
FORM MD-5

[See sub-rule (4) of rule 20 and sub-rule (6) of rule 20]

Licence to Manufacture for Sale or for Distribution of Class A or Class B medical device

Licence Number: MFG/MD/2023/000288

1. M/s WOCKHARDT REGENERATIVE PVT LTD, WOCKHARDT TOWERS, G-BLOCK, PLOT C-2, BANDRA KURLA

COMPLEXMUMBAI, Mumbai City, Maharashtra (India) - 400051 Telephone No.: 2226596510 FAX: 2226523905 has

been licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at

M/s WOCKHARDT REGENERATIVE PRIVATE LTD, 8th Floor, Wockhardt Hospitals, Near Railway Station, Mira

Road (E), Thane, Maharashtra (India) - 401107 Telephone No.: 2226596510 FAX: 22 26594444

2. Details of medical device(s) [Annexed]

3. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions prescribed therein.

S.No. Details Of Device(s)

1 Generic Name:Wockhardt Autologous Platelet Growth Factor Concentrate (GFC) Kit

Model No.:NIL

Intended Use:For preparation of an autologous platelet-rich plasma (PRP) from the patient’s

peripheral blood by centrifugation and also process blood in a way where the platelets are

activated by a platelet activator solution to release their growth factors.

Class of medical device:Class A

Material of construction:Polyethylene Terephthalate (PET)

Dimension(if any):13 X100 mm

Shelflife:12 Months

Sterile or Non sterile:Sterilized

Brand Name(if registered under the Trade Marks Act, 1999):NIL

ANNEXURE

Place:

Date:28-Mar-23 State Licensing Authority
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