TIBBi CIHAZLAR KALITE YONETIM SISTEMi BELGESi -~
MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM GERTIFICATE IQNET

Tibbi Cihazlar KYS
TS EN ISONEC 170211

TURK STANDARDLARI ENSTITUSU TURKISH STANDARDS INSTITUTION
bu belge ile hereby certifies that the organization
ARCHEM SAGLIK SANAYI VE TICARET A.S. ARCHEM SAGLIK SANAYI VE TICARET A.S.
MAHMUTBEY MAH. HALKALI CAD. NO:124 iC MAHMUTBEY MAH. HALKALI CAD. NO:124 i¢
KAPI NO:42 BAGCILAR KAPI NO:42 BAGCILAR

ISTANBUL / TURKIYE TSE ISTANBUL / TURKIYE

TS EN ISO
13485

has a MEDICAL DEVICES QUALITY MANAGEMENT
SYSTEM which fulfills the requirements of the TS EN ISO
13485:2016

kurulusunun TS EN ISO 13485:2016 sartlarina uygun bir TIBBI
CIHAZLAR KALITE YONETIM SISTEMI ne sahip oldugunu
onaylar.

TURK STANDARDLARI ENSTITUSU

Belge kapsami Ek'te verilmistir TURKISH STANDARDS INSTITUTION Scope of the certificate is given in annex

Belge No / Certificate No
TY-29/19

Belge Tarihi / Date of Certificate
11.01.2022

Gecerlilik Tarihi / Valid Until
29.01,2025

Revizyon Tarihi / Date of Revision
11.01.2022

ik Belge Tarihi / Initial Certification Date
29.01.2019

= Thi ific id
Tiirk Standardlar Enstitiisi Tiirk Akreditasyon Kurumu TURKAK tarafindan akredite edilmistir e e

Turkish Standards Institution, has been accredited by the Turkish Accreditation Agency TURKAK.

Bu belge belgelendinme gartlarina
luk sajl 1 sCrece gegerli
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