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CERTIFICATE OF
PRODUCTION QUALITY ASSURANCE

ı,ıvri vrnoixlr, v n özrcı s.lĞLrx Hİz. ı,rn. şri.

located at the address
ANBAR MAH. nnıvıİncİırR sı,Nı,yi sirnsi 22.CAD. No:ls vrrr,ixclzirxı,ysnnİ TURKEY

for the scope of
DTSPOSABLE SURGTCAL DRAPES, GOWN AND SETS

has been examined and çertified to the requirements of

93/42IEEC - Medical Device Directive
Production Quality Assurance (Annex - V)

Notified Body Number:

Date of Issue:

Valid Until:

GMDN Code:

Classification:

Inspection Report Number:

Date / Reason of the Certificate Revision:

1783

26.02.2019

26.02.2024

464|3' 46416' 4669'7,6137|'ıgızo, czssig' qoıfi,4'7'78l,4"7048,4'745l,45021,47447,47'783' 15687,

439',70, 16006, 15778,3',7450,37456, 1 1902, 3509 l, 35492,32170,35778,40503,405tt,47782,35625,

3555 l, 35 180, 35 18 l, 3565 1, 3849',7 ,320"n,15643, 16474,4090,44093,44318, 44059, 44060,45148,

45t46,44052,44053

Class I-S

1697-MDD-1tt/2019-01

This ceı1ificate remarks that quality system ıneets requirements of the technical regulations / harmonized standards according to Medical Device Directive Aııex V
Section 3 and with this certificate the company is auüorized to affix CE Mark, as shown below, and Notified Body Number on the products in the scope of the examined
quality system restricted to tlıe aspects of ınanufacfure concerned with securing and maintaining sterile conditions. Notified Body has the right to carry out required
surveillance audits according to Medical Device Directive Annex V Section 4.

C€
Certificate No: 1783 - MDD - 110

Sezai DOGAN
Director of Directives

ANKARA Rev 00, 2610212019

Tlıis ceıtif'icaıe is onIy valid ilsealed with ''TSE- Euıopean Notified Body Nuınbeı l783"

www.tse.org.tr / Necatibey Cad. No: 112 Bakanlıklar - ANKARA l +90 3|2 4ı6 62 00
I}u beIge hiçbir suretle lalırifedilenrez. kısnıen veya okrrıırıasınr zoılaştıracak şekiIde çtığalılalnız'kazıııtıve siliı11ı yapılaınaz.

This certificate cırıınot be alteıed, partiırlly dublicated oı'ereased ior ııisııııderstanıiing.
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