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upadacitinib
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HMEPHZIQY'

TN
EVEPYO peupatoeldn apBpitida’

MEK?\SKTIKC‘)C & avaotpéPipog avaotoréag JAK'

To Pappaxo auTo TEEl und oupTAnppankn napakohowBnan, Autd Ba EmTpEYE T0 YPrYopo TPooSIoMopS
vELw MAnpopopwy acgaead. ZnTeitar and Toug enayyehparied uyeiag va avagépouy onoleasinoTe
mBovohoyoUpeves avemBOpnTes evépyeies. BA. nopdypago 4.8 yia Tov TpdTo avapopds avemBUpnTuwy EVEPYELEN.

Tponog SiaBeong: Meplopiopevn I0TPIKN OuVTayr and idiko

Bon@iote va yi I ? A 4
SIRIIRES WnE YiouN: YR lP:‘FlJ‘-:WU it iy oTpd kal napakohoUBnan katd T SIapkewa TG aywyrc.

Ay E
OAEE T avemBipnTes svépysies yia Lugklo napatetapévng anodéopeuong 15 MG/TAE, BTx28
OAA 1o pdppak AT:05538 €
Eupminpwvovtag Ty «KITPINH KAPTAs BiBAioypapia: 1. RINVOQ? NIXN, 05/2021

Miptv T ouwTayoypdgnon cupBoukeuBeite Ty NMeplhnyn Xapaktrnpomkwy Tou Mpoidviog.
Na meproodTepes MAnpogopies aneubuvieite oty eTaipeia:

AbbVie DAPMAKEYTIKH A.E.
Mapivou Avtima 41-45, Néo Hpdiheio, 14121, Exhada, Trh: +30 214 4165555

abbvie

GR-RNOR-210024/06-2021
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» Emitpomnés

OPIANQTIKH EITITPOITH
Npoedpog:  A. Baothdmouhog

MéAn: I. MmtoA€tng
A. Metpag
K. Toloudng
K. ®iAng

EITIX THMONIKH EIIITPOITH
MéAn: X. FaklomoUAou

. Fewpyouvtlog

. Miavvou

. TouAég

. FoUpevog

. AnpntpouAag

. Owpag

. Alovakn

. Mapuvakn

. Maupaydvn
. Mrnokn

A
n
A
A
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K
X. Koutolavag
2
2
K
K
A. MmoUumog
X

. Toaharadkn
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Inflammation & Immunology
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XELJANZ /2

[tofacitinib citrate)

gEnbrel

etanercept

Inflectra°
® niliximab

T mhiypei; ouvtayoypagixes mnpopopicc oup fouheuteite Ty Nepibypn Xapakmpotixody tuy Mpoidvtwy mow duatifiavtar and ty etapeia,

@ Pfizer

Pfizer ENhac ALE.,

A\ Meooyeiuw 243, N. Yugid 15451, ABriva, EXhaba,
Trjh. Emikonswviag 210-6785800,

Apf. LEMH. 000242901000

Pfizer EXMc A.E. (Cyprus Branch)

Newmpapog ABahdooa 26, 2018 A i, Kumpoc,
Trjh: 22817690

BonBRote va yivouy Ta gappara moe aopahr kil
AvagEpeTe
OAEE Ti¢ avemBOnTES EVEPYELEC Yia
OAA To pdppaka
Tupmhnpuwvovtag Ty «KITPINH KAPTA:

PP-ENB-GRC-0113-1AM21
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» Xaipeuopos

Ayanntég Kat ayarnntot cuvadeAdol,

Me xapd oag koAwoopilouvpe yla 77 ouvexn xpovid otn Awnpeplda mou elval
QTIOKAELOTIKA adpLlepwEVN 0TI AyyeLtides. H Ainpepida cuvdlopyavwvetatl Kot GETog and
™ Movada KAwikng Avocoloylag-Peupatoloyiag tg B’ MaBoloyikng KAWWKAG TG
latptkng ZxoAng tou EKMA (Immokpdteto TNA) og cuvepyaoia pe to lvottouto Mehétng,
Epeuvag kat Exkmaideuong Noonuatwv Ayyeilwv, Kapdiag, Eykebdalou kal Nebpwv»
(LN.A.K.E.N) tqv Napaokeun 24 kat 1o Zappato 25 ZemteuPpiov 2021 otnv ABrva
(zevoboxelo Crowne Plaza) pe tauvtoxpovn Stadiktuakn petadoon (UBPLSKA popdn).

H cuvexllopevn mavdnuia COVID-19 ouveyilel va emdpd otov Tpomo Ste€aywyrng Twv
Eriotnuovikwy EkdnAwoewy pog kat auto adopd kat T Ayyelitidec. H anddaor pag va
ouvexlooupe aut TNV ekdAAWON aVTaVakAQ TtV SEOHEUON) HAC yla TNV KAAUTEPN
ouvexWopevn ekmaldeuon otig AyyeLTideg pe kdBe Suvatd Tpomo.

Mo ¢GETog €XOUV TPOYPOUUATIOTEL 2TpoyyUAd Tpamélla ywa tnv maboyéveon Twv
ayyeutidwy, TV TPAKTLKI) QVILLETWITILON CUXVWY CUVVOCNPOTATWY ONMWE N apTNPELOKN
unéptaon, o cakxapwdng daBAtng kat n BpouBoepforikn vooog, TG ayyeutideg o€
acBevelc pe loyeveic Aowwéelg (ue Wiaitepn éudaocn otnv mpoocdatn COVID-19
navénuia), TNV Sldyvwon Kol QVTILETWTILON TwV 0PTNPLOKWY OVEUPUOUATWY, TIG
ayyetitdec otnv matdikr) nAtkia kaBwc Kot OAeC TG teAeuTtaleg e€ehielc otnv Slayvwon Kot
QVTILETWTILON TWV ayyeuTidwy.

‘Onwg kAl TLG PONYOUMEVEG XPOVLES, Ba uTtdpxouv l8LKEG ouveSpleg e Tnv mapouaciaon
TPWTOTUTIWY  EAANVIKWY  €PELVNTIKWY  €pyactwy, Tnv avaokornon tg  Olebvoug
BiBAloypadiag Tng TeAeuTaiag xpovids, kabwe Katl tn mapouaciaon-cultnon SI8aKTtkwy
TEPUTTWOEWVY a0Bevwy Ue ayyelTideg amd 0An TV Xwea.

H mapouoia yta GAAN pa ¢opd evog ekAektou emtteheiou Mpoedpeiwv kat OMANTWY pe
LLaKPOXPOVLA EUTIELPLO OTO AVTIKE(PEVO QUTO eyyudtal Tnv emtuyio tng ekdnAwong kat tTnv
EKTTANPWON TWV OTOXWV TIOU €X0ULV TeOEL.

Emuthéov, dEtog Ba €xoupe tnv Slaltepn TN KAl Xapd va €XOUME pall pag Tov
KaBnyntry David Jayne mou Ba Swaoel tnv evapktrpla ophia e Béua: «Tt vedtepo oTIC
ANCA-ayyetitibec». O Kab. Jayne €xel mpwTtooTATACEL OAQ QUTA TA XPOVLIA HECW TNG EUVAS
0TOV OXESLAOUO KAl Sleaywyr) ULOG OELPAG TIOAUKEVTPLKWY, TUXOLOTIOLNLEVWY LEAETWY OTLG
ayyeltideg oe mavevpwnaiko emninedo mou xouv 0dnynoeL TNV pLitkr aAAayr Tou TPOTOU
TIOU QVTLUETWTT{OVE TLC AYYELTIOEG OrpEepQ.

YOG TIEPLLEVOU E AOLTTOV OAEC Kot OAOUG 00C VAL CUUUETACXETE evepya eite Sla {wong eite
HEOW SLadIKTUOU Kal Vo CUUBAAAETE £TOL OTNV emiTUXla ULag akoun Ainpepidag yla Tig
AyyeuiTibe.

Me extipnon,

Anuntpiog BaotAémouAog
Mpoebpog Opyavwrtikn¢ Emttporntric
Kadnyntic MadoAoyiag-Peupatodoyiog



Truxima

Rituximab

100mg & 500mg

~ .

TYNOMTIKH NEPTTPAGE TR XAPAKTHPILTIRONTOY MPOIONTOZ

P Sapakchouingm, Aurd b st t ypiyape spoohiogiut w minpogepil oopdiuog 2T ant tau

Uysiac va ovomcpauy amotminoT nEowloyoUENE; avemBiynTs; Pvevoeg B4 nopdypope 45 po v

gopdC i i
ONOMATIA TOY (APMAKEYTIDY I'IPGIONTEI Troma 100 mg macvt
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Tpit
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g RATONOL THE AGEWAL KYKAQQOPIAL: Celli

v QPR LTI
6. 3%

LYEKEVALIEL TWMEL: TRUMIMA C550LINY .lML.
TPOROT ARGETHE: M mepiogciaevn oo avidyry Mdvo

TETEDE; ThNpode0H 0 ane v KAK szndme or

BlAN E_ AR OO HEALTHCARE
e ®CELLTRION

BIANEZ AE. - Ebpa : 0bog Taroiow, 187 xiu. E.O. Abnvwy - Aaplag Mﬁnm\.mwuwmﬂ"‘“‘"’mm
’ ’ apLpETE

146 71 N. EpuBpala AtnikAc, Tay, Oupiba 52894, 146 10 N. Epubpaia m(;mnuulﬂnwﬂ“*"‘“r“"

Trh, : 210 8009111« Fax; 2108071573 0 gEpnND

PR
E-mail: mailbox@vianex.gr - WEBSITE: www.vianex.gr mmcm" #MITFIHH KA
BELTAMONIKH: Axobrpou 113, 562 24 Eboopoc Beooalovikng

Tnh: 2310861683

Tupmknp

AP. FLEMH, 000274201000 VE-27166-TRU-5/2001
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» Emotwnpoviké npdypappa

ITapaokeun 24 YemepPpiov 2021

14:00-15:00 MMpoocéAevon — Eyypadég

15:00-16:30 EPEYNHTIKO BHMA
K. Mavpayavn, E. Kayia

EA1l: AEAOMENA EMBOAIAZMOY AZOENQN ME ANCA AITEITIAEZ ENANTI
TOY SARS-Cov-2: H AlTOWH TQN AZOENQN

Mavpéa E.**, XaAkia A.%*, Koutowavac¢ X.:, Mavaywwtomoudog A.., lavvou 1.2,

Owuadc K.:, AAeéakou Z.2, Avtwvdrou K., Metpdc A.%, Baoiddérouldog A.*

1 Movdéa KAwikric Avooodoyiac-Peupatodoyiac, B’ MadoAoyikr KAwikr kat Opuwvupo
Epyaotripto, INA Inmtokpdteto, latpikry ZxoAr EKMA

2 Negpoloyikd Turua, NA Inmokpdteto, Adriva

* lootiun Zuvelopopad

EA2: “FAST-TRACK CLINIC” £TH AIATNQZH THZ MNTANTOKYTTAPIKHZ
APTHPITIAAZ: H EMTEIPIA ENOZ KENTPOY

. Evayyeddroc?, I. @paykouAng’, A. HAtormouAog?

1 Pevpartoldoyiko Tunua, A’ Mpomtawbevtikn Madodoyikn KAwikn, Aaiko TNA, AShva 4
2 Peupartodoykod Turjua, NIMTS, ASiva

EA3: ENINTQZH 2OBAPQN ZYMBAMATQN ZE AZOENEIZ ME NFTANTOKYTTAPIKH
APTHPITIAA: AEAOMENA MIAZ NOAYKENTPIKHZ, MPOONTIKHZ MEAETHZ

ToaAanrdkn X.*', Aagapivn A.**", Mrokr K.%*, HAtértouAog A.%, Zenkakng M.1.%%,

Tektovidou M.-**, lewpyouvtiog A.5, BouAyapn I1.7, Osdtikog E.5, Manaydpag X.°,

AnuntpovAag T.°, Kataédxn E.**, BooBotékag I*2, Mouunag A.%*3,BaciAdnovAog A.>?

1 Kowo Mpoypauua Peupatodoyiag, latpikn ZxoAn ASnvwv, EKTIA,

2 Movaba KAwikric Avoooloyiac - Peuuatoloyiag, B’ Madodoyikn KAwvikr kot Ouwvupo

Epyaotrpto, Intmokpdteio NA, Abrjva,

Peupatoloyikr KAwikn, Noookoueio SiopavoyAeio, Adnva,

Peupatoloyikn KAwikr, Noookoueio NIMITE, ABnva

A’ Mportawbeutikn MadoAoyikn KAwvikn, Aaiko Nogokoueio ABnvwvy, Adnva

Peupatoloyikn KAwikn, I. levvnuartag leviko Noookoueio ASnvacg

Peupatoloyikn KAwikn, MIN lwavvivwy,

Peupatoloyikn KAwikr, leviko Noookoueio AokAnmieio BouAacg, Adnva

Peupatoloyikn KAwikr, Anuokpiteto lNMavemiotriuio Gpakng,

10 A’ Nadodoyikn KAwvikn, Aptototédeto Maverniotruto, OsooaAovikn

1 Fevikd Noookoueio EAsuaivag Oplaoto, Adrva

2 |6wwtng PeupatoAoyog, Osooadovikn

3 A’ MadoAoyikn) KAwikn, MFN Attikov, Adhva

* lootiun ouvelopopd

© ® N O L AN W
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Ilapaoxkeun 24 YemepfPpiov 2021

EA4: TO ZHMATOAOTIKO MONONATI TGF-B1/SMAD £THN ANCA IXETIZOMENH
ZMEIPAMATONEO®PITIAA

XaAkia A.%, FTakiomoUAou X. 2, Koupviwtng A.Y, AAeéaxou 2.2, BaotAornouAog A.2,

Netpag A.*

1 Negpoloyikny KAwikn, I.N.A Inmokpdteto, Adnva

2 A’ Epyactripto Madoloyikric Avatoutkrig latpikn ZxoAn Mavemiotnuiov AGnvwv EQVIKG &
Kamodtotplako Maveniotnuio Adnvwv

3 Movaba KAwikri¢c Avooodoyiag-Peupatoloyiac, B’ Madoloyikri KAwvikr ko Ouwvupo
Epyaotnpto, latpikn ZxoAn EKMA, AShva

EA5: AEAOMENA ANOTEAEZMATIKOTHTAZ TOY MEPOLIZUMAB ZTHN
HQIINODIAIKH KOKKIQOMATQ:H ME MOAYAITEITIAA (EGPA)
H EMNEIPIA ENOZ KENTPOY
Mavaywwtonouldog A., Koutowavag X., ToaAanakn X., Avtwvarou K., Owudg K.,
Mavupéa E., BaotAormouAog A.

Movabda KAwikri¢ Avooodoyiag - Peupatodoyiag, B’ MadoAoyikr KAwikn kot Opwvuuo
Epyaothpto, latptkn ZxoAn EKMA, Inmokpateto INA, AShva

EA6: ZYTKPIZH THZ AZQAANEIAZ KAl THZ ANOTEAEZMATIKOTHTAZ
TQN AIAGEZIMQN ANOZOKATAZTAATIKQN 2XHMATQN ZYNTHPHZHZ
THZ YOEZHZ XTHN ANCA-AITENTIAA: META-ANAAYZH

I. MinéAAocg?, IN. MrtoAétngY?, . Atovakn™?

1 EQviko kot Karobilotplako Maveniotiuio ASnvwv
2 KAwikn Negpoloyiac kat Metaudoyevanc Negpou, «Aaiko» Noookoueio
2 NepoAoyko Turua, Mavemiotnuiako Noookopueio «ATTLkOV»

EA7: ZYIXPONIKH, ZYTKPITIKH MEAETH NOIOTHTAZ ZQHZ AZOENQN

ME ANCA AITEINTIAEZ KAl PEYMATOEIAH APOPITIAA
MNavaywtdnovldog A.%, Owudc K.%, Apyupiou E.°, Kapalda N.*, XaAkid A.°,
Mavupéa E.%, Metpag A.°, Mriouunag A.%*, BagitAénoudog A.?
1 Movada KAwvikric AvoooAoyiac - Peupatodoyiag, B’ MadoAoyikr KAwikr kat Ouwvuuo
Epyaotrpto, latpikn ZxoAn EKIA, Inmokpdteto INA, ASnva
A’ Madodoyikn KAwikn, latpikn ZxoAn EKMA, ASnva
Peupatoloyikry Movada, MN StopavoyAeto-Auaiia GAEutvyk, Abrva
Movada KAwikrig¢ Avogoloyiag-Peupatodoyiag, A’ Madoloyikn KAwikn, latpikn ZxoAn EKMA
Neppoldoyiko Tunua, FNA Inmokpateto, AGnva

“u A W N
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Ilapaoxkeun 24 YemepfPpiov 2021

16:30-17:30 AITENTIAEZ: ANO TO EPTAZTHPIO 2THN KAINIKH NPA=H
Mpoebpeio: X. TaklomouAou, A. FOUAEG

16:30-16:50 MaBoyéveon NWOLWOPIALKAC KOKKLWUATWONG
pe moAvayyetitida (EGPA). Tt vedtepo; A. Mntawog

16:50-17:10 Mnxaviopol ivwong otnv omelpapotovedpitida
OXETWLOUEVN PE ayYeUTIOES A. XoAKLa

17:10-17:30 NaBoyeveTlkog pOAOC Twv oudetepodilwy
OTIC OUOTNHOTIKEG QYYELTLOEG 0. ApyupomnoUAou

17:30-18:00 AitGAsitppoa Kadé

18:00-19:30 ANTIMETQMIZH ZYNNOZHPOTHTQN ZE AZOENEIZ ME AITENTIAEZ:
MPAKTIKEZ TNQZEIZ A TON MH EIAIKO
Mpoebdpeio: X. BAaxdémnouAog, A. OavornoUAou

18:00-18:30 Yméptaon K. TowoUdng
18:30-19:00 OpopPogpPoAkr vOOOG E. Nopkov
19:00-19:30 Zakxapwdnc Stapntng N. TevtoAoupng

19:30-19:45 Xaupetiopoi — Tehetn évapéng

19:45-20:45 ENAPKTHPIA OMIAIA
Mpoebdpeio: I. MmoOA£TNnG

What is new in ANCA-vasculitides? D. Jayne
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Y.apParo 25 YemepPpiov 2021

09:00-10:00 ANAZKOMHZH NMNPOIMATHZ AIEONOYZ BIBAIOTPADIAZ

A TIZ AITENTIAEZ (2020-21)

Mpoebpeio: A. FToupevog, X. ToaAamadkn
09:00-09:30 Baolkn épeuva K. KAawbravo
09:30-10:00 KAwikn épeuva Z. A\e€akou, I'. EvayyeAdtog

10:00-11:00 IOTENEIZ AOIMQZEIZ KAI AITEIITIAEZ
Mpoebdpeio: M. Navvou, 2. MavwAakonouAlog

10:00-10:20 Hmatotpomnol ot (HBY, HCV, Parvovirus) X. Kpaviduwtn
10:20-10:40 Ayyelitideg 08 AVOCOKATECTOAUEVOUG

aoBeveig (CMV, HSV) K. Qwpag
10:40-11:00 COVID-19 kat ayyelakn voooc/ayyeutidec:

T paBape tov TeAevtalo xpovo; H. MaploAng

11:00-11:30 AitaAsitppa Kadé

11:30-13:00 ANEYPYZMATA METAAQN AITEIQN: ZYTXPONH AIATNQZH
KAI ANTIMETQNIZH
Mpoebpeio: M. Deutsch, K. ®iAng

11:30-12:00 Avevplopata peyaAwV ayyelwv oe aoBevelg pe ayyeLTIOeC:
ALYVWOTLKY) TIPOGEYYLON KL AVTLLETWITLON n. Itapdtng

12:00-12:30 AloyvwoTIKA - BEpATIEVTIKA QVTILETWTTLON
QVEVPUOUATWY Bwpakikng aopTng A. Ayyoupadg

12:30-13:00 AloyvwoTiK - BEpAMEUTIKA QVTILETWITLON
QVEUPUOUATWY KOWALAKNG Q0PTAG @. ZydAa

13:00-16:00 MAPOYZIAZH - £YZHTHZH NEPINTQZEQN AZOENQN ME AITENTIAEZ
MNpoebpeio: K. Mmokn, A. Metpdg
Mapouaciaon MEPUMTWOEWY A0BeVWY e ayYELTIOES
I. Avtwvomnoulog
I. KodotoAiog
A. NavaywwtonouvlAog - X. Koutolavag
M. Kapayiavvng - Z. Alovakn
M. Nanna
I. AyyeAng - A. XaAkLa
B. KouAoupn - O. ApyupomnoUAou
P.I. ZpépAa - X. TaKLOMOUAOU
Z. ®Aovda - M. Katowmpn
H.l. NMavvakomoUAou - E. Og0TIKOG
B. ZyoupomnoUAou - M. Mpatcidov

16:00-16:15 AtaAsippa kadé
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Y.apParo 25 YemepPpiov 2021

16:15-17:45 AITENTIAEZ ZTHN MAIAIKH HAIKIA: KAINIKH EIKONA,
MOPEIA KAl OEPANEYTIKH ANTIMETQMNIZH
MNpoebpeio: B. Manasgvayyélov, Z. ZTAUMOUAR

16:15-16:45 ANCA-ayyeltideg A. dwtng
16:45-17:15  IgA ayyeutda B. AokntA
17:15-17:45 Aptnpitida Takayasu M. Npatcidouv

17:45-18:45 AITEINTIAEZ: ZYTXPONEZ MPOKAHZEIZ

Mpoebpeio: A. Fewpyouvtiog, Z. Maplvakn
17:45-18:05 Oepamneia ANCA ayyeutidwy pe BAcn tov KAWIKO

dawotumo f tov TUmo Twv ANCA avTlowUaTwy M. Ztdykou
18:05-18:25 PET-CT otnv napakoholBnon acBevwy Ue ayyyeitideg

peydAwyv ayyeiwv: Motd n xpnoLudTnTd tou; ©. AnuntpoUAag

18:25-18:45  YPnA£EQ vs. XapunAég SO0ELC YAUKOKOPTIKOELS WV
otnv Beparnela emaywyng os aobevelg
pe ANCA-ayyelitideg M. KwotomnouAou

18:45-19:15 AilGAsippa KadéE

19:15-20:45 AITEINTIAEZ: OEPANEYTIKEZ ESEAIZEIZ
Mpoebpeio: A. Baclhomouldog, A. Mmouumnag

19:15-19:45 E&ehielc otnv Bepamela TG MyavToKUTTOPLKAG

Aptnpitdag E. Apyupiou
19:45-20:15 Nedtepol Bepameutikol 0TOXOL KOl CUVOUAOTIKEG

Bepamneieg otic ANCA ayyetitideg Z. Alovakn

20:15-20:45 Nebtepeg 0TOXEUUEVES Bepameleg TNV NWOLVODIALKN
KOKKLWHATWON He ToAuayyelitida (EGPA) X. Koutolavag

20:45-21:00 KAeiowo Huepidag



5 7A|HMEPIAA A 6
I
ME BEMA. YYSIIU €S

24-25 sermepppiou 2021 | renoaoxeiloCrowne Plaza | AbBnva

9 Tithor Opidntov-T1poédpwv

Deutsch Melanie Avarinpwtpta Kabnyntpla MNaboloyiag-Hnatohoyiag,
B’ MaBoloyikn KAk kat Opwvupo Epyactrplo, latpikr xoAn
E.K.M.A., T.N.A. «Immmokpdtelo»

Jayne David Professor of Clinical Autoimmunity, Department of Medicine,
University of Cambridge, UK

Ayyeng MlewpyLog Eldikevopevog Nedporoyiag, Neppohoykod Tunua,
I.N.A. «Immokpatelo»

Ayyoupag AnpATpLog MD, PhD, FETCS, AvariAnpwtng KaBnyntrg KapSLloxelpoupyLkng,
latpikr) Zxohn E.K.M.A., M.I.N.A. «ATTIKOV»

AAeg§akov Zwn Edikeudpevn Nedpoloylag, Nedpohoyikd Tunua,
I.N.A. «Imtokpdtelo»

Avtwvonoulog lwavvng PeupatoAdyog, Addktwp Mavemiotnuiou Matpwy

Apyupiou EvayyeAia Peupatoloyog, Emkoupikr EmipeAnTpLa, Peupatoloyko Tunua
I.N. «ZlopavOyAeLo»

ApyupomnouAou Oupavia Peupatolodyog, Ermotnpovikn Tuvepydtng, KAwikn kat Epyaoctrplo
MaBoloyikng Quaolohoyiag, latpikr) xoAn E.K.M.A., F.N.A. «Aaiko»

Aokntr BapBdpa Nawdlatpog-Natdbovedporoyoc, AteuBuvipla EXY, Nedpoloyko

Tunua, Nocokopeio Matbwv «M&A Kuplakou»

BaotAdnouAog AnUATPLOG KaBnyntric MaboAoyiag — Peupatoloyiag, AleuBuvtng,

B’ MaBoloyikn KAwikr kat Opwvupo Epyaotrplo, latpikr xoAn
E.K.M.A., T.N.A. «Irmokpdtelo»

BAaxomoulog Xapahaurnog  KaBnyntrg KapSiohoyiag, A" Kapdiohoyikry KAk, latpikr) xoAn
E.K.M.A., T.N.A. «Immokpdtelo»

FakiomoUAou Xapd AvarmAnpwtpta KaBnyrtpla Maboloyikric AVOTOUIKAG,

A' Epyaotrplo Maboloyikig AVATOpLKNG, latptkr) ZxoAn, E.K.M.A.

