
Product SeMce

Full Quality Assurance System
Direc{ive 93l42lEEC on Medical Devices (MDD), Annex ll excluding (4}
(Devices in Class lla, llb or lll)

No. G1 12 06 64193 002

Manufacturer: SAGAMI RUBBER INDUSTRIES CO., LTD.
2-'l Moto-Cho, Atsugi-Shi
Kanagawa-Ken

243-0002 JAPAN

EG-Representative: SAGAMI EUROPE SARL
"Les Cddres'89 Route de Molles

03300 Cusset
FRANCE

Natural Rubber Latex GondomsProduct
Categoryfies):

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

Report No.:

Date, 2012-08-10

TUV SOD Product SeMce GmbH is Notified Body with identification no. 0123
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Valid from:
Valid until:

l\,|YQMH0612001 Rey2-
721405999

2012-10-01
2017{9-30

Hans-Heiner Junker

IUV SUD Product Service GmbH . Zertifizierstelle ' RidlerstraBe 65 . 80339 Miinchen , Germany
o
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Product Service

EC Gertificate
Full Quality Assurance System
Directive 93l42lEEc on Medical Devices (MDD), Annex il excruding (4)
(Devices in Class lla, llb or lll)

No. c1 12 06 64193 002

Facility(ies): SAGAMI RUBBER INDUSTRIES CO., LTD.
2-1 Moto-Cho, Atsugi-Shi, Kanagawa-Ke n, 243_OOO2 JAPAN

SAGAMI MANUFACTURERS SDN. BHD.

SAGAMI MANUFACTURERS SDN. BHD.
No.2, Jalan Kilang Tiga, Jelapang Light Industrial Estate, 30100
lpoh, Perak, MALAYSIA
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TUV SU0 Product Service GmbH Zertifizierstelle . RidlerstraBe 65 . g0339 Miinchen Germany n:rv@
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been provided by Notary,
Bureau and that the Official
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Notary HIROSHI KITTA
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: Tokyo,

CERTIFICATE
This is to certify that the signature affixed above has

duly authorized by the yokohama District Legar Affairs
Seal appearing on the same is genuine.

Date 
DEC, 2 4, zol5 Mamoru TADA

Director of the Yokohama District Legar Affairs Bureau

For legalization by the foreign consul in
Japan, this is to certify that the Seal
affixed hereto is genuine.

Date 
DEC, 2 4, 2015

Official :
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Registered No. 6 5 6

NOTARIAL CERTIFICATE

This is .to certify that Norio Sugawara, ManaBer,

International Trade Division of Sagami Rubber

Industries Co., Ltd. has affixed signature in my

very presence to the attached document, dated this

24th day of December, 20L5.
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NOTARY

3_ 13_B NAKACHO ATSUGI, KANAGAITA,

JAPAN

HIROS

ATSUGI

NOTARY
3-I3-8 NAKACHC. ATSUGI

KANAGAf'/A JAPAN


