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ISATUXIMAB

2HMANTIKEZ NAHPO®OPIEZ

TO YSARCLISA (ISATUXIMAB)
2 XETIZETAI ME KINAYNO
EMIAPAZHZ ZTON MPOZAIOPIZMO
THZ OMAAAZ AIMATOX

OYAAAAIO INA TOYZ
EMNAITEAMATIEZ YITEIAZ KAI TIX
TPAMEZEZ AIMATOZ
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NPOEIAOMNOIHZH A TIX TPANEZEX AIMATOZ

To isatuximab cuv8éetat oto CD38 ota epuBpd cpoo@aipra (RBC) kot pnopel va emmpedoet Tig ouvi)0eLg
Sokpacieg eAéyxov cupuBatoTNTAG TOV aipatog odnywvtag o Pevdmwg 0TIkt éppeon Sokipacio
avoooo@aipivng (éppeon Sokpacio Coombs).

v Auti) n emidpaon TepiopileTal aTa EAdaaova avTiyova Kai dev emnpeddel Tov mpoodiopiopod Tng opadag aiparog ABO kai Tou
101oU Rh TOU 0G0BeVOUG.

v 01 péBodol mepiopiopol TnG emidpaang Tou isatuximab wepiAapBavouv Tnv emegepyacia Twv avTidpaoTnpiwv Twv RBC pe
510€100peiTOAN (DTT) woTe va eptrodioTei n gUvean Tou isatuximab, i} GAAeg TOIKG emIKUpwpEéve peBODOUG. Aedopévou OTi
10 cUoTnpa opddwy aipatog Kell eivar emiong euaiodnto atnv eme§epyaaia pe DTT, Ba wpémer va mapéyovtal Kell-apvnTikég
povadeg peTd Tov amoKAEIoPO 1 TOV EVTOTIITHO aAAoavTiowpdTwV Xpnaipotroiwvtag RBC Ta omroia éxouv urooTei
emeepyaaoia pe DTT.

Le MEPITITWON EMEIYOUTAG AVAYKNG YIa HETAYYION, PTTOpolV va XopnynBolv pn SiaoTaupwpéveg wg Tpog ABO/Rh oupBatég
povadeg RBC, oUpQwva e TIG TPAKTIKEG TNG TOTIKNG TPATTELOG AipOTOG.

AAnBwg apvnTikn éupeon dokipacia Coombs
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RBCs Opog acBeviy Xwpig Agv UTIApXOUV AVTIOWHATA Npoodiikn Aev Tapampeital H AOKIMAZIA
AVTICWHATA OF EAG 06 yio T Séopeuon avTidpaaTnpiou ouykOAnon EINAI
avTiyova avriyovwv RBC Coombs APNHTIKH

AAnBwg BeTikn éppeon dokipagia Coombs
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RBCs Opog aoBevi pe Ta avTicwpaTa Tou Npoaéikn Maparnpeitai H AOKIMAZIA
aVTIoWHATA OF EAG 0g SEopED avTiSpagTnpiou ouykoAAnon EINAI OETIKH
avTiyova Ta avTiyova Twv RBC Coombs

‘Eppean Sokiyaoia Coombs o€ ao0evi ou €xel AdBel OepaTreia pe
— isatuximab
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RBCs 0pog aoBevi pe To isatuximab Mpoodikn Maparnpeital H AOKIMAZIA
isatuximab ouvdéetal oo CD38 avTidpaaTnpiou ouykoAAnon EINAI YEYAQZ
Twv RBC Coombs OETIKH
A% . |satuximab "+ Avnidpaoripio Coombs ® « Ymodoxéag CD38
. « Epubpd aipooeaip! + * Avrnowpara ot €Ad avTiyova
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NPOEIAOMNOIHZH A TOYZ ENAITEAMATIEZ YTEIAZ

KATAAAHAA METPATIA THN ANTIMETQMIZH THZ ENIAPAZHZ TOY ISATUXIMAB KAI THN AMO®YTIH MNIGANQN
ANEMIOYMHTQN KAINIKQN ZYNEMEIQN

v MpayparotoigioTe TPoodiopIoo TG opadag aipatog Kal Sokiyagia avixveuang avriowpaTwy (screening) oTov aoBevi
TPIV AT TNV TPWTN £yXuon Tou isatuximab.

v E¢eTaaTe 10 evOeXOpEVO QaivoTuTriKOU TPOoaSiopiopou Tpiv amd Tnv évapén Tng Bepareiag pe isatuximab olpewva pe
TNV TOTTIKA TPAKTIKI.

v AwoTe oTov aoBeviy oag Tnv TeAeutaia ékSoan Tng Kaprag AoBevoic.
v Edv n Bepareia pe isatuximab el Adn {ekivioel, evnuepwoTe TNV Tpdmeda aipatog 6T 0 acBeving Aappaver isatuximab.

Le MEPITITWON TPOYPUPUATIOHEVNG HETAYYIONG, EVNHEPWOTE Ta KEVTPA PETAYYIONG AipaTog yia TOV Kiviuvo emidpaong
OTIG EPPETEG SOKIPOTIES aVTITQAIPIVNG.

