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ISO 13485 : 2016

KAF GRUP SAGLIK HIiZ. INS.
SAN. VE TIiC. LTD. STI.

Head Office: Atakent Mah. 221. Sk. Rota Office A Blok No: 3 A ic Kapi Mo: 23
Kiciikcekmece flstanbul /TURKEY
istanbul Manufacturing Address: Hadimkéy Mahallesi Deniz Kizi Sok. No: 4 / 5
Arnavutksy / istanbul/ TURKEY

This certificate shows that the medical devices - quality management system (EN IS0 13485:2008) of the abowe company wras
approved by PCA Certification for the followdng scope. the validity of the certificate depends on the compreny's paoss the anpweal
surpeilfonce audils and company s mointenance the reloted moragement system condilions aecording to international

acereditation criterin

SCOPE

Marufacturing and sales of barrier cream wash gloves, washcap-shampoo cap, incontinence body
wipes and perineal cloths; body and perineal are cleansing wipes, splints, fixers / flaster tapes and tube
[Mixers, ultrasound ecg gel, ecg paste, aleohol-free foam hand sanitizer, oral care suab, oral care set
swah, alkall, neutralizer and enzyme containing solution, stretcher paper roll

GROUP CODE




ISO 13485 : 2016

KAF GRUP SAGLIK HiZ. iNSs.
SAN. VE TIC. LTD. STi.

Merkez: Atakent Mah. 221. 5k. Rota Office A Blok No: 3 A |(: Kapi Mo: B3
Kicilikgekmece/istanbul/TURKIYE
Istanbul Uretim Adresi: Hadimkdy Mahallesl Deniz Kizi Sok. No: 4 / §

| Arnavutkdy / Istanbul/ TOURKIYE

|

I Bu sectlfiko yukaridaki kuealusa oif bbicihazlar kalite yanetim sisteminin (EN IS0 13485:2016) agafrdaki

| kapsam gerpcevesinde PCA Sertiftkasyon tarafindon onoylonddio etstermekte olup, sertifikanin gegerliligi

| kurulugun yulik gtizetim denetimlerinden geomesine ve uluslorarasn akredilasyon kurallar geregince igili yinetim

sisleminin sartlarim devam ellirmesine Braghdar.

KAPSAM

Bartyer kremli kese, bone, inkontinans viieal bakun ve perine mendillerd, vileut ve perine bilgesi
temizleme mendilleri, ateller, tespitleyiciler/flaster bantlar ve tip sabitleyiciler, ultrason ehg feli, eeg
pastast, alkol ivermeyen kispitk el dezenfelitam, ogiz balom swab, agiz balam seti swab, alkali, nétralizan
ve enzim iceren solitsyon, sedye drtisii imalat ve satis

GRUP KODU

A
Sertifika No TC-75264
Tescil Tariki 1 24032020
Yeniden Basim Tarihi : 70032022
Gecerlilik Tarihi 1 23.03.2023
Belge Periyodu £ 31l (Tescil Tarihinden Itibaren) ACCREDITED
Harig Tutma CAAL S 406 /T3 753/ 754/ Managament
| 7E592/7610,/834 Systems
! Certihcation Body
i MSCB-103
{
i
! PCA Sertifikosyon Onayn
e PCA Seetifikesyon Hizmetlerl Limited Sicketi
Crela Mah, e Sk fzpark C Blok Ne:26/23 Kortal £ ISTANRUL
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