Pre-screening Check List for the Export of Biological Samples

S.No. | Description Yes No

1 Application in Prescribed format as posted in the
CDSCO Website under Biological Section

2 Copy of Clinical Trial Permission of study drugs or
Bio Equivalence Permission of study drugs or
ICMR Permission orApproval of Prtotocol in case
of old drugs.

3 Details of Biologicals Samples in exact Quantity in
volume, vials/ Number of slides etc.

4 Justification for export of Biologicals Samples in
respect of quantity (breakup is to be submitted)

> Purpose for export, whether for commercially or
for testing purpose

6 Name of Laboratories where the testing is to be
performed

7 Details Whether the same samples were exported
earlier,for the same protocol if so details is to be
provided

Remark

Authorised Signatures




