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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class HNa, lib or Ill)

No. G112 06 64193 002

Manufacturer: SAGAMI RUBBER INDUSTRIES CO., LTD.
2-1 Moto-Cho, Atsugi-Shi
Kanagawa-Ken
243-0002 JAPAN

EC-Representative: = SAGAMI EUROPE SARL
"Les Cédres" 83 Route de Molies
03300 Cusset
FRANCE

Product Natural Rubber Latex Condoms
Category(ies):

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.: MYQMH0612001Rev2-
721405999

Valid from: 2012-10-01

Valid until: 2017-09-30

H-&

Date, 2012-08-10
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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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, lIb or lil)

No. G112 06 64193 002

Facility(ies): SAGAMI RUBBER INDUSTRIES CO., LTD.
2-1 Moto-Cho, Atsugi-Shi, Kanagawa-Ken, 243-0002 JAPAN

SAGAMI MANUFACTURERS SDN. BHD.

Plot 29, Lorong Bemban 4, Estet Perindustrian Bemban, Jalan
Bemban, 31000 Batu Gajah, Perak, MALAYSIA

SAGAMI MANUFACTURERS SDN. BHD.

No.2, Jalan Kilang Tiga, Jelapang Light Industrial Estate, 30100
Ipoh, Perak, MALAYSIA
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CERTIFICATE

This is to certify that the signature affixed above has been provided by Notary,
duly authorized by the Yokohama District Legal Affairs Bureau and that the Official

Seal appearing on the same is genuine.

Pate  DEC 24, 2015 Mamoru TADA

Director of the Yokohama District Legal Affairs Bureau

For legalization by the foreign consul in
Japan, this is to certify that the Seal

affixed hereto is genuine.

Date  DEC, 24, 2015
. Ogara

Ayako OGAWA
Official

AMMiniatrytr ~Ff DDouae o oo ALLC. s

Tokyo,
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PAI SU QUAN CHXHCN VIET NAM TAL NHAT BAN
EMBASSY OF THE S.R. OF VIETNAM IN JAPAN
CHUNG NHAN/HQP PHAP HOA LANH SY

CONSULAR AUTHENTICATION
. Qubc gia; VIET NAM
Country: Vigtnam
Gisy @, tal idu nay
‘This public document
. Do éng (ba): AYAKO OGAWA kj
Has baen signed by:
. Vigi chifc danh: ohnG CHUC
Acting In the capacity of:  OFFICIAL
. V& con g cia; aénaoalmnnhm

Bears the seal/stamp of: MINISTRY OF FOREIGN AFEAIRS OF JAPAN
duge chifng nhan/hdp phap hda lanh sif
Certified

. Tai: Tockid 5. Ngby 24/12/2015
At: Tokyo The (de/mm/yyyy)
. Coquan cp: DAI SU QUAN CHXHCN VIET NAM TAI NHAT BAN

By: EMBASSY OF THE S.R, OF VIETNAM TN JAPAN
: shE 24/12/15-05
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Registered No. 6 5 6

NOTARIAL CERTIFICATE

This is ‘to certify that Norio Sugawara,

International Trade Division of Sagami Rubber

Industries Co.,

Ltd. has affixed signature in

very presence to the attached document, dated

24th day of December, 2015.

\N 7:

HIROSHI KITTA

NOTARY

3-13-8 NAKACHO ATSUGI, KANAGAWA,

JAPAN

A ATSUGIN

/4 YT | j 2 [ \
ISTRICT LEGAL AFFAIRS BUREAUN\

Manager,

my

this
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