EC Certificate Full Quality Assurance System: Certificate KR19/81826199

The management system of

The Standard Co., Ltd.

120, Gunpocheomdansaneop 2-ro, Gunpo-si, Gyeonggi-do, 15880, 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

Sterile marking ink for marking lesion in the gastrointestinal tract during
endoscopic procedures (Model: Black Eye);

Sterile submucosal injection agent for inflating lesion in the
gastrointestinal track during endoscopic procedures (Model: Blue Eye);
Anti-fog system for maintaining lens clear during laparoscopic surgery
(Model: Defogger)

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

* This certificate is valid from 19 May 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 04 June 2009

Certification is based on reports numbered KR/SEL 09208

Authorised by

Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
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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.sgs.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 https:/fwww.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unfawful and
offenders may be prosecuted to the fullest extent of the law.



