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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex V
(Devices in class | with measuring function)

No. G2M 063842 0009 Rev. 02

Manufacturer: Wenzhou Fengrui Medical

Instrument Co., Ltd.

Room 104, Building 29

Wenzhou Wenbo science and Technology Industrial Park
No.706 Yanyun Road, Lingkun street

oujiangkou Industrial Cluster District

325026 Wenzhou, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA

Product Aneroid Sphygmomanometer
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for the manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned with
the metrological requirements of the respective devices / device categories and conforms to the
requirements of this Directive. It is subject to periodical surveillance. 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?q=cert:G2M 063842 0009 Rev. 02

Report No.: SH2033602
Valid from: 2021-03-15
Valid until: 2024-05-26
Date, 2021-03-15

CO

Christoph Dicks
Head of Certification/Notified Body
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Product Service

Certificate

No. Q6 063842 0008 Rev. 02

A ; - ENISO 13485:2016
pplied Standard (5) Medical devices - Quality management systems -

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

Facility(ies): Wenzhou Fengrui Medical Instrument Co., Ltd.
Room 104, Building 29, Wenzhou Wenbo science and Technology
Industrial Park, No.706 Yanyun Road, Lingkun street, oujiangkou
Industrial Cluster District, 325026 Wenzhou, Zhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of Aneroid Sphygmomanometers,
Stethoscopes
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Certificate

Product Service

No. Q6 063842 0008 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Wenzhou Fengrui Medical

Instrument Co., Ltd.

Room 104, Building 29

Wenzhou Wenbo science and Technology Industrial Park
No.706 Yanyun Road, Lingkun street

oujiangkou Industrial Cluster District

325026 Wenzhou, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of Aneroid
Sphygmomanometers, Stethoscopes

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 063842 0008 Rev. 02

Report No.:

Valid from:
Valid until:

Date, 2021-03-10
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COD

Christoph Dicks
Head of Centification/Notified Body
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