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POPLATKY ZA POSOUZENI CASTI Il DOKUMENTACE / FEES FOR THE ASSESSMENT OF PART Il OF THE DOCUMENTATION:

Kod SUKL Poplatky etické komisi Poplatky etickym komisim pro
SUKL (bez DPH) multicentricka KH (véetné DPH)
K023 Zadost o povoleni klinického hodnoceni — )
dokumentace k ¢asti Il hodnotici zpravy podle ¢l. | s 1 mistem KH v CR/ 44 100 K¢ 53 361 K¢
4,5,7,8,9, 86 a 87 nafizeni 536/2014 / With 1 trial site in the Czech
Application for clinical trial authorisation — Republic
documentation for assessment report part Il as
referred to by Art. 4, 5, 7, 8, 9, 86, and 87 of the
Clinical Trial Regulation
K024 Zadost o povoleni klinického hodnoceni — )
dokumentace k ¢asti Il hodnotici zpravy podle ¢l. | s 2 misty KHv CR/ 51 300 K¢ 62 073 K¢
4,5,7,8,9, 86 a 87 nafizeni 536/2014 / With 2 trial sites in the
Application for clinical trial authorisation — Czech Republic
documentation for assessment report part Il as
referred to by Art. 4, 5, 7, 8, 9, 86, and 87 of the
Clinical Trial Regulation
K-025 Zadost o povoleni klinického hodnoceni — KaZdé dal$i centrum v CR
dokumentace k ¢asti Il hodnotici zpravy podle ¢l. | pro inicidlni podani zadosti 5400 K¢ 6 534 K¢
4,5,7,8,9, 86 a 87 nafizeni 536/2014 / oKH/
Application for clinical trial authorisation — Any additional trial site in
documentation for assessment report part Il as the Czech Republic for initial
referred to by Art. 4, 5, 7, 8, 9, 86, and 87 of the submission of a clinical trial
Clinical Trial Regulation application.
K-026 Zadost o povolervﬁlklinického hf)('jnoc?m’— ) Kasdé dal& centrum v CR . .
dokumentace k ¢asti Il hodnotici zpravy podle ¢l. 10 800 K¢ 13 068 K¢

4,5,7,8,9, 86 a 87 natizeni 536/2014 /
Application for clinical trial authorisation —
documentation for assessment report part Il as
referred to by Art. 4, 5, 7, 8, 9, 86, and 87 of the
Clinical Trial Regulation

pro jiz bézici KH /
Any additional trial site in

the Czech Republic for an
ongoing clinical trial.
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K-027

Vyznamnd zména vztahujici se na ¢ast Il
hodnotici zpravy — aktualizace informaci pro
pacienta, informovaného souhlasu podle ¢l. 16,
20, 21, 22, 23, 86 a 87 natizeni 536/2014 /
Substantial modification associated with
assessment report part Il — an update to the
Patient Information Sheet, Informed Consent
Form as referred to under Art. 16, 20, 21, 22, 23,
86, and 87 of the Clinical Trial Regulation

11 700 K¢

14 157 K¢

K-028

Vyznamnd zména vztahujici se na ¢ast Il
hodnotici zpravy — zména zkousejiciho nebo
hlavniho zkousejiciho, nebo jina vyznamna
zména vztahujici se k ¢asti Il hodnotici zpravy
podle ¢l. 16, 20, 21, 22, 23, 86 a 87 narizeni
536/2014 / Substantial modification associated
with assessment report part Il — change to the
investigator or principal investigator or another
substantial modification associated with
assessment report part Il as referred to under
Art. 16, 20, 21, 22, 23, 86, and 87 of the Clinical
Trial Regulation

7 200 K¢

8712 K¢

V ptipadé, 7e posouzeni dokumentace &asti |l bude provadét eticka komise SUKL, coz Vam bude sdé&leno ve validaci, provedete platbu za posouzeni &asti |l
dokumentace dle pokynu UST-29 (kédy K-023 a7 K-028) / If the assessment of the Part Il documentation is carried out by the SUKL Ethics Committee, which
will be communicated to you in the validation, you will make a payment for the assessment of Part Il of the documentation according to instruction in
SUKL guideline UST-29 (codes K-023 to K-028)

V ptipadé, Ze posouzeni dokumentace ¢asti |l bude provadét jedna z etickych komisi pro multicentricka hodnoceni, je vySe poplatku plus DPH a eticka
komise Vam vystavi fakturu, kterou zasle na Vami uvedeny email. / If the assessment of the Part Il documentation will be carried out by one of the so-called
Multicentric Ethics Committees, the amount of the fee is plus VAT. Multicentric Ethics Committee will issue an invoice and sent it to your email.




