[MAnpo@opitcc via Tov AcBevn

EmmkoivwvroTe pe Tov MNatpd oag i AdpeTe emmeiyouca Bonbeia apéowg edv
EXETE OTTOIOBATTOTE ATTO AUTA TA CUUTITWHOTA:

* Tupetdg (38°C 1 uwnAoTEPOG)
* [priyopog KapdIakog TTAAUOG
+  Piyn

* AuokoAia oTnv avarvon

e ZAAn n téon yia AimmoBupia
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H utrapén otroloudnTroTe a1rd AUTAE TA CUUTITWHOTA PTTOPET va OQEIAETal
oT1o ZUvdpopo AtreAeuBépwaong Kuttapokivwy, To OTToio XpeladeTal
dueon ekTipnon atmoé €vav MNarpo.

>0vdpopo AtreAeuBépwaong Kuttapokiviv
e gival é&va gUVOAO CUUTTITWHATWY TTOU TTPOKAAOUVTAI ATTO UIKPEG
TTPpwWTEiVEG TTOU OVOPALoVTal KUTTAPOKIVEG, Ol OTTOIEG
aTTEAEUBEPWVOVTAI OTO OCWHA 0ag KAt T SIAPKEIA PAEYUOVAG.
e uTTOpPEi Va TTpokANnBei atrd N Awn tou COLUMVI.
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MAnpo@opitec via Tov OepdTrovra NaTpd

AuTég 0 aoBevig éxel AaBel COLUMVI - To otroio ptropei va TTpOoKOAEDEl
ZUvdpopo AtreAsuBépwong Kuttapokivwy (CRS).

* AZlohoynoTe apéowg Tov aoBevr| Kal BepaTTelOTE TA CUPTITWHOTA.

» Edv uttdpyer uttoyia CRS, TrapakaAgioTe va ava@epBeite aTnv TTapdypago
4.4 1ng MepiAnwng Twv XapaKTnpIoTIKWV Tou MpoidvTog yia avaAuTIKEG
odnyieg wg 1Tpog Tn diaxeipion Tou CRS.

* ETTIKOIVWVAOTE NE TOV OCUVTAYOYPAPO YIaTPO OTTOTE €ival SUVOTOV—UTTOPEI
Va XPEIAOTEN va TPOTTOTTOINCEI TNV €TTOMEVN £yxuon Tou COLUMVI.

GR_28-Mar-2024_Col RMP v1.2

2T10I1XEia ETTKoIVwviag

Ovopa agBevoug:

‘Ovoua cuvtayoypdagou lMaTpou:

TnAepwVIKOG apiBudg ouvtayoypdgou lMarpou:

Huepounvia évapéng tou COLUMVI:

glofitamab Képta AaBevoug, ékdoan 1.0, MapTiog 2024 GR_28-Mar-2024_Col RMP v1.2
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lMa TepioodTePEG TTANPOPOpieg oXeTIKA pe To COLUMVI diaBdoTte To PUAN0 Odnyiwv Xpriong To
OTT0i0 PTTOPEITE VA BPeiTe aTa EAANVIKA 1 0TO dIadIKTUAKS TOTTO Tou EupwTraikou Opyavicuou
Dappdkwy http://www.ema.europa.eu rj areubuvBeiTe GTO GUVTAYOYPAPO 1ATPO OAG.

V To @dpuako auTtd TEAEI UTTG CUPTTIANPWHOTIKA TTapakoAolBnon. AuTto Ba eTTITPEWEI TOV YPryOpPO
TTPOCdIoPITHO VEWV TTANPOPOPIWY ad@daAciag. MTTopeite va BonBroeTe péow TnNG avapopdg
TOAVWV AVETTIBUUNTWY EVEPYEIWV TTOU EVOEXOUEVWG TTAPOUTIAeTe. BA. TTapakdTw yia Tov
TPOTIO AVAPOPAG AVETTIOUNNTWY EVEPYEIWV.
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Ava@opd avetriBuuNTwy EVEPYEIWV

Edv £xeTe TUXOV EPWTAOEIG I AVTIHETWTTIGETE TUXOV TTPOBARHATA, HTTOPEITE VO aTTEUBUVOEITE OTOV YIOTPO,
TOV VOGOKOMO 1} TOV QAPHAKOTIOI0 COG.

