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TURKUAZ BiYOMEDIKAL TEKNOLOJILER VE SAGLIK
HIZMETLERI SANAYI TICARET LIMITED SIRKETI

ADDRESS: KAZIM OZALP MAHALLESI HAFTA SOKAK NO: 23/2
CANKAYA/ANKARA TURKIYE

CS INTERNATIONAL

“ertify that the Medical Devices Quality Management System of the above orginization has been audited and
found to be in accordance with the requirements of standard detailed below,

1ISO 13485:2016

DESIGN, DEVELOPMENT, PRODUCTION, SALES AND SERVICE OF STEAM STERILIZERS, PLASMA STERILIZERS &
DISPOSABLES, LTSF STERILIZERS, AUTOCLAVES, WASHER DISINFECTORS, ULTRASONIC CLEANERS, SEALERS,
'ETHYLENE OXIDE STERILIZERS, STAINLESS HOSPITAL EQUIPMENTS, CONTAINER SYSTEMS & ACCESSORIES,
STERILIZATION & WASHING CONTROL PRODUCTS, STERILIZATION ROLLS AND POUCHES, BOWIE-DICK TEST
ACKAGES, CHEMICAL INDICATORS, BIOLOGICAL INDICATORS, AUTOCLAVE TAPES, WRAPPING PAPERS AND
INFECTANTS & DETERGENTS / BUHAR STERILIZATORLERININ, PLAZMA STERILIZATORLERI VE SARFLARININ,
LTSF STERILIZATORLERININ, OTOKLAVLARIN, YIKAMA VE DEZENFEKSIYON CIHAZLARININ, ULTRASONIK
YIKAYICILARIN, POSET KAPAMA CIHAZLARININ, ETILEN OKSIT STERILIZATORLERININ, HASTANE
ASLANMAZ EKIPMANLARININ, KONTEYNER SISTEMLER| VE AKSESUARLARININ, YIKAMA VE STERILIZASYON
KONTROL URUNLERININ, STERILIZASYON RULOLAR! VE POSETLERININ, BOWIE-DICK TEST PAKETLERININ,
MYASAL INDIKATORLERIN, BIYOLOJIK INDIKATORLERIN , OTOKLAY BANTLARININ, KREPE KAGITLARININ VE
DEZENFEKTAN VE DETERJANLARIN DIZAYNI, GELISTIRMESI, URETIMI, SATI$I VE SERVISI

Certificate No:- QACS-13485-TUR-TB-0655

This certification was conducted in accordance with the qacs wnternational f.z.c auditing and
Certification procedures and it is remain valid subject ro annual surveillance andits.

Certificate Issue Date: 15th March 2019 1st Surveillance Date : 14th March 2020
Date of initial Registration: 15th March 2019 2nd Surveiillance Date : 14th March 2021
Certificate Validity:- 3 Years Expiry Date:- 14th March 2022

 Note: Certificate shall be valid after surveillance, only if continuation letter by QA CS is present,

To Check the certificate validity please
Refer Web:- (www.qacsworld.com)

&
QACS International F.Z.C

Email id: info@qacsintl.ae, operationgacs@gmail.com info@gacertification.asia
www.gacswerld com, www.qacsintl. ae
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Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex |l
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: MDD 93/42/EEC Medical Devices Directive - Annex |l

{Excluding Section 4)

s Steam Sterilizer - Class b

PLUSTEAM 15, PLUSTEAM 1M, PLUSTEAM 1L, PLUSTEAM 1XL, PLUSIEAM 2,
?LUS’?EAM 4, PLUSTEAM &, PLUSTEAM 8, PLUSTEAM 10, PLUSTEAM 12, PLUSTEAM 14
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2014/30/EU DECLARATION OF CONFIRMITY

We hereby declare that below listed products are in conformance with 2014/30/EU conditions. All necessary documents are
held within the premises of manufacturer.

Company Name : Turkuaz Biyomedikal Teknoloji ve Sag. Hiz. San. ve Tic. Ltd. $ti.

Address : Kazim Ozalp Mah. Hafta Sok. No: 23/2 06610 Gankaya / ANKARA / TURKEY
Tel / Fax :+90 8508408 828 / +90312911 2528

Web / E-mail : www.tbtmedical.com / info@tbtmedical.com

Product : Steam Sterilizer

Model : PLUSTEAM series

UNSPSC Code : 42281508

GMDN Code : 38671

Classification : 2014/30/EU Electromagnetic Compatibility Regulation (EMC) — EN 60601-1-2

We declare that PLUSTEAM 1S, PLUSTEAM 1M, PLUSTEAM 1L, PLUSTEAM 1XL, PLUSTEAM 2, PLUSTEAM 4, PLUSTEAM 6,
PLUSTEAM 8, PLUSTEAM 10, PLUSTEAM 12, PLUSTEAM 14 “Steam Sterilizers” are complying 2014/30/EU Electromagnetic
Compatibility Regulation’s requirements.
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Kazim Ozalp Mah. Hafta Sok. No: 23/2 info@tbtmedical.com.tr . 508408
06610 Cankaya / Ankara / TURKEY www.tbtmedical.com.tr F. +90 312 911 2528
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