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(Study Protocol and Consent Form Approval)
(Reference Number ........... )

OO IRB/IEC/REC, ..o ), Thailand has approved the following study to be carried out

according to the protocol and informed consent dated as follows in compliance with the Declaration of Helsinki, ICH GCP,

.............................. ).

Protocol Title :-
Study Code -
Institution -

Principal Investigator :-

Document Reviewed

1. Protocol Version.....dd/mm/yy......ce.e.
2. Patient Information and informed consent form Version......dd/mm/yy.......cccee...
3. Case Report Form Version......dd/mm/yy......c.........
4. Study Budget Version......dd/mm/yy......
5. Investigator’s CV Version.....dd/mm/yy.......c.
6. Others (if any) Version......dd/mm/yy.....cce.
SIGN et

Chairman of Ethics Committee

Date.....oovnes Y /o

Certificate Number :- COA-..........
Approval Date -
Expiry Date -
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