitinib
15 Mg Kal Tov &IKoVIKOD PapHaKoY, avTiaTolya. T& KAVIKES peNéteg, 1) Bepaneia Slakomke wg andvinon oe Ty ANC < 1x 10°
kuttdpwv/L (BA. napdypago 4.2). Ot péoot apiBpoi oudetepogilav u{lu'senxuv oe Bidomnpa 4 &wc 8 epdopaduv. Ot pewoeig oToug
apiBiiot Ty uUanpoww.)v m}p{pslvuv mat)sp{( 0 YapnAOTEpT TIL Oe Oyéor e TV apyIKi} eKTijinan oty midpodo Tou Ypvou,

v uno é Sspanaa Wwommxn apfpinda: Yuvohikd, To ipogk aopdelag mou

petagh Twv evbeicewv mov mapouoidoBnkav) pe To upadacitinib 15 mg frav ot oydSerg Tov aviTEPOL
avotipiatog (19,5%), ta aunpéva enineda kpeatvikic guogokwvdong aiplatog (CPK) (8,6%), Ta aunpiéva enineda ahavivikiig
1pm/ooulvaan< (4,3%), n Bpoyxiuda (3,9%), n vavtia (3,5%), o Biiyac (2.2%), T avénuéva enineda aomaptikig

,2%) kat (2,29). Zig eheyyoeveg jie EIKOVIKO papHaKo KAVIKEG SOKIHEC aTOmIKiig
ol uyvoTePa avapepBeic Opneg avtidpdoet (=29 Twv aoBeviav) pie To upadacitinib 15 mg 1 30 mg
fitav o1 hoineiC Tov avidTepou avanveuotikol ovotiarog (25,4%), n aky (15,1%), o amhog épmng (8,4%), n kegahalyia
(6,3%), 1a auénuéva enineda kpeatvikiic puopokvdang (CPK) (5,5%), o Biixag (3,2%), n Bulakitda (3,2%), To Koakd
ahyog (2,9%), n vavtia (2,7%), n oudeteponevia (2,3%), n mupegia (2,1%) kat n ypimn (2,1%). O1 ovyvotepec ooPapéq
avemBopntes avridpdoeig frav ot ooBapéc Motwger; (BN mapdypago 4.4). To mpogid aopdletag Tou upada(mmb uno
Hakpogpovia Bepania fav yevid napogolo e o 1ipogik aggdheiag kard T Bidpketa TG eheyypeung pe eiovikd dppiako
TEp1odou ae Oheq Tig eveiSeis. Karahoyo und oper} mivaka: O katdhoyog UNTQV EVEPYEIGDY
Tiou akohovBei BaoiCerar omy eumeipia and Tiq kKhwikég Sokipéc. H ougvoTna Twv avemBOpnTwV evepyedy mou maparibetal
TIApaKdTw, opiCetat yproiomoveag TV axkdhoudn adyBac: moXd ouvéc (= 1/10), auyvég (= 1/100 éwg < 1/10), ox1 dugvég
(= 1/1.000 éug < 1/100). Or ougvotnreg otov Mivaka 2 BaciCovrar oto upnA6TEPO NG Ta Moo0oTd TV AvemBOPNTWY
avtibpacewv o avagépBnkav pie 1o RINVOQ 15 mg oe kKAwikég Sokipéc peupiatodoyikav aboewv kal atomikc eppatiridag
1j e To RINVOQ 30 mg oe Khikéc Sokipég atomkrig Seppariibac. XTic mepumridaeig Tov mapatnpiBnkav agloonpeiwteg
Slapopég ot ouyVoTNTa HeTagh Twv evdeiGewy, auTéq mapouaialoval oTiC UM PEIDOEIS KATw and Tov Tivaka.

