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ISO 13485 : 2016

FEMTOMED TIBBi URUNLER SAN.

VE TiC. LTD. STI.

Altinova Mah. Zilbeyde Ana Cad. No:87 A Ayvalik BALIKESIR / TURKIYE

Bu sertifika yukaridaki kurulusa ait ibbi cihazlar kalite yonetim sisteminin (EN ISO 13485:2016) asagndaki
kapsam gergevesinde CAC Conformity Assessment d.o.0. tarafindan onaylandigim géstermekte olup,
sertifikamn gecerliligi kuruiugun yithk giozetim denetimlerinden ge¢mesine ve uluslararasi akreditasyon
kurallan gevegince ilgili yonetim sisteminin sartlarun devam ettivmesine baghdir.

KAPSAM
Endoskopi yikama ve dezenfeksiyon cihazi tasarimn, imalalt ve satist

GRUP KODU

B

Sertifika No : TC-75308

Tescil Tarihi :20.07.2020

Yeniden Bassm Tarihi 25072025

Gecerlilik Tarihi :19.07.2026

Belge Perivodu : 3 Y1l (Tescil Tarihinden Itibaren) ACCRED”’ED

Harig Tutma 1755/757/7592 Mansgemeni

Systems
Certification Body
MSCB-103

Sistem Sertifikasyon Onay:
PCA, Tiirkiye & Belgelendirme Kurnlagn Kritik Lokasyon CAC, Hirpalistan & Merkez Ofis
PCA Sertifikasyon Hizmetleri Limited Sirketi CAC Conformity Assessment d.o.o.
Orta Mah. Ordu Sk. Izpark C Blok No:26/23 Kartal/ Istanbul/Tiivkiye  Radniéka cesta 54/R3 10000 Zagreb Croatia
Tel: +90216 510 63 45-49 T:+385 (1) 4819601

www.pea-tr.com / infosipea-tr.com www.conasce.com/ systemeert@conasce.com
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ISO 13485 : 2016

FEMTOMED TIBBIi URUNLER SAN.
VE TIC. LTD. STi.

Altinova Mah. Zilbeyde Ana Cad. No:87 A Ayvalik BALIKESIR / TURKIYE

This certificate shows that the medical devices - quality management system (EN ISO 13485:2016) of the above company was
approved by CAC Conformity Assessment d.o.o. for the following scope, the validity of the certificate depends on the
company’s pass the annual surveillance aundits and company’s maintenance the related management system conditions

according lo international accreditation criteria

SCOPE

Design, mamufucturing and sales of endoscopy washing and disinfection device

GROUP CODE

B
Certificate No : TC-75308
Registration Date 120.07.2020
Reissue Date : 25.07.2025
Expiry Date :19.07.2026
Certificate Period : 3 Years (From the date of registration)
Exclusion 1 755/757/7592

I die y

System Certification Approval

PCA, Tiirkiye & CB Key Location
PCA Sertifikasyon Hizmetleri Limited Sirketi

CAC, Croatia & Head Office
CAC Conformity Assessment d.o.0.

ACCREDITED

Management
Systems
Certification Body

MSCB-103

Orla Mah. Ordu Sk. izpark C Blok No:26/23 Kartal/ Istanbul/Tiirkiye  Radnicka cesta 54/R3 10000 Zagreb Croatia
Tel: +90 216 510 63 48-49 T:+385 (1) 4819601
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