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~ RINVOQY

upadacitinib

0 (MPOTOZ KAl MONOZ

Eykekpluevog ekAEKTIKOG avaoToAgag JAK pe 7 Evdei&elg”

* » Peupatoeidrq apBplitida - Ywplaoumy apBpitida » AykuAortolnTikn oTtovouAitida » Mn aktvoAoyikd eTifeBaiwpévn afovikn amovduioapBplitida
» Atortuk depuartitida « EAkwSNG koAtda » Néoog tou Crohn

BiAoypadia: 1. RINVOQF MNepiAnyn Xapaktnplotikiv Mpoidvrog, 04/2023.
Tpoémocg SuaBeanc: Meploplapévn aTpLkt) ouvtayr arad eldikd wTpd Kat TiapakoAovBnon kard ) SlipKeLa NG aywyns.
Awokio maparetapévng amodéopeuong « 15 MG/TAB, BTx28 AT: 830,20 € - 30 MG/TAB, BTx28 AT: 1.681,15 € + 45 MG/TAB, BTx28 A.T:1.916,08 €
Bon@note va yivouv ta ¢gpappaka mo accalr kat To dpdppako autd Tedel urtd cupTANPWHATUM TTapakoAouBnoT).
Avagépere Autd Ba eTUTPEPEL TO YPITYOPO TIPOTSIOPITUG VEWVY TIANPOGOopULY aohaAsiac,
OAEZ 11 avemBUNTES EVEPYELEG YLO Znrettar and Toug emayyeApartie uyelag va avagdEpouv onolecdioTe

OAA ta pappaka TngavoAoyol peveg avernBupnTeg evépyelec. BA. mapaypado 4.8 yua tov tpdro
ZupmAnpwvovrag trv «KITPINH KAPTA» avadopac avertBUPNTWY EVEPYELUV.

Mpwv ) ouvrayoypdadnon ouppouvisuBeite Ty MeplAnn XapakmploTikwy Tou MNpoiévtog.
[a eplogdtepeg MAnpodopleg ansubuvBelte oy etalpela:

AbbVie ®APMAKEYTIKH A.E. b b ]
Mapivou Avturta 41-45, Néo Hpdkheto, 14121, EAAGSa, TnA.: +30 214 4165555 O V I e

GR-RNQ-230001-MAY2023



Qn ameren - A yverftdes

XaIpETIOUOS

Ayamntég kal ayamnntol cuvadeldot,

Me xapa oag kaAwoopiloupe yia 9" cuvexn Xpovid otn Aunpepida yia TG «Ayyetitibeg». H
Aunpepida ouvllopyavwvetal kot ¢€tog amd tn Movada KAwikng Avoocoloyiog-
Peupatoloyiag tng B’ Maboloywkng KAwKNG tng latpikng ZxoAng tou EKMA (TNA
«Immokpdtelo») oe ouvepyacia pe to Ivotitouto MeAétng Epeuvag kot Ekmaidsuvong
Noonuadatwv Ayyeiwv, Kapdiag, Eykedalou kat Nedpwv (I.N.A.K.E.N.) tnv Napaockeur) 22 kal
To ZapBparto 23 enteuPpiov 2023 otnv ABrva (Zevodoxeio Crowne Plaza).

ot PETOC £XOUV TIPOYPALUATIOTEL ZTPOYYUAG Tparédia yia ta véa Sedopéva otnv adoyéveon
Kal Bepamela Twv ayyeutidwy, T SLaYVWOoTIKN Kol BgpameUTIKr TPOoEyyLon acbevwy e
TPOOBOAR CUXVWV OPYAVWV-OTOXWV OTIWE TO S€pUa, oL TIVEUUOVEC Kot oL odpBaAuol, tnv
EKTLUNON TWV EKBACEWV OTLG CUCTNUATIKEG QYYELTIOEG, TNV QVTLUETWTILON aoBevwy UE
«8U0oKOAEGY popdEC ayyeutidwy, kabwg tic teheutaieg e€elielc pe tnv eicodo twv
OTOXEUMEVWY DEPATIELWY OTNV QVTLUETWIILOT TOUG,.

‘Onwg Kal TLG TTPONYOUEVEG XPOVLEG, Bal UTIAPXOUV ELSLKEG CUVESPLEG E TNV TApOUCLACH
TPWTOTUTIWY EAANVIKWV EPELVNTIKWV EPYOOLWY, TNV avaoKomnon tg Stebvoug BLBAoypadiag
™G TeAevtalog xpovidg, kabwg kal TV mapoucioon-culNTnon SLOAKTIKWY TEPUTTWOEWY
000evwv amd SladopeTKA KEVTPO o OAn TN WP KE BEUA TLG ayyELTIOEG.

EruutAéov, dp£tog Ba £xoupe TNV Xopd va Exoupe podl pag SUo Slakekplpévous OUANTEG TOV
Ka®nynti Aladdin Mohammad amné tn Zoundia mou Ba Swoel TNV evapktipla oo pe
O£pa tnv yiyavtokuttapikn aptnpitda (The diagnosis, monitoring and management of Giant
Cell Arteritis across disease spectra) kot tov Ka®nyntr) Neppoloyiag AAé§avdpo Kappd anod
T FaAAia ov Ba Swoel tnv teAeutrplo opthia pe Béua tn vedpikr mpoyvwon otig ANCA
ayyelitdeg (ANCA vasculitis: can we improve renal prognosis?).

H mapoucia yla GAAN pa dopd evog ekAektol emtedeiou Mpoedpeiwy kat OUANTWY Ue
LOKPOXPOVLA EUTIELPLOL OTO OVTLKELEVO QUTO EYYUATOL TNV mttuxia tng ekSAAWONC Kal Thv
EKTIANPWON TWV OTOXWV TIOU €xoUV TebEL.

J0G MEPLUEVOULE, AoV, OAEG KOl OAOUG GOG VO CUUETAOXETE EVEPYA KL VOL CUUPBAAAETE
£T0L 0TNV eTuTUXiO ULOG KON Atpepidag yia Tig AyyeLtides.

Me ektipnon,

AnuAtplog Bactlomoulog
Mpbedpoc OpyavwTikng Emtpomng
KaBnyntng NadoAoyiag-Peupatoloyiag



Imraldi
Adalimumab

,_,; B

\ Benepali’
Etanercept

Meparépw nAnpogopieg diati@evral and Tn FENEZIZ ®APMA AE.
EvBeixrikr Tipn (N.T.):

:
:
é

A PMEA BENEPALI INJ.SO.PFS 50MG/ML BTx4 PFSx50ma/ML: 407,94
ONES mc aveniBoynec evepyeies yio BENEPALI INJ.SO.PFP 50MG/ML BTxd4 PEPX50ma/ML: 407 94€
e IMRALDI INJ.SOL 40MG/0,8ML BTx2 PF. PENX0.8 ML+ 2 eniBépica ahkosAnG: 398,70€
ST R B IMRALDI INJ.SOL 40MG/0,8ML BTx2 PF. SYRSx0.8 ML + 2 eniBéjara aAkoGhng: 393.70€

A. Knotaiag 274, 15232 Xahavdpt, ABiva ) GENESIS

’Bio en TnA.: 210 8771500, Fax: 210 6891918 harma
» e-mail: info@genesispharma.com, www.genesispharma.com pi=kiid



9n AIHMEPIAA AYYEIiU 6 €5

ME BEMA:

Enitpones

OPTANQTIKH ENITPOMH

NPOEAPOZ:

A. Bao\OmtouAog

MEAH:

I. MmoA€tng
A. Netpag
K. Towoudng
K. ®iAng

ENIZTHMONIKH ENITPONH
M. Navvou
A. ToUAgg
A. ToUpevog
A. Aaolong
K. OQwpag
A. Karras
M. Katowmpn
X. Koutolavag
M. KwotomouAou
2. Alovakn
3. Maplvakn
K. Mmokn
A. Mmovumag
M. topdtng
M. ZbnkAakng
M. Tektovidou
X. ToaAamakn
A. Qavouplakng
. ®paykoUAng
A. XaAkid



_
olurmiant

(baricitinib) tablets

Mua edpaiwpévn
Ospancia yia tn PA’

Ta tn Bepansia Tne pétpiac éwg ooPapric evepyol peuparoeiboic apBpinidac, oe
evijhikec aoBeveic ue avenapkn avtandxpion 1j ducaveia o ovuBatikad DMARDs'

AvwTEpn AMOTEAECUATIKOTHTA AlatnpoUpevn pakpoypovia
o€ oUYKplon pe 1o adalimumab? amoteAeogparikoTnra’

9 Asdopéva pakpoxpoviag @ AzSopéva and tnv Kabnuepivn
ac@dalsiag éwg Kat 9,3 £tn'* npakTiki) (RWE)*57

H Nepiknyn Twv XapakTnpioTikwv Tou MNpoiévrog eivar otn S1aBeon cag. AvalnTioTe TNV and exmpdawo NG eTalpeiag | 0TOV TapaKATw UTEPCUVSETHO
https://www.lilly.gr/landing-pages/olumiant-2021

Tuvbedeite pe

ﬂ":. Sontrc oy a g mo et s egipr = dtessensnes
H OAEE 11c avemBopnTeg evépyeieg yia OAA Ta @app

Tupmnpuvovrag v <KITPINH KAPTA» f n m

RA=Peuparoeidric ApBpitiSa, RWE=EToiysla ané tnv xadnuepivi) TpaxkTii.
1. Olumiant MNXT, 2. Taylor PC, et al. N Engl J Med 2017;376:652-62 (PLUS SUPPLEMENTARY), 3. Smolen JS, et al. Rheumatology (Oxford) 2021;60:2256-66, 4.Taylor PC, et

al. Ann Rheum Dis. 2021;doi:10.1136/annrheumdis-2021-221276(incl Suppl Mat), 5. Guidelli GM, et al. Clin Exp Rheumatol 2021;39:868-73, 6. Hernandez Cruz BE et al,
Rheumatol Ther (2022), https://-doi.org/10.1007/540744-021-00423-8, 7. Takagi M, et al. Med Rheumatol 2022 Aug 6;roac089. doi: 10.1093/mr/roac089. Online ahead of print.

{ 7 OAPMAEZEPB-AIAAY A.E.B.E.
15° yAp. EBvikrig 0600 ABnvibv-Aapiag, 14564 Kngiaia, THA.: 210 6294600, FAX.: 2106294610
GAPMAZERB Na napayyehiec: THA.: 210 6294629, e-mail: orders@lilly.gr, www.lilly.gr OluAdFm.04.2023
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ME BEMA:

Eniotnpoviko MNpoypappa

MAPAZKEYH 22 YentepuBpiou 2023

14:00-14:30 MPOZEAEYZH - ETTPADEZ

14:30-16:30 EPEYNHTIKO BHMA
NMpoedpeio: K. Maupayavn, A. Davoupldkng

EA1: KAINIKH EIKONA KAI EKBAZH THZ AOIMQ=HZ AMNO TON IO SARS-COV-2 ZE AZOENEIZ ME

ANOZOMENIKH ZNEIPAMATONE®PITIAA: EAAHNIKH NOAYKENTPIKH MEAETH

Nétpou A, Ntouvouon E?, Tkaitolou A3, Kataptli K4, Kpikn K¢, Atakéroulog B®, Mapvdkn 2,

Baiog B®, Zap8éAn A, lkika-ZepBou N?, Navvakonouvlog MY, KaAoyspomoulog M, MrmoA£tng INS,

Movuotakag I3, Mavayoutoog 24, Atovdkn 2*

1 Ne@poldoyiko Turiua, B’ Mpomaubdeutikr Madoloyikry KAwvikr, EKIA, latpikn SxoAn, MIN «ATTikov»,
AGrva

2 Nepoldoyikry KAwvikri Mavemiotnuiokou Mevikot Noookoueiou lwavvivwv

3 Nepoldoyikry KAk, M.1.N «ewpytog Mevvnuatagy»

4 Mavernotnutakn Neppodoyikny KAwvikn, NN AdeéavdpoumoAng

° Tunua Negpoloyiag kat Yréptaong, A’ MadoAoyiknc kAwikn A, MIN Gscoadovikng, «AXEMA»

¢ Nepoldoyikr) KAwvikri kaw Movada Metauooxsuang Neppou EKTIA, latpikri ZxoAn, TNA «Aaiko»,
AGrva

EA2: PREVALENCE OF ANCA ASSOCIATED GLOMERULONEPHRITIS AT A GREEK REFERENCE CENTRE
FOR GLOMERULAR DISEASES

Chalkia A.%, Koutsianas C.?, Giannou P., Tsalapaki C.2, Mpora M.%, Gakiopoulou H.3,
Tsioufis K.4, Vassilopoulos D.?, Petras D.!

1 Nephrology Department, Hippokration General Hospital, Athens, Greece

227 Department of Medicine and Laboratory, Clinical Immunology - Rheumatology Unit, National
and Kapodistrian University of Athens School of Medicine, Hippokration General Hospital, Athens,
Greece

3 15t Department of Pathology, National and Kapodistrian University of Athens, School of Medicine,
Athens, Greece

4 1%t Department of Cardiology, National and Kapodistrian University of Athens School of Medicine,
Hippokration General Hospital, Athens, Greece

EA3: MAKPOXPONIA XPHZH KAI EMIBIQZH TOY MEPOLIZUMAB ZE AZOENEIZ ME HQZINO®IAIKH
KOKKIQMATQZH ME MNOAYAITEITIAA: AEAOMENA KAOHMEPINHZ KAINIKHZ MPAKTIKHZ ANO AYO
EANHNIKA KENTPA

Koutoavac X.}, Kapdayswpyoag 0.2, Toahartdkn X.t, Mavaywwtonoulog A,

Mavpéa E.}, Mriovpumnag A.2, BaotAdmoudog A.!

1 Movabda KAwikri¢ Avoooloyiac - Peupatoloyiag, B’ Madoloyikr KAwikn ko Ouwvupo Epyactijptlo,
latpikn SxoAr EKIA, TNA Irttokpdteto, ASva

2 Movaba KAwvikri¢ Avooodoyiac - Peupatodoyiag, A’ Mavermiotnuiaxn Madoloyikr KAwikn, latptkr
Jx0An EKMA, TNA Attikov, ASnva



taltz

(ixekizumab)

loxupa
ATTOTEAEOHATO
TToU O10PKOUV’

‘Evag avaoToAéag mng IL-17A
pE OTOBEPK Spaon OAEG TIG ETTOXEG

CITRATE-FREE

2TOXEUOVTOS ATTOTEAEOHATIKA
TNV Ywpiaoikin ApBpitida & Tnv ASovikni ZmrovduAapBpiTida

To Taltz ev8eikvuTai:
v/ o€ eVANIKEG PE evepyr Ywplaoikh apBpimda (PsA)
v/ Ot eVAAIKEG PE EVEPYI aykuAoTToinTikr) oTrovduAimda (AS)
v Ot eVAAIKEG PE EvEpYN PN akTivoAoyika emBefaiwpévn agovikr omovduiapBpimda (nr-axSpA)
HE QVTIKEIPEVIKA ONUEia QAEYHOVAG.
v yia pETpia éwg coBapr] ywpiaon katd mAdkag (PsO) ot eviihikeg, oe Taidid nAikiag 6 eTWv kal Gvw KaBwg
Kol o€ e@rifoug e pETpia £wg ooBapn wwpiaon katd Adkag (PsO) Trou gival uTToWr@Iol yia guoTnuaTikn Beparmeia.

E A E BipAioypagia: MepiAnyn ¥apakTnpioTKwy TipoidvTog Taltz Bonénorte va yivouv Ta pappaka %
~ mo aggah) kat Avapépete: =]

3 'ONEE Ti¢ aVEMBUHNTEG EVEPYELEG 3

yia OAA Ta papuaka §

H mepihnwn Twy XapakTnpioTikwy Trpoidvreg eival otn SiGBeor} oag. oupmAnEWVOVTAE g

E AvainTiaTe TV amd EKTTPOCWTIO TG ETTIPEIng f oTov uTrEpaUvBEcHD W mﬂﬂ KAPTA» %
. https:/iwww.lilly.gr/landing-pages/taltz-2021/ 1y okavapere Tov kwdiké QR o o o =

D&,

—_—— 4
®APMAZIEPB

DAPMAZEPB-AIAAY A.E.B.E.
15° YAp. EBvikiic 0600 ABnviv-Aapiag, 14564

Knérowd 1210 6294600 f 210 6294610 Tuvdebeite pe T GAPMAZEPB AIMVY

Mo mapayyelieg: 1210 6294629 f210 6294630
e-mail orders@lilly.gr, www.

aTa KowwvIKA SikTua
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ME BEMA:

NAPAIKEYH 22 YenteuBpiou 2023

EA4: ZYXNOTHTA EM®ANIZHZ ANEMIOYMHTQN ENEPTEIQN IXETIZOMENQN ME TON
EMBOAIAZMO ENANTI TOY I0Y SARS-COV-2 ZE AZOENEIZ ME ANOZOMNENIKH
ZMNEIPAMATONE®PITIAA: MOAYKENTPIKH EAAHNIKH MEAETH

Nétpou A.Y, Ntouvouon E.2, MkaAitolou A.3, Kataptli K.%, Kpikn K.%,

Awakoémoulog B.5, Mapwakn 2.5, Bawog B.5, ZapdéAn A.?, Tkika-ZepBou A.2, NikoAdmoulog M.,

MrmoAétng I.N.¢, Mouotdkag I3, Mavayovtoog 2.4, Aovakn 2.1

1 Ne@poldoyiko Turiua, B’ Mpomaideutikr Madoloyikr KAwvikr, EKIIA, latpikn SxoAn, MIN «ATTIKOV»,
Abrva

2 Negpoloyikri KAk Mavemiotnuiaxo levikov Noookoueiou lwavvivwv

3 Nepoldoyikry Kwvikn, M.1.N «[€wpytog Mevvnuatacy»

4 Mavermotnuiaxr Negppoloyikry KAwikr, TN AAeéavdpoumoAng

°> Tunua Nepoloyiag kat Yriéptaong, A’ ModoAoyiknc kAwikn AMO, MNMIN Gsocoadovikng, «AXEMA»

6 Nepoloyikri KAwvikn kot Movadba Metaudoyeuang Negpou EKIA, latpikri ZxoAri, TNA «Adiko»,
AUnva

EA5: H MPQTH ZYNEPTATIKH PEYMATOAOTIKH — NEOPOAOTIKH KAINIKH AITENTIAQN TON
EAAHNIKO XQPO: APXIKH EMIEIPIA KAl AEAOMENA KAGHMEPINHZ KAINIKHZ MPAKTIKHZ

Koutowavacg X.!, XaAkd A. 2, Toohardakn X.2, Mdvvou MN.2, Mavpéa E.2, Netpdg A.2, Baothdonmoulog A.*

1 Movaba KAwikri¢c Avoaodoyiog - Peupatoloyiag, B’ Madoloyikn KAwvikr kat Ouwvuuo Epyactripto,
latpikn) SxoAn EKIMA, TNA Inttokpateto, ASrniva

2 Nepoldoyiko Tunua, INA Inmokpdteto, Adrva

EA6: MYOCARDIAL INFARCTION IN PATIENTS WITH SYSTEMIC VASCULITIS AND POPULATION
CONTROLS: CHARACTERISTICS AND OVERALL MORTALITY

Stamatis P.?, Mohammad M.A.3, Erlinge D.3, Turesson C.%, Jayne D.°,
Mohammad A.J.**

1 Department of Clinical Sciences Lund, Rheumatology, Lund University, Sweden
2Department of Rheumatology, Sunderby Hospital, Luled, Sweden

3 Department of Clinical Sciences Lund, Cardiology, Lund University, Sweden
“Department of Clinical Sciences Malmé, Rheumatology, Lund University, Sweden
° Department of Medicine, University of Cambridge, UK

EA7: TO TAZIAI TOY AZGENOYZ ME ZYZTHMATIKH AITEINTIAA: H EMNEIPIA TOY AZOENH ZTHN
EAAHNIKH NPATMATIKOTHTA

Mavupéa E. Koutolavag X. ToaAamnakn X. BaotAonoulog A.

Movaba KAwvikng Avoooldoyiag - Peupatoloyiag, B’ MadoAoyikn KAwikn kot Ouwvupo Epyaotrplo,
latpwkn SxoAn EKIMA, TNA Intmokpdrteto, Adnvo

EA8: INTERSTITIAL CELLULAR PHENOTYPING IN ANCA-ASSOCIATED GLOMERULONEPHRITIS AND
ITS PREDICTIVE VALUE FOR KIDNEY OUTCOME

Chalkia A.*?, Gakiopoulou H.3, Koutsianas C*, Panagiotopoulos A*, Palamaris K3,
Thomas K?, Jayne D?, Vassilopoulos D*, Petras D*

1 Department of Medicine, University of Cambridge, Cambridge, UK

2Nephrology Department, Hippokration General Hospital, Athens, Greece

3 1°t Department of Pathology, National and Kapodistrian University of Athens, School of Medicine,
Athens, Greece

4 2m Department of Medicine and Laboratory, Clinical Inmunology - Rheumatology Unit, National
and Kapodistrian University of Athens School of Medicine, Hippokration General Hospital, Athens,
Greece

#These authors have contributed equally to this work
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Rixathon

Tponog S16Beong: Me neploplopevn LaTpik ouvtayr.

Mavo yla VOOOKOUELIKT) ¥PNoT amd 1aTpa Je kaTarAnAn ewdikeuan Kal epnelpia

Noookopgioki Tip: RIXATHON C/S.SOL.IN 100MG/10ML VIAL (10MG/ML) 2 VIALS x 10ML: 221,37€
RIXATHON C/S,SOL.IN 500MG/50ML VIAL (10MG/ML) 1 VIAL x 50ML: 556,37€

Ze nepimuwon £kBoong véou Aehtiou Tiwy Gapuakwy, WXUOLY 0L VESTEDES TIHES

Bon@riaTe va yivouv Ta papjaxa mo aogaky
KL AVOPEPETE

OAEE 1 averuBipnTes EvEpYEiEs [Mpwv ) auvrayoypapnon oulBouAsUTElTe
YRBAR s mv lepiAnym Xapakmplotkwy Tou
Zupmnptavoviag v «KITPINH KAPTA» 1 t LAY AGPaRTIP : -
[Mpoiovrag rou LatiBetal o¢ enolevn oeAloa

rituximab

y,

SANDOZ "~

KAK: Sandoz GmbH

Biochemiestrasse 10, A-6250 Kundl, Avotpia
2roueia emmkowvwviag ommv EAAada:
Novartis (Hellas) A.E.B.E/Sandoz division
dpaykokkAnowag 7B, 151 25 Mapovol, Abrva
Tnh.: 2102811712, dak: 210 6857655
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ME BEMA:

NAPAIKEYH 22 YenteuBpiou 2023

EA9: 2Y2THMATIKH ANAZKOMHZH KAI META-ANAAYZH TQN EKBAZEQN THZ KYHZHZ ZE AZOENEIZ
ME APTHPITIAA TAKAYASU KAI AITENTIAEZ ZXETIZOMENEZ ME ANTI-OYAETEPO®IAIKA (ANCA)
ANTIZOMATA

NaptaAidou 3.1, Mapdmnoudog A.%, AnpomoUAou A3, AnuntpoUAag ©.3
1 A’ Madoloyikn KAwikn 424 FENE, Osooadovikng

2" Maueutikn & Fuvawkodoyikn KAwikr A0, Inmokpateio OsooaAovikng
3 A’ Madodoyikn KAwvikn ATO, Intmokpdtelo OsooaAovikng

EA10: INCIDENCE AND PREDICTORS FOR RELAPSES AND SERIOUS ADVERSE EVENTS IN PATIENTS
WITH ANCA-ASSOCIATED VASCULITIS RECEIVING RITUXIMAB FOR REMISSION-MAINTENANCE
THERAPY: A MULTICENTRE, RETROSPECTIVE STUDY

Gialouri C.G*?, Chalkia A.2, Chavatza A.% Argyriou E.°, Koutsianas C.!, Panagiotopoulos A.%, Orfanos

P.2, Lagiou P.2, Thomas K.?, Tsalapaki C?,

Boki K.5, Boumpas D.* Petras D.3, Vassilopoulos D.!

1 Joint Rheumatology Program, Clinical Inmunology-Rheumatology Unit, 2nd Department of
Medicine and Laboratory, National and Kapodistrian University of Athens, School of Medicine,
General Hospital of Athens “Hippokration”, Athens, Greece

2 Department of Hygiene, Epidemiology and Medical Statistics, School of Medicine, National and
Kapodistrian University of Athens

3 Nephrology Department, General Hospital of Athens “Hippokration”, Athens, Greece

4 Joint Rheumatology Program, Clinical Inmunology-Rheumatology Unit, 4" Department of
Medicine, National and Kapodistrian University of Athens School of Medicine, Attikon General
Hospital, Athens, Greece

°> Sismanoglio General Hospital, Rheumatology Unit, Athens, Greece

16:30-17:30 AITENTIAEZ: ANO TO EPTAZTHPIO XTHN KAINIKH NMPA=H
NMpoedpeio: K. Maupayavn, A. Davouplakng

16:30-16:50 Genetic studies for drug repurposing in systemic

rheumatic diseases and vasculitides M. Fapavt{wtng
16:50-17:10 O poAoG TwV SLadOPETIKWY KUTTAPLKWY TTANBUCUWY

0TNV MABOYEVEDT TNG YLYAVTOKUTTAPLKNG apTnpltidag N. Ztapatng
17:10-17:30 O pohog g mpwteivaong 3 (PR3) otnv naboyéveon tng GPA A. Mrtavog

17:30-18:00 AIAAEIMMA KADE
18:00-19:30 EZEAIZEIZ ZTIZ AITENTIAEZ
Mpoedpeio: A. Ffewpyouvtlog, I. MouoTtakoag
18:00-18:30 OEPATELQ TNG PEUMATIKAGC TIOAUMUAAYLAC: LETA T
YAUKOKOPTIKOELSH, TL; . ®paykoUAng
18:30-19:00 Noooc avti-GBM (2. Goodpasture): Tt vedtepo; n. navvou

19:00-19:30 Ayyelitideg kal n Beparmela Toug Katd tnv mavénuia
COVID-19: T udbape; K. OQwudg

19:30-19:45 XAIPETIZMOI - TEAETH ENAP=HZ

19:45-20:45 OPENING LECTURE
Chairs: D. Vassilopoulos, D. Boumpas

The diagnosis, monitoring and management of Giant
Cell Arteritis across disease spectra A. Mohammad
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Hulio
A.T. Hulio evéalpo dlaAupa ge TpoYeIoUEVn alplyya: 239,60€.
A.T. Hulio evéoipo dlAAUMA O TIPOYEMLOKEVN CUOKEUT TUTIOU TIEVaG: 243,06€.

Nepexto
A.T. Nepexto evéoipo SlGAUMA O TIPOYEUIOPEV ouptyya: 532, 77€
A.T. Nepexto eveéoipo SlaAupa og MPOYEMLOUEVT CUOKEUN TUTIOU TEvag: 532,77€

Tpomnog AidBeaong: Meploplopévn WATPIKN ouvtayr. H didyvwon Kavh n evaptn g Bepareiag
yiveTal oe voookopeio Kat uropel va ouvexifetal Kat EKTOC voooKoueiou umo v
rapakoAoUBnon edikol atpou Mptv T cuvtayoypddnon cupBouieuteite TNV MeplAnym
XapaKTnpLoTIKMOV TOU TPOoloVTOoC TIou dlaTiBeTal and TNV eTAlpia KATOTIY AlTHOEWS

Ta ¢appaka TeEAOUV UTIO CUNTANPWHATIKN TapakoAolBnon
lNa rmeploocoTEPES TANPOodopiec ancuBuvBeite oTnv eTalpeia:

BGP ®APMAKEYTIKA MPOIONTA M.E.IM.E.
Ay. Anuntpiou 63, 174 56 AALOC

BonBrjote va yivouv ta gdppaka
TILO ao@aAr] Kat AvapépeTe
TnA.: 210 98.91.777 OAEZ T1¢ averlBUOpINTEG EVEPYELEG
yia ONA ta @dppaka
HUL-2023-0092_Apr 23_GR TupmAnpwvovtag Tty «KITPINH KAPTA»




9n AIHMEPIAA AY‘YEIiU 6 €5

ME BEMA:

TABBATO 23 YentepBpiou 2023

09:00-10:00 ANAZKOMHZH NPOZMATHZ AIEONOYZ BIBAIOTPADIAZ
FA TIZ ATTENTIAEZ (2022-2023)
Npoedpeio: M. Katowunpn, I. Makpuviwtou

09:00-09:30 Baotkn épevva A. Mntavaog
09:30-10:00 KAvikn €peuva Z. A\e€axou, T. EvayyeAdtog

10:00-11:00 NPOZMATEZ AIEONEIZ $YITAZEIZ/OAHTIEZ KAI KPITHPIA
TAZINOMHZHZ A TIZ AITENTIAEZ
Npoedpeio: A. Flovpevog, I'. Katoikag

10:00-10:20 Néa kpttripla tavopunong ACR/EULAR twv ayyeutidwy
peyaAwy ayyeiwv (Myavtokuttapikn aptnpitida - Takayasu) X. TooAardkn

10:20-10:40 Kpttikr) oUyKpLon Twv TEAELTALWY 08NYLWV/CUCTACEWVY yLa
) Bepaneia tng GPA/MPA (ACR, EULAR, KDIGO) E. ®pdykou

10:40-11:00 KpLTikr) oUYKpLoN TwV TEAELTALWY 08NYLWV/CUCTACEWVY yLa
T Bepamneia tng EGPA (ACR, EULAR, Expert European Panel) X. Koutolavag

11:00-11:30 AIAAEIMMA KAQE

11:30-13:00 ATTENTIAEZ: AIATNQITIKH KAl ©EPANEYTIKH NPOZEITIZH
AZOENQN ME NMPOZBOAH:
Npoedpeio: M. Ntottg, A. ZTpATnyOq

11:30-12:00 A€puatog E. Zoupd
12:00-12:30 Mvelupova B. TTikag
12:30-13:00 OdOBaAuwv A. Nadag

13:00-16:00 MAPOYZIAZH - 2YZHTHZH NEPINTQZEQN AZOENQN ME AITEIITIAEZ
Npoedpeio: K. Mrokn, A. NeTpag

E. MapoAayakn - A. Péna
Peupatoloyikn KAwikn, M.I.N. HpakAgiou, Kontn

E. MaykomoUAov - . AnuntpouAag
A’ Madoloyikn KAwvikn, latptkn SxoAn A.M.0., [.N.O. «Inmokpatelo», Osaoaiovikn

T. MouAAR - A. MkaAitolou
Neppoldoyikn KAwvikn, I.N.A. «l. levvnuatag», AGnva

K. NktoAag - N. KaAoyepomouAog
NeppoAoyikd Tunua, B’ Madoloyikn Mporaibeutikn KAwvikn, latpikn ZxoAn E.K.[T.A, M.I.N.
«ATTIKOV», AGnva

I. AyyeAig - N. Navvou

Ne@poAoyiko Tunua, IN.A. «Inmokpdteto», Adnva

X. Apboog - A. Tewpyouvt{og

Peupatoloyiko Tunua, I.N.A. «I. evvhuatac», Adnva

A. Navaywwtonouvlog - I. EvayyeAdtog
A’ MadoAoyikn Mporatdevtikn KAwikn, latpikn ZxoAn E.K.I1A., I.N.A. «Aaiko», AGnva

N.B. Anpomnoulovu - X. ToaAarnadkn
Movada Peuuatoloyiag kot KAwikrg Avoooloyiag, B’ MadoAoyikn KAwvikn ko Ouwvupo
Epyaotripto, latpikn ZxoAn E.K.M.A., [.N.A. «Irtmtokpateion, AGriva



9n AIHMEPIAA AY‘YEIiU 6 €5

ME BEMA:

IABBATO 23 YenteuBpiou 2023

B. KouAoupn - M. BAayoyLavvonouAog
KAwvikn kat Epyaotrpto Madodoyikng Quatodoyiag, latpikn SxoAn E.K.M.A., [.N.A. «Aaiko»,
ASnva

E. Pokka — X. ZkaAuwtn

KAwikn Negpoldoyiag kat Metauooyeuong Neppou, latpikn ZxoAn E.K.M.A., [.N.A. «Aaiko»,
ASnva

A. Katowdprg-NEng — A. @avoupLakng

Movada Peuuatoloyiag kot KAwikrg Avogoloyiag, A’ MaSoAoyikn KAwvikn, latpikn ZxoAn
E.K.MT.A., M.[.N.A. «AtTikov», Adnva

M. MavvoroUAou — M. Katowumnpn
Peupatoloyikn KAwikn, TNA KAT, ASrva

16:00-16:15 AIAAEIMMA KAQE

16:15-17:45 EKBAZEIZ ZTIZ ZYZTHMATIKEZ AITEIITIAEZ

Npoedpeio: M. Tektovidou, K. ZTuAtavol
16:15-16:45 Molotnta {wn¢ acBevwy e CUOTNUATIKEG ayyeLTdeg A. MavayLwTonouAog
16:45-17:15 MWg EKTIHOVLE TNV artokpLon otn Bepamneia aobevwv

ue ANCA-ayyelitideg; Mmopou e va tnv poBAEPOUUE; A. XaAKLd
17:15-17:45 Motog o poAog tou PET-CT otn Stayvwaon, mapakoloubnon

Kol TTPOBAEP N UTIOTPOTIWY OTLG AyYELUTIOEC LEYAAWY

ayyeiwy; ©. AnuntpoUAag

17:45-18:45 AYZIKOAEZ :THN ANTIMETQMIZH TOYZ AITENTIAEZ:
MOIEZ Ol ENINOTEZ ZHMEPA;
Npoedpeio: K. lewpyavag, M. Ztaykou

17:45-18:05 Nooog ASapavtiadn - Behcet M. ZdnKakng
18:05-18:25 ArteAnTikn yla T {wn - {wtikd opyava GPA/MPA I. NeTpakng
18:25-18:45 Ayyelitida KN X. Koutolavag

18:45-19:15 AIAAEIMMA KA®DE
19:15-20:15 AITENTIAEZ: NEOTEPEZ OEPANEIEZ
Mpoedpeio: M. BoulyapéAng, 2. Mapwvakn
19:15-19:35 Qeparmela KPUOTHALPLVALLLKAC AyYELTSAG: TToU
Bplokouaote onuepa; A. loUAég

19:35-19:55 AvaoTOAE(g cUUMANPWHATOG: TTola elvat n B€on Toug oTovV
oLyxpovo BepameuTikd alyoplBuo twv ANCA-ayyeutidwy; 2. Alovakn

19:55-20:15 Avabuoueveg Beparmeleg oTNV NWOWOPIAKN KOKKLWHATWON
e mohvayyeltida (EGPA) A. Aaolong

20:15-20:45 TEAEYTHPIOZ OMIAIA
Mpoebpeio: A. BactAomoulog, I. MroAétng

ANCA vasculitis: can we improve renal prognosis? A. Karras

20:45-21:00 KAEIZIMO AIHMEPIAAZ



9n AIHMEPIAA AY‘YEIiU 6 €5

ME BEMA:

OuiAntEs - Mpoedpol

Karras Alexandros MD, PhD, Nephrology Department, Hopital Européen
Georges Pompidou, Université Paris Cité

Mohammad Aladdin Associate Professor of Rheumatology, Senior Consultant
and Epidemiologist, Department of Rheumatology, Skane
University Hospital, Lund, Sweden, Visiting Researcher,
Department of Medicine, University of Cambridge, UK

Ayyelng Mrewpylog Eldikevopevog Nedppoloyiag, Nedpoloyikd Tunpa, M.N.A.
«ITmoKPATELON

AAegdkou Zwn Eldikevopevn Nedpohroyiag, NeppoAoykd Tunua, M.N.A.
«ImmoKkpaTELO»

BaoAGmouAog AnpuntpLog KaBnyntrc MNaboloylac-Peupatoloyiag, AteuBuvtrg B’
MaBoloyikng KAwikng kat Opwvupou Epyaotnplou,
latpikn ZxoAn E.K.M.A., T.N.A. «ImmokpdTeLo»

BAayxoytavvomnoulog Navaywwtng Kabnyntng latpkng 2xoAng E.K.M.A., KAwikr kat
Epyaotrplo MaboAoyikng Ouatooylag, latpikr ZxoAn
E.KMLA,, T.N.A. «AQiKO»

Boulyap£Ang Mo KaBnyntric Maboloyikrg Quciohoyiag-Alpatoloyiag,
AleuBuvtng, Epyaotripto kat KAwikn MaboAoyikng
Quololoyiag, latpikn 2xoAn E.K.M.A., T.N.A. «Aaiko»

Fapavtiwtng Navaywwtng Eldikevopevog Pevpatoloyiag, Department of Internal
Medicine 3, Rheumatology and Immunology, Erlangen
University

rewpyavag Kwvotavtivog Peupatoloyog

Fewpyouvt{og ABavaolog PhD, MPH, AleuBuvtrg Peupatoloyiknc KAwikng, I.N.A.

