CERTIFICATE

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

Company Name : Berika Teknoloji Medikal imalat Ith. Thr. Tic. Ltd. Sti.

Company Address : Alakova Mah. Karaman Cad. No:812 Meram KONYA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

Product : Sterile Single Use Syringe - Class lla

-1 M. 3 Pieces Steril With Needle/Without Needle

- 2 MI. 3 Pieces Steril With Needle/Without Needle
3 M. 3 Pieces Steril With Needle/Without Needle
5 M. 3 Pieces Steril With Needle/Without Needle
10 MI. 3 Pieces Steril With Needle/Without Needle
20 M. 3 Pieces Steril With Needle/Without Needle

- 50MI. 3 Pieces Steril With Needle/Without Needle

Sterile Single Use Hypodermic Needles - Class lla

- Pink 18G 1 % 1.20x38mm

- Yellow 20G 1 Y2 0,90x38mm

- Green 21G 1 % 0,80x38mm Digitally signed by Rotari Vladimir
- Black 22G 1 4 0,70x32mm  Date: 2022.05.22 23:10:10 EEST
- Blue 23G 1 4 0,60x32mm Reason: MoldSign Signature

- Blue 23G 1 0,60x25mm Location: Moldova

- Orange 25G 1 0,50x25mm

- Brown 26G Y2 0,45%x13mm

- Grey 27G 1 %2 0,40x38mm

- Grey 27G 2 2 0,40x50mm

Disposible Sterile Blood Gas Syringe With Needle - Class lla

GMDN : 47017, 59230, 58095

Certificate Number s M.2016.106.6915

Report Number : MD.3159.18

Initial Assessment Date :16.07.2016

Registration Date :05.08.2016

Recertification Assessment Date : 03.10.2019

Reissue Date / No : 24.02.2020/01

Revision Date /No = 1

Expiry Date 1 27.05.2024

UDEM hereby declares that the requirernents 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 sublect
1o periodic sunveilance audits, defined by Annex V, seclion 4 of ihe aforementioned directive. UDEM's resporsibility
for class | devices covered by the EC serfificate is imited o manufachuing issues related fo safeguarding and
maintaining sterle condtions, if the dev.ce s sterile; and manufactuing issues related fo product's conformmity with
metrolegical requirements, If it has measurement funclion. This cerlificate remains as the property of UDEM
Infemafional Ceriification Audifing Training Centre Industry and Trade Inc. Co. o whom it must be retumed upon
recyest. The above named company and UDBM miust keep a copy of this cerfificate for 5 years fram the registration
of the certificate. Usage of the CEmark is under the responsibility of The manufacturer with the completion of EC
Declarafion of Conformity. The above menfioned compon?( must notify all changes related with the approved
product fo UDEM. If UDEM will not renew the exﬁ)iry date of this cerificate in question, the menfioned company
should stop plcci?g the product on the marketl. The vdiidity of the cerlificate can be checked through
www udern.com. fr.

Address: Mutlukent Mahallesi 2073 Sckak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@udemltd.com.ir  www.udem.com.ir
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