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¥ CARE4U INFRARED FOREHEAD THERMOMETER

1 Second Temperature Measurement

Quick & Accurate

Medical Grade
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Thermometers comparison
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(Long reading time, broken and toxic)

Tri-color

Backlight

Fever
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Electronic thermometer
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(No body temperature storage)
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TEMPERATURE

MEASIIREMENT
Product Features S
Care4du Infrared Forehead Thermometer is a new generation of infrared forehead thermometer developed and
produced by Hunan Zhongliankang Medical Technology Co., Ltd.

Infrared
Temperature Probe

Temperature
Display Screen
o—
Setting Key
Memory Key
Power Key @
@

Temperature
Measurement Button

Battery :
Compartment Cover
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Product Parameters

Measurement method: Infrared non-contact

Measuring distance: 2~5Cm

Temperature measurement range: 32°C~42°C

Sound: Buzzer, 30 dB, Switch control
Temperature measurement accuracy: +0.2°C

Storage: Store temperature data

Low battery reminder: Battery displayed on screen

Low power consumption: 15s Automatic shutdown without operation

Battery: Two AAA batteries
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ACCURATE
MEASURE ON FOREHEAD
WITHOUT TOUCHING HUMAN SKIN

Product Features
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Dimension: 170mm*116mm*55mm
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605mm*360mm*295mm 50 pics per box, =8.65kg
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MEASURE ON FOREHEAD
WITHOUT TOUCHI
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Place the forehead thermometer within 2-5cm of the forehead, and align it according to the green guide
light, The screen displays a horizontal line ("-—-"
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Measurement Method

Distance 2.5 cm
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Product Advantages
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Non-contact Efficient & Accurate Best Infrared Sensor Smart Power Saving
No contact guarantees the Simple operation Self-developed infrared module Supports automatic shutdown
best hygiene, thereby greatly Non-contact accurate to 0.2 °C Two AAA batteries can be
reducing the risk of being Sensitive, no need to wait stable, fast and accurate used more than 3000 times
tested and the operator being Accurate measurement Strong adaptability
infected by bacterial viruses. 5.5um infrared filter

Wide measurement range
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Qualification
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Medical Device Registration Certificate

SiC
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EC Council Directive 2011/65/EU and 2015/863/EU

Certificate No.: SiCT200326105C

\ppli : Hunan i Medical Co., Ltd.
Second Floor, Building 10, Innovation And Entrepreneurship Center, No.
9 Chuangi West Road, Jiuhua Economic Development Zone, Xiangtan
City, Hunan Province

Manufacturer : Hunan Zhongli Co,, Ltd.
Second Floor, Buil trepreneurship Center, No.
9 Chuangi West |uhua mmlc evelopment Zone, Xiangtan

City, Hunan Provmce
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e W vt Product : Infrared forehead thermometer
Trademark : CareaU

M A% |ZLK-IRT101.
Model i ZLKART101

Test Standard : IEC62321-1:2013, IEC62321-3-1:2013, IEC62321-4:2013
IEC62321-5:2013, IEC 62321:6-2015, IEC 62321-7-1:2015
IEC 62321-7-2:2017, IEC 62321-8:2017

7RI AL AR A RS . BRTE. ik, SRRl
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The certificate of conformity is based on an evaluation of a sample of the above mentioned
product. Technical report is at the applicant disposal. This is to certify the tested sample that
is in conformity with all provisions of above RoHS 2.0 Directive (EU) 2015/863 and
(EU)2017/2102 amending Annex |l to Directive 2011/65/EU . Itis only valid in connection
with the test report number SiCT200326105R.

LS RIoA 7 I B B B i EAR .33 RN T

K 1F PR R

oA g 25 the SiCT’s logo without permission.

R o H S Authorized Signer:

Shenzhen SiCT Technology Co., Ltd.
4F, Building A, EDerH Industrial District, Fukang Community, Longhua
Subdistrict, Longhua District, Shenzhen, Guangdong, P. R. China
E-mail: info@sict-lab.com Http:// www.sict-lab.com cn
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Examination Certificate of SiCT
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Medical Device Clinical Test Report
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Export Certification

CERTIFICATE OF COMPLIANCE

Applicant

Hunan Zh

Certificate Number: 2004016

liankang Medical Technology Co., Ltd.