«l. Tevwnuatac»

MNnalovpn XpuocoUAa Eldikevopevn Maboloylag, B' Mabohoyikr KAk kat
Ouwvupo Epyaotrplo, latpikn ZxoAn E.K.M.A., .N.A.
«ImmoKkpaTELO»

MavvonouAou Mapia Eldikevopevn Peupatoloyiag, Peupatohoyikr KAWLk,
I.N.A. KAT
Mavvou Navaywwrta Nedpoldyog, Enperrtpia B’, Nedppooytkd Tunua,

I.N.A. «ITrtoKkpATELO»

IkaAitolov Afuntpa NedpoAdyog, Nedporoyikr) KAwikr, I.N.A.
«l. Tevvnpatac»

rkioAag Kwvotavtivog Eldikeudpevog Nedpohoyiag, Neppoloyikd Tunua,
B' MaBoAoyikr) Mpomatdeutikn KAWIKn, latpikr) Zxohn
E.K.M.A., M.T.N. «ATTLKOV»

Foulég Avépéag Emtikoupoc KaBnyntric MNaboloyikric Guolohoyiag,
Peupatoloyog, KAwikn kat Epyaotriplo MaboAoyikig
Quololoylog, latpikn 2xoAr E.K.M.A., T.N.A. «Aaiko»

Foupevog AnunTpLog KaBnyntrg Maboloylag-Nedpporoyiag, Aleubuvtng
Nedpoloytkou kat Metapooxeutikol Kévtpou, M.I.N.
Matpwyv



9n AIHMEPIAA
ME BEMA:

Aaouong AnuntpLog

AnuntpouAag Oed6wpog

AnpomoUAou Nikn-BloAéta

Ap6oog XapAAaptog

Euvayyelartog Mepaotpog

Owpadg Kwvotavtivog

KaAoyepomoulog Nétpog

Kartoikag MewpyLog

Katowrnpn MNeAayia

Katowdprec-NEIng Anprtpiog

KouAoUpn BaotAkn

Koutolavag Xprotog

Nadag AnpAtpLog

Awovakn Zodia

Makpuviwtouv lwavva

Mapvakn Zpopdydn

MapoAayakn EAévn

Ayyetiuoes

Av. KaBnyntrg MNaboloyiac-Pevpuatoloyiag, latpikn 2xoAn,
Maverotnuto MNatpwy, Avtutpoedpog, EAnvIkA
Peupatoloyikn Etatpela kat Emayyehpatikn Evwon
Peupatoloywv EANGSo¢ (EPE-EMEPE)

AvarmAnpwtng Kabnyntrg Peupatoloyiag, A’ Maboloyikn
KAwikn, latpikr 2xoAn A.M.0., I.N.O. «Immokpdtelo»

Eldikevopevn Peupatoloyiog, Movada Peupatoloyiog kat
KAwkrg Avoooloyiag, B' MaBoloyikr) KAwvikn kat
Ouwvupo Epyaotrplo, latptkr ZxoAn E.K.M.A,, .N.A.
«ImmoKpAaTELON

Eldikeudpevog Peupatoloyiag, PeUpatoloyko Tunua,
I.N.A. «. Fevwnuatag»

Peupatoloyocg, ABrva

Maboloyoc-Aotuwéloloyoc, EmpeAntic B E.XY., A
MaBohoyikn KAwikn, latpikn 2xoAr E.K.M.A., M.T.N.
CATTLIKOVY»

NedppoAdyog, Akadnuaikog Yriotpodog E.K.M.A.,
Nedpoloyikd Tunua, B' Maboroyikr MponatSeutikn
KAwkr, latpkn ZxoAn E.K.M.A, M.I.N. «ATTIKOV»

Peupatoloyog, AleuBuvtng E.ZY., I.N.A. «O
Evayyehlopog»

Peupatoloyoc, AleuBuvtpla E.2Y., Peupoatoloyikn KAwikn,
I.N.A. KAT

Eldikeuopevog Peupatoloyiag, Movada Peupatoloyiag
kot KAwviknc Avoooloyiac, A" MaBohoyikr) KAWLk, latpkn
SxoAr) E.K.M.A., M.I.N. «ATTKOV»

Eldikevopevn Peupatoloyiag, KAwvikr katl Epyaotrplo
NaBohoyikng Guaotodoyiag, latpikr ZxoAr E.K.M.A., .N.A.
«A\aikO»

PeupatoAoyoc-Etdikoc MaboAdyog, EMoTnHOVIKOG
Yuvepyatng, Movada KAwikng Avocohoylag-
Peupatoloyiag, B’ MaBoAoyikr KAwikn & Ouwvupo
Epyaotnplo, latpikn ZxoAn E.K.M.A., T.N.A. «ImtmokpdteLlo»

Xepoupyog OdBauiatpog, Atbaktwp Mavemnotniou
ABnvwv

Emikoupn KaBnyntpla Nedpoloyiag, Nedpoloyikr
Movada, B’ Mpomawdeutiki Maboloyikn KAwikn, latpikn
YxoAn E.K.ML.A., T.I.N. «ATTIKOV»

NedpoAdyog, AteuBuvtpla NeppoAoyikoU Tunuatog, I.N.
Nikatag «Aylog MavteAenuwv»

Avarmnpwtpla Kabnyntpla Nedpoloylag kat
Metapooyeuong Nebpou, AteuBuvtpla KAWLKAG
Nedporoyiag kat Metapooxevong Nedpou, latpikn 2XoAn
E.K.M.A., T.N.A. «AaiikO»

Eldikevopevn Pevpatoloyiag, Peupatoloyikr KAWLk,
M.I.N. HpakAelou, Kprtn



S

Mavpayavn KAeww

Mavupéa Euyevia

MouoTtakag Frewpylog

Mrnavog Ayyelog

Mrokn Kuplakn

MroAétng lwavvng

MroUpurmnag AnATPLOG

Ntottg MéAavt

MaykomoUAou EAévn

MNavaytwtonouAog AAE§avdpog

Naptalidou ZtuAlavi

Netpdkng lwdvvng

Netpdg AnuATpLOG

Nétpou Afuntpa

MouAAR ToleAeotiva

Péna Apyupw

Pokka Evayyelia

ZkaAliwtn Xpuoaven

N AIHMEPIAA
ME BEMA:

Ayyetiuoes

Peupatoloyoc, Kabnyntpta Nepapatikic Guotoloyiag,
latpikr) Xxohn E.K.M.A.

NoonAeUtpla ME, Emiotnuovikn Zuvepydtng, Movada
KAwikng AvoooAoylag-Peupatoloyiag, B' MaBoloyikn
KAwikn & Opwvupo Epyaotrplo, latpkr TxoAr E.K.IM.A,
I.N.A. «ITUtokpdteLlo»

NedpoAdyog, AtcuBuvtng E.2Y., Nebdpoloyiko Tunua,
I.N.A. «T. Fevvnuatag»

MeTtadidaktoptkdg Epeuvntrg IIBEAA, ELOIKELOEVOG
Peupatoloyiag, .N. AckAnmieio BouAag, ABrva

Peupatoloyog, Emotnuovikn Zuvepyatng, Metropolitan
General

Opotog Kabnyntrg Naboloyiag-Nedpohoyiag, latpikn
2xoAn E.K.M.A.

KaBnyntrc Maboloyiag, AteuBuvtng A’ NMaboloyikng
KAwiknc, latpikn 2xoAr E.K.T.A., YrieuBuvog Movadag
Peupatoloyiag kat KAwvikrg AvocoAoyiag, M.T.N.
«ATTIKOVY», Mpbdedpog KevtpikoU upBouliou Yyelag (KEZY)

Av. KaBnyntpla Maboloyiag-Hratoloyiag, B Maboloyikn
KAwvikn & Opwvupo Epyaotnplo, latpikr 2xoAn E.K.M.A.,
I.N.A. «ITmokpateLlo»

Eldikeuopevn Peupatoloyiag, A' MaBoloyikn KAwikn,
latpikn ZxoAn A.M.0., I.N.O. «ImmokpATeLlo»

Eldikevopevog Pevpatoloyiag, A’ MpomatdeuTikn
MaBooyikn KAwikn, latpikr) ZxoAn E.K.M.A.,, T.N.A.
«A\QiKO»

MD, MSc, Eldikeudpevn MaboAoyiag, A’ Maboloyikn
KAwikn, 424 TEINE

MD, PhD, EmueAntng B', Nedppoloyikry kAwikr, M.T.N.
HpakAelou

NedpoAdyog, AteuBuvtrg Nedpohoyikol Tunuatog, M.N.A.
«Immokpatelo», MNpoedpog EAANViIkAg Nedpoloyikng
Etaiplag (ENE)

Eldikevopevn Nedpoloyiag, Neppoloyikr) Movada, B’
Mporatdeutikr Mabohoyikr KAwKA, latpikr ZxoAn
E.K.M.A., T.T.N. «ATTLKOV»

Eldikevopevn Nedpoloyiag, Neppohoyikr) KAwikr, F.N.A.
«l. Tevwnuatac»

Peupatoloyoc, EmpeAntpla A" E.ZY., Peupatoloyikn
KAwwkn, M.I.N. HpakAelou, Kpntn

Eldikevopevn Nedpolroyiag, KAk Nedpoloylag kat
Metapooyeuong Nebpou, latpikr ZxoAn E.K.IMLA., T.N.A.
«A\QiKO»

Nedpoldyog, Eru. A' E.ZY., KAwvikr) Nedppoloyiag kat
Metapooxeuong Nebpou, latpikr ZxoAn E.K.IM.A., T.N.A.
«AAKO»



9n AIHMEPIAA Awglitl 6 €5

ME BEMA:

Zoupd EvBupia

Ztaykou Mapia

Zrapdtng NavAog

Ztpatnyog AAEEavSpog

ZtuAlavou Kwvotavtivog

Zdnkakng Nétpog

Tektovidou Mapia

TTiAag Baoilelog

ToaAandkn Xplotiva

®DavoupLdkng Avtwviog

®paykouv EAévn

DpaykoUAng MewpyLog

XaAkia AyAaia

Agpuatoroyog-Adpodiolohdyog, AGAKTW lATPLKAG
YxoAn¢ E.K.M.A., Emotnpovikoc uvepydtng, Kévtpo
Mehavwpoatog kat Kapkivou Aéppatog, N.A.A.N «AvSpéag
Juyypog»

Avarminpwtpla Kabnyntpla Nedporoyiag A.MN.0.,

A’ Nedporoyikr KAwikn, I.N.O. «Immokpdtelo»

ErtipeAntng B” Peupatohoyiag, Maverniotnuiako
Nocokopeto Lund/Malma, Zounbia

Agpuatoloyoc-Adpodioohdyog, Kabnyntic
Agpuatoloyiac-Adppodiololoyiag, latpikn xoAr E.K.MT.A,,
AtevBuvtng A’ NMavemotnuiakng Aeppatoloykng KAWVIKAC,
N.A.A.N «AvEpéag Zuyypoc»

Emnikoupog KaBnyntng Nedpoloylag, latpikr) Zxohn
Maveruotnuiov KpAtng, AteuBuvtr)c Nebpoloyikig
KAwikng, M.I.N. HpakAeiou

KaBnyntrg MNaboloylac-Peupatoloyiag, latpikn 2xoAn
E.K.M.A., AleuBuvtrg A’ MpomatdeuTikng MaboAoyikng
KAwiknc & Movadog Pevpatoloyiag, M.N.A. «Aaikd»

Peupatoloyocg, Kabnyntpta latpikng Zxohng E.K.IM.A,,
I.N.A. «Aaiko»

Mveupovoloyog, EmpeAntic B, 57 MveupovoloyLkn
KAwkr, T.N.N.©.A. «H Jwtnpia», Research Collaborator
Pulmonary Medicine, Mayo Clinic, Rochester Minnesota,
USA

Peupatoloyoc, EmpeAntpla A, Movada KAk
Avoooloylag-Pevpatoloyiag, B Mabohoyikn KAwkr &
Opwvupo Epyaotrplo, latptkn ZxoAn E.K.M.A., .N.A.
«ImmokpaTeLO»

Emikoupoc KaBnyntric Maboloyiac-Peupatoloyiag, A
MaBohoyikn KAwikn, latpikn 2xoAr E.K.M.A., M.T.N.
CATTIKOV»

NedpoAdyog, Mevikdé Noookopeio Aepecou, OKYMY, KAwikn
KaBnyntpla, Tuipa Baowkwy kat KAwikwy Erotnuwy,
latpikr) ZxoAn Mavemotnuiouv Aseukwaotag, KOmpog

Peupatoloyog, Entikoupog Kabnyntrg Maboloyiag-
Peupatoloyiag, A’ Mpomatdeutikr) MabBoAoyikr KAk,
latpkn ZxoAn E.K.M.A., T.N.A. «Aaiko»

MD PhD NedpoAdyog, Research Fellow in Vasculitis and
Lupus Research Group, Department of Medicine,
University of Cambridge, UK supported by HSS-Stavros
Niarchos Foundation through Hellenic Society of
Nephrology and European Renal Association
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ME BEMA:

[evikes MNMANpowpopies

Awopyavwon:
Ivotitouto MeAétng, Epeuvag, Exknaideuong kat Oeparmneiag Noonudtwy Ayyelwy,
Kapdidg, Eykedalou kal Neppwv

Ze ouvepyaoia pe ™:
Movada KAwikrig Avocoloyiag-Peupatoroyiag, B' MabBoloyikr KAwikn & Opwvupo
Epyaotrplo, latpikr ZxoAn E.K.M.A., T.N.A. «ITmoKkpaTeLlo»

Huepounvia dieaywyng:
22-23 JentepPpiov 2023

Tomog Ae€aywyng:
=evoboxeio Crowne Plaza
MuxahakomouAou 50
ABrva 11528

TnA.: 210 7278 000

Eyvpadsc:

H eyypadn kat n mapakololBnon g Ainpepidag elval Swpedv Kal EMITPEMETAL LOVO OF
EMAYYEALATIEG UYELAG KAl O TIPOTTUXLOKOUG/UETATMTUXLAKOUG doltnTéC. OL poltnTég elvat
anapaitnto va BeBatwvouy Ty WBLOTNTA TOUG, MPOCKOUIZOVTAG avTiOTOXO ATIOSELKTIKO
atolxelo.

06nyieg napakoAovOnong pe dpuoikr mapouvasio:

‘O00L CUHPETEXOVTEC ETBUOVV Va €xouV UK TTapoucia Ba TPETEeL va pocéABouV GTo XWPo
Sle€aywyng yla tnv eyypadr) Toug f val TPAYUATOTOWC0UV TNV TPOEYYPAdr TOUG NAEKTPOVIKA
UEOW TNG LoTooeAibag www.events.gr.

2TOUG OUHUETEXOVTEG Bal oTAAEL NAEKTPOVIKO barcode Ttou Ba TpEMeL va 6apwvouy Kata Ty (0060
Toug otnv aiBouoa. Ma tnv eicodo otnv aibouca Ba tnpnBel oelpd PoTEPALOTNTAC BACEL TNG
WpPAG AdLENG 0TOV CLUVESPLAKO XWPO KAl OXL TO TOTE TIPAYLATOTIOWBNKE N eyypadr oTo CUVESPLO.

06nyieg Stadiktuakng mapakoAovOnong:

Eav elote véog Xpnotng mapakaAoVLUe akohouBrote tn OSladikacia &nuioupyiag
Aoyaplacpol cupnAnpwvovtag ta anapaitnta nedia oto Livemed (natrote oto nedio
Register / Eyypadn). H Snuioupyia Aoyaplacuot eival Swpedv Kat UTIOXPEWTIKA yLa TV
TiapakoAoUONGon Twv olALWY. Eav éxete Ndn Aoyaplaopo oto Livemed xpnoLULOTIOLGTE TOUG
KwSLkoU g oag yla va ouvdebeite, emAéETe amo To UevoU Tny Katnyopla Live, to cuvédplo mou
B€NeTe va mapakoAouBnoeTe Kal 0Tn cuvEXeLa To elkoviblo Go Live 1) Go Virtual.

l_J 2Tn ouvéxela yla va ouvdebelte pe tv albouoca, emAéyeTe amod To UeVOU TOU
ety epdaviletal 0to KAtw PEPOC TNG 080vng oag, TNV «AlBouca ZUVESPLACEWVY.

% Eav oag evbladépel va mapadBete motonolntikod mapakoAoubnaong, Ba mpémel va
TIPAYLOTOTIOOETE CUUMANPWHATIKA TNV €yypadr oag oTto ZUVESPLO UEOW TNG

ElkovikA g Mpappatelag, motwvTag to avtliotol o etkovidlo «Eyypadn», wote va apxioet
@ va KataypadeTal o xpovog mapakololBnong.
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Mopra Zuvex{opevng latpikng Eknaideuong:
JUudwva pe ta kpenpla tng EACCME-UEMS Ba yopnynBouv 12,5 popla JuveX{OUevng
latpkng Ekmaideuong (CME-CPD credits).

NapaAafn miotononTkoL:

Baoel tng eykukAiou tou EOD, Ba uTtdpxEL CUOTNIA KATAUETPNONG TOU XPOVOU TapakoAolBnaong.
To moTomolnTkd mapakoAouBnong Ba elval SlOBECIHO PETA TO TEPAG TWV E€PYACLWY TNG
Ainpepidog oe 600Ug oLvVeSPOUC €xouv Kavel eyypadr. Amapaitntn mpolmobeon ylo tnv
TiopaAafn TOU TILOTOTIOWNTIKOU TTapakoAouBnaong elval  GUUMARPWGON TOUAAXLOTOV Tou 60% Twv
GUVOALKWV WPWV TOU ETILOTNLOVIKOU TIPOYPAUUATOC KAL N NAEKTPOVIKH CUUTARPWGH TOU
epwTNaToAOyiou a&loAdynaong tou Zuvedplou.

O apBpog Moplwv Zuvexopevng latpkng Exmaidevong (CME-CPD), Ba umoloyLotel Bdoel Tou
Xpovou mapakohouBnong mou Ba kataypadel otnv mAatdopua Livemed yia 6ooug €xouv
SLaSIKTUOKT TIAPOUGLAL KOl 0TO CUCTN O KATAUETPNONG 0T £(0060 TNG alboucag ylo. 6GoUG X0UV
duolkn mapouctia. Motonmontko dev popet va §00et yla tnv on-demand napakoAouBnon.

H ekdnAwon kaAuntetal pwrtoypa@ikd, Bivteookomeital kot npoBdAAsetal o€ {wvravn
uetaéoon.

pappoateio:

@Evemts & Travel Solutions

ET.S. Events & Travel Solutions A.E.

EA. BeviZéhou 154, 171 22 N. Zuupvn, TnA.: 210 98 80 032
Fax: 210 98 81 303, E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

ATtayopevEeTaL pnTd n avamapaywyn, avadniuooieuaon, avtlypaer], amodnkeuon, nwAnon, uetadoon,
Stavoun, ékdoan, ektéAean, Ay (download), uetappaon, tpomomnoinan pUe otoLovENTOTE TPOTTO, YWPIC
TN PNTN TTPONYOULEVN Eyypacpn ouvaivean tng ETaipiag, Tou cuVOAOU 1) UEPOUG TOU TIEPLEXOUEVOU TOU
Mpoypauuatoc. H E.T.S. Events & Travel Solutions emipuAdooetal pNTwWE mavVTO¢ VOUIUOU SIKALWUATOC
™n¢ yLa ™ StaUAaén Twv SIKALWUATWY TVEUUATIKIG KAt Blounxavikrg toloktnolag. Mo avaAuTIKOTEPES
nAnpogopiec entokepdeite To www.events.gr.
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MepiAnyels EAsUBepwyv AvakoIvVwoswyY

EA1: KAINIKH EIKONA KAI EKBAZH THZ AOIMQ=ZHZ ANO TON 10 SARS-COV-2 ZE AZOENEIZ
ME ANOZONENIKH ZNEIPAMATONE®PITIAA: EAAHNIKH MOAYKENTPIKH MEAETH

Nétpou A?, Ntouvouon E?, TkaAitolwou A3, Kataptin K, Kpikn K*, Awakémoulog B®,
Mapwvakn 26, Baiog B%, Zap&€An AL, Mkika-ZepBoU N?, MNavvakomnoulog MN?,
KaAoyepomoulog M, MroAétng IN®, MoucoTtdkag I3, Navayovtoog 24, Atovakn 2t

1 NeppoAoyiko Turiua, B’ Mponawbeutikr MNadoAoyikry KAwvikn, EKMA, latpikn ZxoAn, MIN
«ATTIKOV», Adnva

2 Negpoloyikry KAk Mavemiotnuiakou Mevikot Noookouegiou lwavvivwv

3 Nepodoyikn KAwvikn, M.I.N «[ewpytoc Fevvnuoatac»

4 Mavermotnuiakn Negppoloyikr KAwikn, MNIN AAeéavépoumoAnc

® Tunua Negppodoyiac kat Yrtéptaonc, A’ lMadoAoyikric kKAwikr AMO, MIN Gsaoalovikng,
«AXETIA»

5 Negpoloyikrj KAwviki kat Movada Metaudoysuonc NeppoU EKIA, latpikri SxoAr, TNA
«/N\aiko», Adriva

EIZATQIH: 3T0X0G TNG avaSpOULKNG AUTHG LEAETNG elval n kataypadr) TN KAWVLKIG ELKOVAG KAl
™¢ €kPaong Tng Aolpwéng amod tov 16 SARS-CoV-2 oe aobevelg e LOTOPLIKO AVOCOTIEVLKNG
onelpapatovedpitdag (AIN).

MEQGOAOI: uvoAika 32 aoBevelg e Lotoloyka emiBeBatwuevn AZN kat Betikr) dokiacta
poplakol eAéyyou yia tov 10 SARS-CoV-2 cuumepteAndBnoav kat peletnbnkav. Kpiplo
QTTOKAELOHOU aTto TN LEAETN QTIOTEAECE N MAPOUGCLA XPOovLag VEDPLKAG VOCOU TeAlkoU otadiou
npo ™G Aolpwéng amod SARS-CoV-2. Kataypddnkav to €ld0¢ TNG avOOOKATAOTAATIKAG
Bepareiag mouv xopnynonke, n ékBacn tg AZN, n KAWLK €lkova TG Aoipwéng amd SARS-CoV-
2 CUUMEPAALUBAVOUEVWY TWV CUUMTWHATWY, SLAPKELAS TNG AolHwENG, avaykng voonAeiag kal
ELOIKWV BEPATTEUTIKWYV TTaPEUPACEWVKAL N TEALKT €kBaon autic. Qg Udeon Tng ANZ oplotnke
n otaBeporoinon 1/ kat BeAtiwon tng vedpkng Aettoupyiag, pe amneédptnon and ofela
alpokaBapon, e€aleldn TNG OTIELPAUATIKAG AlUaTOUPlag Kal KABe e€wvedplKAG ayyELTIOKAG
ekdnAwong. Qg umotporr g AZN 0ploTNKE N TPOOSEUTIKN EKTTTWON TNG VEPPLKAG AELTOUpYLAG
ue otabepd evepyd ({lnua oUpwV, ETUEVOUTEC 1)/ Kot VEEC ayyeuTtSLKoU TUTIOU eEWVEDPIKEC
ekdNAWOoELG.

ANOTEAEZMATA: MeletrOnkav cLVOAKA 32 aoBeve(g pe péon nAkia 59,2(+19,1) €tn. Ek Twv
omolwv 20(62,5%) ftav avdpec. 11 aobeveig(34,4%) eAapfavav avoookataotaAtiky Beparela
ouyxpova e TN Aolpwen, evw 14 acBeveig(43,75%) eixav nén AaBet Bepamela pe rituximab.
To 96,8% Twv acBevwy (31) mapouciacay cuumtwuatoloyia po TG Stdyvwong TG Aolwéng
amod SARS-CoV-2, evw €va ATOHO TIAPEUEIVE QOUUTTTWHATIKO. ZUVOAKA 9(28,125%) acBeveig
XpelaotTnkayv voonAeia e peon Slapkela 6,325 nuépes. 26 aobeveic (81,25%) odnyndnkav oe
mAnpn laon, evw 3(3,125%) mapouciacay mapatetapévn cupntwpatoloyia kat 3 (3,125%)
arneBlwoav Aoyw emmAokwy ¢ Aoluwéng amo SARS-CoV-2. MeTal Twv acBevwy mou nTav
oe Voeon, 3(10,7%) ekdnAwoav unotporr) Tng ANZ kal amaltBnke n ek vEou xopnynon
QVOOOKATOOTOATLK G Beparteiac.

ZYMMEPAZIMATA: AntO Tn GUYKEKPLUEVN KooPTH acBevwv pe ANZ daivetat otL n Aolpwén anod
10 SARS-CoV-2 cuoyetiletal pe auénuévn voonpotnta Kot eVvOEXOUEVWS BvnToTtnTta oAAA Kal
avénon tng mbavotntag LTOTPOTNG TG vedpitidag oe acbevelc Tou €xouv METUXEL UdEDN
T(PONYOULEVWG.
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EA2: PREVALENCE OF ANCA ASSOCIATED GLOMERULONEPHRITIS AT A GREEK REFERENCE
CENTRE FOR GLOMERULAR DISEASES

Chalkia A.%, Koutsianas C.2, Giannou P.}, Tsalapaki C.2, Mpora M.}, Gakiopoulou H.},
Tsioufis K.%, Vassilopoulos D.2, Petras D.!

1 Nephrology Department, Hippokration General Hospital, Athens, Greece

22 Department of Medicine and Laboratory, Clinical Immunology - Rheumatology Unit,
National and Kapodistrian University of Athens School of Medicine, Hippokration General
Hospital, Athens, Greece

3 1t Department of Pathology, National and Kapodistrian University of Athens, School of
Medicine, Athens, Greece

41°t Department of Cardiology, National and Kapodistrian University of Athens School of
Medicine, Hippokration General Hospital, Athens, Greece

BACKGROUND: Although ANCA-associated Glomerulonephritis (AAGN) represents a quite rare
cause of glomerular disease, given its complexity high demand of hospital resources are
required while the prevalence of chronic kidney disease and end-stage kidney disease (ESKD)
is notably.

METHODS: We retrospectively assessed the inpatient and outpatient service of a Greek
reference centre for glomerular diseases during the pre-Covid-19 period 2018-2020.

RESULTS: A total of 218 patients (38% female, median age 65+23 years) were included. All
patients underwent a kidney biopsy by the nephrologist without complications. Among the
different types of GN, AAGN accounted for 22% of the cases, followed by Focal Segmental
Glomerulosclerosis/Minimal Change Disease (22%), I1gA nephropathy (20%), Membranous
Nephropathy (16%), Lupus Nephritis (6%), Membranoproliferative GN (4%), Fibrillary GN (5%),
Monoclonal Gammopathy of Renal Significance (4%) and IgG4-related disease (1%.) Regarding
the inpatient service, there was an observable upward trend to the hospitalizations over the
studied period (274, 452, 461 hospitalizations in 2018, 2019, 2020 respectively). AAGN
consistently emerged as the predominant reason for hospitalizations throughout this period
(53% in 2018, 33% in 2019, 39% in 2020). During hospitalizations, AAGN exhibited the highest
demand for hospital resources such as haemodialysis (40%), plasma exchange (20%) and
intravenous immunosuppressive treatment (100%). The outpatient’s service review also
revealed an increasing number of visits per person per year (279, 456 and 464 total visits in
2018, 2019 and 2020 respectively) and the disease with the highest number of visits per person
was reported the AAGN (median 3.25 visits per patient per year). All the patients were managed
in adherence to the latest guidelines for GN in collaboration with a multidisciplinary team,
consisting of nephrologist, rheumatologist, cardiologist, and pathologist. In terms of renal
outcome, AAGN after the first year of treatment presented eGFR=60m|/min per 1.73m?in 33%,
eGFR<60ml/min per 1.73m?in 66%, including 21% who progressed to ESKD, whereas in the
total cohort the recorded prevalence of ESKD was less (9%).

CONCLUSION: In this reference centre, AAGN stands among the most prevalent cause of GN,
marked by the highest demand for both hospitalization and regular outpatient visits. Addressing
AAGN necessitates the expertise of a multidisciplinary team to provide comprehensive care
that maximizes the potential for sustained positive long-term outcomes.
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EA3: MAKPOXPONIA XPHZH KAI ENIBIQZH TOY MEPOLIZUMAB ZE AZOENEIZ ME
HQIINOOIAIKH KOKKIQMATQZH ME MOAYAITEITIAA: AEAOMENA KAOHMEPINHZ
KAINIKHZ NMPAKTIKHZ ANO AYO EAAHNIKA KENTPA

Koutowavag X.!, Kapayswpyag 0.2, Toahanakn X.2, MavaywwténovAog AL, Maupéa E.,
Mrmoupnag A.2, BactAomoulog A.*

1 Movada KAwikng Avoooloyiag - Peuuatodoyiacg, B’ MadoAoyikn KAwikn kot Ouwvupuo
Epyaotnpto, latpikn SxoAn EKTIA, TNA Inmokpateio, AGnva

2 Movadba KAwikri¢c Avoooloyiag - Peupatodoyiac, A’ Maveniotnuiakn MadoAoyikr KAwikn,
latpikn ZxoAn EKIMA, TNA Attikov, AShva

EIZATQrH: H nwowodAkr Kokkiwudtwon e moAvayyetitida (Eosinophilic granulomatosis
with polyangiitis (EGPA)) elvat pia onavia popdry ANCA-oxeTl{OUEVNG ayyelTdag otny omola
elvat ouxva apketa OUokoho va emteuyBel otadlakn pelwon kat Slakomn Twv
Koptikootepoeldwy (KI) xwpic umotporr). To mepolizumab (MEPO) eivatl évag eyKEKPLULEVOC
anti-IL5 mapayovtag ywa tn Bepamneia tng EGPA, ala Sebouéva kaBnuepwng KAWIKAG
TIPAKTLKAG YLA TNV LOKPOXPOVLOL ATTOTEAECUATIKOTNTA KaL TNV eTLBiwor] Tou Sev elvat cuyva.

ZKOMOZ: H peAETn TNG QMOTEAECUATIKOTNTAG, aobaleLlag kal enBlwong Tou MEPO yla tnv
EGPA otnv kab’ nuépa KAWLKY Ttpaln.

MEGOAOZ: Avadpopikr] HEAETN OAwv Twv acBevwv pe EGPA mou éhafav MEPO oe 6Vo
TIOVETILOTN ULOKEG PEULATOANOYIKEG KAWVIKEG LEXPL kAL TNV 1" ZemTepPplov 2023. Ta Snuoypadika
Kat KAk Sedopéva kataypdadnkayv otnv évapén tou MEPO kal otnv TeAeutaia KALWVLKN
emniokedn.

ANOTEAEZMATA: 17 aoBeveig e EGPA mou éhapav MEPO (yuvaikeg: 88.2%, péon nAtkia: 53.3
+17.2 €tn, Sldueon Sldpkela vooou otnv €vapén tou MEPO: 1.3 €tn, ANCA+: 23.5%)
ouUTEPIANONKaV 0TN LEAETN. ZTNV Evapén, To Stapeco (IQR) BVASvV3 ntav 6 (7) Kal To LoTopLKO
™G MPooBOoAnG Twy cUCTNUATWY artd TNV EGPA rjtav: mveupovikr mpooBoln 94%, QPA 94%,
Kapdld 53%, MUOOKEAETIKO 47%, TePLPEPIKO VEUPLKO cuotnua 35%, déppa 23.5% Kat
YQOTPEVTEPLKO 23.5%. O Sldpecog aplBpog unotponwyv EGPA mptv amo tnv évapén tou MEPO
nrav 2, evw 12/17 (70%) aoBeveic iyav mponyouUEVWE amoTUXEL OE AVOCOKATAOTOAN HE
Stddopoug mapayovteg (MTX, AZA, MMF, CYC) and 3/17 (17.6%) o€ Bepaneia pe omalizumab.
Kata tv €vapén tou MEPO, ohot ol acBeveig ntav oe Bepameia pe K (Siapeon 6oon
nipedviohovng: 12.5 mg/nuépa), evw while 53% eAduBavay cuvSuaoTikd aVOCOKATAOTAATIKA
Bepaneia (MMF=7, MTX=2, RTX=2).

Kata tn Siwdpkela tn¢ mapakoAouBnong
[6iapeon (IQR) = 21 (38) pnveg] twv
a00evwy, UTNPEE OTATIOTIKA ONUOVTLKA
] l pelwon otn Stdpeon So6on twv K (ard 12.5
3 oe 1.25mg/nuépa, p=0.001), evw 6/17
1 (35.3%) acBevelg SiEkopav MAnpwg Ta K.
EnutAéov, umrpée pelwon oTov amoAUTO
aplBUo Twv nwowoblwy (HEon Twn, ano
160341163 oe 84+42, p<0.001) kaL oTo

Mepolizumab survival

-
o
o

Probability of Survival
2
adis

04 ’ . y BVASV3 (8tdpeon twun, ano 6 og 0, p=0.007).

0 8 1 18 H aBpolotikn ermBiwon tou GapUaKoU GTOUG

Tieaa: fmonttis} 6, 12 ko 18 prvec ftav 100%, 100% kat 83%

; 0 6 T 18 avtiotoa (oxnua 1). To MEPO Siekonn oe 2

Numbers at risk 15 10 8 5 aoBevelc Aoyw umotpornialoucag vooou,

EVW NTaV KOAQ Qavektd o€ OAOUG TOUG

IxAMa 1. H koprtvAn ermuBlwong tou aoBeveic  ywplc va  mapatnpndolv
mepolizumab otnv koopth pag TpoPArHaTa aodANELQS.

TYMMNEPAIMA: J& autr) TNV HEAETN aAnBwvou kdopou acBevwy pe EGPA, To MEPO amotéheoe
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ULAL QTTOTEAEOHATIKY KOt aodoAn ertloyn pe uPnAr mapapovr) ot Bepareia KoL GnUavTKn
enibpaon otn pelwon tng 86onc Twv KZ. Ta eupnuata tNG LEAETNG pag emBefatwvouy ta
gupApaTa ™G HeEAETNg MIRRA® o pia kooptr) e acBeveic mpayuatikol KOGUOU ToU elxav
avBEeKTIK VOOO.

BiBAloypadikég avadopég:
1. Wechsler ME et al. N Engl J Med. 2017 May 18;376(20):1921-1932.

EA4: 2YXNOTHTA EM®ANIZHZ ANENIOYMHTQN ENEPTEIQN ZXETIZOMENQN ME TON
EMBOAIAZMO ENANTI TOY I0Y SARS-COV-2 ZE AZOENEIZ ME ANOZOMNENIKH
ZNEIPAMATONE®PITIAA: NOAYKENTPIKH EAAHNIKH MEAETH

Nétpou A.Y, Ntouvouon E.%, MkaAitolov A.3, Kataptln K.%, Kpikn K.4, Atakomoulog B.5,
Mapwakn .6, Baiog B.5, Zap&€An A.L, Mkika-ZepBou A.%, NikoAdroulog .2,
MroAétng I.N.6, Mouotaxag I3, MavayoUtoog .4, Atovakn £.t

1 Negppoloyikd Turua, B’ Mpontaibeutikr MadoAoyikr KAwvikri, EKIA, latpikr SxoAn, MTN
«ATTIKOV», Adrva

2 Nepoloyikr KAwikr Mavemniotnutakou Mevikou Noookouegiou lwavvivwy

3 Negpodoyikny KAwikn, M.I.N «[ewpytog Fevvnuatdc»

4 Maverntotnuiaxn Negpodoyikri KAwikn, MIN AAséavépourmoAnc

> Tunuoa Nepoldoyiag kat Ytiéptaong, A’ MaSoAoyikic kAwikn AlO, TN Oscoalovikng,
«AXETA»

5 Nepodoyikri KAwikri kat Movada Metauooyevanc Negpou EKIA, latpikn SxolAr, TNA
«/\dikS», Adriva

EIZATQIH: >tox0¢ Tng mapovoag HeAETNG ival n Kataypadr) TG ouxvOTNTAG KAL TOU EI50UC
TWV QVETILOUUNTWV EVEPYELWY TIOU CUCXETIOTNKAV LLE TOV LBOMACUO EvavTl coBapng voonaong
armo tov 1o SARS-CoV-2 o acBeveig pe avooomevikn onelpapatovedpitida (AZN).

MEG®OAOI: O mAnBuopdg TNG avadpoUlkng autng HeAETNG amoteleital and aoBevelg pe
LOTOAOY LKA TeKUNPLWEVN ANZ, oL omtolol epBoAldoTnkay pe To eUBOALO EvavTl Tou LoU SARS-
CoV-2. KpLtr)plo amokAELOHOU QITOTEAEDE N TTAPOLCLA XPOVLIAG VEDPLKIG VOOOU TEALKOU oTadiou
Ttpo Tou epPoAlacpol. Ta dedopéva rou kataypadnkav nTav n lotonaboloyikn Slayvwon tng
AZN, to eld0¢ NG avoookataoTaATikn G Bepameiag mou xopnyndnke, n €kBacn tng vooou, o
XpoOvoc ard tn Stdyvwaon péxeL Tov epBoAlacuo, ot §6oelg Tou gpfoliou, ol avermBUuNnTeg
EVEPYELEC KaL N eVOEXOUEVN ETSPACN TOu oTNV KAWIKA Topela Tng AZN. Qg Udeon tng ANZ
oplotnke n otaBepomoinon r/ kat BeAtiwon tng vedpikrg Aettoupyiag, Ue aneEdptnon ano
ofela awpokaBapon, e€alewPn TNG OMEPAUATIKAG alpatoupiag kot kabe eEwvedpikng
ayyeuttdikng ekdniwong. Qg umotpornr g AIN oploTnke n MPOOSEUTIKY EKMTWON TNG
vebpLKAC Aettoupylag pe otabepd evepyd (N oLPWVY, ETILLEVOUCEC 1}/ KAl VEEC QyYELTLELIKOU
TUMoU €WVEDPIKEC EKONAWOELG.

ANOTEAEZMATA: ZuvoAika peAetnBnkav 67 aoBeveig pe AZN pe péon nAkia ta 59,6 (£17,5)
£€Tn, N MAELOVOTNTA €K TwV omolwv (36, 53,7%) ntav yuvaikec. 34 acbeveig(50,7%) eixav
LOTOPLKO APTNPLOKAG UTEEPTAONG Kat 16(23,9%) cakxapwdn Stafrtn pe péon Stapkela 9 kat
10 €tn avtioTtoa. 66 aoBeve(g(98,5%) éAaBav Bepameia emaywyng tng udeong kat 50(74,6%)
g\aBav Bepameia cuvtipnong tg Vdeong pe emniteuén Ldeong oto 87,7%. TuvoAlka 50
a06eveig(94,3%) eppohlaotnkay Evavtt tou Lol SARS-CoV-2 pe péoo xpovo 79,5(+70,8) unveg
armno tn Stevépyela TnG SlayvwoTikng Blodiag pe péco 6po 3,2(+1,0) Sooelg. Kata tn Sidpkela
Tou gppollaocpol to 90% twv acBevwy ftav oe VPeon, evw T0 44% eAduBavav akoun
QvOOoOoKATAOTOATIKA Beparmela. To 26% Twv aoBevwv avébepav CUCTNUATIKEG AVETUOUUNTES
EVEPYELEG OXETLOUEVEG UE TOV €UBOAAOUO Kal 62% ToTKA ot B€on Tou eUBoAlacoU.
YUVOAMKA 2(4,3%) aoBeveic ekdrnAwoayv umotporr| g ANZ og LECO XpOvo 5,7(+3,4) UAVEG LETA
aro tn xoprnynon tng 1" 8éong.

ZYMMNEPAZIMATA: A0 Tn CUYKEKPLUEVN KoopTr aobevwyv pe ANZ daivetal ott to gpfoiio
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€VaVTL ToU LoU SARS-CoV-2 eival aodarég, xwplg afloonpelwtn enidpacn otnv mbavotnta
UTTOTPOTING TNG VOOOU yla Toug acBevelg ou Bplokovtal nén oe Ldeon.

EAS: H MPQTH ZYNEPTATIKH PEYMATOAOTIKH — NEQPOAOTIKH KAINIKH AITENTIAQN ZTON
EAAHNIKO XQPO: APXIKH EMMNEIPIA KAl AEAOMENA KAOHMEPINHZ KAINIKHZ MPAKTIKHZ

Koutolavdg X.t, XaAkid A. 2, ToaAardkn X.2, Ndvvou N.2, Mavpéa E.%, Netpdg A.?,
BaotAomoulog A.*

1 Movabda KAwvikri¢c Avooodoyiag - Peupatodoyiag, B’ Madoloyikr KAwvikr ko Opwvupo
Epyaotrpto, latpikn ZxoAn EKMA, FNA Inmokpateto, AGnva
2 NepoAoyiko Tunua, INA Innokpateto, Adnva

EIZATQIH: Ot ayyelitideg elval cUVOETA VOO LATA LLE TTOAUCUCTNHATIKA TTPOCGROAN KoL ouxva
n Stayvwon kat Beparmeia toug amoteAolv Slaitepn mMPokAnon. Evw umdpxouv TOAAG
TIoPASElYLOTA AVATITUENG CUVEPYATIKWY KAWVIKWY UETAEY AAWVY ELSIKOTHTWY TTOU GKOTIEVOUV
TNV TaxVTEPN KAl KAAUTEPN QVTIUETWITLON TIOAUTTAOKWY VOO UATWY, KATL avTioTolxo Sev €XeL
nieplypadel cuxva otn BLBAoypadia.

ZKOMOZ: H meptypadn TNC apxIkAC EUMELPLAG KAL TWV TTPWTAPXLKWY SESOUEVWVY KaBNUEPVAG
KAWVIKAG TIPOKTIKAG QmoO TOV TPWTIO XPOVO AElToUpylag TNG TPWTNG CUVEPYATLKAC
Peupatoloyikng — Nedpoloyikng KAikng Ayyeutidwy otov EAANVIKO xwpo.

