DRUGS CONTROL ADMINISTRATION
Government of Telangana

ORUGS CONTROL ADMINISTRATION
TELANGANA

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/2023/000797.

1. M/s Salcit Technologies Private Limited, Flat No. 408, Dream Castle, Nizampet
Road, KukatpallyHyderabad, Hyderabad, Telangana (India) - 500090 Telephone No.:
9945399533. has been licenced to manufacture for sale or for distribution the
below listed medical device(s) at the premises situated at M/s Salcit Technologies
Private Limited, No.23, Upper Stilt Level, Beta Block, Jayabheri Silicon Towers,
Hitech City Main Rd, Kothaguda,, Hyderabad, Telangana (India) - 500084 Telephone
No.: 9945399533.

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
SI.No | Details Of Device(s)
1 Generic Name: Al platform

Model No.: NIL

Intended Use: The Swaasa Al platform is cloud based and non-
invasive device intended to acquire, analyze and store respiratory
sounds (e.g. cough). The device provides an informational report
which is intended to be reviewed by a qualified healthcare
practitioner as a screening tool and diagnostic aid in the assessment
of respiratory conditions.

Class of medical device: Class B

Material of construction: Not Applicable. The device is Software.
Dimension (if any):

Shelf life: NIL

Sterile or Non sterile: Non-Sterilized

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

Place:Hyderabad.
Date: 26" August 2023 State Licensing Authority
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