
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/2020/000206

1. M/s SHREE BHAGWATI SURGICAL, 7, UMIYANAGAR, NEAR CTM CROSS ROAD, AMRAIWADI, AHMEDABAD

380026AHMEDABAD CITY, --, Gujarat (India) - 380026 Telephone No.: 07925851580 FAX: 07925851580 has been

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

SHREE BHAGWATI SURGICAL, 8 TO 12 UMIYA NAGAR NEAR C T M CROSS ROAD AMRAIWADI AHMEDABAD

380026, Ahmedabad, Gujarat (India) - 380026 Telephone No.: 079-25851580 FAX: 079-25851580

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:Sterile Disposable Infusion Set With Air vent BIS 12655

Model No.:NIL

Intended Use:Transfusion set is used to administer blood/drugs to a patient's vascular system

through a needle or catheter inserted into vein.

Class of medical device:Class B

Material of construction:PVC SS 316 L

Dimension(if any):AS PER BIS 12655

Shelflife:36 MONTHS

Sterile or Non sterile:Sterilized

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

2 Generic Name:Sterile Disposable Infusion Set Without Air vent BIS 12655

Model No.:NIL

Intended Use:Transfusion set is used to administer blood/drugs to a patient's vascular system

through a needle or catheter inserted into vein.

Class of medical device:Class B

Material of construction:PVC SS 316 L

Dimension(if any):AS PER BIS 12655

Shelflife:36 MONTHS

Sterile or Non sterile:Sterilized

Brand Name(if registered under the Trade Marks Act, 1999):- - -
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3 Generic Name:Sterile Disposable Blood Administration Set Without Air vent BIS 9824

Model No.:NIL

Intended Use:It is used to administer blood from a container to a patient's vascular system

through a needle or catheter inserted.

Class of medical device:Class B

Material of construction:PVC SS 316L

Dimension(if any):AS PER BIS 9824

Shelflife:36 MONTHS

Sterile or Non sterile:Sterilized

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

4 Generic Name:Sterile Disposable Blood Administration Set With Air vent BIS 9824

Model No.:NIL

Intended Use:It is used to administer blood from a container to a patient's vascular system

through a needle or catheter inserted.

Class of medical device:Class B

Material of construction:PVC SS 316 L

Dimension(if any):AS PER BIS 9824

Shelflife:36 MONTHS

Sterile or Non sterile:Sterilized

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

5 Generic Name:Sterile Disposable Measured Volume Set Without Air vent BIS 12655

Model No.:NIL

Intended Use:Transfusion set is used to administer blood/drugs to a patient's vascular system

through a needle or catheter inserted into vein.

Class of medical device:Class B

Material of construction:PVC SS 316L

Dimension(if any):AS PER BIS 12655

Shelflife:36 MONTHS

Sterile or Non sterile:Sterilized

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

Place:

Date:06-Aug-20 State Licensing Authority
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