MEGOAOZ: AvadSpopLKr) LEAETN TwWV SNOYPADIKWY SESOUEVWY KAl KALVIKWY XAPOKTNPLOTIKWY
OAwV TwV aoBevwv Tou mapakolouvBouvtal 0To Kowo EEwtepkd latpeio Ayyeurtidbwy mou
nipaypatonoteitat avd Svo eBdouddec oe ocuvepyaoia PETaty g Movadag KAWLKAG
Avoooloylag — Peupatoloylog tg B Maverotnuiokng Maboloyikng KAWLKAC Kol Tou
Nedpoloykot Tunuatog tou NA «ImmokpATeLlo».

AMOTEAEZMATA: 310 Slaotnua petaty 12 Maiou 2022 kat 20 louAlou 2023, 35 acBevelg
npoonABav oto Efwtepiko latpeio Ayyeutidwv tou NA IMIMOKPATELO Ylo GUVOAKA 72
eTILOKEPELC (LECOC OPOC 2.6 aoBevelg ava nuépa Latpeiou). Ot aoBeveic Atav oto 51.4% avdpeg
pe péon nAkia 67.7 (£13.2) £tn kat 0Tn cuvTPUTTIKY TIAELoPNdia (88.6%) TOUG Emacyav amo
ANCA-oxetlopevn ayyetitida (GPA: 49%, MPA:41%), evw oL utoAounol acBevelg édepav Tn
Stdyvwon tng kpuoodatpvalikic ayyeltdag (2/35), tng IgA vedpornabelag (1/35) katl og pia
aoBevn) anokAeloBnke To evdexopevo ayyeltidag.

OLaoBevelg pue ANCA ayyetitida eiyav diapeon (IQR) Stapkela vooou 5.4 (8.6) €tn, uéoo (+SD)
BVASV3 ot Stdyvwon 16.7 (+7.4) kat n mpooBoAn cUOTNHATWY KATA T Stdyvwon fTav: veppot
80.5%, KATWTEPO QAVATIVEUOTIKO 64.5%, QPA 35.5%, veupoloyikn TpocBoArn 22.6%, Sépua
12.9%. To 90% Twv acBevwy eixav TOUAGXLOTOV [Lia GUVVOCNPOTNTA, LUE TLG TILO CUXVEG VA Elvatl
n aptnplakr unéptaon (80%), n oxatpikn kapdtomddeia (32.5%) kat n katdOApn (19%). Ot
aoBevelc éAafav wg apyikn Bepameia yla emniteuén tng Udeong kukAodwaodauidn (32%),
rituximab (43%) r) cuvbuacopo autwy (15%) kat ermAéov umteBARBnoav oe mMhaouadaipeon o
TO000TO 22.6%. To rituximab ftav n mpotuntéa Beparneia Statr)pnong tng UGEoNG O TTOCOOTO
66% . I0TOPLKO UTIOTPOTIWY TNG VOOOU €ixav oL pulool aoBevelc, e TNV TPWTN UTTOTPOT va
oupPaivel kata PHECO Opo 3.8 (+4.3) €Tn HETA TNV apXIkn Bepameia eniteuéng tng udeong. H
Beparneia eniteuéng kat Statrpnong tng VGEONG UETA TNV TEPWTN UTTOTPOTTH EYWVE KUPLWE UE
rituximab (93 kat 93% avtiotoa). TéAog, kataypadnkav 4 Bavatol (2 anod Aopwéelg, 1 ano
KakorBela TayKpEQTOG Kat 1 ard eMUTAOKEG ETA ATIO AYYELAKO EYKEDAALKO ETTELCOSLO).

IYMMNEPAZIMA: Y& quTr) TNV avoSpOoULKn HEAETN TwWV acBevwy Tou apakolovBouvtal 6To
KOWO latpeio Ayyeltidwy Tou paypaTonoleltal oe ouvepyaoia HLetaty Tou Peupatoloyikol
Kot NeppoAOyLKOU TUAUATOS TOU VOOOKOUELOU pag Stadaivetal ot n mietodndia twv acbevwv
elyav moAuvouvotnuartikrn, umotporidlouca kal SUOKOAN VvOCO WUE ONUAVIIKO doptio
cuvvoonpotAtwy. To rituximab ATav n mo cuxva xpnotponoloUpevn Bepameia Toco oTnV
QapXLKN emiteuén Udeong (LovoBeparmela i cuVSLAOHOG) 600 kal otn dtathpnon TNg Ldeong,
16lw¢ LETA QO UTIOTPOTTN.
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EA6: MYOCARDIAL INFARCTION IN PATIENTS WITH SYSTEMIC VASCULITIS AND
POPULATION CONTROLS: CHARACTERISTICS AND OVERALL MORTALITY

Stamatis P.»2, Mohammad M.A.3, Erlinge D.3, Turesson C.%, Jayne D.°>, Mohammad A.J.%>

1 Department of Clinical Sciences Lund, Rheumatology, Lund University, Sweden
2Department of Rheumatology, Sunderby Hospital, Luled, Sweden

3 Department of Clinical Sciences Lund, Cardiology, Lund University, Sweden

4 Department of Clinical Sciences Malmé, Rheumatology, Lund University, Sweden
°> Department of Medicine, University of Cambridge, UK

BACKROUNG/BJECTIVES: The deleterious effect of inflammation combined with glucocorticoid
treatment may increase the risk for atherosclerotic events. The aims of this study were to
investigate differences in baseline characteristics and survival after incident Ml in patients with
systemic vasculitis [SV: ANCA-associated vasculitis (AAV) and Giant Cell Arteritis (GCA)]
compared to a matched reference “non-vasculitis” population with MI.

METHODS: The study cohort consisted of 1527 patients with SV (GCA n=1202; AAV n=325)
diagnosed between 1997-2016 in Skane, southern Sweden. Using a unique personal
identification number, the SV cohort was linked to the national SWEDEHEART register which
covers every coronary care unit admission in Sweden. All cases with SV diagnosed with acute
Ml after the onset of SV were identified and, matched with 10 controls (age, sex and year of
Ml diagnosis. Baseline characteristics were compared between SV-patients and controls. The
risk for death at 1, and 3 years after the Ml was assessed using a Cox regression model.

Table 1. Baseline Characteristics of patients with systemic vasculitis and their reference RESULTS: A total of 86 patients (6%)

population at the time of myocardial infarction dingnosis. were diagnosed with incident MI

sl Beligence 8 Dxslue corresponding to proportions of 7%
— - - and 5% among AAV and GCA patients

Age, yeurs 76.0 (71.0-82.0) 77.0(71.0-83.0) 0,65 .

BMI, kg/m? 258 (23.4-28.8) 258(35-272) 038 respect‘lvely. Table 1 presents the

v a4 (57,20 S = baseline characteristics of patients

Smoking status

Never smoked 335(43.2%) 45(52.3%) 018 . p

Ex-smoker 285 (36 744) 24(279%) 018 with SV and reference subjects. A

o S el -2 history of M, in particular, and stroke

Diabe 164 (21.2%; 16 (18.6%) 57 i g i
ettt bzl 46053.5%) S was less common in patients with SV.
Mk gl T o Patients with SV presented more often
Stroke 66 (11.2%) 5 (7.6%) 037 A

Medications at baseline — with elevated CRP and had on average
ACE-TARB 296 (38.3%) 26 (30.2%) 014 .

Beta-blockers M1 (415) 35 (40.7%) 033 lower haemoglobin levels. The
Aspirin 364 (47.0%) 33 (38.4%) 013 .

Statin 253, (32.7%) 27 314%) 050 frequency of STEMIs was slightly
Ca-Inhibil 141 (18.2%) 20(23.3%) 026 . . . .

Claphiogrel | 59 (7.7%) 4.(4.7%) 032 higher in patients with SV but there
In-hospital chas ristics. H H

ety a0t MD0(1300155.0) 002 were no differences in treatment
DBP, 15 $0.0 (70.0-90,0° 75.0 (63.0-90.0) 013 . .
S.(‘n-::;lr:lx umol/l, H;i\t{"l'\”\l\.llul‘li’b D:Ill; (1-117.0% 1:37 Strategyl Wlth equal proport]on Of
L . ) .

'['rupﬂnlu:.ngil. 0.7(0.3-28) 1.2(03-8.1) 030 pahents underg0|ng anglggraphy and
HS-Troponin-T,ng/l. 3340 (1280-13670) 385 (145.0-155410) 07l percutaneous coronary intervention
CRP,mg/l. 52(20-16.0) 874.749.0) <001 . . .

Hemaglohin, g/l 133.0 (120.0-145.0) 1260 (116.0-139.0) 008 with stent |mp|antat|on among
Typeof MI g . n

x!;?rezm 620 (79 9%) 64 (74 4%) 023 patlents Wlth SV and thEIr controls.
STE 56 (20.1% 22 (25.6%: 023 B .

S el e ' There were no differences in the 1-
Frocuuenn B e 5] year and 3-year mortality, hazard ratio

SV 5y ic Vi litis; NA: N licable; BMI: Bod! index; ACE-I: i 1 0, -

e e g | (HR) of 1.16 (95% Cl, 0.71-1.89) and
pressure; DBP: Diastolic blood pressure; HS-Traponin-T: High Sensitive Tropanin T; - serum; CRP: Creactive | (), 98 (95% Cl 064-149) r‘espectivew‘
pratein; NSTEMI: Non-ST-Elevation Myocard; fan; STEMI: ST-Elevati il Infarction ’ ; /. .

Subgroup analyses investigating the 1-
year all-cause mortality in AAV and

GCA separately showed no outcome differences compared to controls, with HR 1.26 (95% Cl,

0.52-3.08) and 1.11 (0.63-1.95) respectively.

CONCLUSIONS: In this population-based cohort, patients with systemic vasculitis suffering from
myocardial infarction were less likely to have a previous history of cardiovascular events
compared to controls. Apart from this, they had a comparable risk profile at presentation, were
treated to the same extent with percutaneous coronary intervention and showed no difference
in outcome compared to matched controls. One- and 3-year all-cause mortality was not
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increased in patients with SV after their Ml diagnosis. The impact of glucocorticoids and other
anti-inflammatory therapies on the risk of atherothrombosis and related outcomes should be
further studied.

Disclosures: Nothing to disclose.

EA7: TO TAZIAI TOY AZOENOYZ ME 2YZTHMATIKH AITEITIAA: H EMMEIPIA TOY AZOENH
2THN EAAHNIKH MPATMATIKOTHTA

Mavpéa E. Koutolavag X. Toadardkn X. BactAémoulog A.

Movada KAwikrig¢ Avoooloyiag - Peuuatodoyiacg, B’ Madodoyikn KAwikn kot Ouwvupuo
Epyaotnpto, latpikn SxoAn EKIIA, TNA Inmokparteto, AGnva

EIZAMQrH: Ol cUOTNUATIKEG ayyeliTdeg elval OTAvVIA TOAUCUOTNUATIKA VOO UATA HE VPV
daopa KAWVIKWY ekdnAwoewv. Toco n (6la n vdoog, amod Ta MPWTA CUUMTWHOTA £WE TN
Slayvwaon, 600 Kal oL BepATEVTIKEG ETAOYEG AdVOUV GNUAVTIKO amoTUTIWHA 0T {Wwr) Tou
acBevn. H kaBuotépnon otn Stayvwon kat tn Bepamneia umopel va odnyroetl o auénuévn
voonpotnta Kot Bvnouotnta.

IKONOZ: H kataypadr Twv EUMEPLWY TOU aoBeVoUG Ao TNV EVapén TwV CUUMTWHATWY HEXPL
™ Stdyvwaon, tn Beparela Kat TNy mapakolouBnar) Tou Kot o Babpog mou To voohua ernpealet
™ {wn KoL TV Uyela ToU owUATKA, PUXLKA, KOWWVLIKA OANA KO OLKOVOLKAL.

MEOOAOI: AcBeveic pe Slayvwon ouoTNUATIKAG ayyeLTidag mou mapakohouBouvtatl evepyd
otn Movada KAwikrg Avoooloylag kat PeupatoAoyiog tou TNA «Immokpdtelo» kKARBnkav va
QMAVTHCOUV O€ EL6IKO EPWTNUATOAOYLO, OXETIKA E TNV TIOPEL TNG VOOOU TOUG artd Ta apXika
CUUMTWHOTA TOUC €W Kal TNV TeAeutaia emioker) TOUG OTO KEVTPO. YUYKEVIpWONKav
SnuUoypadKa KAl KAWVIKA XOUPAKTNPLOTIKA TwV 008EVWVY LECW TOU LATPLKOU GAKEAOU Kal TwV
EPWTNUATOAOYIWV.

AMOTEAEZMATA: YupuniepA\ndOnkav 30 aoBevelg e CUOTNHATIKEG ayYELTIOEG (GPA 46%, EGPA
26%, GCA 10%, MPA 6%, TAK 3%); 20 Atav yuvaikeg (66%) pe péon nAkia ta 57+15,4 €tn. H
uéon SLapkeLla oo TNV EVapEn TwWV CUMMTWHATWY €W TNV SLdyvwan g vooou rtav 7 Urvec.
Ta KUPLA CUUMTWHATA 0TNV évapén g vooou Atav kKomwaon/aduvauia (56%), apBpaiyleg
(53%), Brixac/Svomvola (53%), TupeTog (46%), e€avOruata (33%), kebalahyia (20%), doBua
(20%), Slatapaxeg 6pacng (10%), pwikn katappon (10%), opoyovittda (6%) Kat XwASTNTA
yvaBou (3%). H apxikn extipnon €ywe kuplwg amd Maboloyo (36%) i AAeg eldLkOTNTEG
(Mveupovoldyoc: 16%, QPA: 10%, Neupoloyog: 10%, OpBomnaldikdg: 6%, FaoTpeviepohoyog:
6%, Kap&lohoyoc: 6%, EvookplvoAoyog: 3%) evw HOALG 0TO 3% artd Peupatohoyo. H Telikn
Slayvwon €ywve anmd PeuPATOAOYO OTO 74% TwV TEPUTTWOEWY EVW N TIOPATIOUTH OF
PeupatoAdyo €ylve Lovo oTo 20% amd tov 1° 1atpd mou e€étace tov acBevn. 2xedov ot ploot
aoBeveig (53%, 16/30) avédepav OTL xpelaotnke va Slakdpouv Tnv epyacia Toug Adyw TG
vOOOU ToUG. To 40% SnAwoe OTL TO KOOTOG MOV OXETILETAL [LE TNV LYEla TOUG elval apkeTA LPNAO
Kal €€ auTWV oL 4 Bewpnoayv OTL TO KOOTOG GUVETEAEDE 0TV KaBUoTEPNOn Tng Stdyvwaong. Ocov
adopd To TMPOdIA Twv cuvvoonpotHTwy Twv acbevwy, 47% eixe SuoAuudaipia, 46%
00TEOTOPWOT, 43% APTNPLOKI UTIEPTAON Kot 23% KATABAUTTIKN) ouvEpour).

ZYMNEPAZIMATA: H LeAETN Tou Tafdlol Twy aoBeVWY UE CUCTNUOTIKEG QyYELTSEC ard To
TIPWTO CUUTTWHA UEXPL TN Stdyvwon kal Bepameia kaTéSelEe AVEKTTANPWTES AVAYKEG TTOU
adopolV oTnV MPWIHOTEPN SLAYVWOT, EUXEPECTEPN TTPOCPACN OTOV ELSLIKO KABWE Katl oTNV
KaAUTepn ekmaibevon TwV KN PEULATOAOYWY OTNV QVOYVWAELON TWV VOO UATWY autwy. H
avoyvwpLon Twv attlwy mou oxetifovtal pe tnv KaBuotépnon autr elvat anapaitntn ylo va
yivel autd «to TagldL» TILo GUVTOMO YL TOUG Q0DEVELS.
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EAS8: INTERSTITIAL CELLULAR PHENOTYPING IN ANCA-ASSOCIATED
GLOMERULONEPHRITIS AND ITS PREDICTIVE VALUE FOR KIDNEY OUTCOME

Chalkia A.?, Gakiopoulou H.3, Koutsianas C*, Panagiotopoulos A%, Palamaris K3, Thomas
K4, Jayne D?, Vassilopoulos D*, Petras D%

1 Department of Medicine, University of Cambridge, Cambridge, UK

2Nephrology Department, Hippokration General Hospital, Athens, Greece

3 15t Department of Pathology, National and Kapodistrian University of Athens, School of
Medicine, Athens, Greece

427 Department of Medicine and Laboratory, Clinical Inmunology - Rheumatology Unit,
National and Kapodistrian University of Athens School of Medicine, Hippokration General
Hospital, Athens, Greece

#These authors have contributed equally to this work

BACKGROUND: Interstitial inflammation in ANCA-associated glomerulonephritis (AAGN) is
frequently observed but its correlation to clinicopathological parameters remains poorly
defined.

AIM AND METHODS: Retrospective study of 40 patients with newly diagnosed AAGN with
histological assessment of kidney biopsies and analysis of interstitial inflammatory cells by
immunohistochemistry. We examined the correlation of the interstitial inflammatory cells with
pathological parameters, and their addition to existing kidney prediction tools over a long-term
follow-up [median 38 months (15-83)].

RESULTS: The interstitial infiltrates consisted of lymphocytes (T>B) in 83%, plasma cells 43%,
neutrophils 43%, macrophages 40% and eosinophils 20% of the biopsies. Neutrophilic (r=0.337,
p=0.033) and eosinophilic (r=0.274, p=0.041) infiltrates correlated with the mixed class, while
there was an inverse correlation between macrophages and focal class (r=-0.491, p=0.001).
Considering all the classes, we found an association between glomerular activity (cellular
crescents/fibrinoid necrosis) and neutrophilic (r=0.547, p=0.018), eosinophilic (r=0.456, p=0.05)
infiltrates and CD138" plasma cells (r=0.484, p=0.036), whereas only CD68" macrophages
correlated with eGFR loss. At last follow-up, we validated the prognostic value of the existing
models; Berden classification [C=0.790, HR 3.00 95% Cl (1.674-5.929), p=0.0005], ARRS
[C=0.786, HR 3.38 95% CI (1.295-10.61), p=0.024] and MCCS [C=0.726, HR 3.15 95% CI (1.362-
7.878), p=0.0091] to ESKD and we demonstrated that the addition of CD68* macrophages
improved the prognostic performance in all the models (Harrell’s C- statistic; C=0.820, C=0.824,
C=0.779, respectively).

CONCLUSIONS: The presence and nature of interstitial inflammation has prognostic value in
AAGN and may complement existing prediction tools as well as identifying newer targets for
therapy.

Acknowledgements: Aglaia Chalkia MD PhD has been awarded a research fellowship at the
University of Cambridge by Stavros Niarchos Foundation in collaboration with Hellenic Society
of Nephrology and European Renal Association. This work was partially supported by the Special
Account for Research Grants, National and Kapodistrian University of Athens (DV, Grants
#12085, 12086) and the Greek Rheumatology Society and Professional Association of
Rheumatologists.
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EA9: 2Y2THMATIKH ANAZKOMHZH KAl META-ANAAYZH TQN EKBAZEQN THZ KYHZHZ ZE
AZOENEIZ ME APTHPITIAA TAKAYASU KAI AITEINITIAEZ ZXETIZOMENEZ ME ANTI-
OYAETEPOOIAIKA (ANCA) ANTIZQMATA

Naptalidou 2.1, Mapuénoulog A.2, AnpomnoUAou A.3, Anuntpoulag O.3

LA’ MaGoAoyikn KAwvikn) 424 TENE, Oscoalovikng
2" Mateutikr) & FuvatkoAoytkr) KAwikn AlO, Inmokpdteto OsooaAovikng
3 A’ NadoAoyikn KAwikn A, Inmokpateto OsooaAovikne

ZKONOz: H Takayasu aptnpitida kat ot ANCA-oxetllopeveg ayyelitdeg (AAV) elval
CUOTNHATIKEG OUTOAVOOEC MO OELS TTOU TIPOORAAOUV YUVAIKES avamapaywylkng nAtkiag,
kuplwg n Takayasu. H eykupoolvn oTlg acBeveilg autég Bewpeitat vPnAol pilokou yia
avemBUUNTEG eKBATELG, WOTOCO, N akPLPNG eminTwaon toug dev €xel a&lohoynBel cUOTNUATIKA.
O OKOTIOG TNC POV OAC MEAETNG ATAV VAL UTTOAOYICOUUE TNV EMIMTWON TwV eKBACEWY TNG
KUnong yla tnv TA Kat Tig AAV.

MEO®OAOZ: MpaypatornotiOnke avalrtnon oe téooeplc Baoelg Sedopévwy (Pubmed, Cochrane
library, Embase and Cinahl) éwg tov Malo, 2022. H erithoyr) peketwy, e€aywyn dedopévwy kal
a&loAdynon Tou cuoTnUATkoL oddApatog SlevepynBnke amd Vo avetdpTNTOUG EPEVVNTEG.
Ot ekBaoelc mou UeAetnBOnkav Atav n avtopatn anoBoln, n vnéptacn, n npo-ekAapdpia, n
TPOWPOTNTA, N KALOAPLKI) TOUN KoL N evéopunTpLla kaBuoTtépnan TG auénaong, eVw yla Tig AAV
ETUMAEOV LEAETAONKE KaL N €€apon TG vOoou.

ANOTEAEZMATA: lNa tnv Takayasu aptnpitida n autopatn anofoAr unoAoyiotnke 16% (Cl:
12%-21%, p<0.01) n unéptaon 37% (Cl: 30%-45%, p<0.01), n mpo-exkAauia 14% (Cl: 8%-23%,
p<0.01), 0 mPOwWpPOog TokeTOC 14% (Cl: 10%-19%, p<0.01), n katoaptkr) Tour 40% (Cl: 30%-51%,
p<0.01) kat n evéountpla kabuotépnan tng avénong 15% (Cl: 10%-21%, p<0.01). Na tig AAV
umohoylotnke n avtopatn amofoln 7% (Cl: 3%-16%, p=0.65), n unéptacn 9% (Cl: 5%-18%,
p=0.8), n mpo-exhaudia 9% (Cl: 4%-18%, p=0.81), o MPOwWpPO¢ TOKeTOC 18% (Cl: 10%-31%,
p=0.25), n katoaptkn Topn 32% (Cl: 17%-51%, p=0.04), kat n evdountpla kabBuatépnon tng
avénong 21% (Cl: 12%-34%, p=0.28), H €€apon tng vooou ektiundnke 28% (Cl: 6%-69%,
p<0.01).

ZYMMEPAZMATA: JZUYKPLTIKA LE TIG QVTIOTOLXES ETITTWOELG VLA TOV YEVIKO TTANBUGUO, OTIWG
QUTEC uTtapxouv otn BLBAoypadia, paivetal otL ot acbeveic e TA kot AAV €xouv ouxvoTEPQ
QAVETBLUNTEG eKBATELS KATA TNV KUNGON, YEYOVOG TOU TLG KaBLoTtd uPnAou KivbUvou Kal ylo
TOV AOYO QUTO, Bal TIPETEL va UTTIAPXEL OTEVN TIAPAKOAOUONON Twv acBevwy TpLv Kat kad’ OAn
T SLAPKELA TNC EYKULOCUVNG.

EA10: INCIDENCE AND PREDICTORS FOR RELAPSES AND SERIOUS ADVERSE EVENTS IN
PATIENTS WITH ANCA-ASSOCIATED VASCULITIS RECEIVING RITUXIMAB FOR REMISSION-
MAINTENANCE THERAPY: A MULTICENTRE, RETROSPECTIVE STUDY

Gialouri C.G*?, Chalkia A.3, Chavatza A.%, Argyriou E.5, Koutsianas C.1, Panagiotopoulos A.?,
Orfanos P.?, Lagiou P.2, Thomas K.%, Tsalapaki C!, Boki K.5, Boumpas D.%, Petras D.3,
Vassilopoulos D.!

1 Joint Rheumatology Program, Clinical Inmunology-Rheumatology Unit, 2nd Department
of Medicine and Laboratory, National and Kapodistrian University of Athens, School of
Medicine, General Hospital of Athens “Hippokration”, Athens, Greece

2 Department of Hygiene, Epidemiology and Medical Statistics, School of Medicine, National
and Kapodistrian University of Athens

3 Nephrology Department, General Hospital of Athens “Hippokration”, Athens, Greece

4 Joint Rheumatology Program, Clinical Immunology-Rheumatology Unit, 4" Department of
Medicine, National and Kapodistrian University of Athens School of Medicine, Attikon
General Hospital, Athens, Greece

® Sismanoglio General Hospital, Rheumatology Unit, Athens, Greece
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BACKROUND: There are limited real-life data regarding the incidence and predictors for
relapses and serious-adverse-events (SAEs) in patients with microscopic polyangiitis (MPA) and
granulomatosis with polyangiitis (GPA) receiving long-term rituximab (RTX) for maintenance of
remission.

OBIJECTIVE: To estimate the incidence of relapses, the factors associated with their occurrence,
as well the incidence of SAEs in MPA/GPA patients under RTX-maintenance therapy.

METHODS: We conducted a retrospective study of newly-diagnosed/relapsing GPA/MPA
patients followed in three tertiary referral rheumatology/nephrology centres, who started RTX-
maintenance therapy after achieving complete-remission (Birmingham-Vasculitis-Activity-Score
version 3 [BVASv3] =0) with induction therapy. Only patients who had received >1 RTX-infusion
and were followed-up for 26 months were included [01/2008-03/2023]. Relapses (any increase
in BVASv3>0) were defined as major/minor. SAEs included serious infections (Sls), COVID-19-
associated hospitalizations, deaths, cardiovascular events (CVE), malignancies and
hypogammaglobulinaemia.

RESULTS: 98 patients with GPA (68.4%) and MPA (31.6%) were included; 46.9% females, 55.1%
newly-diagnosed, mean age at baseline 60 years. All patients received fixed-interval RTX
infusions for remission-maintenance. During follow-up (median [IQR] 1.6 [0.9-3.8] years;
cumulative RTX-dose: 4 [2-8] g, RTX cycles: 3 [2-6]), we identified 33 relapses (19 [57.6%] major)
at an IR of 11/100 patient-years. In multivariable analysis, GPA diagnosis (adjusted Odds-Ratio
[95% Confidence-Interval]: 2.37 [1.14-33.06], p=0.035) and number of previous relapses
(adjusted OR: 2.02 [1.06-3.95], p=0.032) were significantly associated with relapses. We also
recorded 18 Sls in 15 patients (15%, IR 6/100 patient-years), 11 COVID-19-associated
hospitalizations (IR 3.7/100 patient-years), 10 deaths (10.2%, IR 3.3/100 patient-years), 3
malignancies (IR 1/100 patient-years) and 6 CVE (IR 2/100 patient-years).
Hypogammaglobulinaemia developed in 6 patients (12%) among those with available I1gG data
(n=50) but only 1 of them developed SI.

CONCLUSION: In this real-life study, relapses in GPA/MPA patients under RTX-maintenance
therapy occurred more often in those with GPA diagnosis and previous relapses. The Sl rate
was similar to what has been previously reported in the literature, although we noted an
increased rate of COVID19-associated hospitalizations during the late study period. These data
support the need for closer follow-up of patients with GPA/MPA receiving RTX-maintenance.

Keywords: anca-associated vasculitis, rituximab, maintenance, relapse
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Andhutog apiuog H Bepancia B npénei va Siakonei edv o ALC eivar <0,5 x| e Bepanela, And tore ka1
heppoxirrrapi (AL) | 10° kirmpas! kan pmopei va Eexmiioer ex véou pdhic o ALC | €67 afahoyrioTe abppuva pe Ty
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Ampqumoaqcuwlmpt W0EVN svup{r;Bspnne ag moumumrmnr.swm munni\q i évav pepovisyséva oobeviy. O aoBevel,
fBa npinel va naparohovfolvial yio avammugn onpelay Kar cupmwpATLY gupkTiuong, oupnephapBavopiviay Tay aoBewiv [
apvnuikd anaréheopa orov Eeyyo yio Aavidvouoa gupativon npw oo v évapé e Bepomelas, Envevepyonainan oy
hopetean; H enaveuspyonoinan oyeviov Noipabewy, auymepihapBavopsviy Ty MEPITIHAEY. ENOVEVEpYoRoinanG Tou epmioiol
(my. éprme Qoamripac), avaipépiinke oe Khivikec pereTe (BA po4.8). O kivuwod epdvions Tou ZpmTa watiipa palveralva
Elvon b hoTepoc ¢ anaweg aoBevel nou Ehafiav Bepanexa s upadacitinib. Edv évac aoBewis avammiber épmnra duariipa, 1 Siokam
¢ Bepameiag i upadacitinib Ba npéne va eEevnoBel péypr T amodpopr Tou eneodiou. () ENeyyos i loyev) aTimba kol
TiapaKkoAo(nar) Yo ENGVEVERYOTOINGY) Ba RENE vl ApayHaTORGIOMVTO Tt M TV Avapén kol kad i) Sidpxeta e Bepaneiad
upadacitinib. O1aoBeveic o1 anior frav Betikod yia ro avtiowpa e nrarindac C ki yio w RNA Tou o g nnatitiBac C anokeiarnyay
and 1 khvigs pehres, OrooBevls or anoior fray Bstkol yia 1o empaveasd avidvo e ratinas B f yia  DNA tou 100 mg
nnaritidag B anorkeiomrav and nic khvikég pehérec. Eav kotd m Bidpren Mg Tou upadatmmb avigveutel DNA ou 100 trg
i, B B npéneva Ywa meuunn 0 £EEBIEED qnuTuMw Mﬂﬂ Ao 6|uﬂa]|.lu &ﬁoum oty
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BooT U Up b, O Bijkex; ikl aoBevElC fi/Kal o yovEic/gpovTIoTEC TOUX Ba TPENE] VA EVIEPWVIVTEN Yia TV mvayk)
EMRONGVIE {46 TOV BEpanoven iampd pohic 1 aoBeviie eppavioe epyinvapyn £va hapfdves upadacitinib. Kinor: Aev diarBeviat 1) etvol

Eyouv avagepBe o anfevei; mou hopfavouy tvaoToei.
eheyybpEvn pe Bpaativd papjiara EAE tou tofacitinib (fvov u)u\w uvumuku JAK) ae aofeveic pe péuumlﬁq apBpiida phiiag
50 &ntiv ko dveo e TauhGy Enhéoy TapdyovTa kapdi K

3 Ta khwikd Sedopéva oyerid pe ) Xpron Tou upadacitini oe Eykueq yuvaike, Mekétec ae (oo knédeday
avanapayuywd oékata (Bh. napiypago 5.3). To upadacitind doxnae repatoytvo Spaon oe enjues kat kovikhoug i endpaser,
0 0073 08 Mpuu ey Kol oty kopbia o€ Eufpua kovikkay ko T evboprrpn (i atem) éxfson. To upadacitinb

Y {vou, napatnpBnKe wprhirepo noooam mmqﬂam
1Biaitzpa KapKivOU 10U TVEILIOVE, AEpAYITON, K2 0 kapivou tou Sépyatog (NMSC) i 1o tofacitinib e
avootoheic Tou napdyovia verpwong dykou (TNF). rlupmlqpnﬂnxc WrAGTEPO MI000CTA KaKon B jie 1) Boar upadacmni: e 30
g 0F Biykpion 4e T Bdan upadacitind T 15 ma. Ee ooBevel; nhikiog 65 ertov kar v, D2 OBEVEK TIoD £l VUV KIVITTE 1)
KA 010 MapeEMaY yia JEyako ypovikd SidoTua f cofevel e dhAoug napayovies Kb yia xokoffen (Y, Tpéyouaa
waKoffien ] Tapikd kakoiEiac), To upadacitinib Ga mpéngrva YpnoooiEiTal oo £pooow Bev unapxow BiaBéoeg kTAMNNE;
evaMakné Bepaneizc, M pedavtiannds waprivog tov Béppioroc Mn pedavwpativol kapbion tou Sépang Exouv (vospepBei oe
aofevei; nou £haflav Bepancin e upadacitinh (Bh. nopdypago 4.8). NopampiBike Wmhdtepo nacooTd (i gElavopaTity
rapkivay Tou Béppaano (NMSC) pe  Sdon upadacitinib T 30 mg o€ obykpion pe 1 Goon upadacitini tav 15 mg. Zuvioraon
nepiobikr) Beppankr) e&£raon yia Ghou 1oug aoBevelc, iaitepa yia axivoug pe riapdyovieg kvBivou avamuine kapkivou Tou
Gépparo, Awarahoyiréc_Siatapayéc Andhuta apifipdc ovBerepdgidv (ANC) < 1 x 10° wimmpa/], andhutoc opiuog
heppormmapay (ALC) < 0,5 10° kirrapa/) ko aooaipivn < 8 g/dl avapépinkay oe nooatd <1 % Tuw aoBewdv oe KhWIKEG
Gowyiéc (k. napaypopo 4.8). H Bepaneia tev Ba npéne va £ekave, 1) Ba mpémet va Biakdmeral npocapnd, o anfeveid e Tiég ANC
< 1% 10° nimapa/l, ALC < 05 % 10° aimrapasl 1y paiphe < 8 g/dl mou napanpol mmﬁﬁpﬂmmcmqﬂuu(

¥and ) Sidprein e ppootvi (BR. napdypagpo 4.3). Edv pia aoBevi peivel dykuac katd ) Siapkeia Aiyng Tou
upadacitinib, o1 yoveic o npénet va evmpepwbotv yio 1ov mova kivduvo i 1o &uPpuo. Bnhaopd Aev eval ywootd &V T
upadacitinib/ o peroPohites anexxpovral oto avlipunve yaha. Ta SeBéoyia papuaxebuvayid/rofkohoyikd Seboyéva ok Qua
Eeréav anéxxpian Tou upadacitinib ato yaha (Bhénz napdypaa 5.3). O rivbuvog ot veoyd/Bpépn fev ymopel va anokkelorel, To
upadacitinib Bev mpéner va yproponolitar kand 1) Sidpreia Tou Bnhooyod. Mpéneiva anopanioté eav Ba Siakon o hasyoe f Ba
Giaxonei 1 Bepanein ;¢ upadacitind, Aq.lihwwmﬂ U’W"L 0 dyehog Tou fiaoyiod yiato i wat 1 Gpeho 1 Bepanciac ya 1
ywaika. fovybtnia: H ipaan tou upadacitnib oy o dev éxerafiohoyrlel, MeAére oe (ioa Bev umod
emBpdoel; avaqopird e ) yowpdtia (A, napdypay 0 53). A7 Empa omy iwavotnTa obiiynong Kai xeipiood
pnyavnpdvwy: To upadacitini dev ége kapia 1) éx oofpov mépcun TV VETITT 0Oy NOTG Kl KEIPIOYION YT,
4.8 AvemBOpnTeq evipyaieq Livogn Tou npoph oopdkeiac FTiC eheyyOpevEC e Emovi) POpID MK BOKIEC Yo
pevpaToed aplpmda, Yopaon apBpmda kal afovik Mo, o1 QUVOTERG auagepd SUEDYEIES
(= 2wy aobeviov o TouhayoTov ila and T evBelaS pETo pzyu.\urzpa TIO00TO PETaED Ty SvdeiEz mou mpnmmﬂqmv) B
0 upadacitinib 15 mg fTav of AyaEEIC ToU VGTEPOU QVOTNEUDTIKGD) nm'rrumm( {195%], a auinyéva enineda KpeaTivik;

niapaxohouBnons tou aaBeval (BX. napdypopo 4.2). [mm;mﬁ&ﬂmmx.[mwmwﬂﬂmmm
YOOTPEVIEDIKE, BiaTprioeic o KhwikEC Dokiuér kot and myéC petd TV kuklogopia Tou gappdxou (B, nopaypago 4.8). To
upadacitinib o npénesva ito1 jse npoooy ok ooBeveic now evbégerol va Siatpéyowy kivbuve yootpevtepix Siatprong
(., ooBevek pie exrobmopanixe voo, ioTopikd exxokmopatinidac f of onolol Aapavouy pm aepoed avigheyaovaln gdpuara
(MEAD), koprixoorepoeibi) fy omoadi). Or ooBevec e evepyd vooo Tou Crohin Siarpéyouw auénjiévo rivBivo avimmung eviepikig
Siampnang. Onaafieveic nou ejxpavi(ouy VEQ onjigia v CUpTTL AT aTTv TepioyT Ty, koihidg B mpéner va afmhoyolviar eoneuapéva
i1 TIpGIN QVOYWGpIaN TIG Emempuméucq rq: yootpevtepiknc Sipnang. Meidova avemiynta knpdiayveiawi ouulidira; 1
FANIKEG, EETEE, |JE TO Uf ) Jeeilova avemBipnTa kopbiayyeakd oupdvta (MACE). 2e i eyl
TUXQITONEVT], skyxéusm 13 Bpamm wuppuku uz)\ﬂu 7o tofacitinib (ckuh)ovuvuma)&m JAK) o aoBeveis pe perpatoad

poknvaar, aiatos ((PK) (8,6%), éva enineda Ahavwikig Tix 14, 3%]‘ 1 Bpovyinda (3,9%), r]vam)uHS%J,
nuvéﬂwwwu (2,8%), 0 ity (2,2%), 1 avnueva enineba aonaprixi tpavaauviong (2,2%) ki n unepgohnotep
(2,2%). Enic eheyyopeves e Ekoving papuaro kikéc doxipeg atomi bepyiatinbac, ot wxvmq)u avapepleioe; M&umzc
evépyele, (2 2% twv ooBewov) e 1o upadacitin 15 mg 1) 30 mg frav of Aoge 100 VOTERRY OVIIVEVOTIRDD GUBTIITO
(254%), n axpr (15,1%), 0 anac épm (8,4%), 1 xepahalyia (6,3%), 1a cuéniuéva enineda kpeatvikic guogorvor (CPK)
aiyarag (5,5%), 0 fac (3,296), 1 Budakimsa (3,296), 1o xoiad dhyoc (2,9%), nvauria (2,7%), n oudereponevia (2,3%), n nupella
(2,1%) a1y ypimn (2, 19). T eheyydpeved pe emovid pdppaxo ki So e Bepanziag enayayic kot owvpnong ya ekeaén
Kohittfia ko vdoo Tou Crahin, o1 mo cuyvi avepepoyeve avemBiynres svepyeisc (= 3% v aoBeviv) pe upadacitini 45 mg, 30 mg
1y 15 mg frav mmm&xm avTEpou avanveuarikol ouatpiarog (19,9%), n mpetia (8,7%), 10 ns{npﬁ'w nineba kpeoTvikrg

apBpiida nhudac 50 ewv ki dvw pe oukagatoy Svay snmhéov napayovta kaphiayyekod kG, nof ulprhorepo
flodoor ooy avenBiinoy kopbiayyeiaray oupBdviioy (MACE), apibpevs e apSiayyeiokd Blwaro, in Bawnpdpo
&uppayyia Tou péiou kal ) Bavarpapo eykepahikd ensiodsio, pe To tafacitini o olyrpion pe ovaatokeic Tov napéyovia
vékpong dykou (TNF). Enojéwag, oe aoBeveic nhiiaq 65 eriv kar v, 0 eofieveis now elval vy kamaotéc f kamvlay ato napehiv
yia ey xpovd Sidompa kai o€ aofevel, e oTopimd abnpookAnpunikc KapSiayyEaxi véoou 1 akhuw napayoviLy
wpdiayyeiarol Kkvbivou, 1o upadacitinib 8o pénes vo yprowonoizinal povo epdoov dev unapyouv BiaBémiec KaraMhec
evakhaxmikés Beponelec. Amibio: H Sspurrilu e upadacitinib ovoyeTioTke pz&wo&fup!u};m(uu{fpmm]\lni&x&mpc;ﬁrpﬂug

pokwdony, aiparog (CPK) (7,6%), n avaiia (7.4%), n kepahakyia (6,69), n awu (6,3%), o g dworipac (6,19%), n
nuﬁmponivlﬂ (6,09%), 10 ebavBnpa (5,296), 1 mvevpovia (4, 19), n unepyohnarepohayia (4,0%%), n Bpoyyma (3,9%), Taauénpéva
enineda aoaprikh; Tpavoayvaonc (3,9%), 1 amoon (3,99), 1 Sulakmba (3,6%), Ta auinpéva enineba TpavoapNGDT TG
ahavivi (3,5%), 0 amhs épm (3,29) kot ypim) (3,2%). Orauvdeepes ooflapéc avemigues evépyeies irav prooapéc hoyuiéa
(118 mmpuml 4). Fonpo@ihmwkmmupmmnlhumpummmu&spuni{u 10V et napopai e To npogil aopdheing

