Certificate of Conformity
NO.: 3015697152

This js-canifies thit.
Applicant : SHENZHEN ZHENGKANG TECHNOLOGY CO., LTD:

2&3/F Bullding A, No.3 FuXing Yi Laneg, HeHus Community,
Address i PingHu Strest, LongGang District
Shenzhen

Manufacturer @ SHENZHEN ZHENGKANG TECHNOLOGY CO., LTD.

283(F,Bullding A, No.3 FuXing Yi Lane, HeHua Community,
Address ; PingHu Street, LongGang District
Shanzhen

Device Listing  : D393013 (Thermomaetar Kit)
EUT ¢ Infrared Forehead Thermometer

Modsls i JZK-601, JZK-602, JZK-603
Test Standard  : Food and Drug Administration Regulstion
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Certificate of Compliance

No. 4M200326.52TDD37

Certificate’s ShenZhen Zhengkang Technology
Holder: Co., Ltd.
28&3/F, Building A, No.3 FuXing Yi Lane, HeHua
Community, PingHu Street, LongGang District,
Shenzhen:

Certification ECM
Mark:

Product: Infared forehead thermometer
Model(s): Medlical infrared thermometer
Verification to: Standard:

EN 60601-1-2:2015, EN 60601-1:2006+A11:
2011+A1:2013+A12:2014

related to CE Directive(s):
2014/35/EU (Low Voltage)
2014/30/EU (Electromagnetic Compatibility)

Form QAT_10-M05, version 00, effective since March 6th, 2020

of Compliance

SHENZHEN ZHENGKANG TECHNOLOGY CO., LTD

2nd&3rd floor,Building A,NO.3.Lane 1,FuXing treet, HeHua Community,

Remark: This document has been'issued on a voluntary basis and upon‘request of the manufacturer. It is
our opinian that the technical, documentation received from the-manufacturer is satisfactory for the
requirements of the ECM Cerlification Mark. The conformity.mark above,can be affixed on the products
accordingly to the ECM regulation about its release and/its use.
Additional information and clarificationabout the Marking:
The manufacturer is responsible for the CE Marking process. This document has been
issued on the basis of fhe regulation on ECM Voluntary Mark for the certification of
products. RGOT_ECM rev.3 available af: www.entecermait

Issuance date: 26 March 2020
Expiry date: 25 March 2025

Reviewer Approver
Technical expert ECM Service Director

t STAUNCHLY

Ente Cerlificazione Macchine $rl
Via Ca' Bella, 243 - Loc. Castello di Serravalle - 40053 Valsamoggia (BO) - ITALY
® +39 051 6705141 £ +39 051 6705156 >4 info@entecerma.it @ www.entecerma.it

Digitally signed by Ermicev Alexandr

Date: 2020.06.18 10:04:47 EEST
Reasgn: MpldSign Signature
Lodatio oldova

This is to Certify that the
Medical Devices — Quality Management System
of

HRHIIT (R R R A A

PingHu Town,LongGang District,Shen Zhen,GuangDong
b2 HSEEREERTEHREE—S38EAR2 38

has been indep dandis pli

with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:
Production and sales of Electronic blood pressure monitor, Oximeter, Blood glucose meter,
Electronic thermometers Pulse therapeutic apparatus, Myopia Treatment Instrument ,
Facial beauty instrument, Massage products, Electronic breast pump, Breast enhancement
body sculpting instrument, Electrocardiogram machine, Heart pulse rate

monitor[ | Multi-parameter monitor
21 Certificate No :: TW50598U

Date of initial registration 09 April 2018
Date of this Certificate 09 April 2018
Surveillance audit on or before 08 April 2019

Recertification Due / Certificate expiry 08 April 2021
L.

property ty
subject to satisfactory surveillance audits.

Director 3
MANAGEMENT & SYSTEM SERVICES PvT. LTO.
6D, 1 Foor, Lasem Nagr, Snakarpur, Delfi- 110052
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