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MpeaucnoBue

Llenun v npuHumnel cTangapTusauunm B Poccuitickoin Pegepavmmn yctaHoBneHbl PeaepansHelM 3aKoHOM OT
27 pexabps 2002 r. Ne 184-93 «O TeXHWYeCKOM perynuposaHuny, a npasuna npuMeHeHust HaLMoHanbHbIX
ctaHgaptoB Poccuickon ®egepauum — FOCT P 1.0—2004 «CtaHgapTusauus B Poccuinckon deaepavrmu.
OCHOBHbIE NONOXEHUsI»

CBeaeHus1 o cTaHOapTe

1 NOArOTOBIEH ®I'YI «JleHnHrpagckuin oTpacneBoim Hay4yHo-UccrneA0BaTeNbCKUN MHCTUTYT pagnoy
(NOHWNP) n TexHU4eckum KoMmTeTOM Mo cTaHdapTM3aumn TK 30 «3nekTpoMarHuTHas COBMECTUMOCTb TexX-
HUYEeCKNX CpeaCcTB» Ha OcHOBe COBCTBEHHOro ayTeHTUYHOro NepeBoaa cTaHaapTa, ykasaHHOro B MyHKTe 4

2 BHECEH TexHu4eckum komnteToM no ctaHaapTusaumm TK 30 «3nektpoMarHutHas coBMecTMMOCTb
TeXHUYeCKNX CPpeacTB»

3 YTBEP>XOEH M BBEAEH B OEWCTBUE Mpukaszom deaepansHOro areHTCTBa Mo TeXHUHECKOMY
perynupoBaHuto u metporsorim ot 14 ceHTs6psa 2009 r. Ne 350-ct

4 HacToswuni cTaHgapT ABAsSeTcs MOAUMPULUPOBAHHBLIM NO OTHOLLEHUIO K eBpONenckoMy cTaHaapTy
EH 301 489-27 Bepcus 1.1.1 (2004-06) «3nekTpomMarHuTHas COBMECTUMOCTb U BOMPOCHI Paano4acToTHOro
cnektpa. CTaHaapT anekTpomMarHuTHol coBMecTumocti (OMC) ans pagnoobopyaosaHus u crnyx6. Yacts 27.
Ocobble ycrnoBusa Ans akTUBHBIX MeAULMHCKAX UMMMAHTaTOB KpaiHe Manoi MOLWHOCTM U CBA3aHHbIX C HUMA
nepudpepuinHeix yctponcts» [EN 301 489-27 V1.1.1 (2004-06) «Electromagnetic compatibility and radio
spectrum matters (ERM); Electromagnetic compatibility (EMC) standard for radio equipment and services;
Part 27: Specific conditions for ultra low power active medical implants (ULP-AMI) and related peripheral
devices (ULP-AMI-P)»]. Mpn aTom AononHUTENbHEBIE NOMoXeHUs U TpeboBaHUA, BKITIOUEHHBIE B TEKCT CTaHAap-
Ta ansi ydeta notpebHocTel HauMoHansHo akoHoMUKK Poccuiickoin deaepaumm n 0co6eHHOCTEN POCCUICKON
HalMoHanbHON cTaHa4apTU3aLUnm, BoiaeneHbl B TEKCTE cTaHAapTa KYpCUBOM.

HaumeHoBaHWe HacTosILLero cTaHgapTa MUSMeHeHO OTHOCUTENbHO HaMMEHOBaHUA YKasaHHOro eBponeit-
ckoro cTangapta ang npusegeHus B cooteTcTBue ¢ FTOCT P 1.5—2004 (nogpasaen 3.5).

B obo3HauyeHun M B TeKCTe HAcCTOsILLEro craHgapTa rof NPUHSTUSA eBPONENCKoro cTaHaapTa
ETN 301 489-27 V1.1.1 0603HayeH YeTbipbMsl Lndpamu, oTAeNEeHHLIMU TUPE OT PErUCTpaLMoOHHOro Homepa.

