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

IS0 13485:2016

DORT-A 'TIP MALZEMELER SAN. iTH. iHR. TiC. LTD. STi.

Balikhisar Mahallesi Kéyigi Serpmeleri No:795/A Akyurt / ANKARA, TURKIYE

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, Class 4 Indicator Strip, Class 5 Indicator Strip, Class 6 Indicator Strip ), Class 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- Class 5 Integrator), Double Load Control Test Package (Class 5 Integrator and Inner PCD Class 6 Indicator), Triple
Biological Indicator Test Package (Biological Indicator, Class 5 Integrator and Inner PCD Class 6 Indicator) and Packaging,of Disposable
Medical Products

General Manager

Digitally signed by (ramaci Boris
Date: 2019.10.25 15:23:43 EEST
Reason: MoldSign Signature
Location: Moldova

certification procedures and is subject to regular surveillance audits. Kar Plaza, E Blok, Kat13, 34752, Atasehir
Fsc  Iheoriginal certificate contains a security hologram.  Istanbul - Tirkive
Certification period is 3 vears. Verifiable at; www.royalcert.com T.+90216688 0910

: This certification was conducted in accordance with the RoyalCert auditing and RovalCert Belgelendirme ve Gozetim Hizmetleri A.S
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