RoYALCERT

GERTIFIGATE

Certification No

Initial Certification Date
Recertification Date
Issue Date

Expiration Date
Revision Date / No

: 00108/DOR13A
: 20.01.2010
:31.12.2018
122.01.2021
$19.01.2022
:31.12.2018 / 01

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.

150 13485:2016

DORT-A TIP MALZEMELERIi SAN. iTH. iHR. TIC. LTD.
STI.

Balikhisar Mahallesi Kéyici 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, 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
(Biolagical Indicator- Type 5 Integrator), Double Load Control Test Package (Type 5 Integrator and Inner PCO Type 6 Indicator), Triple
Biological Indicator Test Package (Biologicol Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging,of Disposable
Medical Products
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CERTIFIGATE

Certification No : 00108/DOR09B
Initial Certification Date : 20.01.2010
Recertification Date :31.12.2018
Issue Date :22.01.2021
Expiration Date :19.01.2022
Revision Date / No :131.12.2018 / 01

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 9001:2015

DORT-A TIP MALZEMELERI SAN. iTH. iHR. TiC. LTD. STI.

Balikhisar Mahallesi Kéyici 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, Form aldehyde Indicator Strip, Ethylene Oxide Indicotor 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, Fthylene Oxide Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD Group
Tests, Ethylene Oxide Load Control test, Autoclave Tapes (Steam, Ethylene Oxide, Plosma, 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 In dicator- 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 Packagin g,of Disposable Medical Products
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This certification was conducted in accordance with the RoyalGert auditing and RoyalCert Belpelendirme ve Gozetim A5
eedification procedures and is subject to regular survelance sudis, War Plaza E Blok 11334752
The original certificate contains a securlty hologram, Masehir, Istanbul
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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il (Excluding Section 4)

Company Name - Dort A Tip Malzemeleri San. ith. ihr. Tic. Ltd. $ti.

Company Address : Balikhisar Mah. K&yici Serpmeleri No:795/A Akyurt ANKARA / TURKEY
Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : - Sterile Polypropylene Mesh - Class lib

- Sterile Esu Pencil - Class lib

- Sterile T Drain - Class lla

- Sterile PVC Straight Drain (normal- blue x-ray line) - Class lla

- Sterile Silicone Straight Drain (normal- blue x-ray line) - Class lla

- Sterile PVC Thorax Drain [blue x-ray line } - Class lia

- Sterile Silicone Thorax Drain (blue x-ray line ) - Class lla

- Sterile Flat Drain (normal/ blue x-ray line) - Class lia

- Sterile PVC Redon Drain (blue x-ray ling) - Class lla

- Sterile Silicone Redon Drain (blue x-ay line ) - Class lla

- Sterile Channel Drain (normal/ blue x-ray line)
{ Flat/ roundg - Class lla

- Sterile Drain Suction Set (Yankuer Set) Vacuum/
Non-Vacuum - Class lia

- Sterile Penrose Drain (blue x-ray line ) - Class lla

- Sterile Silicone Hemovac Drain Set Single/ Double - Class lla

- Sterile PVC Hemovac Drain Set Single / Double - Class lla

- Sterile Esu Pencil Cleaner - Class Is

- Sterile Aspiration Tube - Class Is

- Sterile Passive Chest Drainage Bottle 2000ml - Class Is

- Sterile Bomb Reservoir - Class Is

GMDN : 44681, 60300, 35118, 35824, 11305, 11301, 35917, 44464

Certificate Number 1 M.2016.106.7276

Report Number tMD.3334-YB

Initial Assessment Date :31.07.2012

Registration Date :05.12.2016

Recertification Assessment Date : 26.07.2017

Reissue Date :24.10.2017/01 :
Revision Date /No . 09.06.2020/01 and Trade inc. Co.
Expiry Date : 07.08.2022

UDEM hereby deciores that the regurements of Annes |, exciuding sechion 4 of fne F3/42/EEC Drecfive hove been met F-:
for ther e prociucts. The cbove named monutostuner s estobihed ond opplad o qualty assurance syslem, which s
subeect 1o perodic survedonce oudits. defined by Armes 1, section 5 of the iorementioned dreclive, According fo Annex

L section 4 on BC desgr esarminaiion cericate & requned kor plocng e Cioss B gevices on the morket, UDEW s responsiolity

for Cicss | devices covered by the EC cerfficate b imied o monulociuing ssues reioled o safeguandng ond mainiaining
serke concitions, 1 ne Oenvioe B sterde: ond monuiociung ssuss reated 1o procdUct s conformmity wilh necpUrErnents,

