items: 1094 Catalogue for IR forehead thermometer

HA-650

Carton size - 47*35%29cm 40pcs/ctn

GW : 6.8 kgs/ctn



Infrared Forehead thermometer
Product description

Business license
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Manufacture license

Resgistration certificate :201920700220
Technical file :201920700220

CE certificate

ISO 13485 Certificate 1ISO13485

Test report
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Non-contact Body Infrared Thermometer is specially designed to take the body temperature of a person.

1)One second can get the temperature from hand or forhead
2)Import Super chip

Regardless of the room temperature this little gadget is designed to accurately pick up on body heat! It does so in
a hands-free, no-contact way.

The best deal Now, 3-7days you will be get it by DHL, EMS express.
Contact with us Get it,



Package for HA-650
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EC Certificate Full Quality Assurance System: Certificate CN20/42012

The management system of

Xiamen Ants-Bro
Technology Co., Ltd.

4F, 5% Building, Technology Business Establishing Center,
No.289 Wengjiao Road, Haicang District,
Xiamen City, Fujian Province, 361026, P.R. China

has been assessed and cerfified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

Infrared forehead thermometer

Digital clinical thermometer

Automated non-invasive Sphygmomanometer

Where the above scope includes class lll medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 16 January 2020 until 25 March 2023
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 26 March 2015

and first certified by SGS Belgium NV since 16 January 2020
Cerification is based on reports numbered CN/XMN  6428MD

Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Certificats CE1630 Annax II-4_EN rev, 02

Page 1 of 1

or falséication of the content or appearance of this documentis unlawful and
offenders may bs prosectsd to the fullest extant of the law,

‘fif'

) ';:{e '
=%



15013485 B AR RiEH

Certificate CN1530421
The managemant Bystam ol

Xiamen Ants-Bro Technology
Co., Ltd.

4F 57 Building, Technology Business Establishing Center.
No.28% Wengjiao Road, Haicang District,
¥iamen City, Fugian Province, 351026, P.R. China

s been, mssiessed and carified as mesting the isquiements of

1ISO 13485:2016
EN ISO 13485:2016

For the inlomng acibes

Design and Manufacture of Digital clinical thermometer

and Automated non-invasive Sphygmomanometer

and Infrared forehead thermometer

This cartificate is valid from 30 October 2018 untl 26 March 2021
and remains valid subjecd to satisfactory surveillance audits.

Re cerification audit due before 08 August 2020

Issue 3. Certified since 26 March 2015

553 Unied Kingdom LI
Fessmoss Eusingss Fact. Elesmens Forl Cheshine CHES EN UK
B (01151 3506666 144 (151 I50-6600 www 808 (o

HE BG5 13485 218 0112
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Test Report Issued under the responsibility of:
IEC 60601-1

Medical electrical equipment

Part 1: General requirements for basic safety and essential performance

Report Reference No. ..o o GZME1B80800078801
Dawsofkse .. . 2019-01-21
Total number of PAgES .. 116

Testing Laboraton ... X SGS-CSTC Standarels Technical Services Cd) .-

Applicant’s NAME...ouuwmmunnas Xiamen Ants Bro Technology Co., Ltd.

E T o L SO R T R DS 4th, 5th Building, Technology business establishing center, No. 289
Wengjlao Road, Halcang District, Xiamen City, Fujian Province,
China

Test specification:

Srandard [EC 80601~ 1:2005 [Third Editicn) +CORR. 1:2006 + CORR. 2:2007 +
Al:2012

{or IEC 60601-1: 2012 reprint)
Test ProedUre. « o o SGS-CSTC

Mon-standard test method........: M/A

Test Report Form Mo . oow oo IECE0601_1K
Test Report Form Originator. ... UILUS)
MasTEr TRF s ssss s s 201511

Copyright © 2015 Worddwide System for Conformity Testing and Certification of Electrotechnical

Equipment and Components (IECEE), Geneva, Switzerland. All rights reserved.

This publication may be reproduced in whole or in part for non-commerclal purposes as long as the IECEE is acknowledged as
t owirver and sowroe of the mate rial. IECEE takes no responsibil ty for and will not assume li gbility for damages resulting from t

reader’s interpretation of the e produced material due to its placement and context

This report Is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and

appended to a CB Test Certificate lssued by an NCB in accordance with |IECEE 02.

