TSE TIBBI CIHAZLAR KALITE YONETIM SISTEMI BELGESI
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MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM CERTIFICATE i

THE INTERNATIONAL CERTIFICATION NETWORK

TURK STANDARDLARI ENSTITUSU TURKISH STANDARDS INSTITUTION

bu belge ile

hereby certifies that the organization

MEDIKOKIM TIBBI VE KIMYEVI MALZEME MEDIKOKIM TIBBi VE KIMYEVI MALZEME

SAN. VE TiC. LTD. $TI.

[KITELLI OSB DEMIRCILER SAN. SIT. B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TURKIYE

TSE
TS EN ISO
13485

kurulugunun TS EN ISO 13485:2016 sartlarina uygun bir TIBBI
CIHAZLAR KALITE YONETIM SISTEMI’ne sahip oldugunu

onaylar. 13485:2016

TURK STANDARDLARI ENSTITUSU

Belge kapsami Ek'te verilmigtir TURKISH STANDARDS INSTITUTION Scope of the certificate is given in annex
Belge No / Certificate No
TY-022/17-R16
SISTEM BELGELENDIRME GRUP BASKANI Belge Tarihi / Date of Certificate
M CERTIFICATION GROUP 13.12:2018

e

GOKEEN BiRCAN DEGERLIYURT

mm::':::;:‘,":‘;n’:.m;:;:'ﬂ Bu belge, Turk Standandlan Enstitiist’niin kurulugu hakkindaki 132 sayili kanun uyarinca verilmigtir.

This certificate is issued cordance with the Law No. 132 establishing Turkish Standards Institution.

SAN. VE TIC. LTD. STI.

IKITELLI OSB DEMIRCILER SAN. SIT. B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TURKIYE

has a MEDICAL DEVICES QUALITY MANAGEMENT
SYSTEM which fulfills the requirements of the TS EN ISO

Gegerlilik Tarihi / Valid Until

—10.08,2020

Revizyon Tarihi / Date of Revision
13.12.2018

ik Belge Tarihi / Initial Certification Date
10.08.2017

This certificate is valid provided that compliance
with the certification requirement is maintained.
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TSE TIBBI CIHAZLAR KALITE YONETIM SISTEMI BELGESI _ e
MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM CERTIFICATE L

THE INTERNATIONAL CERTIFICATION NETWORK.

EK / APPENDIX

Belge No / Certificate No: TY-022/17-R16

Belgeli Kurulug Adi, Adresi:

Name and Address of the Certified Organization:

Belge Kapsami:
TS EN ISO 13485:2016
- CERRAHI BEYIN PEDI, PEDLER
- SABITLEYICI, DESTEKLEYICI VE KORUYUCU BANTLAR
- AMELIYAT LAMBASI EL TUTAMAGI KILIFI

TASARIMI, URETIMI VE DAGITIMI

19

Belge Tarihi / Date of Certificate: 13.12.2018

MEDIKOKIM TIBBI VE KIMYEVI MALZEME
SAN. VE TiC. LTD. STI.

IKITELLI OSB DEMIRCILER SAN. SIT. B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TURKIYE

TSE
TS EN ISO
13485

Scope of the Certificate:
TS EN ISO 13485:2016

DESIGN, MANUFACTURE AND DISTRIBUTION OF
- NEUROSURGICAL PATTIES, PADS

- FIXING, SUPPORTING AND PROTECTIVE BANDS
- OPERATING ROOM LIGHT HANDLE COVER

062@201801 160001



