ICS 33.060.20

SLOVENSKA TECHNICKA NORMA

Maj 2015

STN

Elektromagneticka kompatibilita a zalezitosti
radioveho spektra (ERM). Zariadenia s kratkym
dosahom (SRD). Sie t'ové systémy v oblasti
telovych snima €ov medicinskych udajov
(MBANSS) pracujuce v rozsahu od 2 483,5 MHz
do 2 500 MHz. Cast 2: Harmonizovana EN
vzt'ahujluca sa na zakladné poziadavky pod la
¢lanku 3.2 smernice R&TTE.

STN
EN 303 203-2
V11.1

87 3203

Electromagnetic compatibility and Radio spectrum Matters (ERM); Short Range Devices (SRD); Medical Body Area Network Systems
(MBANSS) operating in the 2 483,5 MHz to 2 500 MHz range; Part 2: Harmonized EN covering the essential requirements of article 3.2 of

the R&TTE Directive

Tato norma obsahuje anglicka verziu eurépskej normy.
This standard includes the English version of the European Standard.

Tato norma bola oznamena vo Vestniku UNMS SR &. 04/15

Obsahuje: EN 303 203-2 V1.1.1:2014

120586

Urad pre normalizaciu, metrolégiu a skasobnictvo SR, odbor SUTN, 2015

Podla zakona €. 264/1999 Z. z. v zneni neskorSich predpisov sa moZu slovenskeé technické normy
rozmnozovat a rozSirovat iba so suhlasom Uradu pre normalizaciu, metrologiu a skusobnictvo SR.



STN EN 303 203-2 V1.1.1: 2015

ETS| EN 303 203-2 V1.1.1 (2014-11)

HARMONIZED EUROPEAN STANDAR

Electromagnetic compatibility
and Radio spectrum Matters (ERM);
Short Range Devices (SRD);
Medical Body Area Network Systems (MBANSS)
operating in the 2 483,5 MHz to 2 500 MHz range;
Part 2: Harmonized EN covering the essential requirements
of article 3.2 of the R&TTE Directive



STN EN 303 203-2 V1.1.1: 2015
2 ETSI EN 303 203-2 V1.1.1 (2014-11)

Reference
DEN/ERM-TG30-305

Keywords
health, network, radio, regulation, SRD, system

ETSI

650 Route des Lucioles
F-06921 Sophia Antipolis Cedex - FRANCE

Tel.: +334 9294 42 00 Fax: +33 4 93 65 47 16

Siret N° 348 623 562 00017 - NAF 742 C
Association a but non lucratif enregistrée a la
Sous-Préfecture de Grasse (06) N° 7803/88

Important notice

The present document can be downloaded from:
http://www.etsi.org

The present document may be made available in electronic versions and/or in print. The content of any electronic and/or
print versions of the present document shall not be modified without the prior written authorization of ETSI. In case of any
existing or perceived difference in contents between such versions and/or in print, the only prevailing document is the
print of the Portable Document Format (PDF) version kept on a specific network drive within ETSI Secretariat.

Users of the present document should be aware that the document may be subject to revision or change of status.
Information on the current status of this and other ETSI documents is available at
http://portal.etsi.org/tb/status/status.asp

If you find errors in the present document, please send your comment to one of the following services:
http://portal.etsi.org/chaircor/ETSI_support.asp

Copyright Notification

No part may be reproduced or utilized in any form or by any means, electronic or mechanical, including photocopying
and microfilm except as authorized by written permission of ETSI.
The content of the PDF version shall not be modified without the written authorization of ETSI.
The copyright and the foregoing restriction extend to reproduction in all media.

© European Telecommunications Standards Institute 2014.
All rights reserved.

DECT™, PLUGTESTS™, UMTS™ and the ETSI logo are Trade Marks of ETSI registered for the benefit of its Members.
3GPP™and LTE™ are Trade Marks of ETSI registered for the benefit of its Members and
of the 3GPP Organizational Partners.
GSM® and the GSM logo are Trade Marks registered and owned by the GSM Association.