H emidpaon otnv éupean dokipacio Coombs ptropei va emipeivel yia TouldyioTov 6 pveg perd tnv TeAeutaia éyxuon. Qg
€K ToUTOU, GUHBOUAEYTE TOV aoBevn oag va €xel padi Tou Tnv Kdpra AcBevolg auvexwg Kai yia didoTnua TouldayioTov 6
pnvwv peTa Tnv TeAeutaia d6on Tou isatuximab.

Eival onpavTiké va oupfouletete mdvra Tov aoBevih oag va avatpéxel ato @UANo Odnyiwv XpAong (POX) yia
mEPIOTOTEPES TTANPOPOPIEG OXETIKG pE TO isatuximab kai va Tov evnpuepwvere 0TI To DUAN0 O8nyIwv XpRong oTa eAANVIKa
eival S108éo1po kai oTnv 1I0To0€AiIda Tou Eupwraikod Opyaviopot @appdkwv: https://www.ema.europa.eu/el/documents/
product-information/sarclisa-epar-product-information_el.pdf

ANAOGOPA MIGANOAOIOYMENQN ANEMIOYMHTQN ENEPIEIQN

V¥ To isatuximab TeAei uré oupTTAnpwHATIKI TTOPakoAoUBnon TG oxéong opéAoug/kivouvou. Auto Ba emITpéel
TOV Ypyopo Tpoadiopiopd véwv TAnpo@opiwv acpdaAeiag. Znteital amod Toug ErayyeAparieg Yyeiog va
ava@épouv otroleadnmoTe moavoAoyoUpeveg avemBUUNTEG evépyeleg atreuBeiag aTov EBviko Opyaviopuo
Dappdkwy, Pe TOUg £§NG TPOTTOUG:

* HAextpoviki utroBoAn Tng Kitpivng Képtag péow Tng 10TooeAidag Tou EO®
http:/lwww.eof.gr/guestlyellowgeneral fj ameubeiag oTo https://www.kitrinikarta.gr/

+ 'Evrutn pop@n amoaToAn péow Taxudpopeiou, ateAwg, oo TpRpa AvemBiunTwy Evepyeiwv Tou EO®
(Meooyeiwv 284, Xohapyog 15562) TnAépwvo emkoivwviag: 213-2040337

*  Zdpwan, yéow Tou £§uTIvou KIviToU oag, Tou TrapakdTw KwdikoU QR, yia va perafeite otV 1I0T00€AISA
http:/lwww.eof.gr, yia Tn cupAfpwaon TnG «KITPINHZ KAPTAZ».

NMPOZOETOI MOPOI

Mo mepioooTepeg TANPOPOpicg OXETIKG pE To isatuximab, avartpisre atnv MepiAnwn Twv XopakTnpIoTIKWY T0U
lNpoiovrog (MX1M) A emikoivwviaTe pe n SANOFI pe évav atré Toug akdAouBoug TpoTTOUG:

*  TnAépwvo: 210 9001600
*  Email: PV-Greece@sanofi.com
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A EFKAIPEX
METAITIZEIZ

YNENOGYMIZH I'IA TOYZ EMATTEAMATIEZ YTEIAZ
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@ MpaypatotroioTe TPoodiopIoHo TG OadaAg aipaTog kal doKIpaoia avixveuong
avTIowpdTwv (screening) oTov agBevi PIV aTré TNV TPWTN £yXuon Tou isatuximab.
Evnpepwaore v Tpatreda aiparog 01 o acBeving aag Exel umoPAnOei o€ Bepartreia pe
isatuximab 1o oToio yopei va emdpdael aTnv éupean Sokipacia avTioPaipivng (EPpean
Sokipagia Coombs).

EtraAn@eUoTe Tig mayieg EVTOAEG yia peTayYioEIS yio va TPoaSIopioeTe £Gv 0 a0BEVAG Tag
éxe1 AaBer isatuximab evrog Tou TeAeuTaiou €Toug.

Le TEPITITWOT TTPOYPAHHATIOHEVNG HETAYYIONG, EVINHEPWOTE TA KEVTPA PETAYYIONG AipATOG
yia Tov Kivduvo eTridpaong oTig £upeoeg SOKIPATIEG AVTIOPAIPIVNG.

AwoTe aTov aoBevi) oag TNV Kapta AgBevoug, Tnv omroia ETrel va €Xel Hadi TOU GUVEXWS

Kal yio S1doTnua TouhdyioTov 6 pnviv petd Ty Teheutaio d6an Tou isatuximab. Mapéxere
otV 1pameda aigaTog To TPOoPiA cupPaToéTTAG TOU ACBEVOUS GOg TTPO TNG BepaTreiag pe
isatuximab, eav givai dioBéaipo.

‘ ZnioTe amd Tov 0aaBevi Gag va EvPEPWOEI TOUG GAAOUG yIaTPOUG Tou OTI éxel Adfel

isatuximab, 18iwg TpIv oo pia perdyyion, kaBwg Kai va Toug deiel Tnv Kapta AaBevoug.

= == ==|  YNENOYMIZHTI TIZ TPAI'IEZEZAIMATOZ = —
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I MpoadiopioTe To deiypa aipaTog TOU 008eVOUG 0aG WG TEPIEXOV isatuximab. I
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