JABLOTRON

EU PROHLASENI O SHODE (DoC)

cz

Vyrobce
Obchodni jméno: JABLOTRON a.s.
Adresa: Pod Skalkou 4567/33, 466 01, Jablonec nad Nisou
Stat: Ceska republika
Jediné identifikacni ¢islo (SRN): CZ-MF-000033469
IC/DIC: 28668715/ CZ28668715
Tel./Fax: +420 483 559 811 / +420 483 313 183
WWW / E-mail: www.jablotron.com / prodej@jablotron.cz
timto prohlasuje, ze toto prohlaseni o shodé vydal na vlastni odpovédnost pro nasledujici
produkt(y):
Zakladni UDI-DI: 859405253BMO02ES
Typ: BM-02
Rizikova tfida prostredku: lIb
Oznameny subjekt: NB 1014 (Elektrotechnicky zkuSebni ustav, s.p.)
Postup posouzeni shody: Dle pfilohy Il smérnice €. 93/42/EHS a v souladu s ¢lanky 120.2 a
120.3c Nafizeni (EU) 2017/745
Certifikat: MED 210003
Nazev: Monitor dechu miminka / Nanny
Uréeny ucel: BM-02 Monitor dechu miminka je certifikovany zdravotnicky prostfedek

rizikové tfidy llb, ktery monitoruje dychani ditéte. Neslouzi k obnoveni
vitalnich funkci a neni ani terapeutickym pfistrojem. Nenahrazuje fadnou
péci o dité. Je uren pro pouziti u poskytovateltl zdravotni péce a k péci
o dité v domécim prostiedi. U&elem vyrobku je v&as upozornit optickym
a akustickym signdlem na zastavu nebo pokles frekvence dychani.
Varuje tak pfed pfipadnym nebezpe&im zastavy dychani, ktera se u
malych déti mize vyskytnout (napfiklad v dusledku tzv. syndromu
nahlého umrti kojence — SIDS) nebo v dusledku jinych pficin (duseni,
projevy nemoci apod.). Vedlej$i nezadouci u¢inky ani jiné kontraindikace
vzhledem k povaze a uc€elu pouZziti nejsou znamy.

je ve shodé s harmonizaénimi pravnimi predpisy Evropské unie:

Nafizeni (EU) €. 2017/745
Smérnice 2011/65/EU
Smérnice 93/42/EHS

Byly pouzity nasledujici harmonizované normy a technické specifikace:

CSN EN 60601-1 d.2:2007 +A11:2012 +A1:2014 +A12:2015 +Opr.1:2016 +A2:2022, CSN EN 60601-1-2
ed.3:2016 +A1:2021, CSN EN 60601-1-6 ed.3:2010 +A1:2015 +A2:2021, CSN EN 60601-1-11 ed.2:2016
+A1:2021, CSN EN ISO 10993-1:2021, CSN EN 62366-1:2019 +A1:2021, CSN EN ISO 14971:2020 +A11:2022,
CSN EN ISO 13485 ed.2 :2016 +Opr.1:2017 +A11:2022, CSN EN 62304:2007 +A1:2016, CSN EN ISO
18778:2023, CSN EN ISO 15223-1:2022, CSN EN IEC 63000:2019

Vyrobek je bezpe€ny za podminek obvyklého pouziti a v souladu s navodem k

obsluze.
V Jablonci nad Nisou dne 2025/01/01
Ing. Jan Cizmar —H /
vykonny Feditel 35%‘?/ 1 0 1 4
Form.: F-23-01 DoC no.:EU_18.Rev4_2009_BM-02 2601-23

Year of placing on the market: 2004




JABLOTRON

EU DECLARATION OF CONFORMITY (DoC)

The manufacturer

EN

Name: JABLOTRON as.

Street, Postcode, Town: Pod Skalkou 4567/33, 466 01, Jablonec nad Nisou
Country: Czech Republic

Single registration number (SRN): CZ-MF-000033469

Entrepreneurial permit number: CZ28668715

Tel./Fax: +420 483 559 811 / +420 483 313 183

WWW / E-mail: www jablotron.com / export@jablotron.cz

declares that the declaration of conformity is issued under our sole responsibility and belongs to the
following product(s):

Basic UDI-DI: 859405253BMO02ES

Type designation: BM-02

Risk class of the device: lIb

Notified body: NB 1014 (Elektrotechnicky zkuSebni ustav, s.p.)

Conformity assessment According to Annex Il of Directive No. 93/42/ECC and in compliance
procedure: with Articles 120.2 and 120.3c of Regulations (EU) 2017/745
Certificate: MED 210003

Trade name: Baby breathing monitor / Nanny

Intended purpose: The BM-02 Baby breathing monitor is a certified Class Ilb medical

device that monitors a baby’s breathing. It cannot be used to restore
vital functions and is not a therapeutic device. It does not replace proper
childcare. It is intended for use by health care providers and for care in
the home environment. The product is intended to provide a warning, by
an optical and acoustic warning, that the respiration has stopped or the
respiration rate has decreased. It thus warns of the possible danger of
respiratory arrest that may occur in young infants (for example, due to
sudden infant death syndrome - SIDS) or due to other causes
(suffocation, an iliness, etc.). Due to the nature and purpose of use, no
side effects and other contraindications are known.

is in a compliance with the relevant Union harmonisation legislation:

Regulation (EU) No. 2017/745
Directive 2011/65/EU
Directive 93/42/EEC

The following harmonized standards and technical specifications have been applied:

EN 60601-1:2006 +A11:2011 +A1:2013 +A12:2014 +AC:2014 +A2:2021, EN 60601-1-2:2015 +A1:2021, EN
60601-1-6:2010 +A1:2015 +A2:2021, EN 60601-1-11:2015 +A1:2021, EN 10993-1:2020, EN 62366-1:2015
+A1:2020, EN ISO 14971:2019 +A11:2021, EN ISO 13485:2016 +AC:2016 +A11:2021, EN 62304:2006 +A1:2015,
EN I1SO 18778:2022, EN 1SO 15223-1:2021, EN IEC 63000:2018

The product is safe when is used for its intended purpose and according to producer manual.

In Jablonec nad Nisou 2025/01/01 A
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Ing. Jan Cizmar — ALl ——
executive director Q: 1 0 1 4
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