[MAnpo@opiec yia Tov AcBevn

EmkoivwvnoTe pe Tov MNatpd oag A Adpete emmeiyouca Borbeia apéowg edv
EXETE OTTOIOOATIOTE ATTO AUTA TA CUNTITWUATA:

AioBbnua atmmotrpooavaToAiIouou
AioBnpa peiwpévng eypriyopong
YTrvnAia

Mrwon emmmédou ouveidnong

e [MupeTdg (38°C ) uPnAGTEPOG)
e [priyopog KapdIaKOG TTOANOG
e Piyn

e AuckoAia oTnv avatrvon

e ZA&An ) tdon yia AimmroBupia ETANTITIKEG KPIOEIG

e >Uyxuon AuckoAia oTn ypa@r kai/f
e E&4vOnua TNV OpIAia
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H utrapén otroloudnTroTe aTrd AUTAE TA CUUTITWHOTA PTTOPET va OQEIAETAl
oT1o ZUvdpopo ATreAeuBépwaong KuTTapoKIVWV KAl O0€ CUUTITWHATA
VEUPOTOEIKOTNTAG, TA OTToia XpelddovTal Auean ekTipnon atd évav MNarpo.

>uvdpopo AtreAeuBépwaong Kuttapokivv

e c¢ival éva gUVOAO CUUTITWHATWY TTOU TTPOKAACUVTAI aTTd MIKPEG TTPWTEIVES
TTOU OVOUAZOVTAI KUTTOPOKIVEG, OI OTTOIEG aTTEAEUBEPWVOVTAI OTO CWHA
0ag KOTa T JIGPKEID GAEYUOVAG.

e pTropei va TpokAnBei atd 1n Arfjyn Tou COLUMVI.
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NAnpo@opitc via Tov Oepdrrovra [aTpd

AuTOG 0 aoBevig €xel AaBel COLUMVI - To oTroio JTTopEi va TTPOKAAETEl

20vdpopo AtreAsuBépwong Kuttapokivwy (CRS) kal ouvdpopo

VEUPOTOSIKOTNTAG OXETI{OHEVNG HE avacodpaoTiKd KUTTapa (ICANS).

e AtlohoynoTe auéowg Tov acBevi Kal BepatreloTe TO GUUTITWHUATA.

® Edv umrdpyxel utroyia €ite yia CRS eite yia ICANS, TTapakaAgioTe va
avatpégete oTnv TTapdypago 4.4 g MepiAnwng Twv XapakTnpIoTIKWY TOU
MpoidvTog yia avaAuTIKEG 0dnyieg wg TTPog Tn diaxeipion Tou CRS kail Tou
ICANS.

o ETTIKOIVWVAOTE ME TOV CUVTAYOYPAQO YIATPO OTTOTE €ival SuvaTov —
MTTOPEI Va XPEIAOTE va TPOTTOTTOINGEI TNV €TTOUEVN £yxuon Tou COLUMVI.
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2T0IXEia ETTIKoIVwviag

Ovopa agBevolcg:

‘Ovopa cuvtayoypdgou lMNarpou:

TnAepwvikég apiBuédg cuvtayoypdgou MNaTpou:

Huepounvia évapéng tou COLUMVI:

glofitamab Kdapra AoBevoug, ékdoon 2.0 Huepounvia €ykpiong EO®: Mdéiog 2025 GR_26-May-2025_Col RMP v3.1
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MNa mepioodTepeg TTANPoPopieg axeTiKG pe To COLUMVI diaBdoTte pooekTika 10 DUANO Odnyiwv Xprong 1o
otroio pTTopEiTe va Ppeite oTa eEAAnVIKE i oTo dladIkTuakd TéTTo Tou Eupwtraikod Opyaviopol Papudkwv
(http://www.ema.europa.eu/el/documents/product- information/columvi-epar-product-information_el.pdf)

1 atreubuvOeiTe aTO oUVTAYOYPAQO 1aTPS OOG.

¥ To @AappaKo auTo TEAE UTTO GUPTTANPWHUATIKA TTapakoAoUBnan. AuTto Ba TTITPEWEI TOV YPRYOPO TTPOCdIoPIoUS
vEwV TTANpo@opIwv ao@dAeiag. MTopeite va BonBAoeTe yéow NG avagopdg TOavwy avemBUPNTWY EVEPYEIWV
TTOU EVOEXOMEVWG TTAPOUCIAZETE. BA. TTAPAKATW YIO TOV TPOTTO QVAPOPAG AVETTIBUUNTWY EVEPYEIWV.

