Oettifia

ISO 13485 : 2016

iDOL HASTANE URUNLERI SANAYI
VE TICARET ANONIM SIRKETI

Altinova Sinan Mah. 39/1 Nolu Sk. No:75 Kepez/Antalya TURKIYE

Bu sertifika yukaridaki kurulusa ait tibbi cihazlar kalite yonetim sisteminin (EN ISO 13485:2016) asagidaki kapsam
cercevesinde CAC Conformity Assessment Center d.o.o. tarafindan onaylandigim gostermekte olup, sertifikanin
gecerliligi kurulusun yilhik gézetim denetimlerinden gecmesine ve uluslararasi akreditasyon kurallar: geregince
ilgili yonetim sisteminin sartlarim devam ettirmesine baghdir. Belgelendirme periyodu, belgelendirmenin yapildigt
tarihten itibaren 3 yildir.

KAPSAM

Cerrahi aletlerin imalat, paketlenmnesi, depolanmast ve dagitiim, sabisi, pazarlamasi,
bakim ve onarun hizmetleri

Teknik Alan

A.1.1/A.1.7
Sertifika No s TC-75732
Belgelendirme Tarihi 1 02,05.2025

Yeniden Belgelendirme Karar Tarihi:

Sertifika Basim Tarihi : 06.05.2026

Gecgerlilik Tarihi 1 01.05.2027

Hari¢ Tutma

Vit

Sistem Sertifikasyon Onayt

PCA, Tiirkiye & Belgelendirme Kurulusu Kritik Lokasyon

PCA Sertifikasyon Hizmetleri Limited Sirketi

Orta Mah. Ordu Sk. {zpark C Blok No:26/23 Kartal/ Istanbul/Tiirkiye
Tel: +90 216 510 63 48-49
www.pea-tr.com / info@pca-tr.com
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MSCB-103

CAC, Hirvalistan & Merkez Ofis

CAC Conformity Assessment Center d.o.o. .
Radnicka cesta 54/R3 10000 Zagreb Croatia
T:+385(1)4819 601

wwiw.conasce.com / systemcert@conasce.com
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ISO 13485 : 2016

iDOL HASTANE URUNLERI SANAYI
VE TICARET ANONIM SIRKETI

Altinova Sinan Mah. 39/1 Nolu Sk. No:75 Kepez/Antalya TURKIYE

This certificate shows that the medical devices qualily management system (EN ISO 13485:2016) of the above
company was approved by CAC Conformity Assessment Center d.o.o0. for the following scope, the validity of the
certificate depends on the company’s pass the annual surveillance audits and company’s maintenance the related
management system conditions according to international accreditation criteria. The certification period is 3 years
Jrom the date of certification.

SCOPE

Manufacture, packaging, storage and distribution, sale, markeling, maintenance and repair
services of surgical instruments
Technical Areas
A.1.1/A.1.7

Certificate No :TC-75732
Certification Date :02.05.2025

Re-certification Decision Date :

Certificate Printing Date . 06.05.2026 ACCREDITED
Validity Date :01.05.2027 Mamsyaéem:nl
1M
Exclusion :7.3/7.5.3/7.55/7.57/7.59.2 Cerli!ieateion Body
MSCB-103
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System Certification Approval

PCA, Tiirkiye & CB Key Location CAC, Croatia 6 Head Office

PCA Sertifikasyon Hizmetleri Limited Sirketi CAC Conformily Assessment Center d.o.o.
Orta Mah. Ordu Sk. [zpark C Blok No:26/23 Kartal/ Istanbul/Tiirkiye  Radni¢ka cesta 54/R3 10000 Zagreb Croatia
Tel: +90 216 510 63 48-49 T:+385(1)4819 601
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