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STANOVISKO LOKALNI ETICKE KOMISE
OPINION OF THE LOCAL ETHICS COMMITTEE

Cislo jednaci EK / Reference Number LEC: 3/13

NazevKH / Full Title of the Clinical Trial
Sbér dat pro celostatni registr pacientd s roztrousenou sklerézou ReMus (Register Multiple Sclerosis)

Cislo protokolu / Protocol Code Number ReMuS

Cislo EudraCT / EudraCT number:

Zadavatel / Sponzor: |MPULS, nadaénifond, Katefinska 30, 128 08 Praha 2
Jméno Fesitele a pracovisté/ PI Name: MUDr. Jana Adamkova

Nervové oddéleni

Nemocnice Ceské Budé&jovice, a.s.
Datum jednani EK / Date of Ethic Committee’s session:  23.6.2023

Vyjadfeni EK: Schvaluje predloZené dopliiky.
EC opinion: Approves documents submited.

EK vydava souhlasné stanovisko.
EC issues favourable opinion.

Uhrada néklada spojenych s posouzenim Zadosti o vydanim stanoviska:
Reimbursement of cost related to assessment and isue of the EC opinion: NO

Seznam hodnocenych dokumentl List of the submitted documents

Nazev dokumentu, verze, datum Schvaleno
Document tittle,version, date Approved
Z4dost o zprodténi od poplatku za projednani Y
Popis projektu - schvaleni aktualizace Y
Informovany souhlas a Informace o nakladani s osobnimi Gdaji pacientd ¥

v registru ReMuS
Souhlas primare pracovisté s vedenim Registru ReMuS ¥

Zivotopis hlavniho fesitele Y



Seznam Elend EK / List of the Ethics Committee Members:

Jméno a pfijmeni Muz/  Odbornest/  Zaméstnanec Funkce v EK Pfitomnost / Hiasoval /
First name and Surname Zena Occupation zfizovatele EK* Function in EC Presence Voted
M/F

doc. MUDr. Frantisek Vorel, CSc. M doctor Y chairman
Marta Linhartova F secretary vice-chairwoman
Dr. Zdenék Mare, ThD M oriest N member
MUDr. Alenz Safafova Rosaninova F doctor N member ] O
MUDr. Ivo Stanék M doctor Y member
MUDr. Pavel Timr M doctor X member
MUDr. Jan Tucek, Ph.D. M doctor Y member Ul O

*Affiliation to EC appointing autority

Po prostudovani dodané dokumentace EK neshledala z etického hlediska zddné zavady /
The EC did not find any ethical imperfection, after the delivered trial documentation had been checked up.

Eticka komise prohla3uje, Ze byla ustavena a pracuje podle jednaciho fadu v souladu se spravnou klinickou praxi (GCP) a
platnymi pravnimi predpisy.

Ethical Committee hereby declares that it was established and operates in accordance with its Rules of Procedure in
compliance with Good Clinical Practice and valid legal regulations.

Datum / Date: 23.6.2023

ET]CKA KOMISE doc. MUDTr. Frantisek Vorel, CSc.

Nemocnice Ceské Siovi ) ¥ -
- nice Ceske Budé&jovice, a.s predseda EK / chairman
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