
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/2023/000698

1. M/s STERINEEDS SURGICALS, SANKARA SADANAM, VYTILA, KOCHI, Ernakulam, Kerala, 682019Cochin,

Ernakulam, Kerala (India) - 682019 Telephone No.: 9447053062 FAX: 9447053062 has been licenced to manufacture

for sale or for distribution the below listed medical device(s) at the premises situated at M/s STERINEEDS

SURGICALS, Pallikara Bus Stop, 232-J, Market Road, Pallikara, Kunnathunad, Ernakulam, Kerala, 683565,

Ernakulam, Kerala (India) - 683565 Telephone No.: 94470 53062 FAX: 94470 53062

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:Latex Surgical Gloves - Powdered

Model No.:Powdered - Conforms to ASTM D 3577 (Length

Intended Use:The Latex Surgical Gloves are intended to wear on the hands of medical

professionals, during invasive surgical procedures, to protect the user as well as the patient

from cross contaminations

Class of medical device:Class B

Material of construction:Natural Rubber Latex

Dimension(if any):6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0

Shelflife:3 years

Sterile or Non sterile:Both

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

2 Generic Name:Latex Surgical Gloves - Powder Free

Model No.:Powder Free - Conforms to ASTM D 3577 (Length

Intended Use:The Latex Surgical Gloves are intended to wear on the hands of medical

professionals, during invasive surgical procedures, to protect the user as well as the patient

from cross contaminations

Class of medical device:Class B

Material of construction:Natural Rubber Latex

Dimension(if any):6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0

Shelflife:3 years

Sterile or Non sterile:Both

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

Date:22-Jul-23 State Licensing Authority
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