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EU DECLARATION OF CONFORMITY

Alerting TxRx Devices:

' Bellman & Symfon®

DESIGN FOR EARS

The intended purpose of the Visit alerting system s to alert deaf and hard of hearing people of important signals in

their home.

undmtglti.l representing the following manufacturer,

Bellman & Symfon Group AB

.‘derm.

Stdra Lingebergsgatan 30, 436 32 Askim, Sweden

[Telephone no: +46 31 68 28 20

Telefax no: +46 31 68 28 M)

Herewith declares that the products

Table 1. List of products

MDW risk class, Canlormity with
Type of Standard weed to pnwl
Product name |Model | Annex VIII chapter | the directives in Basic UDI-DI
equipment 6, rule applied Tahle 2. confarmity. Tabde 1,
Medical | Visit Door 1,4,5,6,7,8.9,11,12,13
P iHier BE1411 |Class I, Rule 13 ABCDEF 14.20.21 TE31 64600160
. Visit Push ABCDEF
;T;f:] ebyrszl BEI420 | ClassT, Rule 13 E, L!,:::'E.s.ﬁ.l LA213 | aya ) caconiem
transmitier ;
. Visit A,B,C,D,EF
Medical | Telephone  |BE1431 [Class I, Rule 13 “I‘:ﬁ‘nﬁa'g" L1231 7331 64600160
transmitier 4
Medical ?fh BE1431 AB DR 1,4,5,6,7,89,11,12,13
Eicp one = ¥ plablpfy 8 dy
Bk i TUN Class I, Rule 13 142021 7331646001 6M
Tunsziall
L Wisit Mobile A B, C.D,EF
;”“’f“l phote BE1433 |Class I, Rule 13 B.CD.EF 1145678910012 50y cacnoram
vice . ,13,14,20,21,22
[FanSCCLvVEr
Medical Wisit Flﬂ-ﬁh l:_ D‘ F llq!siﬁ!T1$!9:l I!11|I3!
| Dovios: | receimer BE144]1 |ClassI Rule13  |A B ol b Al 73316460016M
: Visit Flash C.D,E F| 1456789111213,
Dd“"'j_::‘l wceiverwih |BE142 lcustruess  [M0 T 021 73316460016M
batiery backup
Mﬂdl‘l‘il l"l'r:i-le P‘ﬂﬂ-ﬁﬂﬁ HE].45“ mﬂﬂ III R'I-'Ib':- ]3 -lﬂh- I:'I‘-| ':n I::II: E: F 1'1‘!'5'15-?13!91' I!11'I3 j]slﬁmtm
Dieviee receiver L14,20,21
Medical o AB C.DEF|145672911,1213
Device Visit Pager BE1470 |Class I, Rule 13 142021 73316460016M
Medical | Visit Baby ABCDEF|1,45678911,12,13
i -arre BE1491 |Class I, Rule 13 142021 7331646001 6M
Medical | Visit Wrst ABCDETF|I45671T8911,1213
Device ki BE1560 |Class I, Rule 13 14,2021 7331646001 6M
Medical | Visit Alarm ABCDEF|145678%111213
Device Clock BE1580 |Class I, Rule 13 142021 73316460016M
Medical | Amicus Basic A B, C,D,EF|[145678911,12,13
Do s BE2320 |Class I, Rule 13 142023, 24 7331646001 6M
Medical . AB,C.D.EF|145678%911,1213
Paiii Amicus paper | BE2350 | Class I, Rule 13 142023, 24 T3316460016M
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15 in confarmity with the provisions of the following EEC/EC/EU regulations, directives and applicable essential
requirements set oot in related directives.

Table 2, List of EC directives

Reference No. Title
A | EU 2017745 Maedieal Deviee Repulation (MIVE)
B | I0453EL ; Radio Equipment Directive (RED)
c | 201UGSEUHED) Restriction of the use of certain hazardous substances

2015/863 in electrical and electronic equipment (RoHS)

Registration, Evaluation, Authorization and

Y| () N N0 Restriction of Chemicals (REACH)
E | @NXYWED Waste Electrical and Electronic Equipment Directive (WEEE)
F | 200686 EC m}nd accumulators and waste batteries and accumulators (Battery

This declaration of conformity is issued under the sole responsibility of Bellman & Symfon Group AB.

