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EC BELGESI

Belge Numarasi : 5-411-200-0411
ORKI, isbu belge ile;

Antek Elektronik Sistemler San. Tic. Ltd. $ti.
Ziya Gokalp Cad. 36/21
Ankara, Tirkiye
Uretim adresleri
Antek Elektronik Limited Sirketi
BEiicenlar  Cade- Nos  5l/1-~2
Ankara - Tirkiye
Avrupa Topluludundaki Yetkili Temsilcisi
OBELIS S.A.
Av. De Tervuren 34, bte 44

B-1040 Briiksel, Belcgika
Adi gecgen sirketin;

Ultrasonic nebulizer
Hikoneb® 908DC
Hikoneb® %06 HC
Hikoneb® 906 S
Hikoneb® Hometype

Piston Tip Nebulizer
Hikoneb® Aerocare
Hikoneb® Aerocare II

Oksijen Concetrator
Hikoneb® Oxybreath
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Y11lik takip slirecinin basarinizla ylritilmesi kosuluna

bagli «elgssle i shbuy  belge 19.11.200% Starihine kadar

gecerli olacaktair.

Isbu belge tanimlama numarasi 1011 olan ve Konsey
Yonetmelidi 93/42/EEC ic¢in bir Onaylanmis Kurum olan ORKI

tarafindan dizenlenmistir.

I1k dizenleme tarihi : 19.11.2004

Budapeste, 20.11.2007
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EC CERTIFICATE w2975 9
-' Full Quality Assurance System
= Directive 93/42/EEC on Medical devices, Annex II (excluding section 4)

ORKI certifies that the manufacturer Number of certificate 5-411-200-0411

Antek Elektronik Sistemler San. Tic. Ltd. Sti.
Ziya Gokalp Cad.36/21,
Ankara Turkey

Production site

Antek Elektronik Limited Sirketi
Uluncanlar Cad. No:51/1-2 Ankara Turkey

with authorized representative in EU

OBELIS S.A.
Av. De Tervuren 34, bte 44
B-1040 Brussels Belgium

Jor the products
Ultrasonic nebulizer Piston Type Nebulizer Oxygene Concetrator
Hikoneb® 908DC Hikoneb® Aerocare Hikoneb® Oxybreath
Hikoneb® 906 HC Hikoneb® Aerocare I1
Hikoneb® 906 S
Hikoneb® Hometype

applies a quality system which ensures that the products conform to the provisions of the Directive which
apply to them at every stage from design to final inspection.

Number of the audit report on the assessment: TI-42/141/2007
Provided the yearly surveillance is carried out successfully this certificate is valid until:
2009. 11. 19.

Issued by ORKI a Notified Body for the Council Directive 93/42/EEC with identification number 1011.

First issued: 2004. 11. 19.

Budapest, 2007. 11. 20.
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General Director
SEKRETER BURC

WAE ve TIC LTD.STL

Orvos- és KorhazéchnikaiTntézet ' "“’“?f;;ws 1 356 1522
' ORKI ' Institute for Medical §nd Hospital Engineering Fax: +36 1 375 7253
HuNGARY Diés arok 3. H-1125 Budapest Internet: www.orki.hu




EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II (excluding section 4)

ORKI certifies that the manufacturer Number of certificate  5-411-200-0411

Antek Elektronik Sistemler San. Tic. Ltd. Sti.
Ziya Gokalp Cad.36/21,
Ankara Turkey

Production site

Antek Elektronik Limited Sirketi
Uluncanlar Cad. No:51/1-2 Ankara Turkey

with authorized representative in EU

OBELIS S.A.
Av. De Tervuren 34, bte 44
B-1040 Brussels Belgium

for the products
Ultrasonic nebulizer Piston Type Nebulizer Oxygene Concetrator
Hikoneb® 908DC Hikoneb® Aerocare Hikoneb® Oxybreath
Hikoneb® 906 HC Hikoneb® Aerocare I1
Hikoneb® 906 S
Hikoneb® Hometype

applies a quality system which ensures that the products conform to the provisions of the Directive which
apply to them at every stage from design to final inspection.

Number of the audit report on the assessment: TI-42/141/2007

Provided the yearly surveillance is carried out successfully this certificate is valid until:
2009. 11. 19.

Issued by ORKI a Notified Body for the Council Directive 93/42/EEC with identification number 1011.

First issued: 2004. 11. 19.

Budapest, 2007. 11. 20.
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