Certificate JP19/040498

The management system of\

TOITU Co., Ltd.

Tokyo Head Office 1-5-10 Ebisu-Nishi, Shibuya-ku, Tokyo
150-0021 Japan

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 17 July 2020 until 17 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 17 July 2008

and first certified by SGS Belgium on 31 October 2019
Recertification audit due before 02 July 2023

sLsas This is a multi-site certification.
oo Additional site details are listed on the subsequent page.
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Authorised by
Pieter Weterings -
Certification Manager Accreditafion Number
; 005-QMS
SGS Belgium NV EN ISO/IEC 17021-1:2015

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32(0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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Digitally signed by Prodan Sveatoslav
Date: 2021.12.13 13:37:22 EET
Reason: MoldSign Signature

Location: Moldova

This documentis issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comiterms_and_conditions.htm. Atiention is drawn to the limitations of f
liability, indemnification and jurisdictional issues established therein. The osg ( car

authenticity of this document may be verified at https:/fwww.sgs.com/en/certified- 2
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.



Certificate JP19/040498, continhed

TOITU Co., Ltd.

1ISO 13485:2016
EN ISO 13485:2016

Issue 2

Detailed scope

Design, development, manufacture, sales and servicing of medical devices
for fetal monitor, Doppler fetal heartbeat detector, central monitor

for pregnant, infant radiant warmer, photo- therapy for icterus

and obstetric/gynecologic surgery

Additional facilities

Tsunashima Factory 5-10-3 Tsunashima-Higashi, Kohoku-ku,
Yokohama-shi, Kanagawa-ken 223-0052 Japan

Accreditation Number

005-QMS
ENISONEC 17021-1:2015

This documentis issued by the Company subject to its General Conditions of

Certification Services, unless otherwise agreed, accessible at Page 2 of 2
www.sgs.comiterms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein, The
authenticity of this document may be verified at htps:/www.sgs.com/en/ceified-
clients-and-products/certified-client-directory, Any unauthorized alteration, forgery
or falsification of the content or appearance of this document s unlawful and
offenders may be prosecuted to the fullest extent of the law.
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