Mpu npUMeHeHn HacTosILLEro cTaHaapTa pekoMeHAyeTCsl UCNOoMNb30BaTb BMECTO CCbIIOYHbIX MeXayHa-
pPOAHBIX CTaHAapTOB COOTBETCTBYIOLLIME UM HauMoHarnbHble cTaHAapTel Poccuiickon degepaunu, cBegeHus o
KOTOpbIX NPUBEAEHbI B AONONHATENBHOM NpunoxeHuy D

5 BBEJEH BINEPBbLIE

HHgpopmayusi 06 usMeHeHUsIXx K HacmosileMmy cmaH@apmy rnybriukyemcs e exe200Ho uszdasaeMom
UHbOpMaUUOHHOM yKa3amerie «HayuoHasbHble cmaHOapmbl», @ MEKCM U3MEHEeHUU U r1orpasoK — 8 eXXeMe-
CAYHO u30asaeMbiX UHEOPMaUUOHHbIX yKazamerisix «HayuoHanbHble cmaHdapmel». B ciydae nepecmMompa
(3aMeHbl) unu ommeHbl Hacmosiwe2o cmardapma coomeemcemesyroujee ysedomeHue 6ydem onybrnukosaHo
8 eXXeMeCsIYHO U3dasaeMOM UHOpMaUuUOHHOM yKasamerle «HaluuoHarbHbie cman8apmel». Coomeemcmey-
owast uHgpopmauusi, yeeOoMITIeHUS U MEeKCMbI pasMeuwjaromcesl makxe 8 UHGhopmMayuoHHoU cucmeme obuyezo
ronb308aHusi — Ha oguyuarnbHom catime @edepallbHO20 a2eHMCIMBa 10 MEeXHUYECKOMY pe2ynupo8aHuio U
memporioauu 8 cemu MiHmepHem
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Mpeaucnosue k EH 301 489-27—2003

Esponenckuin ctargapt EH 301 489-27—2003 (TenekoMMyHUKaLMOHHas cepust) pazpaboTtaH TexHudec-
KUM KOMUTETOM «ONeKTpOMarHUTHas CoBMeCTUMOCTb U BOMPOCHI paanoYacToTHOro cnektpa» Esponelickoro
WHCTUTYTa TENEKOMMYHUKaLMOHHBIX cTaHaapTos (ETCH).

HacToswumi ctaHaapT npefHasHayeH Ana NnpUMeHeHus B KauecTBe rapMOHW3MPOBaHHOIO cTaHAapTa,
cBeaeHus o koTopom ony6nukoBaHel B OduumansHoM xxypHane EC ans obecneveHns coOOTBETCTBUA OCHOB-
HblM TpeboBaHuAM esponenckux gupektus 2004/108/EC («Aupektusa AMCx») [1] n 1999/5/EC («Anpektusa
0 pagno- 1 OKOHEYHOM TefeKOMMYHUKaLMOHHOM 06opyaoBaHuny ) [2].

HacTosawun ctaHaapTt npeacTasnsaeT coboi yacTb 27 eBponenckux ctaHgaptos cepuun EH 301 489 [3]
B 061aCTH 3NEKTPOMarHMTHOW COBMECTUMOCTU paanMoobopyaoBaHnsa 1 cnyxo6.

CBefaeHua o cocTaBe eBponeincknx ctaHgaptos cepun EH 301 489 [3] npuseaeHsl B [4].

lNepeyeHsb HayuoHalbHbIX cmaHAapmos, pa3pabomaHHbiX Ha 0CHO8e esporielicKux cmaHdapmoes cepuu
EH 301 489, npusedeH e ripunoxeHuu B.
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(EH 301 489-27—2004)

HAUWOHANBbHBIA CTAHOAPT POCCUMCKOW OSOEQEPALUUMU

COBMeCTUMOCTb TeXHUYECKUX CPEACTB 3NeKTpoOMarHuTHas
TEXHUWYECKUE CPEOCTBA PAOUOCBA3U
YacTb 27

YacTHble TpeGoBaHUA K akTUBHbIM MEAULMHCKAM MMMNIaHTaTaM KpaliHe Maroi MOLWHOCTH
U cBA3aHHbIM C HUMU NepucepUitHbIM yCTpocTBaM