) Bipke T EMeyOpemncy nepiod ohec T evbeielc, Knahoyog avemBOynTw evepyEwiv uno jopgr
m 0 xardhoyog uvzmeqmnuv evzpyzm nou arohoutei Panileral o gunepia and T khvikéc Bokpsé, H OURITI. T
e EVEPYERDY iU apardtw, opileral ypnoponowiac v axdhouln oduBaan: nukd ougvés (= 1/10),

Y o ok yoknenepakng, e Amonpurtelin yopniie nokwsmra (LDL-yoknovepdhng kan me Artonpu
i okwsra (HOL)-yobnarepdhng (. napdypaga 48). Oraufoex oty LOL yohnarepbi byt orapo rmﬂspunuuc
enineda we, avianoxpion o Bepania oraTwy, mpd)tonuu 1 mm;unzluamspnpmm H enidpoon m.mwwvm(qcsw v

w):v:(:zmwm< 110), ugmuxvsc(> 1/1.000 a6 < 1/100). Or owyworre ovow ivaxa 3 aaiCowtal oo ugmhdrepo and 1a
T000CTS T aven BTy evepyedy mou owapépdeay e to RINVOQ ok ihvixég Sokyéc peoparahoyiie nobrioeay (15 mg),
aronkr; depparindag (15 mg m!iﬂmgl, enbboug xahmbac (15 mag 30 mq ki 45 mg) 1 wooow tou Crofin (15 mg, 30 mg kan 45

KBty nopapETpa oIy KapSiayyaiaK voorpaTTTa kot BynonidTrTa Sev éy npoad i (k. mopdypago 4 2 yia T eyl )
apakshonary). Auéfoecaatieiy pavsoyvoot: HBepanei e upadaciinl cvoyeriomyae e e adnoncray ™). ZTCTeg oy napay Ei001j1claTeC SppEC am OUYGTI PeTakl T evbei€eu, ouTé napovaatovTal aTic
TGy ey oy 5 @Ko, ALohoyTaTe ki TV opk| EkTignon ByE ipva T o eRioeC KT R o v,
OVTIASTENION TOU CDBEVDU(. Tuwvioraon uumn &epwdrm T aiag adénamg Ty nnunmav{mm TPOKEILEVOU YO EVTOMITTOY i i
miflava negiania naani Bhafng npoxdnBeloos and pappaka. Ev m{umﬁupmurmquBuucnupam)mﬂrmuw oo MvaKac 3 AvemBopnTec evépyeteq
naparnpnBoly aufioex ot enfneda g ALT A T AST kat ik pappara prattr Bhafin, n Bepaneia pe Katnyopia/opyavxs svotnua TokD oupvi Tvé Ot :
upadacitinib fa npéniel v Giakome péxp va anokkote @ wéexuu:vn umm ) Siarywwong. OhePin Bpopfoeufoli; Ee ki AoEEK gmmm AoaEeK s Bwvxﬂvﬂo‘l’,%m mm-‘xm;m_
Boryés e To upadacitinib naparnprfneay ovpdvia &v T Baden phefiuaic Bpoppuanc (OVT) ke meupuovikc el (PE). 2t pia ToU vitEpoy Cwartpact, -'IITW.E'DW, ToU OO,
Jieydhn, ToyaiomOmpENY, ENeyybpevy (ie Gpaatied pdppako ekt Tou tofaciind (Avov GNhov avoataéa JAK) oe aoBeveic e Tl Buhaitiba, fpin, Exsohnuparinida, Xiin
pmmmm  pepiniéa phdac 50 €Ty tcva e Teuhdyanov v emméov nopdyoita KapBiapyeald Kb, Togampdfine ovotiparog (AT | Oupodoijmy, Mveupovia™
g oypdtepa O e pouf I VIE, aupmepay ovopiév o v o e e pdyoanc Neanhdopira xahorn, kaxorfn kai Mn pehay u‘nnﬁ(m Kivog
(DVT) kar mvewpoviknig gk (PE), |.|Erulula(mmbucmmanumvamhmaunupuwumpwq( oyrou (TNF). Ze aoBevei sofopiouéva (7 t;‘n ?iavam.r.:sm? rnljlﬂ!p ;;,,, 4
e mapdyoves kopdiayyeiarod kvivou 1) napdyovies kvdivou yio kakoiien (BA. eniong napaypogo 4.4 «Meifova i 2 :gkﬁrm&clsp W v
rapbiayyeiand ouyBdvios s «Kakoffeiow), o upadacitinib Ba npénet va ypnoyiomoieitan pévo epdaoy dev undpyouy Giaféogiec - —
b vk Beponei 2 ofevec e yaator napayovz Ko yio gheBicn popfocyol (VT e and toug Aerapayéc Tou aporoTval KarTou i, Doderepanavie’,
napayovies kapdioyyenrol kvbivou 1) napayovtes kvivou yia raronbew, T upadacitinb Ba mpéne va ypnop I3 L L LT, - -
podoy. Or MapdyovTEG kivbinou o gAEBin BpoyiBocyBoi (VTE) exToe amd Tou nopayoines kapSiayyeawol Kkdivou 7 Robuory Eoflopéc ambpdoei
napdyortec kvBivou yio saorBeianepiopBavouy iopud espdviong hepic poydocyBaki: (VTE), aoBeveicnou umopdhovran - - e
o peova yepoupye enéyfoon, oRTTORINGY, Yo AGGORENY opovy aVTWATTRGH 1) Bépaeia opgiovc Ainapayéc tou perofokiod ki g e pohaia®®, | Yrepy
unakTdoTaoty; kat kAnpovo i Sltapay) anleuuBmicBunpmuwmwmwmmmeo&!m Ko 1m) G iy Bepanciag |Bpépnc rephnSaypio#
Jue upadacitinib yia Tv afiohaynon T akhaytov ooy kiviwo yio ggdvien gl Bpopogufalic (VIE). Abiohoyiiore fpapa [ Binapayéc 0 Biigac
aofevek; e oruio ko oyt ghefii BpopoepBakic (VIE) war Sadire 1o upadacitind oé aoBeveic e viogla ghePoy, | Tou Bibpara kat tou pesoBupdrioy
BpoyfloeyPakic (VIE), aveédprta and ) Sdon. Avnbpdosic unepevanoioc ToPapéc ovbpaaey, unep iac, anw | Aurapayéc Tou yootpeviepixol Kotako ahyoctt, Novria [ Footpevrepir Sidvpno®d
avapuhatja ki ayyenolfnpa, o avopepBel oe aofievei nou AapPavouv upadacitinib. Edv napovaiaate! Kwikd onpaviin) [ Aiarapayéc Tou Séppiarog Kai Tou At Feenyo®
avripaan unepeuaioBoiac, Sakdipte upadacninlb ¥ §exnvione T kardlyhn Bepaneia (A, mpayp&w 43 mld.&) 45 fdpiou ol
AdAq) '. d P‘ dMa papj npoidvTa kat GAAec poppéc akhndenidpaanc: [virée, Siropayec ki kaTooTdoer g Kémoan, Nupesin

TOU Uj ad.)t iuupadamwhuﬁuBM@mwnnﬁm(Y!’]M JLVERGC, O ool yopiyrone
Euﬂmacmu upadacmmb a1 n,\qcuu {ropoiy va npoivi, 1 onok ENhouy | Endjouy oyupa ropr n P
1o CYP3A4. Suypapyion pe avaotolei rou CYPJM H mﬂfnn m upadaclllnlh w{uvcm\ KT T OUYRORAYON (e 10Yup0t; opadhunc e :ﬁﬁﬁﬂ;uﬁg&n
avaotohei ou CYPIA4 (Gnw eivar ¢ ), 1 nodarovalahn, i Bopikovalhn, ) khapidpopukiv Kot To Aﬁﬂ,m fpod
yrpémgpout). Ie pio ki uc}-srr; ] wmnplwrpn wu upadmlmih e xeroxovalahn odijynoe oe 0% kai 75% autnoer ot D0y o0 U OO, Kepalahyic
v v AUC o upadacitinib, aviiotorga. To upadacitinib 15 mg ana€, nuepnoiug Ba npénet va xpnoyonoteial pe npoooyr oe TW% s Kepgioh
aoBevek; now hapfdvour ypovia Bepancia O avaarohek; rou CYPIAL. Tol itinib 30 mg a o Bev owiondral
n(mﬂ:vak J4E aTomik] mmg o m: Ypovia Bmtnﬂn;&mxupﬂt)mmm %ﬁﬂ?ﬂs&k e e ;&mﬁ;m;wéimhm T ouyvdTiyia Bpoyytibac, unzpyalnonepahagiioc. unephimbaiyiac, auEnpévme ALT kot
KohinSa f) vioo Tou Crohn o Bl b avaaTohel; CYPIAS, oTtpen aar o i 30 mg d 3
HUEDTIDIUIl i ;;;!wmn mmnﬂmﬂmﬁ 1u5< mm‘ﬁn&wm Wm«vﬂu 421 b gﬁ;@uﬂ mmr;%wnﬁ 4 2 A penyTOADY S FfOEC,  OUXYOTITEY AV QUi i T . Gt g v Bl ey
ypryons, Ba npéne vo e6erdaderon o andeydp Ehoyay oTiv g aywyi] pe 1ayupd avaotohéa tou CYPIAL, ﬁﬁ:ﬁ;%ﬁmﬂmﬁ auyvoTITa axpRc frav ouyv. To kothiokd dhyoc frav kyéTepa auyw yia To upadacitinib oe
23 ;qyf:r;e:u Wn;(w ﬁuﬂnﬁﬁ :KW(;'E;EQ{ mﬂ mrfn:; ﬂmfxﬁ?@%?ﬁmﬂéqﬁiﬁz iznﬂwga\:'rxﬁpdszlr,unzpn:umﬂnnmmpnfplluyﬂmmmmc OVAUATKTIKTIC AVTIBRGTN Ka| TOU ayyEIo0IdifjiaTac
emayyels 1ou CYP3A4 (mag eiva 0 pigagmikiin ki panurolvn), yeyouic mau jmapel va oSyfioa oe penopév Bepaneutiiy gﬂ iy ul?nw‘s;ﬂ;vér * '““m ks xnp;wm:.:;m :atl T&m:uf;mrfmm Mﬁr:]m?qmﬂnhm
enibpoor) Tou upadacitinib. Ze i k) pekétn, n ouyyopiynan Tou upadacitinib perd and nak\ankéc Saaex; pipapmidvnc (iogupd; 'llvirgum ol nun mmm:mﬂ mqmﬂnxalmzvétﬂncn L VO Fapo
enaywyéac fou CYP3A) odynoe o€ nepinou 50% ki 60% pexioac at ko AUCTou upada(mnm, aTioTona. 2¢ nzprrrmq o o v oui) ?mr.\wlm.ﬂmumm 1:mu Crohn,

OUOpITENG ToU upadacitinib e IyUpoK enavuyel Tou CYPIAS, o1 aoBevelc 80 Tpemer v o peraforéc oy
evepya T vooou. H e £ ki Ta Ty K 100 pH ¢ 0 TipoiGvTa {1y, vIGENV 1 01 avaoToAEIC aviRiag
nptovior) Bev ow Kayiia éﬂﬁoum i exéne 100 upadaitinib oo mhdopa, Avued] nifipaon 0w upsdacitin am
opuorokviik Ay gagyakekov npoioviiy; H yopiynon noManhay dnat, qua)rwiu( Baoewv 30 mg 45 mg upadacitini
¢ Uyir) aToja iy nepromapévn enipaan anic exBéoe; g pnbalahdpng (evaioin wumﬂ?]ﬁ)mnhmﬂllHﬁ%
paeiwon oty AUC ka1 C_ g pibadoddyng), unobemviovag o upadamhnb 30 mg ﬁ A5 mg dnag npeproiwg Sivaro va
aokijoer ooBevi) enaytwyik) emﬁpauq oro CYP3A. Ze pio chwma) pehém, n AUC wr; pocouPaatarivig kar me atoppantativng
peiBreay kam 33% kot 3%, avriatong, kot €, T poooufaoTariviy; pewsbie ki 23% yetd amd T yapiynon nokdanhoy
dmaé, npepnolu; Soewy 30 my upadacitinib o€ vy dtopa. To upadacitinib Sev eiye wayio ayeron| emibpaon om C_ me
aroppaiv ) i ez G opdo-ubpaSumopfaoTariy, oo oy e vy eToBok o, H
Jopiynon nohamhin anog uepnokuc Sdoeuv 45 mg upadacitin oz vy aropa obiynos oe nepopioévn aoéaon Tric AUC ko g
(o 16 GEtpopeBopgavi (evniobo undotpwpa yia o CYP2DG) ward 30% kai 35%, ovtimong, unoBemvioviog om 1o
upada(mmb 45 myg ano€ npepnoiwg aokel aolevi) avaatakti) nibpaon um(‘fi’."_DG Aev auvionda Tpocappoy NG Guun( v
unoatplpdty Tou CYP3A, 1wunourpupdww 1ou CYP206, ncp 6 A g arapfi ¥ang Taug
\

e upadacitinib, To upadacitini Bev ooxei kajia oxeTi awlépcv:q mmvcﬂa:\E|<lanmnr i

Mepiypagr] embeyyéviov avedoynroy evepyac; Peuymoatiic apfpinia. Aagdda B ENEYYGREVEC i EIKOWKD GODHOKO KIKEG
JeAETeg e DMARD t Bepanzin unoaspoy, qmmmmmwan&mmpn 12/14 efibopabew amy opada oy upadacitinib 15
ma fjrav 27,4% ouykprmrd e 20,9% o opado oo pappd ‘. JE am) (MTX) peereg, g

¢ Moipeéry; o Gidompa 12/14 ePbapaduv oy b i i i wISmgrrmuI‘}S%mwmuzl‘#D%urrp
oaba my, peborpebamy;, To oovahing (axpogpivie RooooTd iuwufmvmﬂwuubﬁu wou upadacitinib 15 mg ke om; TEVIE Khvikeg
pehérec péanyc 3 (2630 oofeveic) rivav 93,7 oupfiava av 100 emp-noBevolc. Ze eheyyiyever e exourd papuaxo KMVIKES PERELE e
DMAFﬂwgBmumuumﬁdﬂmun T oofiap ,.,Mma&]a Bi u.' 14 ePboyad v ondBa o ug inib 15 mg
oy 1,2% 06% aba tou dkou. Ze eheyydpeves pe peborpela éa g oofapr
i pe 0,4% omyopada

MMWHWN@Q 1 436 owob e upadatitinib 15 mg fraw 0,6% oupep
G pearp " B me{ﬁwmmvnpﬂﬁa muupadammlblsmgmlcmmw:xhwxz:
Jehéreg paomg 3 nmv 38 wuﬁuwa wd 100 i'mwBEvmc H oupvitepn coflapr bl fov n mewyiovia. Tu m«m‘rb mﬂupw
Mo napépene oraBepd e ) pokpaypovia éxbeon. Fompionés henuiée (elapoung T gutiaang), [
amuxﬁwdpqm xlmuac iehére e DMARDS w; Bzpancin unoBdtipou, n augvémia iy eukaipasiov Aoioeuw ‘ i a 12714

eBoTpEEdTT 1} 02 POpUAKELTIKG TROIVTA IO CUMCTOUV UROATRGATA YA perafoliolid and Ta [‘f'P'IAl [VPIG& (YPKQ L] o
CYP2C19. 4.6 TovipdTnTa, KURGY Kat yaouyia: [vaikes 0F avanpayVIKG NAKIT: 3T yUvaikee 0F ovanapayyikr fhikia

Gty oMY opidsa Tou upadacitinib 15 ma fyrav 0,5% ¢ e 0, 3% oryy opdsi o Qapjou. 3 I3
FmPE&‘TI ENETe, ey onpaxoRnway neptararmi eukalpiokTic Aot o€ Giaamn 12/14 £pdopabian amy opdda pum&spomm;
e upadacitinib 15 mg evd omv opdda g pedorpetam To nocoatd rrav 0,29, To ouvahixd PaKpOXPOVID TROODTS EKTIPIONIN



m;u.z{&.wym mvnmﬁumu upadacmnlh 15 mg kar omig nevie KNVIKL‘( pehérec paen¢ 3 frav 0,6 ovpBavia avd 100 £m-ocBevoi, To

T i ummvnm 'ISmqvmmcnmﬂmxscpﬂn{(ﬂumc}qmﬂ?mmm
U\'ﬂmﬁﬂﬂc&\mc EpI001tEpD o [avay éva o Seppatdyn K Bev ftav aoPapd. Auijoa
aVao0; L Ekey) udmweDMARDshxﬂqmauumbnepmymiﬁx!mll'
z{lﬁcuuﬁ&.wﬁmgmmwm.u p 1 (ALT) ki trv gamaprie 1(AST) 23 i Oopion  (oupeg v gofeni o Eup

‘mipabo Tou ypdvou. Aufioe; anc kmdike; 2 rifikav kova ) Sidpran T 8 efopddu Bepanelag e upadacitini
45 my ko) mapéuevay yevkd ovaBepe und pakpoypévio Bepaneia e upadaditin 15 mg kar 30 mg, Meraéd Tuw aoBeviy ong

ENEYNOEVE P ravid pApuaKD UENETEC o T Bepanela enayuyrc i apyikes TiSeS kit and 1a koBopioyéva Gpra, mapampriineay ol

mmﬁt(wwm&uuﬂmwneuﬂmwwnmmm KoBopeopévo dpw rouhagarov pia popd kard T Siopkaa v 8 efdopadun

(ULN) oz tauhdyorov pia pérpran mpmnpnﬂqxav ot0 2,1% kot 1o 1,5% wv unawv niow éhafe szunﬂc 13 upadanlwb 35 mg,
UYKPITKD JIE IS% xat 0,7%, avtiotorym, T ooBevin nov Eafav Ewovikh wpumw Ta nepraodtepn ntpo‘mnm auvffioeu o
MATIKES TRaVOay v yard kai napodig. T eheyydpeves i pebotpeaTn peévec yia éeoc K 12/14 efopdec,
uu{;jnﬂ(mvklelwwAST > 33U OETouhGyaTaY pia pétpron napampiBkay oro 0,8% xai 1o (4% wy aoBevay nou éhafle
Bepanein j1& upadaditinib 15 ma, ouykpmid jie 1,9% kan 0,9%, ovrioToys, Twy aofeviy muﬂuﬂm ufﬂmpe{n'!q Tomparuno kai 1)
emimoon) my; auon; o ALT/AST napépiivay omatiepd ammy napodo Tou Ypavou, oupmef V pOKPOYPOWY PERETIN
enéxaong. Avéroa; Amdiav: H ﬂqlufm pE upadaditinib 1 S mg QUOYETIOMTRE 1€ uuﬁ}\m{ o )«mﬁm TRPAETPOU]

iy T, o % WV Ip e LOL yohnotepdhy kar g HOL yohrotepddry, Aev
onpeioBwoy peraoréc ou avakoyia LOLHOL O uu&ﬁuﬂc nupnrrpﬂﬁmv on 2 a4 efbopiades Gepancing xor mapépevav
anafiepég und poxpoypivia Sepania. Mevagh v aoBewi om ENeyyjeves JENETEC JE apyiEC TEC kv and T xafopiapiéva dpia,
napamprBnrav o okdhouBeg cupviries aofievay jie pEtadmon ndvie and T kaBopioyéva Gpia ToudyoToV pia popd kot 1)
Bapkaa v 12/14 efbopddew (ouymepiayBavopévay T 0oBEVOY TIOU EUPIVOY (ia |EIovaliEwT) aven i) « Ok

Jia 0wt ot 1) « b yohorepdin 2 5,17 mmol 1 {200 mg/
dl): 49% dvovn H% anic, opdbeg Tou upadacitinib 45 mg kai Tow exovikol q;uppnmu avtioroiw « LOL yonorepdin = 3,36 mmol/|
(130 mofdl): 27% évavn 9%, onc opadec rou upadaatinib 45 mg km Tou exovikod gapydxon, aviiotoya « HOL yokganepdhn = 1,03
mmal/l {40 mg/dl): 79% évavn 36%, aug opdBeg 1ov upadacitinib 45 mg kot Tow exonkod papydroy, aviiotona » Tahukepidia =
2.26mmalfl {Emmqfw]: 6% evenm 4% omic oyibec Tou upadacitinib 45 mg ki Too ekovikod gapydkou, avtioToi. Mdooc Tou (rafn;
Fuvokied, To npogik oopake; o napamarBnkE o ooBeveis je voao o Crohn noy £hoflav Bepaneia jie upadacitinib fray ouvené, e
0 WRaTH npoqx] quwla( yia T upaclmm!l Enﬁapi{;low{ac N ENEYYO{IEVES JiE EIOVIKD pApjIak 1ENETES yia T Bepaneia
Enayuic | fic Aoy, o Biomtnpa 12 W optida tou upadacitinib 45 mg kar oy opada Tou exovixel
papuaroy v 1 9% Kat 1 ?%uwmuo(u Ty Ehimuzm ummwmwpuum perémy yia m) Bepaneio cuviripnang, n UG
ooapric holpuwéng ce Sidommpa 52 epbopddun ot apddec Tou upadacitin 15 mg kai 30 mg Ao 3,29 war 5,7%, avriotong,
ouykpimkd e 4,5% am opdda 0 popydxou. To Hospoypdno maaoord ooflapdiv Aoweew yia g opabe; Tou upadacitiniy
15 mg ka1 30 mg o¢ aofeveic pe aviandepion oto upadacitinib 45 mg w Gepanela enayayic frov 5,1 kai 7,3 oupPavio ovd 100 ém-
aobevoi, avtironya. H mio suyd avagepdpein oofiapd Moty oTc PENTEC Y T ﬂemnﬂﬂ ETayuYTC K01 OWTpNC AT of

Yohnotepdhn 2 5,17 mmol | (200 mg/dl): 62% evav 319, om opadec inib 15 mg ki papuaKoY, avrioTora
« LDL yohnorepdh = 3,36 mmol /) (130 mafd): 429 évave 199, oni opadeg Tou upadacitinib 15 ma ki Tou exowkoi papydxol,
avrigrona « HOL yohnotepadn = 1,03 mmol/ (40 mi/dl}: 89% &vavii 61%, o opdbes Tov upadacitinib 15 mq ki Tou exovikod
qapydron, avtiatoiy « Tpyhukepidia = 2,26 mmolA (200 mg/dl) 25% évavn 15%, omic opades tow upadacitinib 15 mg kan Tou
ERVIKDU QapyiaKoy, aviitona. Kpeamviv] quopoivion: Le eeyyoueve |ie axovd pappako pehéteg s DMARDS we Bepansia
unoPdfipou, yio éux km 12/14 epbopadec, napampdbkav uéfoec ong npég g CPK. Auéoeic me CPK > 5 x o avtatou
uotohoykod opiou (ULN) avagépfeav om 1,09 ka 0,3% v ooBeviay yio Sidornpa 12/14 efbopdbiu ang opdseq ou upadacitin
15 mq kai Tov eovikoi papycKoy, avriotong. Or nepraodrepe; avéfoeic > 5 x ULN frav napafikes xan Gev éxpndav Siawemric m;
Bepanciag, 01 peoec Tipéq CPK aulyjBrya é ic 4 efibojsadec e pon adénan e takng v 60 UA amg 12 efkbopabes kai napéyevay
oTodepés, OF quépjew T am) ouvEyan, CumepRayPavVBuEMY T TIERITTIGEY UG nupaTErapéw) Bepaneia. Ouderepanevi: Be
EheyyOEves e Exovikd pappako pehéte e DMARDS t Bepanela unoPdBipou, yia & kai 12/14 eBbopades, pexdoe otou apiliuaic
v ouderepogilay kitw vww 1 10° kutdptov/ e touldyotov plo perpnon onpefnkav oto 1,1% kat e nocootd <0,1% twv
aofeviy ot opades vou upadacitinib 15 mg kar tou exovixo pappdxow, aviiotono. Le kv pekére, n Bepanela Biarbrmpe we
andvimon oe Ty ANC < 1 10 kurmapaowd (BA. napdypapo 4.2). Or péaar apiByoi oubetepdihuw peibrpkav o Sidomua 4 éuc 8
epbopadu. O paoeg mu:w@mmwoﬁnwﬂwmmwm&ep&wz YOprhOTERR TR OE oyEan e My oK) exTijnon
amy napado Tou ypivoy, B v und sun) Bepanela. Yoo aodpimda. Twvokid, 10
niporpfh acpdheing nou noparmprifrke oe anbevei iE £VEpYO (papraoiir} apBpinda nou Ekaflay Bepaneia iz upadacitinib 15 ma fimv
auvemEg pe 1o npopih aopdAeiag mou napamyprifne oe aobeveit e peuparonti apBpinda. Irou aofieveic nou Eafav Bepaneia e
upadacitinib ae ouwGvaoyd jie Bepaneia MTX évavn v aoBeviv now Ehafav yovolepaneia, napamprifinke wgnAaTEPa Noooatd
oofiapi hoyEewy (2,6 ouppavia avd 100 ém-aoBevoi; kai 1,3 ovpfiavia avd 100 ém-ooBevolk;, aviioroiya) kan auésjaei panin
pavoajvooa (aufjoeic ALT fiaBod 3 ko uinhdtepa nooootd 1,4% kai 0,4%, aviiaronya). Afove] anovudoop@pinta; leva, To

miporpik sagdheiac nou mpatrginke o aoBeveic 1¢ evepyd afovia] omoviuhoapBpinda moo Ehapav Bep padacifinib 15 mg
firav ouverEc e To npogik aopdisiac miow napapifinKe oF ooBevelt pe peuy fj apBpinba. Asv diomatwBrkoy véo supryiata
aopdheiac. Aromr depuarnda: Aoyl Ty ey pe exond gappoxo nepiobo Tww KNvIKGV JEAETIN, 1) ouywaTTa TG

Auwn&](uc&numpa ﬁl-ﬂﬁuuuﬁa:vﬁnwunﬁawu upadacitinib 15 mg kat 30mgr[luv39%|:n\ 43%wpcp|muf 30% omv opdba

aviiatong. To pakpoypino novooTd Maiteww o Tic opdles Tou up: b 15 mg ke 30 mg frav 98,5 kot
1096 u:uMVru wi 1DD:|rrnochu( avrionoiya. Z& EAEY(OEVEC |iE EIKDVIKD QAPIAXD KAVIKES [EAETES, 1 ouyGa g aoflapli;
oipuodng e &ﬁmpﬂ Iﬁsﬂﬁupuﬂw oti; opadeg ou upadaclﬂnt 15:mg kan 30 mg rrav 0,8% ran 0,4% ouykpma pe 0,6% omy
opiba Tou Bkovixall papyaKkoy, avtiatonya. To pakpoypdvia nocoatt aoPapdy Aoaéewy yia Tic opdses tou upadadtinib 15 mg ka 30
mq frav 2,3 kol 28 ouppdvia ovd 100 émm-aobevolc, ovriotora, Eumpiakec Aoueac (eEmpausse e pupdiaong): Ty

i honitag. faompevrepi diapgaerc: Kara my nepiodo Tuv

3 ymr]&epundu ENayaG, avapEpBre yooTpevTEpT] Butpron ae 1 mﬂcuq (0,1%) mudaﬁs qurmu Jie upadacitinib 45 mq km
0 Kvevov aoBew e Exovisd papyaxo oe Saampa 12 ehbopdbuy, B dhoug tou aoBevel; nou EhaPav Bepanela e upadacitinib 45
mg (=938) katd m) didprern v pehetiv Bepaneiac enaywyig, n yootpetepiks Sripnon avagépbnez oz 4 sofeveic (0.4%). Xm
Jokpoypiva heyybyiew e ewovikd plpyako nepiodo, 1) yootpeviepia Sidtpnon avopepBriee o 1 aoBev) koBévog ex 1wy onoiuw
Ehafe Gepaneia pe eovikd pappaxo (0,7 awd 100 ém-aoBevoic), upadaditinib 15 mg (0,4 ova 100 ém-aoBevoic) ka upadacitinib 30
mg {04 avd 100 émn-aoBevole). Ze dhoug touc ooBevsic nov £hafiav Bepoeia Sidowang pe upadacitin 30 mg (n=336), n
yoatpeveepikr) didtpnan) avagépdne oz 3 nofeveic (0.8 avd 100 ém-aofevol) kard T Sidpxea G pakpoxpovag Bepaneac.
Epyammpnan avioaliec; KT KNWIKEC peNETEG yia T Bepaneia emayioyic ko cuvTTipn, of epyaoTrpiakes perafaké e audnuévn
ALT /v ; ugnpmg AST (2 3 x ULN), T mpiaw mg CPK (> 5 x ULN), e oudiereponeviag (ANC < 1x 10° kimrapa/t) ki Tuw
E1pun T it Tiow oUaYETITIRaY pe mecpunau gltupadacmﬂlbr[mwmm TOPOYOIES uzumkmumpumprmm [uls
KAVIREG ERETEC yia peui VODOL, petoPoléc yia
TG DUYKERDIPEVEC zgvucmwnnec TOPARETPOUS MoU om{wmu [[31] Bep:zvrm peupadaunnrb 5 ma kol 30 mq I ENEYYOLIEVES e
Ekovikd pappaxo peMées ya ) Bepanela enayuwyi Sidpkeia 2u 12 Bbapdun, npoékupov pandoer Tou opibyial Aepgokumdapuy
xamw and 0,5 x 10° vimapa/! ae toukdyomov pla pévprion oe nocoatd 2,296 kai 2,0% T aoflevay otr ojidda upadaciiinib 45 mg km
oy opaba 0 gapydvou, avrioToya. 2y eheyybyiew pe Emovid papuako wehém ya m Bepanela ouvriprony, Biapreiag
£ 52 efbopddu, Tpodauav petaced Tou opiByod AepporuTidpwy kitw and 0.5 x 10° xitapa/l oe Toukdyotov pia pérpnan oe
moooatd 4,6%, 5,2% x 1,8% wov ooBevav omy opda upadadtini 15 mg, 30 mq ko amv opdba Tou ewoviEoD pappaKoy,
oviioroiyo. T khwikec pehére, n Bepanela Biakomke wq andvman oe TpA ALC < 05 10° xirrapa/l (k. napdypago 4.2). Aev
napamprifinxay afjoonpelates péae peraflatéc atov apiByd ejuparurrapuy Kard m) Eidpkeio T Bepaneia e upadaitinib pie Ty
nidpofio Tou xpdvou, Trc ENeyyOuevC P exavikd papyako jiENETes yia ) Bepancia enoyayrc Sidpkeiag ux 12 epfopdSun, npoéxupay
PEIOEIC TG DUYKEVTpLONG arjioopmplr; o kima omd 8 q./dl o Toukdyiatay i érpnor ae mooogTa 2,79 kai 1,4% Tuw aoBevin omy
oyidda upadacitinib 45 mq ka o1 ojada Tou ExoviKod pappAKCY, avTIaTOND. ZTIV EevyDEW |1 EIKOIKO QAppaKo PERETT o )
Bepangia ovtrpron: Sidpreiog éwe 52 eidopdbiuy, npaexupav JIEDEK T, CuyKETPWNG agoopaipivry; o€ kdTw and B g/d o
mu\dx!mwplu pétpnar), e roooatd 1,4%, 4,4% ka1 2,8% Ty ooBewv oy audda upadadtinib 15 ma, 30 mag ke amy opala rou
EKOVIKOD wqmm ovticTo. Ze KAVIRE PEAETEC, 1) prunm Emsﬁmmumm oy Hb < 8/dl (Bh. napaypapo 4.2). Aev
pamprtn uéoeg petapakéc am paipivry kard ) Siapkeia i Bepanelag pe upadactinib e my
mmmwmm&mmplmm&ﬁwmmumdn e aromyr Sepparina nhidag 65 erav ka dww, umipé
uiprhéTEpa mooooTo oivohiw avembijnuy Evepyev pe ) den upadacitinib 30 mg o ouykpion e m Boan Twv 15 mg. Me faon
0 mepiopipéva bedopéva oe aobeveic (1e ewaxbn kohiiba ki wioo Tou Crohn nhixiag 65 €T Kol Gwo, UMpEe PRAGTEPD TID0OSTS

JieheTim

EhEYyOyET) e EXOMKD APk MEpinbo Ty KAMKGY PERETGN, Bhec o suxaipiakéc hoywEac (efoipoujsév me puy i k0l Tou
£pmra wamripa) oy avagépfinkav frav epmpmid éxCeyo. H augvima Tou pmmkodl exCépatoc oe Sidammpa 16 eplopaduy o
updﬁz(muupadac‘llinib 15mg km 30 mq rjeav 0,7% ka1 0,296 ouysprmsa pe 0,4% oty opdda Tou xovikod papydrou, aviiotoiyg. To
{HIKPOKAGIAD TDHOODTO Tou gaMTIkDD ex(Eya yia TiC opdBeq 1ou upadadtinib 15 mg kat 30 mg frav 1.6 kan 1.8 u.mBﬂwu v 100
Emnaabevolc, aviiorona. Eva neparanxd cioogayikic kaviviaon ovapepfinee pe 1o upadacitinid 30 mg. To uunpaxpuwu nu)wm
Tou épnyra {uaripa yia i oydBeg tou upadaditinib 15 mg kam 30mg fimav 3,5 xm 5,2 auppavia ava 100 ém-aoBevoiic, avtiatanga.

nepioodtepa oupbdvia prma (womipa nepiehapBavav éva pivo Seppordyo ki Sev frav ooBapd. Epyaommans; mm:rc Du
BogoeSaprievec pevaPohéq e avkrgene ALT f/kat T augnuévnic AST (= 3 X ULN), T napapiérpun Tuv mluy, rov g ry, CPK
(> 5 ULN) kar ¢ ouderepaneviag (ANC < 1 10 kimtapa/) new ouoyeviomkay e T Bepomela e upadacitinib frav nupbums{ 3

ovohmaw avemBOpnTey evepyany e Ty o) upadacitinib 30 ma oe obykpion e ) Soon Twv 15 mg e Bepanein awmpnong (EA
mapdypgo 44). Moo mnfuopde; Juwokikd 343 gnpor nheia; 12 éux 17 exdv e atome) depparinda unofivxoy o€
&mmlum&u{)«m{@m}c] v onoiwv o 167 extélnkay ok 15 ma. To npopik aopatang vou upadacitinib 15 mg ot eprfious frav
Tapooi0 e exivo Ty evehikaow. H aopdhsia kai n anoeheopamdtmi i Sdong Twv 30 my oe epRpous Bpiokovial axdyn und
6lzpam‘pr| Avagapd mWwvumuﬂugmmmH avapopd mavahoyobyEw QVEMBITILN EVEDYEY £Td amd )
¥pfyran Gaac xukkogopiog i mpoitytog efvan v, Erpéne T ouveyr napaxalaiéinar] M oy opéhauc-
Krv&wnu ™ :pupua:zmmoﬂ npoioviog. Zryteitar and Toug enayyekparies uyelo va avagpépouy onoieodinare miovaloyolpeve

SVAYEEC JE01) TOU EBVKD avopapdc nou avaypdierol napax(. ENNaBa: EBviedc Opyowapdc Qopudxy,
Mzmyemw 284, GR- 15362 Xodapyc, ABfwa, Trm -+30 21 320403807337, Dak; + 30 21 DESAD5ES, ovdramoc http/fwwweafgr.