Address:  Sccond Floor, Buile

i B m:; eurship Center, No. 9 Chuangi West
Road, Jiuhua Econofnicfeve ¢ B City, Hunan Province

Product Description

Product Name:
Brand Name:
Model No.:
Manufacturer:
Address:

Report Number:

Infrared Forehead Thermometer

CaredU

ZLK-IRT101

Hunan Zhongliankang Medical Technology Co., Ltd.

Second Floor, Building 10, Innovation And Entrepreneurship Center, No. 9 Chuangi West
Road, Jiuhua Economic Development Zone, Xiangtan City, Hunan Province

EMC 2004016, LVD 2004018

Complies with the requirements of the
EC Council Directive on electromagnetic compatibility 2014/30/EU,
Medical Device Directive 93/ 42/EEC, Applicable Standard (s):

EN 55011:2016

EN61000-3-2:2014

EN 60601-1-2:2015 EN 61000-3-3:2013
EN 60601-1: 2006+A1:2013

General Remarks:

The tests were performed in normal operation mode. The test results apply only to the particular sample tested and to the specific

tests carried out.

‘This certificate applies spesifically to the sample investigated in our tesi reference number only.

‘The CE markings as shown below can be affixed on the product afier preparation of necessary conformity

documentation, as stipulated in article 10 of the Council Directive 93/68/EEC
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Date of Issiie: 2020-04-03
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CERTIFICATION OF FDA REGISTRATION

This certifics that:

HUNAN ZHONGLIANKANG MEDICAL TECHNOLOGY CO., LTD.

d floor, Building 10, ion and p hip Center,
No. 8 Chuangi West Road, Jiuhua Economic Development Zone,
Xiangtan City, Hunan Province

has completed the FDA Estahushmen{ %4@@c§g with the US Food & Drug
Administration, through b ——

Shenzhen SiCT Technology Co., Ltd.
Owner/Operator Number: 10064638

Device Listing#:

Listing No| Code Device Name Proprietary Name

h
THERMOMETER, Infrared forehead thermometer

D379572 ZLK-IRT101
CLINICAL COLOR CHANGE
CaredU

SICTwill confirm that such registration remains effective upon request and presentation of this certficate until the end
of the calendar year stated above, unless said registration is terminated afler issuance of this certificate. SICTmakes no
other representations or warranties, nor does this certificate make any representations or warranties to any person or
entity other than the named certificate holder, for whose sole benefit it is issued This cerlificate does not dencte
approval of the certifi 's device or estatli by the U S Food and Drug Administration

SiCTassumes no liability to any persan ot entity in connection with the foregeing

Pursuant to 21 CFR 807.39, “Registration of a device o assignment of 2 does not
in any way dencte appraval of the establishment ar its products. Any representation that creates an impression of official
approval because of registration or possessicn of a registration number is misleading and constitutes misbranding.” The
US. Food and Drug Administration does not issue 3 certificate of registratian, nor daes the U.S. Food and Drug
Administration recognize a certificate of registration, SICTis not affiliated with the U.S. Food and Drug Administration

I- D A Chief engineer

Issued: 03/26/2020 .
Expiration Date:12/31/2020

Viebs: htp:www.fda.gov  Tel: 1-888INFO-FDA emai: ili@oc. fds
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Quality Control

By controlling the unstable factors such as operators, equipment, materials, operating methods and test
environment, the quality is controlled according to the "three-requires" and "three-checks" principles.

—* Incoming quality inspection

@
Process control: assembly line,
mutual check process

1. Process quality management;
2. Independent inspection by operators;
3. Process inspection

4, Handling abnormal quality;
5.Segmentation and identification of
bad products, bad statistics

1. Quality inspection of all assembly and
procurement materials according to standards

1. Component stress test;
2. Hardware reliability test;
3. Automated software reliability test;

4, Real environment-simulation test
————®

Reliability test

Aging test o
1. Room isolation aging
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Introduction of Industrial Park

The company's production address is the second floor of Building 10, Innovation and Entrepreneurship Center, No. 9 Chuanxi

West Road, Jiuhua Economic Development Zone, Xiangtan City, Hunan Province. The building area is about 4,000 square meters,
the production workshop area is about 1760 square meters, and the office area is about 980 square meters. The warehouse area
is about 486 square meters and the inspection area is about 160 square meters. The company's office area, production workshop

~and storage space are all independent. The company's workplace and production and inspection equipment are determined to
~.meet the characteristics and processing requirements of the thermometer.




Urovo Technology Co., Ltd.
Add: 36F,High-Tech Zone Union Tower,No.63,Xuefu Road,Nanshan District,Shenzhen,Guangdong,China
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