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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or llI)

No. G1 036336 0054 Rev. 02

Manufacturer: Zhejiang Kindly Medical

Devices Co., Ltd.

No.758, 5th Binhai Road

Binhai Industrial Park, Longwan District
325025 Wenzhou, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Pisposable Needles, Scalp Vein Sets, Blood-Collecting
9 ry( ) Needles, Huber Needles, Fistula Needles, Anaesthesia

Needles, Dental Needles for Single Use, Sterile |.V. catheter
for single use, Disposable Insulin Pen Needle, Sterile Biopsy
Needles for single use, Sterile Percutaneous Vertebroplasty
Kit for single use, Sterile Irrigation Needles for Single Use,
Safety Needles,Safety Scalp Vein Sets, Safety Blood-
Collecting Needles, Safety I.V. Catheter for Single Use, Safety
Fistula Needles, Luer Adapter, Safety Blood Lancet, Syringes,
Infusion Sets, Transfusion Sets, Burette-Type Infusion Sets,
Sterile Intravascular Catheter Introducer for Single Use,
Sterile Syringes for Insulin for Single Use.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class lll devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: BJ1981207
Valid from: 2019-08-16
Valid until: 2024-05-26

Date, 2019-08-16 / / i

Stefan Preify
Head of Certification/Notified Body
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TUV SUD Product Service GmbH + Certification Body « Ridlerstrafie 65 « 80339 Munich « Germany



Ad [ 07.17

4=
<L
()
| e
> =
L]
&
R 4
1 O
(o]
<
| &
™
[
(&=
g
)
-
<
[
oS
o
-
e
| O
L
£a
L 4
i
o

Lgy &
BNAE A

‘n‘
L'\

‘E]
=]

ZERTIFIKAT e CERTIFICATE ¢

Benannt durch/Designated by
o Zentralstelle der Lénder
e L Y fiir Gesundheitsschutz

| = e bei Arzneimitteln und
= *W Medizinprodukten
LG ZLG-BS-244.10.08

EC Certificate
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Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or 111)
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Product Service

Facility(ies): Zhejiang Kindly Medical Devices Co., Ltd.
No.758, 5th Binhai Road, Binhai Industrial Park, Longwan District,
325025 Wenzhou, Zhejiang Province, PEOPLE'S REPUBLIC OF
CHINA
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