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Vzor stanoviska k dodatku protokolu

Stanovisko Etické komise ke klinickému hodnoceni léCiv

OPINION OF THE ETHICS COMMITTEE ON CLINICAL TRIAL ON HUMAN MEDICINAL PRODUCTS

|:| KH provadéné v jednom centru (monocentricky), poZzadovano stanovisko EK (kompletni

dokumentace)
Clinical trial conducted in a site (monocentric), opinion issued by EC is required (complete
documentation)
Véc / Re:
Cislo protokolu / Protocole Code Number: Cislo EudraCT / EudraCT Number:

Nazev studie

Zadatel (PFijmeni, Jméno, Adresa instituce) / Applicant (Surname, Name, Adress of Institution):
Seznam hodnocenych dokumentU: nazev, verze, datum / List of all submitted documents:
Document title, version, date

Schvaleno Na védomi
Seznam hodnocenych dokumentl: nazev, verze, datum Approved Due notice
List of all submitted documents: Document title, version, date Ano Ne Ano Ne
Yes No Yes No
EK vydava / EC issues @ souhlasné stanovisko / favourable opinion
Datum pfijeti / Date of Submission: Jednaci ¢islo / Reference Number:
Datum jednani EK / Date of EC Session:
Seznam ¢len( Etické komise / List of the IEC members
Jméno a pfijmeni Muz / Zena Odbornost Zavislost Hlasoval
Name and Surname Male / Female Occupation Liability Voted

DAXIXIXIXIA]
I

Eticka komise prohlasuje, Ze byla ustavena a pracuje podle jednaciho fadu v souladu se
spravnou klinickou praxi (GCP) a platnymi pfedpisy / The Ethics committee hereby declares that
it was established and operates in accordance with its Rules of Procedure in compliance with
Good Clinical Practice (GCP) and valid legal regulations.

Datum / Date

Pfedseda EK / Chairman of the EC Podpis pfedsedy EK / Signature of Chairman the EC
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