# i hos measurement funcion. The cenicate rermoing o the propey of UDEM ntemafional Certfication Auditing Troning
Cenire incusiry and Trade ing, Co. 10 whom i must be retumed upon recuest. The cbove named company ond UDEM
rmust keep a copy of fns canfficale for 5 yedrs fom the regisiration of the cedificale. Usoge of the CE mark & under fne
responsiolity Of the manuiociunes with the compieton of BC Deciaraton of Confonmmity, The Gbowe menioned Comodary
st nodify ol chonges reicied wih ine aporoved proouct 1o UDEM, FUDEM W not rengw e vialiciity of this certificote

in guastion, the mantioned company should slop placing the product on the market. The vaiidity of the
cerificale caon be checked through www, udem.comLir,

Address: Mutiukent Mahallesi 2073 Sokak (Eski 3 Sokak) No:10 Conkaya = Ankara = TURKEY
Phone; +90 0312 44303 90 Fax; +90 0312 44303 76

E-mall: infoBudemitd.com.tr  www.udem.com.ir




TURK STANDARDLARI ENSTITUSU
TURK STANDARDLARINA UYGUNLUK BELGESi

TURKISH STANDARDS INSTITUTION
CERTIFICATE OF CONFORMITY TO TURKISH STANDARDS

Markanin Tanimi Drescription of the Mark

TSE ..o @ veyaor e ) W

BELGE NUMARASI 001867-TSE-01/02
REFERENCE NUMBER OF LICENCE ¥

BELGENIN iLK VERILIS TARIHI 14.11.2012

DATE CF FIRST ISSUE OF LICENCE

BELGENIN SON GEGERLILIK TARIHI 08.05.2021

LICENCE VALID UNTIL

BELGE SAHIBi KURULUSUN ADI DORT A TIP MALZEMELERI SANAYI ITHALAT IHRACAT

NAME OF THE LICENCE HOLDER TICARETLTD $TI.

BELGE SAHIBi KURULUSUN ADRESI BALIKHISAR MAH. BALIKHISAR KOY ICI KM. EVL, NO:795 AKYURT
ADRESS OF THE LICENCE HOLDER ANKARA/TURKIYE

URETIM YERI ADI DORT-A TIP MALZEMELERI SAN. iTH. [HR.TIC. LTD. ST.

NAME COF THE MANUFACTURING PLACE

URETIM YERIi ADRESI BALIKHISAR MAHALLESI KOY ICI SERPMELERI NO:795 AKYURT
ADRESS OF THE MANUFACTURING PLACE ANKARA / TURKIYE

IPTAL EDILEN BELGE NUMARASI (Varsa)  001867-TSE-01/01
INDICATION OF SUPERSEDED LICENCE (if any)

TESCILLI TICARI MARKASI 4A DORT A TIP SANAYI
REGISTERED TRADE MARK
iLGILI TURK STANDARDI TS EN 868-5/28.01.2019

RELATED TURKISH STANDARD

BELGE KAPSAMI
SCOPE OF LICENCE

Nihai olarak sterilize edilen tibbi cihazlar igin ambalajlama malzemeleri ;
Gazenekli malzemelerden ve plastik filmden yapilan kendinden kapatilabilir posetler ve rulolar.

e-imzali/fe-signed
04.05.2020

Belgelendirme Merkezi Baskani Adina
OZER OZGOKGE

KiIMYA SEKTOR MUDURU

"Bu belge, pelgelendinilen urunun, dretim yenmin Enstilimizun belidedigi gartian kargiladiqing da gastenr,

“Bu belge. hig bir suretle tahnf edilemez, kismen veya okunmasini shiracak sekilde gogalul . kazintt ve silinti yapilamaz,

“TSE KIMYA SEKTORU MUDURLUGU * Adres. Necatibey Cad.No:112 06100 BakanliklarfANKARA * Telefon: 3124166485° Faks: 3124166617

“TSE BELGELENDIRME MERKEZ BASKANLIGH, Adres: Necatibey Cad. No'112 06100 Bakanliklar/ ANKARA — Talefon: 0 312 416 84 81/ 418 64 27, Faks0 312 416 68 17 E-posta
bmb@ise. org.lr , web | www.ise.org.tr

hitps:/leveakkontrol.tse.org.tr/BelgeDogrulama.aspx? p=hzrScexi adresinden belgenin dogrulugunu ve gegerliligini sorgulaving 111
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