Panan!T

EC Declaration of Conformity

CE...

Name of medical product: CardioNS E2

REF No.: CE2

Manufacturer: Panonit d.o.o. Novi Sad

Address: Miroslava Anti¢a 7, 21000 Novi Sad, Serbia
Phone: +381 21 420591

E-mail: info@panonit.com

European Authorised Representative: Panonit d.o.o.
Address: Dunajska cesta 136, Ljubljana, Slovenia
Phone: +386 31 296 499

E-mail: slovenia@panonit.com

This declaration of conformity is issued under the sole responsibility of the Panonit d.o.o. Novi Sad.

Object of the declaration

Medical Product: | CardioNS E2

GMDN Code: 62641

Classification: Class lla

MDD rule: MDD 93/42/EEC, Annex IX, Rule 10

We, Panonit ensure and declare under our sole responsibility that the listed product CardioNS E2 to which this
Declaration of Conformity relates are in conformity and meet the provisions of EC Directive 93/42/EEC, as
amended per MDD 2007/47/EC, which apply to them and covered by CE mark with Notification Number: 1 304
from Notification Body: Slovenian Institute of Quality and Metrology - SIQ, Masera - Spasi¢eva 10, 1000

Ljubljana, Slovenia.

CardioNS E2 has been classified as Class lla, according to Annex IX and are in conformity with the essential
requirements and provisions of the Council Directive 93/42/EEC concerning medical devices. The product is
subject to the procedure set out in Annex Il of the Council Directive 93/42/EEC.

Conformity assessment route: According to Annex Il (full quality assurance).

Applied harmonized standards: ISO 15223-1:2016, EN ISO 15223-1:2016, EN 1041:2008/A1:2013, EN ISO
14971:2012, IEC 62366-1:2015, |IEC 62304:2006/A1:2015, ISO 11073-91064:2009, ISO 11240:2012, EN 60601-
1:2006/A1:2013, EN 60601-1-2:2015, EN 60601-1-6:2010, EN 60601-1-11:2010, IEC 60601-2-25:2011, EN ISO
10993-1:2009/AC:2010.

This declaration is made on base of the EC Certificate, certificate number: MDD-205 delivered by Notified Body No
1304, Slovenian Institute of Quality and Metrology - SIQ, Masera - Spasi¢eva 10, 1000 Ljubljana, Slovenia.

This declaration is valid until 31.12.2028. , 7
/S 7/ __JL = _'w.\
Signed for and on behalf of: Panonit d.o.o. Novi Sad el \ & Y

Director, Srdan Sladojevié (signature)

Place and Date: Novi Sad, Serbia, 24.05.2024.