Fewpyouvt{og ABavaoilog PhD, MPH, AteuBuvtrg Peupatoloyikng KAWLKnNGg
I.N.A. «[. Tevwnuatag»

Tdvvou MNavaywwta NedpoAdyog, EnpeArtpla B', IT.N.A. «IrUtokpdtelon»

MavvakomoUAou Hpw-lwavva Edikeudpevn Peupatoloyiag, M.N. «AckAnTielo BouAag»

Foulég Avbpéag Enikoupog KaBnyntrg MNaboloyikrc Guotoloylag, Peupatohoyog,
KAwikn kat Epyactrplo NMaboAoyikrg Guatoloylag, latpikr ZXoAn
E.K.MA.., T.N.A. «AaiKO»

FoUpevog AnpRTPLOG KaBnyntrc MNaboAoyiag - Nepporoyiag, AleuBuving
NedpoAoykol kat MeTapooxeuTikou Kévtpou, MavemLoTn Ko
levikd Noookopeio Matpwy, Natpa

AnpuntpoUAag Oe68wpog PeupatoAoyog - Avarminpwtig KaBnyntrg Peupatoloyiag
latpikng 2xoAng A.MN.0., Oeccalovikn

EvayyeAdtog Mepdaoipog Edlkeuopevog Pevpatoloyog, Peupatoloyiky Movada,

A’ Mponawdeutiky MaBoloyikr KAvikn latpik ZxoAr, EBvikd
kot Kammodiotplako Maverotrpto ABnvwv M.N.A. «Adiko»

@avonoUAou Avaotacio Emtikoupn KaBnyntpla Maboloyiag - Takxapwdn AlaBrtn,
YrieUBuvn AtaBntoloyikol Kévipou, B’ Mabohoyikr KAWLk kat
Ouwvupo Epyaotipto, latpikr XxoAn E.K.M.A.,

I.N.A. «Irutokpatelo»
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Ogotikog Evdyyehog
Owpag Kwvotavtivog

Kapaytavvng Mnvag
Kayra EAévn

KAawdiavou KaAAémn
KouAoupn BaotAwkn

Koutolavag Xpriotog

KodotoAiog lwdvvng

Kpavidiwtn XapikAeia

KwotonouAov Muptw
Awovakn Zodia

PeupatoAoyog - EmpeAntng B' EXY, I.N. «AckAnmieio BoUAag»
MaBoAdyog-AotwEloAdyog, EmpeAntrg B” EXY, A’ MaBoloyikn
KAwkr , latpikr) 2xoAn E.K.M.A., M.T.N. «ATTIKOV»

Eldikevopevog Nedpoloylag, NedpoAoyikd Tunua,

M.I.N.A. «ATTIKOV»

Emtikouptkny Emipelntpla Nedbpoloyiag, Khwvikry Nebpoloyiag kat
Metapodoxeuong Nedpou, latpikr ZxoAr E.K.M.A., I.N.A. «Aaikd»
Eldikevopevn Peupatoloyiag I.N. «AckAnmieio BouAag»
Eldikeuopevn Peupatoloyiag, KAwikn & Epyactriplo MaboAoyikng
Quotodoyiag, I.N.A. «Adikd»

Peupatoloyoc-Elbkog Mabohoyog, Akadnpaikog Yndtpodog,
Movada KAwikrg Avocoloyiac-Peupatoloyiag, B” Maboloyikn
KAwikn & Opwvupo Epyaotrplo, latpikr Zxohn E.K.M.A.,

I.N.A. «Imokpdtelo»

Eldikevopevoc Nedporoyiag, KAwvikry Nedpoloyiog kat
Metapooxeuvong Nedpou, latpikr TxoAr E.K.M.A., T.N.A. «Aaikd»
MaBoAoyog-Hmatohdyog, Emup. B' EXY, B Maboloyikr KAwikn &
Ouwvupo Epyaotipto, latpikn ZxoAn E.K.M.A.,

I.N.A. «ImmokpaTeLo»

NedpoAdyog, MD,MSc

Enikoupn KaBnyntpla Nedbporoyiag, Nedpoloyikr) Movada,

B' Mponatdeutikr) MabBoAoyikr) KAwikr, latpikr ZxoAn E.K.M.A.,
M.I.N.A. «KATTIKOV»

MavwAakomnouAog InfAog  Kabnyntric Maboloyiag - Faotpeviepoloyiag, B’ Maboloyikn

Mapvakn Ipapoydn

MoaptéAng HAiog

Mavupayadvn KAsww

Mavupéa Evyevia

Mrmavog Ayyelog

MméAAog lwavvng
Mrokn Kuplakn

MrmoAétng lwavvng

Mrmoupmnog AnuAteLog

KAwvikn & Opwvupo Epyaotiplo, latpikr Xxohn E.K.M.A.,

I.N.A. «ImmokpaTeLo»

Emnikoupn KaBnyntpla Nedbpoloyiag, KAwikr) Nedpoloyiag kat
Metapooxeuong Nedbpou, latpikn ZxoAn E.K.M.A., T.N.A. «AaiKO»
MaBoAoyog-Aotpwéloroyog, EmpeAntrg B” EZY, B” MaBoloyikn
KAwikr) & Opwvupo Epyactiplo, latpkr LxoAn E.K.M.A.,

I.N.A. «Immokpdtelo»

Peupatoloyog, Avarinpwtpta Kabnyrtpla Quolohoylag,
Epyaotriplo Quaolohoyiag, latpkn Zxohn E.K.MT.A.

NoonAeUTtpLa, Zuvepydtng, Movada KAwikrg Avoooloylac-
PeupatoAoyiag, B' MaBoloyikr KAwvikr kat Opwvupo Epyaotriplo,
latpikr) ZxoAr) E.K.M.A., T.N.A. «Immokpdtelo»

Metadidaktopikog Epeuvntng, IIBEAA kat ELSIKeEUOUEVOG
MaBoAoyiag, B MaboAoyikr KAwikr kat Opuwvupo Epyaotnplo,
latpikn ZxoAn E.K.M.A., T.N.A. «Irmokpdtelo»

Eldikevopevog Nedpoloyiag, KAwvikry Nedpoloylag kat
Metapooxeuonc Nedppou, T.N.A. «Aaikd»

PeupatoAdyog, Tuvtoviotpla — AteuBuvtpla, Peupatoloyikn
Movada, M.N.A. «ZlopavoyAelo — ApaAia OAEpLYK»

KaBnyntng MNaboloylag-Nedporoylag, AlevBuvtrg, KAwikn
Nedbporoylag kat Metapooxeuong Nedpou, latpikn ZxoAn E.K.M.A.,
I.N.A. «Aaiko»

KaBnyntrig Maboloyiag - Peupatoloyiag, AleuBuvtrg

A Maverotnuakng Madoloyikic KAWVIKAG, latpikr ZxoAr E.K.M.A.,
M.I.N.A. «ATTIKOV»
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NoutkoU Eudpooivn

MavaywwtonouvAog AAE§avdpog

Nanasvayyélou BactAwkn

Nannd Mapia

Netpdg AnUATPLOG
Npatcidou NoAugévn

ZyoupomnoUAou BaotAkn

ZiydAa Opaykioka

TuépAa Pouprtivn

Ztaykou Mapia
Ztapdrng NavAog

ITaUMOUAr ZTuAlavi

TevtoAoUpng NiwkoAaog

Toalamnakn Xplotiva

Towoudng Kwvotavtivog

®DiAng Kwvotavtivog

DAovda Zodia

dwtng Aaumpog

XaAkia AyAdia

Awatohoyoc, AteuBuvtpla NY Alpodociag, TuRua Aldotaong
Kot Atpoppoddikwy AcBevwy, I.N.A. «ITOKpATELO»
Emiotnpovikog ouvepyatng, Movada KAwikng Avocohoyiag -
Peupatoloyiag, B’ MaBoloyikr KAwikr kat Opwvuuo
Epyaotniplo, latpkn xohn EKMA, T.N.A. «ITtmokpdtelo»
KaBnyntpla Madlatpikig - Aotpwéohoyiag E.K.M.A.,
AteuBuvtpla I Madlatpikig KAwikng E.K.M.A.,

M.I.N.A. «ATTIKOV»

Eldikevopevn Peupatoloyiag, A' MaBoloyikn MpomatdeuTikn
KAwkn, latpkr ZxoAn E.K.MLA., T.N.A. «AaiKkO»

Nedporoyoc, AteuBuvtrg Nedppoloyikol THAUATOC,

I.N.A. «Irmmokpdtelon»

MNadlatpikd Avocoloyko kat Peupatoloyiko Kévtpo Avadopadg,
A’ Nadtatpikn KAwikn A.M.0., T.N.O. «ITmokpdTtelo»
Akadnuaikn Yrnotpodog, Matdlatpkd AVoGoAoyLKO Kat
Peupatoloykod Kevipo Avadopag, A" Matdtatpikr) KAwikn
A.N.0., I.N.O. «Imrokpdtelo»

AvarmA. KaBnyntpla Ayyeloxelpoupyikig, A' Mpomatdeutikn
Xelpoupykn KAwikn, latpkn 2xohn E.K.M.A., T.N.A
«ImmokpATeLo»

Nawdiatpoc - Matdopeupatoldyog, Akadnuaikr Yrotpodog,

A’ Madatpkr KAwikn, latpikr 2xoAr E.K.M.A, Nocokopeio
Naidwv «H Ayia Sodiar»

Avarminpwtptla KaBnyntpla Nedpoloyiag A.M.0., Nedpoloyikn
KAwikn A.M.0., T.N.O. «Immokpdtelo»

EmipeAntrc B’ Peupatoloyiag, Mavemniotnuiakd Noookopeio
Lund/Malmé, Sounbia

AvarAnpwtpta Kabnyntpla Matdlatpkig-MNatdatpkig
Nedporoyiag A.M.0., 1" Nawdiatpikr) KAwikn, T.N.O.
«ImmokpATeLo»

KaBnyntrig MNaboloyiag, A' Mponatbeutikr Maboloyikr KAWL,
latpikr 2xoAn E.K.M.A., AleuBuvtic tou AlaBntoloyikou
Kévtpou, I.N.A. «AQikO»

PeupatoAdyog, Emperntpla B, Movada KAwikrg Avoooloyiag-
Peupatoloyiag, B’ MaBoloykn KAwikr & Opwvupo Epyactriptlo,
latpikr) ZxoAr E.K.M.A., I.N.A. «ITmokpdtelo»

KaBnyntng - AteuBuvtng A’ KapStoAoyikrg KAwikAg, latpikn
YxoAn E.K.M.A., T.N.A. «Iutokpdtelo»

KaBnyntic Ayyeloxelpoupytkng E.K.M.A., EMLOTNHOVIKOC
YrnieBuvog Ayyeloxelpoupyknc Movadag, A’ MpomaldeuTtikn
Xetpoupykr) KAwikr, I.N.A. «Immokpdtelo»

Edikevopevn Peupatoloyiag, Movdda Peupatoloyilag Kot
KAwiknic Avooohoyiag, A MaBoloyikr KAWLk, latpikr) xoAn
E.K.M.A., M.I.N.A. «<ATTKOV»

Nouwdiatpoc - Matdopeuuatordyog, Akadnuaikdg YoTpodhog
Madlatpikng Peupatoloyiag, I Matdtatpikn KAwikn, E.K.TT.A.
Nedpoloyoc, Emikouptkr) EmipeAntpla, Nedpoloyiko Tunua,
I.N.A. «ImmokpdteLo»
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9 Tevikés mAnpogopies

Awopydvwon

lvotitouto Mehétng, Epeuvag, Eknaideuong
Kat Oepamneiag Noonudatwy Ayyeiwy, Kapdidg,
Eykedalou kat Nedppwv

Z€ cuvepyaoia e Th

Movada KAwikng Avocoloylag-Peupatoloyiag,

B’ MaBoloyikn KAwikr & Opwvupo Epyaotrplo, latpikr Zxohn E.K.M.A.,
I.N.A. Imnokpdtelo

Huepopnvia
24-25 YemntepuPpiov 2021

Tomnog Ste§aywyng
=evoboyelo Crowne Plaza
MuxaAakomouAou 50

11528 ABrva
https://www.cpathens.com/

Eyypadég

H eyypadn kat n mapakoholBnon tng SinUepldag MITPEMETAL LOVO OE EMAYYEAUOTIEC LYELAG KAl
O& TIPOTITUXLOKOUC/ETATTUXLAKOUG hoLlTtNTEC. Ol CUMUETEXOVTEC eival amapaitnto va BeBatwvouy
TNV WBLOTNTA TOUG, TIPOCKOUIZOVTAG QVTIOTOL(O AITOSEIKTIKO OTOLXE(O.

JUMMETOXN
H ouppetoxr otn Sinpeptda eivat Swpeadv.

08nyieg yia NapakoAoubnon pe Guowr Mapouoia

H Emotnuovikr EkdnAwon Ba Sie€oxBel Aappdvovtag OAa Ta MPOANTTKA HETPA KATA TNG
Slaomopdg Tou COVID-19 kal pe dpuoikr mapouasia mpokaboplopévou aplBuol atouwy, cUpdwva
LLE TLG LoYVOUOEC SLATAEELG.

H eloodoc otn ocuvedplakr) alBouvoa eMTPENEeTAL LOVO 08 TIARPWC ELBOAMACHEVOUG 1} VOO COVTEC
To Teheutaio €&aunvo kat amalteital n emnidel€n €ykupou TOTOMONTIKOU €pPBOAAopOL 1)
TILOTOTIOLNTIKOU VOONoNG.

Qa tnpnbel oelpd mpotepatdtnTac. (H oelpd mpotepaidtntag Oa adopd tnv adiEn otov
OUVESPLOKO XWPO KalL OXL To MOTE mpaypotonolidnke n eyypadr otnv EMLOTAHOVIKA
Ek8nAwon)

‘000l CUUPETEXOVTEC EMIBUUOUY va €xouv GUOLKN Ttapoucia Ba TPETEL va T(pooEABOUV OTOV XWPO
Sle€aywyng yla tv gyypadrn Toug 1 va TPAYHUOTOTIOW 00UV TNV TPOEYYPAdH TOUG NAEKTPOVIKA
HEOW TNG LOTOOEASAG www.events.gr

YTOUG CUMUETEXOVTEG Ba oTaAel NAekTpoVIKO barcode mou Ba PEMeL Vo 0apwWVOUV KATA TNV £(0080
Toug otnv aibouoa.

H xprion LAoKOG TPOCTAGiaG Vol UTIOXPEWTLKH YLol OAOUG TOUG CULUETEXOVTEG.
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0d&nyieg Atadiktuakng MapakoAovOnong
BAoEL TWV VEWV UYELOVOULKWY TIPWTOKOAMwY, N Emotnuoviky ExkdnAwon Ba mpoBdaiietat
TAUTOXPOVA SLASIKTUOKA HECW TNG LoTOooEASag www.livemed.gr

Edv eilote véog xprotng mapakaloUpe akolouBrote tn Stadikacia Snuloupyiag Aoyaplacpou
oUMIANpwvoVTaC Ta amapaitnta media oto Livemed (matrjote oto nedio Register / Eyypadn).

H dnuoupyia Aoyaplacpol elvatl SwPEeAv KAl UTTOXPEWTLKA YLa TNV TTApAkoAoUBNGON TWV OUALWY.
Edv €xete 16n Aoyaplacud oto Livemed xpnoLULOTOLNoTE TOUG KWSLKOUG oag yla va ouvdebeite,
eTUAEETE amd To pevoL TNy katnyopla Live, To cuvéSplo ou BéAeTe va mapakoAouBroeTe Kal 0TN
OGUVEXELQ TO elkovidilo Go Live i Go Virtual.

3TN ouvEéXELla yla va ouvoeBeite pe TV aiBouoa, eMAEYETE QO TO UEVOU TIoU epdavileTal
0TO KATW PEPOG TNG 086VNG oagc, TNV «AiBouoa ZuveSPLACEWV».

‘ Inpeiwon: Epooov B£AeTe va mopaAdBETe MLOTOMONTLKO, LETA T cUVOECH 0AG OTO
Livemed, elvat amapaitnto va petafeite otnv ewkovikn «Fpappateio Zuvedpioun,
TIOTWVTOG TO avTloTol o EKOVISLO KAl va OAOKANpWOEeTe TV «Eyypadn» cag otnv

@ ETILOTNUOVLIKN €KONAwWGN TOL eMBUUE(TE, WOTE va apXioEL va kaTaypadEeTaL O XpOVOG
miapakoAovOnong.

Mopra Zuvexl{opevng latpikig kot NoonAeutikig Eknaidsuong
Jhudwva pe Ta kpuenpla tng EACCME-UEMS Ba xopnynBouv 13 pdpla Tuvexllopevng latpikrg
Exmaidevonc (CME-CPD credits).

NapaAapn MNiotonowntikov

Baoel TG eykukAiou Tou EOD, Ba uTtdpXel cCUOTNHA KATAUETPNONG TOU Xpdvou TapakoAolBnong. To
TUOTOTONTIKO TtapakoAouBnong Ba elvat SLaBECLUO LETA TO TIEPAC TWV EPYACLWY TOU ZEpVAPIOU OF
000UG CUVESPOUC EXOUV KAVEL eyypadn. Altapaitntn mpolnobeon yla tnv mapoiafry Tou moTomnoL-
NTkoL mapakoAolBNonNG eivat N CUUMARPWGON TOUAAXLOTOV TOU 60% TWV CUVOALKWY WPWV TOU ETIL-
OTNHOVLIKOU TIPOYPAUOTOG KOl N NAEKTPOVIKH CUUTARPWGN TOU €pwTnpatoloyiou a&loAdynong Tou
ouvedplou. O aplBuoc Mopiwv Zuvexllopevng latpikng Exmaidevong (CME-CPD), Ba urtohoytotel Ba-
OELTOU XpOvou TapakoholBnong mou Ba kataypadel otnv matdodppa Livemed yla dooug éxouv Sla-
SIKTUaKn Tapouasia kal 6To CUOTNUA KATAUETPNONG 0TNV (0060 TG atBoucag yla 6GouUG €xouv du-
oLk apouacia. Miotomnontikd de pmopet va 606l yla tnv on-demand napakoAouBnon.

@ Ol oUUETEXOVTEG (glte pe duoikn elte pe Sladiktuakn mapouacia) UopolV va TaPaAd-

Bouv to mLoTomoLNTIKO Toug ameuBeiag amd v mMAatdopua pécw Tou edlou «Napaiapn
MioTomoNTkoU», TO OT0L0 EVEPYOTIOLETAL LETA TN AEN ToL Tuvedpiou. To GUYKEKPLUEVO
nedilo Ba elval evepyod €wg kat 6 PAVeS arod T ARén tng ekdnAwaonc.

@ ESw pnopeite va Bpeite To «Mpoypappa» tg Emtotnpovikng EkSnAwong

Ipappateia Zepvapiov ET.S. Events & Travel Solutions A.E.
EA. BeviZéhou 154, 171 22 N. Zubpvn, TnA.: 210-98 80 032
@ @af: 210-98 81 303, E-mail: ets@otenet.gr, ets@events.gr
Frents & Travel Solutons  \Website: www.events.gr

AnayopeUetaL pnta n avanapaywyn, avabdnuooieuon, aviypaen, anodnikevon, nwinon, uetadoon, Stavoun, ékboon, ektéAgon, Afyn (downlo-
ad), UeTAPpaoN, TPOTTOMOINON € OMOLOVSHTIOTE TPOTTO, XWPLE TN pNTI TponyoUuevn €yypapn ouvaiveon tn¢ Etaipiag, tou ouvoAou 1 uépous tou
TepLexopévou tou lMpoypauuatos. H E.T.S. Events & Travel Solutions emipuAdooetal pntws mavtos Vouipou Sikatwuatog tne yia t Stapudaén
TWV SIKAUWUATWY TIVEUUATIKIG




7A|HMEPIAA

Fexwpiot] evéuta pe napouoiaon
ME BEMA.: A Y Y 811-[16 85 MPWISTUNWY EPEUVNTIKWY EPYATIEV

24-25 sermepppiou 2021 | renoaoxeiloCrowne Plaza | AbBnva

% Xopnyoi

aobbvie

MSD

INVENTING FOR LIFE

Inflammation & Immunology

SANDOZ:: "

INMUN®LOGY

AENORASIS

BIANE=..

BIOMHXANLA  hAPRAKN
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DAPMAILIEPB
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Seeing
is believing

E Inspired by patients

r
b 4 Driven by science.
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» [lepihnyeis EAedOepov Avakoivdroemv

EA1l: AEAOMENA EMBOAIAZMOY AZOENQN ME ANCA AITEIITIAEZ ENANTI
TOY SARS-Cov-2: H ATOWH TQN AZOGENQN

Mavpéa E.**, XaAkia A.2*, Koutowavdg X.., Mavaywwténovldog A.% lavvou I1.2,
Owuac K.:, AAeéaxou 2.2, Avtwvdrou K., Metpdc A.2, BaoiAérmoudog A.*

1 Movaéba KAwikri¢ Avoooloyiag-Pevpatodoyiacg, B’ MadoAoyikry KAwvikh kot Opuwvuuo
Epyaotripto, INA Irtmokpadteto, latpikr SxoArn EKIMA

2 Neppoldoyikd Turiua, FNA Intmokpdteto, ASHva

* lodtiun Zuvelopopd

EIZATQIH: H cuvexlopevn mavdnpia amd tov SARS-CoV-2 amotelel éva MaykOGLO TIPO-
BANUa SnpocLag LyELAg TTOU 0 EAEYXOC TNG e€apTaTal Ao Hallkd EUBOALACUO LYLWY ATO-
HwV KaBwg kal acBevwv ou avrKouy ot euTtaBeic opadeg kvduvou. AeSopéva OxXeTL-
KA UE Tov epBoAlacud aoBevwy pe ANCA-ayyelTtideg elval TeEpLOPLOPEVAL.

ZKOMOZ: Na kataypadel n ocuxvotnTa, oL altleg pn ocupupopdwaong kabwe kat oL Bpaxu-
TIPOOECUEC TTAPEVEPYELEC TOU EUBOALACHOU €vavTl Tou SARS-CoV-2 oe acBeveic pe AN-
CA-ayyetitidec otov EAANVIKO XWPO.

MEG®OAOZ: AcBeveic pe ANCA ayyetitida kat evepyo mapakohouBnon oe Kévipo Avado-
pag yla ayyeltidec (TNA «Immokpdtelo») KANBnKav va amavirioouv TNAEGWVIKA O Epw-
Tnuatoloylo (07/2021), oxeTka e Tov epBoAlacpd Toug evavtt Tou SARS-CoV-2.

ANOTEAEZMATA: Jupunep\ndOnkav 46 acBeveic ue ANCA ayyeitideg (GPA: 59%, MPA:
33%, EGPA: 9%, 57% yuvaikeg, péon nAwkia 61.7 + 15.4 €1, Sidpkela vooou 8.3 + 5.4
€1n). H meloYndia twv acBevwy (78%) elxe cuvvoonpotnTeC. KaTd TNV XPOVLKY) OTLyUN
Tou epPoAlacpoul, 52% ehauPave aywyn pe Rituximab, 17% pe un Bloloyikolg mapd-
YOVTEC eVWw YAUKOKopTLKoeLlON eAdpPBave To 1/3 Twv acBevwy (33%). Arto Toug epwtnBEV-
teg 2 aoBeveic (4.3%) elxav voonoel and COVID-19, evw to 17% avédepe OTL akUpwWOE
TIPOYPAUUOTIOUEVO pavTeRol oTo Kévipo Adyw tng mavdnuiag. H mieloyndia Twv aobe-
vwv (80%) eupolidoBnke To xpovikd Staotnua aro 2/2021 éwg 7/2021 (Pfizer h Moder-
na: 89%, AstraZeneca: 11%), Mepimou 1 otoug 3 euPoilacBévieg aveédepe NTILEC TTOPE-
VEPYELEC, KUPLWC HEeTd Tt SeUTepn 8GN, LE TILO CUXVH TOV TTOVO OTO ONUELD TN &yxuong
(28%). Kavévag aoBeviig e Bewpnoe OTL UTNPEE €€0PON TOU VOO UATOG TOU LETA TOV ELL-
BoAlaopo. Ol cuxvOTEPEG ALTIEG UN cUpPOpdwaonc/dpvnong tou euBollacuol amote-
Aoloe 0 dOBog yla tnv acdhdretla (56%), BpouBwaon (33%) N E€apan Tou VOOHLATOG TOUG
(11%) evw kavévag aoBevrg dev anavinoe OTL dev elxe cuotnBel o epBoAlacudC amd Tov
Bepamovta atpd. Ano toug un epPoliacBévteg, To 1/3 andavinoe OtL emBupovoe va
TIPOYPAUUOTIOEL EPUBOAACLO.

SYMMNEPAZIMATA: Ot aoBevelg pe ANCA-ayyetitidec mou mapakolouvBouvtal og Kévipa
Avadopag eudavicav vPnAd mocooTd cUUOPPWONE Ue Tov eUBoAlacud évavtl Tou
SARS-CoV-2 (80%), xwplg a&lohoyeg BpayumpoBeo e TOPEVEPYELES, OE OXEON LE TIG NN
KOTAYEYPAUUEVES OTOV UYL TANBUGoRO. O GOBOC yla TV aohalela Tou epBoAiou Kal TiL-
Bavr) €€apon TNg vooou fTav ot KUPLEG altieg un epBoAlacuol Twv aoBevwy, ToU KaTa-
SelkVUEL TNV avAyKn YL KAAUTEPN EVNUEPWOT TWV 0L0BEVWY QUTWV.
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EA2: “FAST-TRACK CLINIC” ZTH AIATNQZH THZ MNFANTOKYTTAPIKHZ
APTHPITIAAZ: H EMNEIPIA ENOZ KENTPOY

[. EvayyeAdroc?, I @paykoUAng’, A. HAtormouAog?

1 Peupatodoyikd Tunua, A’ Mporaibeutikn MadoAoyikn KAwikn, Aaiko TNA, Adnva 4
2 Peupatodoytko Tunua, NIMTS, ASnva

EIZATQrH: H ywyavtokuttapikn aptnpittda (FKA) cuvééetal pe auénuévo kivbuvo eri-
oKWY, WOlwg anwAelag dpacns. Me Baon auto, Ta TeEAeuTala Xpovia €xouv avartuyBel
Tunuata taxeiag dtayvwong kat Bepamneiag tng MKA («fast-track clinics»), ota omota na-
parnépnovtatl acBbeveic pe vNAn KAk umoia. O UTEPNXOC TWV KPOTADIKWY KAl TWV
paoyaAaiwy aptnplwy anotelet tn Baon tou fast-track clinic. H Blodia twv kpotadikwy
napapével n gold standard e€étaon Stayvwonc tng KA, aAAd sival pa emepBatikn mpad-
€n mou cuvVoSeVETAL 08 OPLOUEVEC TIEPUTTWOELG Ao avermBuunta cupBaupata, oe avti-
Beon e Tov LTEPN)O.

ZKONOZ: Kataypadn kal avaluon Twv TEPUTTWOEWY TIOU TtapaméudOnkav oto Peupa-
TOAOYIKO TUAUA TOU VOOOKOUEIOU pag armd tov loUALo Tou 2017 péxpl Kot To MApTLo Tou
2020, pe v KAwkn umodla tng MKA.

