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Saganli Rubber lndustries CoE′ Ltd.

2-1,Moto― cho′ Atsugi― shi′ Kanagawa― ken
243-0002,」 apan
Tel:+81-46-221-2311′ Fax:+81-46-221-2315

TO WhOHRIt May Concern,

2025‐ 07-31

IS0 13485 Certiflcate

The undersigned hereby certirles that the attached documents are true copies ofthe original

Certiflcate ofRegistration for IS()13485:2016 issued to SagaHli lndustries Co.,Ltd.by BSI Group

Japan(CertittCatt Noo MD 81433).

Sincerely yours,

Sittnature:

r

Date:

梯 /ο

Satoshi ARIMA

Assistant General ManageL Qualiサ Assurance Depattment

Sagal■ i Rubber lndustries Co.,Ltd.
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bsi.
Bv Roval Charter

Certificate of Registration
L

QUALI¬向
′MANAGEMENT SYSTEM― IS0 13485:2016

This is to certify thati  sagami Rubber lndustttes Co.′ Ltd.

2-l Moto― cho′

Atsugi― Shi′

Kanagawa
243-0002
]apan

Original Registration Date: 2004‐ 01-29

Latest Revision Date: 2024-02‐ 06

相模ゴムエ業株式会社

T243-0002
神奈川県

厚木市

元町2-1

Holds Certificate No:   MD 81433

and operates a Quality Management System which complies wtth the requirements of IS0 13485:2016 for the

foWowing scope:

Design/Deveiopment,Manufacture and Distribution of Natural Rubber Latex Condoms and
Natural Rubber Latex Uitrasound Probe Coversi

天然ゴムラテックス製コン ドーム及び天然ゴムラテックス製超音波診断用プローブカバーの

設計 日開発、製造及び販売

For and on behalf of BSI:

Graeme Tunbridge′ Senior Vice president Medical Devices

EfFective Date: 2024-04-09

Expiry Date: 2027-04-08

Page: l of2

.̈「naking exce‖ ence a habit]

This cettincateモ vas issued etectroinictnity and rer^at,ns the properψ じf3Stt and is boこ l∩ d by tine conditions oF cointract,

An electrOnic Cettificate cal令 be atfthenticate(ョ onttne

Pririted coptes can be vahdated at w、 ″′～bsigrot,p.coI輸 /CIientDirectoぃ
′or tetepholae 045-414-3022

Information and Coritt】 cti 85と ′KiteFmark Cou武′Daw Avenue′ Knottihiti′ Miiton Keynes MK5 8PR輌 eh+443450809000
3SI△sslメ lalaCe UKとtrnitedチ registered in Engiand under n(1船 ber 7805321 at 389 Chiswick High RoadrこOndonヽ Aゴ44Aと′UK



Certificate No:

Location

MD 81433

Registered Activities

Saganli Rubber lndustries Co.′ Ltd.

2‐ l Moto― cho′

Atsug卜ShL
Kanagawa
243‐0002
Japan

相模ゴムエ業株式会社

〒243-0002

神奈川県

厚木市

元町2-1

Design/Development and ManufacLure of Natural Rubber

Latex Condoms and Natural Rubber Latex Uitrasound Probe
Covers.

天然ゴムラテックス製コンドーム及び天然ゴムラテックス製

超音波診断用プローブカバーの設計・開発、製造

Sagarni Rubber lndustries Co.′ Ltd

Tokyo Sales OfFicc

Nihon Seimei BIdg.2F
2‐34‐ 13 SelJyo′

Setagaya‐ ku′

Tokyo
157‐0066
Japan

相模ゴムエ業株式会社

東京営業所

〒157-0066

東京都

世田谷区

成城2-34-13

日本生命 ビル2F

Distribution of Natural Rubber Latex Condoms and Natural

Rubber Latex Uitrasound Probe Covers.

天然ゴムラテックス製コンドーム及ぴ天然ゴムラテックス製

超音波診断用プローブカバーの販売

Original Registration Date: 2004-01‐ 29

Latest Revision Date: 2024-02‐ 06

Thi5 Certificateヽ μas issued etectronicatly and reriⅢ ainsと !→ e properw of 3SI aind is botintt by the conditions of cOtntract,

An etectronic cettificate cari be autinenticateё  online、

Prlnted coθies can be vaiidated at、 守ψい川.bsigro、 lP,cO卵 /CttentDtrectoiv or tetephone 045-414-3022

こnformation and contact: 3SI′ Kite,1lark Coti虚 ′Davy各yenue′ Kinov‖ hiti′ ィ`litton Keynes卜 →:(5 8Pa誦 eti キ443450809000
B5廷 Assurance UKと i「Ⅲtedィ registered inこ ngialnd under nunaberア 805321 at 389 Chislィ vick High Road′ とondoia Ⅵ♂44Aと′Uく ,

A Met、¬ber of tte SSI Group of Compattes,

Erective Date: 2024‐ 04‐09

Expiry Date: 2027‐ 04-08
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