Edv ep@avioere kATToIa AVETTIOUUNTN EVEPYEIQ, EVIMEPWOTE TOV YIOTPO, TOV (POPHAKOTIOIO I} TOV VOGOKOHO. AUTO
TrepIAapBAvel kai KABe TTIBav) avETTIOUUNTN EVEPYEIX TTOU SEV aVOPEPETAI GTO TTOPOV PUAAO 0BnyIWV XpAoNG.
Mrtropeite €miong va ava@épeTe avemOUUNTEG evépyeleg armreubeiog péow Tou EBvikoU Opyaviopol
Dappdkwv. Méow TnG ava@opdg AVeTIBUUNTWY EVEPYEIWV, HPTTOPEITE va Bondioete oTn ouAloyn
TEPICTOTEPWY TTANPOPOPIWV OXETIKA PME TNV ACTPAAEIN TOU TTAPOVTOG PAPHAKOU.

Eival onpavTiké va kataypagei TG00 n EUTTOPIKI ovopagia 600 Kal 0 aplBuég TapTidag Tou TTPOIdVTOG TToU
AapBavete. MTmopeite va ouvelo@épeTe oTnv TTapakoAolBnan Tng ac@dAeiag Tou Columvi ava@épovtag Tig
QaVeTTIOUUNTEG EVEPYEIEG TTOU 0OG Trapoucidlovtal oTov EBviké Opyaviopd Pappdkwy (EOP), pe TNV uttoBoAr
NG KiTPIVNG KAPTAG, PE TOUG EGAG TPOTTOUG:

1. HAektpovikA utroBoAr Tng Kitpivng Képtag péow tng 1oTooeAidag Tou EO® http://www.eof.gr/ | atreubeiag
oTo http://www.kitrinikarta.gr

2. MTTopeiTe €TTIONG VA COPWOETE HECW TOU «EEUTTVOU» KIVNTOU OOG TOV TTOPOKEIPEVO KwdIko QR,

yia va petapeite otnv iIotooeAida http://www.eof.gr, yia Tn cuptrAnpwon TG «KITPINHZ KAPTAZ».
3. 'EvTutin pop®n atmmoaToAr péow Taxudpopeiou, aTeAws, ato TuAua AvemBuunTtwy Evepyeiwv

Tou EO® (Meooyeiwv 284, 15562) TnAé@wvo emmikoivwviag: 213-2040337.
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EVaAAaKTIKG, PHTTOPEITE VO ava@EPETE OTTOIAdNATIOTE AveTOUUNTN evépyeia pe To Columvi otn Movada Pappuako-
emmayputvnong Tng Roche (HELLAS) AE, €ite nAekTpoVvIKA péow TNG 10TooEAIdag
https://www.roche.gr/contact/pharmacovigilance/

€iTe péow nAekTpovikou Taxudpopeiou (hellas.drugsafety@roche.com), €ite, T€AOG, pEOw TNAEPWVOU GTOV
apiBué 210 61 66 100.

MTTopEiTE ETTIONG VO OAPWOETE PETW TOU «EEUTTVOU» KIVNTOU OAG TOV TTapakeipevo kwdikd QR,
yia va petaBeite otnv 1I0TooeAida https://www.roche.gr/contact/pharmacovigilance/
Aigukpivietal 611 0 EO® Bev TTapéxel 10TPIKEG TUPBOUAEG OXETIKA JE TOV TPOTTO QVTILETWTTIONG
MOAVWY avemOUUNTWY eVEPYEIWV. ApUOSIOG yia TNV TTapoxr TETOIwY CUPBOUAWY gival yévov o
10TPOG 0ag

BonBnoTe va yivouv Ta pAapHaKa TTIo ao@aAn Kol
AvagépeTe:
OAEZ TG avemBUuNTEG EVEPYEIEG VIO
OAA T1a papuoka
ZupmAnpwvovtag Tnv «KITPINH KAPTA»
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