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No. 09 0129 QS/NB
Bu belge, Cek Cumhuriyeti tarafindan Kural No. 336/2004 (Kanun Derlemesi) altinda
uygulanan, tahsis edilmis Konsey Direktifi 93/42/EEC uyarinca verilmistir, Simf [ steril
kapsamindaki tirtinlerin — tibbi cihazlann:

Aden Medikal Cihazlar ve Aletler ith. ihr. San. Ve Tic. Ltd. Sti.
Otagtepe Cad. No:13/A, Kavacik-Beykoz, Istanbul Tiirkiye

tarafindan iiretilmis olan

Steril Tek Kullanimhik Onliik ve Ortiilerin

tahsis edilmig haliyle Direktif 93/42/EEC Ek V Béliim 3.2°de belirtilen kalite sistemi
sartlarina uygun kogullar altinda iiretilmis olduklarimi onaylar.

Onaylanmis Kurulug No.1023 yukaridaki iiriinlerin iiretim kalite sistemi fiizerinde, steril
kosullarin temin ve muhafaza edilmesi amacina yonelik durumlar hususunda bir denetim
gergeklestirmigtir. Kalite sistemi, Direktif 93/42/EEC Ek V Béliim 3.3 ve 4 ile Ek VII Bélim
5'e uygun olarak degerlendirilmis ve onaylanmustir ve siirekli bir gozetime tabidir. Uretici
tarafindan uygulanmakta olan Sistem pargalarinin, kosul ve &lgiitlerinin detaylh agiklamasi bu
Sertifikamin ekinde yer alan Final Raporu No. 803600429/2009°da sunulmustur.

Bu sertifika asagidaki kosullar altinda verilmistir:

1. Yalmzca yukanda belirtilmis olan tibbi cihazlarin iiretiminde bulunan kalite sistemine
uygulanir ve efier gerekli ise, tasarim ya da tip incelemesi prosediirlerini ikame etmez.

2. Sertifika, tiretim kosullan veya kalite sistemi de@isene dek, ancak her haliikarda en geg 2
Mart 2014 tarihine dek gecerlidir.

3. Sertifikanin gegerliligi gézlem denetimlerinden elde edilecek pozitif sonuglara baghdur.

4. Uretici, ilgili AB mevzuatini yerine getirdikten sonra, yukanida belirtilen modellerin her bir
tibbi cihazina asagidaki érnege uygun sekilde bir AB isareti ve bunu miiteakiben Onaylanmis
Kurulus No.sunu koyacaktir:

CE1023

3 Mart 2009 tarihinde Ziln'de verilmistir. (damgali)
(imzali)
RNDr. Radomir Cevelik
Onaylanmis Kurulug No.1023 Temsilcisi

Istwt belpe orifinalinden astina uy pun olarak
INGILIZCE Lisamndan TORKCE ve tamfimdan
tercume edilmigtir

tarnfinian tercime edildifting onaykarnm.
Diokya Mo 200801000172
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Verildigi Sirket:

Aden Medikal Cihazlar ve Aletler ith. ihr. San. Ve Tic. Ltd. Sti.
Otagtepe Cad. No:13/A, Kavacik-Beykoz, istanbul Tiirkiye
AB Sertifikasinca kapsanan tibbi cihazlarin listesi:

Onliikler:  Standart ameliyat énliikleri
Korunmah ameliyat énliikleri

Uroloji énliikleri

Maskeler: Goz cerrahisi ortiileri
Baypas ameliyat: 6rtii seti
Gigiis cerrahisi Ortil seti
Cocuk cerrahisi drtii seti
Anjiyo ortil seti

Genel cerrahi ortii seti
Laparatomi rtil seti
Ortopedi ortii seti
Artroskopi drtii seti
Ekstremite ortii seti
Beyin cerrahisi ortii seti
Kulak burun bogaz ortii seti
Jinekoloji &rtii seti
Sezaryen &rtil seti

Uroloji ortii seti

Ameliyat steril ortiiler

3 Mart 2009 tarihinde Ziln'de verilmistir.
2 Mart 2014 tarihine dek gecerlidir.
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Sayfa 1/1
(damgalr)
(imzali)

RNDr. Radomir Cevelik
Onaylanmis Kurulug No.1023 Temsilcisi

I3bwa belge orjinalinden ashina uypun olarak
INGILIZCE Lisamndan TURKCE ve tarafimdan
tercibme edilmigtir,

tarafincdan tercime edildiging onaylasm,
Dosya No 200901000172




12 03 B89 13:21 ooaao aonoooo

@07536 

T 2 MART 2009

T

Notified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Czech Republic — www.itezlin.cz

EC CERTIFICATE

No. 09 0129 QS/NB

issued in compliance with the Council Directive 93/42/EEC as amended, which is implemented by

the Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products —
medical devices of Class | sterile:

Sterile Disposable Gowns and Drapes
(For detailed specification refer to Annex of this Certificate, page 1)

manufactured by company

Aden Medikal Cihazlar ve Aletler ith. ihr. San. Ve Tic. Ltd. Sti.
Otagtepe Cad. No: 13/A, Kavacik-Beykoz, Istanbul, Turkey

are manufactured under conditions fulfilling the quality system requirements of Annex V, Section
3.2., of the Directive 93/42/EEC, as amended.

The Moffied Body No. 1023 has performed an audit of the above products manufacturing quality system,
conceming aspects aimed to securing and maintaining of sterile conditions. The quality system has been
assessed, approved and is subject to continuous surveillanca according to Annex V, Sections 3.3, and 4, and
Annex VII, Section 5, of the Directive 93/42/EEC. The detalled description of the system parts, requirements

and measures applied by the manufacturer are presented in the Final Report No. 8036004292009, which is
enclosed to this Certificate.

This Cartificate is issued under the following condiions:

1.

2

a

Issued in Ziin, on 3% March 2009 *: %\ - - Representative of the Notifisd Body No, 102 &

It applies only to the qualily system maintained in the manufacture of above referenced models of madical
devices and it does not substitule the design or type-examination procedures, if requasted,

ThaCadﬂmerWnsvaﬂdumTMamnuﬁdm@mdemmmmmmwamm
the 2™ March 2014 at the latest.

The Certificate validity is conditioned by positive results of survelllance audils,
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Annex to EC Certificate
No. 09 0129 QS/NB

Issued for the company:

Aden Medikal Cihazlar ve Aletler ith. ihr. San. Ve Tic. Ltd. Sti.
Otagtepe Cad. No: 13/A, Kavacik-Beykoz, Istanbul, Turkey

List of the medical devices covered by the EC certificate:

Gowns:

Drapes:

Issued in Zlin, on 3™ March 2009
Valid until 2™ March 2014

Standard surgery gowns
Protected surgery gowns

Urclogy gowns

Eye surgery drape
By-pass drape set
Thoracic drape set

Child surgery drape set
Angio drape set

General surgery drape set
Laparatomy drape set
Orthopedy drape set
Arthroscopy drape set
Extremity drape set

Brain surgery drape set
Ear-nose-throat drape set
Gynecology drape set
Cesarean drape set
Urology drape set
Operation sterile drape
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