Ava@opd avemfUuuUNTWV EVEPYEIWV

Edv éxeTe TUXOV EPWTACEIG | OVTIMETWITI{ETE TUXOV TTPOBAAMATA, PTTOPEITE va OTreuBuvBeiTE OTOV
YI0TPO, TOV VOGOKOHO I} TOV POPHUAKOTIOIO CAG.

Edv ep@avioere KAola avemmiBUuNTn EVEPYEIQ, EVNUEPWOTE TOV YIOTPO, TOV (PAPHOKOTIOI0 H TOV
VOO OKOUO. AuTO TrepIAapBdvel kal KABe TIBAvV aveTTIOUUNTN EVEPYEIA TTOU SEV AVAPEPETAI OTO TTOPOV
@UAAO 0BnyIWV XpAONG.

Mrropeite emiong va ava@épete avemOUunTeg evépyeieg atmeubeiog péow Tou EOvikoUu Opyaviopol
Qapudkwyv. Méow TG ava@opdg avemmiBUPNTWY EVEPYEIWV, MTTOPEITE va BondAoeTe otn ouAAoyn
TEPICCOTEPWYV TTANPOPOPIWV OXETIKA HE TNV ACPAAEIN TOU TTOPOVTOG PAPUAKOU.
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Eival onpavTtiké va kataypagei 7600 N EUTTOPIKK ovopagia 600 Kal 0 aplBuég TapTidag Tou TTPOIdVTOG TTOU
AapBavere.

MTropeite va ouvelogépete oTnV TTapakohouBnan Tng ao@aAeiag Tou Columvi avagépovTag TIG aveTTIBUNNTES
EVEPYEIEG TTOU 0aG TTapouciadovtal otov EBviké Opyavioud dapudkwy (EO®P), pe Tnv utoBoAn Tng Kitpivng
KAPTOG, PE TOUG £EAG TPATTOUG:

1. HAexktpovikn utroBoAr Tng Kitpivng Kdptag péow tng 1otoaeAidag Tou EO® http://www.eof.gr/ fj atreubeiag
oTo http://www.kitrinikarta.gr

2. MrmopeiTe £TMIONG VO COPWOETE PEOW TOU «EEUTTVOU» KIVNTOU 0aG ToV TrapakaTw kwdikd QR, yia va peTaBeite
oTnv 1oToo€Aida hitp://www.eof.gr, yia Tn oupTTARpwon TG «KITPINHZ KAPTAZ».

i
i

3. 'EvTUTIn pop®r) amrooToAn péow Tayxudpopeiou, ateAwg, ato Turua AvemOuunTwy Evepyeiv Tou EOD
(Meooyeiwv 284, 15562, Xohapydg) TNAE@wvo eTmikovwviag: 213-2040337.
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EVaANOKTIKG, PTTOPEITE VO aVOPEPETE OTTOIADATIOTE AVETTIOUUNTN eVEPYEIA He TO Columvi oTn Movada Pappakoe-
mayputrvnong Tng Roche (HELLAS) AE, €ite NAeKTpOVIKG PECW TNG IOTOTEAIBAG
https://www.roche.gr/contact/pharmacovigilance , €ite péow NAeKTPOVIKOU Tayxudpopueiou
(hellas.drugsafety@roche.com), €ite, T€A0g, péow TNAe@wvou aTtov apiBuod 210 61 66 100. MTopeite eTTiong va

OAPWOETE PETW TOU «EEUTTVOUY KIVNTOU GOG TOV TTAPaKATw Kwdiké QR, yia va YeTaBeite oTnVv I0TOoEAISO
https://www.roche.gr/contact/pharmacovigilance

Aigukpivigetal 611 0 EO® Sev TTapéxel IaTPIKEG CUPBOUAEG OXETIKG E TOV TPOTTO AVTIPETWITIONG TTBAVWYV aVETTIOU-
HUNTWV evePyEIwv. ApUOdIOG yia TNV TTaPOoxH TETOIWV CUPBOUAWY gival yévov o 1aTpdg oag.

BonBnoTe va yivouv Ta @dpuaKa 1o ao@alr] Kai
AvagépeTe:
OAEZ TG avemBUuNTEG EVEPYEIES VIO
OAA T1a @apuaKa

ZuptAnpwvovtag TNV «KITPINH KAPTA»
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