0Beveic e evepyd Ywpiaoik Tiou é\apav Bepaneia e upadacitinib 15 mg fitav ouvenéc e 1o mpogik

aogdheiag mou napatnpriBnke oe aoBeveic e peupatoeidii apbpitida. 3Toug aoBeveic mou Eapav Bepaneia jie upadacitinib oe
ouvduaoyio e Bepaneia MTX évavet Twv aoBeviov mov é\aBav povoBepaneia, mapatnpiiBke LYNAGTEpo MocoaTo coBapuv
Nopréewv (2,6 oupBavia ava 100 ém-aoBevots kat 1,3 oupBdvia ava 100 ém-aoBevoiig, avriotora) kat auéfioe naTikav
Tpavoapvaoav (auéroeic ALT Badpol 3 kat vnAdtepa nooootd 1,4% kat 0, 4% avtiototya). Aykuhomounuij amovduAinda: Tevikd,
Tompogi aopddelag riov i aoBeveic e 0 itiba nov éhapav Bepaneia ueupadatmmb
15 mg fitav ouvené e 1o mpogk aopdhelag ou 0¢ aoBeveic e iy apBpitida. Aev JKav véa
eupijjara aoakeas. Atomkij Sepuariida: Aopdéer: 3TV eNeyyOpEVT) e EOVIKO pdpjiako Mepiodo Twv KAVIKGV HEAETa, I}
ou)(vomm me )\oluménguz Bmmr]ua 16 sﬁéouu&uv uc oua&g Tou upada(mmb 15 mg kat 30 mg firav 39% kat 43% ovykpmkd
IpHdKou, avtioTotya. T OEwv yiaTIcopddeq Tou upadacitinib 15mg

Kau 30 mg mav 985 ka1 109,6 ouuﬁavm avé 100 ém-aoBevol, avtioTolya. Ze ENeyyOMEVES e EIKOVIKD GApHAKO KAIVIKEG PENTeS,
nouyvoTnTa me coBaprc hofjwéng oe 5|aompa 16{{350uu&.>v oTiG 0pddeg Tov upadacitinib 15 mg kat 30 mg fitav 0,8% kat0,4%
auykpmikd pe 0,6% oty opdda Tou gappdkov, avtiotoa. To OVI0 TIoo00TO C0ap@V MoIIDEEWY yia TiG OpddeG
Tou upadacitinib 15 mg ka130 mg firav 2,3 kat 2,8 oupavraava 100 ém-aoBevoli, avtiortonya. Fukaipiakés Aopuedeis (e€apoupiévng
¢ puuaTionc): Ty eNeyXOpE) He EIKoVIKO pappiako TepioSo Twv KAWIKGV HeENET, Gheg ot evkaiplakég holiéelc (€aipoupiévio
NG Qupativons kat Tou épmta {wotripa) nou avagépBkav fav eomTikd éxCepia. H ougvatTa To gomuikod exCépatog o
&aamuu 16 sBéopaéwv o1g uua&( v upadacmmb 15 mg kai 30 mg fitav 0,7% kat 0,8% avykprika pe 0,4% oty opidda Tou