MEOOAOI: suumepAndOnkav acbeveic avw Twv 50 €Twy, Ue auénuévouc Selkteg dAey-
OV G Kal CUUTTwHatoAoyia UTtortn yla FKA, onwg: veoeudaviobeioa kedbahadyia, ep-
TUpETO, SlaTapaxés dpaonc, xwAdtnta yvabou, svaltcdnoia TpwToU KedaArg, GAyog
YAwaooog, xwAotnta akpou, Suokaupia auyévo-wpwyv f/kal wxiwv (cupmtwpatoloyia
PEUMATIKAG TTOAU U OAYLaG). Meta amo Afin Lotoptkol kol KAWVIKY e€€Taon, akohovBnoe
UTIEPNXOYPADLKOG EAEYXOC AUDOTEPWY TWV ETILITOANC KPOTADIKWY apTnPLWV Kal Twv SUo
KUpLlwY KAASWV Toug, Kabwe Katl apdOTEPWY TWV HOOXAALAiwY aptnelwy. H mapouoia pn
CUUTILECLING UTTONXOYEVOUC dAw (“non-compressible halo sign”) avaintrbnke oe 6o to
UAKOC TwV e€eTaoBévTwy ayyelwy, g emunkn Kot KAOeTn Slatopn, wg onpelo epAeypo-
VIAC TOU OyYELaKOU TolWUaToc. Bloia kpotadiknc StevepyriBnke oe dooug aoBevels ue
APVNTLKO UTEPNXOYPAdLIKO EAeyxo uTtHpXE LPNAY urtoPia TKA.

9 [epihnyers EAevOepwv Avakorviroemv

AMNOTEAEZMATA: E€nvta-SUo (62) acBeveic cuumepAndOnkav GUVOALKA, EK TWV OTOL-
wv oL 41 (66.1%) Atav yuvaikeg pe péon nAtkia 72.0£10.7 etwv. To 24.1% Twv acBevwv
AauBave nén koptikooTepoeldn, evw 25 (40.3%) mMAnpoloav Ta SLayVWoTIKA KpLTipLa
Tou Apeptkavikou KoAeyiou Peupatoloyiag Tou 1990 yia tn Stayvwon tng MKA. To cu-
XVOTEPO CUUMTWHA ATAV Suokappla auyxeva-wpwy f/kal wxiwv (41.9%), evw akolou-
Bouoav n veoepdaviobeioa kebarayia (30.6%) kat To eumupeto (30.6%) (Mivakag 1).
ATtO TNV KAWIKA €EETAON, OTO 22.6% TAPOUCLACTNKE aBoloyLkr onueloAoyia ano tnv
€E£TAON TWV KPOTADIKWY ApTNPLWY, EVW 0TO 8.9% Twv acBevwv SlamotwOnke Stadopd
obuyHoU 1 apTnpLakNg Ttieong Letatl Seflol Kal aploTEPOU AVW AKPOU.
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EA3: ENINTQZH ZOBAPQN 2YMBAMATQN ZE AZOENEIZ ME
NMTANTOKYTTAPIKH APTHPITIAA: AEAOMENA MIAZ MOAYKENTPIKHZ,
MNPOONTIKHZ MENETHZ

Toadartakn X.%?", Aadapivn A.**", Mrokr K.*3, HAlérrouAog A.%, Spnkakng I1.1.%°,
Tektovidou M.-*°, Fewpyouvtiog A.5, BouAyapn I1.7, Osdtikog E.5, Manayopag X.°,
AnuntpovAag T.%%, Kataédakn E.*., BooBotékag .12, MnoUumag A>3,
BaotAorrouAog A. 2

1 Kowo lMpoypauua Peuuatodoyiag, latpikr SyoAn AdSnvwy, EKIMA

2 Movadba KAwvikric Avoooloyiac - Peupatoloyiacg, B’ MadoAoyikn KAwvikr katw Ouwvuuo
Epyaotnpto, Inmokparteto INA, Adrva

3 Peupatodoyikn KAwvikri, Noookoueio StouavoyAeio, Adrva

4 Peuuaroloyikry KAwikn, Noookouegio NIMITE, AShva

> A’ Mponatbeutikn Madodoyikn KAwikn, Aaiké Noookouegio ASnvawv, AShva

6 Peupatodoyikn KAwikn, I. levvnuatdc leviké Noookoueio ASHvag

7 Peupatoloytkn) KAwikn, NN lwavvivwy

8 Peupatodoyikn KAwvikr, levikd Noookoueio AokAnmieio BouAag, ASrva

9 Peupatodoyikn KAwvikr, Anuokpiteto Maveniotiuio Opdkng

10 A’ MaSoAoyikn KAwvikri, AptototéAeto MNavemniotrjto, Osooadovikn

11 Teviko Noookopeio EAevaivac Opidato, ASHva

12 |51wtn¢ PeupatoAdyog, Osaoalovikn

13 A’ MaSoAoyikn KAwvikr, ITN Attikov, Adrva

* lootiun ouvelopopd

EIZATQIH: H yyavtokuttapikn aptnpitida (FKA) eival n cuxvotepn CUCOTNUATIKA QYYEL-
tda kal ta YAuKokopTikoeldr cuveylouv va amoTeAoUV Tov akpoywviaio Ao otnv xpo-
via Beparmeia ™¢. Ta dedopéva yla TV ENMTWON TwV 6oBAPWY CUUBAUATWY OTNV TO-
pela TG vooou mou cuoyxetilovtal pe Tnv dla tn vooo, tn Beparmeia g A TIC cuvvoaon-
POTNTEC TNG elval TEPLOPLOLEVAL.

9 [epihnyers EAevOepwv Avakorviroemv

ZKONOZ tng pelétng: Na pehetnBel MPOOMTIKA N EMIMTWON coBapwY CUUPBAUATWY OE
aoBeveig ue TKA.

MEQ®OAOI: MoAUKEVTPLKN, TTPOOTITIKY UEAETN KOOoPTNG aoBevwy pe MKA. Aebouéva oxeTL-
KA L€ TNV EMMTWON TWV 00RApWY CUUPBAUATWY GUAAEXBNKAV OTO XPOVIKO SLACTNUA LLE-
TagL TNG apXIKAC Kataypadng kaL tng 1" emavektipnong Twy acBevwv.

ANOTEAEZMATA: 118 aoBevelg cuumepAndOnkav otnv LEAETN (Yuvaikeg; 69.5%, péon
nAwia: 76.2 €tn, Stapeon Sapkela vooou: 2.5 £€tn). To pecodlaotnua pHetall Tng apyl-
KNG kal tng 1S emavektipnong Nnrav 1.9 €tn (223.9 acbevo-£tn napakohouBnong). Katd
v 1" emavektipnon, 49.2 % twv acBevwy cuvexlayv va AaUBAvouv YAUKOKOPTLKOELSY,
evw 13% Kat 5% Aappavav pn-BLlohoykouc kat Blodoykolg mapdyovTtes avtiotoxa. 51%
elxav Slakoel Ta KopTkooTepoeldn Kat 45% OAeC TG Beparmeleg evw UTIOTPOTIEC KATA-
ypadnkav oTo 28% twv acBevwy Katd tnv 11 emavektipnon. Katd to Sldotnua tg na-
pakoAoVBnong, mapatnenbnkav 6 kapdlayyelakd cuppapata (enintwon 2.7/100 acbe-
velc-€tn), 7 coPBapéc Aotpwéelg (3.1/100 aobeveic-€tn), 2 Aoluweelg anod £pmnta {WoTtr-
pa (0.9/100 acBeveic-£Tn) kat 5 kakonBeleg (2.2/100 acbeveic-€tn). Emiong, kataypadn-
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KoV 4 00TEOTMOPWTIKA Katdypata (1.8/100 acBevelg-£tn), 2 aveuplouata Bwpakikig
aoptr¢ (0.9/100 acbeveic-€tn) evw 4 aoBevelg avémtuav Takxapwdn Awaprtn (1.8/100
aoBeveic-étn) kat 10 acbeveic (4.4/100 acbeveic-€tn) ooteondpwaon UETA TV £vapén
TwV YAUKOKOPTIKOELSWV. Kataypddnkav 7 voonAeiec (3.1/100 acBeveic-£tn) evwy cUVOAL-
K& onuelwdnkav 10 Bdvatol onolacdnnote atttoloyiag (4.4/100 aoBeveig-£tn).

IYMMEPAZIMATA: S qUTH TNV TPWTN LEYAAN TIPOOTTTIKY, TTIOAUKEVTPLKN LEAETN AcBeVWV
te FKA otnv EAAGda, evoladEépovta oTolXela OXETIKA PE TNV EMMTwon cofapwy cuupa-
HATWY 0TnV opdda auTwy Twv acBevwy. AvadelkvUeTal, emiong, To coBapd TPORANUA
NG HAKPOXPOVNE XPNong YAUKokopTikoeldwv kabwe 50% meplmou Twv acBevwy cuveyL-
{av va AapBavouv YAUKoKopTLkoeldn evw 28% Tapouciocay UTIOTPOTH KOTA TO XPOVIKO
SLaotnua Tng mapakohovBnong.

EYXAPIZTIEZ: H pelétn xpnuatodotibnke ev pépet EAAnvVikr  Peupatoloyikn
Etalpeia kat EmayyeApatikr) Evwon PeupatoAdywv EAAGSog (EPE-EMEPE) kat Tov EWSikod
Noyaplacuod KovSuliwv Epeuvag [EAKE] Tou Mavemiotnuiov ABnvwy (Emiot. YrevBuvog
A. Bacilomoulog, KE 12085/12086)

EA4: TO ZHMATOAOTIKO MONONMATI TGF-B1/SMAD :THN ANCA-
IXETIZOMENH ZNEIPAMATONE®PITIAA

XalAkia A.%, FakiortoUAou X. 2, Koupviwtng 4.2, AAe§akou 2.2, BaotAdrouldog A3,
NMetpag A.*

1 Nepoldoyikn KAwvikn, I.N.A Inmokpdrteto, ASriva

2 A’ Epyactijpto MNadoAoyikng Avatouikng latpikn ZxoAn Mavemniotnuiov A9nvwv ESviko &
Kamodtotplako lMavemiotiuio AOnvwv

3 Movadba KAwvikrc Avooodoyiag-Peuuatodoyiag, B' Madodoyikry KAwikn kat Ouwvuuo
Epyaotrpto, latpikn SxoAn EKMA, ASnva

9 [epihnyers EAevOepwv Avakorviroemv

EIZATQMH: O auéntikdg mapdyovtag petaoxnuatiopou-B (TGF-B1) amotelel pia mAEL-
OTPOTILKNA KUTOK{VN, PE Slakpltoug poAoug otny (vwon kal T dAeypovn, mou Spa HEow
TOU oNUaTodoTIKOU povoratiou Smad otn vedplkr) maboyevela.

ZKONO3: H Stepelivnon tng ékdppaong tou TGF-B/Smad povornatiot otnv ANCA-oxeTlo-
pevn omelpapatovedpitida (AAGN) kat otnv aflohdynon tng otn vedpikn PAGRN Katd tn
Slayvwaon kat otnv e€EAEN TNG.

ME®OAOZ: AfloAoynoaLE TNV AvVOooioToXNULKY €kbpacn Twv TGF-B1, dwodopuAlwuUE-
vn Smad3 (pSmad3) kat Smad7 nuutocotikad Kat moooTikd o 11 Bloieg vedpol Ue
AAGN, Kal TOL QTTOTEAECUATA AVOAUONKAY OTATIOTIKA e BACN KAWVIKOEPYATTNPLAKES TTa-
PQLETPOUC.

ANOTEAEZMATA: H ékdpaon twv TGF-B1, pSmad3 kat Smad7 eivat auénuévn otig Blo-
Wieg vedbpou pe AAGN, oe oxéon He UYLELG LAPTUPEG KaL e AANEG OTIELPOUATIKEG TIAON-
o€lG. H omelpapatiky ékdpacn tng pSmad3 onpelwveL TIPOTIUNTER EKPPACH OTA LECAY-
YELOKA Kat evEoBnAlakd KUTTAPA Kal N €viacn TNG XpWong OXETWETAL e TN ohALPLKNA
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onelpapatookAnpuvon (p=0.000) kat tn Stdpeon ivwon (p=0.030). H ékdpaon tng S-
mad7 KataypAadeTal HETPLO 1] EVTOVN Kol OXETIETAL € TO TTOCOOTO UNVOELSWY OXNATL-
opwv (p=0.033) kat tnv éktaon tng WiIdoeldng vékpwong (p=0.000). O TGF-B1 ekdpdle-
TAL OTA TIEPLOWANVAPLAKA TPLXOELSH YUPpW artd TEPLOXEC cwAnvitidag, kabBwg koL otn Std-
pean tvwon. Eniong, n ékdpaon tou TGF-B1 0To OMElpAPA OXETIOTNKE EVTova UE TNV Tl-
1A tne kpeatvivng (p=0.019) kat tng mpwteivoupiag (p=0.008) katd tn Stdyvwaon. 1o té-
Aog tou follow-up (Stdpecoc xpovog 5 €tn) N T TS KPEATWVIVNG oUVSUACTNKE UE TNV
gvtaon t¢ pSmad3 (p=0.05) kat n T ™ mpwrteivoupiac pe tnv évtaon tou TGF-B1
(p=0.005), evw n évtovn xpwaon tg Smad7 dpavnke va Spa MPOoTATEUTIKA 0T Slatrpn-
on tou eGFR (p=0.055).

IYMMNEPAZIMATA: To onpoatodotikd povomatt TGF-B/Smad elval evepyomolnpévo otn
AAGN kal daivetal va oxeTileTal Le Tn vedpikn BAABN Katd Tn Stdyvwaon, Kabwe Kal otnv
€EENLEN NG vedpLkng vooou.

...............................................................................................................

EA5: AEAOMENA ANOTEAEZMATIKOTHTAZ TOY MEPOLIZUMAB 2THN
HQZINO®IAIKH KOKKIQMATQZH ME MOAYAITEITIAA (EGPA).
H EMMEIPIA ENOZ KENTPOY

Navaywwtonouvdog A., Koutowavag X., ToaAanakn X., Avtwvdrou K., Owudg K.,
Mavupéa E., BaotAdmouAog A.

Movadba KAwikri¢ Avoooloyiag - Peupatoloyiag, B’ Madodoyikr KAwikn
ko Ouwvupo Epyacotnpto, latpikr SxoAn EKMA, Inmokpateto INA, Adrva

EIZATQIMH: H Hwowobhikr Kokkiwpdtwon Me MoAuvayyetitida (EGPA) elval pia cofapn
popdr) ANCA ayyelitidag, avBekTIk OTNV HAKPOXPOVLA aywyr UE YAUKOKOPTLKOELSH.
Mpoodata, To LOVOKAWVIKO avtiowpa eévavtl Tng IL-5 Mepolizumab éxel mapet enionun
€ykplon yla tnv Bepameia tg EGPA. Ta Sedopéva kabnuePIVAE TTPAKTLKNG Ao TNV Xopn-
ynon tou o acBeveig pe EGPA elval meploplopéva.

9 [epihnyers EAevOepwv Avakorviroemv

ZKONOZ tng peAétng: Na pehetnBel n aoddAela Kol OTTOTEAECUOATIKOTNTA TOU
Mepolizumab oe aoBevelg pe avBektikr) EGPA.

ME®OAOI: Avadpoptkr) LeEAETN aoBevwy pe avBektiky EGPA mou éhafav Mepolizumab
0TO KEVTPO pag (Immokpdtelo TNA). Kataypddnkay Ta emdnuoAoyIKE XapaKTNPLOTIKA
Kol 6eSopéva TG vOooU TIpLV Kot 12 pAVEC LEeTA TNV xoprnynon Mepolizumab (Stdpkela,
T(POGPBOAN) CUCTNUATWY, APLOUOC UTTOTPOTIWY, LOTOPLKO AVOEKTIKOU AOOUATOC OTA KOPTL-
Kootepoeldn, elbog Beparmeioac kat d6on yAukokoptikooeldbwy, Seiktng evepyotntac B-
VASV3, 0 amoAuToc aplOuog nwaovodpidwy, S6on yAukokoptikoeldwv mpty (TO) kot 12 un-
veC (T12) petad tnv évapén tou Gpappdkou).

ANOTEAEZMATA: 5 aoBevelg pe EGPA (yuvaikeg 100%, péan nAtkia 53 €Tn, YEVIKEUUEVN
vOoo0¢g 100%, péon Sldpkela vooou: 14 €T, LoToplkd aoBuatog: 100%, LOTOPLIKO PLVIKWY
moAuTtodwv: 60%) cupmepAndOnkay otnv PeAETn. OAol ol acBeveic elyav LoTopLkd av-
BekTikoU acBuatog ota yAukokopTikoeldn. To 80% twv acBevwv (4/5) elxe AaBet oto ma-
peABOV avoookataoTaAtikn aywyn (alabelompivn, kukhodwodbauidn, pebotpetdtn) evw
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3/5 (60%) eixav AaBel Tov povokAwviko Tapayovta Omalizumab (anti-IgE) pe avenapkn
avtanodkplon. O HECOG aplOUOG UTIOTPOTIWY TPV TNV xopriynon tou Mepolizumab rtav
3.4. Kata tnv Stapketa xoprynong tou Mepolizumab, 6Aot ot acBeveic eAduBavay yAu-
KOKOPTLKOELST (Léon nueprota 66on otnv évapén: 8 = 4 mg) evw 2 aoBeveilc eAdppavav
kat mycophenolate mofetil (40%). 3 aoBevelg ehafav apyxikd 6on 100 mg/urva mou au-
€NOnKe 6 pRveg petd oe 300 mg/unva. AWSeKa HAVEG UETA TNV évapén NS aywync, 3/5
aoBevelg ouvéxlav tnv aywyn pe Mepolizumab (60%). Aev mapatnpndnke petaBoln
oTNV evepyoTnTa t¢ vooou (BVASV3: amd 3.4 £ 2.1 0e 3.4 + 5, p = NS) evw avtiBeta na-
paTNPRONKE GNUAVTLKA Helwaon oTn 660N TwV YAUKOKOPTIKOELS WV (a6 8 + 4 mg os 4.8 +
4.6 mg, p = 0,01) KoL 0TOV QITOAUTO aPLOUO TwV NWowodAwy (armd 1188 + 918 mm?3 oe
103 + 65 mm3, p = 0.04). To Mepolizumab rjtav kahd avekto kat otoug 5 aoBevelc, xwpig
eudbavion mapevepyelwy. Abo aocBeveic Stekodav tnv aywyr (40%) Aoyw avemapkoug
QVTATIOKPLONG.

IYMMEPAIMATA: Se pwa pikpr) opdda acBevwv pe avBektiky EGPA, n xopnynon
Mepolizumab cuvobelBnke amd kAwikr BeAtiwon oto 60% (Kuplwg Tou avBeKTIKOU
aoBuaTog) pe TaUTOXPOVN HElwan TG 5G0NC TwV YAUKOKOPTIKOEWO WV (KaTtd 60%) Kal Xw-
plc TNV epdAvVIoN MAPEVEPYELWV.

EYXAPIZTIEZ: H peAétn xpnuatodotnBnke ev pépet amd tov Ewdikd Aoyaplaopd Kovou-
Alwv Epevvag [EAKE] tou Mavemiotnuiov ABnvwv (Emot. YrevBuvog A. Baol\omouAog,
KE 12085/12086)

EA6: ZYTKPIZH THZ AZDAAEIAZ KAl THZ ANOTEAEZMATIKOTHTAZ TQN
AIAGEZIMQON ANOZOKATAZTAATIKQN 2XHMATQN ZYNTHPHZH2
THZ YOEZHZ XTHN ANCA-AITEITIAA: META-ANAAYZH

I. MrtéAAoc?, IN. MrtoAétngt?, 2. Aovakn™?

9 [epihnyers EAevOepwv Avakorviroemv

1 EYviko kau Kartodiotplako Mavemntotiuto Adnvwv
2 KAwikn) Nepodoyiog kat Metauooxeuanc Neppou, «Aaiko» Noookoueio
2 Ne@poldoyiko Tunua, Maveniotnuiakd Noookoueio «ATTIKOV»

ZKONOZ: Na ouykplBel n amoteAeopatikdTnTA KoL N acdAAela Twv Slabopwyv avoooka-
TAOTOATIKWY OXNHATWY TTOU Xpnolpomotlouvtal yia tn Statipnon tg udeonc oe aoBevelg
e ANCA-ayyelTida.

AZOENEIZ - MEGOAOI: >tn peta-avaAuon autr cURIEPLEANGONoaY TUXOLOTIOLNEVES
eheyxouevec pelétec (TEM), mou adopovoav eviiikeg aoBevelg pe ANCA-ayyetitida, ot
ormotot elxav metvxel Ldeon TNS vooou kal eAdpBavay Stadopa BepameuTIKA oXAATA
ouvtnPNoNC. ArokAelotnkay, ol acBevelq e NWOWVODIALKY KOKKIWUATWON Kol TIOAUQY-
Veltida kal autol mou eiyav kataAnéel o xpovia vedpikr vooo tedkol otadiov. H cu-
xvotnta eudavion umotponnc (Ueilova i omoladoTe UTIOTPOTTH) KAl TO XPOVIKO SLd-
OTNHA XWPLE UTIOTPOTTH ATAV Ol KUPLEG TIOPAUETPOL TTOU HEAETHONKAY, VW SEVTEPEVOV-
TWE MEAETABNKE N cLXVOTNTA EUGAVIONC CORBAPWY AVETIOUUNTWY EVEPYELWV.
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ANOTEAEZMATA: H peta-avaluon Baociotnke og 10 avadopég, oL omoleg meptypddpouy
Ta anoteAéopata 7 TEM, mou mepltéAdaBav 752 acBeveic pe ANCA-ayyetitida. H xpovikn
nieplodog eAelBepn UTTOTPOTIAG TAV CNUAVTIKA ULKPOTEPN 0ToUC acBeveic mou eAdupa-
vav Bepamnela pe alobelompivn (HR: 2.11, 95% Cl: 1.19-3.74), | uebotpetatn (HR: 2.51,
95% Cl: 1.24-5.08), 1| pukodatvolikd o€l (HR: 3.57, 95% Cl:1.70-7.46) GUYKPLTIKA HE QU-
ToUG ou eAappavay rituximab. Y& clykplon pe To LUKODALVOAKO 0EU KaAUTEPN EKBacn
elxav ol aoBeveig mou ftav umod Beparmeia cuvtipnong ue alabetompivn (HR: 0.59, 95%
Cl: 0.37-0.94),  kukAodwodbauidn (HR: 0.39, 95% Cl: 0.20-0.75) 1§ leflunomide (HR: 0.30,
95% Cl: 0.11-0.84). JuykpLTIKA Ue Toug aoBevelc mou eAappavay rituximab, o kivbuvog
ekdNAWONG UTIOTPOTIAG ATAV 2 GOPEC LEYAAUTEPOC CAUTOUC TToU eAdpBavay alabelompi-
vn (OR: 2.15, 95% Cl: 1.00-4.59) kat 4 $opEG PeyaAUTEPOC LE TO LUKOdaLVOALKO oL (OR:
4.42,95% Cl: 1.63-11.94). 3& clykplon Ue Toug acBeveic Lo Bepameia pe rituximab, o
Kivouvog epdaviong Lellovag UToTpomn G NTaV 2 GopEC UPNAOTEPOG 0TOUC 0GBEVELS TTOU
ehappavayv alaBelonpivn (OR: 2.39, 95% Cl: 1.10-5.19), 3 dpopég uPnAOTEPOC G AUTOUC
Tou eAappavayv pebotpetdtn (OR: 3.18, 95% Cl: 1.14-8.89) kaL 5 dopec uPnAdTEPOC oaU-
TOoUG ou eAdpBavay pukodatvolkd ofu (OR: 5.20, 95% Cl: 1.65-16.37). H cuyvotnta
TwV coBapwv averBuuNTwy evepyelwy de SlEdepe HETALL TWV EMIUEPOUC BepameuTL-
KWV OXNUATWVY.

ZYMMNEPAZIMA: To rituximab daivetal OTt elval 0 TLO AMTOTEAECUATIKOG AVOCOKATAOTAA-
TIKOC mapayovtag yia tn Statrpnon tg Udeong oe acBeveig ue ANCA-ayyelitida, xwplg
KOOTOG 0 OTL adopd TN CUXVOTNTA TWV CORAPWY AVETILOUUNTWY EVEPYELWV.

EA7: ZYTXPONIKH, ZYTKPITIKH MEAETH MNOIOTHTAZ ZQHZ AZOENQN
ME ANCA AITENTIAEZ KAl PEYMATOEIAH APOPITIAA

NavaywwtonovAog A.Y, Owudg K., Apyupiou E.2, KapdAa N., XaAkid A.*,
Mavupéa E.%, Metpag A.°, Mrrovurnac A.%*, BaotAérnoudog A.*

9 [epihnyers EAevOepwv Avakorviroemv

1 Movadba KAwikri¢ Avogoloyiag - Peupatodoyiag, B’ MadoAoyikn KAwvikn kat Ouwvuuo
Epyaotrpto, latpikr SxoAr EKIA, Itmokpdteto INA, Adrva

2 A’ Mavoloyikn KAwikrn, latpikr ZxoAn EKMA, Adnva

3 Peupatodoyikn Movada, TN SiouavoyAeio-Apodio QAEuwvyk, Adrva

4 Movada KAwvikrig¢ Avoooldoyiac-Peupatodoyiag, A’ Madoloyikn KAwikn, latpikn ZxoAn EKMA

> Nepoldoyiko Tunuea, NNA Inmokpdrteto, ASHva

EIZATQIrH: Ot ANCA oxetilopeveg ayyetitideg (ANCA Associated Vasculitides - AAVs) -
VaL oTtAVLIEG 0oPBapeG popdEG ayyelitidag. Evw UTAPYEL EKTEVIG EPELVA YLA TNV TTOLOTN-
ta {wng Twv 0.oBevwy Pe AAVs, Sev UTIAPXOUV CUYKPLTIKA SeSopéva tng motdtnTag {wng
QUTWV TWV 00BEVWV PE eKELVN TWV aoBevwy e AAAEG PEUMATIKEG TIOON CELG.

