ERTIFIKA

Sertifika No : 00108/DOR13A
Belgelendirme Tarihi :20.01.2010
Yeniden Belgelendirme Karar Tarihi : 07.01.2022
Yayin Tarihi :11.01.2023
Gegerlilik Tarihi :19.01.2024
Revizyon Tarihi/No :31.12.2018 / 01

Royalcert, asadida bilgileri verilen kurulusun yonetim sisteminin degerlendirildigini ve ilgili standardin
gereklerine uygun oldugunu onaylar.

IS0 13485:2016

DORT-A TIP MALZEMELERI SANAYI iTH. iHR. TiC. LTD. $TI.
Balikhisar Mahallesi, Koy ci Serpmeleri, No:795/A, Akyurt, Ankara, TURKIYE

Scope: Sterilizasyon Rulosu ve Torbalari, Kendinden Yapiskanh Sterilizasyon Zarflari, Bowie-Dick Testi
Paketleri, indikatér Kartlari (H202 (Plasma), Formaldehit indikatér Kartlari, Etilen Oksit indikatér Kartlari,
Kuru Hava indikatér Kartlar, Sinif 4 indikatér Kartlari, Sinif 5 indikatér Kartlari, Sinif 6 indikatdr Kartlari), Sinif
5 integratér, Rapid Buhar Biyolojik Indikatéri, Uzun Siireli Buhar Biyolojik indikatorii, Etilen Oksit Biyolojik
indikatérii, H202 (Plasma) Biyolojik indikatérii, Helix Kiime Testi, Pcd Kiime Testi, Etilen Oksit Yik Kontrol
Testi, Otoklav Bantlari (Buhar, Etilen Oksit, Plasma, Formaldehite), Koter Kalemleri, Koter Zimparasi, Wrap ve
Krep Kaditlari, Viiciit-Yara Atik Sivilari igin Drenaj Sistemleri (Kateterler, Toplama Siseleri), Polypropylene
Mesh, Steril Konteynir Sistemleri, Konteynir Etiketi, Konteynir Kilidi, Konteynir Filtresi, indikatorlii
Dokiimantasyon Etiketleri, Indikatérlii Rulo Barkod Etiketleri; Yikayici Dezenfektérler, Ultrasonik Cihazlar Ve
Cerrahi Aletlerin Yikama Kontrol Testleri (Protest, Hemotest, Washertest, Cannulacontrol Test, Sonicontrol
Test) , lkili Biyolojik indikatér Test Paketi (Biyolojik Indikatér - Type 5 Entegratdr), ikili Yiik Kontrol Test Paketi
( Type 5 Entegratér ve PCD ici Type 6 Indikatér), Uglii Biyolojik indikatér Test Paketi (Biyolojik indikatér, Type
5 Entegratér ve PCD i¢i Type 6 indikatér), Uretimi, Tasarimi, Montaji, Paketlenmesi, Pazarlanmasi ve Satisi,
Tek Kullanimlik Tibbi Malzemelerin Paketlenmesi
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Bu sertifika, belgeli kurulus gizetim denetimleri sartlaring ve RovalCert'in prosedirlerine uydugu stirece gecerlidir. RovalCert Belgelendirme ve Gdzetim A.5
Orjinal belgede hologram etiket bulunur Belgelendirme perivodu 3yidr. Kar Plaza £ Blok K:13 34752
Sertifikanin durumu www.rovalcert.com adresinden ayrica tzerinde kare kod bulunan sertifikalarin gegeriii de Atagehir, Istanbul

TURKAK BDS no. ile TBDS.turkak.org tr iizerinden dogrulanabilir T:+90216688 0910
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RoYALCERT

CERTIFICATE

Certification No : 00108/DOR13A
Initial Certification Date :20.01.2010
Recertification Date : 07.01.2022
Issue Date :07.01.2022
Expiration Date :19.01.2024
Revision Date / No :31.12.2018 /01

RoyalCert, certifies that the management system of the organization has been assessed and found to be
in accordance with the requirements of the reloted standard.

1S013485:2016

DORT-A TIP MALZEMELERI SANAYI iTH. iHR. TIC. LTD. $TI.
Balikhisar Mahallesi, K6y l¢i Serpmeleri, No:795/A, Akyurt, Ankara, TURKEY

Scope: 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 Body-Wound 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

General Manager > A
s @ 6T

\ =1 CLgId is

38— S

ROYALCERT

This certification was conducted in accordance with the RoyalCert auditing and RovalCert Belgelendirme ve Gizetim A.S
certification procedures and is subject to regular surveilance audits. Kar Plaza E Blok K13 34752
The original certificate contains a security hologram. Atasehir, istanbul
Certification period is 3 vears Verifiable at, www.rovalcert.com T+902166880910

This certification can be verified on TURKAK BDS no. and TBDS turkak.org.r
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