EC Certificate Full Quality Assurance System: Certificate KR19/81826315

The management system of

Bio Medical Technologies Co., Ltd.

(Head Office) 101 Megu BLDG, 21-10 Dongho-ro 15-gil,
Jung-gu, Seoul, 100-452, Korea

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 07 January 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 13 March 2003

and first certified by SGS Belgium NV since 16 December 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on reports numbered WW/PC! 208711

Authorised by
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SGS Belgium NV, Notified Body 1639

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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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.s5gs.comterms_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 hitps:/iwww.sgs.comien/certified-
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.




EC Certificate Full Quality Assurance System: KR19/81826315, continued

Bio Medical Technologies Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 2

Detailed scope

“OXIPROBE” brand Oximetric Sensors.

Where the above scope includes class lll medical device(s), a valid EC Design Examination Certificate
according to Annex i (Section 4) is a mandatory requirement for each device in addition to this certificate
to place that device on the market

Additional facilities

(Factory) 112 Hwadong-gil, Gimje-si, Jeollabuk-do, Korea

This document is issued by the Company subject to its General Conditions of Page 2 of 2
Certification Services, unless otherwise agreed, accessible at
www.sgs.comiterms_and_conditions.htm. Attention is drawn 10 the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hittps:/www.sgs.comien/certified-
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.




Corrigendum to Certificate KR19/81826315

Bio Medical Technologies Co., Ltd.

(Head Office) 101 Megu BLDG, 21-10 Dongho-ro 15-gil,
Jung-gu, Seoul, 100-452, Korea

Scope:

“OXIPROBE” brand Oximetric Sensors

This corrigendum is only valid together with accompanying 93/42/EEC certificate

Issue 3
Correction Date Correction
Change approved by SGS (Head Office) 201, 39-12
on 11 November 2021 Hangang-daero 40-gil, Yongsan-gu, Seoul,
Republic of Korea (post code 04382)

Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
£+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www sgs com

LFMDE105 = Corrigandum to Cerlificats
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