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EC UYGUNLUK BEYANI/
DECLARATION OF CONFORMITY

URETICi/ MANUFACTURER
KNGMED MEDIKAL ELEKTRONIK SAGLIK HiZ. VE KIM. MAD. ITHALAT VE JIHRACAT LTD. ST

10001 Sok. No:28/A-1Ulukent/Menemen /iZMIR
Tel:+90 232 833 42 62 Fax:+90 232 833 42 63
E-mail: kng.info@yahoo.com & Web: www.kngmed.com

KNGMED Medikal asagldaki_i:lriinlerin tiim sorumlulugunun kendinde oldugunu beyan edel:,/
KNGMED Medical declare under our sole responsibility following products,

URUN ADI/
PRODUCT NAME:

Sodalime (Carbon Dioxide Emici)

Sodalime (Carbon Dioxide Absorbent)

MODEL/
TYPE:

7600064-05, 7600064-20

SINIFLANDIRMA/
CLASSIFICATION:

Smflla/
Classlla

GMDN KODU/
GMDN CODE:

36051
36051

CE SERTIFiKA NO/
CE CERTIFICATION NO:

267558-2018-CE-ARE-NA-PS

SERTiFiKA GEGERLILIK TARIHi/
VALIDITY OF CERTIFICATE:

27 May 2024

BACGLI OLDUGU YONETMELIK
/ RELEVANT REGULATION:

93 /42 /EEC Tibbi Malzemeler Direktifi, 2007/47/ECEKV/
93/42/EEC Medical Device Directive, 2007/47/ECEk V

isbu belge ile yukarida adi gegen tiriinlerin 93 /42 /EEC Tibbi Cihazlar direktifinin Ek 2007/47/EC hiikiimleri uyarinca
belirlenen sartlara uygun oldugunu beyan ederiz. Destekleyen tiim belgeler iireticinin sorumlulugu altindadir./ We declare
that the name of the product above is comply with relevant standards and 93/42/EEC Medical Device Directive Annex V. All
documents related with this subject are being documented from manufacturer and relevant institutions.

ONAYLANMIS KURULUSUN ADI VE NO/
NAME AND NO OF THE NOTIFIED BODY:

DNV GL Nemko Presafe AS (2460)

Veritasveien 3 1363 Hovik

Phone: +47 67578800

Email: info@presafe.com & Web: www.presafe.com

iMZA/
SIGNATURE:

Emre KALKAN (Genel Miidiir/ GenerajManager)
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iLGiLi STANDARTLAR/ RELATED STANDARDS

The following standards were applied:

Med. Dev. 93/42/EEC

Tibbi Cihaz Yonetmeligi

(Medical Device Directive)

EN SO 14971

Tibbi cihazlar - Tibbi cihazlara risk yonetiminin uygulanmasi

(Risk Management Implications For Medical Device Manufacturers)

EN IS0 17510-2

Uyku apnesi solunum tedavisi- Boliim 2: Maskeler ve uygulama aksesuarlan
(Sleep apnoea breathing therapy- Part 2: Masks and application accessories)

EN [SO 1041

Tibbi Cihaz imalatgilar Tarafindan Saglanan Bilgi

(Information supplied by the manufacturer of medical devices

TS EN ISO 15223-1

Tibbi cihazlar- Tibbi cihaz etiketlerinde, etiketlemede ve sunulacak bilgide
kullanilacak semboller- Béliim 1: Genel gereklilikler

(Medical devices- Symbols to be used with medical device labels, labelling and
information to be supplied- Part 1: General requirements)

TS EN 10993-1

Tibbi cihazlarin biyolojik degerlendirilmesi - Béliim 1: Bir risk

yonetim siirecinde degerlendirme ve deney

Biological evaluation of medical devices- Part 1: Evaluation and testing within a
risk management process
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