CERTIFICATE

ESTAS TIBBi MAMULLERI MEDIKAL CIHAZLAR
OTOMOTIiV IMALAT ITHALAT IHRACAT VE
TiCARET SANAYI ANONIM SIRKETI

ORGANIZE SANAYI BOLGESI 1.KISIM HALIS VER_MEZO(“;LU CAD. NO:57 58060
MERKEZ / SIVAS / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi:

DESIGN, PRODUCTION, PACKAGING, STORAGE AND SALES OF NON-STERILE
TUMOR IMPLANTS, SPINAL IMPLANTS, SCREWS AND BONE PLATES,
INTRAMEDULAR NAILS, EXTERNAL FIXATOR SYSTEM, STERILE DENTAL IMPLANT
AND NON-STERILE SUPERSTRUCTURE SYSTEMS, DISPOSABLE NON-STERILE
EXAMINATION/TREATMENT GLOVES

STERIL OLMAYAN TUMOR iMPLANTLAR, SPINAL iIMPLANTLAR, VIDALAR VE
KEMIK PLAKLARI, INTRAMEDULER CiVILER, EKSTERNAL FiKSATOR SISTEMI,
STERIL DENTAL IMPLANT VE STERIL OLMAYAN UST YAPI SISTEMLERI,
TEK KULLANIMLIK STERIL OLMAYAN MUAYENE/ TEDAVI ELDiVENLERI
TASARIM, URETiMi, PAKETLEME, DEPOLAMA VE SATISI

Certificate Number: 2023/MDQMS/11209 Initial Certification Date: 20.11.2023
Belge Numarasi: 2023/MDQMS/11209 IIk Belgelendirme Tarihi: 20.11.2023

Certification Period: 3 Years Certificate Validity Date: 19.11.2024
Belgelendirme Periyodu: 3 Y1l Belge Gegerlilik Tarihi: 19.11.2024

ACCREDITED

Management Systems IQR Sertifikasyon Onay1
Certification Body

MSCB-135

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STi.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Niliifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com