U hou TRV oG KAMKEC JERETEC 1o penqiatodouréc maBioa. Mikpéc ouksipeic omy LDL ok repdhn napampriinkav

e T efbopdda 16 ang pehéveg aromi, Sepponindac, Eeddng xolinda; Tivohikd, 10 npogih aopakaa oy nupmﬂm&m L3
aofieveic e el K[)Alﬂﬁﬂfﬂdvﬂlmm{u{ﬂ(ﬂw L] ] uuaﬂam i opfipinda. N

Kimpoc: Gapy £ Ympsoiec, Youpyeio Yyelag, CY-1475 Asuxiaala, Tni: +357 22608607, Got: + 357 22608669, lotironoc:
MW_MQW_MG DAPMAKEYTIKEE NAHPOMOPIEE: 6.1 Kmﬂhnyw:nﬂéxwﬂgmmﬁmmhhwpum:n
nmpwq Yrtpcpd}a(q Mu-mrukj prlm ofd. Nupino, m»mé& dvulipa. Maywjaia areamwe. Empdhogn e demt ugéno;

01 THX aipa i nepiod iag enayiayii 16 pBopadion £y Baﬂéwu&w Aom{s(,iu(
pe e adpparc | ua\m via 11 Gepanela. enaywyr, 7 ouyvira 1 hoofrg ce Bidotna B epboydbuy oy opdba Tou

oy, Tk, Trrovi B0 (E171). Lidrpou (E172) [unvaylumwmmwmm
w IS mg). Zlﬁqu ofeidio eputipd (E172). Tibipou ofeldio xivvo (E172) (povo yio rrw nepiextrdmia T 45 mo). 6.2

10 QUYKPXTIKD JE T opdda Tou papydxov firav 20,7% xot 17,5%, aviiovoiyo. ¥ eheyydpevn pe aovikd
puara ke Bepaneio cuvtpnon, o g ooy o oy 52 ot on opibe Tou upadciinb 15
miq ka1 30 mag rrav 38,4% ki 40,6%, wvTiaTorys, ouykpmd i 37,6% o ogiia Tou Bkovkol pappidxon, Ta jakpoxpavio TodoaTo
MoipuwEewn:yia T opsaBec Tou upadacitinibi 15 mg ko 30 ma frav 73,8 xar 826 oufidvra avi 100 ém-aoBevoi;, oviiavon. kg
eheyyOyives e ol glpaso uekéteC ia ) Bepanio enayyr ) oupvGa dofaprc Aoty oe Sidompa 8 ehbauddu tico
atry opdda rou upadacitinib 45 g wn Kal 0TV opi5a Tou Exovikol gappakoy firay 1,3%. Mmpﬂmm&w rrpw&m; wﬂﬂpﬂ
NopiSEIC kand T oy epanciag v 8 eboudbuw pe To upadacitinib 45 mg. Zmy eheyyd
ek ya ) fepanela numpnum,q ouyoTIa mﬁapm)»olpminme&ﬁmmm 52:Bﬁuya5uwn'ncoua5mw upadacitinl lSmg ¥al
30 mg firav 3,29 a1 2,4%, avrioroyo, ouyxprik e 3,3% oy opdda tou exovikod pappdxol. To Haxpoypovio nooooTd mﬁapw
NowpeSetav yaa Tic opdeg Tou upadacitinib 15 ma kat 30 mg fitav 4,1 kat 3,9 cupBavra ava 100 émr-aoBevale, avtiotorga. H mo oupyd
uvmpipnpqumﬂum Mol omic e enayunyic kol ouTpRong fTov n enayjevn and COVID-19 mveuiovia, Fapraréc Aoguién

piCerar. 6.3 Audprera {wrc: RINVOQ 1Smg6mugnnmn4uum éopuar n;ﬂm’l TAPATETAET,
um&w;wuqc L3 wm:ms( K (blister): 2 ypovio, Aokl napaterapéuny; anobéopevan o€ ouokeuaaies pidkng: 3 Xpovio,
RINVDQ 30 mq dioxia napotetaysévng anobéqpenanc: Aiia napatera, évn anodéopeuar oz puokevaoieq kg (blster): 2 powa.
ligria | o pidhng: 3 ypduna. RINVDQ 45 mg hioxia napmerayéng anodényevonc 2 ypova,
6.4 15witepeg npuwh&x Katd ) pikagn Tou npoiﬁvru(‘ To gapyiakeutxd avtd npaidv ey anael BiaitepeC awbhive;
Bepyiokpaciac yu v pUkag) ov. (Puacoere amv agyK ouoKEDaDiD nuu;ehn; (blister) urr| iGN Y0 Yo MpoCTUTECETAL and Ty
uypacio. Aampeite 1) (il kakd Kheiopévr). 6.5 @oon Kai ouoTatikd Tou ncplélm] m 15 m Guowia TQUTEGE;
anobéoyevong Huspahapiakés mmmulélme‘.\m {blistes) and :‘
ahouyivo e ouakevaoie; nou nepiEouy 28 1) 98 Giokla napaterapéwny; ano&wzmm 1 mhuuuonwuuac ou nszﬁ;\uw L] 53
ouoxeuaoleg v 28) Siokia napareropévy, omodéopevang, Didkes nohuaiBukeviou ugniic muxvatmac (HOPE) pe anofnpaveikd jiéoo
KalKandxt Fl-uilunpnmﬂn!mumnmm mou mepiéyel 30 Siowin mpmmpquc anobéopenaryc. MéyeBog ummu:lmnr g (30 Sioxia

1) TG EEYYOHEVEC JE EINOMIKD (papaKo PEXETEC Yio T Bepameia enayuyrc Sidpkeiag 8 efbopdban, n

(81
uuxvomm mmpmm‘[( hoipwéng (yzi{mptmmwuuﬂum ol Tov épmrpia {warpa) atmy opeda Tou upadacitinid 45 mg vy 0,4%
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ki, 3% omvopdda tou papuarou. Aev napampiiay npdoBere eukaipiaxéc hopaéex (e efaipeon
épmru (mcrmpu] mauwmmqm nepiofio Bepaneiag v 8 hdopadu pe o upadacitinib 45 mg, irrwzkvxﬁmmueamwm

perEm yia ) Bep fiprong Sudpeeac 52 efoadium, nouyd v hoeo€eaw (e e€ipean) T Qopatioan
xulmuép:mm {waipa) Un(apnﬁscmuupadaalmbﬁmgm Eﬂmglhcwos%lmﬂ.d% wdmw ouykpmid e 0,8% oy opaba
Tou &xrovkod papydxov. To akpogpdva nooooTs eukapasa hoigewy (e §aipeon ) qupatiuon ka Tov épmra wotipa) yia Tig
opadec Tov upadacitinib 15 ma kai 30 mq firav 0,6 kat 0,3 owyfavia avd lﬂunn-anemug nunm)p Ing mamjwa pmmwmn

e nou nepiéyoun 28 ) 98 Biawia naparetapéwny unu&éqsw
Uzni\,&(m).um&lkvmu mmk]: TG {HDFE] p{um&pﬂ\mm Jéan xan kandk mehunpaniheviou o€ koutl mou nepiee 30 ioxia
PATETHEVTY i Méyeflog iog: 1 wuﬂ)q {30 Buoxia rmpumwsvm ambéoy Lﬁ 3 WM {90 &uma
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alwuhuu ue
OUTKEVAOIES nou mepiéyouy 28 diokia mapaterapénT nm&aﬂuﬂmc Diaheg mk:m&mtou uwnc mukvorrag (HOPE) e

ptpjiaxa pekéEC yin T Bepaneia enayiy §idprnac 8 ebodd W opada b45mg
v 0,6% kot 0% ommv opidda Tou exovkol papydxo. wavmnmimm(ummmwi%nmwwmasmmwﬁ
efBopabuw e upadacitinib 45 mg. Zrny heyyopewn pe awovid papuaxo pekém pa m Bepansio ouvmprang Sidpreiag 52 eopabuy,
1) OuywiTE épma {watripa ot cudde o upadacitinib 15 ma xa 30 mg rvav 4,4% ko 4,096, avriotong, ouykpimkd pe (% omy
opiba Tou exovikod apyaxo. To paxpoypivio noooard épnmia {wopa yia T e 1ou upadacitinib 15 ma kat 30 mg frav 5,7 ki
63 owPavia avi 100 ém-oadievol, aviiotoya. Fpyaompienss avapialiec: F1ic Khnké pekétec yia 1 Sepanca syt kol
awTTpornG, o epyaoTrpiaké perafiohéc g auénpévn ALT f/kal me aunpévng AST (2 3 ULN), muw mpaw g CPK (> 5 x ULN) kan
¢ oubeepaneviag (ANC < 1x 10° kirrrapa/t) now ouayeviomav i T Bepaneia pe upadacitinib v yewka mmpma( uz nu'ré( Tou

\POVTIKG {100 Kt KamaKl TohuTpoMUAE¥{ou 0F Kouti Y napqéxa 18 fiowia mopareTmpévng AMoBEEVOrY. Mmpd Vo i
xuxhogopaly dhec o cuokeuaoiec, 6.6 IdtaiTepec MpouAAEeIC andppipne: Katk Ll
undhepa Tigna. va aNappimETal oUUpLVa P TIC n:rru TGM0UG 10YD0UCES ORETIREG &um&lg_ ]’ MTOXDI THE AAEIAL
KYKAOQOPIAL: AbloVie Deutschland GmbH & Co. K6, Knoll 67061 Ludwigshaten, lepinvia. 8. APIOMOE(01) AAEIAZ
KYKAQOOPIAL:  EU/1/19/1404/001.  EUN/19/1404/002  EUA1N9/1404/003.  EUSI/19/1404/004.  EU/1/19/1404/005,
EU/1719/1404/006.  EUNN9/1404/007.  EU/1/19/1404/008.  EU/1/19/1404/009. EUM/19/1404/010.  EU/1/19/ 140401 1.
9. HMEPOMHNIA NPOTHE ETKPIEHE/ANANEQIHE THE AMEIAL: Hyepoprvia npdmng éppiong 16 AeepPplou 2019,
10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: (4/2023

rapampBryav. anic Kivecs PERETEC yia peyatohayike naifoe xar aroma| Beppariusa. Mlapamp
pevoflahéS Yia TIC OUYKEKIEVES £py 00 OyETi psmﬂipomnpiupadmnnh'\ﬁmmdﬂmgin(
ENEYHIEVES e EIKDVIKD wpuu:u uﬂﬂamm Sepunﬂu enaywyic Sidpkeac e 8 ebopabioy, napomprifnkay pewoer tou opdjon
Mepgoruriapu king and 0.5 x 10° ximapa/ oe Toukayorov i pErgnon oe nosaotd 20% xar 0,8% 1w oobeviv omy opdba
upadacitinib 45 mg ke oy oda Tou Exovikod (pappdray, aviioTowe. £1ig EReyROIEVES e EwcviKG papyaxo pEhéteC yio 1 Bepaneia
awrripnon Sidprelac éug 52 hbopdduy, napatrprBnrkay pedoe Tou apifipod Aeupoxuttdpuy kama and 0,5 x 107 ximrapa/l oe
Toukdyiorov i pétpron e noaootd 1,6%, 0,6% xm 0,8% 1 ooBewiv ane opdbes upadacitinid 15 mg ko 30 mg kai Tou exovikod
qoppnoy, aviaToa, L khwkE PENETeC, 1 Bepanela iwdmie g andvmon oz T ALC < 0,5 10" rirmrapal! (B rapdypago 4.2).
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R IXa t h on IYNOMTIKH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOX

rituximab

A X ONOM‘A TOY OAPMAKEYHKOYHPOIONTDE Rixathon ‘rDﬁ mq "UM Bidhupa yia m:pamuﬁ am}\ummq Tpog Eyxuan Rixathon 500 mg mrukvd Sidhupa yia Tapadxeur dnnhwm; tz‘pﬂ; Ev;(uoﬂ 2 HDKJTIKH KAl I'N}EOTII(H

Ghuue I 1] Kuatlym.llblumvmmlmpux:l 100 mg rituximab. Rixatho mg /2 YIQ TIC g
Kﬂé:wlu)uﬁmmuﬂ]nﬂmprixt: Soﬂmgnlur.amah Tority b efvan éva yi 6 AoviKg anvTigupa pud P m:uvmpﬁynﬂl p:mv rE){vnAnvlu rqgvzvqugpnxuwnq; Ka nwmpo-
i {ubiwpy Jie oraBepég EpIoXES 1g61 hrphouyieg i oG tAogpiN Kon Bﬂoéwmmwwm t Vi TIapAYETa) YEIGS KUTTEpUIY
Braamiked (Chinese hamster ovary) kai Teta pe g pi S Kai aviahayig 16vTwy, § Kai aTToj ¢ Twv eifikiv iy, Exboxo vt ywwar Bpaon Kae qraki-

Bio ruv 10 ml mepiéye 2,3 mmol (52,6 mg) varpiou, Kn&wwﬁmmv Sﬂmlmplixu 11,5 mmel (263,2 mg) varpiou. MNa Tov mAfjen nm\‘b\ﬁvbmu&o){m Bh nnpﬁ\lpnwﬁ 1.3, DAPMAKOTEXNIKH MOPOH Murva Sidhupa yia Tapackeun
Biohiparog ipag Eyyuon (oTeipo muxvd Bidhupa). Aiauyic, axpupo éwg ehagpas uTrakiTpivo uypd pe pH 8,3 - 8,7 kai wapwnkémra = 240 mOsmikg. 4. KAINIKEL TAHPO®OPIEE 4.1 Oepamreunkig evBeifeg To Rixathon evliikvural oe
evihiceg yia Tig mapaxdmuw evleitzic: Mn-Hodakin Aipewpa (NHL) To Rixathon evBelvural yio m Beparreia pn mpoBepaneupéviuy evnhixwy aoBevuy pe ofwes Adugupa otobiou lIHV oe ouvBuaoyd pe ynpeioBepantia. H Gepameia ouvrf-
priong e Rixathon evBeixvutar yia m Bepareio evndlxuy aoBeviy e ofudes Mppwpa ol oTolel avramokpiBnkav om Bepameia epoBou. To Rixathon evBeikvutal ux;wvu&pmrz i yia m Bepamieia evrAinwy ooBeviv Ml: u:wen Aepgupara

aradiou HIHV mou gival avexmika o xnpeioBepaneia A Tou cival o BedTepn f OF £TaKGAOUBN UTIOTPOTTT ETd TN XME To Rixathon evBei 3 CHOP

Bivepiativn, mpedvigoAdvn), yia m Bepamreia evnAixwy aoBeviy pe Bigyuto pr-Hodgkin Mppwya ame peyaka B kimapa e Beniks CD20. To Rixathon ot & yla m Beparreia i oaa:vwv

(nhikiag 2 6 pnviv éwg <18 Eniv) pe pn TpoBepaTrzupivo, Tpoywenuévou cTaBliou e Berkd CD20 magm Adypuyic amid peyika B-cimiapa (DLBCL), Apguyia sunuu lEL)dmulqu Burkit (ofgia heuyai omé wpiya B-+imiopa) :am.: n

Agpguwpa Tumou Burkitt (BLL). Xpdvia Aepgorumopirn Aeuxaiio (XAA) To Rixathon o yiam Bcpumlum Kal ot aoBeviy pe XA T

péva elvon alnséulpuym TNV QMOTEAECHATIKOTTA KaI TV QOQAAEID OF wEml; ou Exowmﬂ:\ WWH r.rvuvnu HovORAWVIKG i ) Tou rituximab f UV aoBevioY umpewaup:vn&pﬂ'rreiuu

rituximab auv ¥ BAEme A yia PeuparoeiSic apBpinba T o e uﬁtimuimw@lucucﬂ:vsl;vlamewmlumcaaupﬂq evepyol peuparoeiBolc
i omolo elyav DK GAAG TROTTOTICITIKG TG ¥OTOU O ..,.M(DMARD)- jévng plag A Tep pluv BEpaTIENUY uvmmnm«;mump&wwnmwun;mmmv

(TNF). To rituximab £xe1 Beier on peidver To puBpd eMiEng T apBpikig BAGPNG, Mg petprBnie pe axtives X koi Behmiiaves T Quoik AeoupyingTTa, G1av yopnyiital ot ouvBuaopé pe peBotpetim, Kokxs

{GPA) xai yikpoaxemmn Tohvayyeinda (MPA) To Rixathon, ot iG], yia m Bepameia evnhikwy aoBevi pe coPaph, evepyd GPA (Wegener) ka1 MPA. To Rixathon, ot guvBuacyé pe ﬂumlmmﬂ-

B, evBelkvural yia Tv emaywy g Ugeang ot naidiatpikols uuﬁ:vl[qlﬂﬁleqZZha;( 18 M)u!wﬁupq evepyd GPA (Wegener's) kai MPA. Koivih méugiva (Pemphigus vulgaris, PV) To Rixathon evBei yiam Bepamzia agfeviv
e pérpia dux aofapn PV, 4.2 Acgoloyia ka1 1pomres xopAynang To Rixathon Ba mpémer va yopnyeital kamw amé otevn emiheyn evig éumeipou muwc)u:ﬁu me w:lm; Kai gt fva mprﬁﬁMm Gmou umapyouy Gpeaa BlaBigipa TAREN
péca avavnyng (BA. mapaypago 4.4), Mpshmmkd papuaxzuTi aywyr xa mpoeAaly Mpiv amé kst xopAynon wu Rixathon, 8a pémel va Ira1 mavia f} aywy, n omcia Ba amorehzital amd éva avimupe-
TIKG ke v PIVIKG, TTX. Kal iBpayivn. Eav 1o Rixathon Bev yopnytitar ae TIOU TEPIEXEI | yio T Beparela ou NHL ken g XAA o evijhixeg aoBevels, ipéme va
eGeraoTel i pohnmiKrg aywyng e i) }‘.:m%am:c mmi; e NHL xul XN\ aroug oTraious éxel xopnynBel Rixathon wnwva e mv avahoyla éyxuong 90 e, TpETEl m:&mmtl 0 evle-
YOHEV TIpOANTITIKTG fig ayuwyig pe &h, v 10 Rixathon &ev UG i ¥ TIOU TIEpIEYE! ) 0 aoBevelc pe NHL, mpoknmmikd) gapy U\‘h’\‘ﬂ e
Kat H1 = ‘i'MnuvMu\m)Bunpbmlvnxopm:ImlSDtmgMMmﬁ nplvmmvkmpmmq!vxumqumaﬂwm 0 Ba mpémet va Kopny
Nivaxa 1. Euviarénan wpogbhafn pe eopki evuBdrnuon kar yopfynan gappxuy katd mg cupikic apBpindac, ErvinTag 48 wpeg W :mﬂmv Evapén mg &pﬂmiug aroug aoBevei ye XAA, yia va p!lu&l o nlvﬁuvm;mu wuvﬁpdpnu
Abong Tou ykou. Iroug aoBeveis e XAA oToug omoioug o apiBbs Twy AepporuTrapwy elvar > 25 x 10°/1 va 100 mg 1 O olviopo xpovikg Sidotnga e mv tvxuﬂn Rixamcn
yia va peiwBel To Tooogd kai n Twy ofziov aviiBpd #yxuang kaf vBpoj 184 KUTOKIVLY. &om!;wpcupumnﬁlﬁ upﬁplnﬁu GPAR MPAA PV, i ipoAmmrin aywyr pe 100 mg oAdWg
evBogAeBiwg, Ba Tpémel va ohoxhnplaverar 30 Aerra Tipiv amd kdBe dyxuar Tou Rixathon Evou va peiwlel 1A Karn Twy pe My yxuon aviibpaoewy (IRRs). It evijhieg ooBevelg pe GPA A MPA,
n Xoprynan ovng yia 1 éwe 3 nuepeg ot Saom Twv 1.000 mg ava nuépa TIpIv s My Tpum Eyxuan Tou Rixathon (n TeAeutala 3oam g peBukmpeBvijohavng wmropei va yopnynBei Ty iBia nupa pe
v parm Eyxuar Tou Rixathon). Kardmyv Ba wpémer va akoAouBel amd rou oréparog xoprynon mpedvifavng 1 mg/kg/nuépa (n 36am Sev Bawpémwumpﬂalv:lmm mginuépa, pe mﬁm pelwan g Soomg To Tayimepo Suvard pe faon
MV KAVIKR uvﬂvmjxmﬂmmﬂmmmpﬂﬂmvwxﬂn#:ﬁﬁmﬂ&w&zmm(mvwvﬁgmﬁmﬂm Zzzvnklmg aoBeveic pe GPA MPAf PV En aTTd TIVEU L jiroveoti (PJP) kara m Sidpxena xal
et m Bepameia pe Rixathon, avaAoya pe ig Tomig KAIVIKEG KaTEL ipieg obnyieg. 7 U5 aoBeveig e GPA R MPA, npwu'ndmvrrpunn &yyuom Rixathon, n iGokdvn 8a Tpémel
va Yopnyeitan evophiBia yia Tpeig npepaie Boaeig Twy 30 mg/kginuépa (xwpl va umepBaivel ro 1 grmépu: vlu'rra Bepamela Twy cupTTwdTWY Papits ayyelimBag. Mnopodv va xopqvnaouvéwqm TpEIG EmTALoV npEpfoneg S0aEig Tw
30 mg/kg evBogAiPiag peBukmpedviohdvng, Tpiv aTrd Ty TP Ey)uam Tou Rixathon. Metd mv ohoxhf ohévng, oi ogBevelg Ba Tpémel va hapBdavouv amd Tou aTdpaTog Tipedvidovn 1 mg!
kginptpa (xwpic va ummepBaivouv 1a 60 mg/pépa) we oTaions peiwan g Boang mmxw:pc Buvené pe anmv m\mxh avéyw (Bh. iapéypago 5.1). Ze maibiarpiroi aaBeveic pe GPA ) MPA guviaTaral mpoglihat amié myeupovia amé
FJP xara tn Biapxeia ke pera  Bepameia e Rixathon, avakoya pe my mepi hovia Eivar onuaviixg va ehéyys O ETIKETES Tou npmbwognpumpém va BioopakioTe] n yopnytital otov agBevi) To xatakhn-
0 G e yoypagntel. Mn-Hodgkir ﬁl"""'quHUD{Mtgpq-HndgkmMp e i OH 1 5éon Rixathon o ymm&puw:tu:w&uummwpu&pmlw
pévoug aoBeveic ) oe aoBeveig pe a : ouparog ava num yia pExpi kal 18 :uxAnu; sznmlu; To lehm Bu TipEmEl va yopnyeital My nuépa 1 kade xixhou ynpeioBepa-
mrelag, pera my evBophéia xopfiynan Tou yA me xXnpe e Bepamia * Mn ofweg Mppuia H ouviotipewn Bdan Rixathon mou ypnowamoreiral wg
Bepamela ouvipnong ot acBeveic pe mnpoﬁtpumuptvu atubs; Mppuwpa ol omoior avamorpiBnkav o Bepameia epdBou elvar: 375 mg/m? emipdveiag opomag pia popd kaBe 2 prveg (Eexviviag 2 phveg perd amd my reAsutala S6om
Mg Bepameiog epoSou) uwg Ty uToTpoT TG vooou f yia pEyIoTe BidoTnua Blo eriiv {12 eyxUoeis ouvoikd). « Yrotpomiagov/aveerTikd ollibeg Atppwyia H guvicTiievn Soon Rixathon mou wg Bepareia jong ot
aoBeveig e avBexTGioe uTorpoT odiwBeg Aéupwpa ol oTrolol avraTroxpiBrkav o 8epamrzia epdBou eivar: 375 mgim? mwultx cmmo\;uiu popa ma: 3 prves (Grivivrag 3 un\m; perd amd my reAevraia Soon mg Bepameiag epodou)
g My uTroTpoTT Mg vaoou i yia pEyioto Sidotnpa Glo v (8 eyxGoeig auvohxa). A Lhs 6 ofteg hippupa H 1 Boom e Rixathon mou il wg Bepamzia epoou
ot evijhikeg aoBeveig pe oraBiou IV ofwdeg Abupuipa Tou elival avBektikol aTn xnutioBepameta f ou eivar o Bedmepn f ot EmakGAOUBN UTIOTPOTIT WeTd rr| mmm&pamlu Eivai: 375 ma/ny EmQAVEINS TUIPaTOS, Xopnyolpevn we Evio-
phépia Eyyuon pia popa Ty efSoudaba yia TEaaepig :Baopﬂ&: Ta my emavaknmmicd aywyi aoBevin oe povoSepameia pe Rixathon, or omoior HE rituximab yia p
of@deg Mpguya, n guvignigevn Soan eivar: 375 mgim? v cupum; we evBophépia Eyyuom pla opd My efbopada emi menlczﬁﬂouﬂém (Bréme mapdypage 5.1). Mr-Hodgkin Sidyuro Aépewpa and peydde B
KuTropa ot evidies To Rixathon Ba Tipéniel va at 6 He CHOP. H quvicTigievn 86on elval 375 mgim? emgdveiag muumog xopyoduevn Ty npépa 1 xa8e ynpeioBepameuTixod Kirkhou, yid B ki-
Kheug, perd v 8 110U Y o g 5 195 CHOP. H acepékeie xai ) amorehegyamsira Tou ituxiab ot G e b ynpeioBep iaia e Biduro NHL amd peyéhc B xirrapa 8ev bjouv
Texpinpiwbel. Mpogapuovéc e Béang kard m Bidpkera g Bepameiag Aev cuviaTunnal pewsatig i Séong rou Rixathon. Orav 1o Rixathon e ouvBuaapo pe yripeictep Bﬂﬂpﬂmw apudlovral o uwifiels el
me Beong yia 1@ n]::ldvm Xpévia i\:mﬂmp i} Muxwylg XAA) H ouvigTiapewn oom tou Rixathon o ouvBuaousd pe xnpeioBep yia T Bep I Evly Kal OF P
K aoBeviy eival 375 mgim’ emigaveiag owpaTeg yopnyolpevn v nuEpa 0 Tou TipwTou ynpeioBepameuTikol xikAou, oT cuvéyeia 500 mgim? empavelog cuiaTog XopnyoUpEY TV r||:pu 1 kaBe h Kixhou yia 1 KUKhOUG
ouvohixd. H ynueioBepareia Ba ipéme) va Xopryeital pera my éyyuon Tou Rixathon. Pruparoeibic appinba ©a npéme va mopixeral n mmunpoc-ﬁenotrprs aoBeviuv oToug aoieveic o Aapfiavouy aywyn pe To Rixathon pe xafe éyyu-
on. Evag kikhog Bzpareiag e Rixathon mepikajpave 800 evbophéfieg tyxboeis Twy 1.000 mg. H ouviaTipevn Boan Tou Rixathon eivat 1.000 mg Gpeva pe evBoghifia tyyuon jpeva oo pia Bedtepn evbophépia dyxuan
1,000 mg Blo epSopadeg apybrepa. H avaykn yia mepaitépw kikAoug Beparrziag Ba TpETel va ofohoyeital 24 efSopalies peTa Tov TiponyoUpEve KOKAo. Ba TIpETE! va opnynge! TepaiTipw Bepameia e n UTDAEIPEATIKA EVEPYOTIITG TG
vooou Tapapéver, akhiig n emavaknmicd aywyr} 8a mpémel va kaBuomepioz: ew rou emaTpépe n 10 g veoou. AiaBE oroiyeia urroBnhul 6m n kAviER ¥ ouviBug péoa ot 16 - 24 epBopadeg
Tou apyixel kixhou Bepameiag. H guviyion g Bepameiag Ga ke va ot aoBeveig, ol omolo: Sev eupavifouv evbeitn Bep U opthoug eviag autig MG Xpovikhg TrEpIGBou. Koxxiwudmuon Ut TTOAUGVYETI-
Ba (GPA) ko yixpogkomkh TohuayveimBa (MPA) O1 aoBeveis ou axohouBolv Bepamizia pe Rixathon mpémel va AMdBouv my kdpta eidomoinang uuﬂlvougct KaBe yyuan. Emaywyr me Upeans ae evidmes H ouviatiyewn 56om tou Rixathon
we Bepamela emaywyrig mg Opeong yia m Bepareia evnAikwy agBeviov ue GPA kai MPA eival 375 mg/m? ay owparog, wg Eyyuan pla gopd my epSopdda yia 4 epSopalies (Eaoepig cyxUotig ouvakikg).
Bepameia ouvmenang ot evijhikes Mind v mmwvﬂ mg peang e 1o Rixathon, n Bepaneia ouvihpnong ot evijhixeg aoBeveig pe GPA kal MPABa mpEme: va §exiva by viopitepa amé 16 efopéBes uerd my teAeutala éyyuon rituximab. Merd
™y enaywyi Mg Gpeong pe Ghha Kkabi , n Bepaeia pzﬁmmnmnptmwn&nwﬁnmﬁm Bitspxeia TG TEpIOBou Twy 4 efSouaBuy Trou axohouBel Ty Gpean TG vagou. Te Rixathon Ba mpérel
vn){upqy;hmu':ﬁunumw.éﬁlsg Baaeig wv 500 mg, gt p ua Bbo efSopdduwy, ¢ o ouvixeia amd evBophER: MUUH 500 mg xabe 6 prives. O m&wj;BﬂnptmvuMpBﬁvouumRmﬂm yia roukdyioTov 24
piveg perd my emieun mg Ugeong (amousia Khivikiw c'r]p:luw Kal uwmwmw) Fa Toug m:r&v:u; Tou evBExETal va KivBuvo poTiig, of yiaTpoi Ba Tipémel va eferalouy wia peyakirepn Bidpreia Bepaniag
guvirpnang pe Rixathon, péxpr 5 ém, lﬂxummi@@m!wﬂwm PV) O1 acBeveig ov Bepameia pe Rixathon wptwm va Aoppavouy mv képra :|Barmlr|ur|g aoBevolg ge kale tyyuan. H auviamipevn 86om Tou Rixathan
v|u m Bepameia m PV elvai 1000 mg. W #yyuan, 0 Buo epBopddes apyorepa, amd pia Sedrepn Béon 1000 mg VI we fia £yyuon, oe 6 pe gradiaxd peiodpcvn Son
Geparreia Mia éyxuon Apnang 500 mu B Ba mpéTel va Toug pveg 12 xan 18 xai om ouvixeia kae 6 phvec, edv kplveral avaykalo, Paoel khivikAg afiohdynang. Gepameia mg
umroTpoTTic E€ MEpITTWON UTDTPOTTAS, 0f aoBvelg imopouv va Adfiouv 1000 mg evBorp 0 mapoyog Ba mipéme emiong va e§graoe v emavévapsn f my abnam g Soamg yAukokapTIkoEBoUS Tou aoBevols,
Page: kAwikhg afiohdynong. Or emopeveg eyxdoeig mapoly va xopryn@odv, oy vwpitepa amd 16 epdoyadeg pera vnv mipanyodpevn éyxuan. Eibiol mhnBuayol Maidiarpixos vAmmmm.&m&mﬁu Ee TaiGiarpikods
aaBeveic nAikiog amd = 6 pnviv Ewg <18 £nwv PE pn TpoBepamtupévo, Tpoxwpnpévou atadiou ue CD20 Bemikd DLECUBL.’BAUBU. ranuihmBunptrrzwum i cr: f p Lymphome
Malin B (LMB) (Bhéme Mivaxeg 1 kan 2). H ouvioTiyevn 36am Tou Rixathon efvar 375mg/m? ougarag, we evBophéfia Eyyuamn. Aev mqﬁﬁan;mu Rmmmn EXTOG QMG TV TROTORMOYT KaTd
v emipaveia owuarog (BSA). H aopaiaa kai n Tou Rixathon ot Traidi uaecvsi;nl\nducm 2 6 pnviov Ewg <18 eTwv Sev Exer mmplmﬁc\ czeuﬁ:l&lgnepa T 10 pn MpoBepaTiEupévo, TpoYWntvou aTa-
Blou pe CO20 Benikd DLBCL/BL/BALBLL. Mévo mepiopiojéva Sedopdva eival SiaBioipa yia agBevels nikiag pikpdrepng ruwv 3 endv. BAme 51yia 3§ TIA To Rixathon Sev mipéTet va xopnyeital ot TaiBiarpi-
kol aaBeveig amé m yévwnan Ewg Ty nAkia < B pnviv pe Sidyuto Mpgupa and peyaka B-ximapa pe Benkd CD20 (BAéme Napdypago 5.1)
Nivaxag 1 Aogohoyi g rituximab ot aaBeveig yia NHL

Kixhog Hyépo Bep P I
Eigaywyir Bepareia (COP) A rituximab -
Beparteia cpodou 1 (COPDAMT) Hutpa -2 (avnateiyel oy nuépa B mg eisayuwyixig Bepaniag) 1 éyxuan rituximab | Kara m Siapreia g Bepaniiag epédou 1, 1 W HEOG TOU ML
Kuxkhou ke Ba TIpEMTE! va YopryEiTal TRIv aTd To ftuximab,

Hpépa 1 2+ éyguon rituximab To Rituximab Ba yopnyeirai 48 wpsg pm Ty TR éyxvon Tou rituximab.

Beparzia egpdSou 2 (COPDAMZ) Hyépa -2 3" éyyuon rituximab I Bepareia epdBou 2, n mpevigovn B {101 T oTIYRA TS Yoph! rituxmab.

Huépa 1 4" éyyuon rituximab Ta Rituximab 8a yopnyeitai 48 wpeg peré mv 1phm éyyuan Tou ritwdmab.

Bepameia eBpaiwang 1 (CYMCYVE) Hyépa 1 5" Eyyuon rituximab H mpedvigén Be yopnyeital T oTiyuh g rituximab.

Bepamia eSpaiwang 2 (CYMWCYVE) Hypa 1 6" éyyon rituximab H mpeBuiléwn Be iTa1 ) oTiypn e rituximab,

Bepameia auvtipnong 1 (M1) Hytépa 25 éwg 28 g Bepameiag eSpaiwong 2 (CYVE) Ac yopnyeitan rituximab Sexvaer 6Tav 0 apiBpSE TV TIERIGEPIKUIY KUTFApWY Exouv emavirBel amé v Bepamizia eBpaiwang 2
(CYVE) pe ANC> 1.0 x 101 xan aipommerahia > 100 x 1091

Beparia ouvmpnong 2 (M2) Hygpa 28 g Bepamziag oul 1(M1) Az fra rituximab 2

ANC = Amhinog ApBtg Oudietepde v, COP = Kuxhoguayoyite, Brprotivn, Mpetinlown. COPDAM = Kueh i, Brvpiivey, 3 CYM=C Ara-C), Meotpeliitn, CYVE = CYlarabine (Aracytne, Ara-C), VEpaside
16)




Rivaxag 2 Exédio Bepameing yia waibiarpicots aoBeveig pe NHL: Tauroypovn xnpeoBepameia pe rituximab

wAavo TEraBiomroinan aclevey. Aemrropépeisg yopi
Opaba B ZIradiou lll pe uynho eminedo LDH (> N x 2}, ZraBiou IV KNE apwnrikol Eigaywyixf Sepameia mmthwvn amd 4 Gepazieg: 2 Sepameieg epobou (COPADM) pe
HDMTX 3g/m? ka1 2 Bepaeieg eBpalwang (CYM)
Opaba C QOpaba C1: BAL KNE apynrixol, Zrablou IV & BAL KNE 8erixol xal ENY apvnrikol E f) Bepameia amé 6 Bepameieg: 2 Bepameieg epoSou (COPADM) e
Opadia C3: BAL ENY Bemiol, Zrafiou IV ENY Bemixol HOMTX 8g/m", 2 Bepameie ebpaiwang (CYVE) kai 2 Bepaneieg ouvipnang (M1 kar M2)
O ooy ixkc szqu:gBuwpnm va xupr]yuuwm puAAg enavihBouv ol peTpotic aipaTog kol N kaTdgTaon Tou aoBevolg To EMTPETTE, EXTOS amd Tic Bepareieg Apnamg &i ot SiaoTpara 28 nuepin
BAL Bdimugpn). ENY = ypd, KNE = Kevipaa Newpws Eiomgia, HDMTX = MeBarpelgm upnpd 86onc LOH = Moo ogolpoyovion
aTwan e ok ina (GPA) kai VY (MPA) Enayiwyi rac dgeanc H ouviatiypevn 5oam Tou Rixathon yia m Bepameia emayuwyiig m Ggeang o maibiarpiedg aaBeveig pe gopapn, evepyd GPA  MPA
eivar 375 mgim’ emigaveiag m.':u:mg (BSA), xnpnwfmzmwgulu evBoghiPia éyyuan, pia gopa my epBopaba yia 4 efbepadis. H aopdAeia kai Tou Rixathon oe. 0 aoBeveic (M\llugzlbwgﬂsﬂuv}&v
Eyel mq.rpluﬁi oe vaﬂ&rq TEpav mgaﬂﬁupv‘q evepyod GPA 1) MPA. To Rixathon Gev mpémel va ypnosomoieita o Taifiarpixois aoleveic nhikiag pikpdtepng Twy 2 etuv e ooapri, evepyd GPA A MPA xabiog umrapyel mBavétia
YIKiG A g, xeé Ty mouBir) nhikda, évavm uyviv, TaiBikay veowy Tou Hropoly va mpaAngBodv e spbokia (my. 1kapd, imda, epubipa xai ok ) (BAETE mapéypapo 5.1).
HAmiupévor fev amareimar rrp; Boamg oe nhikwptvous aoBeveis (nAikiog >85 eriv). Tpdmog yophynong To Rixathon mipoopideral yia evBophépia xprion,. To Tapaoxevactéy Siihupa Rixathon Ba pémel va gopnytitan w ev-
Soghtfia Eyyuom Héow VPG TIOU TIpOORILETAI TTTORAEIGTIRG Yia 10 TKOTIO OUTO. At Ba mpémei va yopnyzital wg Taxzia (push A bolus) evdophtfia éyxuam. Or aoBevei Ba mpémel va mapaxoAouBoOvTal OTEVd yia TV EppaVIan TuvBpo-
Jou (Bheme 4.4). H éyxuon Ba mpémel va Biakomeral apéou ot agBevel Tou avammiogouy evBeifig ucBapwv avmibpaewy kai Biaitepa aopaph Sbamrvolo, Bpoyybamiaayo f motia. AcBevel pe
NHL Ba mpéme: karémv va afjohoyolvral yia evBeifeig cuvBpopou Aloews dyrou qupmEpihapBavopivy KaTaAANALY EpYaCTNRIOKLV ypapiag Blpaxa yia Tveupowikd SiBnam,. Ze dAoug Toug agBeveig n éyyuon Gev
Ba mpéme va Gxivice! £x véou éwg otou uTtapdel mARRNG aroSipopn OMV TwWY CUNTITLIGTY Kai OTTOKATACTACT) TWV EQYATTRIAKLY TIHWY Kal Twy mpquﬂ'ru:v g akTvoypagiag Bipaka. Iz auTd To anueio, 1) Eyxuon pmopel apyikig va
Gexivioe: Kan Tk, aARG pe puBuG Eyyuong &) peyaklTepo amé To pidd Mg Eév Ov ot iieg cofapég avemBOpnTES evipyeieg yia Seltepn popd, n ambgaan yia Tov Teppomoyd g Bepameiag Ba mpémel va exm-