2KOMNO3: $Komog aUTHG TG LEAETNG lval n olyKpPLon TG TtototnTag {whS Twv a.oBevwv
pe AAV pe ekeivn Twv aoBevwv pe xpovia dAeypovwsdn apbpitda, énwe n Peupatost-
61¢ ApBpitida (PA).

MEQ®OAOI: MoAUKEVTPLKA, CUYXPOVLKN HEAETN aocBevwy e AAVs kal PA Tou mapako-
AouBouvral evepyd os 3 Tpitofaduta kévtpa avadopadc. Ta dedopéva anod 1007 uvyleig
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‘EAANveG paptupeg and tnv BiBAoypadial xpnotpomnotidnkav wg Lotopikr) opada eAEy-
xou. H oxetil{opevn pe tnv vyeia mototnta {wr¢ (Health Related Quality of Life-HRQoL)
alohoynOnke pe to epwtnuatoloylo SF-36 (Short Form 36 Health Survey), to omolo me-
pAappavel 8 topeig mou Stapopdwvouv §U0 CUVOTTIKEG KALUAKEG, TLG KALLOKEC TNG Zw-
patikig (Physical Component Score — PCS) kat Wuxwkng (Mental Component Score — M-
CS) Yyelag. H evepyotnta tng vooou atloloyndnke pe to epwtnuatoloylo Birmingham
Vasculitis Activity Score version 3 (BVASv3) yla tig¢ AAVs kat pe to DAS-28-ESR yia tnv
PA gvw n opyavik BAGBN kal AeltoupylkoTnTa LE TO EpWTnUaTtoAOyLlo Vasculitis Dam-
age Index score (VDI) kat Health Assessment Questionnaire score (HAQ) avtictolya.

ANOTEAEZMATA: ZuunepA\ndOnkav 66 acBevelg pe AAVs (GPA 62%, MPA 29%, EGPA
9%, yuvaikeg 56%, péon nAkia 63.4 £Tn, YEVIKEUPEVN VOOOG 74%, LEaN SLAPKELD VOGOU
6.2 £€tn, oe Lbeon 73%) kat 71 acBeveig pe PA (yuvaikeg 56%, péon nAkia 63.3 €tn,
Ubeon 72%). Zuvolikad, kat ot SUo opadeg acbevwyv pe AAVs katl RA elyav onpavtika
MELWMEVN TtoldTNTa LW 0 CUYKPLON LLE TOUG LYLELG papTupeg (p<0,005), evw oL a.oBe-
velg pe PA elxav xapunAotepeg Babuoloyieg oe clykplon pe Toug aoBeveig pe AAVs (p
<0.005). e aoBeveig pe AAVs, ev untrpée dltadopd otnv motdtnTa {wng LETAf eKElVWV
pe evepyd (BVAS> 1) kat avevepyd (BVAS <1) vdoo [eKTOG Ao Tov TOER TNG {WTKOTN-
tog (55.0 + 21.8 évavtl 67.2 + 20.7, p=0.038)] evw 00Beveig pe evepyo PA (DAS28-
ESR>3.2) eixav xelpotepn moldtnta {wr¢ o€ CUYKPLON LE EKELVOUG O€ XAUNAN EVEPYO-
tnta (DAS28-ESR<3.2). Ot acBeveig pe AAV pe avénuévn BAGBn (VDI>3) Bpeédnke va
€xouv xapunAotepn Babuoloyia PCS o clykplon pe ekeivoug pe ehayiotn BAAGBn (VDI
<3), (33.9 £ 10.1 évavtL 49.1 + 10.2, p = 0,000), evw ot a.cBeveig pe PA kal augnuévn
BAABNn (HAQ = 0.75) elxav xaunAotepn Babuoloyia toco PCS oo kalt MCS og oUykplon
pe ekelvoug pe ehayiotn BAGBn (HAQ < 0.63), (35.0 + 7,2 évavtL 48.4 + 8.6, p <0.0001)
kat (40,5 + 8,6 EvavtL 48,2 + 7,6, p <0.0001) avtiotowxa. EmumAéov, oL aoBeveig pe PA kot
auénuévn BAABn eixav xapunAotepn Babuoloyia oTov TOUEX TOU CWHATLKOU TTIOVOU OE
olyKpLoN e Toug acBeveilc pe AAVs (37.7 + 28.6 évavtL 61.2 £ 29.5, p=0.024).

9 [epihnyers EAevOepwv Avakorviroemv

IYMMEPAZMATA: Tooo ol aoBeveic pe AAVs 600 Kal pe RA mapouotalouv eMNPeEQACUE-
vn olotnta {wng o€ OXE0N LLE TOUG UYLELG LAPTUPEC. 2TNV opada Twv acBevwv AAVS, n
noldtnta {wHG CUOXETIOTNKE TIEPLOCOTEPO HE TNV opyavik BAGBN Kal AlyOTEPO HE TNV
€VEPYOTNTA TNG VOOOU, EVW oTNnV opada tng RA n molotnta {wnG CUCXETIOTNKE Kal UE
TI§ V0 mMapAPETPOUG. Tal OMOTEAEOUATA AUTA TOVI{OUV TNV QVAYKN VLo TILO OTTOTEAE-
OUATIKEG Bepameieg otoug aoBeveic pe AAVs, mou Ba pmopolcav va AmoTpEYPOUV TN
xpovia BAGBN kat va BeAtiwoouy tnv molotnta {wnc.

EYXAPIZTIEZ: H pehétn xpnuoatodotnbnke ev HEpeL amo tov ElSiko Aoyaplacuo Kovou-
Alwv Epeuvag [EAKE] Tou Navemotnuiov ABnvwv (Emiot. YrievBuvog A. BactAomouAog,
KE 12085/12086)

BIBAIOTPA®IA: 1. Pappa, E., Kontodimopoulos, N. & Niakas, D. Validating and norming
of the Greek SF-36 Health Survey. Qual Life Res 2005;14:1433-8
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wybouses ojenés Boaler, 7, KA'I'OIOI THE AMEIAZ KYKAO@OPIAL: AboVie Deutschland GmbH & Co K5, Knollstrasse,
67061 Ludwigshalen, leppavie. 8. APIGMOE(OI) AAEIAL KYKAOOGOPIAZ: EU/1/9/1404/001. EU/1/19/1404/002.
ELA1/1914D4/003, ELL/1/19/1404/004. EUA19/1404/005. 9. HMEPOMHNIA NPOTHE ETKPIZHI/ANANEQEHE THE
ABEIAE: H i e, Eypiorc 16 Aexep@piou 2015, 10, HMEPOMHNIA ANAGENPHEHE TOY KEIMENOY: 05/2021.
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R IXA o ® ZIYNOMTIKH MEPIAHYH TON XAPAKTHPIZTIKQN TOY MPOIONTOX
" N |

v To papuako autd TeAel UG OUPTTANPWIATIKY TTapakokoUBnon. Auto Ba sTiTpEWel TO Ypryopo

npoodlopopd vEwv mAnpopopldy aopalens. Znteital and ToUg emayyehuatieg Uyeing va

rituximab avagépouv omoleodnmote mBavohoyoUpeves avemBuunTteg evépyeiec. BA. napdypago 4.8
yla TOV TPOTIO avVaPopac avernBUPNTWY EVERYELDY.

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZ: Rixathon 100 mg mukvd Suidhupa yia nopaokeun SiahUpatog npog €yyxuon Rixathon 500 mg mukvd dudhupa yia
napaokeur] SlahUpatog pog £yxuon 2. NOIOTIKH KAI NOZOTIKH ZYN@EZH: Rixathon 100 mg mukvd SidAupa yia mapaokeur] SlaAupatoc npog yyuon: Kade
plakidio Twv 10 ml mepléxet 100 mg rituximab. Rixathon 500 mg nukva SidAupa yia napaokeun Sakopatoc npoc £yyuon: KaBe guakibio twv 50 ml nepiéyet 500 mg
ntuximab To rituximab gival £va ¥aipiks povorhwviKo aviiowya puoc/avBpwou ToU MapayeTal Pe Ty TEXVOAOYID TG YEVETIKTC UMYAVIKTS KOl QvTIMpoownelel
pia yhukofuhlwpévn avoooogaipivn pe oTaBepéc meployéc avBpwmvng lgG1 kal alnhouyieg petaBAnTig mepuoync ehappwv kal Bapswv ahlowv puikig
npogheuang. To avTiowpa mapdyetal and evawwpnua kahheépyelag kuttdpwy Bnhaomiol (Chinese hamster ovary) ko kaBapiletal pe ypuwpatoypapio ouyyeveing
KoL avtahhaync ovTwy, oupnepthappavopgvuy Sndkaowy adpavoroinong kol anopdkpuvang Twv ey wv. Exboyo pe yvwotr) dpdon: Kabe puakibo Twy 10 ml
nepiéyet 2,3 mmol (52,6 mg) vatplou. KaBe prakidio twv 50 ml nepiéxel 11,5 mmol (263,2 ma) vatplou. Ma Tov mARpn Katdhoyo Twv ekdaywy, Bh. mapaypago 6.1.4.
KAINIKEZ NAHPO®OPIEE. 4.1 Ozponeunikég evdeifeic: To Rixathon evieikvutal oe evijlked yia Tic napaxdtw evieifeic: Mn-Hodgkin Aépgpwpa (NHL): To Rixathon
evBeikvutal yia ) Bepansin pn npoBepansupévav evihlkwy aoBevav pe olwdec Aéupupa otadiou -V o ouviuaopo pe ynuetoBepanela. H Bpanela ouvripnone
W& Rixathon evBelkvutal yia ) Bepanela evnAlkwy aoBeviv ye olwdeg Aéppwpa ol onolol avianokpiBnkav om Bepanela pddou. To Rixathon evielkvutal we
povoBepaneia yia m Bepanein evihikwy aoBevav pe ofwdn Aeppwypata otadiou -V nou eival avBexTikd o ymueloBepancia 1 mou eival ot Geltepn f oe
£nakahoudn unotponr Petd  ynuewBepansia. To Rixathon evielkvutal, os ouvBuaopd pe ynuewBepansio CHOP (kukhopwopapidn, GoEopoupuwivn, Buvkplativ,
nipedvifohdvn), yio T Bepanein evnAkwv aoBevav pe didxuto wn-Hodgkin Aéupwpa ané peydha B kuTtapa pe Betké CD20. To Rixathon oe ouvduaopd pe
énualoazpunsm gvBeikvuTal yia T Bepaneia nadiaTpkdav aoBevav (Nhking = 6 pnvav £we <18 eTwv) pe un npoBepaneupgvo, Mpoywpnuevol oTadiou pe Bemikd

D20 Suiyuto Aéppuwpa and peyaia B-kUttapa (DLBCL), Aéupwpa Burkitt (BL)/Asuyawia Burkitt (oEeia Aeuyala and wpya B-kitrapa) (BAL) f) Aépgpuwpa Tomou
Burkitt (BLL). Xpovia Aeppokuttapikn Aeuyaia (XAMA): To Rixathon oe ouvBuaopd pe ynueloBepaneia evlelkvutal yia m Bepaneia pn MpoBepanelpevy Kol 08
umotponr)/avBekTikwy aoBevav pe XAA. Nepopwopeva Sedopeva eivar aBEoun yio v anoteheopuankdmTa KoL TV aopdhela o8 aoBeveic mou £youv Adpel
nponyoUueyT) aywyr pe povokhovikd avmowpata oupnepihapBavopsvou Tou rifuximab 1 avBexTik@v aoBeviv og mponyolusvn Bepanela pe rituximab ouv
¥nuelBepanein. BAene napdypago 5.1 ya neparépw mhnpopopieg. Peupatoewdng apBpimda: To Rixathon oe ouvBuaopd pe peBotpetdm evleikvutal oe evijhikes
aoBevelc yia ) Bepanela e ooapric, evepyol peupatosbole apBpludac, ol onoiol iyav avenapk aviandkpion 1 duoaveEin og dlha Tpomonomkad ™ véoou
avTipeupanikd gpappaka (DMARD) oupnephappavopévne piag 1 eploooTépwy Beparneldy avaoTohrg ToU Napdyovta vEkpwaong Twy dykwy (TNF). To rituximab £xet
Beifel 0 pewdvel To puBpo eEEMENS NG apBpikng BAABNS, dnwe peTprBnke pe akTiveg X kal BeATOVEL T QUOLKT AEITOUpPYIKOT T, OTAV XOpTYEiTalL 08 ouvBUaopd
e peBotpegat). KokkiwpAatwor Je mohuayyeltida kal pikpookorikr noAuayyeltda: To Rixathon, og ouvBuaopd pe yAukokopTikoeldr), evieikvutal yia ) Bepaneia
evnhlkwy noBevdyv pe oofapr, evepyd Kokkwydtwon pe nohuayyelnda (Wegener) (GPA) kot pixpookorikr ohuayyelinda (MPA). To Rixathon, og ouvBuaopd pe
yAukokopTikoeldr], evieikvuTal yia mv enaywyr g Ugpeong oe nadiatpikols aoBevels (NAwiag = 2 €wg < 18 eTwv) pe coPapr, evepyo GPA (Wegener's) kat MPA.
Kowr néppryn (Pemphigus vulgaris). To Rixathon evdelkvutal yia m Bepaneia aoBeviov pe pétpla £wg oofapr kowr népgiya (Pemphigus vulgaris, PV). 4.3
Avrevdeiteig: Avievieieic ypriong o pn-Hodgkin Aépgpwpa kat ypovia Aepgokuttapikn Aeuyapin: Ynepeuwotnoin omm Spaomikn ouoia i 08 MpwIEiveg puog, 1) oe
Kamow and 1a dika Exdoyn Tou avagepovial omv mapdypago 6.1. Evepyec, copapeg howwEelc (BA. mapdypago 4.4). AcBeveic oe oofapr katdotaom
AVOOOKATAOTOANG, AvTEVDEEElC Yprione ot peupatoeldn apBpitda, KOKKIWUATWOT Pe MoAuayyelutido, JIKPOOKOTUKN Moluayyelnda kal kowr TEPplya:
Ynepeuawbnoia om dpaoTn ouoia 1) 08 MPWIEIVES PUGC, 1) OF KAMOLW amo Ta dhha exdoya mou avapepovial oy napdypago 6.1. Evepyeg, oofapec howwEelg
(BA. napdypapo 4.4). AoBeveig oe oopapn katdotaon avoookataotohic. Zopapr kapdlaki avendpkela (otadiou IV katd New York Heart Association) fj ooBapr, pn
eheyydpevn kapdlakn véoog (BA. napdypago 4.4 avagopikd pe GMe kapdlayyelakég véoous). 4.4 EWdIkEG mpogidomoifoeis Kal mpoQuUAGEEIG KaTd T Yprion.
hpymhaowdmra: Mpokewevou va BeAnwBel n pomhaopomTa Twy BOACYIKLY POPUOKEUTIKGY TIPOIGVTWY, TO dvopa ko o aplBpdc naptidag Tou yopnyoupevou
(apUaKoU TIPEMEL va KaTaypagetal e oagrvela. NMpololoa noAusotiakr Aeukoeykepahondabela: 2e Ghoug Toug aobeve(g, ol onolol Urtopaihovial oe Bepaneia yia
peupatosldn apBpinda, GPA, MPA f kowr népgiya pe Rixathon Ba mpénel va Toug mapéyeTal n kapTa mpoeidornoinang aoBeviw pe kdBe £yyuan. H kapta
npogbonoinong nepihapfdvel onpavikes mAnpogopiec aopdlela yia Toug aoBeveic avapoplka pe Tov mBavd avEnpévo kiviuvo howwEewy oupnephapfavopgnc
kol mg mpoiolong molueoTiakng AsukogykepahomaBewag (MNA). Exouv avapepBel mohl ondviec mepintwoelc Bavamedpag mnpoioloag MOMEOTIORNS
heukoeykepahonabelag (MNA) katomy ypriong Tou rtuximab. Or coBeveic Ba npenel va napakohouBolvim o TakTA SaoTipata yo kaBe véa 1| embewwpgva
veupohoylkd ouprTwparta ) onpeia nou pmopel va umodnhwvouv NNA. Edv undpyer undvowa NNA, Ba mpénel va dakonel dpeoa n MEPLITEPW XOPNYTON LEYDL va
anokAeioBein MNA. O yiatpdc Ba npénel va agloAoyrioel Tov aoBevi wote va kaBopioel edv Ta oupntdpata eival eVBEIKTIKG VEUpOADYIKTIC BUOAEITOUpYING Kal dv
auTd wylel, edv autd eival mBavov va unodnidvouy NNA. H guppouln Neupohoyou Ba npenel va Bewpeital we khvikd eviederypgvn. Eav unapyouv apgipohies,
Ba npénel va yivovial nepaitépi EeTdoeig, petakl Twv omolwy epihapBavovtal n jayviTikr Topoypagia katd mpotiynon pe avtiBeon, n eETaon eykepakovuTiaiou
uypol (ENY) yia DNA tou 100 JC kaBig kal Bladoyikée veupohoyikes extipnoelg. 0 yiatpds Ba npénel va elval og enaypunynon yla supnT@pata nou unodnh@vouy
MNA, Ta omoia o aoBevrc mBavov va unv mapamproet (M. yvwolakd, veupohoyikd 1 guyatpkd oupmtapata). Ot aoBeveic Ba mpénel va oupBoukeliovial va
EVTUEPUVOUY TOUC OUVTPOPOUS ) OUYYEVEIS TOUC OYETIKAG pie Tr) Bepaneia Toug, agol umopel va mapatmprioouy oUPNTGPaTa Ta onola o aoBevic dev yvwpilel Edv
o0 aoBevrc eppavioet NNA, To Rixathon npénel va SlOKOMTETAL 0pIOTIKA. KaTdmv enavapopac Tou avooonomTikol ougTriaTos 08 avoooKaTEoTahEVoUS aoBevelg
pe NNA, £yt napatmpnBei otaBeponoinon 1| ehtuwpéwn £xpaon. Napapével dyvwaoTo £av n Tpwipn aviyveuon e MNA kot n Sakor me Bepanging pe To rituximab
ival mBavd va odnynoel oe ataBeponoinon f| oe BehTiwpévn expaar. Mn-Hodgkin Afpguwpa kal ¥pdvia AepgokuTtapikn Aeuxaitia: 2xeniddueves ye myv Eyxuan
oviidpdoet: To rituximab oyeTifeTal pe o¥ETI(OPEVES e TV £YXUOT avTIOPACELS, 0L OMOIEC evOEYETAL va OYETI(oVTIOL Pe TNV aneheuBEPWOT) KUTTOPOKVAV KO
ahhwv ymukay diapecohapntwy. To olvipopo aneleuBepwang KUTTapokvay evheEXeTalL va pnv Sakpivetal khvikd and Tig ofeiec avnidpaoelg unepevaoBnoiag.
To ouykekplévo olvoho aviidpacswy, To onoio nepthapfavel 1o olvBpopo aneeuBEpwons KUTTApoOKIVIDY, To olvBpopo AUOTS Tou GYKoU, TIC avapUAOKTIKES
avnidpdoelc kal T aviidpdoslg unepeualoBnoiag neprypageTal om ouvexeln. Exouv avapepBei ooBapéc oyeTi{dpevec pe mv £yyuon aviilbpdosic pe Bavampopo
£Kkpaon katd T SIApKeL TG HETEYKPITIKAS Xpriong Tou okeudopatog eviophepiag yopriynone tou rituximab, pe évapin n onoia kupaivetal petagl 30 Aentav £wg
2 Wpuwy PeTd and my EvapEn me npwme eviopheplag eyxuone tou rituximab. 01 avniBpaoslc autég yapaktnpiloviay and mveupovika oUpBAapaTa Kol o oplopEveS
TEQIMTWAELS MepteAdpBavay my Tayeia AUom ToU OYKOU Kal XapakmPIOTIKG TOU OUVBPOHOU AUGTIG TOU OYKOU, EMUITAEOV TOU TIUPETOU, TWV PIYWV, TG UNGTAoNG, TG
Kvibuwang, Tou ayyewoldnpatod Kai Twv dikwy ouprtwudtwy (BA. napdypago 4.8). To coBapd ouvﬁpuuo aneheUBEPWONG KUTTAPOKIVAY Yapaktnpiletal and UuBupﬂ
GUorvola, ouxva ouvobeudpevn and Bpoyydonacpo kal unofin os ouvBuaoud pe MUPeTd, gpika, plyn, kvibwon kal ayyewoidnua. Autd To olvdpopo pnopel va
OYeTIlETOL e Peplkd }opakmploTkd Tou ouvBpopou ADoewc dykou Omwe umepouptyain, unepkahayia, unooBeoTiain, Uneppuopataia, ofeia VEQPLKT
avemnapkela, auEnpevn Tiun yahakTikng apudpoyovaons (LDH), kaBwe kai pe ofsin avanveuoTikn avendpkeia kal Bdvato. H ofeia avanveuoTikr avendpkela propei
va guvobeleTal and oupBapata, dnwe Sapeon mveupovik dinenom 1 oibnua, epgavi oy akTivoypapin Bwpakn. To ouvBpopo ouyva exBnhovetal péoa os pia
G0 wpec and v Evapén me npamg £yyuong. 01 aoBeveic P (OTOPIKG MVELPOVIKTC avemdpkelag i we GujBna Tou nvedyova and dyko mBavdv va avTPeTwifouy
AUENUEVD KivBUvo avemapkoUs anoTehEoUatos Kal Mpensl va avipetwnifovial pe auEnpévn npoooyr. H éyxuon npenet va lakonTetal apuéows oe aobeveic nou
avanTtiooouv oofapd olvipopo aneheuBépwane KuTTapokvay (BAEME Mapdypago 4.2) kol MPEMEL va Yopnysital smBETKN oupnTwpak Bepansin. Enedn n
apyikn PeAtiwon Twy KAWVIKWY gUpnTwpdTey prnopei va akohouBnBel and emdeivwon, ol aoBeveic autol npénel va napakohouBolvial oTeva, PEXPL T0 oUVBPOLD
Mogwe Gykou kal n nveupovikn dmenon va xouv anodpayel 1 anokAeoBel. Metd my niipn Opeon Twy onueiwy kal gupnTwudtwy, n nepalitépuw Bepaneia Twy
aoBevwy omavia £XEL oav anoTEheopa v enavepgdvion cofapou ouvpopou aneheuBépwang kuttapokvay. 0L aoBeveic pe unhd goptio dykou 1| peydho aplBps
(= 25 x10%1) kukhogopolvTy KakorBuv KUTTapwy onwe ol agBeveic pe XAA, ol onoiol evieyeTal va datpéxouv peyahlitepo kiviuvo avamuEng Wiaitepa cofapol
ouvipdpou aneheuBeEpwone kuttapoxkivav, Ba npénel va avtpstwnilovial pe sEmpetikd peyaAn npoooyn. O ouykekpiuévolr aoBeveic Ba npénel va
napakohouBolvial mohd oTevd katd m Suipkela M Mpamg £yyuonc. Ze autolc Toug aoBevelc, Ba mpénet va eEeTAleTal To eVOEYOUEVD SROPUOYNC PELWUEVOU
puBuol Eyxvang Katd Ty Mpwn £yxuon 1 daipeon e Goang oe dlo pEpes kata ) Sidpkela Tou MpwToU Kikhou Kal omowvBnnoTe enakdhouBuwy KUKAWY, GV O
aplBpdc Ty AepgokuTTapwy eEakohouBel va eival = 25 x 1091, ‘Exouv mopampnBel avemBupntes evépyeled ohwv Twv sliuv oyeTGUEVES Pe TV £yyuan
0€ TIOo0O0TA 77 % Twv aoBevav mou £haBav rituximab (oupnephappavopévou Tou ouvdpopou anelsuBEpwanc KUTTapoKV@Y, Je ouvodd unidTaon kol Bpoyydomaopo
o0& nogootd 10 % twv agBevav) BAéne mapdypago 4.8. Ta gupntduata autd eival ouviiBwe avagtpsipa pe rq\ Blakorm) g £yxuong rituximab kal T yoprynon
£VOC QVTINUPETIKOD, EVAC avTuoTapvixol kol evioTe, ofuydvou, eviopheBiou puolohoyikol opol 1| BpoyyoSlaoTahTikay kal yAUKOKOpTIKoEIGWY, epdoov anareial.
Mapakaholpe dopacTe avwiépw yia To olvdpopo aneheuBEpwong KUTTapoKvav yia coPapec avridpdoelg. Metd and eviophefa yopriynon mpwisivav o
aoBeveic €xouv avapepBel avapuAakTikES kal Alheg avibpdoels unepeuaobnoiag. Ze aviiBeon pe To olvdpopo aneheUBEpWONG KUTTOPOKWGY oL ahnBeig
avnidpdoslc unepeuawoBnoiag sppaviiovial YopakmploTKa péoa og Mya AenTd and v EvapEn mg £yyuonc. GapuakeuTikd MpoidvTa yia v avTILeTwon Twy
avnibpdoewy Unepeuaiobnoiag, dnwe emveppivy (adpevakivn), aviugTapwikd kol YAUKoKopPTIKOEWDN, Mpenel va eival SlaBEoa yia dpeon xprion og nepinTwan
eppavions alhepyikng aviidpaong katd m yoprynom tou rituximab. Ot khvikée exnhwoeig e avapuhakiog pnopei va sival mapopoles e TG kKAVIKES exdnAwoelg
Tou ouvBpdpou aneheuBEipwanc KUTTapokvy (Meprypagetal mo navw). Ot ovndpaosic mou anodidovial og unepeumoBnoia £xouv avagepBel AyaTEpo ouyva og
oy£0n We T avTidpdoelg nou anodidovial oto olvBpouo aneheuBEpwong kuTtapokivay. Emmigov avnibpdoei mou avapepBnKay 08 oplojEva MEPIOTATIKA TTaV
£lppaypa Tou puokapdiou, KOATIKY pappapuyr), Tveupovike oldnpa kat ofsin avaotpéyyn Bpopponevia. Eneidn siva duvatdy va napampnBel undraon kata m