General disclaimer:

The test results presented in this reportrelate only to the objec tested.

This report shall not be reproduced, except in full, without the written approval of the 1ssuing CB testing
laboratory. The authenticity of this Test Reportand its contents can be verified by contacting the NCB,
responsible for this Test Repart.




SGS

Page 2 of 116 Report Mo. GZME18080007BB01
Test item description ..co et |Non-Confact Infrared Forehead Themometer
Trade Mark ...t [—
ManUFAELIRET . s | SAME 88 applicant
ModelType reference.......cuweeeat | HAG10, HASG20, HA-G30, HA-G40, HA-B50
RAIMGE v iienesiirismsismsimsmemenneaat | INtEMalY powered: DC 3V (20AAA batteries)

Testing procedure and tasting location:

B9 |Testing Laboratory: SGS-CSTC Standards Technical S
Guangzhou Branch
Testing location/ address ... : | 198 Kezhu Road, Science City,
Devalopment Area, Guangrhou, [k
-ll’i
[] |Associated CB Testing Laboratory: LN
Testing location/ address ......c..cceoorce. 2 a

Tested by (name, function, signature) ......: | Gary Guo, Georga/Gu{ [ |

Praojact anginaer ' ;.-.mﬂ. ":.
Approved by (name, function, signature)..: |Aaron Cen / Reviewer “.-",__f e L

[0 Testing procedure: CTF Stage 1:

Testing location/ address ......c.caiun H

Tested by (name, function, signatura) ... :

Approved by (name, function, signature) .. :

[0 |Testing procedure: CTF Stage 2:

Testing location/ address ....couusumim §

Tested by (name, function, signatura) ....... z

Witnessed by (name, function, signature) . :

Approved by (name, function, signature).. :

[0 Testing procedure: CTF Stage 3:

[] |Testing procedure: CTF Stage 4:

Testing location/ address .....couusumim §

Tested by (name, function, signatura) ....... z

Witnessed by (name, function, signature) . :

Approved by (name, function, signature).. :

Supervised by (name, function, signature) :




SGS

Page 301 116 Report No. GZME180800078801

List of Attachments (including a total number of pages in each attachment):

Attachment 1: Photo Documentation (from page 111 ta page 115)
Allachment 2: Circuit Diagram (page 118)

Summary of testing
Tests performed (name of test and test clause): Testing location:
Tests according 1o the following standards were carried out: 188 Kezrhu Road, Science City,

Economic & Technology
Development Area, Guangzhou,
Guangdang, China

IEC B0601-1:2005 + A1:2012
EN B0601-1:2006 + A1:2013

The submitled s=amplas fulfilled the requirements of specified
standards excepl the following sub-clauses were not evalualed:

Clause 12.2 and 15.1 Usability
Clause 11.T Biocompatibility
Clause 14 PEMS

HA-610 was subjected wo full tests.

Summary of compliance with Mational Differences

List of countries addressed:

Mone

TRF No. IECG0601_1K




Test Report issued under the responsibility of:

SGS

TEST REPORT
IEC 60601-1-11
MEDICAL ELECTRICAL EQUIPMENT -

Part 1-11: General requirements for basic safety and essential
performance —Collateral Standard: Requirements for medical
electrical equipment and medical electrical systems used in the home
healthcare environment

Report Number. ...ccocmima. ¢ GZME180800078802

Date of ISSUE ..o ecasereas ¢ 2019-01-18

Total number of pAges ...cuewns 26

Mame of Testing Laboratory SGS-CSTC Standards Technical Se o
preparing the Report ... ¢ Branch ﬁ(i
Applicant's Name . ....c...c.cwen.. : Mamen Anls Bro Technology Co., Lid. %+
AAREES .. cecevierererescemsamncrmees ¢ 4th, 5th Building, Technology business es

i
289 Wengjiao Road, Haicang District, Xiamen
Province, China

Test specification:

Soanchard ¢ IEC 60601-1-11:2015 (Second Edition) for use in conjunction with
IEC 80801-1:2012 (Third Edition) + A1:2012

Test procedurt w..woowsanames : SGS-CSTC

Mon-standard test method ... : MNA

Test Report Form Mo ... ¢ IECE0G01_1_11C

Test Report Formis) Originator.... :  UL{LS)

Master TRF ..onmiinima s : 2015-03

Copyrght © 2015 |EC System of Conformity Assessment Schemes for Electrotechnical
Equipment and Components (IECEE System). All rights reserved.