wnel cofapd karé mepirmuan, O fimeg f pétpieg ayeni{opeve pe my Eyyuon avnBpadeig (IRR) (napaypagog 4.8) aviamokpivovial ouvifieg omn weluon Tou pubjol Eyyuang, O pubpbe tyxuong pmopel va aufnBel e m ReArivon Twy
oupTTwdTwy. [Jodim éyyuon O cuvioTligevog apyixeg puBHOS yia my éyxuan eival 50 mgfipa. Merd amd 1a miplra 30 Aemd, o puBpdg pmopei va xAipakwel pe mpogaugioeis Twv 50 mgibpa kaBe 30 Acmd, péypi Tov pkyioTo puBpd Twv
400 mgﬁli.pu' Emoueve eyxuoes DAeg o evbieieis H Eyyuon twy emdpevwy S6auw tou Rixathon pmropel v yopnyngei pe apyixd pubud 100 mg{!hpu Kal o puBpdg propei va aufnBei aradiaxa kard 100 mgfl.iwmﬁ\umﬁuum Tuv 30 ke,
g To pEyiaTe Twy 400 mgiupa. ﬂwﬁmpmég mrﬁun,ung M1-Hndb€m Azpwpﬂ Mpdm éyyuon O c'uvmwp:\mq apyikeg puBpos yia mv Eyxuon eivan 0,5 mg/kgiupa (péyiato 50 mgiipa)’ pmopei va khipakwBel kara 0,5 mglkgilpa kaBe
30 herrra, edv Bev undapyouy aviid, {opeveg pe v Eyyuan aviiSipaoeic, pExpi tov pEyioTo puBpd Twv 400 mg/upa. Emdpeves eyyloeig H dyyuon ruv emdpevwy Boaewy Tou Rixathon pmopei va yopnynBe pe
apyix6 puBs 1 mg'kgiiupa (péyioto 50 mg/wpa) o puﬂvé; lmﬂoﬂ vaaufnBei kand 1 mg/kg/ipa kaBe 30 A, éi 10 JEVIoTo Twy 400 ma/bpa. Eviidor aodevels - Mi-Hodakin Aépwyia (NHL] kot Xpdvia Appoxurrapig) Aeugaruia (XAA)
Jévo: EGv o1 aoBeveis Sev e Oevn e M Eyyuan Ounym evépyeia Babyol 3 f 4 kard m Biéipreia Tou Kixhou 1, pmopel va xopnyn@el Eyxuan 90 Aemwy omov Kixho 2 it axfiua gnueiodeparteiag mou Trepiéyer yAuko-
KopIKoeiBH, ZEKIVATTE e TTocoaTd 20% g owvokis B6amg mou xopnyeirar o7a TipiTa 30 Aemd kai 1o uTraAorTo 80% i ovohii Boang Ba TpETE! val xopnyn@el eviis Tuv emdpewuwy B0 Aerrruv. Edv n éyxuan 80 hermaw eival avexth
otV mmz 0 mw; pusmgmmp(l va xpﬂalmmu'ﬁzum&m xopﬂmcnmu umhnimu rwuxﬂpamg&pumm{m Tov Kiixho 6 17 8). O1 m&ulcgu}\mmc‘npu\muﬂ YEIoKn vooo, Wy A
Twy Tyoupewn Piokay! ia ) o pirougipaymm, Sev Ba TipEmer va haup mv i EyX Mévovm 1 peup upap!m 6
TaylTepo ayfipa & mumc Eav 01 acBevel 5tv aumvlcm uosunn axmmu:vn He TV EygucT) Mﬁmﬂn e TV W i ETepeveg KOG B80m Rixathon 1,000 Mg Tou XopAYABNKE G TUTIKS i EyYueT, Bopel va Yopnynel
Taylrepn Eyxuan yia 1 SedTEpn Kai Tig embpeves eyxUaTig g MV iSia ou [ HETIC v eyxUoeig (4 mgiml oz dyko 250 ml). SexiviioTe e puByd 250 mg/wpa yia 1a mpura 30 ALTTd kai o quvixzia o1a 600
mgliupa yia Ta eméyicva 90 Aermd, Edv n rayd yxuon eival avexn, i yfipa Eyxuang pmopel va ypnoipotroinBel kemd m xopAynan Twv emdpevuy eyyboeuwy, Ot acBevelg e xhivikd onpaviicl kapSiayyeiaks veoo, oupe.
pmwuvapkww Twy uppuﬂylw Ty Tmﬂnyuupevw nnﬁnpum mﬁpnomv omv éyxuon ot omeiadion wponyoupevn ooy Beparreia f om proudipdpmm, Bev Ba mpémel va AapPavouv mv Taylrepn Eyxuor). 4.3 AvrevBeifag
b€ in} Pua e 90 & (XAA) Ympzunlﬂﬁqdnmnépa:rnxﬁuuﬂ‘nu nnwmm;pubgqummmmwmtxﬁuxumnmqﬂpoml nmvﬂupivpmpnﬂ Evepyic, oofia-
pkg howpiiteic (B»\ mpﬁvmwoﬁ 4}, Aaeig m aoﬁam !mfmucn A yphong 4 apBpinda. 30 (GPA), ) Ga (MPA) ko koivh Téugva (PV)
YmepeuaioBnola o SpaoTiki cuola fj o pwTElveg puds, ) OF kdmoio amd Ta Gika ExSoya ou avagépovial amy Tapdypapo 6.1. Evepyic, aopapic Aoluw&\q (BA. mapaypago 4.4). AoBieveic o oPaph KATAOTOON AVOTOKATAOTCARS.
ZIoPaph xapSiax avemapxeia (oTadlou [V kard New York Heart Association) n cofapf, un mvxbum maémm 600G (BA. 44 e dhkeg kapBiayyeiaxks viaoug). 4.4 EiBikég mp xal
¥ard 1 xphon Lunhagemmg va ehmiwel n nombacipdm TipoiéiTwv, To évopa kai o apiBués TapTidag Tou yopnyoUpevol wﬂm&m TipéTtE va Kataypdgeral e caghveid. [loololon
e dhoug Toug aoBievelg, ol mmlm uneB(.mem ot Bepameia yia peuparonidh apBpinda, GPA, MPA | PV pe Rixathon Bunph‘m va Toug Trapéxeral n xapra mpoeiBomoinong aoBeviv pe kabe
#yyuon. H kdpra Tip iPdver anpaviikég paheiag yia Toug aoBeveic avapopixd pe Tov mBavs aufnpévo kivBuvo Aot xar g MMA. ‘Exouv WO aTIaVIES TIEPITITG-
aeig Bavampépag. A xarémv ypfiang Tou rituximab, O1 aoBeveig Ba mpémer va oF ToxTd yia xéBe via f emBewwpé YIRG OupTTpaTT ﬂcqpelu Tou pmopel va utroBnhdvouy MNA, Edv umapye!
umavoia MMNA, 8a wpéme) va Siaxomrel dpeca n Tepantpw Xoplynan péxpi va amroxizioBei n MNA. O yiarpog 8a mpémer va afloloyiioe Tov aoBev wate va Kuﬁoplm €V 1o gupTTTwpaTa eivan evBeIkTIRG vEupohoyikig Suaheroupylag kal
£av ouTd IgyUel, eV auTa eival mBavoy va utrobnAwvouy TNA. H gupBoun Neupordyou 8a pémel va Bewpeitan wg KAIKG Edv umdpyouv ¢, Ba TrpémTl va yivovial mepaitépiw eETAOTIG, PETagl Tuv oTToiwy TIEpI-
happ n payvarik pia Kt e avriBean, n efiraon eykepakovwnalou vypol (ENY) yia DNA Tou 100 JC kaBx; kai SioBoyikég veupohoyikég EKIIMU!I; 0 vmpbg Ba mpéE vo tival ot nmwrrvnu'n ¥ia QUpTIT-
jpara wou umoBnAuvouy MNA, Ta onola o aoBeviig mBavay va unv Tapamenoe! (.. YVwWaIaka, veupohoyird f yuyiatpikg i 01 aoBeveig Ba mpéme va HEDG ToUg pOpoUS | oUyYevEic Toug
oyenka pe ) Bepareia Toug, agol propel va Tapampfioouy gupTwyaTa Ta omrola o aoBevig Sev ywwpilel. Eav o aoBevig epgavioer MMA, To Rixathon ipémer va muublrmalaplu’nm Kardmv emavagopds Tou avogomoiniked ouarh-
parog ot avooorateataktvous acBeveig e NTA, Exer amadep 11 PeAtiwpitvn éxfaon. M el GyvwaTo edv n Tipipn avixvevan mg MMA kai n Siaxom g Bepamziog pe To rituximab elval mBavé va odnyiae o
araBepomoinon f o PeAnwptvn éxpaon. g 1 Exerifbuevec ye my éyyon evidipdoeic To rituximab oyeriieral ue e TV Eyxuon avnBpaceis, of oTaleg ev-
Béxeral va oxerijovial e my ameheuBépwan nuﬂnpamm mlﬂi\ TP xnwnwu i . To o g v evBiyeran va v Biaspiveral khiikd o 1ig ofzies avnBphatic un':pe.umcenufog To ouyke-
KpipEvo alveko avnBpactuwy, To otrolo TepihapBave To Guvﬁpqn mmﬂmq RUTTOPOKIVUN, TO ﬁuvﬁpuw hoang Tou é\ﬁ:uu I avag: PACE(S Kal TIg om ouviyeia. Exouv
avapepbel oofapig Bpeve pe my Eyxuon avriBpt VpGpo éxfaon xaré m Bidpkeia mg fig XproTg Tou phEp ,xﬂmvnun;wumuhwh e vipf 1 oMol Kupalveran peral) 30 Aerriv g
2 wplv pera ané my évapln mqtrpwlmzvﬁuqnﬁm;mmqgm rituximab. Ot aurég TS TIVEU}K 4 K0 T OpIgveS TEp v Tayela hu:m TOU BYKOU KTI XOPAKTAPITTI-
%4 Tou ouvBpbpou Aang Tou Bykou, EmAEOY Tou lmu.'rw TWV PIYLV, M UTSTaoNE, TG KviBLiamg, Tou ayyeiooiBRKaTos K Twy GAwy oy (Bh. 4.8). tu aoPapd auvBpopo WV YOpaKTT-
piterar amo coapn SugTvoia, cuyva Kai uoéja oE W6 iz TTUPETO, PpiKia, piyn, kviBwom Kai ayyeiooiBnua. Auto To guvSpopo yTrops va oxETICETal PE PEPIKG YOPAKTPIGTIRG Tou CUVBpGlIoY
Nooewg Wuou Gmmwg umepoupixanpia, mp«amulylu u‘rmaﬁ(a'numiu umepguagaraipla, ofeia vegpikA avemapkeia, auinpén i yoroxmikis agudpoyovaan (LDH), xaBtog kar pe ofgla avamvevarikn avemapseia kai Bavaro. H ofgia
jmopel va G Biapean Tveugovikf Sinnam A oibnua, eppav oy axTvoypagia Bupara. To olvBpoyo ouyva exdnAiveral piaa ot pia fj o wpeg ammd my Evapln S TpWMG
Eyyuong. Or aoBeveig e 10TopIKG TIVEUPOVIKAS umn‘.spmu;n e Gifenam Tou Tvedpova amé Gyko mBavov va uvnptrum{ow aufnpévo kivBuvo avemapkols amoTEASTPATOS KO TRETTE! va ovTTRETWTICovTan pe aufnstvn Tipogoy. H Eyuon
Tpémel va SiaxdTTETal apéowg o ao8evels TTou avaTiadouy oofapd oUvipopo amek (BAEme ropdypapo 4.2) kol TpETE| va EMBETIKA K} B . Emeidit, n apyikn BeAriwaon Tuv kAvikuwv
OUpTITUPETWY propel va axoAouBnBel amd emBeivwon), o1 aaBevel autol Tpémel va mpamknu\!oawul orevd, ptxpl To olvBpopo Aotwg Gykou kar n) Tveupovixi BiBnon va éxouv amoBpdper ) amokheiaBel. Mend my TiAfpn Opeon Twv
LWy KO CURTITLATWY, N Tepairtpw Bepameia Twy acBeviy amiavia £yt oav gopopol iv. O1 coBeveig pe uynhd goprio Gyxou f peyaho apiBud (2 25 x 10°1)
KuxhopopolvTwy KaKofBuwv KuTIapwy oTmwg of aoBeveig pe XAA, ol oroior evBiyeral va ilmpi;\vw peyakinepo xivBuve uvmﬂ'ufm \Exﬂnpu oofapod . KuT Bampémuva amiZovios pe efaipenid
g:yﬁ.\qupnuuxn O guykexpipévor agBeveic Ba mpémes vunupumhuanuvrurWAumm xana m Bidpketa mg pimg Eyyuang. I wmu;lwqm&zmg. Bun'pmm il fi vou pulipod Eyyuang kara
my mpam éyyuan A Sicipeon mg Soang oe Blo pépeg kard m Sidpkzia Tou MpdiTou KikAou kal ool BAMOTE EmaKhouBwY. aux)«w v nupﬂpbq Twy Atwnxunupuv zimnhuasi va :ivua > 25 x 10%. ‘Exouv apampnBel avemBopnteg
evtpyeieg Ghuiv Twv eiblv ayen{opeves pe Ty Eyxuon oE oaoatd 77 % Twv agBeviy rou é\apav rituximab ( ang. v, e cuvobs unidTaan kal BpoyydoTacyo ot TogoaTd 10
% Twv aoBeviav) Bhéme apaypago 4.8, Ta oupTiaTa autd eivar guviBiug ovaoTpEyipa pe m Biakomi TG Eyxuang rtuximab waim XOPAYNTT EV05 QVITIURETIROU, £V6 OVTIIOTAIVIKOY Kal EvioTe, ofuyovou, evdogheio quaiahoyikol
opod f Ppoyye WV Ka1 v, EPOTOV cmulmml Mapaxkakotye SiafaoTe avwrépu yia To odvipopo arek ap yia cofapés ipaoeg. Mera amd evioghiPia yopAynon Tpwreiviv ot aoBeveig
Eyouv avapep! Kai GhAeg Ezwn&unumwvﬁmunmhu&mcng POKIVV 01 aAnBeig pAoLIC UTTEpEY Tk piga ot Alya Aema amd my
ivapfn g Eyyuong. PuppakeuTIKG TipoToVTa yia TV i \aiag, mwg Bpevali aj Rt yA Trpﬁm va eival SiaBéopa yia qutun ¥phomn g mEpiTTIWO Eps
Qaviong ahhepyikig uwiﬂmung kamd m xopﬂvnar. Tou rituximab. O| KAVIKES EXSnALCEIS TG avaguhaiag PTopel va eival TapoPoIES PE Tig KAVIKEG TOU piypaperal mo maviw). O
¢ Tow Exouv hiyérepo auyva ot aybon ke Tig avniBpaaotig mou amodiiovial ato alvBpopo anieheudipliang wrrnper.rm Emmhéov avniBploeig mou avapépBrxav of opiopéva mepi-
orand ﬁmvmocmm it KoK ¥ iMoviKG oiBnpa kal oftia Eneidf evai Suvaréy va apamen@ei unidraan karrd 1 Sidpkela Tng yopynang Tou rituximab, mpéme va efetaleral 1o
VD aTORUYTG YepyTans v qappaxwy 12 tipeg ipv ané my éyjvon rou Rixathon MMMKEHMI;WH GBnaay aywy e i P Tei oTBaYIM, MP&mswpuﬁlms
TG KOATIRGG. yii, kapBiani 4 :pwpnvpumu puokapbiou. Emopévug, o aoBeveig pe 1aTopikG TipénE va
Tofxdnree MapoAo Tou 1o rituximab g Bev eivar , Trpéei va Sofiel mpogoyr Grav avnperwmideral mepimTwon uvwﬂ; ooBeviy pe mﬁmpowm < 1 5% 10% kenffy pe opibyd mpammuuu <75x10%
xaBusg N KAIVIKA (yTTEIpia oF QuTov Tov mAnBuoyt tival n. To rituximab amougia pékAnong ot 21 aoBeveig. ¥ JuEAol Twy ooTWY, KaBLiC Kal oT
ahreg opades Kivbivou e evBeyopivu TeEpIopiopEvn Aemoupyia Tou pueAod Twy ooTaY. Ba TIpETE! va BIEVERYOUVTOI TOKTIKES YEVIKES GINGTOMOYINES EETATEIC, O h 1 ToU OpIBO0 TWY POGINWY KOI TV QI
xa1é SidpKeia g Separeiag pe Rixathon. Agiers Tofapég AoWEE, OUpTERIABAVOpEVLY TV \rmopei va cupfody kard T Biéipreia g Beparreiag e rituximab (BA. TTapdypago 4.8). To Rixathon Btv Ba mpémel va
Yopnyeital oz aoBeveig pe evepyd, cofiapf Aalpwdn (my. upariuon, onpaipia kol eukaiplakig haipwdeis, BA. apaypago 4.3). O yiampol 8a mpémei va eival TOAG TipooexTikol GTav egeTalouv mxp(q:ln mu Rixathon ot agBeveig pe mnplm
UTIaTPOMaCouau f Xpdviu Amw&mﬁwpwmpxumu mumﬂatuwmcnufzgmp:l vunpobmﬁtlouvmpwnpwmu(ucamlgmsumamlwm (PA. mopdypapo 4.8). Exouv avogep Yy ang
B, ot GTopa Tou Aapavay fituximab P P 8avaro. H QUTLY TWV TGV EKTEBNKaY ETTionS ot ¢ikih Beparmela. [ g amo
pia pehém aoBeviy ot e i n:XN\ uunB:pu'rmummunmemeuvﬂvvu mu1M|mmMr.mM KUpiwy Aoipiéewy amé nrarinba B. O&qxn;wumnommﬂrﬁugﬁmm‘] Bunp!‘rm va
Siegayeral e dhoug Toug aobevels Tipiv my Evapdn Mg aywyis pe Rixathon. Autdg Ba mpémel va oupmepihappa: i 1 HBeAb. O éheyyog pmopel va oupmepiAauPavel kal @Adoug karaAinhoug Seikreg
OUNGIWVD Bt TIG TomiKEG KaTeuBuvTipits oBnyleg. O1 aoBevelg Pe evepyb nmaninda B Sev Ba wpémel va happavouy aywyi pe Rmalhm Dl apohavlm Berial uuemi; (eire yia HBsAg ez yia HBcAb) Ba wpémel va oupfoukeovian eifikois
qﬂmomwu;nplvmmvmmmwwﬁ;mleunmlvu (vrai kai va UTTIE oUWva JiE Ta TOTRKG IaTpiKG TPGTUTID, WATE va ne £y on Mg B. Exouv. Tiohd
mvm; n (nnm Karé m Sidp) xnpnvrmg rituximab oz NHL xai XAA peré my kukhogepia Tou mpoitvies (Bh. Tapaypago 4.8), H mhziowngla twy aoBeviv Ehapav rituximab
46 pE ..,pipu\;plm;r ( v KuTidpuy. Avogoroiaeis H acipéhera g avogaTioinong e eppahia [amiwy Wy, perd ané Bepameia ut rituximab Bev Exe: pehemBei ot aoBevei
gNHL xa1 XA ka0 epPohiaapds pe epPohia STy v Be wviaTdral, O aoBeveig ou EAapav ayuwy Lo Ruxﬂm Hopaly va Aélﬁuw eppohia pn fuviw Koy, eviodroig, HE EpPohia pn Jlviwy 1oy 10 TOGDOTA GVIGTTIBRRIATS Pmopel va
pewBolv, Ex pia pn Tuyaionoingévn pehém, or ;vm\lug nnﬂsmgﬂ uﬂwpﬂ'm’] IEXW"E i NHL o hafiav pe rituximab, dtav auypiBkay pe uyieig oo oxkhag eAtyyou Tou Bev elxav Adfiel ponyoUEVn aywyf
Eixav pIKpdTEpa TTOTaTS av oF 6 e avTiyavo Terévou (18 % évavn B %), :sz)dw)e Limpet Haemocyanin (KLH) To veoavmyove (4 % évavn 76 % drav exnpdrar yia > 2 gapég aiénon
ou TiThou Tou avTigwpaTog). £t agBevei pe XAA (vtan Trapépoia Aayavovtag umoyn Tic opoibTTES PETaty Tww Blo voowv, G kAT TEToio Bev Exet SiepeuvnBel oz Khvikés BoripEg. O psEgog Gpog TpoltpaTey-
TIKIY TiTAWY QVTITWHETWLY EvavTi plog opébag avTivovay (muuwlu ame mprrnbnm yprm'm A, 156 TropuitiTiBag, 165 epupdg, avepeuhoyil) SiamphBnkav yia ToukyiaTov 6 ive perd v uvwn e rituximab. Aepuarikéc avnifipdoeic
“Exouv avagepBei oofapég , G efvar n 10§ Ho Lyell) kai 1o oUvBpopo Stevens-Johnson, oplopéveg ex Twy omoluv eixav popo éxfaam (BA. 4.8). Ee mepimmy
EPpavIoS TETOIOU TURBAVTOS, TIoU EvBEXOMEVIIG crxzﬂ(ﬂw e mrmmmab qa:pamla Ba wphm va Elunmi upm'r!m @M_MYWWM Hovo mmnpn:ru‘.vu BeSoptva yia unB:v:E( nhikiag kaTw Twy 3 eriv. BAETe ﬂu
paypago 5.1 yio Tepigobiepeg mhnpogopieg. K l PA KoK 0 PA Eugy (nBuovol e peutiaroe®h apbpinda mou Scv Exouy AdBe pedo-
1pefdn (MTX) H yphan Tou rituximab Bev owlcrwmw ot rrMBwueu; rrwﬁ:u txmzv Aper { B:pml:ln HE £, SeBoptvou 6 ﬁw E’)(il 8el pia euvoixr oxton nlvﬁumlmpéﬁouq M’ML(MMKMM
v éyyuon (IRR) To rituximab ouvoSeuerar ané IRR, ot omoieg uopei va opeihovral oy ameAeuipuian Ty KUTOKIVGY Kailf GAWY NIk i, Z¢ aoBeveig pe peup pEG oXET{oEvES
ey Eyxuan s (IRR) pe po Exfiaon prd my Tou goppdrou. I  apbpinda, oi Trep § Oxengopeveg e My Eyyuan aviBpGatis oy avcgepbpay ot Khiikig Boripg fﬂw fmiag &g ié-
Tpiag ooapdmiag, Ta mo ouyva oup 'r qmv Aepyices 1§ BTG nmﬁp&g :p;ﬂlupbgmu haiyod, i&qu !&!\vﬂqw KviBuar), mltpmnn xar Tupefia. Te yevieég ypoppg, To ToooOTS Twy aoBeviv TTou kB
huoav f pac) éyxuang frav upnhorepa perd my npnm-| t\rxnnq amd 6.1 peva m Sedrepn éyyuon omooudmor xikAou Bepamelag. H ouy; e v éyyuon avnBpd (IRR) peswbryce pe Toug
G KURADUS (BA. 48). O oy firav quviluc avagTpEyINes P wlwcm Tou puBuod, f Biakomn g évxuong o niurimab Kal Xopi g evbg avrioTay Kol
P ofuydvau, U Uxou varpiou Tipag Eyxuan @ mgiml (0,9%) A , epbaov amaiteital. Or aoBevels p& mpolmapyouces kapbiakis guvBRKES kai exelvol o
Tyouje EVEpyEIeg TIpETTEl vo TapaxoAoubodvrar aTeva. Avaoya pe m GWTN ™G oxEnopEvng e my éyyuon aviibpacng (IRR) kal rwy omamodpevwy Tapepfactwy, Tptmel va
Biakomei npocrupwﬂ f pﬂwuu 1o Rixathon. Zng mepioodrepeg meprroeig n Eyxuam prropel va favapyios ot kard 50 % mmvc puﬁye (rrx amd 100 mgfugaa: 50 mglwpa) trruv 0 CUETTTLATG £XOUV OADKANPWIIKG UToXWedoEL Sa
Tipémel va umrdpyouv Giabiaua PappOKEUTIKG TIROTOVTT Yia TV QVTIHETURTION v G, OTIUG P , Y1a dyeom ypian omy mepitwon piag ahepyikig avri-
Bpaamg kard m xopfynam Tou Rixathon. Aev unrdpxouv SeBoptva yia my aopdaAea Tou rituximab ot m&miq pe pErpia kapdiaxn uvmtrpmu (rm:ﬂou HI xmaN‘r‘HA] iy gofapt, pn eAeyxbuevn kapSiayyeiaxn voao. It aoBeveig mou EAafiav




Bepameia pe rituximab, Exel | n pevarpamm i ayap Ip WY KOTOOTATEWY OF cruumwuuﬂm; g n oTnBayyn kai 1o éuppaypa puokapdiou, kalwg emiang kan Kok pappapuyi kal Tepuyiopde. Eton,
ot agBeveig pe ywaTd kapBiohayixd 1TTOPIKG, KaI TE EXEIVOUS TTOU £ £ ¢ avemBupnTeg evépyeieg, o kivBuvog xapBiayyeiaxiy emmhoKwy TIou evéxouy o avTiBpaorg Eyyuong Ba mpéme va Aap-
Bavovial umbyn Tpiv T Bepameia ue Rixathon kal o1 ocBeveis va napumhauﬁuuwm o Kmrn&apum ™ xepfiynang. Kabuig yropei va eupavioTe umoTacn kata m Bidpkeia T Eyxuong rituximab, Ba péme va AapPaveral umdyn
n amoguyT TS Xopynons avriumeptadikwy gapuaxwy 12 wpeg Tipiv amd T Eyxuan Rixathon. O oxendépeves pe mv éyxuan awndpaoeig (IRRs) atoug aoBevelg pe GPA, MPA kai PV firav guvemeic pe autég Tou TTaparnphankav atoug
aoBeveig pe peuparoeid apBpinda oe xhivikég BoxipEc xkai ama Ty epmeipia pera my kukhogopia (BA apaypago 4.8). Kapdroxés diarapayé Te aofeveig ou axohalBnoav aywyr) pe rituximab éxouy TrapouciaaTei omBayym, kapdiaxég
appuByicg, GTWE KOATIKGS TITEPUYITHOS KaI PapUapUYN, Kapdiaki QVETApKEIa kai'f] Euppayua Tou yuokapdiou. EToévig, o) aoBeveig ut IoTopixé kapdiakfg voaou Tpéme: va TapakoAouBodvrar oTeva (BA. Avmbpactig Tou ayerijovial
pe v Eyyuan, apamiéavi). AoiuwEzie Me Baan To pnxaviapd Spaang Tou rituximab kai SeSopévou ém B kimapa maifouv Evav Ununvnm po.\o o SiaTipnan Mg PUTIOAYIKAS aVOTOADYIKAG aToKkpIaNG, of aoBeveic evliyetal va Siarpéyouv
auénpivo kivBuvo péAuvong pera m Beparreia e rituximab (BA. Tapaypago 5.1). Topapig AotpwEe, hapPavoptvuy Tuv B 9 , prropalv va aupfoiv xard 1 Sidpkeia mg Bepareiag pe rituximab (BA. Trapaypago 4.8). To
Rixathon Bev Ba mpémel va yopnyeita ot aobeveig pe evepyd, cofiap Aoipwn (. gupaTiwen, onyaisia kai wm\plaxﬂ; hoisgrg, PA. mapdypago 4.3) A fapid ¢ wévoug aotevels (my, 6rav Ta emfeba v CD4 f COB elval
Tokd yapnAd). O yiatpoi Ba mpéme: va eival oAU mpooekTikoi dTav efgraiouv m ¥pdon Tou rituximab o agBevelg pE IoTopIkG UMY 1] Xpavitwy AoIpwEEWY AoEwy o1 aTioieg Popel va wpoSiaBETouy
TEpaitipw Toug acBeveig ot Bapid Aoljwén . UToyapp sia (BA. . 4.8). Zuvioraran va kaBopifovral Ta eminela mg avogoopaipivig Tipiv my évapén mg Bepaneiag pe Rixathon. AcBevelc ol omoiol avagépouy anpzia
Kai guyTTaTa Aolpwing wera T Separeia e Rixathon 8a npém va agokoyodvral mulpun; Kai vamﬂdvaw TV kaTaMnAn aywy. fpiv Bodel evag emarohouBog kukhog Bepameiag pe Rixathon, ol aoBevels 6a pérel va emavagioho-
yoUvTal yia kaBe mBava kivBuvo AP Exouv TmAu omavieg \"ITI.'\] Karamy ypriamg Tou rituximab yia m Bepameia mg peuparoeifiols apSpindag
Kan a VaaWY, Al f\umu ([E!\) xal W ayyeimBag. Aoywéer nmarinidag B Exouv avapepBei epioTaTikg nmatindag B, o aoBeveis pe peuparoedi ap-
Bpmba, GPA ka1 MPA Trou Adppavav nlwumah auun'zp\l«amuvou:ww kot exelvwy pe Bavamgépo éxBaon. O éheyyog yia Tov 16 Tng nmarindag B (HBV) Ba mpémer va blEEa\ETul ot Moug Toug aoBeveic TIpIv TV évapén NS aywyAg pE
Rixathon. Autdg Ba mpéme va ot happavei TauhdyioTov avi) HBsAg kai avixveuon HBcAb. O éheyyog umopel va oupTepihapBavel kai dAkoug karakknhoug SeikTeg oUppwva pe Tig Tomkés kareuBuvifpies onyieg. O1 aoBevei pe
evepyd nrarinBa B Sev 8a mpémer va AapBavouv aywyn pe rituximab. Or opoloyixa Betikoi aoBeveig (eite yia HBsAg eite yia HBcAb) Ba mpéer va oupBouletovial exBixotg naTohdyoug Tipiv amd my évapén Mg aywyrig kai Ba mpéTel va

{VTa1 K VO avTIRETWIT OUPQWYa JE Ta TOMKY 1aTPIKG TIPATUTI, WOTE va TIpohapfaverar ny emavevepyomoinon mg narindag B. Dwiun ouserzpomevia Mévpnon ouletepogiluy Tpiv amd kéBe kixho Rixathon, Takmikdg

pExpi kan 6 pijveg pera T SiakoTr Tg Bepanmeiag, kel HETE amé anpela ff o i hoipuéng (Bh. &l 4.8). Aepuaminéc avmibpdoeic Exouv avapeplel aoPapés Sepparikég avniBpaoei, dmug elvan n Togikn emBeppixr vexpdhuan
{oivBpopo Lyell) kar To olvBpopo Stevens-Johnson, opiopiveg ex Twy oTroiy eiyav 0P slﬁm}q (BA. wapaypaga 4.8). Ie mepi . TErolou ouppaviog, mou evdexoptviug oyeriferal pe To Rixathon, n Bepameia 8a
mpémel va Siakomel opioTikd. Avegorroingn O1 yiatpol Ba mpémel va & m A U Tou aolevols kar o1 acBeveis Ba mpémel, edv eival Suvardy, va eufokiadovial oUppwva pE TIG 10X UoUTES KaTEVBUVTIPIES

odnyieg avooonoinang Tpiv My Evapgn me Bepaneiag pe Rixathon, O euﬁoﬁlwwqeu TIpETEI va ExEl ol\oxltnwect Toukayiorov 4 epdopabies mpiv Ty TR Xopfynon Tou Rixathon. H aogdhsia g avogomaingng pe eupokia TTou TIEpEXOUV
Qunvteg 100g, pera and Bepareia pe rituximab Bev éxer pehernBei. Enopévug, o epfohiaopog pe sppdha (ovruv v Bev ouvioTaral kata m Biapxeia Bepareiog pe 1o Rixathon f drav umdpyer efaheiyn nuv mepigepiiy B xutrapwy. O1
aofeveig Tou Aappavouy Bepareia pe Rixathon wmopadv va Agfouy epfoAiaoyols pn {WvTuwy pikpoop Jv, EVTOUTOIC, Ta TIOCOTTA aVTaTOKpIONG ERBoRiu in JUWVTLV WIKPOOPYAVICHLY WTTOpE va peiwBoly. Z¢ yia Tugaiomonuévn
Boxipn, of agBeveig pe peuparoeidn apBpimda wou EAapav Bepareia e muxrmah Kai ptemp:&!rm Elyav awuplmuu TogoaTa avrmrﬁxmu'm; G avapvnaTikic 56ang pe To aviiyovo (epBokio) Tow Terdvou (39 % Evavr 42 %), peiupéva Tio-
oot o epPdhio Tioh (43 % Evavn B2 % o X1 2 ops xai veoaviiyavou KLH (47 % évavn 93 %), drav yopnyiiBrxav & piveg perd ro ritukimab ouykpiming pe
Toug aafievelg Tou MiyPavav pévo peBorpefam. Ewcmv ol gpfiok T R T i mlmwrw nma m Siapreia Bepameiag pe To ntuximab, Ba mpémer va ohorAnpwBoly TouhayioTov 4 efbopades Tpiv Ty Evapén Tou
Emdpevou KUkhou Bepamelag e rituximab. Amd m ouvolikn epTrEIpia pE muvu,\uu{mvﬂwvn uvmm rituximab wepioodrEpoy Tou Eveg Eraug an peupatoei apBpinda, Ta TosooTd aoBeviuv PE BETIKOUS TITAOUS aVTIoWHATWY kvuvn Tou
mpzmézumumgmupwiug rwvluwrrpqypnmm Trupun\nbug epubpag, aveEuoyiag Kai Tng TOEVNG Tou TERGVOU FiTaV YEVIKUXG TOPGHOIA [ Ta TToo0oTa Katd Ty évapf). Zuwurd, Skoubn yoran GAAwy
@ oM i H Tautéypovn xpriom tou Rixathon pe avripeupankég Bepamreieg, Siagopenikés amd autég mou xabopifovral amd my évleidn kai T B6om T peuparoeidols upaphiﬁa;

Erv a'uvlalmm Wupxwv n:plopwuévu SeBopéva and mm; BokipEg GaTe va exTiNGEl TARPUIE N aogdAeta TG emaxkdhouBng ypiiong dhkwy DMARDS (oupmepthapfavopévy Twy avaaTohéwy TNF kar GAMwv Piohoyiiv) perd m Be-
parizia e rtuximab (BA. rapaypago 4.5). Ta Ecipa SeBopéva Uouv BT 10 TTogoaTa Twy KhiviKa oXen{opEvy AoipuEwy Tapapével apstraBnto orav éroiou siBoug Bepareieg yopnyolvtal ot agBeveig mou éxouv AdBel wpor-
YoupEVW aywyR pe rituximab. Eviodroig or agBeveic 8a mpémel va mapakohouBiolvial oTevd yia onpeia Aoijtng eav Biokoyikol mapayovres ki) DMARDS ypnovpomroiolvral perd m Separrzia pe rituimab. Kaxorfesa Ta avogoppuByioT-
K4 (pappaxa umopel va augficouv Tov KivBuvo xaxonBeiag. Qotdao, Ta Siabéapa Sebopéva Sev umodenviouy aufnpévo kivBuvo xakofiBeiag yia o rituximab érav ypnoipomoieital oTig autodvooeg evBeifeig, mEpav Tou KivBUvou KaxonBeiag
Tou ayeTiferan fiin pe my uTreKeipevn autodvoon karaataar). ‘Exboya Autd 1o gappakeutikd mipoidy Tepiéxer 2.3 mmal (1) 52,8 mg) vatpiou ava giakiSio Twy 10 mL kai 11,5 mmal (1} 263,2 mg) varpiou avd giakiio va 50 mL, mou 1godu-
wapel e 2,6% (yia To giahiBio Twy 10mi) kai 13,2% (yia 1o giakidio Twv 50mi) g ummmp:vn;o’rrém TOY piyiamg nuep TipdoAnyng 2 g vatplou péow SiaTpo@ig, yia évav evihika. 4.5 AM pATEIG P GAA
Tpoiovra ka GAAeg poppes alAnhemiBpaang Mpog 1o Tapdy, uTapyouy TEplopiopéva oTolgeia yia mBaveg pappakeunikes ahnkemBpaceic pe To riuximab, Ie acBevelg pe XAA, n ouyxopfynan e mummab Ecv &ﬁsl&. mplu €miBpaon
o gappakoKiviTIA Mg ghoudapaBivng i NS kukAopwopapidng. EmmAtay, Sev utmpéE eppaviic eniGpaon Mg g ivng Ka TG KuKh papidng om oy Tou rituximab. H 1 Bev Elxe kapia
enidpaon o pappakokivnTikd Tou rituximab ot aoBeveic e peuumu&ﬂ upomlSa AaBeveig Pe Tithoug avBpus ATV EvavTl Tuv H nno WU (HAMA) f aviguwpanwy Even T Dmmvmwu mpavéwmv (ADA) pmopel
va epgavioouy alepyikés avnbpaoeig L Grav hapfavouy Ghka hwvikg avmowpara yia Siayvwonikel A Bepameutikols oromols. Ze aadeveic pe peuparoedi apBpinda, 283 oodeveis éAapay emaxs-
Aoulin Beparreia pe éva PioAoyd DMARD perd 1o rituximab. Ze autols Toug agBeveis To TocooTd mg khivika oxeniopevng Aoipwéng eviw AdyPavav rituximab firav 6,01 ava 100 aoBeveic-ém ouykpmka pe To 4,97 ava 100 aoBeveic-Em
Karémv Beparieiag pe Biokoykd DMARD. 4.6 Movipémra, kUnon kai yakouyia AvioGhAnwn ge GvBpec kai yuvalkes E{n\rlug Tou peydhou xpdvou Tapapovig Tou rituximab ot agBevels pe efdheign B kuttapwy, of vwaix:g OF QVaTIapa-
ywyikd nhikic Ba Tpéner va ypnopoTToioly amoreheapamikis peBoBoug avmatAnyng xara  Sidpxeia g Bepameiog kan fwg kan 12 pRveg pera m Bepameia pe Rixathon. Kinon O1 19G avoooopaipiveg eivar yvwara 6n Siamepvoiy Tov
ThakouvTioxkG ppaypd. Aev Exouv pehernBei o kAivikég Bokipéc Ta emimeda Twy B-xutrdpuwv o avBpuimva veayvd Werd m unTpikn éxBeon o rituximab. Asv uTrdpyouv emapkn xal enaknBeloipa oToINEIa amd PEAETEG OF EYKUES YUVTIKES,
eviodToig n mapodik peltar Twy B kutrdpuwy kai i hepponevia Eyouv avagpepBel oe pepikd aiBid Tou yewrBnxay ané pnTépeg, of omoleg exréBnrav oTo rituximab xard T Siipkeia TG eykupoatvng. Nopépoieg emBpaaes Exouv Tapat-
pnéel oe pehéreg oe {wa (BA, mapéyparpo 5.3). I'* autolg Toug Adyoug, To Rixathon Bev Ba rpémer va yopnyeital ot éykueg yuvaikeg exrag edv ro mBave dpehog unepfalvel Tov evBexopevo kiviuvo. @nhaoudc Mepopiopéva SeSopéva oyemed
e TV aTréxkpioT) Tou rituximab oo unTRIKG yaha uTreBnAivouy TIOAU XaHnAES CUYKEVTRWOEIS rituximab oo yaha (oxerik S6an Bpépous wikpdtepn amd 0,4%). Alyeg TepiTmioEig mapakoioUlnong BnAaloviuy Bpepiv TEpIYRAPOUY Pu-
aiohoyixd algnon kai avémmug Ewg xkai Ta 2 £m. Qatéoo, kaduws auta Ta SeBoptva elval Tepiopiopéva Kai ol pakpoTpdBeoyeg xPaoeig Twy Bnhaléviwy Bpepuyv mapapévouy awuma; B¢ guvigtérar o Bndagpés kard m b»&pxm me
Bepameiag pe nruwmab xai Behnora yia 8 priveg pera T Bepareia pe rituximab. Fovipémya Mehéreg ot Jua ev anokahuyay i emBhapeic emipaoeig Tou rituximab ata a dpyava 4.7 EmBpaoeig amy
Kai ¥Eip i Aey Exouv Tpay MEAETEC OXETIKG WE TG EMBPATEIC ToU rituximab omy ikavémmTa ofynong kai yeipiopol unyavnuarwy, Tapdho Tou n Aoyik Spaon kal ol (e wtpvn:; 1ruu
txuw uvulpep&l ue;{ol afpepa uodekviouy 411 To rituximab Ba prropedoe va aokiael kayla f apehnréa emiSpaan oy IKaveTnTa oBiiynong xal xeipiouod pnyavnuaTy, 4.8 AvemBopnteg !vtpvm; {
Kan ypdwia Aeyparyrionien heuxawia (XAA) gt evihiec Jivoun rou moogiA agegleiac To ouvokikd ipogil aopaleiag Tou rituximab oe pn-Hodgkin Atgua kar XAA Baoilerar o BeBopiva aoBeviy m ki udtres ka1 amd my
epmeipla BETd v Kukhopopia Tou papparou. Autol o acBeveig EhaPav aywyn gite pe povoBepareia rtuximab (we aywyr epoBou fi Bepameia ouviipnang katdmy aywyrg pdbou) eite oF HO JE
evepyeieg (Adverse Drug Reactions, ADRs}mu TopaTmehBnKav ouyveTEpa Ot uu&:vug Tou hﬂupavav mluxlmd: firav ai crxsrl(ﬂu:ua;u:mv m(uon aviSpdoeig, ol omoleg exSnAwenkav oy wumwn@iuﬂwca&vmv xr:m m Bidpreia mg
UG Eyxuang. Hemimwon Twv oxeniop pE TV Eyxuan o ATV PEILIVETE & pe Tig G eyyUoei kol zival pikporepn Tou 1 % perd amd oxre Sooei rituximab. Nep: hoipustewav (kuphug Boarmpiarty kal
1oyeviav) exBrwBnkay ot mrepimou 30-55 % Twv aoBeviy kard T Bidpkela kAIVIKGY peAeTiv ot acBeveig pe NHL kai oe 30-50 % Twv aoBeviov xatd m Sidpkeia kAvIKAG pehimg ot aoBeveic pe XAA. Or gofapéc avemnBopnTe evEpyeIeg o
avagépBnxav nnapﬂmmﬂrpcuv auxubmpu firav: » AvniBipaoeig oyeniiopeveg pe Ty Eyxuan (IRRs) (o | Evuv Tou guvBpdji ang v, Tou quvBpdpiou Aﬁmu)q Tou évmu) BA. Tapaypapo 4.4 + AOIPLE,
BA 44 ¥y BA. 4.4 AMkeg ooPapég ! evipyeieg axou (ADRs) Trou £ i pyoToinoT g ararimidag B xar my MNA (BA. mapaypoge

