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

LLicence Number: MFG/MD/2023/000533

1. M/s Lifeguard Medical Systems Private Limited, SCO 83, Ist Floor, Sector 40C,Chandigarh, --, Chandigarh (India) -
160036 Telephone No.: 172 2690016 FAX: 172 4606016 has been licenced to manufacture for sale or for distribution
the below listed medical device(s) at the premises situated at M/s Lifeguard Medical Systems Pvt Ltd, SCO 123,
Honey View Market, Sector 124, Mohali, SAS Nagar, Punjab (India) - 140301 Telephone No.: 7696257100 FAX:
7696257100

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:3 Channel ECG Holter with Display

Model No.:NIL -

Intended Use:To record, analyze, display ECG signal, edit and create ECG report.
Class of medical device:Class B

Material of construction:Quter body is made of plastic , inside electronic PCB and OLED
Display.

Dimension(if any):7cm*5.5cm*1.6cm

Shelflife:5 Years

Sterile or Non sterile:Non-Sterilized

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

Generic Name:12 Channel ECG Holter with Display

Model No.:NIL -

Intended Use:To record, analyze, display ECG signal, edit and create ECG report.
Class of medical device:Class B

Material of construction:Outer body is made of plastic , inside electronic PCB and OLED

Display.

Dimension(if any):7cm*5.5cm*1.6cm

Shelflife:5 Years

Sterile or Non sterile:Non-Sterilized

Brand Name(if registered under the Trade Marks Act, 1999):NIL
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Generic Name:12 Channel ECG Machine

Model No.:NIL -

Intended Use:To record, analyze, display ECG signal, edit and create ECG report.
Class of medical device:Class B

Material of construction:Outer body is made of plastic , inside electronic PCB and OLED
Display.

Dimension(if any):14cm*10cm*4cm

Shelflife:5 Years

Sterile or Non sterile:Non-Sterilized

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

Place: KHM E gg t\bs\aﬂ’l
Date26-May-23 Joint SBIRHIEEIRS (it

Food & Drugs Administration, Punjab,
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Food & Drugs Administration, Punjab
Near Civil Hospital, Kharar, Sahibzada Ajit Singh Nagar.

To
M/s Lifeguard Medical Systems Pvt Ltd,
SCO 123, Honey View Market,
Sector 124, Mohali, SAS Nagar (Pb.)
Memo No. Drugs ( ) Pb. 2023/25 Dated 23 / | 6/9*"13
Subject: Permission to Manufacture for sale/distribution additional

medical devices

This is with reference to your file no. MFG/MD/2023/108339 dated
20-OCT-2023 for permission to manufacture for sale/distribution additional
medical devices.

| The details of medical devices permitted to manufacture for
sale/distribution under manufacturing license no. MFG/MID/2023/000533 dated 26-

May-2023 is enclosed herewith. .’;;

F 1

Q- 4 &2
Date: Competc?%ﬁ%ﬁﬁi ty
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[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/2023/000533
Endorsement No. 1

1. M/s Lifeguard Medical Systems Private Limited, SCO 83, Ist Floor, Sector 40C,Chandigarh, --, Chandigarh (India) -
160036 Telephone No.: 172 2690016 FAX: 172 4606016 has been licenced to manufacture for sale or for distribution
the below listed medical device(s) at the premises situated at M/s Lifeguard Medical Systems Pvt Ltd, SCO 123,
Honey View Market, Sector 124, Mohali, SAS Nagar, Punjab (India) - 140301 Telephone No.: 7696257100 FAX:
7696257100

2. Details of medical device(s) [Annexed]

3. This licence is subject to the provisions of the Medical Davic s Rules, 2017 and conditions prescribed therein.

ANNEXURE

S.No Details O Devies(s)

Generic Name:3 CHANNEL ECG MACHINE
Model No.:NIL
Intended Use:Quter body is made of plastic , insi?~ clectronic PCB and LED Display

Class of medical device:Class B,

Material of construction:Plastic and Mctal

Dimension(if any):Universal

Shelflife:5 Years

Slerile or Non sterile:Non-Sterilized

Brand Nama(if registercd under the Trade NM=rls A0l 1999%NIL i

Place: Q%ry,\\t]\%m

Date23-Oct-23 State Licensing Authority