Electromagnetic compatibility of technical equipment. Radio communication equipment. Part 27.
Specific requirements for ultra low power active medical implants and related peripheral devices

DaTta BBeaeHna — 2010—01—01

1 O6nacTb NpUMeHeHuns

HacToswmin ctaHgapT pacnpocTpaHsieTcs Ha akTUBHbIe MeAWULMHCKUE UMNITaHTaThl KpanHe Manon MoLL-
HOCTW 1 CBSI3aHHbIE C HAMW NepudepUiHble YCTPOIUCTBa NPU BBIMOSTHEHUA UMW DYHKLUA NO obecneveHunio
paanocBs3n.

HacToswwi ctaHgapT, coBMecTHo ¢ FOCT P 52459.1, yctaHaBnvBaeT TpeboBaHNsi 3NeKTpoMarHUTHOM
COBMECTMMOCTU K paguonepegartymkam, pagnuonpuemMHikamM v npuemonepeaatymkam Bcex HasHadyeHun, npea-
CTaBnsALWMM coBOI YacTy akTUBHBIX MeAULIMHCKMX UMMMaHTaTOB KpaliHe Manoi MOLHOCTU U CBA3aHHbIX C
HUMU Neprdpe pUNHLIX YCTPOUCTB.

HacToswmin ctaHgapT He ycTaHaenvMeaeT TpeboBaHWMA, OTHOCALLUXCS K @HTEHHOMY NOPTY aKTUBHBLIX
MeAULNHCKUX UMMMaHTaToB KpaiiHe Mano MOLWHOCTM U CBA3AHHbIX C HUMU Nepude pUAHbIX YCTPOUCTB U 3NeK-
TPOMarHUTHOM 3MUCCUN OT NopTa Kopnyca yKasaHHbIX MMNIIaHTaToB U nepudepuinHbIX YCTPONCTB.

HacTosawmin ctaHgapT ycTaHaBnMBaeT YCNOBUA UCNbITaHWA, OLEHKY KadecTBa (byHKLUOHUPOBAHUA U
KpUTEpUu KadecTsa OyHKLMOHNPOBAHUA ANSl aKTUBHBIX MEeAULIMHCKUX UMNITaHTaToB KpanHe Manon MoLWHOCTH
1 CBA3AHHBIX C HUMW NepundepruinHbIX yCTPOMUCTB.

CBegeHust 06 akTUBHBLIX MEAULMHCKAX UMMMaHTaTax KpalHe Manoi MOLHOCTU U CBA3AHHBLIX C HUMK
nepundepuitHbiX yCTPOCTBaX, Ha KOTOPbIE pacnpocTpaHaTca TpeboBaHUs HacTosLLero ctTaHgapTa, npuse-
AeHbl B MPUNoXeHun A,

B cniyvae pasnuunii mexay TpebosaHusamu HacTosilero ctangapta u FOCT P 52459.1 (Hanpumep, OTHO-
CALLMXCSA K crielMarnbHbIM YCNOBUSAM UCTIbITaHWIA, orpeaeneHnsaM, CoKpaLLeHUsIM) NPeMMyLLIEeCTBO UMeIOT Tpe-
60BaHNA HacTosALWEero cTaHgapTa.

YcnoBusa anekTpoMarHuTHoOn obcTaHoBKM U TpeBoBaHUA K 3N1EKTPOMArHUTHOM 3MUCCUM OT UCTOUHMUKA
nMoMeX Y MOMEXoYyCTOMYNMBOCTU YCTaHOBIEHbI B HACTOsILLLEM cTaHgapTe B cooTBeTcTBUM ¢ TOCT P 52459.1, 3a
ncknoveHneM niobbix crneumanbHbIX YCNOBUIA, YCTaHOBMEHHBIX B HACTOALWEM CTaHaapTe.

