
il ll|l

IVIED
)Nf ; {L/-,^r* @/o.a; )>

www.kngmed.com
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DECLARATION OF CON FORMITY

URrrici/ MRNurecrunrR

KNGMED vtOirut SmxrnONiX StGUr niz. Vt xitvt. Ueo. irnnter ve inneCe

10001 Sok, No:28lA-lUlukent/Menemen /iZMiR

Tel:+90 232 833 42 52 Fax:+90 232 833 42 63

E-mail: kng.info@yahoo.com & Web: www'kngmed'com
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KNCMED Medikal agaf,rdaki tiriinlerin ttim sorumlulufunun kendinde oldu[unu b

KNCMED Medical declare under

yan eder,/
i,

UnUru notT

PRODUCT NAME:

Sodalime (Carbon Dioxide Emici)

Sodalime (Carbon Dioxide Absorbent)

MODEL/

TYPE:

7600064-05, 7 600064-20

STNIFLANDIRMA/

CLASSIFICATION:

Srnrfll a/

Class ll a

GMDN KODU/

GMDN CODE:

36051

36051

cE SERTIFiKA NO/

CE CERTIFICATION NO:

267558-2018-CE-ARE-NA-PS

sERriF[KA GECERLiLiK rARiHi/

VALIDITY OF CERTIFICATE: 27 May2O24

BAGTI OLDUdU YONETMELIK

/ RELEVANT REGULATION:

93 / 42 /EECTrbbi Malzemeler Direktifi, 201

93/42/EEC Medical Device Directive'2007 /4

7 /47 /ECEkV/

'/EC Ek V

igbu betge if e ydkanda adr gegen iiriinlerin 93/42/EECTrbbi Cihazlar direktifinin Ek2007 /47 /
belirlenen tartlarn uygun otdigunu beyan ederiz. Destekleyen tiim belgeler iireticinin sorumlulu

that tlre name of the productibove is comply with relevant standards and 93142/EEC Medical Devic

docurnents related with this subiect are being documen

C hiikumleri uyarlnca
u altrndadrr,/ We declare

Directive Annex V. All
institutions.

ONAYLANMI$ KURULU$UN 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@prese&Corn & Web: wt

irtznl
SIGNATURE:

Emre KALI(AN (Genel Miidiir/
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ircili STANDARTLAR/ RELATED STANDARDS

The following standards were applied:

EN ISO 14977 Trbbi cihazlar - Trbbi cihazlara risk ycinetiminin uygulann

[Risk Management Implications For Medical Device Manu

lSl

rcturersl

EN ISO 1751.0-2 Uyku apnesi solunum tedavisi- Btjltim 2: Maskeler ve uygt

fSleep apnoea breathing therapy- Part2: Masks and applir
ama aksesuarlart
rtion accessories)

EN ISO 1041 Trbbi Cihaz imalatgrlan Taraftndan Saflanan Bilgi

(Information supplied by the manufacturer of medical dev lces

TS EN ISO T5223-T Trbbi cihazlar- Trbbi cihaz etiketlerinde, etiketlemede ve s

kullanrlacak semboller- Brjltim 1: Genel gereklilikler

[Medical devices- Symbols to be used with medical device

information to be supplied- Part 1: General requirements)

unulacak bilgide

labels, labelling and

TS EN 10993-L
Trbbi cihazlann biyolojik deferlendirilmesi - Bcili.im 1: Bir
yrinetim stirecinde deferlendirme ve deney
Biological evaluation of medical devices- Part 1: Evaluatic
risk manasement Drocess

'isk

r and testing within a
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