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STANOVISKO ETICKE KOMISE KE KLINICKE ZKOUSCE ZDRAVOTNICKEHO PROSTREDKU/
OPINION OF THE ETHICS COMMITTEE ON THE CLINICAL INVESTIGATION OF A MEDICAL DEVICE

Cislo jednaci/Reference number:
Datum doruéeni zadosti/Date of submission of the Application Form:
Datum a ¢as jednani EK/Date and time of EC meeting:

Zadavatel/Sponsor:

Zadatel/Applicant:

Nazev klinické zkousky/Clinical investigation title:
Cislo planu/CIP number:

Vyjadfeni EK/EC's opinion:
EK vydava/EC issues: L] Souhlasné stanovisko/Favourable opinion

[ Nesouhlasné stanovisko/Unfavourable opinion
Zdavodnéni stanoviska EK/Justification of the EC opinion:

Uhrada nakladd spojenych s posouzenim Zadosti a vydanim stanoviska/Reimbursement of costs related to
the assessment of the application and issuing of the opinion:
] Ano/Yes [ Ne, zdGvodnéni/No, justification:

Seznam mist klinické zkousky s oznacenim mist, ke kterym se EK vyjadfila jako mistni EK a kde bude
vykonavat dohled/List of clinical investigation sites, indicating the sites on which the EC has given its opinion
as the local EC and will perform supervision:

Misto klinické zkousky a jméno hlavniho zkousejiciho/ L, L,
o .. . L Mistni EK/ Adresa mistni EK/
Clinical investigation site and name of principal
. . Local EC Address of local EC
investigator
]
]
L]

Seznam hodnocenych dokumentt/List of assessed documents:

Vzato na
Schvéleno/ védomi/

Nazev dokumentu/ Verze/ Datum/ Approved Taken into
Document name Version Date account

Ano/ | Ne/ | Ano/ | Ne/
Yes No Yes No

Plan klinické zkousky (CIP) O O O

Ptirucka zkousejiciho (1B) O Ul Ul
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Informovany souhlas (ICF) ] ] ]
Pojisténi klinické zkousky ] ] ]
CV zkousejiciho (pfip. GCP certifikat) O O O
ZpUsob naboru subjektl klinické zkousky O Ol Ol
Ostatni dokumenty O O ]
Pfipominky k dokumentaci/Comments to documentation:
Seznam ¢lent EK a jejich uéast na jednani/List of EC members and their participation in the meeting:
Zameéstnanec »
N Pfitomen/ Hlasoval/
. . ) zfizovatele
Jméno a pfijmeni/ Odbornost/ Eic* Funkce v EK/ Attendance Voted
Name and surname Specialism Role in EC
Ano/ | Ne/ Ano/ | Ne/ | Ano/ | Ne/
Yes No Yes No Yes No
Pfedseda
Ul Ul . / [ Ul Ul ]
Chairperson
Mistopredseda/
L] O Vice- | | L] L]
chairperson

Clen/member

Clen/member

Clen/member

Clen/member

Clen/member

Clen/member

Ooygjgygyo|o
Oojgjgygyg|o

Clen/member

Oigigyoo|o|opg
Oigigyoo|o|opg
Oigjg|oyg|o|opd
Oigjg|oyg|o|opd

O O Clen/member

(Poznamka/Note: *Employee of EC appointing authority)

EK projednala a schvalila/neschvalila/vzala ne védomi piedlozenou dokumentaci/The EC discussed and
approved/disapproved/taken into account the submitted documentation.

EK ma/nema namitky proti provadéni vyse uvedené klinické zkousky zdravotnického prostifedku/The EC
objects/does not object to the conduct of the above-mentioned clinical investigation of a medical device.

EK prohlasuje, Ze byla ustavenaa pracuje podle jednaciho fadu v souladu se spravnou klinickou praxi (GCP)
a platnymi pravnimi predpisy (zdkon €. 375/2022 Sh., o zdravotnickych prostifedcich a diagnostickych
zdravotnickych prostfedcich in vitro a nafizeni Evropského parlamentu a Rady (EU) 2017/745ze dne5. dubna
2017 o zdravotnickych prostfedcich, zméné smérnice 2001/83/ES, nafizeni (ES) ¢. 178/2002 a nafizeni (ES)
¢.1223/2009 a o zruseni smérnic Rady 90/385/EHS a 93/42/EHS a souvisejici platné pravni predpisy)/The EC
hereby declares that it has been established and operates in accordance with its Rules of Procedure in
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compliance with Good Clinical Practice (GCP) and legal provisions in force (Act No 375/2022 Coll., on medical
devices and in vitro diagnostic medical devices and Regulation (EU) 2017/745 of the European Parliament and
of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC and related
legislation in force).

V/in ... dne/date DD.MM.YYYY

Podpis predsedy nebo mistopredsedy EK/Signature of
Chairperson or Vice-chairperson of EC

Podpis ¢lena EK/Signature of EC member
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Pouéeni o povinnostech zkousejiciho a zadavatele/Instructions on the responsibilities of the investigator
and the sponsor:

1.

2.

3.
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