ISO 13485 : 2016

HEMONART MEDIKAL SISTEMLER
SAN. TiC. A.S.

Alacaath Mah. Sehit Hayrettin Eren Cad. No:24/AF Cankaya
ANKARA/ 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 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
management system conditions according to international accreditation criteria. The certification period is 3 years
Jfrom the date of certification.

SCOPE

Activated Clotting Time (ACT) design, production and sale of test tubes, analyzers and quality conirol materials

Technical Areas

A.1.4
Certificate No : TC-75735 IAS
Certification Date :02.06.2025
Re-certification Decision Date : ACCREDITE D
Certificate Printing Date :16.06.2026 Management
Validity Date :01.06.2027 P =5
Exclusion :7.5.3/75.5/7.5.7/7.5.9.2/83.4 MSCB-103
System Certification Approval
PCA, Tiirkiye & CB Key Location CAC, Croatia & Head Office
PCA Sertifikasyon Hizmetleri Limited Sirketi CAC Conformity Assessment Cenler d.o.o.
Orta Mah. Ordu Sk. [zpark 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)4819 601

www.pca-tr.com / info@pcea-tr.com www.conasce.com / systemeert@conasce.com




