Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name - Inci Dental Tibbi Malzeme San. ve Tic. Ltd. Sti.

- Defterdar Mah. Otakgilar Cad. E Blok Sit. No:74/4 EyUpsultan
[STANBUL / TURKEY

Company Address

Related Direc‘ﬁvéé and Annex  : 93/42/EEC Medical Devices Directive - Annex V

i

- Non-Sterile Capsule Amalgam - Class lla

Produc‘rij V
: Non-Sterile Powder Amalgam - Class lla

¢

GMDN 134836

Product Types are attached.

Certificate Number : M.2016.106.6845
Report Number : MD.3141.YB

& Inifial Assessment Date :15.04.2016 |7 s }

i Registration Date :22.06.2016 = e, o
# Recertification Assessment Date : 02.10.2019 UDEM Interndioricy Cerfification
& Reissue Date / No +03.02.2020/01 Audiing Training Eenfre Indusiry

il Revision Date /No : 25.03.2021/01 and Trade Inc. Co.

.\ Expiry Date : 27.05.2024

UDEM hereby declares that the requirements of Annex V of the directive 93/42/EEC have been met for the listed products.
The above named manufacturer has established and applies a quality assurance system, which is subject to periodic
surveillance audits, defined by Annex V, section 4 of the aforementioned directive. UDEM's responsibility for class | devices
covered by the EC seriificate is imited fo manufacturing issues related to safeguarding and maintaining sterile conditions,
if the dev,ce is sterile; and manufacturing issues related fo product's conformity with metrological requirements, If it has
measurement function. This certificate remains as the property of UDEM Intemational Certification Auditing Training Centre
Industry and Trade Inc. Co. fo whom it must be refurned upon request. The above named company and UDEM must keep
a copy of this certificate for 5 years from the registration of the certificate. Usage of the CE mark Is under the responsibility

of the manufaciurer with the completion of EC Dec!

changes related with the approved p
the mentioned company should stop placing the product on the market. The valid

through www.udem.com. fr.

Address: Muilukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara = TURKEY

Phone: +90 0312 443 03 90 Fac: +90 0312 4430376
E-mail: info@udemitd.com.ir www.udem.com.ir




REVISION REVIEW
APPROVAL FORM

When the validity period of the EC/ Design (if exists) Certificate to which it is attached expires,
the validity period of the Revision Review Approval Form will also expire. Revision Review
Approval Form has no function if used alone.

Company Name : Inci Dental Tibbi Malz. San. ve Tic. Ltd. Sti.
Company Address : Defterdar Mah. Otakcilar Cad. E Blok Sit. No:74/4 EyUpsultan
ISTANBUL / TURKEY
Related Directive : 93/42/EEC Medical Devices Directive
Definition of Change : The annex of english certificate has been corrected.
CAPSULE AMALGAMS
%45 Silver Capsule Amalgam Filling Material Spill 1 34836
%45 Silver Capsule Amalgam Filling Material Spill 2 34836
%45 Silver Capsule Amalgam Filling Material Spill 3 34836
%45 Silver Capsule Amalgam Filling Material Spill 5 34836

%45 Silver Zinc Free Capsule Amalgam Filling Material Spill 1 34836
%45 Silver Zinc Free Capsule Amalgam Filling Material Spill 2 34836
%45 Silver Zinc Free Capsule Amalgam Filling Material Spill 3 34836
%45 Silver Zinc Free Capsule Amalgam Filling Material Spill 5 34836

%55 Silver Capsule Amalgam Filling Material Spill 1 34836
%55 Silver Capsule Amalgam Filling Material Spill 2 34836
%55 Silver Capsule Amalgam Filling Material Spill 3 34836
%55 Silver Capsule Amalgam Filling Material Spill 5 34836
%692 Silver Capsule Amalgam Filling Material Spill 1 34836
%69.2 Silver Capsule Amalgam Filling Material Spill 2 34836
%69,2 Silver Capsule Amalgam Filling Material Spill 3 34836
%69,2 Silver Capsule Amalgam Filling Material Spill 5 34836

%69,2 Silver Zinc Free Capsule Amalgam Filling Material Spill 1 34836
%69,2 Silver Zinc Free Capsule Amalgam Filling Material Spill 2 34836
%69,2 Silver Zinc Free Capsule Amalgam Filling Material Spill 3 34836
%69,2 Silver Zinc Free Capsule Amalgam Filling Material Spill 5 34836

POWDER AMALGAM
%45 Silver Powder Amalgam Filling Material 34836
%69,2 Silver Powder Amalgam Filling Material 34836

Certificate Number Which It is Attached : M.2016.106.6845

— )

Report Number :MD.3141 UDEM Inte N cohon
| Ok 07.160.2001 Auditing Traifiqg G@n#e Industry
ssue Date :07.10.

and Trade Inc. Co.
Revision Date -
Revision Number : 00 (- w
Revision Review Approval Form has been prepared for the products mentioned ré
above. UDEM declares that the listed products are non-significant changes ‘
according to MDR Article 120-3 and MDCG 2020-3. This form has been prepared A
to be shared with authorized authorities and 3rd parties upon request. ubD E M

. J

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@Qudem.com.ir www.udem.com.ir