2 HopMaTMBHbI€e CCbINKK

B HacTosLem cTaHAapTe UCMNoNb30BaHbl HOPMATUBHBIE CChINIKW Ha cneaytowme CTaHaAapThl:

rOCT P 50267.0.2—2005 (M3K 60601-1-2:2001) Uzdenuss MeOUUUHCKUe 3Niekmpuyeckue.
Yacme 1-2. Obujue mpebosaHusi 6e3onacHocmu. 3nekmpoMazHuUmHas coemecmumocms. TpebosaHus U
MemoOds! ucrbimaHull

FOCTP51317.4.5—99 (MOK 61000-4-5—95) Coemecmumocmb mexHU4ECKUX cpedcme afieKmpomaz-
HumHas. Yemolqusocmb K MUKPOCEKYHOHBIM UMIMYNIbCHBIM rioMexaMm 6onblioli aHepauu. TpebosaHus u
mMemods! UcrbimaHul

UzpaHne opnymnanbHoe
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FOCT P 52459.1—2009 (EH 301 489-1—2008) CosmecmumMocmb MEeXHUYECKUX cpedcme 351eKmpo-
MmagHumHasl. TexHuyeckue cpedcmea paduocesizu. Hacme 1. Obujue mexHuyeckue mpebosaHus u Memoob!
ucrbimaHul

FOCT 24375—80 Paduocesisb. TepMUHbI U onpedenieHuUst

FTOCT 30372—95/TOCTP 50397—92 CoemMecmumMocmb mexHUYeCKUX Cpedcme a/ieKmpoMazHUMHasl.
TepMUHBbI U oripederneHust

MpwumeyaHne— py Nonb3oBaHWM HACTOSILLMM CTaHAAPTOM LienecoobpasHo NPoBepuTb 4EVCTBNE CCbINOY-
HbIX CTaHOAPTOB B WMHOPMaUMOHHOW cucTeMe oOLero norb3oBaHus — Ha oduumansHom cante degepanbHOro
areHTCTBa No TEXHWYECKOMY PerynupoBaHuUIo U METPONOrUK B CETU VIHTEPHET UK NO eXerogHo nagasaemMoMy MHpopma-
LIMOHHOMY yKasaTento «HaumoHaneHble cTaHaapThI», KOTOPbIM ONYONMKOBaH NO COCTOSIHMIO Ha 1 SHBaps TEKYLLLEro roga, u
No COOTBETCTBYIOWMUM EXEMECSYHO U3gaBaeMblM MHPOPMAaLMOHHLIM yKkasaTenam, onyorMKOBaHHbIM B TEKYLLEM roay.
Ecnu ccbinoyHbI cTaHAAPT 3aMeHeH (M3MEHEH), TO NPY NONb30BaHKMM HACTOSILLMM CTaH4apTOM crieayeT pyKOBOACTBO-
BaTbCSl 3aMEHSIIOWUM (M3MEHEHHbIM) CTaHAapPTOM. ECnu cCbiNoYHbIN cTaHAapT OTMeHeH 6e3 3ameHbl, TO NOMOXEHUE, B
KOTOPOM JAaHa CChifKa Ha Hero, NPUMEHAETCs B YacTu, He 3aTparveatoLwen 3Ty CCbInkKy.

3 TepMuHBI U onpegeneHus

B HacTosilwem cTaHgapTe npuMeHeHbl TepMuHbl no FOCT P 52459.1, FOCT 24375, FTOCT 30372, [5), a
Takke crneayroLme TePMUHbLI C COOTBETCTBYHOLLMMUN OnpedeneHnsaMu:

3.1 aKTUBHbIA MeaMUUHCKUMA UMNNaHTaT (active medical implant, AMI): QuarHoctuyeckoe unn tepa-
neBTUYECKOE YCTPOWCTBO, MpeaHasHavyeHHoe AN UMMNIaHTMPOBaHUA B TEMO YeNoBeka, MMeloLee NCTOMHUK
nUTaHnsa 1 NpuemMonepeaaTynk, paboTatoLLmi B Nosioce YacToT, BblaeneHHon ans obecneveHua ABYCTOPOHHEN
uncpoBON CBA3MN.

