
SERTIFIKA
Medikat Cihazlar Katite Yonetim Sistemi

senririxe No: 31130502

Farmasot Tlbbi Uriinler San. ve Tic. A.S.

EN ISO 13485:2016

Asidik ve Bazik Hemodiyaliz soliisyonlarr, Toz Asidik Bikarbonat
Konsantresi, Toz Sodyum Bikarbonat Kartu' ve Torba, Trbbi Cihaz

Dezenfektanlarr, Arter-vep seti, Fistiil i(inesl ve Diyallziir Tasanmr,
Uretimi ve Satigr

MedikatCihazlar Katite Y<inetim Sistemine yukanda betirtilen kapsam dahitinde sahip otdugunu
onaylar.

itk Yayrn tarihi

Yayrn Tarihi

Gegertilik Tarihi

Revizyon Tarih/No

01.1 1.201 1

17.07.2017

16.07.2020

22.10.20'.t812

Bu belgenin dogrulanmasr betge Ozerinde bulunan karekodlarrn mobit cihazlara okutuii
adresinde gerekli bilgiterin girilmesi veya BDS no kullanrlarak https://tbds.turkak.org.tr
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CERTIFICATE
Medicat Devices Quatity Management SysLem

CERTIFICATE NO: 31 1 30502

Farmasot Trbbi Uriinter San. ve Tic. A.g.

EN lSO 13485:2016

Design, Production and Sales of Asidic and Basic Hemodialysis
Solutions, Powder Asidic Bicarbonate Concentrate, Powder Sodium
Bicarbonate Cartridge and Bag, Disinfectants For Medical Devlces,

Arteriovenosis Sets, Fistula Needle and Dialyser

Approves that the Medical Devices Quatity Management System implemented for above scope.

First lssue DaEe

lssue Date

Expiry Date

Revision DaLe/No

01.11.2011

't7.07.2017

16.07.2020

22.10.201812
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W)ffi

The certificate inquiry is made by reading the QR codes by mobile devices, ,rori]l|ilffi
http://public.szutest.com.tr or by using BDS No on https:/ftdbs.turkak.org.tr.
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