ARYA GRUP MEDIKAL TIBBI CIHAZ DANISMANLIK SANAY1
VE TICARET LIMITED SIRKETI

TINAZTEPE MAH. BELKIS SK. NO: 14 B CANKAYA/ ANKARA

IQM Belgelendirme yukarida bilgileri verilen kurulusun Medikal Cihazlar Yonetim Sistemini
dederlendirdigini ve ilgili standardin gereklerine uygun oldugunu onaylar.

IQM Certification confirms that the above-mentioned organization has evaluated the Medical Devices
Management System and that it complies with the requirements of the relevant standard.

ISO 13485:2016

Kapsam/Scope,

Sterilizasyon Rulosu ve Torbalari, Kendinden Yapiskanli Sterilizasyon Zarflari, Bowie-Dick Testi Paketleri, indikatér Kartlari (H202 (Plasma), Formaldehit

indikatér Kartlari, Etilen Oksit indikatér Kartlari, Kuru Hava indikatér Kartlari, Sinif 4 indikatér Kartlari, Sinif 5 indikatér Kartlari, Sinif 6 indikatér
Kartlari), Sinif 5 integratér, Rapid Buhar Biyolojik indikatérii, Uzun Siireli Buhar Biyolojik indikatéri, Etilen Oksit Biyolojik indikatéri, H202 (Plasma)
Biyolojik Indikatérii, Helix Kiime Testi, Pcd Kiime Testi, Etilen Oksit Yiik Kontrol Testi, Otoklav Bantlari (Buhar, Etilen Oksit, Plasma, Formaldehite), Koter
Kalemleri, Koter Zimparasi, Wrap ve Krep Kagitlar, Vicit-Yara Atik Sivilari igin Drenaj Sistemleri (Kateterler, Toplama Siseleri), Polypropylene Mesh,
Steril Konteynir Sistemleri, Konteynir Etiketi, Konteynir Kilidi, Konteynir Filtresi, indikatérlii Dokiimantasyon Etiketleri, indikatérli Rulo Barkod Etiketleri;
Yikayici Dezenfektorler, Ultrasonik Cihazlar Ve Cerrahi Aletlerin Yikama Kontrol Testleri (Protest, Hemotest, Washertest, Cannulacontrol Test, Sonicontrol
Test) , ikili Biyolojik Indikatér Test Paketi (Biyolojik Indikatér - Type 5 Entegratér), ikili Yik Kontrol Test Paketi ( Type 5 Entegratér ve PCD ici Type 6
indikatér), Uglii Biyolojik indikatér Test Paketi (Biyolojik indikatér, Type 5 Entegratér ve PCD igi Type 6 indikatér), Uretimi, Tasarimi, Montaji,
Paketlenmesi, Pazarlanmasi ve Satisi, Tek Kullanimlik Tibbi Malzemelerin Paketlenmesi

Production, Design, Assembly and Packaging of Sterilization Reels and bags, Self Adhesive Sterilization Pouches, Bowie-Dick Test Packages, Indicator
Strips ( H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat Indicator Strip, Type 4 Indicator Strip, Type 5
Indicator Strip, Type 6 Indicator Strip ), Type 5 Integrator, Rapid Steam Biological Indicator, Longtime Steam Biological Indicator, Ethylene Oxide
Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD Group Tests, Ethylene Oxide Load Control test, Autoclave Tapes
(Steam, Ethylene Oxide, Plasma, Formaldehyde), ESU Pencils, ESU Pencil Tip Cleaner, Wrap and Crepe Paper Sheets, Drainage Systems for BodyWound
Liquid Wastes (Catheters, Storage Bottles), Polypropylene Mesh, Sterile Container System, Container Label, Container Seal, Container Filter,
Documentation Labels with Indicator, Reel Barcode Labels with Indicator, Washer Disinfectors, Ultrasonic Devices and Washing Control Tests of Surgical
Instruments (Pro Test, Hemo Tests, Washer Test, Cannula Control Test, Sonicontrol Test ), Double Biological Indicator Test Package (Biological Indicator-
Type 5 Integrator), Double Load Control Test Package (Type 5 Integrator and Inner PCD Type 6 Indicator), Triple Biological Indicator Test Package
(Biological Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging,of Disposable Medical Products

Sertifika No/ Certificate No ;. IQM-TC-6671
Se'rFifika Ilk Yayin Tarihi/ Certificate 19.01.2024
Initial Issue Date

ggt;gﬂka Yayin Tarihi/ Certificate Issue 19.01.2024
Sertifika Gegerlilik Tarihi/ Certificate

Validity Date 18.01.2025

Bu sertifika IQM Belgelendirme kurallarina uyulmasi ve her yil yapilacak gézetim
denetimlerinin basarili bir sekilde tamamlanmasi durumunda, ilk yayin tarihinden
itibaren Ug yil streyle gegerlidir. Sertifikanin gegerligi her yil yapilacak olan
gbzetim denetimine baglhdir. Sertifikanin gegerlilik durumu
www.igm.com.tr adresinden kontrol edilebilir.

This certificate is based on compliance with IQM Certification rules and annual surveillance
audits are successfully completed, the date of the first publication
valid for a period of three years. The validity of the certificate is subject to an annual
depends on the surveillance audit. Certificate validity status

It can be checked at www.igm.com.tr.
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