3.2 aKTUBHbIA MeAULMHCKAA UMNNaHTaT KpanHe Manon MolHocTu (ultra low power active medical
implant, ULP-AMI): PagvonepegaTyumk, pagnonpuemMHuK unu npuemonepepaTtyuk, sIBNAOWNECA YacTAMU
aKTUBHOIO MeAUUMHCKOTO MMMNIaHTaTa, KoTopble UCMOMNb3YIOTCA B PAAUOIIMHUSIX CUCTEM CBA3N C MEANLIMHCKN-
MW UMMNIAHTaMU, yCcTaHaBMMBaeMbIiX C MTOMOLLbIO NepuepUnHbIX YCTPOUCTB.

3.3 nepudepuinHoe yCTPONCTBO aKTUBHOIO MeAULUMHCKOro UMNNaHTaTa KpahHe Manon MoLWHoC-
T (ultralow power active medical implant peripheral device, ULP-AMI-P): YacTb 060pyaoBaHus, Haxoasiero-
CA BHe Tena YenoBeka, a Takke YCTPOWCTBO, pacnonaraemMoe Ha Tene (Hanpumep, BHELUHee Mporpam-
MUpyloliee YCTPONCTBO MK NpuemMonepegaTiuk ynpasneHus), BoinonHAowWwme dyHkuMn no obecneveHuto
pPagnocBNa3un, UCMOMb3yeMble AN NPOrpaMMUpOBaHNA /WU YyNPaBNeHNa UMMNIaHTaTOM C MOMOLLbIO FIMHUAMK
pagnocBs3n.

3.4 npodunb anekTpomarHUTHoW o6cTaHoBKU (environmental profile): CoBOKYNHOCTL yCrnoBui
31eKTPOMarHUTHOM 06CTaHOBKU, MPUMEHUTENBHO K KOTOPLIM 060pyaoBaHue, oTHocALWeeca K 0bnacTu npume-
HeHWs HacTosLLero cTaHaapTa, 4OMMKHO COOTBETCTBOBATL TPEGOBAHUAM 3M1€KTPOMAarHUTHON COBMECTUMOCTH.

3.5 o6opynoBaHue xusHeobecneuveHus (life supporting equipment): O6opyaoBaHue, HenpepbiBHas
HopMmanbHas paboTa koToporo Heobxoauma ANA NoaAe PXKaHUA XU3HW NoMb3oBaTens (nauneHTa).

3.6 nuHuA cBA3M C MeAULMHCKUM UMNNanTaToM (medical implant communication link, MICL): CoBo-
KYMHOCTb CPEACTB, 3aAeNCTBOBaHHbIX NPU YCTAHOBMEHUU CBA3W (HENPEPbIBHOW WU He ABNAIOLWENCS Henpe-
PbIBHOA) MeXAy WMIMIaHTaTOM WU CBA3AHHLIMU C HUM nepudepuiHbiM1U YCTPOUCTBaMWU, B TOM uucre
nporpaMMupytoLLMe yCTPOMCTBa/KOHTPONNEpLI, NepeaatoLime naumeHTy CooTBETCTBYOLLYIO HopMaLnio.

3.7 cuctema cBA3UM Cc MeAUMUUHCKMM umnnaHToM (medical implant communication system,
MICS): CneumanbHasa cuctema, obecneuyusaowas ycTaHOBMAeHWE WU nogaepXaHue paguocBsasn Mexay
UMN1IaHTaTOM U CBSA3aHHBIMU C HAM NepudepuinHBIMAU YCTPONCTBaMM.

4 YcnoBusa UCNbITaHUN

WcnbiTanus pagnoobopyaoBaHns U BCnomoraTenbHoro 06opyaoBaHust Ha cooTBeTCTBUE TpeboBaHUAM
OMC npooaatno FOCT P 52459.1, pasden 4.