This publication may be reproduced in whale or in part for non-commercial purposes as long as the
IECEE is acknowledgad as copyright owner and source of the matenal. IECEE lakes no responsibility
for and will nol assume Bability for damages mesulling from the reades’s inlerprelation of the reproduced
matenal due lo its placemant and context.

If this Tesl Report Form is used by non-IECEE mambers, the IECEE/IEC logo and the reference 1o the
CB Schema procedune shallbe removed.

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory
and appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

Ganeral disclaimer:

The test results presentad in this report relale only 1o the object tesiad.
This report shall not be reproduced, except in full, without the writlen approval of the lssuing CB Tesling
Laboratory. The authentiaty of this Test Report and its contents can be verfied by contacting the NCB,
responsible for this Test Report.




SGS

Page 2of 26 Report No. GZME 180800078802
Test item description.....cuweos. ¢ | Inframed Forehead Tharmometer
TradaMamk ... HE
L ET T 0 T eSO ¢ |Same as applicant
Model Type reference ... ¢ |HA-E610, HA-G620, HA-530, HA-G40, HA-B50
RAUNGS ooocvissismssms s - | INtEmally powerad: DG 3V (2xAAA batteres)

Responsible Testing Laboratory (as applicable), testing procedure and testing loc

(] |Testing Laboratory: 5G5S CSTC Standards Technical S
Guangzhou Branch

Testing location! AdHreSS ... e | 198 Kezhu Road, Science Cily, Ecabdmic & Technoldgy &
Developmant Area, Guangzhou, !

[] |Associated CB Testing Laboratory:

Tﬂﬁ”l‘lﬂ|1:ﬂ.‘-at|'DI'IIaﬂﬂl‘ﬁﬁﬁu..u..m....u...a.......' - _ 3.
Tested by (name, function, signature).......: |Gary Gud, Gebiae Gu I |1

Project engine® [ 4 4 "
Approved by {name, function, signature)...: | Aaron Can / Reviewer Jdo~ lem

O |Testing procedure: CTF Stage 1:

Testing location/ address ...

Tested by (nama, function, signatum) ....... z

Approved by [name, function, signature)...:

|:| |Teﬁ-ting procedure: CTF Stage 2:

Testing location! address ... cummniens §

Tasted by (name + SIgRAtIRE) .o s

Witnessed by (name, function, signature) .:

Approved by [name, function, signature)...:

[ [Testing procedure: CTF Stage 3
[] |Testing procedure: CTF Stage 4

Testing location/ address ...

Tested by (nama, function, signatum) ....... z

Witnessed by (name, function, signature) .:

Approved by (name, function, signaturej..:
Supervised by (name, function, signaturne) :

TRF No. [ECB0E601_1_11C



SGS

List of Atachments (including a total number of pages in sach attachment):

Page 3of 28 Repor No. GZME 180800078802

None

Summary of testing:

Tests performed (name of test and test | Testing location:

clause): | 198 Kezhu Read, Science City, Economic &
Tesls according lo the following standards were | Technology Development Area, Guangzhou,
carmied oul: | Guangdong, China

IEC 60601-1-11:2015

EN GDBED1-1-11:2015

The submitled sample fulfiled the requirements of
specified slandands except the following clauses
wara nol evaluated in this report:

Clause 7.1, B.1 and 9 Usability

Clause 12 Electromagnetic compatityility
requirament

Summary of compliance with National Differences:
List of countries addressed

Nona

Copy of marking plate:

See |[EC 60601-1 Test Report Mo, GZME 180800078801

TRF Mo. IECE0601_1_11C



Comacied an 2018-01-21

Test Report issued under the responsibility of:

SGS

TEST REPORT
ISO 80601-2-56
Medical electrical equipment —
Part 2-56: Particular requirements for basic safety and essential
performance of clinical thermometers for body temperature

measurement
Report Mumber.... ... ;. GZME180800078803
Date of iISBUE (v . 2019-01-18
Total number of pAgESs ..c.ivane 18
Applicant’s MaME .. :  Xiamen Ants Bro Technology Co., Ltd.
AdArass. i : dth, Sth Buiding, Technology business establishing center, No.

