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/2022/000585

1. M/s Labat Asia Private Limited, PLOT NO. 1408 SECTOR 82, JLPL, SAS NAGAR, MOHALI, Mohali, Punjab, India

160072MOHALI, SAS Nagar, Punjab (India) - 160072 Telephone No.: 01722970300 FAX: 01722970400 has been
licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at M/s

LABAT ASIA PRIVATE LIMITED, PLOT NO. 1408 SECTOR 82, JLPL, SAS NAGAR, MOHALI, Mohali, Punjab, India,

160072, SAS Nagar, Punjab (India) - 160072 Telephone No.: 01722970300 FAX: 01722970400

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:Audiometer

Model No.:Audiomini - Screening Audiometer ,Audiolab+ Pro - 2 Channel Clinical
Audiometer ,Audiolite - 2 Channel Digital Diagnostic Audiometer ,Audiolab+ - 2
Channel Clinical Audiometer

Intended Use:Intended for evaluation of hearing by generating tones throughout
the audible range

Class of medical device:Class B

Material of construction:ABS HI121H NATURAL

Dimension(if any):

Shelflife:NIL

Sterile or Non sterile:Non-Sterilized

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

Place: ‘ KH M(A/&

b.\\\\\@)’lil
Date07-Nov-22 State Licensing Authority

Joint Commissioner (Drugs)
Near Civil Hospital Kharar-140301,
District Sahibzada Ajit Singh Nagar
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