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Benannt durch/Desrgnaied hy

Zent€lstelle der Lander 3
flirGesundheitsschutz g

bei Arzneimitteln und ;
Medizinprodukten ?

zLG-BS-244.1 0.08

Production Quilliiy Assurance System
Directive 93l42|EEC on Medical Devices (MDD), Annex V
(Devices in Clerss lla, llb or lll)

No. G2 101165 0003 Rev. 00

Manufacturer:

EC Certificate

EC-Representative:

Product
Category(ies):

Report No.:

Valid from:
Valid until:

Date, 12019-01-29

l. f"-*.1
Stefan PreiB

Page 1 of 2

TUV SUD Product Service GmbH is Notifled Body with identifrcation no. 0123

TUV SUD Product Service GmbH . Certiflcation Body. RidlerstraBe 65.80339 Munich. Germany

6.r

.). i,

Producr Sei'vicc

Kangfu Medical Equipment Factory
No 380 Ningkang East Road
32tt600 Yueqing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Luxus Lebenswelt GmbH
Kochstr. 1,47877 Willich GERMANY

Dig ital Thermometers, Infra-rerd
Thermometers, Diagital Bloodl Pressu re

sH 1 81 3970'1

20'19-01-29
20?-4-01-28

Mon itors (Sphygmomanometers)

The Certification Body of TUV SUD Prodr-rct Service GmbH declares that the aforementioned
manufacturer iras implemented a quality assurance system for manufacture and final inspecilon of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforrns to the requirements of thls Directive and is subject to periodical surveillance. For
marketing of class llb and lll devices an additional Annex lll certificate is mandatory. See also notes
overleaf.
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13enannt durch/Desr!natcd r)y

Zentralstelle cler Lander 3
fllrGesundheitsschutz f
bo Arzncimitteln und .

l'lediziflproduklcn I
ZLG BS ],4,4.10.08

Producl Service

EC Certificate
Production Ouillity Assurance System
Directive 93lA2|EEC on Medical Devices (MDD), Annex V
(Devices in Claiss lla, llb or lll)

No. G2 101165 0003 Rev. 00

Facility(ies): Kangfu Medical Equipment Factory
No 380 Ningkang East Road, 325600 Yueqing, Zhejiang,
PEOPLE S REPUBLIC OF CHINA

Page 2 of 2

TUV SUD Procluct Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 . 80339 Munich . Germany
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( omxsl1 
Deutsche
Akkreditierungsstel le
D-ZM- 1132 1-01-00

Gertificate
No. Q6 10fi65 0001 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Kangfu Medical Equipment Factory
No.3B0 Ningkang East Road
325600 Yueqing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Kangfu Medical Equipment Factory
No.380 Ningkang East Road, 325600 Yueqing, Zhejiang,
PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of Digital
Thermometers / lnfra-red Thermorneters / Digital
Blood Pressure Monitors (Sphygmomanometers)

EN ISO 13485:2016
Medrcal devices - Quality management systems -
Requirements for regulatory purposes
(iSO 13485:2016)
DIN EN ISO 13485:2016

sH 1813970'1

2419-01-25
202.2-01-28

Applied Standard(s):

Report No.:

Valid from:
Valid until:

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s), see also notes overleaf.

Date, ;201 9-01-29
I (*1
Stefan PreiB

Page 1 of '1

TUV SUD Product Service GmbH . CertiJication Body. RidlerstraBe 65.80339 Munich . Germany

Product Servicc

@
luy.sud,com/ps-cert
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Declaration of Conform ity

Manufacture Kangfu Medical Equipment Factory
Address ltJo.380 Ningkang East Road,Yueqing, Zhejiang 325600, PEOPLE'S
REPUBLIC OF CHINA

European Lin Sun
Representative L-uxus Lebenswelt GmbH
Product Name: lnfra-red Thermometers
Model:
KFT-22M corresponds to Dr.Frei Ml-100
Product Category lla
The UMDNS code 14-032

ConformityAssessment IRoute Directive 93l42lEEC
We declare the compliiance of the above nredical device with the applicable requirements rulesl0 of
Appendix lX of Directive g3l42lEEC , All the supporting documents and files are retained under the
premises of the manufiactures.

Simultaneously meets the requirement of the following Recognized Consensus Standards.

' IEC 60601-1:2005+CORR.1:2006+CORR.2:2007+A1.2012 Medicalelectrical equipment - Part 1:
General requirements for basrc safety and essential performance

' IEC 60601-1-2.2014 N/edical electrical equipment - Parl l-2: General requirements for basic safety and
essential performance - (lollateralstandard: Electromagnetic compatibility - Requirements and tests

' 1EC60601-1-11.2015 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 usecl in the home healthcare environment
. ISO '10993-1:2009 Ophthalmic instruments -- Slit-lamp microscopes

' 1SO10993-5:2009 Biol:gical evaluation of medical devices - Part 5: Tests for ir vitro r;ytotoxricity

'1SO10993-10.2010 Eliological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization

' 1SO14971:2016 Medical devices-Application of risk management to medical devices

' ISO15223-1:2016 Medical devices--syml:ols to be used with medical device labels,labelling and

information
to be suppliedlied--partl :general requirements

' ISO 80601-2-56:2009 medical electricalequipment part 2-56: particular requirements for basic safety
and essential performanr;e of clinical thermometers for body temperature measurement

' IEC 62366-2007+A1-2014 Medical devices-Application of usability engineering to medicaldevices

' MEDDEV2.71 rev4 Clinical evaluation: guidelines for manufacturers and notified institutions under

Directrve
93l42lEEC and 90/385/EEC
Announcement Organization, TUV SUD Product Service GmbH
Address: Ridlerstrasse 6580339 Munich, Germiany

ldentification Number, C:.E 0123

Sisnature: W rry+i-
Position, QuAfttg MNager
Place: YUEQING

Date, Jan 23, zOLq
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