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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/2020/000315
Endorsement No. 10

1. M/s SPM Medicare Pvt Ltd, B-40, Phase 2,NoidaNoida, Gautam Buddha Nagar, Uttar Pradesh (India) - 201305

Telephone No.: 9711008401 FAX: 120 4634949 has been licenced to manufacture for sale or for distribution the below
listed medical device(s) at the premises situated at M/s SPM MEDICARE, B-40, PHASE-2nd, Noida, Uttar pradesh,

Gautam Buddha Nagar, Uttar Pradesh (India) - 201305 Telephone No.: 9711008401 FAX: 01204270212

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:Soft Tissue Trephine (Disposable Circumcision Stapler)

Model No.:Soft Tissue Trephine (Disposable Circumcision Stapler) -Single Handle
Support - 12mm, 15mm, 18mm, 22mm, 26mm, 30mm, 32mm, 34mm, 36mm,Soft
Tissue Trephine (Disposable Circumcision Stapler) -Double Handle Support - 12mm,
15mm, 18mm, 22mm, 26mm, 30mm, 32mm, 34mm, 36mm

Intended Use: A cylindrical or coronary saw used to resect disc of tissues other
than bones. it comes in various sizes and configurations according to the size and
hardness of the tissue to be resected.

Class of medical device:Class B

Material of construction: Stainless Steel, Silicon, 300-GSM Paper, Non-Woven
Dimension(if any):12- 36 mm

Shelflife:5 Year

Sterile or Non sterile:Sterilized

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

Place: Lucknow
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