ETSI


http://www.etsi.org/
http://portal.etsi.org/tb/status/status.asp
http://portal.etsi.org/chaircor/ETSI_support.asp

STN EN 303 203-2 V1.1.1: 2015

3 ETSI EN 303 203-2 V1.1.1 (2014-11)
Contents
Intellectual Property RIGNES.... ..ottt e b e s 5
0 (=117 0 (o R 5
MoOdal VErDS EMINOIOQY .......ccveieeieieece sttt ettt e e e s re s aeeaesbeeaeesbesreensesaeensessesneenseseeeneensessens 5
100 [0 (o] I 6
1 o0 o< TSP PP PP PRSI 7
2 R S E (= 10 7
2.1 [NL0 g 0T AV SN (= 1 (10 - F R 7
2.2 0 (0 0= AV SR L= (= (0. T 7
3 Definitions, symbols and abbrevialions .............ocvieeeriieere e 8
31 (DL 1 TR (0] TR 8
3.2 SYIMDOIS. ..ottt et et b e st b e e et bt s e e st e bt se e st b e 4R e R e ekt SR e RE Rt e R e e b e nR e e bt nR et eb e e e e ebenre e ere s 8
33 PN o] o[ (= /= (0] IR 8
4 Technical requirements and SPECITICALIONS...........cciiieiieie et e b ereas 8
4.1 ENVIrONMENtal Profil........ccvieie ettt et e et e s e e saeesaeeteeaaeenseenaenaeenreenen 8
4.2 CONfOrMANCE FEQUITEIMENES .......eeitieieeeesieeiesteseeseeeste e teesteestesstesseesseesaeesseaseaneeaseeaseasseesseesansseeseentennsesnsesnnesnes 8
421 TraNSMITLEr FEOUITEITIENES. ....cve ettt ettt sttt ettt et e it b e h e b se st b se e bt e b e se e bt b e st ebesn et sb e e e st sbe e enees 8
4211 FIEOUBNCY EITON ... e e 8
42111 [D1< 10 1o IR 8
42112 [ 11 3T RTRR 9
42113 (@00 01 (0] 107100 TR 9
4212 L B Lo gl 7= 210 LY/ o |1 o F TR 9
42121 [ 7= 11 1o ) o 1O 9
421.2.2 T 01 £ 9
42123 (0001 0] 1 07=1 o 9
42.1.3 Effective iSOotropiC radiated POWES .........oiieieeeee ettt re et e e e ebe et e sneesneenns 9
42131 [ 7S 11 1o ) 1O 9
42132 T 01 £ 9
4.2.1.3.3 (@00 01 (0] 107100 TR 9
4214 SPUFTOUS EIMIESSIONS.....cueteteaeetetetet et se ettt sbe e bt b e st b e ae b e s e st s b e b e st e b e b e e e bt bbb e e e bt e b e e e bt et e e eneee 9
42141 (D= 10 1o TSR 9
42142 [ 11 3T RTRR 9
42143 (@00 01 (0] 107100 T RO 9
4215 (@18 l0] 0= 010 =0 g TS o] 1RO 9
42151 7= 11 1o ) 1O 9
42152 T 01T 10
42153 (@00 0110 127> o 10
4.2.1.6 Frequency stability under [ow voltage CONAItIONS..........ccviiiiieiieriese e 10
421.6.1 [ L1101 o 1O 10
42.16.2 [ 11 =TRSO 10
4.2.16.3 (@00 01101075100 TSR 10
4217 DULY CYCI@ .ttt b bbbt e b e bt b b e bt e b e st e bt b et eb e s b e e ebenbene bt ebennenea 10
42171 (D)1= {10 1o ) RO 10
421.7.2 [ 11 =TRSO 10
421.7.3 (@00 0101075100 TSRS 10
422 RECEIVEN FEQUITEIMENTS ....c.eeeitee ettt sttt ettt e s tae s e st e e saeeaeeeeeaeeeaeeese e seenteenteeseaste e teeseenseeneenneennes 10
4221 IS LT o TU Sy =T [ = 1 oo SO U 10
42211 [ L 1T a1 o 1O 10
42212 [T 01T 10
42213 (@00 0110 127> e 10
4.2.3 SPECEIUM BCCESS. ...ttt sttt sttt e e s e bt bt e st s e bt se e eh e b e e et e s s e s et R e seeeh e e Rt e eeeh e e e e s e resreeresneenn e e enes 11
4231 (D)1= {1 (o) o IR 11
4232 [ =TT 11
4233 (0] 01 70) 01 0711 ¢/ TR TR 11