[ononHuTenbHble YCNoBUS UCNbITAHUIA, OTHOCALMECS HEMOCPEACTBEHHO K aKTUBHBIM MeAULMHCKUM
UMMaHTaTam KpaHe Masnol MOLLHOCTU U CBA3aHHLIM C HUMU NepudeprUinHBIM YCTPOUCTBaM, YCTaHOBNEHbI B
HacTosiLeM cTaHaapTe.

4.1 O6wue nonoxeHus

Mpu ncnbITaHUSAX Ha 3NEKTPOMAarHUTHbIE MOMEXN Y MOMEXOYCTOMYNBOCTb AOMKHBI BbITb YuTeHbl Tpebo-
BaHWS B OTHOLUEHUN MOAYNALMM CUrHANOB U YCNOBWIA UCTIbITAHUNA, yKasaHHble B4.1 —4.5.
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Ecnn ucnbityeMoe o6opyaoBaHWe UMEeT CbEMHYIO aHTEHHY, OHO AOMMKHO UCMbITEIBATLCA BMECTe C
AHTEHHOW, YCTaHOBMEHHOM A1 0ObIYHOro UCNOMNL30BaHNS, €CMM B TEXHUYECKON AOKYMEHTaL MU N3roToBUTENA
HeT ApYrux yKasaHWui.

Ecnun ncneityemoe o60pyaoBaHne MOXHO UCTONb30BaTb C aHTEHHAMU HECKOMbKUX BUAOB, UCNbITaHWE
Heobxoa4MMO MOBTOPUTL C aHTEHHOW KaXkaoro suaa.

AKTVBHbIE MEANLIMHCKNE UMMNaHTaThl KpaiHe Manon MOLLHOCT Y NpeAHasHavYeHbl AN YCTaHOBKW B Tene
yenoBeka. Takoe pagnoobopygoBaHMe U3ONMPOBAHO OT BHELUHMX MOMeEX TKaHaAMU Tena. [na ageKksaTHOM
oLeHKN xapakTepncTnk AMC akTUBHbBIX MeAULIMHCKMX UMMITAHTaTOB KpalHe Marioi MOLWHOCTU HeobXoanmo
NCMONbL30BaTh 3KBMBANEHT Tena Yyenoseka. CBeaeHNst 0 KOHCTPYKLWM SKBMBareHTa Tena Yenoseka npneseae-
Hbl B NpunoxeHun B. BeinonHeHue TpeboBaHnii npunoxeHns B gomkHo obecneynts xapakTepucTUKM OKpYKa-
owenn cpedbl, UMUTUPYIOLWLME pearbHble YCMOBUS WUCMONb3OBAHUSA UMMAHTUPYEMbIX YCTPOWCTB. [Mpn
nNpoBeAeHUN U3MEePEHUA N3nyvyaeMblX UMNNaHTaTaMu MHAYCTpUarbHbIX paguonoMeXx v UcrnblTaHWin UMNNaHTa-
TOB Ha YCTONYMBOCTb MPW BO3AENCTBUN PaAMOYaCTOTHBIX 31IEKTPOMArHUTHBIX Nosei criedyeT NCNonb3oBaTh
3KBMBAmNEHT Tea YyerioBeka rno npunoXxeHuo B.

4.2 MNopaya cuUrHanoB Npu UCMbLITAHUAX

4.2.1 Tone3Hble CUrHanbI Ha BXofe paguonepeaarvymka

MpumenstoT TpeboBaHns FTOCT P 52459.1, nyHkm 4.2.1, ¢ AONOAHEHUSAMM, NTPUBEAEHHBIMUN HUXKE.

Ha Bxoa paguonepegatynka AormkeH bbiTb nogaH MogynvMpyoLmi curHan, obecnednsatowmin Hopmarnbs-
HYO MOAYNSILNIO, YCTaHOBIEHHYO 411 KOHKPETHOro obopyaoBaHus (cMm. 4.5). Ecnin paguonepeaaTyuk He Ume-
eT BXOAHOro nopTa MogynsLnn, UCNonb3yoT BHYTPEHHIO Moaynsaumio obopyaoBaHus.

