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* ﬁﬂ’** Benannt durch/Designated by

Zentralstelle der Lénder

;%!._é * fiir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

*#‘r s %% ZLG-BS-244.10.08

EC Certificate

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

No. G1 016328 0144 Rev. 01

www.zlg.de

Product Service

Manufacturer: KAWASUMI LABORATORIES, INC.

Shinagawa Intercity Tower B
2-15-2, Konan, Minato-Ku
Tokyo

108-6109, JAPAN

Product Category(ies): A.V. Fistula Sets, Blood Bag Systems
With or Without Anticoagulant Additive
Solutions and Accessories,
Hollow Fiber Dialyzers, Plasma
Fractionator, Plasma Separator

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 Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: JNQ235039680
Valid from: 2019-11-27
Valid until: 2024-05-26

Date, 2019-11-21 c
.®'L\/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Cucu Vasile
Date: 2020.06.23 09:32:08 EEST
Reason: MoldSign Signature
Location: Moldova
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body + Ridlerstrale 65 « 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE

%}‘}( ‘ﬁ(-{‘f‘k Benannt durch/Designated by

Zentralstelle der Lander

f!._% ¢ fiir Gesundheitsschutz
F_1__ 4 ‘#

bei Arzneimitteln und
# Medizinprodukten

** gpﬁ* ZLG-BS-244.10.08

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or I1I)

No. G1 016328 0144 Rev. 01

Facility(ies): KAWASUMI LABORATORIES, INC.
Shinagawa Intercity Tower B, 2-15-2, Konan, Minato-Ku, Tokyo,
108-6109, JAPAN

Kawasumi Laboratories (Thailand) Co., Ltd. (KORAT)

48 MU 8, Ratchasima-Chok Chai Road, Tambon Tha Ang,
Amphoe Chok Chai, Changwat Nakhon Ratchasima 30190,
THAILAND

Kawasumi Laboratories (Thailand) Co., Ltd.
Nava Nakorn Industrial Promotion Zone, 55/26 MU 13, Phahon

Yothin Road, KM-46, Tambon Khlong Nueng, Amphoe Khlong
Luang, Changwat Pathum Thani 12120, THAILAND
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