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Alerting Medical Device Accessories:
The intended purpose of the Visit alerting system is to alert deaf and hard of hearing people of important signals in

Bellman & Symfon®

DESIGN FOR EARS
EU DECLARATION OF CONFORMITY

thelr home.
. The “nﬂﬂ:‘ligltd, r-e.prmnﬁlgiht fulluwlnl manufachrer.
Mame: Bellman & Symfon Group AR
Adddress: Shdra Lingebergsgatan 30, 436 32 Askim, Sweden

Telephone no: +46 31 68 28 20

Telefax no: +46 31 68 28 50

Herewith declares that the produocts

Table 1. List of products
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Type of Standard wsed bo prove|
Product name | Madel | Annex VIII chapter | the directives in Basic UDI-DM
equipmint §, rule applisd Table 2. conformity. Table 3.
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: 14, 20,21
Accessones | charger
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Medical -
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Is in conformity with the provisions of the following EEC/EC/EU regulations, directives and applicable essential
requirements set out in relafed directives.
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Table 1. List of EC directives
Reference Mo, Title
EU 2017/745 Medical Device Regulation (MR}
2014/53/EU Radio Equipment Directive (REL)
20 16SEUHEL) Restriction of the use of certain hazardous substances
2015/863 in electrical and electronic equipment (RoHS)

Registration, Evaluation, Avthorization and

m =l = | A ==

{KC) No 1N 7/3006 Restriction of Chemicals (REACH)

01 ZTWED Wasie Elecirical and Elecironic Equipment Directive (WEEE)

2006/ G6IE Batteries and accumulators and waste batteries and accumulators (Battery
C Directive)

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 (EU) MDR 2017/745 and with
the applicable requirements regarding medical device provision from Medical Products Agency MPA - Likemedelsverket,
and any other applicable directives and regulations as indicated.

Goteborg Sweden; Dec. 16, 2021

Anders Fogelberg )
CED, Bellman & Symfon Group AB



Document Mo.: Alerting 013DOC 1.0

‘ ' Bellman & Symfon®

DESIGN FOR EARS

Relevant Harmonized standards used or specifications in relation to conformity:

Table 3. List of standards

Standard Mumber and
edition

Standard Title

Type

EN 60601-1-11:2015

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

Safety

EN 60601-1:2006

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

MNaote |

EN 60601-1-2:2015

Medical electrical equipment - Part 1-2; General requirements for
basic safety and esential performance - Collateral Standard:
Elcctromagnetic disturbances - Requinements and tests (IEC
60601-1-2:2014)

Note 1

EN 1041:2008

Information supplied by the manufacturer of medical devices

Labeling

EN IS0 14971:20012

Medical devices - Application of risk management 1o medical
devices (IS0 1497122007, Comected version 20607-10-01)

EM I50 15223-1:2016

Medical devices - Symbals to be used with medical device labels,
labelling and information o be supplied - Part 1: General
requirements (IS0 15223-1: 2016, Comrected version 200 7-03)

Labeling

EM 62304 2005

Medical devies software - Software life-cycle processes (IEC
62304:2006) EN 62304: 2006/ AC: 2008

EN 62366:2008

Medical devices - Application of usability engineering to medical
devices (IEC 62366:2007)

Usability

EHM IS0} 13485:2016

Medical devices - Quality management systems - Reguirements for
regulatory purposes (150 13485:2016)

QMS

Lo

EN 300 328 V2.1.1
EMN 300328 V1.2.2

Wideband transmission systems; Data transmission equipmsent
operating in the 2,4 GHz ISM band and using wide band
modulation techniques; Harmonized Standard covering the
essential requitements of article 3.2 of Directive 2014/53/EU

Radio

11

EM300 220-1 V3.1.1

Short Range Devices (SRDY) operating in frequency range 15 MHz
to 1 000 MHz, Part 1: Technical characteristics and methods of
MEACUrement

Radio

12

EM 300 220-2 ¥3.1.1
EN 300 220-2 ¥3.2.1

Short Range Devices (SRDY) operating in the frequency range 25
MHz to 1 000 MHz; Part 2: Hormonized Standard covering the

essential requirements of article 3.2 of Directive 2014/33EU for
L] ific radio equi

13

EN 62479:2010

Assessment of the compliance of low power electronic and
electrical equipment with the bagic restrictions related to humsan
exposure o clectromagnetic ficlds (10 MHz to 300 GHz) (IEC
62479:2010, modified), German version EN 634792010

14

EN 62368-
12004 C: 201 5+A11:2017

Audio/vides, information and communication technology
cquipment Part 1; Safety requiremcnts

