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‘ExBeon Mépog i

1. AioIknTIKEG TTANPOPOPIES

ApIBu6s dokiung EE 202X-XXXXXX-XX-00

TUTTOC QiTNONG Ouoi1wdng Tpotrotroinon (SM-X)
Evliogpepouevo KpaTog péAOG EANGOa

Xopnyoég XXXXXX

2. ZUPTTEPOOHO META TNV agloAdynon

Eival n aitnon ammodekTi;
Nai
Nai utto TTpouTrobéoeig [
Oy O

2XOAIa (EQV UTTAPXOUV):

3. PATpa yia Tn didpkKelia Tou ac@aAioTnpiou

YrievBupiletal otov xopnyo n pntr umoxpéwaor tou, cuudwva pe to dpBpo 76 tou Kavoviopou (EE)
optB. 536/2014 kot tnv Loxvouoa €Ovikr) vopoBeoia, va dtatnpsl os MAAPN LoXY eTtapKkr aodoALoTLKA
kaAuPn yia tn Ste€aywyn tng KAVIKNG HEAETNC otnv EANASA, KaB' OAn Tn SLAPKELA TNG. € mepimtwon
TIOU TO KatateBEv aodaAlotrplo cupBoAato AryeL PV amo TtV oAokARpwaon tng LEAETNG, O XOpNYOC
odellel va HepLUVA yLa TNV £yKalpn Kol aSLAAEUTTN avavEWGCH TOU XWPLE XPOVIKA Keva kaAupng. Ta
gTuKaLpomonpéva aopoiiotripla ocupBolata/motonotntikd opeilouv va tnpolvtal oto Apxeio tng
MeA£tng kot va TiBevtal apeca otn Slabeon tTwv oppodlwy apxwv Kal tne Emitpomng, epocov
{ntnBouv.

The sponsor is reminded of their obligation under article 76 of Regulation (EU) No 536/2014 to
maintain continuous and adequate insurance/compensation coverage for the entire duration of the
clinical trial in Greece. Furthermore, in the event that the submitted insurance policy expires prior to
the end of the trial, the sponsor has to ensure its timely renewal and maintain uninterrupted
coverage without any gaps. Updated certificates/policies have to be retained in the Trial Master File
(TMF) and be made readily available to the competent authorities and the Ethics Committee upon
request.
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