ETSI



STN EN 303 203-2 V1.1.1: 2015

4 ETSI EN 303 203-2 V1.1.1 (2014-11)
5 Testing for compliance with technical reqUIremMENtS..........ccocveceieeeese e 11
51 Environmental conditionS fOr tESHING ......ceviiiiiiiiiesies et re e enee s 11
51.1 === 1 (0] N (0T (== ] oo S 11
5.1.2 B IC=- 0 0T 11 o 0= SR 11
52 Interpretation of the MEASUrEMENE FESUITS .........ceiiiiiiiec e 11
53 ESSENtial Fadio tESE SUITES. ... .ecueeeeieieee ettt ettt st e st e st ae bt e e eae e e e e e seeseeeeesneeneeneeneenes 12
531 S0 (81C 0To Y o P PP 12
5.3.2 EmisSion DANAWITEN. ..ottt b s nesre e e neen 12
533 Effective iSotropiC radialed POWES ..........cci ittt et b e 12
534 TranSMItLer SPUIOUS EIMISSIONS......cueeieiieieeseeieesteesteeeesseesseesseestesssessaesseesseesseasessssssesssessseensesssessenssenssees 12
535 OUL-OF-DENA BIMISSIONS. ... .cuietieieeie et bbbttt b e bt b ae st e e e s e besbeebesaeenee e ennas 12
5.3.6 Freguency stability under low voltage CONAITIONS ..........cceceeiiriieie e 12
537 RECEIVEr SPUIMOUS EIMISSIONS......eiieieeieesieesteesteeteestesstesseesseesteesseasessesseesseesseasseanseessessenstesssenssesssesnsesnsesnes 12
5.3.8 SPECIIUIM BCCESS. ... .ttt tuteesteeeuteesbee s bt e s beesbe e beesabe e s bee e abe e e beeaabe e e beeeabe e e b eeeabee e b eeebeeenbeeeabeeeabeeenbeeenbeeenbene e 12
539 NOIMEl TESE-CONDITIONS. ......eetete ettt b bt h et b e e b e bt sbeeb e e e e e e e e b e nbesbesbe e e ennennea 12
5.3.10 EXIreme tESt-CONTITIONS ......eoiiii ettt sttt ettt et eeste s aeeae e st e e eneeseeseesbesnesseeneenseseens 12
5311 TESE POWET SOUICE........eiuiiiuieiiee ittt et st b e sae e s ae e e e e e e e ae e s ae e sae e she e be s ae s e e saeesaeesaeesneenens 12
5312 Choice of SAMPIESFOr tESE SUITES.........ieeiiiieeceieie ettt ettt s b e e b sneseenen 12
Annex A (normative): HS Requirements and conformance Test specifications Table
(55 3 I ) SRS 13
Annex B (informative): (01 =T To Lol o T o YT 15
Annex C (informative): BibliOgrapiy ....cceecee e e e 16
L TS (SRS 17

ETSI



STN EN 303 203-2 V1.1.1: 2015
5 ETSI EN 303 203-2 V1.1.1 (2014-11)

Intellectual Property Rights

IPRs essential or potentially essential to the present document may have been declared to ETSI. The information
pertaining to these essential |PRs, if any, ispublicly available for ETSI member s and non-member s, and can be found
in ETSI SR 000 314: "Intellectual Property Rights (IPRs); Essential, or potentially Essential, IPRs notified to ETS in
respect of ETS standards', which is available from the ETSI Secretariat. Latest updates are available on the ETSI Web

server (http://ipr.etsi.org).

Pursuant to the ETSI IPR Policy, no investigation, including IPR searches, has been carried out by ETSI. No guarantee
can be given asto the existence of other IPRs not referenced in ETSI SR 000 314 (or the updates on the ETSI Web
server) which are, or may be, or may become, essential to the present document.

Foreword

This Harmonized European Standard (EN) has been produced by ETSI Technical Committee Electromagnetic
compatibility and Radio spectrum Matters (ERM).

For non EU countries the present document may be used for regulatory (Type Approval) purposes.

The present document has been produced by ETSI in response to mandate M/284 issued from the European
Commission under Directive 98/34/EC [i.7] as amended by Directive 98/48/EC [i.6].

The title and reference to the present document are intended to be included in the publication in the Official Journal of
the European Union of titles and references of Harmonized Standard under the Directive 1999/5/EC [i.3].

See article 5.1 of Directive 1999/5/EC [i.3] for information on presumption of conformity and Harmonized Standards or
parts thereof the references of which have been published in the Official Journal of the European Union.

The requirements relevant to Directive 1999/5/EC [i.3] are summarized in annex A.

The present document is part 2 of a multi-part deliverable covering Medical Body Area Network Systems (MBANSS)
operating in the 2 483,5 MHz to 2 500 MHz range, as described in the systems reference document for the equipment,
TR 101 557 [i.1], and asidentified below:

Part 1: "Technical characteristics and test methods";

Part 2: "Harmonized EN covering the essential requirements of article 3.2 of the R& TTE Directive".