Bl Lopgr Tivaxa O1 oUYVGTTEG TWv aVEMBUUNTWY evepyeiwy (ADRs) Tiou avapépBnxay pe To rituximab, £7E wg povoﬂ:pmm £i7E 0T guvBuagps pe xnu:mﬂ;pcm'eiu auvawilovral ooy Mivoka
3 [s]} uuxv&mm; cph.nv'rm ch mw:(vegp 1!10) auyvé (> 1/100 wg < 1/10), 1 auyvég (> 1/1.000 éwg < 1/100), omévies {> 1/10.000 éws < 1/1.000) ka1 okt amévieg (< 1/10.000) kai pn vm&g{&vwﬂpﬂw v eTIRBoUY aTid Ta

Eviég réie kamnyopiag ouyvomnrag, ol v EvEpytiLg TIap {ovral e otip gBivouoag cofapdmrag. O avemBiynTeg evépyeieg (ADRs) wou eviomiomxay pdvo kard T Sidpeia epmeipiag pea v Ku-
kAOpopia ka1 yia exeives Tou n ouxvomra Sev propeoe va TpooSiopioTel, TapartiBevial om guvExEia omy kamyopia «un yVwoTigs.
Nivaxag 3 Ave |G EVEpYELEG i (ADRs) mou pepbnkav of KAivikeg Boxipég n katé m Silpkeia Tng TapakohotBnong perd amo T kukhogopia ot aoBeveig pe vooo NHL kat XAA wou thaBav aywyn pe
HE fipnomn f og o pe
Kamnyopia/opyaviko oiornpa
oippwva pe T Baon Sedopivwy Mo guxvig Tuyvég Oy ouyvég Ewavieg NoAG omévieg Mn yvworég
MedDRA
Aoiptels Kal TapaoITWOoES Baxmnpiaké hoipweeis, Enaipla, “Trveupovia, “epmipeTn ‘ZEopaph iayeviig Aoluewd A
10YEVEig hoIpuigEig, Aoipwén, “éprg wopag, Pneumocystis firoveci|
“Bpoyxinda *holuwén avaTveuaTiked
GUATHTOS, WUKNTIGTEI,
Aopuseig ayvwarng
aimodoyicg, ‘oégla Ppoyximida,
“Tapappivokokminida,
nravinda B
A TOU Qi Kai Tou | O A Avaipla, “Tavkumtapomevia, Awarapayts TmrTIKGTTAC, TapoBixh atgnam Twv Owipn oubetepamevia®
Aeppikot guoTipaTog * gymriipem ; i amhagTikd avanpia, emmiduy IgM Tou oped’
“BpopPomevia aipoAuTikn avaipia,
A P
Aiarapayég ToU aVoToToINTi-Kou Avnibpaoeig ayeniopeves pe | YmepevaioBnala Avaguhatia Z0vpopo Aioews Tou dykou, | Ofela avaaTpéyiun
guoTiparog my éyxuon’, ayyeiooiBr-pa ouvBpopo anereuBipwanc | BpopPorevia oxeniépevn pe
KuTTapoKiviv!, opovooia
Awarapayég Tou perapoliopou ka Ymepyhukaipia, peiwan
g Bpiyng owpaTIKod apoug, TEPIQERIKD

oldnpa, oidnpa Tpoawmoy,
aufnpévn LDH, umacfeomiaipio

X1aTpIKES Bi KaraBhiyn, veupikdmra
Alarapuy£ TOU VEUPIKDD OUCTANGTOS Napaio8naia, umaigtnaia, Augyevaia Nepipepixn veuponadeia, Kpaviaxr veuponaBeia,
Bigyepan, aiTvia, Tiopahuan Trpegwmikold amwheia Twy Ghhov
ayyeiodiaaTokd, fakn, ayxog velpou® aiodfoIwy®
OgplaApikig Biarapayég Marapayr daxplppoiag, Zoflopi) amoskeia mg dpaang®
Diatapayis Tou WIS Kai Tou Eppoég, wrakyia Amiheia oxofg
Aafupiviou
KapBiaktg Siavapayés “Epppaypa puokapbiou® =*¢, *AVETIpKEID GPIGTERAG ZoPapég kopdiakég KapBiaxn averrapkeia’ =¢
appuBla, “oATIKY papuapuy, | koikiag, T bk
Tayuxapdia, “xapBiaxr Toyuxapdia, ‘koikioks
Biarapayf Tayuxapbia, ‘oTnBaym,

* ioyaipia puokapBiou,




Kamnyepia/opyaviké ouatnya

ouppwva pe T Baon Sebopéviov MoAd qugvig Tuyvig Oy ouyvig Ewavieg Moku omévieg Mn yvwarég
MedDRA
Ayyelakég SiarapayE Ynépraan, opBoaranikl AyyeiinBa (kara kipio
uTéTaon, uTTeTaon héyo Bepuariki),
heukoKUTIaPOKAGOTIKY
ayyeimda
Ararapay£ Tou aVaTVEUATIKOD Bpoyyd ch f | Ac8ua, i Ardpean a-Beia” A J AifyBnan Tvedpova
ouaTiparog, rou Bupaka kai Tou véaog, Buparikg alyog, BpoyyiohiniBa, Siatapayf
pecobwpaxiou Buammvola, aulnpévog Bxag, Tvebpova, uofia
pivinida
DIGTApayEg TOU YOTPEVTEPI-KOU Nauria ‘Epetog, Sitippoia, KoIMaKd Aiyruen koihiag TagTpevtepicn Bidrpnon’
qUOTAPATOS ahyog, Sucpayia, orauarinda,

Buaxothigmia, SuoTreyia,
avopefia, £pebigpog Tou Aaipol
Ararapaygg Tou Geppatog kal Tou Knapdg, efavinua, Kvidwon, egibipuaan, vuyTepiveg Zofapég mojpoluyuiBeis
umroBopiou 10To0 “ahwexia eqibpuoeic, "Biatapayn Sépuarog Beppamkig avnibpaaeig,
ouvBpopa Stevens-Johnson’,
ol emeppikn vexpaiuan
(a0vEpopio Lyell)’

AtaTapay£g ToU PUCOKEAETIKOD Ymeprovia, puakyia, apBpalyia,
OUOTAHATOG Kal ToU guvBETIKOD 10700 oapuakyla, auxevahyia, diyeg

DIGTAPayE TWV VEGPIV Kal TWY Negpixn avemapreia®
0By

Tevikeg Biarapayég ka karaoraces | Mupetdg, gpikia, efaoBévian, | Movog amo Gyke, efayelg, TNévog ao onelo TG
¢ odol Yopfiynong KegaAahyia aiodnua kakouyiag, ouvBpopo | Eyxuomg

iiyoug, “xémwon, *piyn,
“ToAvopyavIK aveTrapkeia®

NapaxArvikeg efevoeig Mewpva emineda (g6
10 ki 6p0, 1 oUW puanmmmmmmu;mmmm (et e o c0Bapéc), D T Gy TIou EVD) OTYEIAKNDI HE ™+ OTToU ) DUywom T Paciomse jiva ax oopapé; aviibpami; (2 Bofod) 3 Koy Kpmipluy Tofsammag 1ou National Cancor Instiutn). Avogiprrn
OO 1} UynABTEDN CUXVOTTETD TIOw TR e OTig, pekiTe
awm»mmw CIOVERYORORON KO nfnu!wmu,mn@tr(, H ougwoinia ﬂwu:m ot ayie R-FC ot 008w unwrpumh(unu.\wemm XA A LIS MIpypoR0 Asiyuss) nopaKding ¥ BALTIE £1Tiong TOPaYPORQ GRITOROYIAE, OVEMERIITIEG ViYL, napaxd BAEne ertiang
YN Je by, I mmﬂh iy * ania KPR BitrpopEg TIVHEG OF BIGTTIIR QPKITAN [N T ¢ Bepamriag jx ritudmab
Rl oc aoBeveic e madnan kil o ki Il it CTIBA0EIC TYETICONEVES e TV EyRar | aupTIEpAGURIVE TIEPIOTETIKE e orpala KaTlhf
O mopakamw Gpol Exouv avagepBei wg uvrrneuurm; evEpyeies kara ) GiApKeia KAVIKWY PEAETIY, wmmsg avw(pﬂnmv OF TOpGU0Ia ) PIKpETEPN ETTTWOT) OTa OREAN HE rituximab ouykpmkd pe Ta oxkEAn EAEYYoU: aipaToTogKGTIO,
5  holpuwtn, ip hol s, ag, mupegia. Znpeia kal A 5 oyenibpevn pe tyyuon avagéplnkav ot mplcrmr:pw; and 50 % T aoBeviv ot KAVIKEG pekiTeg kal
TapampeABnkav kupiwg katd m Sidpreia rqgnpurn;muun; ouviBuig evidg plag wg 8o wpdv. Aurﬂ a cuumwuru Tepthapfavouy kuplg TIUpETS, ppixia kat piyn. Akka oupTwpata EEayn, ayyeiooiBnua, poyxe-
amaopo, ipeto, vautia, kvibwon/efavBnpa, kdmuar, kegahahyia, epeBioyd Tou Aaipol, pivinda, kvnapd, Giyog, Taukapbia, untpraon, umdtaon, Siomvara, Suomewia, efaaBévian kal xapaxmpiaTika ouvBpopou AGCEWS ToU Gykou. Zo-
Bupec avnbpaoeig axenidpeves pe Ty Eyyuom (dmug Bpoyydamaapog, utéTaom) exdnhwBnkav oe péxpl 12 % Twv TEpIGTATIKGY, Avowépenxav EmTALOY avnbpdaﬂq OF OPITPEVES A o1 omoleg frav épppaypua puokapdiou, kok-
KA pappapuyr, Tveupovikd oibnua kar ofia uvumptwim ﬂpupﬂomvnu e pikporepeg A Qyvwareg ouyvamTeg, of acBeveis eug € iy omwg otnBayyn f oupgopnTikf kapBiarr ave-
Tapkeia fj cofapig kapdiakég Biatapayég Y pBiou, KoMK pappapuyn), Tveupavid oiBnpa, ToAuapyavikd mupleu wubpum ogeux Tou Gyxou, clvBpopo ameAEUBEPLIOTIC KUTOKIVLIY, VEQPIKT
AVETIGPKEID KQI QVOTTVEUTTIKS QvemapKeia. He mrrmcn WV uuumwmm oxmcaueumv HE TNV Eyyuon peiibBre auavik oe emaxGhouBes eyxUaEIS kal eival < 1 % Ty agBeviy éwg Tov yBoo kikka g Bepameiag e (ou Mepiéxel)
rituximab. [lepiypagn emteyuévwy avemBiuny svepyeay Aoiséer To rituximab wpoxahel pelwom Twv B kurapwy ato 70 % éui 80 % Twy aoBevioy, ald ouoyeTioTKe pe peiwpEva eimeda opol pévo oE peioyng
Twv aoBevuiy. YynAdtepn emitmwaen avapéplnke yia TomkEg Aoipwézig Candida xan Ep'm]m Zm'rnpu oF Tuxalc'nolnumgpﬁm Tou Tepieiyav oxEhag ntuximab. AvagépBnxav oopapés Aoipwéeg ot mepiTou 4 % Twy aoBevioy o Ekafav
unvc&pamla e rituximab. Tuvohika 'rmpmnpﬁeqmv hG Twv hoiptsgewy PaBpod 3 A 4 kard m Sipkeia Bepamtiag guvthenong éwg 2 Em érav ouykpiBnke e Tapatenan. Acv
a e hopeofeic mﬂtplubo Eswrmu;z ETUY, ErmrAtuv omy nvwvﬂ Ve rituximab ovagépBrikay aAeg ooBapéc oyeveis Maipuzig véeg, emiBervuapéves, f| ETAVEVEDYOTIOINPEVES, DPITPEVEC aTIA TIG
omoieg firav Bavcm]wépﬁ; H rrl.r.lewrﬂuu ru:v acBeviuv EAape rituximab o ouvBuacyd et xnpeoBepareia i wg pépog PETPGOYEVONS APXEYGVWY aIoTIOINTIKWY KuTtapwy. MapaBelypara autiy Twv coapuy 10VEVUY ADipwiewy eival ol
Aoz Trou mpokakodvral amd todg Eprmra (KuTtapopeyaoid, 16 Eprmra JwaThpa xai 16 amhed épmmpra), 16 JC (mpololoa ToueoTiakh Munwuwﬂsﬁu (MTA)) kan 16 nmarinBag C. MepioTarixg Bavamedpou MMNA perd my eéthign
TN veTou Kal Ty ETavaAnTITIKA aywyn Exouv avapeplel or khivikks pehéte. MepioTanika 15 i B, éxouv avagepBei n Twv oTrokwy fTav o aaBeveig Tou happavay rituximab gt ouvBuaopd pe kura-
poofix Bepamela. £ aoBevel o umoTpaTIavBEKTIKOUG e XAA, n £ Tic AoiHuwéG amid nrariTiBa B BaByiod /4 (Emavevepyamainam Kal Mpuoyeviic Aciiaé) fTav 2 % ot R-FC vavi O % ot FC. H eEEMEn Tou copsupaTos Kaposi
wupmnpnﬂnu ot aaeznlg Tiou extéBrxav avo rituximab pe TpolUmapyov obpkwpa Kaposi, Autd Ta mepiaTamikg :n&nmﬁnxw OE pn wnxmuévzg evBelfeig kan o mhsiowngla Twv aoBeviiv frav Bemikol oz HIV. Aiparadoyinés avemBuunres
evipyeleg A A ég exBrhisbineav o khivikég peaéres pe povolepareia 4 efbopdBuwy rituximab ot peioyngia wy coBeviy kel frav ouviBug fmeg kar avaoTpéyipeg. Zofapr (3ou kar 4° BoBpod) cuBevepomevia avagpéptin-
reaTo4,2 % Wy uuatvwv m'cllpTu avapépBnke ot 1,1 % Twv acleviy ka1 Bpopfomrevia avagéplnke ata 1,7 % Tuwv acBeviv. Kard m Bidpkeia mg Bepamelag ouvmpnang pe rituximab éuwg 2 ém, avapépBnkav heukomevia (5 % évavn 2
%, PaBpol 34} xai ouBerepomevia (10 % Evavri 4 %, PaBuol 314) ot uynhdtepn rrrm'rwcn auvxpmm e mv Trapatipnon. H emitrwan g BpeyBemeviag firav pixgf (<1 %, PoBuol 3/4) xar Sev frav SiapopeTik perall Twy BepameuTikiy
axehiv. Kara m Siapreia mg Beparreiag o perieg pe rituximab oe auviuwg BaBol 34 Aeuxonevia (R-CHOP 88 % évavn CHOP 79 %, R-FC 23 % évavn FC 12 %), ouereporievia (R-CVP
24 % évavm CVP 14 %, R-CHOP 67 % évavri CHOP 88 %, R-FC 30 % tvavm FG 19 % O i TpoBEpaTEUpEVOUS OoBevElg P XAN) TavkuTiapaTivia (R-FC 3 % évavn FC 1 % Ot jn TipoBepameupvoug oBeveiS e XAA) e UpnAES Tuxve-
TITES CUYKpITIKG pe xnpcioBeparela pévo. EviolTois. n uynAdTepn eminmwan ouderepomeviag o agBeveig rrou EAapav B:pmiu e rituximab kai ynpeioBepameia Sev ouoxerioTke pe uynhoTepn emimwon hoipwEewy xai
ouykpimika pe agBeveic Tou Ehafav ynpeiofepaneio povo. MeAireg o pn xai O om XAA karébeiav 6n gt TooooTé fwg 25 % Twy aoBevioy ou EhaBav R-FC n ouBktepomevia empnxivenxe
{yeyovég To oTrolo opiferal we o apiBuag TwWv oUBETEROPIAWY TIOU TrapajévoLY KaTw amé 1x10° perall mg nuépag 24 kal 42 urn‘.\ v TeAeuTala S60m) A eugavioTKe e kaBuoTepnuEvn Evapln (vEyovos To oTrolo opiZeTal wg 0 apIBPGE TWY
ouBerepopitwy Kémw amd 1x10%1 apybTepa ané 42 npépe um v TeAeutala Séor ot aaef.vtiq Tou Gev elyav Tponyolpevn Tiapatetapévn cuBetepomevia ) Tou avéxapyay Tipiv Ty nutpa 42) perd m Beparela e rituximab kai FC. Aey
avagéplnxav Siapopég amy eminTwoT S avaipiag, PEpIKEg IGEIG QTWTEPNG P G 0! omoleg exSnhwBnNKay o TEPIODATERO aMG TEOTEPIC pera my reheurafa gyxuan rituximab. Z1n pekém mpumg
VP YIa XAA, of aoBevelc oTaBiou Binet C igavioay TEpITaoTEpEC QVEMIAUITTEG EvERVEIEG 0To OEADG R-FC ouykpiTikd i To oxéhog FC (R-FC 83 % vt FG 71 %), £m peAém e XAA QaBeviy O UTIaTRoTT/QvBeKTIKiy, Gvapéa-
Brxe Bpoyﬂomviu Bueimmmﬂ % Twv aoBeviov o opdSa R-FC ouykpimkd pe 1o 9 % Twv aoBeviay oy opéBa FC. Ze pehéteg Tou rituximab ot ooBevelg pe Tou V nkav mapodikés aughaeig
ora emimeda opod IgM perd my Evapén Mg Bepameiag, Ta ompia popEl va CuaXeTi{ovIal e hordmmva kay oyETIG K H mapobiki ainon IgM ouviBlug eméotpege ToukdyioTov nxzrrm!bu evaplng eviég 4 pnvav. Kapdiay-
veraKeg avemBuunres evépyeres Kapdiayyeiaxk avnidpaoeis kard T Biapkera Twy kAVIKiw pEAETV pe povobepareia rtuwimab avapepBrkav o TocoaTd 18,8 % Twv acBeviv e Ta ouxvbTepa avagepBivia gupBapaTa Tou frav uTréTaan
Kan uTiéprac. Avapépdnkay mplma'nm appusuiu; 3ou n 4ou PaBuol (gupmepapfavopivng Knmumg Kal 1y i) kel & m&m&awm me :vxuang Kmu  Sitipreia mg Bepamelag guvtipnang, 1 emi-
Triwon Badjod 3 éw 4 kopS: firav ouykpicipn perafl Twy aoBeviov Tou Ehafav aywyr pe rituximab kai g fpnong. KapBioxa Upnm evépyeia ot < 1 % Twv agBevuy ot
TapaTipron ki oTo 3 % T aoBevin Ot rituimab uump\mavop!m Twy KoATIKA Hapyiapuy, Eupeayyia HuokapBiou, QVEMBpKEIa TG apioTepfc kaikiag, iayaiuia pucmpﬂiou E'm; wtm; Grou aoloynEnke o cuvBuaapss Tou
rituximab pe ke T ouxvaTTa 3ou kai 4ou BaBuod, xatd kipio Adyo uTiLp g Bl ko KoATIKES TTEPUYITHGS ), firav v, 1 oTnv opaBa R-CHOP
(14 aoBeveic, 6,9 %) ouykpma e my opada GHOPtJncﬁsvu; 1,5 %), Oheg auric o1 appuBjieg apampABnkay £ite oTa whaioia plag Eyguong rituximab | ouvBioviov pe (g TapayovTeg 6T TupeTd, Aoipwén, ofy épppay-
a Tou puokapfiou i joa xal kapbiayy IaKf vogo. AEv finKe Biagapa, peragl Twy opédwy R-CHOP kai CHOP, o ouyvemra eppaviang ahhwy kapbiaxuy gupBapdrwy, 3ou kai 4ou BaBol, quumept-
Muﬂcmu:m; g KapBiaKfg aveTapKEag, TG B VOOOU Kai Twv EXBNAW am iag véaou. Zm XAA, n guvohikr £'n1mwun T KapBIKWY Elmpaxm BaByol 3 1 4 frav yaunki Tégo am u:,\i'rn rrpurrn; vpauuﬂ; 4%
R-FC, 3 % FC) doo kan om peAém aoBeviov oe unorpomy/avexniki (4 % R FC,4% FC). Avarrveuard ovatnua Exouv Biapsang iag, OPICREVa e Eheapa Bavara. Neup
Ko m Siapkeia mg mepioBou Bepamziag (mcm Bcpamlag:epoaou n omola amoteAotvTav amd R-CHOP yia ayTi xikAoug Kamd péyioTo), rtmp\g aoBeveic (2 %: amy opiBa R-CHOP, miapousialovTe oo glvers Toug mpﬁmw:iamu;
ipayoVTEG KIVBUVOU, Bpc & ay & emeioddia mmi  Bidpreia Tou Tpumou kikhou Bzpamelag. Asv fy Giagopd am auy EPPAVIONG ANV ATWY PETAED TWV
opdduy ﬂspmmu; AvtiBera, Tpeig aoBeveig (1,5 %) epg TYYEIORG EYKEQQA & oy opada CHOP, 1a onoia ouvéfnaay oka kard my mepioo wupam)&nu&qaﬂ; Em XAA, n ouvolid emimmwan Biatapayuiv Tou veupixod
ouaThatog BaBpod 3 A 4 fTav XaunAf 1600 TN PEAET TIEGTG Yeapurg (4 % R-FC, 4 % FC) 600 ka1 om pehém aoBeviiv ot umorpomi/avBexniiy (3 % R-FC, 3 % FC). ‘Exouv avapeplel mepiovanikd ouvBpjou omioBiag avaoTpéwiung
eyxegakonaBeiag (Posterior Reversible Encephalopathy Syndrome/PRES) / ouvBpdpou omloBiag avaarpéyiung AeukosykegalomdBeiag (Reversible Posterior Leukoencephalopathy Syndrome/RPLS). Ta onpeia ka1 oupTTGpaTa QUETEpE-
Aapfavav ormx Siarapay, kepakohyia, emhgmiké kpiceis xan akhayr g vorTiig xataaTaomg, ge A xwpic oxeniopevn unépiaon. H Bidyvwon v PRES/RPLS awanel empefaiwan pe amexévion Tou eykepakou. Ta mepiaTanxa mou
pépBrikav eiyav avayvwpigpévoug TapayovTes kivBUvou yia PRES/RPLS, oupmepihapBavopévng g UTIoKElSEvIG VOoou Touimg aoBevols, TG uTitpraang, mg avosokaractakTikig Bepateiag kailf mg XnueioBepantiag. [aoTpevepines
Siarapayéc TacTpeviepix BIGTpnom TOU O OPICHEVES n':pmwozl; ofifynoe gt Bavaro & l:le mapammenBel gt aoBevelg Tou MuDavcv rituximab yia T Bepareia Tou NHL. Zrnv AciovoTrIa QUTLY TWy TIERIMTTLITEWY, To rituximab )(opnvnsrr
KE e ynpeicBepameia. En'mrﬁu 1gG Imy xhivikr] pehém roAoyriBnKe n Bepaeia fipnong pe rituximab oe olwleg Mpguya, 1a Bigpeaa enimeda lgG fpi KTW TOU KaTL opiou Tou @
(LLN) (< 7 g) pere m Bep PpodoU TE OQGTEREC TiG OpadE, Tapapnang kai rituximab. AkcolBug, To Sipeca emimedo IgG augfBnke Tavw amd o LLN oy opéba mopaTipnang, Tapépeive Guwg oTalepd oy opada rou rituximab.
H avakoyla Tuv agBeviw pe emimeda IgG KW TOU LLN firav mepinou 60 % amv opﬂﬁu Tou rituximab kaBéAo To Bidomya BepamEiag Twy 2 ey, evia PeiiBnke omv opdBa apatipnang (36 % pmi amé 2 ém). Exel mapampnBel pikpog
apifipée audd Kkai Bihoypag g aoBeveic Tou éhafiav Bepamzia pe rituximab, o pepikég MepMwoEIS Coapliv TTow va aTanalby. évia Bepameia aoraong
avogoapaiping. O ouvmEieg TG pakpaypoviag efaketyng Twy B xmc(pwv o mrﬁ:mplmug aofevels elvar aywuoTes. Ararapayéc rov Bépparog kal Tou umodopiou iaTod Exouv avagepBei TOA omévia Togik emBepyikn vexpohuan
{oUvBpopo Lyell) kai ouvBpopo Stevens-Johnson, opiguéva ex Twv oTolwy pe &po Expaon. ¥ AnBuagiol aoBewiy - L e rituximab HA stval (2 65 eriov): H emimmwon Twy avemBUpmTWV EVEPYEILV GapPaKoy
{ADRs) oMy Tww BaBpiv kar Twy avemBopnTwy evepyeriv 3=/4 BaBol fvav mapdjicies ot nhxiwpévoug aoBeveig & pe vewrepoug aobeveig (< 85 eraw). Oyxuling vooog Ymple upnhorepn emiTiuan avemBopTwy evepyeiy
PaBytv 3/4 oToug aoBevEig JE OyxBN VOTD TUYKPITIKG JE TouS GOBEVEIS xwpic oYK v (25,6 % tvavr 15,4 %). H emimmon Twy avemBpnTwy evepyeiiv ymote BaByol firav Tapdpoia oTi BUo autég opadeg. EmavainTming
aywyf) Karé my emavaknmmicd aywy pe mepaméply xixhoug ritwdmab, 1o mogoaTd actieviov yia Toug omoloug avagépbrxav avemBipnTeg evipyeieg fTav TapdpoIo PE To TOo0OTE aoeviuv yIa Toug oTrolous avagépBnkav avemBlpnTeg
EVEpYEIEG KaTa TV apy ki Toug éxBeor) (omoioudrinore BaBpod kol BaBuuv 34 Opnreg evépyeieg). YmonmAnGugpiol acBevuiv— Bepareia ouvBuaopod pe rifuximab Hhkiwpévor (2 65 ewv): H ouyvemra :pqmnm]g avemBUpnTwY oup-
Paviuy fabpos 3 4 TOU GIJOTIOINTIKOU KaI TOU ALUPIKOU CUTTAHATOS ATaY UYNAGTERN OF NAIKIWpEVOLS m&vzl; auvnpmxa W vewTEpoug aaBeveig (<85 eriv), pn mp foe pe XM\ Eumieipio amd 10
Evoyn mpoit agpdleac Mia TTOAUKEVTRIKR, avoIThs Emonpavang, Tuxalomroinuévn perém Lymphome Malin B ynueioBepanelag (LMB) e A ywpl rituximab ﬁreinm oe naifiarpikols aoBevel (nAikiag
26 vy Ewg <18 ﬂuvj W pn ipofepaTteupévo, Tpaywpnuivou otabiou pe CD20 Berxé DLBCUBLBAL/BLL. Zuvolikd 309 mailianpixoi aoBeveig éhafav rituximab ko ouprepihngnkay otov mhnBuopd avahuong aopaieag. Or aibi-
aTpikol aoBeveig Trou Tuy BnKav oo oxEAOG TG meiag LMB pe rituximab A eviayBnkav oTo TR Pepovipivou oxEhoug TG pekém, Ehapav rituximab ot B6an 375mg/m? em@avEag oupaTag Kai !haﬁuv cuvomu v
BogAéPieg eyxUoeig rituximab (S0o xard T Sidpreia kaBepdac amd ig Blo Bepameies epéSou xkal pia kard m Sidpkeia kaBepag amd ig SUo Bepameieg :bpu[uﬂr[c Tou oyfparog LMB), To mpoglk aopdAeiag Tou rit
aaBeveig (nhikiag 2 6 pviy ewqdﬂ mmrJ e pn TipoBepaTEuEve, npu;(upnpl:vm cradiou pe Beikd CD20 DLBCL/BL/BAL/BLL firav yevika lruvm!; uz ToTo, qmoq Kal uu@urlmvu wmwmmd TipogiA aopaheiag oe evihikeg aoBeveig
e NHL ka1 XAA. H mpog®iikn Tou ntuximab om P obifiynot ot quinuivo xiva s sEVY CUPBAVIWY, ¢ VNG aTiyng) o€ cUyKpian He T XnueloBepaTTela povo.
Eumeipia amd m peuuarosidh apbpinda w_mmmm'ro quVOATKS Tipoglh uu@ﬂhzmc Tou rituximab o peupaToeidh upepmba Bum(m: =3 ﬁ:boutw aoBeviov aTrd kAVIKEG BokipEg kal ammé v epTelpia PeTd TV Kukhopopia
Tou. To mpogik acgdheiag rou rituximab oe acBeveig pe coPapr peuparoeibr apBpimBa (PA) cuvoyilerar omig mapaxarw mapaypagoug. Ing khivikig Boxipig Tepigadtepor and 3,100 aodeveis éAafiav ToukayioTov Evav kikho aywyiic xal
\Bnkav yia ep G TToU KupdvEnkav aTmo B prives Wéxpl kal yia TEpIoTSTEpD aTrd S xpdvia. Mepimou 2,400 aoBeveis thaBav Slo f mepioadrepoug kixhoug SepaTrelag pe TepioTGTEpoUs amé 1.000 va éxouv Aafel Tavw aTd
5 k(khoug. Of mhnpopopicg uummqmu QUAAEXBRKaV KaTal T ERTTEIpEa HETA TNV KUKACGOPIT TOU, QVTIKATOTTTICOUV T0 TTPOQIA TWY OVAPEVOHEVIWY aVEMIBUHNTWY EVEPYEILV utuu ana g w\nxsq Boxipég Tou rituximab (B.R:m rrapcvpuqm
4.4). AoBeveic éhapav 2 x1.000 mg rituximab oe pecoliaompa 8o efBopdiuw, o ouvBuaapd pz pl.BmpsﬁﬁTq E1D—25 mg/epBopada). O eyxioeig Tou rituximab fi peTa my PAER von 100 mg 16, EVi
o1 aoBeveig emiong EAafiav ammé aTopaTog aywyr mpebvilohowng yia 15 nuépeg. K Jop@ mivaxg Or avemBipnTe evépyeieg TapariBevial oov Mivaka 4. O1 uuxmnm; upa(ovrur WG TOAD gUyVES (2




1/10), auyvig (= 1/100 wg <1/10), oy cuygvég (> 1/4.000 Ewg <1/100), amavieg (=1/10.000 &wg <1/1000), moAl anévies (< 1/10.000) ka pn yvwarég (Sev pmopolv va exmipunBolv amd Ta SiaBéoipa Sebopiva). Evrog kdBe xatnyoplag quyvd-
Tag eppaviang, o1 avemBounTes evépyeieg TapaniBeval xard pBivouca oeipd oopapdmrag. O mhéov ouyvig avemnBpnTeg evépyeies TTou ouoyeTioTnray pe T Ay rituximab frav avniGpaceig o oxerifovial pe mv éyyuon (IRRs). H
ouvohixn emimwan Twy IRRs ot khivikég Sokipés firav 23 % e Tv oL éyyuon kai peiidnKe pe g emaxohoudes eyxbaes. O cofapég IRRs Arav yn ouxves (0,5 %) kal TapatmpiBnkay kupiwg kata T Siapkeia Tou TpwTow kixhou. Extog

ama TiC aVEMBUKNTEG EVEPYEIEC TTIOU kav omic kAvikég Sokipkg Tou rituximab amy PA, éxouv avageplel mpololoa moAueamak) AeukoeykepahomaBeia (MNA) (BA. mapaypago 4.4) kai avnBpAdElg TUTOU opovodiag xkard v
epmEIpia peTa MV kukhogopia Tou qm;qx:mu
Mivakag 4 Zovoyn | EpY pEpBKkav ot KAVIKES BoKIPEG ) kard T BiGpKEIa TG TTapaKoAVBNGNG KET aTro TNV KUKAOWOPIT TOU Yapy TOU £ KV OF AoBEVEIS PE peup 1 apBp
ol omoiol EAapayv rktuximah
Kamyopia/opyaviké atarnpa
aUppwva pe T Baon Toho ouyvig Euyvig Oy ouyveg Emavieg TMoAt omravieg Mn yvworég
BeSopéviv MedDRA
AoIpwEEIS ka1 TAPATITWOEIG Aolpwén avurepou avamveuoTikol | Bpoyxinda, kokminda, TMA gmavevepyoroinan Zofiapn 1oyevig
TUTTAHATOE, OUPCAOIHE yaaTpevTepimBa, Tpixoguria nmarindag B Aoipwin'
T TroBiw
Atarapayég Tou QoI TIKOD OuBzreporrevia® ‘Oyipn oudereporrevia’ AwiiSpaa opoialouga pe
KOl TOU AEppIKoY guaThpaTos opovogia
apayEs Tou IriKod aaeic aenlojieves e AvtiBpaoeig axeniopeves
mv éyyuon' {uméptaan, voutia, He my éyyuan® (vevikeuptvo
rm:a; Burmpnxf.; xar efvenua, mupetja, kvnopdc, oibinua, fpoyxeamiagpog,
KATOOTACEIS TG 0BOU kviBuwon, epediouog tou Aaipod, oupiypég, oilinua Tou Adpuyya,
Yopfynong £Eayn, umrbtaon, pivinida, piyn, | ayyzioveupwriko oifina,
Tayukapdia, komwan, Tovog YEVIKEUREVOS KVTITHOG,
OTOHATOPAPUYYY, TIEPIPEDIKG avaguhafia, avaguiaxtoeiBig
olBnua, epiBnya) aviibpaan)
Miarapayig Tou perapoliopou YrepyohnaTepohaipia
K1 T Bpeyng
Wuylatpixes Siarapayég KartBhuyn, ayxog
Dlarapayig Tou vEupIKou Kegahahyia Napais8naia, nuixpavia, {akn,
\parog Ioyiahyia
KapBiaxig Biatapayic Emn@ayyn, kohmke Kokmixdg TTEpUYIOHOE
Hapyapuyr, kapBiakr
QVETTApKEIT, EPpPaypa Tou
MiaTapay£g Tou YaoTPEVTEPIKOD Auomeyia, Sidppoia,
yaoTpoaicopayike TahvEpspno,
£gEhruwan Tou oréparas, Ghyog
avw rotkiag
Aiarapayég rou Sepparog Kal Alsmexia Tog emBepr vexpauan
Tou utroBopiou 10Tal {oivBpopo Lyell), olvipopo
Stevens-Johnson®
AIGTapayES TOU HUOTKEAETIROU ApBpahyia / HUOTKERETIKG AkyoS,
CUOTAPATOS KTl TOU GUVBENKOD oateoapBpiniBa, BukaxinGa.
10700
Napaxhivikég eferaoerg Meipéva emimeda Ight’ Merupéva enimeda lgG®
* it £V 1Y TP Y0 AGLREIS TpOKET H OURRINIT Epar TPOLPNEITH GTI0 EpYITIAIGKES TG 00 DUM kGO T i ety oG KAMIKER TS, H ouxvd1nia g obBEIEponEviay, Tipoépxercs am
Bcboptve HETa IV KUKAOJEpIa 10U PapuaRDy. * AVTIGHGOEK Trou DMKV Eaa ot 24 tipe amd v byyuon. BAEC Cniong avnbpants;, oYEnioveg jt i vkuar) (IRR} mapasin. O aviibpaatis DXENEapEVES b TV Eyiuon meavy
qiff Tou previgyoi Gpda * I e oy guMyovTDl oTo Thalown Tk owhBoug 'mrwmsnm ' TEIOTOTK
MoMamiof kikdos aywyric O rohharrhol kOkAo! Bepameing oyerifovial pe pia Tapdpoa Eikéva IHMTLIY EVEPYEIY TTOU TrapamnpfBrike perd my mpuwm ékgeam. To Toooatd Tou ouvohou Twy ADRS perd my mpiwrn éxBeor) oto rituximab
ATy uPnAGTERO KaTd Toug TpToug B pives kar peBnke o ouvixeia. Autd amodéBnke kupiwg omig avmBpaceig Eyxuang (IRRs) (mo guyvés aov Tipdro kikko Bepameiag), emBeivion g PA kat Aoipierg, o oToitg Arav o auyvég
xané Toug iptoug 6 prves mg Bepameiag. [Tzon i emiAsyLEVWY QvEmIBULTWY Ev av Avmibpdoeic axen{ojreves e my £yxuon 01 mo ouyvég ADRs pera ) yoprynon rituximab oe khivikég peAgTeg frav o1 aviiBpaoeig of oyeTiopeves

e TV Eyyuan (IRRs) (avarpégre orov Mivara 4). Meragl Twy 3189 aoBeviov rou EAaPav rituximab, 1135 (36 %) exBhwoay ToukayiaTov io avTidpaom oxeniouevn we mv éyxuan (IRR) pe 733/3189 (23 %) Twv aoBeviv va ekBnAuve!
TouayioTov pla avripaarn oyenidpewn pe my Eyxuon (IRR) perd amé my mpum Eyxuan mg apxikig éxBearig Tou aTo rituximab. H emmiwon Twv oxengépevy Je my Eyxuon aviiBpaoewy (IRRS) peiwBnke pe Tig emdueves eyyloeg, £
rhivikég Boxipeg Aydrepor amd 1 % (17/3188) wy aoBevitv apouoiagay pia copapn aviipaan axen{opewn e my éyxuon (IRR). Aev mapamnpftnkay Baduod 4 kara CTC avnBpaaeig oxeniopeveg pe my dyxuan (IRRs), olme kai Bavarog
efarriag avnBpaoewy oyeniouevwy pe mv Eyxuon (IRRs) omig kAhivikég Bokipts. To ooooTd Twy BaBpod 3 kard CTC aupBaparuwy, kalug kar Twy oxendopevwy pe v Eyxuan avnbpaowy (IRRs) mou obfynoav ot Biakomm) mg Bepameiag
HeiBnKav pe Toug KUKAoUS kai frav omvieg perd amd Tov 3¢ kikko. H yopfynon Tpehqmmikig aywyng pe evBoghéPia yhukokoprikoeiBi pelwoe onpaviiké T guyvétna kal T cofapémia Tuy ayeniopevwy pe v éyxuon aviiSipboewy
{IRRs) (BAée wapaypapoug 4.2 kai 4 4). Exouv avapeplel ooapés oxen{dueves pe my Eyyuon avidpaceis {IRRs) pe Bavampdpo éxfoon perd v kukhogopia rou papyérou. Ze pia Soxin, n ommoia oxedibomie yia va afioloyroe my
aopahe Mg Tayimepng éyyuang ntuximab ot acBevels pe peupatondn apBpina, ol acBeveig pe pETpia éu ooPaph evepyd peuparoeiSh apBpitiSa, or omolol Sev eppaviga goflapn oYeNGOuEVn e My Eyxuan aviidpaam (IRR) xara m
Bipxera fy o Sidompa 24 wpdv aTd TV TR PeemBeloa dyxuon emmpenérav va AaBouv éyxuon Bibpreiag 2 wpiv Tou rituximab. O acBevelg pe iTopikd cofapic uvrl&pucrn; Karé my Eyyuon c: pluAawm Bepameia vm ™ pevparocid
apBpinBa amoxheiaTrkav ané my évragn atn pekém,. H enimmwan, o rimar kai 1 oofapdmra Twv oxenopEvwy pE TV éyyuon a (IRRs) firav o€ oupgwvia pe doa eiyav i igTopikd. Aev mapamphfinkav cofapég
oxengopeves pe my tyxuan avnbpaoeic (IRRs). Aoiuwéas O quvoikdg puBpog eppaviong Aoipiewy Tow avapepBnkay amo Kivikés Sokipég firav Tepimou 94 ava 100 aoBeveic-m goug aoBeveig Trou Ehapav aywyn pe rituximab. O1
Rotpipeig frav Kuplug fmag Ews pérpiag fapimiag kai agopalaay MIMGEEIS TOU QVATEROU AVTIVEUTTIKGU Kall Tou oupeTionTikad. H emimiuan Twy Aoipigzuwy, of omoies frav dofapés A anarrodaay evBoghifia yophynan avnpioriiy
firav wepimou 4 ava 100 aoBeveic-im. Te mooooTd Twy oofapin Aoipiéewy Bev napoudiooe orpavin alfnon perd and wokkatrhodg xirhoug rituximab. Aoitueig Tou kaTunepou TKOU TG TIVEURD
£xouv avapeplel Kard T BI8pkeI KAVIKGN BOKIpv, e TIGpOUOIa SUYVBTITA Epoavians aTis optBec Tou fifuximab auykpITIKG W Tig opaBeg héyyou. Ew TAaigio PETd MY KuKkAogopia, Exouv avapepBei coPepts I0VEVEIS AoIpuEEIS OE aote-
velg e peuparonSe ap@piniBa Tou éhafav Bepamtia e rituximab. Exouv avagepBel 10épag Tip is g (MMA) kembmv yphong Tou rituximab yia T Bepamela auToavoTwy vogwy.
Autég aupepiapfévouy T peuparoeidr apBpinida kal ahkeg extog evdeifpwy . VOOOUC, Evou Tou I 0ug Aixou (ZEA) kai mg ayyemBog, Ze aoBevei pe pn-Hodgkin's Aépgupa mou
Aapfavouy rituximab o€ ouvBUOTO pe KUTTapoTOgKA XMpEIoBep , Exouy avapeplel TEpITTROEIS yorroi i B (BAETTE Aéppwya pr-Hodgkin's). H emavevepyoTrainam m Aolwdng ama nmaritida B éxe emiong moAd
omavia avagepBel o aaBevelg pe PA mou rituximab (BA. Tapaypago 4.4). KapSayy m,avn:g EoBaptc kapliaxés aviBpaatic avapépdnkay gt Tocoaté 1,3 ava 100 unch:E; £ ge aoBevel Tou EMBﬂv
rituximab ouykpmka pe 1,3 ava 100 ooBeveic-tm o agBeveis rou EAaBav eixovixd pdppake. Ta ﬁncrmﬂ Twy ooBeviv pe kapSiaxég n\mﬁpﬁmi; (nA:; 1 cofapéc) Sev auffiineay pe Toug ToMamhodg kikloug Neupohoy
wy,&‘épma ‘Exouv uvawp&l guppéuara ouvpdpou omiaBiag avacTpEWIING EYKED ¢ (Posterior Reversible E popou omigBiag abeiag ( Posterior
dl ’”:.S] Ta onuela kol 1 gupTrepiAdpBavay otk Siarapayn, kegahahyla, rm,\nmtm; KpICEIC KOl uMavn NG VonTIKAG Kardaraang, e f xmg:i; o'x:n{ﬂu:vn uTTépTacT). Hﬁlm[vwcn Twv PRES/
RF'LS amaiel empePaituon pe ] Tou Eyxepahou. Ta MepITTaTIKG Tou, é eiyav avayvwiapivoug Tiapayovtes kivBivou yio PRES/RPLS, oupmepihapBavopivng mg ummokeipevng voaou Toufmg aoBevois, T umépraong,
MG avoookaTaaTaATIKAG Separeiag kalt T XnpeloBepaneiag. Oudtrepomevia MepiaTamikg oudeTzpameviag mapamphBnkay xané n Bzpareia pe rituximab, n TAcloynpia Twy ool Arav Tapedika kal fima f péTpia ot faplma. H oudere-
pomevia pmopel va cupbel upmnuc ynv:; pETa m yopiiynan Tou muxlmab (BA nclpd\«pew 4 4) It EMV)(GIME!; u: EINOVIKG PAPPAKD TEPIGGOUE TV mlemu pekeruay, 0,94 % (13/1.382) rwv aoBeviov mou éhapav rituximab xan 0,27 % (2/731)
T OBV € EIKOVIKG APPAKO ElG ooflapr EVIIV GUTLOV e Gyipn, Bapid, eppé Eyouv lmlivm pera mv popia Tou gapy
WEpIKA aTro Ta oTrola Elav ouoEToBEl i LT pLATOS Kai T0U igTol Exouv oAl OTIavia TogK EMBEpHIKH VEXpGAUDT (TUvBpopo Lyell) kal olvBpoo Stevens-Johnson, opn:mevu
£ Twv omolwy pe Bavatnedpo Exfaon. Epyaotnpiaxés avipaAizs Yoyappaogaipivaipia (IgG f Igh kaTw amé 1o katurepo quaiohoyikd opio) &xel n:lpc'mpqﬂei ot aoBevelg pe peuparosidi apdpinda rmu eM:Buv Bepamela pie rituximab.
bev mpnanaqu augnon g ougvémTag ;ywqug T guvohikiy AoipwEewy fy copapiv Aonptofewy pera Ty avamugn Mg xapnhng laG A Igh! (BAéme mapaypago 4.4). Exer mapampnBel pikpos apiBpég auBdppnTwy kar BiBAicypagikun
13 g agBeveig ou £haPav Bepameia e rtuximab, ot u:pmt; mprn'rumlg uoﬁupwu TIoU va aTraitoly Beparreia Tacng paipiviig. O CUVETEIES TS PaKpo-
xpdviog egaheipng Twv B nmbpwva: TaiBiaTpikols uueevzlg Elvan GyviaTeg, KpOC f PA) Emayuwyr} me Ugecns e ew}flmcc (GPAMPA MeAémm 1)
Zm Merémn 1 g GPA/MPA, 99 evrihikeg aoBevelg umofhnBnkav oe Bepaneia yia emoywyr mg uqmm; u111 GPA Kal rqv MF‘A pe nt\lxlmab (375 mgfm’ylu wpa‘l my sﬁﬁupﬂ&: yia 4 efBopiadec) ka viuzonupmoubq (BAeme rmpawuvu 51).

