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Sl. No Details comments Supporting
Documents

1 Name, address and communication
details of the Manufqplurer /Agent in
Banoladesh

2 Authorisation letter of the Authorised
Agent

3 Name address and communication
details of the manufacturer

4 Are the products already imported in
Banoladesh. if so since when

5 Name of the product, including its
generic name, if any

6 Device class and classification
system followed. Attached conformity
assess ment certificate.

7 Details of the Conformatory
Assessment body

8 Since how long the device is being
used commercially? Has clinical
evaluation and safety issues been
addressed for the device?

I Principle use of the device

10 ls it a drug-device combination?

11 lf the above is "yes", is the drug a new
druq

12 ls it a kit comprising of more than one
device?

13 Sizes of the device

14 ls Device Master File submitted

Complete application has to fill in clear manner. lf any data is not relevant and
applicable,please enter NiA (not applicable) .

Annex details wherever required.
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15 Short description of the Manufacturing
process

16 Proced ure for sterilization

17 Procedure for release of the Device in
the market

18 Name and qualifications of technical
personnel for manufacture and quality
assurance

19 Layout plan of the premises
accompanied bv thei'floor plan.

20 Details of QMS andrrnanual

21 ls the product tested before release, if
yes, submit details; if no, specify
criteria for release

22 Has the product been withdrawn due
to any reasons? lf ves please specifv

23 Recall procedure to be followed in
case the product has to be withdrawn

24 Names of the countries where the
device is exported.
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