KAT & CERTIFICADO e CERTIFICAT

e ¢ CE

)=
ACRER

ZERTIFIKAT & CERTIFICATE ¢

*
*

-

N

Ko kX

** ** * Benannt durch/Designated by

Zentralstelle der Linder

*
! g fiir Gesundheitsschutz

bei Arzneimitieln und
Medizinprodukten

BS-MDR-099

Manufacturer:
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and ll|
(Class lla and Class llb Devices)

Q
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No. G10 082883 0017 Rev. 00 @Q

gﬁgzhou Berrcom
Medical Device Co., Ltd

0.38 Huanzhen xi Road

\, Dagang Town, Nansha

4\@%&@@@

511470 Guangzhou, Guangdong
PEOPLE'S REPUBLIC OF CHINA

SRN Manufacturer - CN-MF-000013852

Shanghai International Holding Corp. GmbH (Eur@@
Eiffestralle 80, 20537 Hamburg, GERMANY Q
%)
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tablished, documented and implemented a quality management system as described in
Article 10 (9) of the Regulation (EU) 2017/745 on medical devices, Details on device categories
covered by the quality management system are de d on the following page(s).

The Report referenced below summarises the r
relevant CS, harmonized standards and test r
out according to Annex IX Chapter | and Il
The quality management system assessme
documentation for devices selected o
The certified quality managemen
Service GmbH. The surveillance

documentation for the device

complied with.

t syst
ﬁ%&ment Il also include an assessment of the technical

glje Certification Body of TUV SUD Product Service GmbH certifies thatthe’manufacturer has

ea ment and includes reference to
he c% mity assessment has been carried
egulation with a positive result.

s ac anied by the assessment of technical
prese basis.

subject 16 periodical surveillance by TUV SUD Product

s conicérned on the basis of further representative samples.

All applicable requirements %stin&aﬁw certification regulation of TUV SUD Group have to be
%%i
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123 _
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(Class lla and Class lIb Devices)
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No. G10 082883 0017 Rev. oo O

Classification: Cla%r
Device Group: 0103 - MUCOUS ASPIRATORS
Intended Purpose:

Classificati g i /O Class lla

Device Gro V030101 - THERMOMETERS
Intende@r ose /

% dl of this certificate  -none-
end onditions and/or
is |in‘}'l o the following:

{%&vision History:

Rev. Dated Report Description
00 2023-07-07 GZ2104902 Initial i |ssuan
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstral3e 65 * 80339 Munich « Germany

Product Service



