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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or 1lI)

No. G2 004665 0002 Rev. 01

Manufacturer: Shenzhen Finicare Co., Ltd
201, No. 50, the 3rd Industrial Park
Houting Community, Shajing Street
Bao'an District
518104 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Product Infrared Thermometer
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class IIb and Ill devices an additional Annex Il certificate is mandatory. All applicable
requirements of the testing and certification regulation of TUV SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?qg=cert:G2 004665 0002 Rev. 01

Report No.: GZ2036501
Valid from: 2020-11-05
Valid until: 2024-05-07

Date, 2020-11-05 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G2%20004665%200002%20Rev.%2001

Declaration of Conformity
For the following products:

Non-contact Thermometer
(Product Name)
FC-IR200

(Model Designation)

Product Classification: |la
CONFORMITY ASSESSMENT ROUTE: ANNEX V

We manufacturer hereby confirmed to comply with the requirements set out in the Council
Directive on the harmonization of the Laws of the Member States concerning Medical Device
Directive (93/42/EEC as amended by 2007/47/EC)

Applied Standards:

ENISO 14971:2019 EN60601-1:2006+A1:2013, EN 60601-1-2:2015, EN 1SO10993-5:2009,
EN 15010993-10:2010, ENISO 15223-1:2016. EN 60601-1-11:2015,
EN60601-1-6:2010/A1:2015. EN 62366:2008/A1:2015. EN I1SO 80601-2-56:2017. EN

ISO13485:2016, EN62304:2006/A1:2015

Notified Body:
Company Name: TUV SUD Product Service GmbH
Company Address: RidlerstraBe 65, 80339 Munich, Germany

CE Mark: c €0123

(EC) CERTIFICATE(S):
EC CERTIFICATE(S) NUMBER(S) G2 004665 0002 Rev. 01
SHOW ONLY THE EC CERTS WITH A SCOPE THAT COVERS THE PRODUCTS LISTED

EU REP: Share Info Consultant Service LLC Reprasentanzbiiro
- Address: Heerdter Lohweg 83, 40549 Disseldorf, Germany

nicare Co., Ltd
irer Address:
the 3rd Industrial Park Houting Community, Shajing Street Bao'an District

General Manager 26704121 1§

(Position/title) (Date)
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 004665 0001 Rev. 01

Product Service

Holder of Certificate: Shenzhen Finicare Co., Ltd
201, No. 50, the 3rd Industrial Park
Houting Community, Shajing Street
Bao'an District
518104 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Shenzhen Finicare Co., Ltd
201, No. 50, the 3rd Industrial Park, Houting Community, Shajing
Street, Bao'an District, 518104 Shenzhen, PEOPLE'S REPUBLIC
OF CHINA

Certification Mark:

EN SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Production and Distribution of Infrared
Thermometer

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

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). All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:Q6 004665 0001 Rev. 01

Report No.: GZ2036501
Valid from: 2020-11-05
Valid until: 2022-05-07
8@1(.\/
Date, 2020-11-05

Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q6%20004665%200001%20Rev.%2001%C2%A0



