DECLARATION OF CONFORMITY
(UYGUNLUK BEYANI)

MEGASAN MEDICAL GAS SYSTEMS MEDICAL DEVICES AND HEALTH PRODUCTS
MACHINE INDUSTRY CONSTRUCTION INDUSTRY AND COMMERCIAL INC.

MEGASAN MEDIKAL GAZ SISTEMLERI TIBBI ALET VE CIHAZLAR INSAAT TAAHHUT
MADENCILIK NAKLIYE TURIZM ITHALAT IHRACAT SANAYI VE TICARET ANONIM SIRKETI

Head Office ( Merkez ) : Cumhuriyet Mah. Diivenciler sok. Zafer Is Hani Apt. No:33/411 Merkez / Gankiri / TURKIYE
Factory/Branch ( Fabrika/Sube ) : Dere Mah. Asagi Agil Onii Mevkii Cad. No:18 PK:18700 Eldivan / Gankiri / TURKIYE

Tel
Fax

E-mail

Product Name -Uriin Adi

Models-Modeller

Classification / Siniflandirma

MG-GMYx
MG-GMYEx
MG-GMx
MG-GMx-G
MG-GMx-VN
MG-GMx-VNG
MG-GMx-VNE
MG-GMx-VNGE
MG-HBx
MG-HBxy

MG-HBV-T
MG-HBAXx
MGS-HBM

+90 376 218 14 07
+90 376 218 12 26

http://www.megasan.com.tr

Bed Heat Units (Hastabasi Uniteleri)

Yatay Gaz Modiilleri (x:1,2,3,4,5,6),

Yatay Gaz Modiilleri Elektrikli (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri Sivaalti (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri Vanali (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri Vanali Sivaalt1 (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri Vanali Elektrikli (x:1,2,3,4,5,6),

Dikey Gaz Modiilleri Vanali Elektrikli Sivaalt1 (x:1,2,3.4,5,6),
Hastabast Unitesi Standart (x:1,2,3...),

Hastabas1 Unitesi

“x: E (Elit), N(Next), C(Cyprus), T(Trapez), R(Rectangular), S(Space)”
Hastabas1 Unitesi Tablolu Tip

Ahsap (x:1,2,3,4 — model no )

Hastabas1 Unitesi — Makasli Tip

“y:1,2,3 kisilik”,

Hastabast Unitesi —

Class llb Rule 11 (Sinif lib Kural 11)

We here by declare that we have complied with the provisions that amended by 2007/47/EC Council
Directive of 93/42/EEC Medical Device Directive for above-mentioned products.

tarafindan degistirilmis hikidmlerine uydugumuzu beyan ederiz.
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DECLARATION OF CONFORMITY
(UYGUNLUK BEYANI)

Product Name - Uriin Ad1 Bed Heat Units ( Hastabasi Uniteleri )
Standards - Standartlar

TS EN 62366-1 : 2015
TS EN ISO 14971:2013
TS EN ISO 15223-1:2016
TS EN 60601-1:2009

TS EN 60601-1-2:2016
TS EN ISO 11197:2016

Related regulations / ilgili Diizenlemeler :  93/42/AT Medical Device Directive
93/42/AT Tibbi Cihaz Yonetmeligi

Implimented Additional / ilave Edilmis Ekler : Addition 2 - Full Quality Assurance System
Ek 1.3 — Tam Kalite Glvence Sistemi

Date of issue - Place / imza Tarihi- Yer : 08.05.2020 / GANKIRI
Notified Body / Onaylanmis Kurulus : KIWA Belgelendirme Hizmetleri A.S. (CE1984)
istanbul Tuzla Organize Sanayi Bélgesi (ITOSB) 9.Cadde No:15 Tepeéren, Tuzla, istanbul, Tiirkiye

EC Sertificate No / CE Sertifika Numarasi : 1984-MDD-17-450
Date of first issue of EC Sertificate / CE Sertifikasi ilk Yayim Tarihi : 18.07.2017

Date of last issue of EC Sertificate / CE Sertifikasi Son Yayim Tarihi : 06.05.2020
Revision Number of EC Sertificate / CE Sertifikasi Revziyon No : 03

Expriy Date of EC Sertificate / CE Sertifikasi Son Gegerlilik Tarihi : 27.05.2024

GMDN Code / GMDN Kodu : 41915

Signature / imza

IGASAN

i Alet ve Cihazlar Ing.Taah.
j San.ve Tic.A.S.
I oI ater Isham No:33/411-CANKIRI
g J#25 - 218 1407 - Fax:218 12 26
o - g 088 4492-Tic.Sic.No:2-2163
#Sis No:05123088449200027

Name /isim : Veysel TEKIN

Mission / Gorev : General Coordinator / Genel Koordinator
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