gappdrou, avtiotonya. T P OOV £D £uaTog yla Tig uuaé&( Tou upada(mmb 15mgkai30mg
Nivakag 2. AvemBopnTec evépyeteg fitav 1,6 kat 18 oUpBavm ava 100 & - 0095\/0\)(, uvnmoxxu Tva epiotatikd oloopayikiic kavivtiaong avagépbnge pe To
: n P . : z p P upada(nmlb 30mg.To paxpopovio ogooTd Tou Epmy JpayiaTi opades Tov upadacitinib 15 mg ka1 30 mg fitav 3,5 ka1 5,2
Kufnvopm aun'myam( LLL ’I'Io)\u auxvf( n Zl:yz( (?xlwxvzs B 4100 émn-aoBevotc, avriotolya. Ta mepioodtepa oupBavia épmnta (wotripa nepiehdpBavav éva oo deppiotopio kat
Roageiskatnapaonioeic Royoa tov avinepou B‘”VX'“““ i EPW ﬂm”qm' Kavivriaon dev firav ooapd. Eoyaompiaxéc avwpalieg: O1 Socoegaptipevec petaBohég T avgnuévne ALT fi/kai g auénpéng AST (= 3 x
avanyzumxmu . ZMUVIPG(. An)}oc épmc’, 10” mopmos, ULN), mw napapérpay Twv Amdiwy, Twv Tipv T CPK (> 5 x ULN) kai g auﬁmpomvmg (ANC < 1x10° kimapa/L) nuu
ovoriaroc (URT) Ouhaxinda, - pancia e upadacitinib firav mapoyiotec pe autéc; KAVIKEG PENTECY
Aiarapayéc Tov aiorouTikod Kat 1o Avaiyia, Oubereponevia TiaioeiC. MIKp{( au&nc{l( omv LDL xoMotepohn mapatnpriBnkav petd v ehdopdda 16 oTic peNétes atomkiic Bspummﬁac
Aeigikol avorijatog Hhikiwpévor: Me aon neplopiopiéva edopiéva o aoBeveic e atomikr} Seppiatitida nhikiag 65 erov kat dvw, uniip&e upnhétepo
DNatapayég Tou retaBoliapiod kat Ynepyootepohaiia® | Y TI0000TO GUVONKV avemBUHNTLV evepyelov e Tr) doon upadacitinib 30 mg oe olykpion e T Soon Twv 15 mg. Nabiatpikoe
e Bpépng ThnBuap6c: Yuvoika 343 épnBot nikiag 12 éwc 17 et pe atomiki] Seppiartitida urofhiBnkav e Bepancia otic pehétec Odong 3,
MITapayEG Tov QVanVELGTIKOD Bjac ek Twv omoiwv o1 167 extédnkav oe 15 mg. To mpogih aogdhelag Tou upadacitinib 15 mg oz egrifoug firav Mapojiolo e exeivo Twv
OUOTAaTO, Tou BdpaKa Kai Tou amhikav. H OWG)\EIG Ka urmdzcumlmmm me ?Soon; wv 30 mg ¢ &q)r]ﬂou( Bpioxovtat umpn uno Bxipeuvnon Avagopd
i Hovagopd evepyexdy erd and 1 yopiynon ddeiac
Z = = " i Entpénetn owveyr (8non g oyéong opélouc-kdbvou Tou
A'“‘“"“Xf‘ L yu‘mpew&plxou = KO,'NQKO o, Navtia 0 mpoi6vtoc, Znteftar a6 Toug snuyys)\pm[s( Uyelag va avagépow omoleodinote mBavoloyolpievec avemBopnTe
A'“TGPGX&TDUF”{WMQ aton At Kiiduon' EVEPYELEG [ié0w Tou €BVIKoD OLOTIATOG avapopdg Tou avaypdgetar mapakdmw. ENAGSa: EBvikdg Opyaviapio Qappdkwy,
uno§opiov (o) Meaoyeiwv 284, GR-15562 Xohapyog, ABrva, Tnk: + 30 21 32040380/337, Ga: + 30 21 06549585, lototomoc: http://www.eof.
Tevikég diatapayéc kat kataoTdoe T Kémwan, Nupetia ar. Kompog: Gappaxeutikéc Ympeotec, Yroupyeio Yyeiag, CY-1475 Aevkwota, Tni: -+357 22608607, 0at: + 357 22608669,
0Bo yopiynong loétonog: www.moh.gov.cy/phs. 6. ®APMAKEYTIKEZ TAHPO®OPIEX: 6.1 Katdhoyog ekboywv: Mepieyopievo diokiou:
Napaxhvikéc €etdoeig Avénpévn CPK aipiarog, MikpokpuoTahhiki Klmapwq anopzMo(n Muwno)\r] Tpuyo o{u Nupitio, koMoeidéq dvudpo. Mayviigio oTearikd.
Augnuéun ALT?, Auénuévn Emkclogn pe Aemd upévio: Yhukohn. Takng. Treaviou Bio€eilo (E171). i6ripou oeidio
ASTF, Auénpévo Bapog péhav (E172) (uévo yia Ty meplekTikTITa W 15 mg). Z\Bnpou oEaBm epubpo (E172). 6.2 Awuﬁuloﬂ]ﬂc Aev
Martapayég Tov Veupikob ouaTruatog Kepahalyia &gapyoCetal. 6.3 Mdpkera {wic: RINVOQ 15 mg Slokia DNoia