The devices covered by the present EU declaration is in conformity with RED and with the (EUT) MDR 2017/745 and with
the applicable requirements regarding medical deviee provision from Medical Products Agency MPA - Likemedelsverket,
and any other applicable directives and regulations as indicated.

Goteborg Sweden; Dec. 16, 2021

Lo 1L

Alul-er:l? ‘,
CEQ, Bellman & Symfon Group AB
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Relevant Harmonized standards nsed or speciflications in relation to conformity:

‘;:::a- Bellman & Symfon®

DESIGN FOR EARS

Table 3. List of standards

Standard Mumber and
edition

Standard Title

EN 60601-1-11:2015

Medical electrical equipment - Part 1-11: General requiremenis for
basic safety and essential performance - Collateral standand:
Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment

Safety

EN G0601-1:2006

Medical electrical equipment - Part |: General requirements for
basic safety and essential performance (IEC 60601-1:2005)

MNate 1

EM 6M0]-1-2:2015

Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral Standard:
Electromagnetic disturbances - Requirements and tests (IEC
GO601-1-2:-2014)

Mote 1

EM 1041:2008

Information supplied by the manufscturer of medical devices

Labeling

EN ISO 14971: 2012

Medical devices - Application of risk management to medical
devices (150 14971:2007, Comected version 2007-10-01)

Risk

EN IS0 15223122016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements (150 15233-1:2016, Corrected version 2017-03)

Labeling

EN 62304:2006

Medical device software - Software life-cycle processes (IEC
62304:2006) EN 62304, 2006/A C. 2008

Soflware

EN 6236622008

Moedical devices - Application of usability enginecring to medical
devices (IEC 62366 2007)

Usability

EN 150 13483:2016

Moedical devices - Quality management systems - Requirements for
regulatory purposes (IS0 13485:2016)

OMS

10

EN 300 328 V2.1.1
EN 300 328 V2.2.2

Wideband transmission systems; Data transmission equipment
operating in the 2,4 GHz ISM band and using wide band
modulation techniques; Harmonized Standard covering the
expential requirements of article 3.2 of Directive 2014/53/EL

Radia

11

EN300 220-1 V3.1.1

Short Range Devices (SRD) opcrating in frequency range 25 MHz
to 1 000 MHz; Part 1: Technical characteristics and methods of
measErement.,

12

EN 300 220-2 V3.1.1
EN 300 220-2 ¥V3.2.1

Short Range Devices (SRD) operating in the frequency range 25
MHz to 1 000 MHz; Part 2: Harmonized Siandard covering the
essential requirements of anicle 3.2 of Directive 2014/53/EU for
nonspecific radio equipment

13

EN 6247922010

Assesament of the compliance of low power electronic and
electrical equipment with the basic restrictions related to human
exposure to electromagnetic fields (10 MHz to 300 GHz) (IEC
62479:2010, modified); German version EN 624792010

Health

14

EN 62368~
1:2014/AC: 201 5+A11:2017

Audiofvides, information and communication fechnology
edgquipment Part 1: Safety requirements

Safety

15

EN 55032:2015 + AC:2016

Electromagnetic compatibility of multimedia equipment —
Emission requirements

EMC

14

EN 55035:2017

Electromagnetic compatibility of multimedia equipment -
Immunity requirements

17

EN 55024:2010/A1:2015

Information technology equipment — Immunity characteristics.
Limits and methods of measurement + Amendments 1 +
Amendment 2

18

EN 61000-3-2:2014

Electromagnetic compatibility (EMC) - Part 3-2; Limits - Limits
for harmonic current emissions (equipment input current < 16 A
per phase)