Biudpkeln e ¥oprynong Tou rituximab, npénel va eEeTaletal To evleyduevo anoguynS yopriynang aviwnepTaoikol papuakeuTikol 12 dpec mpwv and my £yyuan
Tou Rixathon. Kapdiaxéc diarapayéc: Ze aoBeveig mou akoholBnoav aywyn pe rituximab xouv nopouoiaotei omBdyyn, kapblakec appuBpies, dnwg KoMK
MTEPUYIOPOS Kal pappapuyr, kapdlakn avemdpkela kay £ugpaypa Tou puokopdiou. Emopévws, ot aoBeveig e wTopikd kapdlondBelac kayt kapdloTogikn
¥nuewBepanein mpeEnel va napaxkohouBolvtal otevd. Awartodoyixes Tofiwdmres: Napdho mou 1o rituximab wg povoBepansia Sev elval pUehokaTaoTaATkG, MPEMEL
va BoBei mpoooyn dtav avTipeTwnileTal mepimwon aywyn aobevwy Le oudetepdptha < 1,5 x 1041 kayt pe apBud aonetakivy < 75 x 10%1 kaBwe n khwikn
eUmelpia oe autov Tov MANBUaG eival eploplopéwn. To rituximab yprolporonBrke, anouaia npdkhnone puekotogikdmrag, os 21 aoBevelg mou unepAnBnoav oe
autéhoyn peTapdoysuon puehol Twy ooTwv, KABWOE kal oe dhhec opAded kvaUvoU Pe evBEXOpEVWE TIEPLOPLOLEWT AetToupyia Tou puehol Twv ooTv. Ba Mpénel va
BlevepyoUvTal TOKTIKES /Taméq apatohoyikes efetdoele, oupnephapfavopgvwy Tou aplBpol Twy ouBeTEpopikuy Kal Twv aonetakivy katd ) Gdpkea e
Bepanelag pe Rixathon. AowwaEerg: ToPapeg AopwEele, oupnepthapfavopévuy Ty Bavampopwy, pnopel va ouppody katd  dldpkela g Bepaneiag pe rituximab
(Bh. mapdaypago 4.8). To Rixathon dev Ba Mpénel va Xopryeitat oe aoBeveic e evepyd, oopap AoluwEn (my. pupatiwon, ondaiuia Kol eUKAPLOKES ADIPWEELS, BA.
napaypago 4.3). Ov yuatpoi Ba mpénel va gival okl mpooekTikol éav eEetdlouv  ypron ToU Rixathon oe aoBeveic pe w0Topikd UMoTpomalouowy 1| ypoviwy
howwEewy 1) mpolnapyouowy KATAOTAOEWY 0L OToiEC propei va mpodlaBETouv MEpaTEpW Toug aoBeveic oe Pamd hoipwEn (BA. mopdypagpo 4.8). Eyouv avapepBel
NEPITTDOEL enavevepyonomong nratindag B, oe atopa nou hdpBavav rituximab oupnepihapBavopévwy avapop@y kepauvoBokou nratindag, pe anotéhsopa
Bdvato. H mhelovdmnTa autdv Twy atdépwy exteBnrav eniong oe kuttapotofikn Bepanein. Nepopopéveg mAnpopopieg and pia peheém aobevuv o Unotpom/
avBekTawy pe XAN unobewviouv otin Bepaneia pe rituximab mBaviv va embevwoel To anotéheopa Twy kipwv howwdEewy and nnatinda B. 0 ekeyyog yia tov 10
mc nnatindag B (HBY) Ba mpénet va Siekdyetal oe 6houg Toug aoBevelc mpv v évapEn mg aywyrig e Rixathon, Autég Ba mpénet va oupmeptAapBdver
Touhdyotov aviyveuon HBsAg kat aviyveuon HBcAb. 0 éAeyyog unopel va oupnepihapBaver kat aAhoug katdAAnAoug DelkTeg oUNPWYa e TIC TOTIKES KATEUBUVTIPLES
obnyieg. Ov agBeveic pe evepyd nnatinda B dev Ba npénet va hapfavouv aywyn pe Rixathon. O opohoyikd BeTikoi aoBeveig (eite yia HBsAg eite yia HBcAD) Ba
NpENEL va oupBouletovTal eldikoUs nnatoAdyoug Mpwv andé my Evapgn ™G aywyng kal Ba npénel va napakohouBolvtal Kal va avTIeTwfovial olpguva je Ta
TOMIKA aTpIKa mpéTuna, @ote va npohappdvetal n enavevepyonolon me nnatindag B. Exouv avapepBei Mol oTdviec NepMTWOELS Mpoiodong MOAUEOTIAKNG
heukoeykepahonabewg (NNA) katd ) Sapkewn yoprynong rituximab o NHL kaw XAA petd mv kukhopopia Tou mipoidvtog (BA. mapdypago 4.8). H mhelogmein Tuv
aoBeviy EAaBav rituximab oe ouvBuaopd pe ynpeloBepaneia f wg PEPOS ping HETAPGOYEUONG apYEYOVWY QUIOTIOMTIKGY KUTTApWY. Avocoroujoe:g: H aopdAsia g
avooonoinong pe sppéha [oviwy Wy, JeTa and Bepanein pe rituximab dev £xet pehemBel oe noBevelc pe NHL kat XAA Kat o epBollaouds pe eppohia {OvTwy 1oy
Oe ouwotdtar O aoBeveic mou £hafav aywyn pe Rixathon propolv va AdPouv eppohia pn {wviwv wv, evioUtowg, pe epfoha pn {wviwv Wy T0 Moo0oTA
QvTamoKkpLoTS Pnopei va pewdolv. Ze pin pn TUQLOMOMUEYT PEAETT, o1 evijAkes aoBeveic oe UnoTpor) pe yaunhng kakoriBewag NHL mou éhafav povoBepansia
Je rituximab, 6Tav ouykpiBnkav pe uylelc oTo okéhog eAeyyou Mou Gev elyav ABEL MponyoUueyn aywyr elyav JKpGTEPO MOOOOTE aVTANGKPIOTIC 08 ePBONAOHE Pe
avapvmoTike epfokiaopd pe aviydvo Tetavou (16 % évavn 81 %), kau Keyhole Limpet Haemocyanin (KLH) 1o veoavtiydvo (4 % €vavnl 76 % oTav ekmpdtor yia =
2 popec alEnom Tou Tithou Tou avnowpatog). Ze aoBeveic pe XAN mBavohoyoUviol mapdpola anotehéopara, Aappdvoviag umdn Tig opoldTTeS peTakl Twv Glo
voowy, GG KATL TETOW Bev £xel BlepeuvnBel ae khvikég dokipég. O péoog Gpog npoBepaneuTikay TITAWY avTIoWHATWY EvavTl piag opddag avtyévwy (Mveupovia
ang oTPEMToKoKKo, ypinmn A, 16¢ napwrindag, 16¢ epuBpag, avepeukoyid) dlampnBnkay yia Toukaylotov 6 priveg petd my aywyn pe rituximab. Aspparikée
ovidpaoeis: ‘Exouv avagpepBel oopapec deppatkeég aviidpdoelg, onwe ival i Tokwn embeppukr) vekpdhuon (olvbpopo Lyell) kat To olvipopo Stevens-Johnson,
OPLOPEVES X TWV onolwv elyav Bavamedpo £kpaon (BA. napdypago 4.8). Ze neprwon epgaviang TETOIOU OUPBAVTOG, TOU EVDEXOUEVWIC OXETIETAL JE TO
rituximab, n Bepaneia Ba npénet va dlakonel oploTikd, Madiarpikds nAnduoyds: Yndpyouv pdvo neploplopéva dedopéva yia noBeve(c nhkiag KATw Twy 3 ETHV.
Bhene Napdypapo 5.1 yia neploodtepes minpogopies. Peupatoeidng apBpinda, kokkiwpdtwor pe noluayyeunda (GPA), pikpookomkn noAvayyeinda (MPA) km
Kkown népglya: MAnBuopol ye peupatoetdn appluda rou dev Exouv Adpel peBotpeEdm (MTX): H xprion Tou rituximab dev ouviotdtal og nAnBuopoUg rou dev
£Youv Aapel ponyoUpewn Bepaneia pe peBotpegatn, debopévou oTi dev xel TekunplwBel pla euvolkn oxéan KIvBUvoU-opeloUS. AVTIGpaoEL nou axeTifovTal e
mv gyyuvan: To rituximab ouvodeletal amd avidpdoelg mou axetilovial pe mv £yyuon (IRR), ot onoiec umopei va ogelhovial oy aneheuBepwon Twv KUTOKIVAY
Kayn ahhwv ynuikaov Siapecohafntiv. Ze aoBeveiq pe peupatoeldn apBpinida exouv avagepBel ooPapec oyeTi{Opeveg pe My £yyuan avuidpacerg (IRR) pe
Bavamgdpo EkBaon PeTd Ty Kukhopopia Tou pappdkou. 2T peupatoeldn apBpitida, ol NEPOOOTEPES OXETIIOPEVES | TV EyYuon avTiGpacel Moy avapépbnkav
0& KAvIKES GokipEc fTav fmag £wg péTpag cofapomrag. Ta Mo ouyvd oupmTpata frav alhepykes aviidpaoels onwe kepahahyin, kvnopde, epeBloude Tou
haot, €Eaym, eEavenua, kvidwan, unéptaan ko mupein. Ze YEVIKEG YpappES, To Mo00oTO Twv acBevawy Tou exdniwoav onowdnmoTe avtibpaon £yyuang fTav
UUMAGTEPO PETA TV TP £yXUoT) ané 6,11 HeTa Tn deltepn £yxuon onoloudnote Kikhou Bepaneiag. H ouxvamTa Twy oXETIOUEVWY He TV EYXUOT) aVTIBpATEWY
SRH) pelwBnke pe Toug enakdhouBoug kikkoug (BA. napaypago 4.8). O avuiBpdoelg mou avapepBnkav Arav ouviBwe avaoTpEPipeg Je T peiwon Tou puBjoy, 1

\QKOTIT TS £YXU0TE ToU rituximab kat yopiynong evog avimupeTikol, vog aviuoTapvikol Kal MeploTaciakd ofuydvou, eviophepiou opou 1) BpoyyobiooTahtikwy
Kat yhukokoptikoebay, epdoov anateital. 01 aoBevels pe npolnapyouoeg kapGlakés ouvBrKeg Kal eKeivol Mo eupavioay MPoNYoUPEVWS KapBIOTIVEULOVIKES
avermBupnTeg evépyeleq MPEMEL va apakohouBolvtal oTevd. Avakoya e T coPapdtnta g oyeT{oeVnS je Ty Eyxuon aviidpaong (IRR) kat Twv anaitoUupevwy
napeppacewy, Mpenet va dlakomel npoowpwva 1) povipa To Rixathon. Z1ig MeploodTepeg MepIMTWOELS 1) £yyuan pmopel va Eavapyioet oe katd 50 % pelwpévo pubpd
(ry. and 100 mg/wpa oe 50 mo/hpa) drav Ta ouprTdpata Exouv ohokAnpwIkd unoxwproel. Ba npénel va undpyouv SlaBEoia paplakeuTIka npoldvia yia my
avTipeTwmion avidpaoewyv unepeualoBnolag, onwg emveppivn (adpevakivn), aviuoTapivika Kal YAUKOKOPTIKOEWD, yia Gueon ¥prion oty miepimwon uiag
ahhepywnc avtibpaomc kata ) yoprjynon Tou Rixathon. Aev umdpyouv dedopeva yia Ty aopalea Tou rituximab oe aoBeveic pe PETpla Kapdlakn avemapkel
(otadiou Il kata NYHA) 1| ooBapn, pn eleyyopevn kapdiayyelakn vooo. Ze aoBeveic mou ehapav Beparmeio pe rituximab, exel mapampnBel n petatpomm
npolnapyouony (oXAIKOY KapdlaKwy KaTAoTAoEWY 08 CUPMITWHATIKES, 6TIWG 1) 0TBAYYT Kal To EUgpayua Wuokapdiou, kabwg emiong Kal KOATIKS pappapuy kat
MTepuyWpoc. ETol, o aoBevelc e yvwoTo kapSiohoyike OTOpIKO, KOL 08 EKEIVOUC TIOU EPpAVIOOV TPONYoUPEVeS kapSloavanveuoTikes avernBUUNTES EVEPYELES,
0 kiviuvoc kapSloyyelakwy EMMAOKWY ToU evexouv o avnibpdoelc yyuonc Ba mpemnel va AapBdvovial undgn mpw ) Bepaneia pe Rixathon ko o1 aoBeveic va
napakohouBolvial oTeva katd ™ Bidpkela ™G yopriynong. KaBwg uropel va eppaviatel undraon katd m Sidpkela Mg £yxuong rituximab, Ba mpénel va Aapfavetal
UGy 1 anopuyT| N OPTYTONC AVTWNERTAOIKWY PaPUAKEUTIKGY 12 WPEC TPty and Ty £yyuon Rixathon. Ot oxeTddpeved pe my Eyxuon avibpdoelc (IRRs) otoug
aoBeveic ue GPA, MPA kal kowr MEpgLya fTav OUVETELS LE QUTEC Mo TapatnpiBnkay otoug aoBeveic e peupatoeidn apBpinda oe kMVIKES GOKWIES Kal amo v
elnelpia petd my kukhogopia (BA. napaypago 4.8). Kapdtakég diatapayéc: Ze aoBeveig mou akohoubnoav aywyr e rituximab €xouv napouciaoTel omBayyn,
KapBlaKES appuBNES, Grwe KOATIKGS TTEPUYIONGS Kal Japuapuyr, kapdlakn avendpxela kayh éuppayun tou puokapdiou. Enopévwe, ol noBeveic We 10TopIKG
Kapdlaknc vooou TPEMEL va apakohouBolvial otevd (BA. Avidpaoelc oy oyeTilovial pe v £yxuaon, napandvw). Aoiwwéeic: Me Baon 1o pmyaviopo Spdong Tou
rituximab ko dedopgvou 6T B kiTTapa naifouv vav anpavTkd poho ot GaTipnan ™S GUOLOADYIKTC QvooohoyIKT|C aMoKpLoTS, oL aoBeveic evieyeTal va datpeyouv
auEnpévo kivbuvo pdhuvaong petd 1 Bepaneia pe rituximab (BA. napdypago 5.1). ZoBapéc howwEele, oupnepihappavopévey Twy Bavampopwy, unopolv va
oupBolv kata ) didpkela MG Bepareiad e rituximab (BA. mapaypago 4.8). To Rixathon Sev Ba mpénet va opnyeital oe aoBeveig pe evepyo, coBapr) hoipwEn (my.
gupatiwon, onaio K eukaiplakeg hopwEelg, BA. mapdaypago 4.3) 1) Bapld avoookateaTahuévoug aoBeveis (my. étav Ta emineda Twv CO4 1 CO8 eival mokd
yapnAd). Oi yiatpoi 8a npénel va sival mohd MpooekTikol 6tav eEgTalouv m yprian Tou rituximab oe aoBeveic Pe wTopikd UnoTpomadouowy 1 ypoviwy AolpwEswy
1| Tipolnapyouowv KaTaogTdoewy ol omoieq Propel va mpodlaBETouy Mepaltépw Toug aoBeveic oe fapd hoipwén m.y. umoyappaopapvapia (BA. napdypago 4.8).
Tuviotdtal va kaBopifovTal Ta enineda S avoooopalping npw my €vapén Mg Beparneiag pe Rixathon. AoBeveig ol omolol avagepouy onpeia kal oUpMTWHATA
hoipwEne petd m Bepansia pe Rixathon a npénet va aflohoyolvial eykaipwe kal va Aappdvouy Ty katdhAnin aywyn. Mplv Gobel évac enakdhouBog kikhog
Bepaneing pe Rixathon, o1 aoBeveic Ba npénel va enavafohoyolvtal yia kabe mbavd kiviuve howwEswy. Exouv avapepBel moll onavieg nepnTwoslg
Bavamedpac mpoioloag MoAUEoTIAKNG Aeukoeykepahonaberag (MMNA) katérw xpriong Tou rituximab yla ) Bepaneia Mg peupatoedolc apBpindac kal auTodvoowv
voouwy, ouunepihappavopévou Tou Zuotnuatikol EpuBmpatwdn Adkou (ZEA) km m¢ ayyeindog. Aowwlerg prarindas B: Exouv avapepBei mepotamka
enavevepyornoinone nratindac B, oe agBeveic pe peupatoetdn apbpitda, GPA kal MPA nou happavay rituximab, oupnephapPavopévioy kat ekeivov pe Bavatnpdpo
£kpaan. 0 €heyyog yia Tov 16 G nnatindac B (HBV) Ba npénet va SiekayeTal oe dhoug Toug aoBeveic mpw my Evapén mg aywyng pe Rixathon. Autdg Ba mpenet
va oupnepihapBavel Toukdyiotov aviyveuon HBsAg kat aviyveuan HBcAb. O éheyyog pmopei va oupmepthapPavel kat ahoug katahknhoug GeikTed oUppwva Pe Tig
Tomikes, kateuBuvpies odnyieg. 01 aoBeveic pe evepyd nnatinda B ev Ba npenel va happavouy aywyn pe rituximab. Or opohoyikd BeTikol aoBevelg (eite yia
HBsAg eite yla HBcAb) Ba mpénel va oupBoukelovial £1diKolq Nratohdyouc mMpw and v £vapn ™S aywyng kat Ba npémet va mapakohouBolvial Kal va
avTpeTwmiiovial olpguva He Ta TOTMKA OTPIKA MPATUMA, ©OTe va mMpohauBdvetal 1) enavevepyomoinan mg nratindag B. Oguwn oudetepornevia: Métpron
ouBetepopitwyv mpw and kaBe kUkho Rixathon, TakTikG pexpl kal 6 prveg petd ) Siakonn m< Bepaneiag, kol petd and onueio f oupmTwpata AoipwEng (BA.
napdypago 4.8). Aspuanikéc avmidpdoeis: ‘Exouv avapepBel ooPapec deppatikég avTiGpacels, onwc eival n ToEKT emudeppikn vekpohuon (ouvdpopo Lyell) kal To
oUvdpopo Stevens-Johnson, oplopéveg ek Twv omoiwy elyav Bavamgopo €kBaon (BA. mapdypago 4.8). Ie mepimiwaon epgdviong TEToloU OUpRAvTOG, ToU
evBeyopevwe oxeTifetal pe To Rixathon, n Bepaneio Ba npénel va dakonsi opwTikd. Avogoroinon: O yuatpol Ba mpenel va enaveletdalouv v katdotaan
gfohiaopol Tou aoBevolc km ol aoBeveic Ba npénel, edv eival duvatdy, va spBohialovial olpguva pe TG 1oxUoUgES kaTeUBuvTnpieg obnyiec avogonoinong npw
mv €vapen g Bepaneiag pe Rixathon. 0 epfolinopusc Ba mpénel va €yel ohokhnpwBel Toukdylotov 4 efdopadec mpwv v Tpwm Xoprynon Tou Rixathon. H
aopdela M avogomnoinong pe eufdha mou mepiEyouv {wvieg wlg, uetd and Bepaneia pe rituximab Gev Eyel pehemBel. Enopevig, o epfolaopds pe eppohia
{wvtwv wv Gev ouvigTatal katd m Sidpkela Bepaneing pe o Rixathon 1) drav unapxet eEdhewn Twv nepipepwwv B kuttapwv. 01 aoBeveig mou happavouy Bepansia
Jie Rixathon prmopo0v va hdBouv eppohlaopol pn {ovTwy JKpoopyaviop@y, evioUTol, Ta MooooTa avTanakplong spBokiuy pn JWvTwy PIkpoopYavIopmY PMopei va
pewwBoly. Ze pia Tuyalomomyugwn ok, ol aoBeveic pe peupatoeidn apBpinda nou £hafav Beparein pe rituximab kat peBoTpegdm eiyav ouykpiowa noooaTa
QVTaMOKPLOTS NS avapvnaTikng Goong pe 1o avirydvo (eupoho) Tou TeTdvou (39 % evavti 42 %), usu&m’vu T0000TA aVIaNGKkplonS o8 eufdhio mohugakyapim
NveupoviGKokkou (43 % évavti 82 % o€ TouhdyloTov 2 opaTUTIOUS TIVEUNOVIOKOKKOU), Kal veoavTiyavou KLH (47 % évavn 93 %), dtav yopnynBnkav 6 pivec peta



10 rituximab ouykpiTkG pe Toug aoBeveic mou AdpBavav pdvo peBotpefdmn. Epdoov o epfohaopoi un {uviwy juKkpoopyaviopwy anamolvial katd m Sidpkela

Bepaneing pe To rituximab, Ba mpénel va ohoxknpwBolv ToukdywoTov 4 efdopade mpw v £vapén Tou endpevou kikhou Bepaneiag pe rituximab. And m ouvoh

eymelpia pe enavahapBavopevn aywyr rituximab TEplOOGTEOU T EVAG ETOUG 0T pEULATOELD apBp(Tda, Ta Mo000Ta aoBevay te BETKOUG TITAOUG QVTIOWHATWY

EVAVTL TOU OTPETITOKOKKOU TNG TIVEULOVIOG, TWV WV TG \rpmrrr]q napwtindag, epubpdc, avepeuhoyldg kal TG ToENIG TOU TETAVOU fTaV YEVIKGG TapGoLa e Ta
] apBpi

H tautdypovn xpron Tou Rixathon [le avTipeupaTIkeS Bspcmalaq BLOPOPETIKES a0 aUTES Tou KaBopifovTal ard Ty EvdelEn kal ) doookoyia ™G psuuﬂmmﬁouq
apBpindag dev ouvioTatal Yndpyouv neplopopgva dedopéva and khwvikeg Gokipes woTe va exTynBei minpwg n aopdhkewn g enakdhoudng yprong dlkwv
DMARDs (oupnepihapBavopevey Twy avaotohéwy THNF ko dhhwy Pokoywwy) petd m Bepaneia pe rituximab (BA. mopdypago 4.5). Ta GwBeowa debopéva
UMOBEKVUOLY GTL TO TIOO0OTO Twv KAWIKA oyeTGpevwy holnEewy napapével apeTaBhnto atav TéTolou sifoug Bepaneleg Xopnyolvial o noBevelg mou £xouv
hipel mponyoupgvws aywyr) pe rituximab. EvioUtowg o1 aoBeveis Ba mpenel va napakokouBoUvial oTevd yia ompeia AoipwEng edv fokoyikoi mapdyovieg Kayr
DMARDS ypnowonowlvtal petd m Bepaneia pe rituximab. Kakor@sia: Ta avoooppuBiuomika pdpuaka priopei va auEnoouv Tov kiviuvo kaxkonBelas. (otdoo, Ta
GlnBgowa Gedopéva dev umodelkviouy augnuévo kivbuvo kakonBelag yia To rituximab Grav ypnowonoleital oS autodvooes evdslEelg, Mepay Tou KWGlvoU
KakonBelag mou oyetiletm fdn pe my Unokeiuevn autodvoorn kardotaon. Exboyn: Autd To gappakeuTké mpoidv nepiEyel 2,3 mmol (f 52,6 mg) vatpiov avd
pakido Twv 10 mL kat 11.5 mmol (1} 263.2 mg) vatpiou ava pakidio twv 50 mL, mou woduvapei pe 2,6% (yia To guakidio Twv 10ml) kat 13,2% (y1a To glakidio Twv
50ml) g ouviotdpewng and tov NOY pyomg npepriotag npdoinyng 2 g vatplou péow Slatpognc, yia fvav evijkka. 4.8 AvemBupnTteg evépyeies. Enelpia and
pn-Hodgkin Aéppwila kat xpovia AepgokuTtapikn Aeuxalia os evijlikes: Zovoyn Tou mpo(A aopdAetac: To ouvolikd Tipogik aopakeiag Tou rituximab o pn-Hodgkin
heppwpa kat XAN Baoiletal o Gebopeva aoBeviv amo kKMVIKES LEAETEC KOl amd v epMelpia LeTa v kukhogopia Tou pappdkou. Autol ol aoBeveic ehapav aywyr
lte e povoBepansia rituximab (wg aywyn epddou 1) Bepaneia oUVTAENONG KATOMY aywyng spodou) eite os ouvBuaopo pe xnpetoBepaneia. O avemuBupnTeg
evépyeleg (Adverse Drug Reactions, ADRs) mou napamprBrkav auxvetepa o€ aoBevels nou AapRavay rituximab fitav ol oXeTI{OPEVES e TNV £yYUON avTIBPACELS,
ol omoieg, exdnAwdnkay omy mhewoympia Twv aoBevay kata m Sidpkela mg mpwmg £yyuong. H enimtwaon Twv oyeT{GUEVWY JE TNV £YXUOT) CUNMTWHATWY PELVETOL
ONPavTIKA e TIC emakGhouBeg eyyUoelg Kal eival pikpdtepn Tou 1 % HETA and oktd ddoelg rituximab, MeploTatikd AopdEewy (Kupiwg BaKTNPLaKDY Kal LoYEVDY)
ekGnhwbnkav oe nepinou 30-55 % Twv aoBeviv Katd T Blapkel KAVIKGY peheT@v oe aoBevelg e NHL kat og 30-50 % Twv aoBevav katd ) Blapkela KAWIKIG
peremg oe aoBevelg pe XAN. O ooBapeq avemBuunTeq evEYEIEG Tou avagepBnkav 1) mapampnBnkav ouxvatepa frav: @ AviiBpaoelg oyeT{OPEVES LE TV
£yyuor (IRRs) (oupnepthapBavopiviov Tou ouvBpopoU aneheuBEPWaNG KUTTAPOKIVAY, ToU ouvdpapou Aoewc Tou dykou), BA. mapdypago 4.4. @ Aowogelg, Bh.
napaypago 4.4. « Kapdlayyewakd ouppdauara, BA. napdypagpo 4.4. Alkeg 00Bapeq averiBUpnTe evépyeteg pappakou (ADRS) nou avagepdrkav, ouprepthappavouy
v enavevepyoroinan mg nnatindag B kat mv MNA (Bh. napdypago 4.4). Karaloyog averubuunrwv evepyetwv und popgn mivaxa: Ot oUXVOTITEG Twv
avermBopntwy evepyeloy (ADRS) rou avagépBnkav Pe To rituximab, elte we povoBepaneia, elte oe ouvdunopd e ynpetoBepaneia, ouvoifovrar otov Mivaka 3, Ot
ouyveTnTES oplovial we MoAl ouxvég (> 1/10), ouxvég (> 1/100 éwg < 1/10), ox1 ouyvég (> 1/1.000 éwe < 1/100), ondvieg (> 1/10.000 éwg < 1/1.000) kal
mohU ondvies (< 1/10.000) kat pn yvwotég (bev pmopolv va extiunBolv and ta daBeapa dedopeva). Evidg kaBe kamyopiag ouyvontag, ot avemeupnteg
£VEpYELEC MapouoldfovTal Pe oelpd pBivoucag coBapdmrag, O avernBounteg evépyeleg (ADRS) Mou eviomionray pévo kard ) Slapkela epnelplag petd my
Kukhogopia kat yla ekeiveg mou i ouxvamta Bev pnopeoe va npoodloploTel, napatiBevial o ouVEXEIa aTNY KATIYOPIR «|ir) YWWOTEGs.

