CERTIFICATE

ARDEM TIBBi URUNLER MEDIKAL ITHALAT
IHRACAT TURIZM OTOMOTIV GIDA SANAYI
VE TiCARET LIMITED SiRKETI

GI_JZ__ELTEPE MAH. BARIS SOK. NO:32 A
EYUPSULTAN/ ISTANBUL / 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

PRODUCTION, SALES AND MARKETING OF INDICATOR STRIPS (DOCUMENTATION LABELS, INDICATOR BARCODE LABELS, AUTOCLAVE TAPE, H202
PLASMA TAPE, INDICATOR CONTAINER LOCK, BOWIE-DICK TEST PACKAGE INDICATOR PAPERS, HELIX TEST SYSTEMS, PCD TEST INDICATOR PAPERS,
H202 PLASMA, FORMALDEHYDE, ETHYLENE OXIDE, STEAM, CLASS 4, CLASS 5, CLASS 6, CLASS 5 INTEGRATOR) WASHING INDICATOR PAPERS, STRIPS,
METAL STRIPS, TYPES (FOR WASHING DEVICES, PROTEIN RESIDUES TESTS) STERILIZATION ROLLS, GUESTED STERILIZATION ROLLS, STERILIZATION
BAGS, TYVEK STERILIZATION ROLLS, GUESTED TYVEK STERILIZATION ROLLS, TYVEK STERILIZATION BAGS, WRAP PAPERS, SMS WRAP PAPERS,
CONTAINER FILTERS, CONTAINER LABELS, MEDICAL DEVICE AND CONTAINER CLEANERS, DISINFECTANTS, ANTISEPTICS, LUBRICANTS, WASHING
MACHINES ALKALINE AND NEUTRALIZING SOLUTIONS, RUST AND CORROSION REMOVERS, BIOLOGICAL
INDICATOR STRIPS AND TUBES

INDIKATOR STRIPLERI (DOKUMANTASYON ETIKETLERI, iINDIKATORL{ BARKOD ETIKETLERi, OTOKLAV BANDI, H202 PLAZMA BANDI, iNDIKATORLU
KONTEYNER KiLiDi, BOWIE-DICK TEST PAKET INDIKATOR KAGITLARI, HELIiX TEST SiSTEMLERI, PCD TEST INDIKATOR KAGIDI, H202 PLAZMA,
FORMALDEHIT, ETILENOKSIT, BUHAR, SINIF 4, SINIF 5, SINIF 6, SINIF 5 ENTEGRATOR) YIKAMA iNDIKATOR KAGITLARI, STRIPLERI, METAL STRIiPLERI,
TURLERI (YIKAMA CiHAZLARI, PROTEIN KALINTI TESTLERI iCiN) STERILIZASYON RULOLARI, KORUKLU STERILIZASYON RULOLARI,
STERILIZASYON POSETLERI, TYVEK STERILIZASYON RULOLARI, KORUKLU TYVEK STERILIZASYON RULOLARI, TYVEK STERILIZASYON POSETLERI,
WRAP KAGITLARI, SMS WRAP KAGITLARI, KONTEYNER FILTRELERI, KONTEYNER ETIKETLERI, TIBBi CiIHAZ VE KONTEYNER TEMIZLEYICILER,
DEZENFEKTANLAR, ANTISEPTIKLER, YAGLAYICILAR, YIKAMA MAKINALARI ALKALI VE NOTRALIZAN SOLUSYONLAR, PAS VE KOROZYON
GIDERICILER, BiYOLOJIK iINDIKATOR STRiP VE TUPLERI URETIMI, SATISI VE PAZARLAMASI

Certificate Number: 2025/MDQMS/001303 Initial Certification Date: 17.11.2025
Belge Numarasi: 2025/MDQMS/001303 1k Belgelendirme Tarihi: 17.11.2025

Certification Period: 3 Years Certificate Validity Date: 16.11.2026
Belgelendirme Periyodu: 3 Yil Belge Gecerlilik Tarihi: 16.11.2026
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