19

EN 61000-3-3:2013

Electromagnetic compatibility (EMC) - Part 3-3: Limits -
Limitation of voltage changes, voltage fluctuations and flicker in
public low-voltage supply systems, for equipment with rated
current <= 16 A per phase and not subject to conditional
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Electro Magnetic Compatibility (EMC) standard for radio

equipment and services; Part 1: Commeon technical requirements;

20 | B va a9ty | Harmonized Standard covering the essential requirements of article | EMC
3.1(b) of Directive 201 4/53EU and the essential requiremnents of

article 6 of Directive 2014730/EL

Electro Magnetic Compatibility (EMC) standard for radio

equipment and services;

- Part 3: Specific conditions or Short-Range Devices (SRD) - EMC

EN 301489-3 V2.1.1:2019 | operating on frequencies between 9 kHz and 246 GHz,

Harmonized Standard covering the essential requirements of

articles 3.1(b) of Directive 2014/53/ELI

21

EN 301 489-17 Electro Magnetic Compatibility (EMC) standard for radio
22 Vi20:2017 equipment and services; Part 17: Specific conditions for Broadband EMC
EN 301 489-17 Data Transmission Systems; Harmonized Standard covering the
W3.2.4:2020 essential requirements of article 3.1(b} of Directive 2014753EL
Electro Magnetic Compatibility (EMC) standard for radio
equipment and services; Part 52; Specific conditions for Cellular
3 [ Communication Mobile and portable (UE) radio and ancillary o
aTE equipment; Harmonized Standard covering the essential
requirerments of article 3. 1(b) of Directive 2014/53/EU
Global System for Mobile communications (GSM); Mobile GSM
24 | EN 301 511 V12.5.1-2017 | Stations (M5) equipment; Harmonised Standard covering the Radi
essential requirements of anticle 3.2 of Directive 2014/53/EU
Wote 1

to [EC &0601-1-11 Annex A Geseral Gubdance snd Ratiomal, clouse A 3 Ratiomal for particular clauses and subelauses:
The 60601-1-11 gives room for providing safety through other than the 60601-series for cerixin products *), instead EN 62368-1 Audin/viden, information
and cosmunication technology equipnient - Pant 1: Bafety requinessents (peplacing EN @0%30) and its commesponding EMIC standands.
*} See exiract from standeed S0651-1-11 below
“Excloded from the stope are alds withoot an AFPLIED PART, and where scconding o the INTEMDED USE, the safety is fully covered by [EC G0550-1
[8], TEC 60065 [2] or TEC 60335-1 [3]. Exssples of such equipment are the following:
= n reading aid with a digital camera snd @ monitor for calargement of text for persons with impaired vision could be covened by [EC 60065 and refated
EM{C wtandards;
— & flashi=g light to indicate that the phone is finging for persons with impatred hearing sould be coversd by [EC 60063 and relsted EMC standands;
— an amplifier for connection ko radio or T sets with wireless tranenission to & BODY -WORN hearing ald could be covered by [EC 60065 and related
EMC standards; amd
= n can opener for persors with impaired hand finger metion abality & better eovered by TEC S0033-1 and relsied pari-2 and EMC standards.
These types of products are in fioct bome electronics or bowsehold sppliances pather than medical equipoeent, even though they might Fall within the
regalatery definition of 2 medical device in somne countries. Hemoe, these products shoald comgply with the relevesd standard for sach products eg. [EC
60%50-1 For the reading aid, [EC 60065 for the T sound sseplifier and [EC 60333-1 for the can opeer. Perions hendling such alds are not PATIENTS in
the comcept of TEC 60601-1 i.e. thess persons & vt more seasitive'valnemble thas people in peneral. The "FATIENT™ operates thess products, but they
have ks many cases eo AFPLIED PART,
There s no bagleal reason to require that & TV sound smplifior or o can opeser fior home use comply with [EC 60601-1 or with [EC 50501 -1-2.
Elcctromagnetic compatibility (EMC) ks not mere eritical for these products than for other generis produsts and there e o0 ‘medical® AFPLIED PARTS.



