A4/ 07.17

=
<
(&)
TH
=
('
L
(&)
4
o
a
<<
|
Ll
| =
(=
3 L
(&)
4
=
<<
] X2
s
©
s
=
o
L
(&)
L 2
fHm
i
o
E1]]=4

=]
N

At

ZERTIFIKAT & CERTIFICATE ¢

** *‘A’* Benannt durch/Designated by

Zentralstelle der Lander

f!._% * fur Gesundheitsschutz

bei Arzneimitteln und
* * Medizinprodukten

** *** ZLG-BS-244.10.08

EC Certificate

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

No. G2 081232 0010 Rev. 01

www.zlg.de

Product Service

Manufacturer: AnHui Hongyu Wuzhou

Medical Manufacturer Co.,Ltd.
No.2 Guanyin Road

Economic Development Zone

Taihu County

246400 Anging, Anhui

PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
EiffestralRe 80, 20537 Hamburg, GERMANY

Product Sterile Hypodermic Syringes for Single Use, Sterile
C . ] Hypodermic Needles for Single Use, Sterile Insulin Syringes
ategorY(les)- for Single Use, Insulin Pen-injectors for Medical Use,

Transfusion Sets for Single Use, Infusion Sets for Single
Use(Gravity Feed), Burette-type Infusion Sets for Single Use,
Intravenous Needles for Single Use, Blood Collection Needles
for Single Use, Sterile Dental Injection Needles for Single

Use, Disposable Precision Flow Regulator, Insulin Pen
Needles for Single Use, Blood Collection Sets for Single Use,
Sterile Safety Hypodermic Needles for Single Use, Safety
Blood Collection Sets for Single Use, Safety Blood Collection
Needles for Single Use

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 llb and Il devices an additional Annex llI certificate is mandatory. See also notes
overleaf.

Report No.: SH1873508
Valid from: 2018-08-01
Valid until: 2022-08-19

Date, 2018-08-01 / W

Stefan Preild

Digitally signed by Cojocaru Vera
Page 1 of 2Date: 2019.12.1410:49:15 EET

TOV SUD Prstlichsiniize BBH is Notified B

TUV SUD Product Service GmbH « Certification Body - Ridlerstrale 65 + 80339 Munich « Germany
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** ‘A’** Benannt durch/Designated by

Zentralstelle der Lander

g!L& * fir Gesundheitsschutz

bei Arzneimitteln und

www.zlg.de

Medizinprodukten

e * ** ZLG-BS-244.10.08

EC Certificate

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

No. G2 081232 0010 Rev. 01

Product Service

Facility(ies): AnHui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.
No.2 Guanyin Road, Economic Development Zone, Taihu County,
246400 Anging, Anhui, PEOPLE'S REPUBLIC OF CHINA
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

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