Form MD-16
[See sub-rule (2) of rule 40]

Application for Licence to Import Medical Devices for the Purposes of Clinical Investigations or Test or
Evaluation or Demonstration or Training

1. Name of applicant:
2. Address of applicant including telephone number,

mobile number, fax number and e-mail id:
3. Name and Address of device Manufacturer:
4. Name and Address of site(s) where test or evaluation is
proposed to be conducted:
5. Details of medical device(s) to be imported [Annexed].

6. Brief description of the medical device

7. Purpose of import

8. Justification for quantity to be imported

9. An undertaking stating that required facilities including

equipment, instrument and personnel have been provided

to test or evaluate medical device

10. An undertaking stating that the medical device

proposed to be imported to be used exclusively for

purpose specified at serial number 7 and shall not be used

for commercial purpose

11. Fee paid on Rs receipt/challan/transaction id
12. I hereby state and undertake that, I shall comply with all applicable provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place: Date:

Signature(Name and designation)[To be signed digitally]

S.N. | Name of | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Quantity

medical | No. use of construction | (if any) life Non to be
device medical sterile imported
(Generic device

and

brand)
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