Nivoxog 3. AvemuBupnteg avidpacelg papuaxkou (ADRS) mou avapépBnkav oe khvikée Gokec i katd ) Sidpkewa e napaxoholBnong petd and myv Kukhogopin
oe noBevelC pe véoo NHL kat XA nou éhapav aywyi e rituximab pe povoBepaneia/ouvtrpnon 1 oe ouvduaopd pe xnpeoBepaneia
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UNGTaoT, UNoTaon KUpLo hoyo
DEPUATIKI),
AeUKoKUTTOPO-
KAQOTLKT)
ayyelnda
MloTopayEg Tou Bpoyydonaopog®, AoBa, anogpakTikr, | Adpeon AVATVEUOTIKY Avieron
avanveuoTikou QVanveUoTIkT vooocg, Bpoyyohinda, nveUpovond- | avemdpkew’ mvelpova
ougTHpaTag, Tou Bwpoka Buwpakikd dhyoc, Glatapayy mvelpova, | Bela’
Kol Tou pedoBwpokiou duomnvola, auEnpéveg | unoia
Briyac, pwinda
MoTopaygc Tou Nautia ‘Epetoc, Sidppota, Mioykwaor koiag aoTpeviepwn
YOOTPEVTEPI-KOU Kothiakd dhyog, Buarpnan’
quoTHpaTog duopayla, oTopatinda,
BuokoudmTa,

Buomeyin, avopekia,
£peBlopog Tou halou

Alatopayég Tou déppatog | Kvnopog, eEavenua, Kvidwan, epidpwon, ToPapég
Kol ToU unoddpiou 10Tol “ohwnekia VUXTEPIVES EBpUOELS, noppohuymdels
*+Biatapayn Seppatog Gepuatikeg

avTIGpAaceLg,
olvBpopo
Stevens-Johnson’,
TOEIKT) EMBEPHIKT
VEKpOhuam
(oUvBpopo Lyell)

MoTopoygc Tou Yneptovia, puakyia,

HuooKeAeTIKOU apBpakyia, copuakyia,

OuoTHlOTOC Kol TOU auyevahyia, dkyog

OuvBETIKOU 10TOU

AloTopoyEc TwWY VEQPWY Neppixr)

Kol TV 0Upo@opwy odwy avendpketn®

Fevikég BloTapay£c Kal Mupetdg, gpikia, Névog and 6yko, Mévog oTo onpelo g

KaTaoTaoeIg TN 0doU eEaoBévion, kepahahyia | eEapelg, aloBnua £yyuang

Xopfiynong Kakouylag, olivipopo

iyoue, *kdnwon,
*plyn, *nokuopyavikn
avemapkela®

Mopokhivikeg eEeTaoelg | Mewpeva enineda lgG
lNa kdBe opo, n ouyvimTa Paoiomke oe avnibpacelc chwv Twv BaBpdv (amo fimeg oe copapéc), EKTOC TwY GpwV TIOU Eival OTUEWWEVOL LE “+" dmou T
auyvéTta Paoiotke povo oe copapeg avidpdoels (= BaBuou 3 Kowwy Kprmplwv Tokdtmtag tou National Cancer Institute). Avagépetatl pévo n upnhdtepn
QUXVOTNTA TToU NapatmpRBnke oTig Hehéteg

" gupnephapfdvel enavepyonoinon kat npwtoyeveic howwielg. H ouyvomta Baoiletal oe oynua R-FC oe aoBeveig pe unotporudlouon/avBextikn XAA

2 BAéne eriong napdypago hoflwEn napakdatw

* Bhéne eniong napdypago ayatohoyikés avermBiunteg aviidpdosls napakdrw

* BAéne emiong mapdypago avnidpdoewv oyeTOpevwY JE Eyyuon. Indvia avapepBnKav TEPLOTATIKA e polpaia kaTakngn

® onjeia kal oupnTopata kpaviakis veuponddeing. EkanAaenkav ae diGpopeg oTIyPES 08 BIACTNPA APKETAOV UNVIY HETA TV ohokAnpwan e Bepaneiag pe
rituximab

£ napamprBnke kupiwg oe aoBeveiq pe ponyoupevn kapdiakr nadnon kaun KapdloToEKN XMuel0BEpANED KaL CUOYETIOTNKAY KUPIWG JE VTIOPAOEIS
OYETIGPEVE LE TIV £YYUOT.

" gupnepihapBdvel NEPLOTATIKA e popaia katdAngn

O mapakdtw dpol £xouv avapepBel we avermBUUNTES evEpyelec katd ) didpkela kKhvikwy pehetwv, eviolTtolg, avapspBnxkav oe mapopola 1 UKpATERN EMIMTWaT
ota oKEAN We riluximab ouykpITIKA Je Ta oxERN eAEyyou: aatotoEikdmTa, oUBETEPOMEVIKS AoiwEn, oupoholuwEn, Biatapayr awdnuxkomrac, nupskin. Inpein ka
oupnTwpara nou urnedniwvouy aviidpaon oxeTlduevn Pe Eyxvon avapéplnkay og neplocdtepous and 50 % twv aoBeviy o8 KAVIKES PEAETEC Kal apatnprBnkay
Kupiwe kaotd ™ Gudpkeln e MpWwmg £yyuang, ouviBuc evide piog £wg dlo wpwv. AUTA Ta oupmTdpaTa mephapfdvouv Kupine MupeTd, pplkia kat piyn. Alka
oupnTwpata oupnepihdupavay Eayn, ayysooibnua, Bpoyydonaoyo, £usto, vautia, kvibwon/sEavBnua, kdnwon, kepakayin, epeBlopd Tou Aawou, pvinda,
Kvnope, aikyog, Tayukapdin, unéptaon, undtaon, dlomvola, Guonedia, efnobévion kal Xopakmplomikd ouvBpdpol Mioewe Tou dykou. ZoPapéq avnidpaoelg
OETI{OUEVES e TNV EyXUON (GMwG BpoYXOOTIA0HOG, UNdTacT) exdnAwenkav o€ pExpL 12 % Twv MEPLOTATIKGY. AvagepBNKav EMMAE0V avTIIOPACELS 0E OPIOHEVEG
TEPIMTWOELS 0L OMOIES IOV ERgpayua puokapdiou, KOAMIK papuapuyn, MVEULOVIKG oidnpa kat uE,eu:l avaotpéyiun Bpopponevia. Ze umpﬁTspeq T AyvwoTeg
ouyvdmteg, oL aoBeveic eppavioay emdsivwaon npolnapyovowy Kapdlakay nadnoswy onwe otnBdyyn i ouppopnTikn kapdakn avenapkein 1 copfapég kapdlakée
Batapayéc (kapdakn avemdpkela, £pgpaypa puokapdiou, KoAmwn pappapuyn), mveupovikd oifnua, mohuopyavikn avemdpkela, olivBpopo Aioswe Tou dykou,
oUvBpopo anehsUBEpWONS KUTOKIVIOV, VEQPIKT QVETIAPKELD KOl avarnveUoTIk avendpkela. H enintwon twy oupntwpdtwy oxenldpevioy Je v £yxuon pewwnbnke
anuavTikd oe enakdhouBec eyyUoelc kal eival < 1 % Twv aoBevav £wg Tov dydoo klkho mC Bepaneing pe (mou mepigyel) rituximab. [Tepiyoapn emAsyuévuy
avermBuunTwy evepyewv: Aoipéeic: To rituximab npokahel peiwon Twv B kuttapwy oto 70 % £wc 80 % Twv aoBevay, alhd ouoyeTiomKE e pewwpiva enineda
avogoopaipviy opol povo o pelodnpia Twy aoBeviv. YymAotepn enintwon avapépBnke yia Tomkeg howpdEeig Candida kal Eprinta ZwoTrpa 08 TUXAIOTIOINUEVES
MEAETEC MoU Mepieiyav okéhog rituximab. AvapépBnkav coBapéc AowwEelg oe mepimou 4 % Twv aoBeviv mou Ehapav povoBepanein pe rituximab. Zuvohika
napamprienkay umAGTEpES OUXVATITES AoWmEswy, oupmephapBavopévaoy Twy AowwEswy BaBuod 3 i 4 kata m Guipkeln Bepansing ouvimpnong £wg 2 £m dtav
ouykpiBnke pe mapatmpnan. Asv avagépBnke aBpowTi TofwdmTa avagoplkd pe AowaEelc oe nepiodo Bepanceioe 2 etav. EmmAgov, oty aywyn pe rituximab
avapepBnrav dAleg ooPapeg oyeveic howwEeis vEeg, embelvieves, 1) EMAVEVEPYOTIOINUEVES, OPIOUEVES amd TIC omoieg fitav Bavamgdpes. H mhsloyngia Twv
aoBevav hape rituximab oe ouvBuaopd pe ynueloBepansio N we PEPOS PETARGOXEUONC APYEYOVWY QUOTIOMTIKGY KUTTdpwy. Naopadeiyyata autdy Twv coBapwv
Loyevav AopwEewy eival ol AoW@EELS o MpokakoUVTaL and wic pnnta (KuTtapopueyakoid, 10 £prmTa {woTpa kat 1 amhou £printa), 10 JC (Mpoioloa mokueoTiakT
heukoeykepahondBeia (MNA)) kot 16 nmatindag C. Neplotanikd Bavamgpopou NNA peta mv eEEMEN ™G vooou kal v enavaAnmukn aywyn youv avapepBei og
khvikée pehéteg. NMepoTamkd enavevepyonoinone nnatindag B, éyouv avapepBel n mhewoymein Twv onoiwy ftav og aoBeveic mou AdpPavav rituximab os
ouviuaopd pe kuTtapoTogkn Bepansin. Xe aoBevelc oe unotpom/avBekTikolg oe XAA, 1) eninTwaon e Aoipwéng and nnatinda B aByou 3/4 (smavevepyomoinan
Kal mpwtoyevig hoipwEn) frav 2 % oe R-FC évavm 0 % o FC. H eE€MEn Tou oopkwuatog Kaposi napampnénke oe aoBeveic mou extéBnkav oto ntuximab pe
npoindpyov odpkwya Kaposi. AUTA Ta meploTatikd skdnAwBnkay oe un eykekplpéved evielteig kal o mhetoympia Twv aoBevav ftav BeTikoi og HIV. Awarodoyikéc
avemBuunTes avnidpacelg: AATOAOYIKES Slatapay£g skBnAmenkav oe KAVIKES PeMETEC Le povoBepaneia 4 spdopaduwy rituximab o peloyngia Twv agbevoy Kal
fiTav ouvnBwg AMES Kol avaotpées. ZoPapr) (3ou kol 4™ BaBpol) oudeteponevin avapepdnke oo 4,2 % Twv aoBevav, avapin avapepdnke oto 1,1 % Twv
aoBevdv Kut Bpopponevia avagépbnke oto 1,7 % Twv aoBevay. Katd m didpkela me Bepansing ouvtrnpnong pe rituximab éwc 2 £m, avapspBnkav Asukonevia
(5 % €vavm 2 %, PaBpol 3/4) kat oudetepomevia (10 % évavm 4 %, BaBpou 3/4) oe upnhdtepn eMiMTwon OUYKPITIKG e TV Mapamipnon. H enimwon g
BpopBaoneviag frav wikpr) (<1 %, poBuol 3/4) ko Sev frav Sagopetin petakl Twv BepaneuTikwy okehwv. Katd ) dudpkeia g Bepaneiag oe peheTeg pe rituximab
0g ouvduaopo Pe ynueloBepansin, avapépbnkav ouviiBug BaBpol 3/4 Asukonevia (R-CHOP 88 % évavn CHOP 79 %, R-FC 23 % évavil FC 12 %), oudeTteponevia




(R-CVP 24 % évavri CVP 14 %, R-CHOP 97 % évavni CHOP 88 %, R-FC 30 % évavu FC 19 % o yn mpoBepaneupévous aoBeveis pe XAM) navkuttaponevia (R-FC
3 % gvavn FC 1 % og un npoBepaneupévous aoBeveis ue XAN) pe gmAES ouyvoTTe oUYKpITIKA pe ¥nuewoBepaneia pdvo. Evioltowg, n vgnhdtepn enimwan
oudeteponeviag oe aoBevelc mou éhapav Bepanela pe rituximab kal xnueloBepanela dev oUOETIOTNKE Pe UYPNAGTERN EMIMTWON AOWWEEWY KAl TIAPAOITHOEWY
OUYKPITIKG e aoBevelg mou éhaBav ynpeloBepanein povo. MehéTeg oe pn mpoBepaneupiévoug Kat oe unotpor/avBekTikoug ot XAA katédelgay 0TI 08 To000TA
£wg 25 % Twv aoBevwv nou haBav R-FC 1 oudeteponevia emunkivenke (yeyovdg 1o omoio opifetal wg o apBpeg Twv oudetepogily Mol Mapauevouy KATw and
1 10%1 petagl g nuépag 24 ko 42 puetd v teheutaia doom) 1) eppavionke pe kaBuatepnuewn evapn (yeyovog To omoio opiletal wg o aplBpog Twy oubetepopituv
KaTw anod 1 10"H apy6tepa and 42 nuépeg petd mv Teheutaln ddon oe aoBeveig mou dev elyav nponyoUyewn napateTapéw oudeTeponevia f Tou avékapav mpw
v nuépa 42) petd m Bepanein pe ntwxamab ka FC. Aev avagepBnkav Slapopec omy emimwaon e avalping. AvapepBnKay LEPIKEC MEPINTWOELS QMWIEPNS
ouBeteponeving oL onoieg exdnhwbnkav oe NMepLOOGTEPD and TEooepig efdopddes peta my Teheutaia £yyuon rituximab. Z1n pehem mpwme ypappns ya XAA, o
aoBeveic oTadiov Binet C epgpdvioav neploodtepes avemBupnTes evépyelec ato okéhog R-FC ouykpimkd e To okéhog FC (R-FC 83 % évavtl FC 71 %). X pehém
me XAA aoBevav og unoTpori/avBekTikdv, avagépBnke BpopBorevia BaBpou 3/4 oto 11 % Twv aoBevov oy opdda R-FC ouykpiika pe To 9 % Twv aoBevay ommv
opaba FC. Ze peleteg Tou rituximab oe aoBevels pe pakpoogapwaiuia Tou Waldenstrom, napatmpriénkav napodikes auEnoelg ota emineda opou [gM petd mv
£vapkn mg Bepaneiag, Ta onoin propei va guoyeTiovTal pe UnepyholdTnTa ko o¥eTkd ouprmiwpata. H napodwn avEnon lgM ouvrBug encotpege ToukdyoTov 08
eninedo EvapEng eviag 4 unvav. Kapdlayyelakés avemubuunres aviidpdoeg: Kapdlayyelakes avidpaoel kard m diapketa Twv KAVIKOY pehetdv pe povoBepanela
rituximab avagepBnkav oe nooooto 18,8 % Twv aoBevav e Ta ouyvdTepa avapepBevia oupfdpata mou fTav Undtaon Kol Unéptaon. AvapeépBnkay MepLoTaTIka
appuBpiag 3ou ) 4ou PaBpol (oupnepihapBavopEvng Kotakng kal Unepkotaknc Tayukapdiac) kat omBayymeg katd m didpkela mE £yyuone. Kata m Sdpkewa mg
Bepanelag ouvtrpnone, 1 enimtwon BaBpot 3 £wg 4 kapdlakv dlatapaywv frav ouykploln peTagl Twy aoBevav mou £haBav aywyr pe rituximab kol g
napatipnong. Kapdlakd oupapata avapepbnkay we oofapr averuBopnm evépyela o < 1 % Twv aoBeviv os napatipnon kat oto 3 % Twv aoBevay og rituximab
oupmephappavopEviy TWY KOATIKT) pappapuyr, Epgpayua puokapdiou, avendpkeia g apuotephs kotking, wyawia puokapdiou. ZTic peheteg dnou afokoyrBnke
0 guviuaopdg Tou rituximab pe ynuewBepaneia, n ouyvomTa eppdvionc kapdakwy appuBuwy 3ou ko 4ou PaBpou, katd kUplo Adyo UTIEpKoIMAKWY appuBdy
OMwe Tayukapdia Kol KOAMIKOC MTEPUYIONGS/ pappapuy, fitav uymiétepn oy opdda R-CHOP (14 aoBevelg, 6,9 %) ouykpiuika pe Ty opdda CHOP (3 aoBeveig,
1,5 %). Ohec autég ot nppuBuies napampnBnkav elte ota nhalowa piag £yyuong rituximab 1 ouvdéovtav Pe npodlaBeokolc Mapayovieg onwe NUPeTd, AolpwEn,
oEl £pgpaypa Tou puokapdiou f mpolnapyouoa avanveUoTikn kol kapdayyelakn vooo. Aev mapampnnke Supopd, petafl Twv opddwv R-CHOP kat CHOP, om
ouUXVeTITA EPPavIoN S Ghhwv KapBlakdy ouppapdrwy, 3ou kat 4ou BaBuol, oupnepapBavopéng e Kapdlakng avenapkelag, e pUokapdlakig vioou Kal Twv
skdnhioewy otepaviaiag véoou, Xm XAA, n ouvolikr eninTwon Twy Kapdlakwy Slatapaydv BaBpol 3 1 4 fitay yapnAr 1doo o) pekém npdme ypapuns (4 % R-FC,
3% FC) doo kau otn pehém aoBevwy oe unoTpori/avBextkay (4 % R-FC, 4 % FC). Avartveuotiko ovotnua: Exouv avapepBei meplotatikd Sidueans nveupovondbelag,
OpLOPEVE SB anoteheopn Bavato. NMeupodoywee diatapayes: Katd m Suipkewn me nepodou Bepaneiag (pdon Bepaneing epdfou, n onoin anoteholviav
ang R-CHOP yia ox1é kukAoug kata péyloto), Téooeplc aoBevel (2 %) omy opdda R-CHOP, napoucifovieg oto oUvold ToUG KapdlayyelakoUs mapayovieg
Kwiovou, eppavioay BpopPoepBolika ayyelnka eykepahika eneloddia katd m diipkela Tou paTou Kukhou Beparnelag. Aev napampribnke dlagopd otn ouxveTa
gppavionc akhwv Bpopfoeppohikdv oupBapdtwy petakl Twv opaduv Bepaneiag. AvtiBeta, Tpeig aoBeveig (1,5 %) eppdvioav ayyelaxa eykepahikd oupBapata omv
opada CHOP, ta onoia ouvéBnoav dha katd my nepiodo napakokolBnong. Tm XAA, 1 ouvokwki enintwen dlatapax@v Tou veuptkol ovaTiparec BaBuou 3 1 4 fitav
¥apnhi oo om pehém npwme ypapuic (4 % R-FC, 4 % FC) doo kat ot pehém aoBevidv oe UNOTONT)/avBEKTIKGY 83 % R-FC, 3 % FC). Exouv avapepBel
NepIOTATIKG ouvBpopou omioBlac avaotpedune eykepahondBewag (Posterior Reversible Encephalopathy Syndrome/PRES) / ouvdpopou onioBag avaotpegyng
heukoeykepahomaBewng (Reversible Posterior Leukoencephalopathy Syndrome/RPLS). Ta onpein kat gupmropata oupmepihapBavay ommikn Suatapayr, kepahakyia,
EMANTTIKEG Kploelg Kal akhay TG vonTIkAg katdotaong, pe fj xwplg oxenddpevn unépraon. H udyvwon twv PRES/RPLS anawtel emBepaiwon pe anewdvion tou
eykepdhou. Ta MeploTatika nou avapEpBnray elyav avayvwplopévous napdayovieg kivdlivou yia PRES/RPLS, oupnephapPavopévns me Unokeliewns vooou tou/
¢ aoBevols, ™ UMEPTAONS, NG avoookataoTaATikiG Bepameing kayT) mG ynueloBepaneiang. faoTpevtepikes dlatapayeg: Maotpeviepikn) SidTpnon mou oe
OPLOJEVECS MEPITTROELS 0DryNoe o€ Bavato éxel napatnpnBel oe aoBevelg nou AapPavay rituximab yia T Bepaneia Tou Aepgwuatog pn-Hodgkin. Zmv mkelovemta
AUTWOV TV MEPITTWOEWY, To rituximab xoprynBnke pe xnpewbepaneia. Emineda IgG: Ty kAwikr pehétn nou aodoyriBnke n Bepaneia ouvtripnong pe rituximab
og avBexTkd/ unotpor olwdeg Aépgwpa, Ta hidpeoa enineda IgG Ppiokoviav kATw ToU KATWTEPOU opiou Tou puowochoywou (LLN) (< 7 g/l) petd m Bepaneia
epodou oe aupdTepec TIC opddec, mapampnong kal rituximab. AkohoUBwe, To Sudpeoo eminedo IgG auEnBnke mdavw amd o LLN omyv opdda mapampnang,
napéuelve oUwe oTaBeps oy opada Tou rituximab. H avahoyia Twv aoBevav pe enineda g6 katw tou LLN ritav nepinou 60 % omv opada Tou rituximab kaB6Ao
10 Buaopa Bepanelag Twy 2 eTAV, eV Pel@Bnke oy opada mapatripnong (36 % peta and 2 £m). Exel napampnBel Wkpog aplBpog auBopunTwy Kat
Biphoypagukwv TEQLOTATIKWY UTIOYappaopaipvalpio os madiatpkols aoBeveic mou haBav Bepaneia pe rituximab, o LEpKES MEPIMTWOELC gofapwy ToU va
anaolv pakpoypovia Bepanein unokatdotaong avoooogapivie. O ouveneleg e pakpoypdviag eEakewme Twy B kuttdpuwv oe nabiatpkolc aoBevelc eival
ayvwotec. Aiarapayés Tou dépuarog kat Tou unoddpiou iatou: Exouv avapepBel oAU omdvia ToEIKN embeppikn vekpohuon (oUvdpopo Lyell) kat oUvbpopo
Stevens-Johnson, oplopva ek Twy omoiwv pe Bavampopo ekBaon. YronAnBuopol aoBevay - povobepareia pe rituximab: Hhkiwpevol (= 65 etwv): H emimwon Twv
avemBUunTwy evepyewwv gappdkou (ADRs) dhwv Twv PoBuwv kai Twy avernBiumTwy evepyelwv 3*/4* BaBpol Mrav Mopopoles Ot nikiwpévous aoBeveig
aUYKPITIKG e velTepoug aoBevelg (< 65 etdv). Oykwdng vooog: YrnpEe uynAdtepn enintwon averBupntwy evepyewwy BaBuwy 3/4 otoug aoBevElS He oykwdn
VOO0 OUYKPLTIKA |ie TOUG aoBeveis xwpic oykwan vooo (25,6 % évavii 15,4 %). H enimtwon Twv averBUpnTwy evepyeldyv onoloudiinote Babjou fitav napopola oTiq
G0 autec opadec. Emavahnmmkn aywyr): Katd myv enavaknmikn oywyn pe Neputépw kikhoug rituximab, To mooooTd aoBeviy yia Toug omolouc avagepBnkav
avemBupnTeC avniGpacels NTav mapopolo Je To MogoaTo aoBevay yia Toug omolouc avagépBnkav avemBUpnTes avidpdoelq Katd Ty apylki Toug ékBean
(onowoudnnote BaBpov kal BaBpwv 3/4 avemBiunTeg avnidpaoelc). YronAnBuauol acBevay - Bgpaneia ouvduaopod pe rituximab: Hukwwpévol (= 65 etwv): H
ouyveTTa Eppavion§ avemBumTwy oupBdviwy BaBpol 3/ 4 Tou ayomomTikoU Kot Tou Aeppikol ougTUatog fTav uynAdtepn o NAKUWHEVOUS QOBEVEIS OUYKPITIKG
Jie vewTepoug aoBevelg (<65 eTwy), un MpoBepareupevwy 1) oe umoTpor /avBekTikav pe XAM. Epnelpia amo To nadiatpikd DLBCL/BL/BAL/BLL: Zuvoyn mpopi)
ao@dAsiag: Mia TMOAUKEVTPIKY, avoiTng emanuavons, Tuxaonomuévn pehém Lymphome Malin B ynueioBepansiag (LMB) pe 1 ywpic rituximab Sieknyen os
nadiatpikols aoBeveic (nhiking = 6 unvdv £wg <18 eTwv) pe pn npoBepansupévo, Mpoywpnuévou otadiou pe CO20 Betikd DLBCL/BL/BAL/BLL. Zuvohika 309
nawbiatpikoi aoBeveic ehapav rituximab ko oupmepApBnkav oTov mAnBuapd avaiuang acpdAstac. O madatpikoi aoBevei Mou Tuyalomon)BnKay oTo oKEADS TG
¥nuetoBepaneiag LMB pe rifuximab 1) evidyBnkav ato Tpipa pepovapévou okéhoug e peleémg, ehapay rituximab oe ddon 375mg/m? emgdvelng owpatog kat
chapav ouvohikd £EL evBophépieg eyxUoelg rituximab (o katd ) Gidpkeia kaBede ano nig Glo Bepaneieg epddou kal pua kata ™ didpkela KaBepag and Tig dlo
Bepaneieg edpaiwone Tou oyfpatog LMB). To npogih aopdleing Tou rituximab oe mubatpwols aoBevelq (nhxiag = 6 pnvov éwg <18 eTdv) pe pm
npoBepaneupévo, Tipoywpnpévou otadiou pe BeTiko CD20 DLBCL/BL/BAL/BLL fitav yevikd ouvereg o TUTo, puom kol coBapdTa pe To yvwoTo npogik aogakelag
o0& evijukeg aoBeveic pe NHL kaw XAA. H mpoofinkn tou rituximab o ynuewBepaneia offynoe oe auEnpévo kiviuvo epgavians oplopsviy gupBavTwy,
oupnephappavopsviy howpdEewy (oupmephappavopsvng angng) oe alykpuon pe ™ ¥nuewoBepanein pévo. Epnewpin and 1 peupatoeddn apBpinda: Zuvoyn
mpogih aopdAetac: To ouvohikd mpogik aogdkelag Tou nituximab ot peupatoetdn apBpinida Baoiletal o dedopéva aoBevwy ano KAVIKES BOKIHEC Kal amo v
eHMelpia HeTa TV Kukhopopia Tou. To mpogik aopdheta Tou rituximab oe aogBeveic pe oofapr peupatosidn apBpinda (PA) ouvoileTal 0TI MapakdTo napaypdgoug.
TG khvikeg dokpec neploodtepol and 3.100 aoBeveiq £hapav Touhdywotov evav KUkAo aywync kal napakohouBnBnkav yia neplddoug mou Kupdvenkav and
6 pnvec pExpL Kal Yia nepogdTepo and 5 ypovia. Nepinou 2.400 aoBeveic éhapav Glo 1 neploodtepouc kikhoug Bepaneiag pe neploodTepous and 1.000 va £xouv
haBet mavw amd 5 kukhoug. OLminpopopies aopahelag Mou ouAAEYBNKaV KaTA TV pmelpia peTa TV Kukhogopia Tou, avTiKatomTpiouv To Mpogih Twy avapevopevwy
avemBUuNTwy EVEPYEWMV PE0n amd TG kAVIKES DokMES Tou ntuximab (BAéne mapdypago 4.4). AoBeveic ehapav 2 x1.000 mg rituximab oe pecofiaomya dlo
epBopaduwy, oe ouvBuaopd pe peBotpeam (10-25 mg/epdopdda). ieyyloelg Tou rituximab yopnyrBnkav petd mv eviophépa £yyuon 100 mg peBuknpednlohdwne,
evi ot aoBevelc emiong hafav and otdpatog aywyn mpedvifohévng yla 15 npépec. Karddoyog avermbuuntawv evepysiwv uno pop@n mivaka: Ot avermBopnTeg
evépyeleg mapatiBevial otov Mivaka 4. Ot ouyvemTec opilovial wg Mokt ouyveg (= 1/10), ouyvég (= 1/100 wg <1/10), dyt ouyveg (> 1/1.000 wg <1/100) Kat
nokl anavieg (< 1/10.000). Evdc kaBe kamyopiag ouyvotnTac epgdvionc, oL avemBupnTes evépyeleg mapatiBevial katd pBivouoa oeipd oopapdmnrag. Ot mhgov
OUYVEC avEMBUPNTES EVEPYEIES TIOU oUOYETIOTNKAY pe T Anym rituximab frav avndpdoelg mou oyetifoval pe mv £yxuon (IRRS). H ouvohikn enintwan twv IRRS
0& KAWIKES BOKIIES NTav 23 % [e v MpWTn £yyuon Kat pelwBnke pe Tig enaxkohouBeg eyyloelg. Ot oofapég IRRs nrav un ouyveg (0,5 %) kat mapampriBnkav
KUpiwe katd m Sidpkela Tou MpwTol kikhou. EKTOE and 11 avemBUunTes evépyeleg mou napamprinkav onic khwvikeg Gokipec Tou rituximab oty PA, xouv
avagpepBei npoioloa mohueamiakn heukoeykepahondBew (NNA) (BA. napaypapo 4.4) ko avidpaoelg TiMoU opovodiag KaTd Ty epnepia peTd v Kukhogpopia Tou
pappakou.



