
COMPANY FOR MANUFACTURING, FOREIGN & DOMESTIC TRADE,

FORE]GN & DOMESTIC SPEDITION

Declaration number: 5-2020

EC DECLARATION OF CONFORMITY

Manufacturer: PRIZMA KRAGUJEVAC d.o.o.
Kumanovska street 8,

34000 Kragujevac, SERBIA

Place of Manufacture: PRIZMA KRAGUJEVAC d,o'o.
Dr Zorana Dindi6a street L3,

34000 Kragujevac, SERBIA

European Representative: GRAJSKA VRATA d'o.o
SmiklavZ 3a,

3324 Gornji Grad, SLOVENIA

PRIZMA ultrasonic nebuliser

PROFI SONIC H

Class lla (MDD Annex lX, Rule 11)

rusr@
-n
rso 9001 Q-l111
rso 13485 M-017

Product name:

Model /Type:

Classification:

We, os manufacturer, declore under sole responsibility thot the mentioned product are

lutly complying with the essential requirements ol Directive %/a2/ECC ol medical devices.

The product wds o subjeA of conlormity assessment procedure described in Annex ll (Full

quolity ossuronce system) excluding the point 4 of Annex ll,

We, os manufacturer, declore under sole responsability thot the mentioned product are

fulty complyingwith requirements ol Directives 2071/65/Ell - Restriction of the use of
certoin hozardous substdnces (RoHS) ond 2012/19/ElJ - Directive on woste electricol ond

electroni c eq ui pme nt (W E E E)

Generalapplicable directives: MDD - 93/42/EEC, RoHS - 2011,1651EU, WEEE -2012119/EU

Standards applied: EN 60601-L:2005+A1:2013+A12:20L4

Notified Body:

EN 60601-1-2:2015
EN 60601-L-6:2010+A1:2015 EN 62366:2008

EN 62304:20061AC:2008 EN 1'5223-I:201'6

EN 1.041:2008 EN ISO 1497I:2012
EN 13544-1.:2007 IAI:2009 EN 10993-1:2009 I AC:2010

EN ISO 10993-5:2009 ISO 10993-10:2010

SlQ, Slovenian lnstitute of Quality and Metrology
Tria5ka cesta 2
1000 Ljublja n3, SLOVEN lA

Notified Body No. 1304

No: MDD-006
Certification date: 1,2.11.2009.

lssue: 07 109.03.2020.
Valid until: 27 .05.2024.

EC Certificate:

Place / Date:

Signatu re:

Name/ Position:

Kragujeva c I 01".04.

Mihajlo Miletii

Address

Kumanovska B

34000
kragujevac
SRBIJA

lnformation

Tel: (034) 330
200
Fax: (034) 336
147

Registration
nr.

Account

1 01 039540 073777 54 127950622 1 50-100-32 prizma@prizma.rs www.prizma.rs


