Certificate CN15/30545

The management system of

Shenzhen Comen Medical
Instruments Co., LTD.

Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1 to Floor 5
of Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-district,
Guangming District, Shenzhen, Guangdong, 518106, P.R. China

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following aclivilies

The scope of registration appears on page 2 of this certificate.

“This certificate is valid from 22 January 2020 until 29 April 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 04 February 2021

Issue 6. Certified since 30 April 2015

Authorised by m

UKAS

MANAGEMENT
SYSTEMS

00056

SGS United Kingdom Ltd
Digitally siened by Tighili Tati &5 Park Ellesmere Port Cheshire CHE5 3EN UK
1gitally signed by Jighili {atiana $1#350-6666 f+44 (0)151 350-6600 808,
Date: 2022.10.07 16:53:52 EEST & L
Reason: MoldSign Signature

Location: Moldova
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This documentis issued by the Company subject to its General Condiions of m
Certification Services accessible al www.sgs.comierms_and_conditons hin. ¢

Aftention is drawn to the Imitations of babilty, indemaification and jurisdictional 0
issues establshed therein. The authentoty of this document may ke verifed at
hitp/iviww.sgs.comen/cartfed-clients-and-productsieertfed-clantdirectory.
Any unautherized alteration, forgery of falsification of the content or appearance
of this document is unlawful and ofienders may ba prosecuted to the fullest
extentof the law.



Certificate CN15/30545, continued

Shenzhen Comen Medical
Instruments Co., LTD.

 1SO 13485:2016

EN ISO 13485:2016

Issue 6

Detailed scope

Design, Manufacture and Distribution of

-« Electrocardiograph,
-- Fetal & Maternal Monitor,

-- Multi-parameter Patient Monitor,

== Specializ

ed Cardiovascular Monitor,
-- Vital Signs Monitor,

-« Specialized Neonatal Monitor,
-- Specialized Fetal/Maternal Monitor,
- Central Monitoring System Software

_ -- Infrared Ear thermometer
== Anaesthetic Gas Scavenging System

--LED Surgical Light
~Ceiling Pendant

--T piece Infant Resuscitation System

This decumentis issued by the Company subject 1o its General Conditions of
Certificaton Services accessibls atwww.sgs.comterms_and_condifons him.
Attention is drawn to the Fmitations of labilty, Indemnification and jurisdictional

-Anesthesia Machine,
-Infant Radiant Warmer.

Page 2 of 2

Issuzs establehed thereln. Tha authentiaty of this document may ba verifed at

hittpfwaw.sgs.comen/certifed-clents-and-products’cerifed-clent-directory.
Any unauthorized alteration, forgery o falsification of the content or appearance
of this decument is unlawiul and offenders may ba prosscuted to the fullest
extentof the lav,
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