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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

The Certification Body of
TUV AMERICA INC.
Management Service Division

hereby certifies that

IMS

JMS SINGAPORE PTE LTD
440 Ang Mo Kio Industrial Park 1
SGP - Singapore 569620

with additional site

PT JMS BATAM
Kawasan Industri Batamindo
Blok 211, Jalan Beringin, Muka Kuning
Batam 29433, Indonesia

has implemented a Quality Management System
in accordance with:

ISO 13485:2003

The scope of this Quality Management System includes:

Design, Manufacture and Distribution of Blood Bags (Conventional System, Top and
Bottom Extraction System, Cord Blood Collection and Processing System and
Leukocyte Reduction Filter System with related accessories), Transfusion and Infusion
Sets, A.V. Fistula Sets, Scalp Vein Sets, Peritoneal Dialysis, Administration Sets, Blood
Tubing Set (Hemodialysis), Extension Tube, Harness and Effluent Set for Plasma
Collection System, Plasma Collection Set, Needleless IV Accessories - Planecta

This certificate is valid until: September 2, 2008
Certificate Registration No: S 951 03 1592

Issued: February 12, 2003
Revised: August 30, 2006

SCC Accredited
v CB-MS

@ CMDCAS

= recognized
Accrédité CCN__ ), registrar

TUV AMERICA INC ¢ TUV SUD AG ¢ 5 Cherry Hill Drive  Danvers MA 01923 USA e www.TUVamerica.com

Gary Y. Minks
Director, Certification Body
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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q1N 06 10 27106 024

Holder of Certificate: JMS SINGAPORE PTE LTD

! 440 Ang Mo Kio Industrial Park 1
L Singapore 569620

L

' SINGAPORE

Facility(ies): JMS SINGAPORE PTE LTD

440 Ang Mo Kio Industrial Park 1, Singapore 569620,
SINGAPORE

PT JMS BATAM Kawasan Industrie Batamindo
Blok 211, Jalan Beringin, 29433 Muka Kuning, Batam,
INDONESIA

Certification Mark:

Scope of Certificate: Design, Manufacture and Distribution of Blood Bags
(Conventional System, Top and Bottom Extraction System,
Cord Blood Collection and Processing System and
Leukocyte Reduction Filter System with related
accessories), Transfusion and Infusion Sets, A.V. Fistula
Sets, Scalp Vein Sets, Peritoneal Dialysis, Administration
Sets, Blood Tubing Set (Hemodialysis), Extension Tube,
Harness and Effluent Set for Plasma Collection System,
Plasma Collection Set, Needleless IV Accessories —
Planecta®, IV Cannula

Applied EN ISO 13485:2003

standard(s): Medilcal Devices -
Quality Management Systems —
Requirements for regulatory purpose

The Certification Body of TUV SUD Product Service GmbH certifies that the company
mentioned above has established and is maintaining a quality system which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 026110400701
Valid until: 2008-09-30

Date, 2006-12-05 VZ %—\/2;

Reiner Krumme

Page 1 of 1

TOV SUD Product Service GmbH o Akkreditiert durch
Zentralstelle der Lander

& X
x
Zertifizierstelle “ !Lg 5 fiir Gesundheitsschutz
. " X =23 X bei Arzneimitteln
Ridlerstr. 65 - 80339 Miinchen X

L und Medizinprodukten
Germany Mk g % ZLG-ZQ-999.98.12-46



N°MED/2006/27935

W-ESPR TECHNOLOGY CO., LTD.

DESIGN, ASSEMBLY AND SALE OF PLASMA EXTRACTORS, INCUBATORS,
PLATELET AGITATORS, HAND SEALERS WITH ROLLER AND CUTTER,
SHOWER SEATS AND WALKING STICKS.
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4F N° 9 S. 2" Rd., Taichung Branch Export Processing Zone Tanzih Township

(adresse imemet g

TAICHUNG COUNTY 427 TAIWAN R.O.C. ﬁ

AFAQ AFNOR Certification certifie que pour les activités et les sites référencés ci-dessus jg

toutes les dispositions mises en ceuvre pour répondre aux exigences requises par la norme internationale : !

AFAQ AFNOR Certification certifies that all the arrangements covering the above mentioned activities é
and locations established fo meet the requirements of the intemnational standard:

ISO 13485 : 2003

ont été examinées et jugées conformes.
have been examined and found conform.

2006-11-23

(année/moisfjour) 1l est valable jusqu'au” - o (year/month/day)
It is valid untif® 2009 11 22

OGIX/10485.5 Decument contraciusl & AFAQ est une mamue dépasee.

information on the accreditations heid by AF

Le Représentant de I'Enireprise
On Behatif of the Firm
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w'a done gu'une valewr ndica

AFHOR Ce
tion Lo the above:

nization compi
1tice, the presentotion of this certificetion decument. This decumen i maost s

AFAD AFNOR CERTIFICATION - BURFAUMX - 116. AVENUE ARISTIDE BRIARD - 8P 40 / F-02224 BAGNEUX CEDEX

- SAS AU CAPITAL DE 18.187.



