JABLOTRON

CREATING ALARMS

EU PROHLASENI O SHODE

Obchodni jméno: JABLOTRON ALARMS a.s.
Sidlo: Pod Skalkou 4567/33, 466 01 Jablonec nad Nisou
IC: 28668715

prohlasuje, Ze vyrobek

Nazev: Monitor dychani ditéte

Typ: BM-02 NANNY

Pouziti: Vyrobek je zdravotnicky prostfedek tfidy Il.b a je uréen k monitorovani dychani
novorozencu

je navrzen a vyroben ve shodé s na néj se vztahujicimi ustanovenimi

- Nafizeni vlady €. 336/2004Sb. ve znéni platnych predpis(, kterym se stanovi technické pozadavky na
zdravotnickeé prostfedky

- Nafizeni vlady €. 481/2012Sb. o omezeni pouzivani nékterych nebezpelnych latek v elektrickych a
elektronickych zafizenich

a na né navazujicimi harmonizovanymi €eskymi technickymi normami
CSN EN 60601-1 ed.2:2007, CSN EN 60601-1-2 ed.2:2008
EN 50581:2012

a dalSimi normami
CSN EN ISO 13485:2012 c € 1 01 4

Posouzeni shody provedeno notifikovanym organem EU &. 1014 EZU Praha, dle ptilohy Il. Nafizeni viady
€.336/2004Sb. ve znéni pozdéjSich predpisu a pfilohy Il. Smérnice 93/42/EHS a 2007/47/EHS.

Toto EU prohlaseni o shodé je vydano na vyhradni odpovédnost vyrobce a plati na vyrobky vyrobnich kéd
od €. 130102

V Jablonci nad Nisou
Dne 2.1.2013

Miroslav Jarolim
Feditel /}%ff’/*

Tel: 483 559999
Fax: 483 313183
E-mail: prodej@jablotron.cz
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JABLOTRON

CREATING ALARMS

EU Declaration of Conformity

The manufacturer

Name: JABLOTRON ALARMS Inc.
Address: Pod Skalkou 4567/33
Town: Jablonec nad Nisou
Country: Czech Republic

Post/Zip code: 466 01
Entrepreneurial permit number: CZ28668715

declares that the product

Trade name: Baby respiration monitor
Type designation: BM-02
Intended use: The BM-02 is the medical device class ll.b intended to monitoring baby’s breathing

complies with the directives 93/42/EC and 2007/47/EC (MED) of the European Parliament and
of the Council essential requirements conccerning medical devices and the directive 2011/65/EU
(ROHS) of the European Parliament and of the Council on the restriction of the use of certain
hazardous substances in electrical and electronic equipment

Harmonised standards applied:

EN 60601-1:2006, EN 60601-1-2:2007
EN 50581:2012
Other standards applied 1 O 1 4

EN ISO 13485:2012

Conformity assessment approved by Notified Body EU No. 1014 EZU Praha accordinng to Council Directive
2007/47/EC, Annex Il.

This EU declaration of conformity is issued on exclusive manufacturer responsibility and is valid for batch
code starting No. 120903

Jablonec nad Nisou
2.1.2013

Miroslav Jarolim
Managing director //’%7
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