


























COMPANY HEADQUARTERS

DOCUMENTS AND CERTIFICATES

EC CERTIFICATE
AT SERTIFIKA
According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek \'e gére

Production Quality Assurance System
Uretim Kalite Givencesi

Certificate Number: 2195-MED-1117201
Sertifka Numarasi

Medicraft AS.
Urefici Atasehir Atatirk Mah. Seref Sok. No:8-10 TR34758 Atasehir / Istanbul

Product(s): (1) Respiratory Therapy Devices
Uran(ler) Solunym Tedavi Cinazlan
(2) Humidifiers.
Nemlendircile

Model(s): (1) CPAP, AUTOCPAP, BILEVEL, BILEVEL-ST, BILEVEL-PV, BILEVEL-AP,
Model(ler) ASV, Uniflow CPAP, Uniflow AUTOCPAP, Unifiow BILEVEL, Unifiow BILEVEL-
ST, Uniflow BILEVEL-PV, Unifiow BILEVEL-AP, Unifiow ASV

Reference Report No:  MM0341-P001-R01, MM0341-P001-R02, MM0341-P003-RO1
Referans Rapor No

Szutest, Notiied Body 2195, decires that the aforementioned manufacturer has implemented  qually assurance system
V. Section 3 EC

proy
ofthis Directive. The. V. Section 4 of Directive Y42/EEC and
unannaunced audis

Tibbi Gihaz Yonelmelt) EK V bolom
bu yonel i i
ligh gerekiiiker i stom, SY42AT

kosularim sagiama
Tibol Cihaz Yonetmei EK V. gozetime ve haversiz
Urotii, Yo el dedisiik

This EC certificate is valid till 2019-06-14.

far gegeriidir.

Issue Date/Yayin Tarihi: 2011-06-21 i Rukiy8 BALKAN
Revision No./ Revizyon No.. 04 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarii: 2017-09-11 ) g Genel Madar Yardimisi

CERTIFICATE

SEUTEST UYGUNLUK DEGERIENDIRMEAS. SZUTEST UYGUNLUK DEGERLENDIRME ANONIM SIRKETI

STUteIR oMt = Hereby declares on the basis of the positive results of the certification
| audit that the medical-devi i i by;

S0 MEDICRAFT MEDIKAL SISTEMLER A.S.

Atagehir Atatiirk Mah. Seref Sok. No:8-10 TR34758 Atasehir / Istanbul

L — medicra ft®

EN ISO 13485:2012 . — .
ISO 13485:2003 innovative intelligence
The present certificate is valid for the following products and processes

Production, Design, Sales and Technical Service of Medicraft Medical Systems Inc.
Respiratory Therapy Devices

Registration No 131117201

First Issue Date 5244

Issue Date :06.06.2017
Expiration Date :24.02.2019
Revision Date / No 106.06.2017 / 02

‘This certificate is valid if company meets the certification requirements of SZUTEST.

‘The certificate inquiry is made by reading qr code to mobile devices or by verifying the number
which is defined under the ar code from the https://tbds.turkak.org.tr.

il T ABOUT US

Smmasteomr e —— " Medicraft Medical Systems Inc. was established in 2010. The company that aims to present its research and develop-
ment studies done in the field of electronics and software with the name of production and marketing has effectuated the
first production of respiratory support and therapy devices in 2011. The Medicraft devices which are all currently
produced in Turkey have become followed and appraised devices over the world market.

www.medicraft.com.tr