O avernBopnTeg evépyeteg {ADRs) mou mrapariBevrat orov Mivaka 5 frav Gheg avemBUpnTeg evépyeieg Tou Tapamp Up ¢ 2 5 % omv opaBa Tou rituximab xal ot HEyad 16 aTTo TV opaba oy
Mivaxag § EVEPYEIEG TTOU aToug 6 PAVES, O0E Tog0aTo 2 5 % Twv evAIKWY aoBeva rrnlr ﬂuBav ﬁmxlmabum Mehémn 1 GPA! MPA (Rituximab n=99, oc u:wl\u!!pﬂ OUKVOTATA O TV npﬂm
ouykpiong) f xara m Siapxeia Tng wapaxohotBnang pera mv kukhopopia.
\yopia/opy ouaTpa ouppwva pe M Baon Beboptvay MedDRA I Tuyvorqra
Upnm Evépyeia |
AoIpwEEIs ka1 TAPAITOLG
Qupohoipwin %
Bpoyxinida 5%
“Eprmg {uotrpag 5%
Pwopapuyyinba 5%
Zoflaph loyevic Aolpwdn' 1N yuwarh
IPaYES TOU QIPOTTOI Xal Tou AEpgikod \HaTog
Opopforevia I %
Aiarapayg ToU QVOCOTTOINMKOE GUOTARATOS
Euvﬁpown ameAeuBipwang xunapmclvu:v j 5%
Tou perafoAioyiol kai T Bpéyng
Y I 5%
Aumvia | 14%
AlgrapayEg Tou VeUpIKoU UTTIATOg




Iyopia/opy ouoTnpa gupgwva pe T Baon Gelopévwy MedDRA Lugvernta
U ) EVEpYEID

Zakn 10%
Tpouog 10%
Ayyelaxeg Slarapayég
Ymépraan I 12%
“Eown | 5%
Aiarapayig Tou 0 THHOTOS, ToU BUPAKa Kal Tou PeaoBuwpaKi
Biixag 12%
Abgmvoia 1%
Emioratn 1%
Piviky o 6%
Miarapayég Tou vcmpzvrzplmu
Aldppoia 18%
AvoTreyia 6%
Avokohiémra 5%
Marapayég Tou BEppaTog Kai Tou 50 1aTol
Argi | 7%
Aigrapayég Tou PUOOKEAETIKOU OUOTAATOS Kal Tou ouvBeTikou 1oTod
Muikoi gTracyiol 18%
ApBpaiyia 15%
Oaguakyla 10%
Muikr abuvapia 5%
MuooKeheTIkeg Tovog 5%
Méveg ota dkpa 5%
Fevikeg & £ Kal aoeig e obol Yopfynong
m b oifinua I 16%
n Aivikeg eferageig
hklu.hpfvl] aipoagaipivn ] 6%

KOTa MV Tap Ofinon perd my kukhogopia. Asite emiong Ty mapaypdeo AoipwES TapaKkaTw.
Stpmrm ouvtripnang at evihikes (GPAMPA MeAém 2) Zmn Mehém 2 g GPA/MPA, ouvohikd 57 evihixeg aoBevels pe aoPaph, evepyd GPA kal MPA thapav Bepareia pe rituximab yia ouvipnan g Gpeang (BAEme mapdypago 5.1).
Nivaxag 6 AvemBopnTeg evipyeies (ADRs) mou mapamphénkav o& TooooTo = 5% Twv evpAikwy aoleviov Trou eAafav rituximab omn MeAétn 2 mg GPA/ MPA (Rituximab n=57), ot peyaAurepn ougvomnra ame mv opada
ouykpiong, A kara m Biapkeia mg AouBriong perd my popia.

yopia/opy ouaTnpa olppwve pe T Baon Sebopivwv MedDRA

| EvEpyEia Euvorn
Aoiptabers kal TapagITwIoES
Bpoyxida 14%
Piviida 5%
ZoPap 1oyevic Ao’ 0 yvwaTh
TOU U guoTHpATOS, TOU BWpaKa Kal Tou peoodwpakiou
Adomvoia 9%
Aarapayég Tou yaoTpevTepiko
Aippoia %
Fevikig Kai ¢ g obol yopriynons
NMupeia 8%
Tpmusdng ouvBpopr 50,
ﬂtpt@cp\m oifnua 5%
Bk ¢ Ko emTAOKES BEp XEIPIO
A\mbpéum; uxmicu:v:; e my Eyxuon’ 12%
Kt my Tl TV RURAOROpI. ACITE ETiON TV TIORAPO0P0 ARAEEKC KA. * ACTIOREAEIES 110 TIC OXEn{Bprueg e T mapé W EVATTRO T TIERyPORAC ETTATYEVIN Qv ATy EvepyEsiny
Te ouvohixd Tpoik aopaeiag frav GUVETIE He To xahd Tekpnpiwévo Tpogih aogaleiag Tou nmmah :mg eyxexpipéveg autodvoaes evBelzig, mmpmnpﬂcmuéww Twy GPA kai MPA, Zuvohikd, 4% Twv aoBeviov aTo axEAog Tou
rituximeb epgavigay avemBlpnTeg evépyeieg Tou oBfynoav ot Siakom. O Tep 5 JHMTEG EVEPYEIE 070 akEADG Tou rituximab firav imag A pérpiag éviaong. Kavévag acBeviis o1o oxeog Tou rituximab Bev eixe Bavampopeg

avemBopnTes evépyeies. Ta o ouyva avagepbpeva guyBapaTa Tou BewphBnkav wg ADRs fArav avniBpaceI§ oxEN{OpEVES e TV Eyyuan Kai hoieic. Makpoxpovia mapakodounan (MeAém 2 i GPAMPA) & Wia paKkpoxpovia HekEm)
TapaThpnang g acpaheiag, 97 aoBevelg pe GPA kal MPA EAapav Bepaeia pe rituximab (pEon Tipd 8 eyxUoei (elpog 1-28]) yia Sidomnua w4 £m, olppwva Pe T ouviBn TIRaKTIKA Kai TV Kplam Tou yiarpal Tous. To guvohixd mpoglh
aogakeing fTav GUVETEG pe To kaha TexpnpiwpEve Tpogih aogakeiag Tou rituximab an PA kai GPA xai MPA ki Sev avagépnkay véeg avemBipnTes evipyeeg. [T 6¢ mhnGuapio Mia avoiymic emon jovad oxEhoug pekém
Biegyen ot 25 maibiaTpIKolg agBeveis pe Tofiaph, evepyd GPA i MPA. H ouvahik TepioBog g WeAES TepiehGHBaAVE pia gaaT emayuwyhg Upeamg B unviav pe eAdxioT TapaxoAodBnan 18 pnvin, éwg 45 e ouvolika. Karti  Siapkeia
e edang napamheuenan;. 0 Rituximab xnmmﬂnu xad ) Biakpimiki cugtpeia Teu epeuvn (17 amé Toug 25 aoBevels thaBav emmhtov Bepamela pe rituximab). H rautéypovn Beparela pe GAAn avocoxaragTakTikdg Sepamela emTpdmn-
xe {BA. Mopéypago 5.1). ADRs Bewpr T pBavra mou exfinhu e amra = 10%. Auta My hopgeig (17 acBeveig [68%] om paon emaywyrig Upeang, 23 aoBeveis [92%] om ouvokix TepioBo mg
pehémg), IRRs (15 agBevelg [60%)] amm paon emayiyiic Gpeang, 17 aoBevei [88%] om Bidpkeia mg ouvokikig HeAEmC) ki vautia (4 aoBeveig [16%) o paan emaywyng Ugeang, 5 aateveic [20%) o ouvohixi meploBa me peAémg). Kara
m SidpKea m; auvohikig mepiddou TG peAEmg, To Tpogih aopaheiag Tou riuximab frav guvemg pe auTd Tow avagépBnke kata T gaor emaywyrig dpeang. To mpogih aogakeiag Tou rituximab ot Tadianpikods aoBeveis pe GPA R MPA
fiTay CUVETIES g TTpag Tov TUTa, T QUom kai ) cofapdTia pe 1o yvuaTé Tipogik aogakeiag oe evikikes GoBEVEIS OTIC EYKERDIREVES a evleifeg, oup Twy GPA fi MPA twy evijhiwv. [Tzpiyoapn emdsyuévwy
avemB0unruy evepyeiy AviSpdaric axenopeves e mv éyxuan Im Mehém 1 mg GPAIMPA (uehém yia my emaywyr g Ugeon o evijhies ooBeveig) ayen{opeves we my tyyuon avnidpaceis (IRRs) opicmxav ug omoiodfTioTe avemed-
pro aupBav epgaviCeral evibg 24 wptv amé v éyyuon xai Bewpeital, aTé Toug epeuviTéS, OXETIGOEVD pe TN Eyxuar oo mhnBuopd apakeiag. A Toug 99 uo&vnq mou unoﬁmenxuv ot Bepamela pe rituimab, 12 (12 %) mapousiagay
ToudyioTov pia avridpaon oyeniouevn pe Ty éyxuon (IRR). Dheg o1 oyeniopeveg pemy zv;(uuq avnBpaceic (IRRs) Arav BaBpod 11 2 xara CTC. O mo.ouyvig oyenlopeves pe my Eyxuon avndpaoeig (IRRs) mepiehdppavay 1o olvipo-
o amehzuBEpwWOTI KuTTapoKIvibY, Efayn, EpeBiane Tou gapuyya, kal Tpdpo. To rituximab gt 10 e evBogAERia yAUKOsOp . 70 OTOI0 PTOPOUY VO KEILITOUY T CUYVETTD EUQAVICTIC Kal T TOBapOTTa Quriy Ty
oupBdvtwy, Z1n Mehémn 2 g GPAMPA (Hehém yia T guvthpnan ae evihieg), 7/57 (12%) uuetvei;tm tm}togm rituximab Hia avid oxeniGopevn pe Ty Eyyuan. H ouxveTnia epgaviang Twy oupTITwiG-
TW TWy oxen{GuEvwy pe Ty Eyxuon avnidpacewy (IRRs) Arav uynAérepn kata m Siapkeia  perd my rpiim éyxuon (9%) kai penibinke pe g enoxéhouBeg eyyDoEic (< 4%). Oha Ta gupTTILHOTA TWY OXETILOpEVIY HE TV Eyyuan avnibpa-
oewy (IRRs) frav fima f yérpia Kai Ta Tep amd auta amd ng Tou U guaTAaTog, Tou Bupaxa Kai Tou pegoBwpakiou ka1 TIC Alarapayég Tou Sépuatog kai Tou uoBapiou IaTod, Twv Kamyo-
piiv/Opyavikiwy Zugmpdmwy (SOC). Zmy khivike Soxiph oe maiBiarpikels agBeveis pe GPA fj MPA, o avagepBeiaeg IRRs TapampdBrxav kuplw pe Ty mpum yyuan (8 acBevelg [32%]) kal o ouviyeia peiiBnrav oTo ypévo pe Tov
apiBpt 1w eyyioewy rituximab (20% pe m Belrepn éyxuan, 12% pe mv 1pim &yxuon kot 8% e mv térapm éyxuon). Ta mo ouxva cuptmigara IRR mou avapépSnkav, kard T edon enayayrs Ugeang itav: n kegakakyia, 10 efavnua, n
PpIvoppoia Kai 1 Tupegia (8%, yia kaBe olymmwua). Ta Tapampolysva gupmTwpaTa Twy IRRS ATav Tapouoia e QuTa Tou Eivai ywwaTa oToug eviikes aoBevels pe GPA ) MPA mou éAaBav Bepamela pe rituximab. H mAsioyngia Twv IRRs
firav BaBuow 1 kan BaBpol 2, umpyav SUo pn cofapéc IRRs BaByol 3 kan Sev avagépBnkav IRRs Badpol 4 f 5. Mia gofaph IRR BapoU 2 (yevikeupévo oidnpa mou emAdBnxe pe Bepamela) avapépBnke oe évav aaBevi (BAETE Tapaypa-
o 4.4) Aojpéerg Tm Mehém 1 mg GPAMPA To guvohikd reaoaTé Twy Aopiewy Arav mepimou 237 ava 100 acBeveic-im (95% AE 197 - 285) oo B-pnvisv wpwredow xarahnxmiké onpeio. Or hoipiéeig fArav kupig Amag éwg pérpiag
PaptTrTag kai amoTeACUVTaY KupILIG o ADIPLIEIS ToU OVUTEPOU aaTvEUTTIXG(, EpTin {waTpa Kal AoniigEig Tou oupcTroinTIKed guaTparos. To Toooaté Tuv cofapiy Aoiuwéewy frav Tepimou 25 ava 100 aoBeveic-Em. H mo guyva
avagepdyevn cofapt Aoiuuwén omy opada Tou rituximab Arav n Tveukovia o ouyvomTa 4 %. £m Mehtm 2 mg GPAMPA, 30/57 (53%) aoBevels oro oxéhog Tou rituximab Trapoudiagav hoigeig. H guyvemTa eupaviang AoipweEwy,
omoioudiimore Baduod, fitav Tapdpoia perafl Twy oxehdiv. O Aolpudeig fAray kata Kipio Adyo fy mn:; Ewg pérpies. O me ouyvig wuw&m oo oxéhog Tou rifuximab TepiehGuBavay AoIHWEEK TOU QVIWTEPOU aVaTIVELTTIKO( CuaThpaTag, ya-
oTpeviepinBa, AoiwEEig Tou cupomoinIKoU guaTiparog kol éprmra {wopa. H g ooPaptuy hoipwEewy firav rapopoia kal ota Bio oxékn (mepfmou 12%). H ouyvorepa avagepdpevn oofaph Aoipwén omy opdda rou
rituximab firav fimia A pérpia BpoyyiniBa. v khivikA Soxipn oToug TaiBiaTpikoUg auﬂzv:iqu: gofiapr), evepyd GPA xai MPA, 91% Twv avapepBeicu Aoiudgewy firav un goapés kai 1o 80% frav fmeg £wg perpies. O1 Mo ouyvis AIpwEES
om cuvehixr @aon firav: o1 Aoipigeis Tou avinepou avamveuaTikol ouaTrpatog (URTIs) (48%), n ypimm (24%), n emmrequxinda (20%), n pivopapuyyinda (20%), o AoIHGEEIS Tou KOTUTEROU QVOTIVEUTTIKOD ouaTApares (18%), i iypopinda
(18%), 1oyeveic URTis (16%), hoipwdn Tou auriod (12%), yaotpeviepinga (12%), gapuyyinda (12%), Aoipwén Tou ouporommikod ouaTparog (12%). Exouv avapeplei cofapéc Moipigec oe 7 aoBeveic (28%) xai oupmepiehapPavay: m
ypitm (2 aoBevelg [8%]) ka1 T Aipwén Tou kaTiTEpOU avaTvEUsTIKOD ouaThHaTog (2 aoBeveig [8%]) wg Ta o uxva avapepdyeva ouppavia. £To mhaigio perd my kukhogopia, éxouv avagepBel copepis oveveig AoIpuEEIg OF agBevelg pE
GPAMPA mou EhaBav Bepamela pe rituximab. KaxorBeies Zm Mehém 1 mg GPAMPA, n ouyvémTa eppdvians kakofiBeiag ot aclevelg Tou :huBav ﬁlunmah OE KAIVIKR HehEm aTy SFA xai T MPA firav 2,00 avd 100 aoBeveig-£m e koiv

nuepopnvia Agng o Soxipn (n omoia ATav o TeAtuTaiog aaBevig va éxe ohorhnpliael My Teplodo hoiBnong). Baoe XVETITIC, 1) CUXVOTITA EUPAVIOTS T By @alveral va eivan Tapdpoia pe
auTh Tiou avapépBnke Tponyoupivug ot aoBevelg ie oxenfopevn ANCA ayyeiinba. Zmy maibiatpin kAivikr Soxipn, Sev aampiaﬁu UBnamg uwg 54 prves. KapSrayyeraxés avemduunreg evépyeies Im
MeAém 1 g GPAMPA, xapBioxd guppapara epgaviamkay UE TogoaTd mepimou 273 avd 100 aoBeveic-Em (95% AE 143-470), kmd 70 B-HNVIIV TIPLITEGOV. xcm:mmm cnpzlo chxvﬂmru Twv ooPaplv kapBiaxwy qupfapdmay frav 2,1
ava 100 aoBeveic-ém (95% AE 3 -15). Ta auyvorep & frav (4 %) xan xokmied 1 (3 %) (BA. mopaypago 4.4). N hayme aupBépara Exouv avapepBei oupfdpara cuvBpapou omiodiag
avaoTpéyiung eykepakomraBeiag (Postenior Reversible Encephalopathy SyndmmﬁPREs;ﬂcuvﬁpauou omioiag avaoTpéwipng AeuxoeykeparomaBeiag (Reversible Posterior L hy RPLS) oe voofiuara.
Ta ur||x.lo Kal QUETTTLGCTa wwrcpl.\uulhuuv ok} Siarapay, »cwulmwu mmnmmf.q Kpigeig kan akhayf Mg vonTikng xmamuan; pt 1 ywpig ax:n(eucvn umrépraan. H Bidyvwan Twyv F'FEESIRPLS amangl mﬁ:ﬁalwan HE amEIRGVIaT)
Tou eyxegahou. Ta Tep! elyav avay payovieg xivBivou yia PRES/RPLS, véoou Toufmg acBevols, Tng UTTE| raf
me fag. £ 7 ¢ B Evag umpﬂg npqemq TEQIOTATIKGN EMQVEVEYoTIDInaTy; TN ARaTiniBac B, opn:mmg wope; e Bavamedpo tkBaon, Exei avapeplel ot uaBmIn; e GPA kai WPA Tou ABavay
rituximab perd my I lou i ‘ﬁ’*wmm wia Ymoyappaogaipvaipia (IgA, 1gG f) IgM kémw amé 1o katirep yikd dpio) Exel O EVIjAIKEG Kl U aoBevelg pe GPA kal MPA mou Ehapav

Bepameia pe rituximab. T Mehém 1 mg GPAMPA, gvoug B prves, omy opdala Tou ritluximab, 27 %, 58 % ka1 51 % wwv aoBeviav pe guotohoyika erimeda avogoopaipivig oty apyr g Bepameiag, eiyav xapnAa enimeda InA, IgG xai IgM,

avrioToixa oF clykpion pe To 25 %, 50 % ka1 46 % oy opada Mg Kukhopwopapitng. To TogoaTd Ty TuvONIKWY ASIHWEEWY Kal Twv Copapuy AoiputEwy Bev aughBnke perd Ty exBijAwon yaunhwy emmedioy IgA, IgG f Igh. Zm MeAtm
2mg GPAMPA, Sev mapamprBnxay kAivikd anpaviikés Sicpopés perall Twv Glo opéaSiwy Beparelag ) peiwotig ota emimeda okikig avoseopaipivng, I9G, IgM A IgA kad '6An m BiGpkeia g Bokipfic. Zmy maiBiaTpikh khivikr SoKkips, kard
m BiGpkeia g cuvohikAg mepidBou pekémg, 3125 (12%) aoBeveic avépepav éva oupfav umoyappacpaipivaipiag, 18 aoBeveis (72%) eiyav mapareropéva (opildpeva we emimeda lg kamw amd 1o katutepo puotohoyiké dpio yia ToukdyioTov
4 prveg) yapna emimeda IgG (ex Twv ooy 15 aoBeveig elyav emiong TapaTetaptva xapnAf IgM). Tpeig aoBeveis éhapav Bepamieia pe eviophefia avoooogaipivn (IV-1G). Baoe Twv mepiopiopéviu Sedopiéviav Bev pmmopody va efaxBolv



acpaAr CUNTTEpATUATA TYETIKG JE TO av Taparerapéva xapnia IgG kan IgM ofynoav o augnpévo kivBuve cofapic Aoliwéng ot autolg Toug aoBeveic. O1 quviTeieg TG uuxpoprwut;zimzlw;mvﬁ KUTTEQWY dl: naSiarpikols aoBeveig
eival Gyvwareg. Qudereponzvia Im Mehim 1 mg GPAMPA, 10 24 % 1wy acBeviv omy opada Tou rituximab (epémmag xixhou) kai 1o 23 % Tw aoBevioy omy opdda mg 3 Bafyod 3 xara CTC
peyahirepou. H ouderepomrevia Bev ayeriomnee e pia mapampolpevn algnan cofaphs Aoluwéng oToug aoBevelg Trou éhafav Bepamizia pe rituximab. £m Mehém 2 mg GPAMPA, n wxvcvrrru :wdwlong oulierepomeviag Ghwy Twy Pabptv
firav 0% yia Toug agBevelg mou éhapay rituximab Evavn 5% yia Toug aoBeveig mou EhaPav alaBeiompivn. Aigrapayéc rou Sépuaros kar Tou umroddpiou ioTod Exouv avagepBel moAl omdvia Tofiki emSepiikn vekpdiuon (cuvBpopo Lyell) kai
auvBpojo Stevens-Johnson, opiopéva ex Tuv omoiwy e BavaTmpspo ixfaon. Euntipla amd my kol Téupiva Zivoyn npoplh aogaheie om Meém 1 me PV (MeAém ML22186) kat MeAér 2 me PV (Medém WA29330) To mipogik aaga-
Aeiag Tou ntuximab ot guvBuaopt e Bpaxeiac Siipreiag, yaunn Boom yAukokoprikoeBi o Separteia acBewiv pe PV pehemiBne ot pia Baang 3, TuxaioTIoINEVn, EAEYXOUEVT, TTOAUKEVTRIKA, QVOIXTG EMTHAVONG WEAET TTou TrepiE-
Adppave 38 aoBeveig pe PV, Tuyaiomoinuévoug omy opdSa Tou rituximab (MeAém 1 mg PV). O agBeveic mou Tuyaromarifinkav oty opada Tou rituximab EAaBav ma apyikh 3éan 1000 mg evBoghepiwe v Huépa 1 mg MeAémg xar pia
Bedrepn 1000 mg evBogAeBitg my Hppa 15 mg Meémg. Adaeig ouvipnong 500 mg evBogreiuig xopnynBaxav Toug prves 12 kai 18. O acBeveig pmopatoay va MaBouv 1000 mg evBogAefiwe m oTiyun mg uorparri (Bhée mapaypa-
©o 5.1). Zm Meém 2 mg PV, pia ruyaiomromngévn, SIAG-TUgAR, pe BITTAG EIKOVIKG GAPHAKO, UE EVEPYO TUYKPIMIKS TIapAYOVIa, TOAUKEVTRIK PEAET Tou afjoAdynoe v aToTeAscpankéTTa Kal Ty aopakeia Tou rituximab ot lyxkpion pe
n pukopavordm pogerih (MMF) oe aoBeveig pe pétpia Ewg cofapn PV mou amaroly and 1ou o1éparog koprikoaTepot:d, 67 agbevei pe PV EhaPav Bepameia e rituximab {apyima 1000 mgcvbomzmu mv Hu:pe 1 mg MeAémng kan pia
Belrepn Soon 1000 mg evBoghéfia Ty Hutpa 15 mg Medémg, mou emavahigBnkay Tic Eﬁ&yﬁ&; 24 xan ZE) yia ﬁlqupu g 52 :B&pﬂhg (ﬂhbn: rmp&ypﬂim 5.1). Ta mpogik acgakeiag Tou rituxi PV firov guvenig pe 1o xadi-
epwpEvo TpogiA Ao 5 OTIG GAAES EY ¢ evbeieic. Karddoyoc gver rig PV O1 avem@Upneg evépyeieg (ADRE) and g M:M'r:r;ﬂ Kkai 2 yia v PV napa-
TiBevran arov Mivaxa 7 . Im MeAém 1 Mg FV ol ADRs oplomkav w¢ Ta avemelpnTa gupBavia mu ﬂupmnpqﬂmav pt uvxvérnru :wpavwn; z 5% mnuc aoBevelg ue PV mou éhafav rituximab, pe 2 2% andhum Siagopd amy ougvémra
eppaviong perafl g opadag mou Ehae rituximab kai g opadag mou EhaBe Ty xaBiepwyivn Baon mpeBviZavng ws To priva 24. Kavévag aoevrig Sev amootpBnxe Myw Twy avemBipnTwy evepyeiiy am Mehém 1. I Mekém 2 mg PV,
o1 ADRs opigmmkav wg Ta avemBunTa oupBavra ou Tapamphinkav ot = 5% 1w agBeviy pe PV Tou Aaay rituximab ka1 afiokoyrhBnkay we oxeniopeva.

Mivaxag 7 AvemBopnTes evépyeieg O aoBevels pe PV ou eAaBav rituximab, amd tn MeAémn 1 mng PV (éwg 1o Miva 24) ka1 amé T MeAémn 2 mng PV (éwg v ERGopaBa 52), fy kard v Ao0Bnaon perd Ty
nyopialopy guoTNa OUjY pe 1 Baon BeBiopivwy MedDRA TMohv ouyvig Tuyvig Mn yvwaoreg
Nopwerg Kal TapagiTwoElg Acipwen Tou OVWTEPOU QVATIVEUATIKOU Aolpwén ané 16 éprmra ‘Epmg Zwamipag Eropankos Epmmg ZoPapf 1oyevig Aolpwén'
QUGTAKATOG Emmeguxinda Pvogapuyyitiba Kavrivriaan tou areparos Oupoholptsn
Neowhaapara kahondn, kakonBn kai pn kaBopifopeva (mepthapPavovral kbaTeg Bnhwya Tou BEppatog
Kkai TroAuTroBeg)
i apayeg Epp 1 Meifwy katd EuepeBigromra
A £¢ TOU VEUPIKOU QUOTAPOTOS Kt Zakn
KapBiaxés Tayurapdia
AlarapayEg TOU YIOTREVTERIKOD Adyog Gvi korhiag
Aiarapayic Tou BEppartog kar Tou uroBopiou 1oTol Ahwrkia Kyvnopdc Kvibwan Awrapayi Sppatog
TOU i A |HaTog, TOU OUVBETIKOU I0TO0 KAl 0GTIKEG M ¢ Tovag ApBpahyio Coguahy
Biorapaytg
Tevikig xai g g obou yopiynang Koo EfagBévion Mupefia
Kaxwaeig, S G Kl EMTAOKEG BEPATTEUTIKGY YEIPIOY bpeveS e v Eyyuan avniBpaotic”
ﬂqmmmm: Kt TV HapaXak0iian s v Kukhogopia. ALie ENOTK IV 1Op(YOR0 ARALEK TapaKl. * O1 OXENALEVEG it MY EYon viiBpoeC via v MeAEr 1 g, PY, v ey
8k byyuon Kl 10 avemEUunia aupvia o Eppavia gy ka1 TV NuEpa v Eyxuon, Tt v Eyxuon. avidpaony i via m Medém 1 mg PV s, piyr), ko, vautia.
z{mﬁt\mnmlmvtx Ta TV LE T Fyyuon 6pcn yien ™ MeAdn 2 PV Aty 1 S60Trvoia, 10 epidrgen, 1 umepibpueaic, 1 £, 1 umataonn xoua 7y wieem s 1o e cffvangn

Oepivpawr emileyidiy avemuuniy evepveriv Aviibpdacs; oxerfdpeves e my dyxuan Em Mehém 1 g PV, or ayenlapeves e my éyyuan avmbpageic firav auyvés (58%). ZyeBov dheg ol axenioyeves ye v dyxuon aviiBpd-
oeig frav fimeg Ewe pérpies. To moooote Twv agleviov Tou exBhwooy avtiGpaon oyenidpevn pe My Eyxuon frav 28% (11 aoBeveic), 40% (15 ooleveic), 13% (5 aoBeveic) ka1 10% (4 ooBeveic) perd my mpuwm, Beurepn, Tpim
Kai Térapm) éyyuom, avrioToixa. Kavévag ooBevig Bev amooupBnke amd m Bepameia efarmiag Twy oyen{dpevwy pe mv £yyuon avnidpacewy. Ta oupTTuRaTa TWY OXENOBEVIAV JE TV Eyyuan avniBpdceiy frav mapdpoia oz ifiog
Kan goPapdmia pe exelva Tou Tapampifnkay aToug aoBeveig pe RA ko GPAMPA. Im Mehém 2 mg PV, oi IRRs eppaviomray xupiwg oty puwm Eyyuan kai n ouxvéyra Twy IRRs pebne pe enaxdhouBes eyyboe: 17,9%,
4,5%, 3% ka1 3% Twv aoBevwy eugavioay IRRs oy wpusm, Bedrepn, Tpim kar Térapm éyxvom aviiotaiya. Ze 11/15 aoBeveig mou epgdvigay Toukdyiaov pia IRR, of IRRs Arav Babuod 1 A 2. Te 4/15 aoBeveig avapéplnkay [RRs
Batpol = 3 kal offynoav ot Siakomr) mg Sepameiag pe rituximab” Tpeig and Toug TEootpic aoBevelg eppavicay ooPapés (ameinnikes yia m {wh) IRRs. ZoPapég IRRs eugaviomray kara my mpwm (2 aoBeveig) i m Sedrepn (1
agbeviig) éyyuon Kkai emAlBnkav pe ouptmwpaikf Bepamrela. Aoucdfers £ Mehémn 1 mg PV, 14 aoBevelg (37%) oy opaSa Tou rituximab eppdvioay Aeipiteis ayeni{épeves pe T Bepamela oe olykpian e 15 aoBeveig (42%) oy
opaBa g xabieppivng Boong Tpediddvng. O1 mo cukves oweic oy opada Tou riluximab frav Aoipiteic amhou Eptmia ko Jworpa, n BpoyinBa, n Aeipuwéy Tou oupomoiTKed GUGTAUATOS, N PUKNTIACIKA Aoljwn kal n
emmegukinda. Tpeig aodeveis (8%) amv opdda rou rituximab eppavioav ouvohikd 5 cofapé Aoipugerg (meupovia amd Preumocystis jirovech, Aoipwdn Bpdpufwon, Aoipwén pecoomoviuliou Bigxou, Tveupovik Aoipwén, ofyn
amé oraguAbkokke) kai Evag aoBeviig (3%) oy opaBa mg xaBiepuwptvng Sdang TpeBvIlovng eppdvice ooBaph Mluwm (rmupwln amé Pnnumo:.ysus ,umveau’; Im pehém 2 mg PV, 42 aoBevelg (62.7%) oto oxéheg Tou rituximab
mapouciaoav hoipwizic. O mo ouyvég Aoipigeig oy opdda Tou rituximab Arav hoijién Tou aviitepou . oToparik kaviviiaon xal hoipuwén Tou oupomainmiked quoTratog. ‘Y ooBe-
wei (9%) oo okEAog Tou rituximab Tapoudiacav coPapég Aogeic. £To TAaigio pera v kukhogopia, Exouv avapepdl cofepég IG\EVEI; MIW1§ ot aoBevel pe PV Tiou EkaBav Beparrela e rituximab, Epyaompianés aviuadies
Zm pehém 2 m; PV, omo oxthog Tou rituximab mapamnpdBrxay mod quyva pera m mu:m TrapoBikés PENLTELS OTOV apIBUG TWY AEHPOXUTTAPLY, TIOU TIPOKARBKaV aTTo BENLGE!S oToug TANBuCHCUS Twv TIepIgEpIKY T-KuUTTEPWY, KaBLS Kal
Tapobik peiwon Tou emmiBou Tou 6pou. Aura Bewprinke on A and my mpoknrikn evBopAéfia éyyuon peBuknpedvifohdvng. £ MeAem 2 rr|; PV, xum!ﬁ mlmbu IgG nopampdBnkay ouyva xal yapnha emimeba ight
TopaTERBNKaY TTAD TUXVE’ WOTEaD, Bev UTIR EvBeIE QuEnuEVOY KIVBGVOU ERGEVIaT TOBapUIV AOIXEEwWY LETA TNV EXBAWGT XapnAwv 19G f IgM. Avagor Aoye H avagopa mBavohoyoupEVwY
uvmﬂuuqmw EVEPYERDV PETd amd ™ xopfiynon «ﬁ:lnc mm\wopln;'mu @appa&:u’nmu TipoibvTog lvan anuavikh. Empéer m cuv:xrq napuxomu&wn mg :rxicmc ommuwwﬁweu 'rou gappoxeuTIkod TpoibvTog. ZrTeiton amd Toug
yyeApaTie uyeiag va avagép EVEpYEIEG PEOW Tou EBviKod i avapopdg oy p . Efvinég Opyaviapeg Gapparuy Megoyeiwy 284 GR-15562 Xohapyoc,
A.quu Trh: + 30 21 32040380/337 ot + 30 21 05549585 loréromo: hitp:/iwww,eof ar 4.9 YrrepBoaohoyia A Tic kKhivikég BoKiyéc o avBpimtoug Biaidera Tepiopiaysvn Treipla e B02IC NEyaAUTERES GrTd TY eyKeKpipévr B6om Tou
oxevdopatog eviopAEBiag yopiynomg fifuximab. H ugnAdtepn sv&wlu:ﬂm Soan Tou f!lux;mah n arrole Exe1 peheTnBei Ewg OfjiEpal O avpaToug cival 5.000 mg (2. 250 mg/m?), Ta oTaia Heerf@nkav g yia JehéTn x.\lp&xmﬂ;mqﬁoon;
o aoBeveig pe XA dev Biyara ¢ Zemep pBocahayiag, o1 aoteveig 8a pémel va SiakGTTToUY apows TV Ey(uon Kal va Tiap mzvﬁ Merén v Kuxh Tou TIpoidVIcE
TEVTE TREPICTATIG UTTEPBOTOADYIAG HE ritwsimab Exouv . Mo ta Tpla mep Bev avemBuynm aviipaon. O Blo avemBUpnTes evépyeies Tou ATQV CUTITLLK M ypiTTng pe Boon
1,8 g rituximab ko Bavampdpa avaTveuaTikA aveTapkeia pe 5oom 2 g rituximab.
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Aetrropepeig ieg yia 1o TIapdy & mpoidv givay Hia aTov Bixtuakd 16mo Tou Eupwaikol Opyavicpod Gappéxwy: http:/www ema.europa eu,
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