Mivokag 4. ZOvoyn avermBUpnT@y eVEpYSLDY TIoU avagepBnKkay 0e KAMVIKEC DOKILES 1) KaTA T Blipkela ™C napakoAoUBnong Petd anod v Kukhogopia Tou
(pappakoU mou eupaviokav oe aoBevei pe peupatoeldn apBpimda ol omoiol ehaPav rituximab

Kotnyopio/opyovikd
E:%L“uu;i?ﬁﬂg:;vm Mohd guyvec Iuyveg 0y ouyvee Inavieg Nohd onavieg
MedDRA
AopwEeic ka MoipwEn avawtepou Bpoyyinda, kokninda, MNA, enave-
napooITOOENS avanveuaTikol yootpeviepinda, vepyormoinar
gugTpates, oupohoiuwen | Tpogutia Twy moduv nnatindag B
Matopaygc Tou Qudeteponevin’ Dunpn ovdeteponevin® | Avtidpaon
oipjonoinTiKol Kal Tou opowdfovon pe
Aep@IKoU oUOTHYOTOG opovoaia
AloTopayEg Tou AVTIBPAOELS OYETI{OPEVES AVTIBPAOEIS OYETICOMEVES
avogonoInTIKou e v Eyyuon® (unépTao, e v Eyyuon’®
ouoTHpaTog vautia, ekdvBnpa, mupekia, (yevikeupEvo oidnua,
Tevikég latapoxeg kai | KVIIOHOG, kvidwon, Bpoyxéonaoyo,
KoTaaTGoeIg T odou | SPEBLOJIOC Tou Aayiou, ouptyudc, oidnpa tou
Xoprynong £&aym, unotaor), pwvinda, Adpuyya, QyYEIOVEUPWTIKD
piyn, Tayukapdia, Kdnwaon, 0IBNHA, YEVIKEUPEVOC
TIOVOC OTOPATOPA-pUYYa, Kviopog, avapuhagia,
MEPUPEPIKD 0iBnua, avagUAAKTOELENS
£puBnua) avribpaon)
AlaTopayéc Tou Ynepyohnotepohayia
peTofokiopol Kol TG
BpEgng
WuyioTpikég Katdaeiwm, dyxoc
SioTopoyéc
MaTopaygc Tou Kepahohyia MNapaotnoia, nuxpavia,
VEUPIKOU OUOTHKOTOS Lahn, wyohyln
Kopdiokég dloTopoyéc TmBayy, komikh Kokmkde
papuapuyn, kapbiakn | MTEPUYIONGS
aveMAPKELD, ERgpayua
TOU HUDKapBiou
AloTopayEg Tou Auvomeyia, didppola,
YOOTPEVTEPIKOU YOOTPOOLOORAYLKT
ouoTHpaTog nakvdpdpnon, eEehkwan
TOU OTGHATOC, GAyoC dve
Kothiag
AlaTopayéc Tou Ahwnexia ToEKr) ETUBEPLKT
BEppaTog Kol TOU vekpohuan (olvBpopo
unoddpiou 10Tol Lyell), olvdpopo
Stevens-Johnson®
AlaTopayéc Tou ApBpalyin/ puookeheTikd
HUOOKEAETIKOU ahyog, ooteoapBpinda,
OUGTIPaTog Kal Tou Bulakindo
OuvAETIKOU 10TOU
Nopokhivikée eEeTaoei | Mewpéva enineda Igh* Mewpéva enineda lgG*
"H ouyvaTnTa sRpavions oudETEPOMEVING MPOSPYETAL MO £PYAOTNELAKES TIES TOU GUAAEYOVTAL 0T TIAQLOLO TWV OUVIBLOEVWY EPYAOTNPIOKGY SEETAOEWY
aTIC KAVIKES usAs’Tsc;
2 H guyvdmta Bl.qut]\l'lﬂTR: oudeTeponeviag Mpoepxetal and Sebopéva LETA TV KUkAoROpIa ToU papudkou.
! Avtidpdoelg mou exdnAwBnkav péoa oe 24 wpeg and v Eyyuon. BAEME eniong aviidpaoels oxETICOPEVES e TV Eyyuon
(IRR) nopakdtw. Ot umﬁpuu&:lc; O}eTOpEVES Pe TNV Eyyuan mBavdv va exdniwvovial we anoteheoyun UnepeuaoBnoiag Kay'r Tou pmyaviopol Spdong.
Mephappavel Tig mapamproel mou ouMAEYoVTaL oTo mAaioo ¢ ouvrBoug napakoholBnong Tou epyaotnpiou.
“ Mephappavel Bavamgpopa NeploTaTkg

MoAdamdol kuxAor aywyrg: Qv mohharhoi kUkhot Bepansing oyetilovial pe pin napdpola ewdva avemBUUNTWY EVEPYEWDV MOU Mapampridnke PETd TV Mpwn
£xkBeon. To Moo0OTH ToU guvdhou Twv ADRS LeTa v mpw £kBeor) oTo rituximab 1jTav UYNAGTEPD KaTa TOUG TIpWToUS 6 Wveg Kal HELnBNKe o oUVEXELd. AUTO
anoddBnke Kuplwg ol avidpaoelg yyuang (IRRS) (Mo ouyvég oTov MpwTo KUkAo Bepansing), emdelvwon ™ PA Kal AOWWEELS, 0L OTOEC Tav TO OUXVEC
Katd Tous mpwtou 6 urveg mg Bepaneiag. Mlepiypagn smAsyusvay avemBuimtwy evepyeidy: Avidpdoeis oyenldusves e mv Eyxuan: O mo ouyveg ADRsS
HETA TN Yoprynon rtuximab og KAWVIKES PEAETEC TiTaV ol avTIGPAOELS ol oYeTIOPEVEC e T £yxuon (IRRs) (avatpéEte otov Nivaka 4). Metagl twv 3189 aoBeviv
mou €hapav rituximab, 1135 (36 %) exdilwoav Touhdyotov pin avtibpaon oyenGpevn pe TV Eyxuon (IRR) pe 733/3189 (23 %) Twv noBevav va ekdnAwvel
Touhdylotov pia aviidpaon oyenfdpevn pe mv £yyuon (IRR) peTd amd mv MpwTn £yXUan ™S apykng £xBeonc Tou ato rituximab. H enimtwaon Twv oxenlduevuv
pe v eyyuon avnibpacewv (IRRS) pewbnke pe Tic emdpeves eyyloei. Ze khvikeg Gokpeg Myotepol amd 1 % (17/3189) twv aoBevwv mapouginoav pin
oopapr) avTidpaan oyeTi{opevn pe Ty £yxuon (IRR). Asv napamprBnkav BaBpou 4 katda CTC avridpacelg oxeni{dpevec pe v Eyyuan (IRRs), oute kat Bdvatog
eEatiog avnidpacewv oxeT{duevuy pe v Eyxuon (IRRS) o khwvikeg dokipes. To mooooTd Twv BaBpol 3 katd CTC oupBapdrwy, kabwg kal Twy oxenlduevuy
e v eyyuon avidpaoewv (IRRS) mou odfynoav oe Guakorm) g Bepaneing pewBnkav pe Toug kUkKAoUS Kol fTav ondvies petd and Tov 3° kikho. H yoprjynan
TIPOANTITIKNG aywyNC pe evBopA&Rla YAUKOKOPTIKOELDT HE(WOE ONUAVTIKA Tr OUXVOTNTA Kal T 0oBapoTiTa Twy OXETIGHEVWY e Ty £yXuon aviidpdoswy (IRRs)
(BAeme napaypagpoug 4.2 km 4.4). Exouv avapepBei oopapeg oyen{duevec pe myv eyxvon avibpdoelc (IRRS) pe Bavamedpo £xpaon petd myv kukhogopia Tou
pappdkol. Ze pin Gowwr), n onoia oyefdomke ya va aflohoynoel Ty aopdhen ™G Taxltepns £yyuong rituximab oe aoBevelg pe peupatoedn apBpinda, o
aoBeveic e PETpIa Ewg ooBapr evepyo peupatostdn apBpinda, ol oroiol dev epgavioay ooBapr) oxeTopEVT e Ty Eyxuon avtidpaon (IRR) katd T dlapkela
1 og dudomua 24 wpdv ano v mpwm pekenBeioa £yyvon empendtav va Adfouv Eyyuon didpkelag 2 wpdv Tou rituximab. (i aoBeveic pe wTopkd oofaprg
avtibpaong katd my £yxuon oe Bokoyikn Bepaneia yua m peupatoedn apbpinda anokheiomkay and my evian o peket. H enirtwon, oL tinot kaun goapotmta
TWV OXETWOMEV@Y Pe TV Eyxuon avidpaoswy (IRRS) fitav o ouppwvia pe G6oa siyav napampnBel wToplka. Asv napamprBnkay 0oBapeg o¥eTIOHEVES e
mv svxuoq avnidpacelg (IRRs). ;"Ioww&.u; 0 quohmoq puﬁuoc; aucpuvlunc; holpwEewy nmv nepinou 94 ava 100 aoBeveic-Em otoug acBeveic mou Ehafav
aywyn pe rituximab. O AowwEelg fTav Kupiwg fmiag £wg petplag fapUmrag kat apopoloav AOIWWEELS TOU QVWTEPDU QVATVEUOTIKOU Kal TOU 0UPOTIOUTIKOU.
H enimtwon Twv AoWdEEwY, ol omoleg ftav coBapég 1 anattoloav sviopA£pla Yoprynon avTiBloTikwy fitav mepimou 4 avd 100 aoBevelg-£mn. To MOOOOTO TWV
oopapwv hoWnEswv dev napouciaos onpavIIKY aUENaT HETA and nonunhouq KUkAOUC rituximab. AOWMEEIC TOU KATWTEPOU QVATVEUOTIKOU (OUPMEPLABavOLEWNC
me nveupoviag) £youv avapepBel kata m Gdpkeia kKhvikwy Sokipwy, Le Mapdpola oUXVOTTa eppavions ong opddeg Tou rituximab oUykpITIKG pe TI§ opadec
ehéyyou. Exouv avagepBel meplotatika Bavamgopag npololong moAUsoTaknc AsukoeykegahomdBelag (MNA) katdmy prong Tou rituximab yia ) Bepansia
AUTOAVOOWY VEoWV. AUTES OUPMEpAapBavouy T peupatoetdr apBpluda kat Aeg ekToC evbelEewy aUTOAVOOES VOOOUS, OUNNEpAaPBavopEVOU TOU ZUOTNUATIKOU
Epubnuatwdoug Aikou (ZEA) katmg ayyelndag. 2e aoBeveig pe pn-Hodgkin's Agpgpwpa mou Aappavouy rituximab o& ouVBUAONO UE KUTTAPOTOEWKN ynueBepaneia,
EYouv avapepBel MEPINTWOELS enavevepyomnoinone nratmdag B (BAéne Aéppwpa un-Hodgkin's). H emavevepyoroinon me Aolpwéng and nratimba B £yet emiong
TIoAU onévia avagepBel oe aoBeveig e PA Tou AapBdvouv rituximab (BA. Tapdypago 4.4). Kapdlayyziakes avermBuuntes avidpdoelq: ToBapec Kapdlakeg
avdpaoels avagepbrkay o€ mooooto 1,3 ava 100 aobeveis-£ oe aobeveis mou ehafav nituximab ouykpiuka pe 1,3 ava 100 aoBeveic-£m o€ aoBeveig oy
Ehapav elkoviKG gappako. Ta Mo000Ta TwV aoBevav e Kapdlakég avTidpaoelg (GAe 1) ooPapég) dev augnBnkav e Toug mohhamholc kUkhoug Bepameing.



Neupodoywa oupfduara: ‘Eyouv avagepBel oupBduata ouvipdpou omioBlac avaotpéfune eykegpahonabelng (Posterior Reversible Encephalopathy Syndrome/
PRES)/ouvdpopou omioBag avaoTpéung AeukosykegahonaBelng (Reversible Posterior Leukoencephalopathy Syndrome/RPLS). Ta onuein kol oupmiopata
gupnephappavay ommkn Sutapayn, kegakahyia, eMANTTKES Kpioelg kaL akhayn TC vONTIKAG KaTAOTAOTS, pe 1) Xwpig oxendopevn uneptaon. H Sudyvwan Twv
PRES/RPLS anautei empepaiwon pe anewovion Tou eykepakou. Ta meploTamikd mou avagepbnkav eiyav avayvuplouevous napdyovie kivdivou yia PRES/RPLS,
oupneplhappavopEvne TS UNIOKEEVN S vooou Tou/ e aogBevolc, TG UNEPTAONC, TG AVOOOKATAOTAATIKGS Bepansing kay'n ™E ynuenBepansiog. OudeTeponsvia:
NepoTatkd ovdeteponeviag napamprjenkay katd m Bepanela pe rtuximab, n mhewoynpio Twy onoiwv fTav mapodikd kal fma n pétpla o Papimra. H
oudeteponevia Wnopel va oupBel apkeToUg HNvec PeTd T Xoprynon Tou rituximab (Bh. mapdypago 4.4). Ze eAeyXOPEVES [E EIKOVIKO QAPPaKD TMEPLOBOUS TwV
khwvikav pehetwy, 0,94 % (13/1.382) Twv aoBevawy mou ehafav rituximab kaw 0,27 % (2/731) Twv aoBevav e EIKOVIKG pdpuako eppavioav oopapr) oudeTeponevia.
Oudeteponevikd oupBdpata, oupmephapBavopévey autwy pe diyn, Papld, eppévouon oudeteponevin, £youv omavia avagepBel petd ™y Kukhogopla Tou
(pappdkou, Peplkd and Ta omoia elyav ouoxeToBel pe Bavamedpeg howwEsic. AiaTapayéc Tou déppatoc kai Tou urmoddpiou woTod: Exouv avapepBel moAl ondvia
Tokukn) emdeppukn vexkpohuan (oUvipopo Lyell) ko oUvBpopo Stevens-Johnson, opuopéva ek Twv omoiwv pe Bavamgpdpo £xPaan. Epyaomoiares avwuadies:
Yroyappoopapvayia (g6 1 IgM kdTw ané To KaTWTEpo QUOACYIKG Oplo) £xel mapampnBel os aoBevelc we peupatosidn apBpmda mou hapav Bepansin pe
rittamab. Aev mapampnEnke alEnon Mg ouxvaTTAS ERpAVIONS Twv ouvolkwy AowwEewy 1 coBapwy Aowwiewy petd mv avanTuEn me yapnAng IgG n g
(BAéne mapdypapo 4.4). Exel napatnpnBel pkpdc apBpoc auBopunTey Kol BRAOYpagoy TEPIOTATIKGY unoyappaopapvaios os nadatprolc aoBevelc
mou £hapav Bepaneia pe rituximab, e pepkes MepIMTWoELS coPapwv Mou va anarolv pakpoypdvia Bepaneia Unokatdotaons avoooopapimg. 0L oUvENEIES TG
pakpoypdviag eEdheme Twv B kuttdpuv oe nabiatpikols agBeveis eivar dyvwotes. Epnelpio and my kokkiwpdtwon pe nohuayyelinda (GPA) Kal T kpookomikn
nohuayyeinda (MPA): Enaywyr) me dpeang og eviikes (GPA/MPA MeAém 1): Zm Mehém 1 me GENMP& 99 evijhikeg noBeveig unopAnBnkav os Bepaneia yia
emaywyr g Upeang ot GPA kau v MPA pe rituximab (375 mg/m? pia popd v epBopdda yia 4 epdopades) kat yAukokopTikoeldn (BAéme mapdypago 5.1). Ot
avemBupnTee aviidpdoelg (ADRS) nou napatiBevial atov Nivaka 5 fTay GAec avermBOunNTEe eVEPYELES TIOU TapatnpriBnKkay Je ouxvaTTa spgaviong = 5 % oty
opada tou rituximab kal oe peyakltepn ouyvaTTa and Ty opdda olykplong.

Mivakac 5. AverBOpnTe evépyelec nou napampridnkay oTouc 6 pivec, 08 NooooTd = 5 % Twy evnhlkwy noBevdy nou éhapav rituximab otn Mehém 1 me GPA/
MPA, kot og peyahiTepn ouyveTTa And Ty opdda oUykplong.

Kotnyopio/opyoviko oiotnpoe oipgwve P& T paon dedopévwv MedDRA PirouEipapnn
AvemBupn evépyeia (n = 89)

NoIpwEEIC Kol MapooITHOEIG

OupoholpwEn 7%

Bpoyxmda 5%

‘Eprng dwatrjpag 5%

Pwopapuyyinda 5%
AloTopuxEg Tou oiponoinTIKoU Kol ToU Aej@ikou ougTipoTog

BpopBorevia | 7%
AlaTapoyEg Tou ovooomoINTIKOU OUTTIHOTOG

ZlvGpopo aneheuBEPWONG KUTTAPOKIVIY | 5%
Alotapayég Tou petafohiopol Kai i Bpéng

Ynepkahayiia | 5%
WuyiaTpikég BlaTapayEg

Alnvia | 14%
AloTapayég Tou veUpIKol CUOTHPOTOS

Zdkn 10%

Tpdpog 10%
Ayyelokéc SloTopoyéc

Ynéptaon 12%

‘E€ayn 5%
AloTapayég Tou avanveuaTikoU ouoTipaTog, Tou Brdpaka Kal Tou pedoBwpakiou

Brixag 12%

Avorvola 11%

Eniotagn 11%

PWikr oupgdpnon 6%
AloTapuyEg Tou yooTpevTEPIKOU OUOTHHOTOG

Midppola 18%

Auonepia 6%

AuokohdmTa 5%
AloTopaygc Tou éppoToc Kol Tou umoddpiou 10Tol

Akpn 7%
AloTapaygg Tou pUuookeAETIKOU OUOTHPATOS Kal TOU OUVBETIKOU 10TOU

Muikol onaopol 18%

ApBpakyia 15%

Qopuakyia 10%

Muikn afuvapia 5%

MuookeheTikde movog 5%

MNovog ota dkpa 5%
Fevikég BloTapuyEg Kol KaTooTAOEI TS 050U XopAynang

Meppepiko oidnpa | 16%
Napokhivikée eEeTaozic

Mewwpévn apoopatpivn | 6%

Oepanela ovvripnong oe evijhikes (GPAIMPA MeAém 2): Tm Mehém 2 mg GPA/MPA, ouvohikd 57 evijAikeg aoBeveig pe coBapr, evepyd GPA kat MPA éhaBav
Bepaneia pe rituximab yia guvrpnon me Upeong (BAéne mapaypapo 5.1).

NMivekag 6. AvemBopnteg evépyeleg (ADRS) mou napamprBnkav o moooaté = 5% Twv evihikwv noBeviv mou Eapav rtuximab ot Mehém 2 mg GPA/ MPA, kat
08 PeyahlTepn oUyVOTTTa ano Ty opdda olykplong.

Kotnyopio/opyovikd oloTnpe oUppwva pe T paon dedopévwy MedDRA PrtouEpapmn
AverBupnm evépyeta’ (n=57)
NolpwEeie Kol MopooITHOEIS

Bpoyymda 14%
Pwinda 5%




AlaTopay€¢ Tou aVaMVEUOTIKOU OUOTPaToC, Tou Buipaka Kal Tou pegoBuwpakiou

Atomvola | 9%
AloTopayéc ToU yoOTpeVTEpIKOU
Algppola | 7%

Fevikéc SioTapayéc Kol
KarooTacelg Ty 0dou Yoprynong

Mupekin 9%
Ipinadng ouvdpop 5%
Mepipeptka oidnpa 5%
Kokwoeig, dnAnrnpiaoeis kol emmAoKeg BEPOMEUTIKWY XEIPIOP@Y

AvniBipacelc oyeTlopevec Pe TV Eyxuon’ | 12%

TAETITOPEQEIES YIa TIC OYETOPEVEG e THV £YXUON aVTIBPAOELS TTApEXOVTAL OTHY EVOTITA TS Meplypaghs SMASYUEV@Y QVETIBUNNTLY EVEDYELDY.

