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STANOVISKO ETICKE KOMISE
Opinion of the Ethics Committee

Cislo jednaci/Reference number: 226/12
Nazev KH/Full Title of Clinical Trial: Rozsiteni laboratorniho novorozeneckeho screeningu

dédi¢nych metabolickych poruch

Zadatel/Applicant: doc. RNDr. Toma§ Adam, Ph.D., Oddéleni klinické biochemie FNOL
Datum dorudeni zadosti/Date of submission of the Application Form: 29.11.2012
Datum jednani EK /Date of Ethics Committee s session: 10.12.2012

Vyjadreni EK/ Ethics Committe's opinion:
X] EK vydala souhlasné stanovisko// EC issues favourable opinion
X|] EK vzala na védomi / Taken into account

Seznam mist hodnoceni s ozna¢enim mist, ke kterym se EK vyjadrila jako mistni EK a kde
vykonava dohled/List of clinical trial sites in the Czech Republic where EC has given its opinion and
will perform supervision.

Misto hodnoceni/ Jméno zkou3ejiciho Mistni EK Adresa mistni EK
Trial Site / Name of [nvestigator Local EC Address

doc. RNDr. Toma3 Adam, Ph.D., Oddé&leni klinické biochemie FN Olomouc, X EK FNOL
[.P.Pavlova 6, 775 20 Olomouc

Seznam hodnocenych dokumenti/List of all submitted documents:

Schvaleno Vzato na
Nazev dokumentu, verze, datum /Approved védomi / Taken
Document title, version, date into account
ANO NE ANO NE
Yes No Yes No
Sylabus projektu X
Informovany souhlas v¢. informace pro subjekt hodnoceni X
Strukturovany Zivotopis hlavniho fesitele i X

Eticka komise prohla3uje, Ze byla ustavena a pracuje podle jednaciho fadu v souladu se spravnou klinickou
praxi (GCP) a platnymi pravnimi ptedpisy/The Ethics 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:

® Ano/Yes [ |Ne/No Q,—(

doc. MUDr. Vla fko Horc¢icka, CSc.
Datum/Date: 10.12.2012 predseda EK FNOL a LF UP
Chairman of the EC FNOL and LF UP
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