- 2 o~ 3 i Kuwem: (blister): 2 xpovia. Aokia napmamusvn( unoéecpsuon( 0 0UOKeuaoieg PIahng: 3xpowu INVOQ 30
BQ?\p%ﬂfiﬂ%:ﬁfwmmmm( opoc Bpopiéa vy ALT katavééng AST mg Siokia Awoxia V3 e kupeéhng (blister): 2 ypovia.
r']mvc e Uﬁx‘fﬂ L ! T FROYATIOAC, Hene Ll Awkia mpmﬂapsvnganoésouzuoqgaz OUOKeaoieq q)mmg 3ypovia. 6. 4181 itepeq mpouAaeiq katd m Ulagn Tov
¥ e ey pevparoloyikéc TBioe, ) ouTYT fray U 1o Ty ki Kt Gy o]y Ty ki, npolwlo; Auto T pappaKeuTId NpOlOV Sev anamei lélancps( ouvBiKeq espuoKpaomg yamy wu)\ain Tou. Quhdooere oV

Nepiypagi emeypévuv avemBOpnTwV evepyelv: Peuuaroidiic apbpinda: AodEer: e EeyXOEves e EOVIKD GapHaKo KNVIKEG
pehéteg j1e DMARDs wyg Bepancia unoBaBpou n auxvomm ¢ Moipwgng 0 Emomua 12/14 €Bdopadov omv oua&l o0
upadacitinib 15 mg firav 27,4% ouy 1€ 20,9% o opdda Tou QapHAKov. L& eNeyXOpiEve e | ) (MTX)

apyiki ovokevaoia kupéhng (blister) i o @iaA mpokelévou va npootatedeta and Ty uvpucla Amnpzns ™ gudky Ka)\a
KAetwopévi). 6.5 ®hoN Kat oUGTATIKG TOU MEPLEKT: R!NVOQ 15mg 5|umu

peNérec, ) ouyvotTa G Moipwéng oe Sidotnyia 12/14 eBSopdduv oty opidda povoBepaneiag jie upadacitinib 15 mg firav 19,5%
QUyKpITIKa pe 24,0% ot oj1a8a TG peBotpe€aTng. To uvoNikd Hakpoxpovio TocoaTo MoipiidEewv yia Ty opdda Tou upadacitinib
15 mg kat otig névie kKAWIKEG pehétec gdong 3 (2.630 aoBeveic) firav 93,7 oupdvra avd 100 ém-aoBevolc, 2 eNeyypteve jie
ElKovIKO (pappako kAVIKEG pehétec pe DMARD wg Bepameia umoBdBpou, 1y ouyvotnta ooPapiic Aoipwéng oe didotnpa 12/14
epSopdduv oty opada Tou upadacitinib 15 mg fjtav 1,2% ouykprmikd pe 0,6 oty opidda Tou eIKovikob papyidkov. L&
eheyyopieves e peBotpesdm pelétes, 1 ouyvotTa g OUBOPH( oipwgng o didomua 12/14 eBdopdduy oty opa&l

ovokevaoieg kupéhng  (blister) and = uhouuww 0
fecmou nsplzxouv 28798 Ewma | £ ] e mou mepiéouv 84 (:

Tav 28) Siokia u pevong. Oidheg nokvaiBulevi uwn)\ng mukvotnTag (HDPE) pe anoénpavtiko piéoo kat

KandKkt no)\unponu)\swou o muﬂ oy nzp\&xa 30 biokia é Meéyebog 1 gmakn (30

Slokia ) 1) 3 piéhec (90 Siokia ). Mopeiva pnv

ol oumuams( NVOQ 30 mg diokia naparerapévig anodéopevonc: Hpepohoylakéq ouokeuaoies KUPEANG bhster) ano

- ahoupiivio oe iec mou mepiégouv 28 1j 98 biokia
qu)\ng m)Kvomm( (HDPE) pe amoénpaviikd péoo Kat Kamakt

paterapévy éopevon. Oidheq

povoBeparneiag yie upadacitinib 15 mg rtav 0,6% ouykprtikd pe 0,4% oty opdda g To owvohikd
11000070 00 apav MWV yia T opiada Tou upadacitinib 15 mg ka otig mévre Kvikég peléteg péong 3 fitav 3,8 aupBdvia avd
100 frr]mesvoug H auyvétepn coBapi Moijwén fitav n mveupiovia. To ogooto ooﬁapmv Ampm&mv Tiapéjiene otabepd e T