National transposition dates

Date of adoption of this EN: 30 October 2014
Date of latest announcement of this EN (doa): 31 January 2015
Date of latest publication of new National Standard

or endorsement of this EN (dop/e): 31 July 2015
Date of withdrawal of any conflicting National Standard (dow): 31 July 2016

Modal verbs terminology

In the present document "shall”, "shall not", "should", "should not", "may", "may not", "need", "need not", "will",
"will not", "can" and "cannot" areto be interpreted as described in clause 3.2 of the ETSI Drafting Rules (Verba forms
for the expression of provisions).

"must" and "must not" are NOT allowed in ETSI deliverables except when used in direct citation.

ETSI
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Introduction

The present document is part of a set of standards developed by ETSI and is designed to fit in amodular structure to
cover al radio and telecommunications terminal equipment within the scope of the R& TTE Directive[i.3]. The

modular structure is shown in EG 201 399 [i.4].

ETSI
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1 Scope

The present document covers the minimum characteristics of Medical Body Area Network System (MBANYS),
including the spectrum monitoring and access requirements, considered necessary in order to make the best use of the
available spectrum within the 2 483,5 to 2 500 MHz frequency range and to avoid harmful interference between
MBANS and other users of this band. It does not necessarily include all the characteristics which may be required by a
user, nor does it necessarily represent the optimum performance achievable.

The types of devices that can belong to MBANSs are on-body and off-body medical sensors, patient monitoring devices
and medical actuators covered by the Medical Device Directive (Directive 93/42/EEC [i.5]).

The present document applies to the following MBANS applications which are considered to operate indoor:
. MBANS operating in the healthcare facility.
. MBANS operating in the patient's home.

The present document contains the following basic technical characteristics of MBANS radio equipment which are also
addressed in Annex 2 of CEPT/ERC/REC 70-03 [i.2]:

o Healthcare facility MBANS with 1 mW maximum e.i.r.p. and not more than 10 % duty cycle over a maximum
emission bandwidth of 3 MHz.

. Patient's home MBANS with 10 mW maximum e.i.r.p. and not more than 2 % duty cycle over a maximum
emission bandwidth of 3 MHz.

2 References

References are either specific (identified by date of publication and/or edition number or version number) or
non-specific. For specific references, only the cited version applies. For non-specific references, the latest version of the
referenced document (including any amendments) applies.

Referenced documents which are not found to be publicly available in the expected |ocation might be found at
http://docbox.etsi.org/Reference.

NOTE: While any hyperlinksincluded in this clause were valid at the time of publication ETSI cannot guarantee
their long term validity.

2.1 Normative references

The following referenced documents are necessary for the application of the present document.

[1] ETSI EN 303 203-1 (V1.1.1) (11-2014): "Electromagnetic compatibility and Radio spectrum
Matters (ERM); Short Range Devices (SRD); Medical Body Area Network Systems (MBANSS)
operating in the 2 483,5 MHz to 2 500 MHz range; Part 1: Technical characteristics and test
methods'.

[2] ETSI TR 100 028 (V1.4.1) (12-2001): "Electromagnetic compatibility and Radio spectrum Matters
(ERM); Uncertainties in the measurement of mobile radio equipment characteristics'.

2.2 Informative references

The following referenced documents are not necessary for the application of the present document but they assist the
user with regard to a particular subject area.

[i.1] ETSI TR 101 557: "Electromagnetic compatibility and Radio spectrum Matters (ERM); System
Reference document (SRdoc); Medical Body Area Network Systems (MBANSS) in the
1785 MHz to 2 500 MHz range".

ETSI
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CEPT/ERC/REC 70-03: "Relating to the use of Short Range Devices (SRD)".

Directive 1999/5/EC of the European Parliament and of the Council of 9 March 1999 on radio
equipment and telecommunications terminal equipment and the mutual recognition of their
conformity (R& TTE Directive).

ETSI EG 201 399 (V2.2.1): "Electromagnetic compatibility and Radio spectrum Matters (ERM);
A guide to the production of Harmonized Standards for application under the R& TTE Directive".

Directive 93/42/EEC of the Council of 14 June 1993 concerning medical devices.

Directive 98/48/EC of the European Parliament and of the Council of 20 July 1998 amending
Directive 98/34/EC laying down a procedure for the provision of information in the field of
technical standards and regulations.

Directive 98/34/EC of the European Parliament and of the Council of 22 June 1998 laying down a
procedure for the provision of information in the field of technical standards and regulations.

koniecnahladu -textdalej pokracuje v platenejverzii STN
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