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/2024/000222

1. Mis BALAJI INDUSTRIES, A-324 TTC INDUSTRIAL AREA MAHAPENAVI MUMBAI, Thane, Maharashtra (India) -
400710 Telephone No.: 9323948339 FAX: 9323948339 has been licenced to manufacture for sale or for distribution
the below listed medical device(s) at the premises situated at M/s Balaji Industries, A-324 TTC MIDC MAHAPE NAVI
MUMBAI, Thane, Maharashtra (India) - 400701 Telephone No.: 9323948339 FAX: 9323948339

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.

ANNEXURE

S.No. Details Of Device(s)

Generic Name:Burn sheet.

Model No.:NIL

Intended Use:Inteded to wrap aroung a burn victim to retain body heat, to absorb wound
exudate, and to serve as a barrier against contaminants

Class of medical device:Class A

Material of construction: WOOL WATER GEL, OLIVERA OIL, TEA TREE OIL

Dimension(if any).3.0 x2.5 feet,6.0 x 5.0 feet,5.0 x 8.0 feet,8.0 x 6.0 feet and as per customer
requirment

Shelflife:5 YEAR

Sterile or Mon sterile; Sterilized

Brand Name(if registered under the Trade Marks Act, 1999y WATER COOL GEL BLANKET

Place:

Date01-Apr-24
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