CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il

Company Name : Medbar Tibbi Malzemeler Turizm San ve Tic. AS.

Company Address : 1142 Sokak No:35 Sarnig Gaziemir IZMIR / TURKEY

Related Directives and Annex : MDD 93/42/EEC Medical Devices Direcftive - Annex Il
{Excluding Section 4)

Product : - Phototherapy Eye Band - Class Is
- Endoscopy Mouthpiece - Class Is
- Pouch Perforator - Class Is Digitally signed by larovoi Petru
- Cervix Brush - Class s Date: 2020.03.16 18:39:18 EET
- Cervical Brush - Class ks Reason:"MoldSign Signature
- Smear Spatula - Class Is Location: Moldova
- Limb Holder - Class Is
- Tracheostomy Fixer - Class Is
- Endofracheal Tube Fixer - Class Is
- Endometrial Suction Curette - Class Is
- Insemination Cannula - Class Is
- Surgical Drapes, Covers and Gowns - Class Is
- Cardboard Camera Cover - Class Is
- Circled Camera Cover - Class Is
- Microscope Drape - Class Is
- Video Camera Cover - Class Is
- Umblical Cord Clamp - Class Is
- Valve Urine Bag - Class Im
- Valve Emesis Bag - Class Im
- Gastric Lavage Set - Class Im S
- Karman Cannula Injector {(Manuel Vacuum Aspirator)- Classik
- Karman Cannuila - Class lla
- Arthroscopy Set - Class lla
- Mucous Aspirator - Class lla
- iV Flow Confroller (Controflow}- Class lia
- Skin Marking Set - Class lia
- Spirometer Filtered Mouthpiece - Class lla
- Arterlal Cannula - Class lia

Certificate Number 1 M.2016.106.7000

Report Number : MD.3184.1B

[nitial Assessment Date :01.07.2016

Registration Date :03.10.2016 Auditing Training
Revision Date /No oS and Trade Co. Lid.

Expiry Date : 02.10.2021
UDEM  hereby declares that the requirements of Annex Il excduding section 4 of the drective 93/42/EEC .
have been met for the Ested producis. Thecbovenm\edmu furer has established and cpplies a c €

aquaity assurance system, which k subject to periodic
of the forementioned drective. According to Annex |, secﬁon4mEC
forpladng’the Class fll devices on the market. Trisca'tﬁcdererng;csmepropeﬂyofUDEM

intemationat Ci mgo\g TmmMTm%eCo Lg*igmhmg?em
' e esporiyof e 2292

of the CEmak is under the mwcm&ied
gffrisoerﬁﬁcc?e in question, the

Addrres: Muﬂuken'r Mohollesx 2073 Sokck (Eski 93 Sokak) No:10 Cankaya — Ankara ~ TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-maik info@udemltd.com.ir  www.udemitd.com.ir




rﬁkxaﬁg

TS ENISRAED 170t

TURKAK BDS NO
YS-694E-E7CB

MEDBAR TIBBI MALZEMELER TURIZM
SANAYi VE TICARET ANONIM SIRKETI

FATIH MAH. 1142 SOK. NO: 35 SARNIC GAZIEMIR - IZMIR — TURKEY

with a scope of

SURGICAL DRAPE PRODUCTS, IV FLOW REGULATOR PRODUCTS,
KARMAN CANNULA PRODUCTS, ENDOSCOPY MOUTHPIECES, URINE
COLLECTION PRODUCTS, MUCOUS ASPIRATION PRODUCTS,
ARTROCOPY SETS, VOMIT/EMESIS BAG PRODUCTS, SCRUB HAND
BRUSHES, FILTERED MOUTHPIECE PRODUCTS, CERVICAL BRUSH
PRODUCTS, AMNIOTIC POUCH PERFORATORS, FECAL PARASITE
CONCENTRATION PRODUCTS, INTENSIVE CARE PRODUCTS
PROCESSES: PRODUCTION, PACKAGING, STERILIZATION, STORING
DISTRIBUTION AND ETHYLENE OXIDE STERILIZATION SERVICES ARE
UNDER THE SCOPE OF EN ISO 11135 STANDARD

Medical devices - Quality management systehws - Requirements for
regulatory purposes

“Following elements of the standard are excluded”

Y7530 7540 075927

EN ISO 13485:2016

Certificate No
Initial Certification Date
Certification Date

Expiration Date

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 13 Tepetren Tuzla - Istanbul - Turkey

- 02 October 2022

MQM%

: M 10326
: 03 October 2019
1 03 October 2019

Tel: =90 216 593 25 75 Faks - + 90216 39325 74

Web:

D Eemail: oo g

Ceriificate is valid till expiration date. subject 10 successful completion of periodical surveitlunce audits.

Piease contact above numbers for detailed information.

Last Modified: 03 October 2019 - R 00
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