To ouvohkd mpogih aopdkelag fTav OUVEMEC ME To Kohd Tekumpuopevo mpopih aopaleing Tou rituximab o eykexkpipeves autodvooss evieifelc,
oupnephapBavopsvay Twy GPA kot MPA. Zuvokikd, 4% Twv aoBeviv oTo okéhog Tou rituximab eppavioay avermBopnTeg evépyelec mou odfynoav oe Sakom. Ou
MEPLOOOTEPES QVEMBULNTES evEPYELES OTo OKEADC Tou rituximab ritav fimag 1y pétplac éviaonc. Kavévag aoBevrc aTo okéhog Tou rituximab dev eiye Bavamgdpeg
avemBlpmie evépyeiec. Ta mo ouyvd avapepdueva cuppduata mou BewprBnkay we ADRs frav avnbpdoel oxen{dUeves Pe v EyXuon Kol AolpwEeig.
Makpoypdwa napakodovdnon (MeAém 3 me GPA/MPA): Ze jun pakpoypdvia e napatmpnone me aopdielag, 97 aoBevelc pe GPA ko MPA éhaBav Bepansin
pe rituximab (péon Ty 8 eyyloelg [eupog 1-28]) yia draommpa £wg 4 €1, oULPWYA e T CUVABN TIPAKTIKT Kat TV Kpion Tou ylatpod Toug,. To GUVohIKG Tpopil
QopAkEIg fTav OUVETES e To Kahd TekunpuwpEvo npopik aopakeiag Tou rtwximab ot PA kot GPA kaw MPA kat Gev avapepBnkav véeg avemBUUNTES EVEPYEIES.
Naidiatpios mAnBuoudc: Ma avoyTig emonpavong, povol okéhoue pehét Gieknyon oe 25 nudatpikolc aoBevelc e ooPapr, evepyd GPA 1 MPA. H ouvohum
neplofog mE peAémg neplehdppave pia gdon enaywyng Upeong 6 Pnvev Pe ehayloTn napakoholenon 18 pnvov, éwg 4,5 eTav ouvohkd. Kata m didpkela g
pdong napakoholenong, To Rituximab yopnynBnke katd m Slakpimen eUyEpela Tou epeuvin (17 and Toug 25 aoBeveic £hapav emmhéov Bepanein pe ntuximab).
H Tautdypovn Bepaneia e ihn avoookataotaAtik Bepaneia emrpdarmge (BA. Nopdypago 5.1). ADRs BewpriBnxav To avemBopnTa oupBdvta mou ekdnhwlnkav
e ouyvamta = 10%. Auta meplehdppavay: holpoéelg (17 aoBeveic ABB%] ot pdon enaywyng Upeong, 23 aoBevelg [92%)] o auvolikr Tieplodo ™G PHeREmC),
IRRs (15 aoBeveic [60%)] om paon enaywyng Upeang, 17 aoBeveic [68%] om Gidpkela TS ouvolknc pehens) ka vautia (4 aoBeveis [16%)] ot pdon enaywyng
Upeong, 5 noBevelg [20%] o) ouvohikn neplodo me pehémce). Katd m didpketa T auvolikig neplodou g pehémg, To mpogik aopakelag Tou rituximab frav
OUVEMEC [lE QUTH TIou avapépBnke Katd ) pdon enaywync Upeong. To Npogik aopdlelag Tou rituximab oe nawblatpkols aoBevelc e GPA ) MPA ftav ouvense
w¢ Mpog Tov Tino, T ¢Uan kal m oopapdmTa Ke To yvwoTd mpopik aopalelng o evijhikes noBEVE(S OTIC EYKEKPIUEVES UTOAVOOES evieiEelS, oupmephapBavopgEvay
Twv GPA | MPA twy evijlkwy. [Tepiypagn smdeyusvwy avembuumrwy evepyeiwyv, Aviidpaoei oyeni{oueves ue mv Eyyuon: Im Mehém 1 me GPAMPA (pshém
yia TV enaywyr) me Upeong os evijuked aoBeveic) oyeni{dpeved e my eyxuon avndpdoels (IRRs) opiomkav we onolodnnote avernBlunTo ouppdy epgpavileTal
EVTOC 24 wpuv amd v £yyuon kol Bewpeital, and Toug epeuvnTES, oeTW{dpevo e TV Eyxuon otov minBuopd agakeiog. And Toug 99 aoBeveic nou unophnenkav
og Bepanein e rituximab, 12 (12 %) nopovoiooav Touhdylotov pio avtiGpaon oyenddpevn e Ty £yyuon (IRR). Ohec o oyendpevec Le Ty £yyuon aviidpaoslg
(IRRs) fitav BaBpod 1 1) 2 kata CTC. O mo ouxveg oxeTdpeves pe mv £yyuon aviidpacel; (IRRs) mepiehaypavav 1o olvipopo aneheuBEpwONG KUTTOPOKIVWY,
£Eaym, epeBlopd Tou papuyya, kot Tpopo. To rituximab yopnyrenke og ouvBuaopd pe evBophéfia yAukokopTikogldn, Ta onoia pnopolv va LEWwaoUy T guyvdmTa
EPPAVIONG Kal T ooBapdTnTa auTev Twv oupBaviwy. Zm Mehém 2 mg GPA/MPA (pehém ya ™ ouvrpnon oe evijAike), 7/57 (12%) aoBeveig oTo akéhog Tou
rituximab mapouginoay TouhdyloTov pia avtidpaon oxeT{duevn pe v Eyxuon. H ouyxvotnTa EpavionC Twy CUNMTWUATWY Twy OXETIOUEVWV e TV EYXUOT
avridpdoewv (IRRS) frav upnhotepn kKatd ) Sidpkela 1) ETA TV MpwTm £yxuon (9%) ko pewwbnke pe TIg enakdhouBes eyyloelg (<4%). Oha Ta gupmwpata Twy
oyendpevwv Pe my eyyuon aviiGpaoewy (IRRS) ftav fma f JETpIa Kol Ta MEPLOOGTEPA and aUTd avapépBnkay amd Tic Aatapay£c Tou avanveuoTikol guoTrpatog,
ToU Bupaka kK ToU pecoBwpakiou kot Tig Matapayec Tou depuatog ko Tou umoddplou wotol, Twv Kamyopuww/Opyavikwv Zuompdtwy (SOC). Zmv khivikn Gokym
oe nadiatpikole aoBeveic pe GPA i MPA, o uvutgspﬁaiuac; IRRs mapamprBnkav kKupiwg pe v mpwm £yyuon (8 aoBeveig [32%]) kal om ouveyEwn peldBnkay
010 Xpovo He Tov aplBud Twy eyyUoewy rituximab (20% pe ) deldtepn éyxuon, 12% pe my Tpim £yyuon kat 8% pe mv TETap £yyuon). Ta Mo ouyva oupnTopata
IRR mou avapépBnkay, katd mm gdaon enaywyng Upeong ftav: n kepakakyia, To eEavBnua, n pwdppoia kaw n nupeEia (8%, yio kaBe oluntwpa). Ta napampolpeva
gupnTwpata Twy IRRS fitav napouola e autd mou gival yvwatd atous evijlikes aoBeveig pe GPA | MPA nou éhapav Bepaneia pe rituximab. H mhewoynpia twv IRRS
fitav BaByol 1 kai BaBpou 2, unipyav GUo pn ooPapéc IRRS BaBpol 3 ko Gev avapépbnkav IRRS BuBuol 4 1 5. Mia ooPapr) IRR BaByou 2 (yevikeupévo olfinua
mou emhUBnke pe Bepanein) avapepBnke oe Evav aoBevr (BAéne mapdypago 4.4). Aowwkerg: Tm Mehém 1 meg GPA/MPA 1o guvolkd MooooTo Twv AowEewy
fitav nepinou 237 ava 100 aoBeveic-£m (95% AE 197 - 285) o1o 6-pnvwv npwielov KuruhrR(de onueio. O howaEeic frav Kupiwg nmag éwg pétpag Papltntag
KL anoTeholviav Kupiwe and AopwEele Tou avaTepol avanveuoTikod, £pmm {woTipa kol AoW@EEIC Tou ouporomTikol guoTpato. To MooooTo Twv ooBapwv
howwEewy fiTav nepinou 25 ava 100 aoBeveig-em. H mo ouyvd avapepdpevn oopapn hoipwEn omy opdda tou rituximab frav n nveupovia o ouyvémra 4 %. Im
Mehetn 2 mg GPA/MPA, 30/57 (53%) aoBeveig oto okélog Tou rituximab napouciaoav howwEelg. H ouyvdmra eppaviang AowwEewy, onowudnnote fabuod, frav
napdpola peTagl Twv okehmv. Ot holpmEeig frav katd kiplo Adyo nmieg £wg puétples. Ot mo ouyveg AopwEelg ato okehog Tou rituximab mepleapBavav AolpmEelg
ToU avdiTepou avanveloTikol ouotnuatog, yaoTpeviepmda, AowwEel Tou ouponomTikol guoTipatog ko Epmnta {wotmpa. H ouyvdmTa epgaviong copapdv
howpwEewy fiTav napduola kaw ota dUo oxkeéhn (nepinou 12%). H ouyvotepa avapepdyevn coapr hoiuwEn oy opdda Tou rituximab fitav fima r petpla Bpoyximda.
v khwikn dokiprn oToug nadatpolc aoBeveic e ooBapr), evepyd GPA kat MPA, 91% Twv avagpepBelodv AowdEewy fitav un cofapéc kat To 90% frav feg
£we pEtpieg. O mo ouyves howwEelc om ouvolkn gdon frav: o AowwEels Tou avwtepou avanvevoTikol ouotipatog (URTIS) (48%), n ypinn (24%), n
emmegukinda (20%), n pwvopapuyyimda (20%), ol AowwEelc Tou kaTwTepol avanveuoTkol guompatog (16%), n wyuopinda (16%), woyeveic URTIS (16%), AoipwEn
Tou auTlol (12%), yaotpeviepinda (12%), papuyyinda (12%), Aoluwen Tou oupomomTikod ouoTipatog (12%). Exouv avapepBel ooPapéc howwEelc o 7 aoBevelg
(28%) kaw oupmepiehapBavav: m ypirm (2 aoBeveic [8%]) kat m hoipwEn Tou KaTwTEpOU avanveUoTikol ouoTrnuatog (2 aoBeveis [8%]) we Ta mo ouyva avapepdpeva
aupBavta. KaxorBeteg: Zm Mehem 1 e GPA/MPA, 1 ouyvdmTa eugdvionc kakonBewag oe aoBeveic mou EhaBav rituximab og khvikn pehém omv GPA kau ) MPA
frav 2,00 avd 100 aoBeveic-£m pe kown nuepopnvia AnEne ot ok (n onoia fTav o Tekeutaiog aoBewic va £xel ohokAnpwoel v neplodo napakoholBnonc).
Bdoel unonompgvay avakoyuwy guyvdTTag, T ouyvoTIIa RpAVIoNS Twy kaxkonBelwdyv aivetal va eival mapopowa Pe autr moU avapepBnKe mpomyoupsvwe
og aoBeveig pe oyenldpevn ANCA ayyeinda. Zmv nabatpwn khvikn Sokyr, dev avapépBnrav kakorBeieg oe nepiodo mapaxkoholBnong ewg 54 pnvec.
Kopdiayyetakéc averufuuntes aviidpdoet: Tm Mehém 1 me GPA/MPA, kapSiakd oupBayata epgaviomrav oe MogoaTd nepinou 273 ava 100 aoBevelc-£m (95%
AE 149-470), katd 1o 6-unvav npwTeldov kaTaAnkTikd onpeio. H ouxvomTa Twv copapwy kapdlakdv oupBapdrtwy frav 2,1 avd 100 aoBeveic-£m (95% AE 3 -15).
Ta ouxvdTepa avapepoueva MeEpLOTATIKG fitav Taxukapdia (4 %) kau kohmn pappapuyn (3 %) (BA. napaypapo 4.4). Nevpodoywd ouufduara: ‘Exouv avapepBel
oupBapata ouvdpoyou omioBlag avaoTpedung eykepahondBelac (Posterior Reversible Encephalopathy Syndrome/PRES)/ouvBpopou omioBlag avaotpediyng
heukoeykepahondBeing (Reversible Posterior Leukoencephalopathy Syndrome/RPLS) oe autodvooa voorjuata. Ta onpeia kol gupnTopata cupnephapfavav omTikn
Blatapayr, kepahahyio, EMANMTIKES kpioelg koL akhayr) MC VONTKAG Katdotaons, pe 1 wpic oxen{dpevn unepraon. H didyvwon twv PRES/RPLS anarel
eMiBepaiwon Le anekdvion Tou eykepdhou. Ta MeploTatikd mou avapépBnkay siyav avayvoplopsvoug napdyovtee kKviivou yia PRES/RPLS, oupmephappavopevne
MG UNoKEIEVTS vooou Tou/mg aoBevols, TG UMEPTAONS, TS avogokatadtaATikng Bepaneiag kav) e ynueloBepaneiog. Enavevepyonoinon nratinidag B: Evag
HiKpGe aplBpde MEpLOTATIKWY EMAvEVEpYoTonang e nnatimdag B, oplopéved gopéc Je Bavameopo ExkBaon, £xel avapepBel oe aoBevE(C e KOKKLWPATWOT) UE
moAuayyelTida kal pKpookoTikn mohuayyeltda mou AapBavav ritiximab peta mv kukhogopia Tou pappdkou. Yioyouuoopaipivaipia: Ynoyappaopapivaiio (gA,
IgG 1) lgM kdTw and To katwiEpo PUoLoAoYIKG dplo) £xel mapatnpnBei og evijhikes kal mawdatpwols aoBeveis pe GPA kot MPA mou £hapav Bepaneia pe rituximab.:
I Mehém 1 me GPA/MPA, otoug 6 privec, oty opdda Tou rituximab, 27 %, 58 % kat 51 % Twv aoBevay pe guolohoyikd enineda avoooopalpivie amy apyn g
Bepaneiag, elyav yaunha emineda IgA, 1gG xkat IgM, aviioTowa os olykplon pe To 25 %, 50 % kw 46 % oy opdda ™S kukhopwopapidng. To MoooOTE Twv
auvohikay AowEewy Kol Twy cofapwv AowwEewy dev auEndnke peta my exdniwon younhdv emnédwy Igh, 1gG n lgM. Zm Mehém 2 me GPA/MPA, Bev
napampriBnkay kAviKa onpavikes Sagopéc petafl Twv d0o opdduwv Bepaneiog fy pewosig ota enineda ohwne avoooopapivne, 19G, IgM 1 oA kaf ‘Ghn m
Gudpkeln me dokpng. Iy nadatpwn khve) Sokyr, kata m Sdpkela mg ouvolkng mepddou pehéme, 3/25 (12%) noBevelc avégepav éva oupBav
unoyappaopapvaipiag, 18 aoBeveic (72%) siyav napatetapéva (opulopeva we emineda lg kdTw and 1o KOTWTEPO GUOIOADYIKG Gplo Yia TOUAOYIOTOV 4 MveS)
¥opnha enineda lgG (ek Twv onolwv 15 aoBevelc elyav emiong nopateTapéva yapnhn IgM). Tpeig aoBeveic £hapav Bepaneia pe eviophéfa avoooopaipivn (IV-1G).
Bdozt Twv neploplopevey dedopgvay Gev umopolv va eEayBolv aopakr oupnepaopata oyeTikd Pe To av napateTapéva YapnAd g6 kat lgM ofynoav o auEnuévo
kivbuvo gopapnc hoipwEng oe autolc Touc aoBeveig. Oi ouvéneleg e pakpoypdviag eEahewme Twv B kuttdpwy o nawbtpols aoBeveic elval AyvwoTeg.
Oudeteponevia: Im Mehém 1 me GPA/MPA, To 24 % Twv aoBevav oty opada tou rituximab (epdnag kokhou) kol To 23 % Twv aoBevadv omy opdda me
Kukhopwogapitne eppavioav oudeteponevia PaBpol 3 katd CTC r) peyohitepou. H oudeteponevia Gev oyetiomee pe pia mapompolpsvn adgnon cofapnc
hoipwEne otoug aoBeveic mou £hapav Bepaneia pe ntuximab. I Mehem 2 me GPA/MPA, n ouyvdmra eppdvions oudeteponeviag dhwv Twv PaBpwv ftav 0% ya
Toug aoBeveic mou éhafav rituximab évavti 5% yua Toug noBeveic nou éhaBav alaBelompiv. AtaTapayéc Tou GEpUaTog kal Tou UModdplou toTou: ‘Eyouv avapepBel



nohl ondvia Towkr) embepukn vekpdhuan (olvBpopo Lyell) km olvBpopo Stevens-Johnson, oplopgva ek Twv omoiwv pe Bavamgpdpo axﬁrum'k Eunelpin and mv
Kown mEppLya: Juvoyn mpopiA acpddetag am MeAety 1 g PV (MeAstn ML22196) kat Ms.lsm 2 me PV (MeAém WA29330: To mpogih aogaAgiag Tou rituximab
o0& ouvBuaoud pe Ppaoyeing dudpkewag, yaumhn ddon yAukokopTikoeldwy ot Bepaneia aoBevay Pe Kown) MERPIYa PeheTT|BNKE OE pa ¢uonq 3, Tuymonomugvn,
eheyyOuEvT, MOAUKEVTPIKT), QVOLTTS emaonuavans peheém nou nepiehdapfave 38 aoBeveic pe kown néppya (PV), Tuyalonompévous omy opada Tou rituximab
(MeAem 1 mg PV). Ot aoBevei mou tuyawonomBnkav oy opada Tou rituximab haBav pa apyikn doon 1000 mg eviopheping My Huépa 1 mg Mehemg kat jua
Geutepn 1000 mg evbogheBing my Huepa 15 mg Mehemg. Adoeg ouvtrpnong 500 mg eviophepiwg yopryrnbrxav Toug pnveg 12 kau 18. 01 aoBeveig pnopotoay
va hdBouv 1000 mg eviophepiwg ™ oTiyp MG umoTpomm| (BAéne mapdypapo 5.1). Tm Mekém 2 me PV, ma tuyatomompévn, SImhr-TugAr, pe SIMAG elkovikg
(PAPPOKD, UE EVEPYO OUYKDITIKG MapdyovTa, MOAUKEVTpWN pehém nou aflohdynoe mv unms]\wuunm’mm KaL v aopdiela Tou rituximab oe olykplon pe m
HuKopawohdm pogetih (MMF) g aoBevelg e PETpla £we ooBapr PV Mou anairolv and Tou oTOPaTos KopTIKooTepoeld), 67 aoBeveig je PV éhapav Bepaneia pe
rituximab (apywka 1000 mg IV mv Hugpa 1 mg Mehéme ko pua Gedtepn Sdon 1000 mg IV v Hugpa 15 me Mehemg, nou enavahngdnkav Tig ERGopddec 24 km
gﬂ yia dlaotnua ewg 52 epdopades (Bhene napaypago 5.1). To mpopik acpakeiag Tou rituximab oty PV fjrav oUVENES WE T0 KaBlepwyEVD pogik aogakeiag oTig
£G EYKEKPILEVEG QUTOAVOOES EVBE(EELS. KaTdAoyog averuOuunTwy evepyeldy und popen mivaxa yia T MeAéteg 1 kat 2 me PV: 0L averuBUpTEG eveépysieg
(ADRs) and nig Mehétec 1 kau 2 yia v PV napatiBevial atov Mivaka 7 . £m Mehém 1 mg PV, o1 ADRS opiomkav we Ta avemBiunTa oupBdvia mou mapampnénkay
HE oUYVOTTa EPPaviong = 5% oTouc aoBevelg Pe PV mou éhaBav rituximab, e = 2% anéhum Slagopa oy oUXVOTIITA SPQAVIONG PeTaEl T opddac mou Ehape
ritiximab kol mg opadac mou €hape v koBiepwpsvn doan npedwlovng £wg To prva 24. Kavevag aoBeviic Sev anoolpBnke Adyw Twv avemBUUNTwY EVEPYELIV
om Mehém 1. Zm Mehém 2 me PV, oL ADRs opiomkay we Ta avemBounTa oupBavia nou napampnénkay og = 5% Twv aoBevav pe PV mou éhapav rituximab ko
aEtohoynBrkay we oxeTGpeva.
Mivakag 7. Av&:mﬂuurgaq EVEPYEIEC O 00BEVELS [1E KOWT) MERPIya mou £haPav rituximab, and m Mehém 1 mg PV (Ewg 1o Mrva 24) kat and m Mehem 2 mg PV
(éwg v EpBopada 5

Kotnyopio/opyoviko gloTnpo olipgwva Pe T paocn dedopévwv MedDRA Mohi ouyvec Zuyvéc
AoipoEeic Kol NopodITWOEIS MoiuwEn Tou avetepou MoipwEn and 16 éprmta, ‘Eprng Zwotmpag,
QVanveUoTIKol oUoTApAToC | ZTOMATIKGS £pTm, ETumepukinda,
Pwogapuyyinda, Kavtvioon Tou otdpatog,
Oupohoipwén
Neonmhdopata KahoriBn, kakoriBn Kol pn kaBopi{opeve (nepihappavovral KUoTEIS Brihwpa Tou Géppatog
Kol mohimodec)
Wuyiatpikég SioTopoyeEg Eupévouoa kataBlmmikn Meilwy katabhiym, EuepeBiotdmra
Blatapay
AloTapa)gg Tou VEUpIKOU CUOTHHOTOS Kepahahyin Zihn
Kopdiokég SioTapoygg Tayukapdia
MoTapoygc Tou yooTpEVTEPIKOU Ahyoc dvw kothing
MoTapoygc Tou SEppPoToc Kol ToU unodopiou 10Tol Ahwnekin Kvnoude, Kvidwan, Aatapayn SEppatoc
AloTapuyEg Tou PUoOKEAETIKOU OUOTHHATOS, TOU OUVEETIKOU 10TOU Kal DOTIKES MuookeheTikde novog, ApBpahyia,
Blatapayeg Ooguahyin
TevIKEG SloTopoy€ Kal KaTaOTAOEIG g 0dou Xopriynong Konwon, EEaoBévion, Mupekia
Kokwoeig, SnAnmnpiaoei kal emmAokég BepaneuTIKWOY XEIPIOUWY I)(sru;nuevst; e TV Eyxuon
avnibpdo

*0u oyendpeveg pe T Eyyuon avidpdosl yio v Mehém 1 mg PV, nepiehdpavay ta ouunrwumu TIOU OUAAEYBNKAV KOTA TNV EMOLEVY TIPOYPAPLATIONEY)
£MIOKEYN HETA and kaBe EyXUon kal Ta averuBupnTa oUPBAvTa Mou ppaviomkay Kata TV NEépa T pia npépa HETa Ty Eyyuon. Ta o ouyvd, ayeT{opeva pe
mv Ualvxuon gupmTwyara aviidpaong/ Mpotipwpevol dpol yia m Mehem 1 g PV nepihdpBavav kepakakyieg, piyn, ugnhn aptnplakn nieon, vautia, eEaoBevian
Kai ahyog

Ta o ouyva oyeTi{dpeva e ™y Eyxvon oupntwpata aviidpaong/MNponpapevol dpot yia ™ Mehém 2 me PV fitav n Slonvoia, To epUBnua, n unepdpwain,
SEan, 1 UTeTaon/n Yaunin apmplaki nieorn Kat To sEAvenua/Knopndeg cEavenpa.

Neprypapn emAsyuévay avemBuumtwy evepyewv: Avnidpdosis oxenGueves pe v Eyyuon: Tm Mehém 1 me PV, ol oyeni{dpeves pe myv £yyuon avibpaoelg
frav ouyvee (58%). Iyebov ohec o1 oYETUGUEVEC Ue TNV £yyuon avTIGPACELS MTav NS £wg PETpiec. To MOOOOTO Twv aoBevav mou exkdniwoav avTibpaon
oyenidyevn pe v £yxuon fitav 29% (11 aoBeveig), 40% (15 aoBeveic), 13% (5 aoBeveic) kat 10% (4 aoBevelc) petd mv npwm), deltepn, Tpim Kal TETapTN
£yyuon, avtiotoryn. Kavévag noBevic dev anoglpBnke and m Bepanein ekawtiag Twv oyenddpevwy e v Eyyuon aviidpaoewy. Ta gUPMTWHATA Twv OYETILOPEVWV
JE TV Eyyuon avTidpaoswy frav Napopoia o sidoc ko coBapdmra pe exelva Nou napampnBnkay otoug aoBevelc pe RA ka GPA/MPA.

Zm Mekem 2 mg PV, ot IRRs epgaviomnrav kUpiwg oty mpwn €yxuon kat i ouyvita twv IRRS pewibnke pe enakdhouBeg eyyloeg: 17,9%, 4.5%, 3%
Kkat 3% Twv aoBevav spgdvioav IRRS omy mpd, deUtepr), Tpim) Kal TETapTn Eyxuon avtioToya. Ze 11/15 aoBeveig mou spgdvioav Toukdylotov pia IRR, ot
IRRs firav BaBuou 1 1 2. Ze 4/15 aoBeveic avapepbnkav IRRS BaBpol =3 ko odfynoav oe &uakorm) e Bepansiag pe rituximab Tpelg amd Touc TEOTEPLS
aoBeveic eppdvioay coPapéc (amethnmikég ya m {wr) IRRs. Zopapéc IRRS epgaviomkav katd v npw (2 aoBeveic) 1 ™ deltepn (1 aoBevig) £yyuon kol
EMAUBNKaY L oupmTwyatkn Bepanein. Aowwéeic: Tm Mehém 1 me PV, 14 aoBevelc (37%) omy opdda Tou rifuximab eppdviony AOWWDEELS OyETIOUEVES
pe  Bepansin oe olykpion pe 15 aoBeveig (42%) omyv opada me koBiepuwpswne Gdong mpedwnldwng. O mo ouyveg howwelg oty opada Tou rituximab
nrav AowmEsic amhol éprnta ko {woTipa, 1 Bpoyyinda, n AoluwEn Tou oupomomTkKol oUOTHUATOC, T PUKNTIOOWKN AoilwEn kol n emnspukmda. Tpelc
aoBeveig (8%) omv opdda Tou rituximab epgdvioav ouvohikd 5 coPapec AowwEels (mveupovio amd Preumocystis firovecii, howwdn Bpoppwon, hoipwEn
peooomovduhiov diokou, nveupoviky Aoluwen, onyn and oTaguhdkokko) kal vag aoBevic (3%) omv opdda g kaBliepupéwne Goong mpsdvildvie eupdvios
ooPapr) hoipwEn (mveupovia and Preumocystis jiroveci). Tm pehém 2 me PV, 42 aoBeveic (62,7%) oto okeéhog Tou rituximab mapougiooav AowwEels.
O mo ouyvée Aow@Eslc omy opdda Tou rituximab rrav AolpwEn ToU avwTepou avamveuoTikol ouoTipatog, pogapuyyinda, OTOPATIKG kaviwTicon
Kol AolpwEn Tou oupomomTkol ouoTipatog. 'EEL noBeveic (9%) oTo okéhog Tou rituximab mapoucinoav coBapéc howwEelc. Epyaompiakéc avipadiec
Zm pehém 2 mg PV, oto okéhog Tou rituximab mapampriénkav moAl guyva peTa T £yxuon napodikeg PEWoEIS oTov aplBpo Twy AERpoKUTTApWY, MoU mpokinBnkay
ang Penoele oToue mAnBuopolc Twy MEppepkwy T-KUTTApwY, KaBwc kol nopodikn peiwan Tou emmédou Tou puogdpou. Autd BewpnBnke 6T mpokAnBnkay and
v npoAnmrikn IV £yyuon peBuknpedwniohowne. Zm Mehém 2 mg PV, yaunha enineda lgG napampnénkay ouyva ka apnhd emineda lgM nopamprénkav mohd
ouyva wotdoo, Gev UTMpEe vaelEn auEnpévou kivlvou epgaviong coPapwv hodEewy petd my ekdiwon yapniav lgG 1 lgM. Avapopd mBavoloyolpevuoy
avemBuunTwy evepyeuv: H avapopd mBavohoyolpevwy avemBUunTwy evepyewwy PeTd and m yoprynon adewng kukhogopiag ToU papUAKEUTIKOD TpoiovTog
elval onpavTikr. ETUTpENsL ) ouveyT) napakohoUBnan me oxgong opéhouc-KivBlvou Tou gappakeuTikol NpoldvTog. ZnTeito and Toue emayyehpatieg uysing va
avapépouv onoleodnnots mBavooyoUpeves avemBUPNTES EVEPYEIEC LEOW Tou eBvIKOU OUOTIIATOC avapopac TMou avaypapeTal napakdtw. EBvikde Opyaviopdc
Pappdkwv: Meooyeiwv 284, GR-15562 Xohapyde, ABrva, Tnh: + 30 21 32040380/337, ®ak: + 30 21 06549585, lotdtomog: hitp://www eof.gr. 7. KATOXOZ
THEI AAEIAZ KYKNOOOPIAZ: Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, AuoTpia. 8. APIOMOZ(01) AAEIAZ KYKAD®OPIAZ: Rixathon 100 mg nukvd didAupa
yio nmopaokeun] ohlpatog mpog £yyuor: EU//17/1185/001, EUA/17/1185/002. Rixathon 500 mg nukvd &wdhupa yio napagkeun dahdpatog mpog eyyuom:
EU/1/17/1185/003, EU/1/17/1185/004. 9. HMEPOMHNIA NPOTHE EFKPIZHE / ANANEQIHE THE AAEIAZ: Huepopnvia mpwmg ykpiong: 15 louviou 2017. 10.
HMEPOMHNIA ANABEQPHZIHE TOY KEIMENOY: 23/08/2021. AenTopepeic mAnpogpopieg yia To napov papuakeuTike npoiov sival SiaBeoiues otov Biktuakd Tomo
Tou Eupwrnaikol Opyaviopol dapudkwy: hitp://www.ema europa.eu.
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