¢ Kouti iou nzpléx&l 30 Giokia ]
naparetapévng anodéopievong) 1 3 @lﬂ)\& (90 5IOKI(1
ouokevaoies. 6.6 1itepec mpogp Kabe

Meéyeog 1 gidhy (30 Sioxia
). Mropei va i 0v Oheg o1
0 mpoiov f) umoAelppa mpénet va

éxBeon. Eukaipiaréc Aoipiciéeig. m quammc) N MVIKEG PENETEG e
DMARDs wg Qspmlaa unoadpou, ouxvomm TWV EUKAIDIAKGY )\olumi{mv (3 Blumnuu 214 sﬁéouu&nv omy ojidda Tou
upadacitinib 15 mg fitav 0,5% ouykprrkd pe 0,3% oty opdda tou AKOU. 2 ENEYYOEVEG He (T peNétes,
ev onpeBnkav neplotatikd evkaipiakric Aoiiwgng oe Sidotnpia 12/14 edopdduv oty opdda povoBepaneiag pe upadacitinib 15
mg &ve) oty opiada T peBotpegamg 1o moaoato ftav 0,2%. To GuvoNKd [akpoypGVIo o0OTO EUKAIIAK®Y AWy yia TV
opdda Tov upadacitinib 15 mg kat aTic névte Khwikéc pehéreg paang 3 firav 0,6 oupBdvra ava 100 ém-acBevoii. To pakpoypovio
TiocooTo éprnta {wotripayia Ty oidda tou upadacitinib 15 mg kai oTic mévte KAwikéc pehétec Odong 3 fitav 3,7 oupBavia ava 100
&m-aoBevoic. Ta mepioodtepa ovppavia épmra {wotiipa mepiehduBavav éva povo Seppiotopio Kat Sev frav coBapd. Audijoerg
IIQTKGY TPavoauIvacy; Le ENeyXOPEVeS He EIkoviko gappiako KAVIKEG pehétec e DMARDS wg Bepaneia uoBdBpou, yia éug kat
12/14 epBopadec, avgioeic omv ahavwiki) Tpavoapvdon (ALT) kat v aomaprikii Tpavaapvdon (AST) = 3 x Tou avwtatou
(puatohoytkod opiou (ULN) o mm\d)@u'mv pia pérpnon napampriBnkav oto 2,1% karto 1,5% Twv aoBeviv nov éhape Bepaneia e
upadacitinib 15 mg, ouykprika [ 1,5% kai 0,7%, avtiotora, Twv acezvmv Tiou éhaBav ekovikd dppako. Ta Mepiood

i QUHQVA e TIC KTa ToMoug 0x0ouoes oeTikég Slatagelc. 7. KATOXOE THE AAEIAZ KYKAO®OPIAL: AbbVie
Deutschland GmbH & Co. KG, Knollstrasse, 67061 Ludwigshafen, [eppavia. 8. APIOMOZ(OI) AAEIAT KYKAO®OPIAL:
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 ETKPIXHEZ/ANANEQZHI THX
ADEIAX: Hysepopunvia npang éykpiong: 16 AekepBpiov 2019. 10. HMEPOMHNIA ANAGEQPHZHX TOY KEIMENOY: 12/2021
Aemopiepeic minpogopie yia To Mapév pappakeuTiko mpoidv elvar diabéateg aTov Siktuakd Tomo To Fupwndikol Opyaviajiod
Oappdka http://www.ema.europa.eu.

X | X X Bon@rote va yivouv ta @dppaka mo acpali Kat
Tpomog S1aBeang: Mepiopiopiévi) atpikr

¢ dideong: flep I Avagépete
ovvrayr} and eidiko atpo kai mapakohoiBnon OAEZ Ti¢ avemBUpNTE EVEYELEC yia
Kata m didpketa e aymyng OAA Ta pdppaka
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