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DECLARATION OF CONFORMITY

According to Annex IT of the MEDICAL DEVICE DIRECTIVE 93/42/EEC and Council
Directive 2011/65/EU on the restriction of the use of certain hazardous substances in
electrical and electronic equipment

HISENSE Ltd., 23, Becker St., Rishon LeZion 7535929, Israel, declares that the
BABYSENSE Infant Movement Respiratory Monitor (Model CU-100/2) is in
conformity with the essential requirements and provisions of Annex II of the
Medical Devices Directive 93/42/EEC and is exclusively responsible for this
declarationl]

The BABYSENSE Infant Movement Respiratory Monitor is marketed under the
following commercial names:

Babysense 1 CU-100/2 Monitor with one Sensor Pad
Babysense I1 CU-100/2 Monitor with two Sensor Pads
Babysense 5 CU-100/2 Rev D Monitor with two Sensor Pads
Babysense 5s CU-100/2 Rev D Monitor with two Sensor Pads
Babysense H CU-100/2 Monitor with one Sensor Pad
(Automatic Hospital Version)
Babysense J2 Identical to Babysense 11, intended for Japanese market
Babysense J Identical to Babysense J2, except supplied with one
sensor, intended for the Japanese market
Babysense 7 CU-100/2 Rev E Monitor with two Sensor Pads
Babysense 1 pro CU-100/2 Rev E Monitor with one Sensor Pad
Babysense 2 pro CU-100/2 Rev E Monitor with two Sensor Pads

(One rectangular sensor and one round sensor)

The product is classified as Class IIb, in accordance with Rule 10, Annex IX of the
Directive.

Hisense Ltd. also declares that the product meets the applicable provisions of
Council Directive 2011/65/EU on the restriction of the use of certain hazardous
substances in electrical and electronic equipment.

Notified Body: LNE No. 0459
I rue Gaston Boissier
75724 PARIS Cedex 15, France

Authorised Representative: Obelis s.a
Bd. Général Wahis 53
1030 Brussels, BELGIUM
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Preklad z anglického jazyka

sense

PROHLASENI O SHODE

V souladu s Pfilohou Il DIREKTIVY PRO ZDRAVOTNICKE PRISTROJE 93/42/EEC a Direktivou
Rady 2011/65/EU o omezeni pouzivani urgitych nebezpeénych latek v elektrickych a

elektronickych zafizenich

Spoleénost HISENSE Ltd., 23, Becker St., Rishon LeZion 7535929, Izrael, timto prohladuje, Ze détsky
respirani pohybovy monitor BABYSENSE (Model CU-100/02) je v souladu se zakladnimi poZadavky
a ustanovenimi Pfilohy Il Direktivy o zdravotnickych pfistrojich 93/42/EEC a je vyhradn& odpovédna

za toto prohlaseni.

Détsky respiracni pohybovy monitor BABYSENSE je oznaéen nasledujicimi obchodnimi nazvy:

Babysense 1
Babysense ||
Babysense 5
Babysense 5s
Babysense H

Babysense J2
Babysense J

Babysense 7
Babysense 1 pro
Babysense 2 pro

CU-100/2 Monitor s jednim drzédkem senzoru
CU-100/2 Monitor se dvéma drzaky senzoru
CU-100/2 Rev D Monitor se dvéma drzaky senzoru
CU-100/2 Rev D Monitor se dvéma drzaky senzoru
CU-100/2 Monitor s jednim drZzakem senzoru
(Automaticka nemocniéni verze)

Identické s Babysense Il, uréeno pro japonsky trh
Identické s Babysense J2, kromé& dodavek s jednim senzorem, uréeno pro
japonsky trh

CU-100/2 Rev E Monitor se dvéma drzaky senzoru
CU-100/2 Rev E Monitor s jednim drzékem senzoru
CU-100/2 Rev E Monitor se dvéma drzaky senzoru
(Jeden obdélnikovy senzor a jeden kruhovy senzor)

Produkt je klasifikovan jako Tida Ilb v souladu s Pravidlem 10, Pfiloha IX uvedené Direktivy.

Spoleénost Hisense Ltd. také prohlasuje, Ze vyrobek splfiuje platna ustanoveni Direktivy Rady
2011/65/EU o omezeni pouzivani uritych nebezpeénych latek v elektrickych a elektronickych

zafizenich.

Notifikagni organ:

Opravnény zastupce:

Yaniv Shtalryd
HISENSE Ltd.

Rishon Le Zion, lzrael
01.01.2018
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Bd. Général Wahis 53
1030 Brusel, BELGIE

Razitko:

HISENSE LTD.

DIC 511583577

23 Moshe Becker St.

Rishon Le-Zion lzrael 75 35929
Tel.: 03-9566604, Fax: 03-9566607



TLUMOCNICKA DOLOZKA
INTERPRETER‘S CLAUSE
KIAY3YJIA NMEPEBOYUKA

Jako tlumoénik jazyka anglického a ruského, jmenovany dekretem Krajského
soudu v Hradci Kralové ze dne 23.09.1994, ¢.j. Spr. 1071/94, stvrzuji, Ze tento
preklad souhlasi s textem pripojené listiny.

As a sworn interpreter of English and Russian languages, appointed by the decree
ofthe Regional Court in Hradec Kralové on September 23, 1994, file
No. Spr. 1071/94, | hereby certify that this is a true translation of the attached
document.

Kak nepesoduuk pycckoeo U aHenulickozo si3bIKO8 Ha3HaYeHHbIU peweHuem
O6racmHozo cyda e [paduyu Kpamose om 23-20 ceHmsbpsi 1994 zoda, Ne
1071/94, Hacmosiwum nodmeepxdaro, Ymo nepesod GOCI08HO Coomeememeayem
mekcmy rnpucoeduHeHHo20 GOKyMeHma;

Tlumocnicky ukon je zapsan pod nasledujicim
poradovym ¢islem tlumocénického deniku

The translation is recorded under the following serial 211 E; /437
number"n the Interpreteris Journai ............................................

[Nepesod 3apeaucmpuposaH rnod
credyrouwium Ne GHesHUKa nepesodyuKa

Datum
Date . 4?.’.(.’.'... e

Lama

Razitko a podpis tlumoénika
Stamp and signature of the interpreter
epbosas nevamse U NOONUCHL nepesodyuka