L5

EN 55032:2015 + AC:2016

Electromagnetic compatibility of multimedia equipment —
Emission requirements

16

EN 55035:2017

Electromagnetic compatibility of multimedia equipment -
Immumnity requircments

17

EN 55024: 2010/ A1:2015

Information technology equipment — Immunity charactenstics.
Limtts and methods of messurement + Amendments 1 +
Amendment 2

18

EN 61000-3-2:2014

Electromagnetic compatibility (EMC) - Part 3-2: Limits - Limifs
for harmonic current emissions (equipment input cument = 16 A

per phase)

EN 61000-3-3:2013

Electromagnetic compatibility (EMC) - Part 3-3: Limits -
Limitation of voltage changes, voliage fluctuations and flicker in
public low-valtage supply systems, for equipment with rated
current <= |6 A per phase and not subject to conditional
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Electro Magnetic Compatibility (EMC) standard for radio
equipment and services; Part 1: Common technical requirements;
Harmonized Standard covering the essential requirements of article | EMC
3.1(b) of Directive 2014/53/EW and the essential requirements of
article & of Directive 201430/EL
Electro Magnetic Compatibility (EMC) standard for radio
equipment and services;

7 § Part 3: Specific conditions or Short-Range Devices (SRID) EMC
EM 3014893 V2.1.1:2019 | operating on frequencies between 9 kHr and 246 GHz,
Harmonized Standard covering the essentinl requirements of

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

EN 301 489-1 V2.2.0:2017

20 | BN 301 489.1 V2.2.3:2019

EM 301 485-17 Electro Magnetic Compatibility (EMC) standard for radio
22 V3.2.0:2017 cquipment and services; Part 17; Specific conditions for Broadband EMC
EM 301 48%-17 Data Transmission Systems; Harmonized Standard covering the
W32 42020 essential requitements of anticle 3.1{(b} of Directive 2014/53/ELJ
Electro Magnetic Compatibility (EMC) standard for radio
EN 301 489-52 nqmpm:m ln_d services; Part 52; Specific mnd:mm for F‘tlhlllr
23 V1.1.0: 2016 Communication Mobile and ponable (UE) radio and ancillary EMC
e equipment; Harmonized Standard covering the essential
requiremnents of article 3. 1(b) of Directive 2014/53/EL
CGilobal Systern for Mobile communications (GSM]); Mobile GEM
24 | EN 301 511 V12.5.1-2017 | Stations (MS) equipment; Harmonised Standard covering the g
essential requirements of article 3.2 of Directive 2004/53/EU
Mate 1:

Apcopding to IEC S000E-1-11 Annex A Gemeral Guidsnos and Fational, clause A 2 Estions] for partioulsr olauses and sabelawses:

Thes 60601-1-11 gives poom for previding safery threegh cther than the 0601 -series for cerin products *), Emiead EN &2368- 1 Audindvideo, information

and cosmmiinicaiion echnology equipment - Fam 1: Safety pegairemenis (replacing EM 60950) and s corresponding EMC standards.

=) Soo extract from standand 60601 -1-11 beow

“Hxcinded from the soope are aids withost an APFLIED PART, and where according to the INTENDED USE, the safety is Rally covered by [EC S0850-1

[5], TEC 60065 [2] er IBC 60335-1 [3]. Examples of snch squipmest are the following-

HgﬂuHﬂtiﬂﬁﬂmﬂlmﬂhhﬂuﬁnﬁﬂmﬂrmnﬁmmmmkmh [EC $0065 and refaled
andandy

~ a Mashing light 1o indicate that the phose s ringing for persons with imgaired bearing could be covered by IEC 60063 s reiated EMC standends;

= an ameplifier for connection io radio or TV sets with wircless transmission to a BODY -WORM hearing aid could be covered by [EC 60065 and relaied

EMC standandy; and

— acan apener for persons with impaired hasd/fnger motsom ability ts bener covered by TEC 60333-1 and relsied pari-2 snd EMC standards,

These types of products are in fect boms dlectromics of bouschold applisnces rather than medical equigenent, even thosgh they migha fall witkin the

regulitory definition of 8 medical device in some countries. Hence, these products should eoemply with the nelevant standard for sach pradocis eg. [EC

Gri0 | for the reading sid, [BC 60064 for the TV sowsd amplifier and IEC 80335.] for the can opeser. Persoos bandling such aids are not PATIENTS i

the concept of B0 G0G01-1 e these perscas are not mode sensitive/valnemble thea people in genenal. The “PATIENT cperates these prodects, but they

have in many cases oo AFFLIED PART.

There is oo logical reason 1o roguine that a TV sound amplificr o a can opener for boms use comply with [EC 60601-1 o with IEC 6060[-1-2,

Electromagnetic compatibality (EMC) is not more oniScal for teese products than for other penenc products and there are s ‘medical’ APFLIED FARTS.



