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TiO MEDIKAL TIBBI URUNLER TURIZM
iNS. SAN. VE TiC. LTD. STi.

Buca OSB Mah. 2/20 Sk. Sepe Blok No: 53 Buca/izmir/TUORKIYE

Bu sertifika yukaridaki karulusa ait hbbi cihazlar kalite yonetim sisterninin (EN ISO 13485:2016) asagidaki kapsam
cercevesinde CAC Conformity Assessment Center d.0.0. tlarafindan onaylandigim gostermekte olup, sertifikamn
gegerliligi knrulusun yillik gézetim denetimlerinden gecmesine ve uluslararast akreditasyon kurallan geregince ilgili
youetim sisteminin sartlarim devam ettirmesine baghdir. Belgelendirme periyodu, belgelendirmenin yapildig:
tarihten itibaren 3 yildir.

KAPSAM

Steril olmayan tek kullammhik hasta ve ziyarelgi giysileri, steril tek kullanunhk cerrahi énlitkler, steril tek
kullamimhik cerrahi drtitler, steril mikroskop tahifi, steril kartonlu kamera talify, steril tek knllammhk cervahi ki
setleri firetimi ve sahis1, Steril olmayan cerrahi eletlerin iiretimi, steril cerrahi ped alun sahun hizmetleri

Teknik Alan
A.1.1/A.1.5
Sertifika Ne : TC-75750
Belgelendirme Tarihi 1 25.07.2025
Yeniden Belgelendirme Karar Tarihi:
Sertifika Basim Tarihi 1 07.08.2026
Gegerlilik Tarihi 1 24.07.2027
Harig Tutma 17.3/7.5.3/7.5.4/7592
/ ACCREDITED
¢ Hlaragement Systenis
Certification Budy
MSCB-103
Sisiem Sertifikasyon Onay
PCA, Tarkiye 5 Belgelendirme Kurulugu Kritik Lokasyon CAC, Hirvatistan & Merkez Ofis
PCA Sertifikasyon Hizmetleri Limited Sirketi CAC Conformity Assessment Center d.o.o. .
Orta Mah. Orda Sk.1zpark C Blok No:26/23 Kartal/ Istaubul/Tiirkiye  Radnicha cesta 54/R3 10000 Zagreb Croatia

Tel: +90216 510 63 48-49 T:+385(1) 4819601
wiww.pea-iv.com / info@pea-tr.com www.conasce.com/ systemeert@conasce.com
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Buca OSB Mah. 2/20 Sk. Sepe Blok No: 53 Buca/izmir/TORKIYE

This certificate shows thal the medical devices quality management system (EN ISO 13485:2016) of the above
company was approved by CAC Conformity Assessment Center d.o.o. 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
marnagement system conditions according to international accreditation criteria. The certification period is 3 years
Jrom the date of certification.

SCOPE

Manufacturing and Sale of non-sterile single nse patient and visitor clothing, sterile single use surgical gowns,
sterile single use surgical drapes, sterile microscope sheat, sterile cardboard camera cover, sterile single use
surgical drape sets, production of non-sterile surgical instruments, purchasing and sale of sterile surgical pads
Technical Areas

A.1.1/A.1.5
Certificate No - TC-75750
Certification Date 1 25.07.2025
Re-certification Decision Date
Certificate Printing Date 1 07.08.2026
Validity Date 1 24.07.2027
Exclusion 17.3/7.5.3/7.5.4/7.5.9.2

4 é;a/ =Sl ACCREDITED
Management Systers
Certriicatson Sody

MSCB-103
System Certification Approval
PCA, Tiirkiye 5 CB Key Location CAC, Croatia § Head Office
PCA Sertifikasyon Hizmetleri Limited Sirketi CAC Conformity Assessment Center d oo
Orta Mah. Ordu Sk. [zpark C Blok No:26/23 Kartal/ Istanbul/Tiirkiye  Radnicha cesta 54/R3 10000 Zagreb Croatia
Tel: +90 216 510 63 48-49 T:+385(1) 4819601
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