289 Wengjiao Road, Haicang District, Xiamen City, Fujian
Province, China

Test specification:
Standard ..o : IS0 BOB01-2-56:2017 for use in conjungliel

COR1:22006, COR2:2007, AMD1:2012
Test proced irg....co o as : SG3-CSTC
Mon-standard test method........... NA
Test Report Form Mo ..o : 1S080601_2 568
Test Report Form(s) Originator....: 5G5S CEBEC
Master TRF ... : Dated 2018-04-27

Copyrght ©20MB [EC System of Conformity Assessment Schemes for Electrotechnical
Equipment and Components (IECEE Systern). All rights reserved.

This publicaion may be repoduced in whobs or in pad for non-commescial purposes a5 long as the IECEE is acknowied ged a%
copyrighl caner and sousseof the malerial IECEE takes noresponsitility for and will nol assums Eshility for damages resulling
from e reader’s interprelaion of e reproduced matedal due fo 1S placement and conlead

if this Test Report Form is used by non-IECEE members, the |IECEE/IEC logo and the reference to the
CB Schame procedure shall be removed.

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory
and appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

Test item description ......weo. : Infrared Forehead Thermomeler

Trade Mark....coomommnm s Po—

ManuBachurer .. ..o ¢ Same as applicant

ModelType refemnce. . ......co.w.. ¢ HA-E610, HA-G20, HA-830, HA-G40, HA-G50

RABNGE . it missmsmrssmsisa : Intemally powered: DC 3V [ 2¢A8A batteries)




SGS Page 2 of 19 Repart Mo, GZME 180800075803

Responsible Testing Laboratory (asf ting procedure and testing location(s):

B |Testing Laboratory: _;g\r.j.; Xi B8 Standards Technical Services Ca., LK.
oy Giia branch
i Ly Tty l 152 I

Testing location/ address ......... Edl-1 i Road, Sciance City, Economic & Technology
\‘:ei;'_".\“‘-'f " enfsingmint Area, Guangzhou, Guangdong, China
Testad by (name, function, signatural. Tar , Gebige G [
P engineer ¢/ [ | 4

T "

Approved by (name, function, signat un-“qTI.‘!"ﬂm Cen | Reviewer

0 |Tast|ng procedure: CTF Stage 1:

Testing location/ addrass ... :

Testad by (name, function, signature) ........:

Approved by (name, function, signatiure) ...:

[] |Testing procedure: CTF Stage 2

Testing location/ address ..o H

Tested by (Rame +SIgNatime) ... :

Witnessed by (name, function, signature) . :

Approved by (name, function, signature) ... :

[] |Testing procedure: CTF Stage 3

[0 |Testing procedure: CTF Stage 4:

Testing location/ addrass .......comiini :

Tested by (name, function, signatune) ......:

Witnessed by (name, function, signatire) .:

| Approved by (name, function, signature)...:

Supervised by (name, function, signature) :

TRF Mo. ISOB0601_2_ 568



SGS Page 3 of 19 Repart Mo, GZME 180800078803

List of Attachments (including a total number of pages in each attachmaent):
Mone

Summary of testing:

Tests parformed (name of test and test clausa): Testing location:

Tests according to the following stndards were 198 Kerhu Road, Science City, Economic &
camied out: Technology Development Area, Guangzhou,
IS0 BOB01-2-56:2017 Guangdong, China

EN IS0 806801-2-56:2017

The submilled samples fulfilled the requiremants of
spaciiied slandards excepl the following clauses ware
nal evaluated in this test report.

Clause 201.11.7 Biocompatbility.

Clause 201.79.2.101, 201122101 and 208 Usability.
Clause 201102 Clinical accuracy validation.
Clause 202 Electromagnetic compatibility

HA-610 was subjecied wo full tests.

Summary of compliance with National Differences
List of countries addressed:
Mona.

TRF Mo. ISO80601_2_568





