EC Certificate Full Quality Assurance System: Certificate KR19/81826231

The management system of

SPIDENT Co., Ltd.

203 & 312, Korea Industrial Complex, 722, Gojan-Dong,
Namdong-Gu Incheon, 405-821, 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 16 December 2019 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 29 November 1999

and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reports numbered WW/PCI 200712

Authorised by

Digitally signed by Benderschi Ruslan
Date: 2024.01.19 09:33:51 EET
Reason: MoldSign Signature
Location: Moldova

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
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This document s issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agroed, accessible at
www.sgs.comierms_and_conditions.hm. Attenion is drawn to the kmitations of
liability, indemaification and jurisdictional issues established therein. The
authenticity of this document may be verified at hifps:/Awww.sgs.comlen/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:
Certificate KR19/81826231, continued

SPIDENT Co., Ltd.
Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 1

Detailed scope

Gutta Percha Points ;

Sterile Absorbent Paper Points ;

Dental etchant ;

Dental light-cured temporary filling material ;
Dental light-cured pit and fissure sealant ;
Dental light-cured flowable resin ;

Dental light-cured base and liner ;

Dental temporary cement ;

Dental light-cured composite resin ;
Dental light-cured bonding agent ;

Core build up resin ;

Dental temporary resin cement ;

Dental light-cured bonding activator;
Sterile single use dental needles;

Root canal sealing & filling material;
Temporary root canal filling material;
Radiopaque glass ionomer filling material
Self-adhesive resin cement

Temporary crown & bridge resin

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according to Annex Il {Section 4) is a mandatory requirement for each device in
addition o this certificate to place that device on the market
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Certification Services, unless otherwise agreed, accessible at
www.sgs.comfterms_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:/iwww.sgs.comienicertified-
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.
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