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Produd Service

EC Certificate
Full Quality AssuranGe SYstem
Directive $r4tUEEC on Hedical llevices (fDD)' Annex I ercludlng (4)

(Devices in Glass tla, llb or [l]
No. Gi 14 10 67972 005

Manufacturer:

EG-Representative:

Product

Report No.:

Valid from:
Valld until:

Gategory(ies):

Ttre Certification Body of TW SOD Prcduc* Sewice GmbH declares that fie abrementioned

manufacfurer has implemented a quality assuftrnoe system for design, manufacture and final

inspection of the respective devices / devioe categories in accordance wi0l MDD Annex ll'
This quality assurance systern conforms to tre requirements of this Directive and is subject to

peridical sulreillance. For marketing of class lll devices an additionalAnnex ll (4) certificate

is mandatory. See also notes overleaf.

Sichuan Nigale Biotechnology Go.'
No.28 Kuixing Road

6414{n Jianyang, Sichuan

PEOPLES REPUBLIC OF CHINA

Ltd.

Shanghai International Holdi ng
Gorp. GmbH (EuroPe)
EiffestraBe 8O

20537 Hambuq
GERMANY

Disposable Plasma Apheresis Set,
DisposaHe Blood Cell Apheresis Set,
Disposable Blood Gomponent Aphereis Set'
Disposable Blood Gollection and Transfusion Set'
Disposable Infueion Set, Disposable Plastic Blood Bag'
Dlsposable Blood Bag with ln-line Leukoreduced Filter'
D'r.sposable Autologous Blood Salvage Set'
Plasma Separator, Btood Gomponent Separator,
Blood Gell Processor

sH1451709

201+12-18
201v07-13

Date, 20',+12-18

Tw SUD Product Service GmbH is Notified Body with identifrcatbn no. o123
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Hans-Hdner Junker

TUV SUD Product Service GmbH . Zertifizierstelle ' Bidlerstra8e 65 . 80039 M0nchen ' Germany Ttn,
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