4.2.2 Tone3Hble CUrHanbI Ha BbIXoAe paguonepenarTymka

MpumenstoT TpeboBaHunsa FTOCT P 52459.1, nyHkm 4.2.2, ¢ AONOAHEHUSAMM, NTPUBEeAEHHBIMU HUXE.

M3roToBNTENDb AKTUBHBIX MEOULMHCKNX UMMIIAHTATOB KpalHe Manoil MOLLHOCTU U CBA3aHHbLIX C HAMMK
nepudepuitHbIX YCTPONUCTB AOIPKEH NpeJocTaBUTb pagnonpueMHUK UM MHOE YCTPOUCTBO, KOTOPOE MOXKHO
NCMoNb30BaTh ANA yCTaHOBNEHWS TMHAN CBA3U W/UMW ANS NOAyYeHUsi COOBLLEeHUA.

4.2.2.1 PagnonepeaaTyukm MMNNaHTaToB

MpurucnbITaHUAX paguonepeaaTyMKoB UMMNAaHTaToB HEO6X0AMMO NCMONb30BaTh cneuuanbHbIA KOHTeR-
Hep (3KBUBaNEHT Tena Yyenoseka) no npunoxexHuto B.

MsroToBuTens JoMmKeH NpeaocTaBUTb PaaMonpUeMHUK Uiu MHOE YCTPOWCTBO, KOTOPOE MOXHO UCMOMb-
30BaTb A/151 YCTAHOBMEHUSA NIMHUM CBA3UN C UMMNIIAHTaToM.

4.2.2.2 Paguonepedatynku nepudpepuinHbIX ycTponcTs

MpumeHsitoT TpebosaHua FOCT P 52459.1, nyHkm 4.2.2, ¢ OONONHEHUSIMM, NPUBEAEHHBIMU HUXKeE.

MepudepuitHele ycTporUCTBa UMNIIAHTaTOB NpeAHasHadeHbl ANsl pa3MeLLeHUst BHe Tena yenoseka (pac-
MONOXeHNA Ha Tene), a He AN UMNNaHTUPOBaH WS B TeNo YerioBeka.

M3roToBuTenb JOMKeH NpeaocTaBuTb paauonpueMHUK U MHoe YCTPOWCTBO, KOTOPOE MOXHO UCNOMb-
30BaTh A5 YCTaHOBMNEHWUSI MUHUK CBASN C UMMMaHTaToM.

4.2.3 MNonesHble cUrHanbl Ha BXoAe paguonpueMHuKa

MpumeHstoT TpeboBaHns FTOCT P 52459.1, nyHkm 4.2.3, ¢ AONONHEHUAMU, NpUBEeAEHHBIMU HUXE.

MonesHbln paguovacToTHBIA CUrHan Ha BXode pagnonpuemMHmka AormKeH UMeTb HopManbHYo Moayns-
LIMt0, UCTIOSb3YeMYIo ANs KOHKpeTHOro o6opyaoBaHus (M. 4.5). YpoBeHb NonesHoro paauoYacToTHOro CUrHa-
na Ha Bxode paguorpueMHuKa gosmkeH He MeHee YeM Ha 20 AB npeBbiliaTh NOPOroBy YyBCTBUTENBHOCTL
paguonpuemMHuka, Ho GbiTb HXKE YPOBHS nNeperpysku. MsrotoBuTens 4omkeH NpeaocTaBuTb paguonepeaart-
YUK MU UHOE YCTPOMCTBO, KOTOPOE MOXHO NUCMOMb30BAaThL ANA YCTAHOBNEHWS JIMHAM CBSA3M C UMINITAHTaTOM.

4.2.4 TMone3Hble cUrHanbl Ha BbIXoAe paguonpueMHUKa

MpumeHsitoT TpebosaHua FOCT P 52459.1, nyHkm 4.2.4, ¢ 4ONONHEHWUSIMU, NPUBEAEHHBIMU HUXKeE.

Mpu oTCYTCTBNUM HEMOCPEACTBEHHOMO AOCTYNA K BbIXOAY PaAnonpueMHUKOB UMMNIaHTaTa u/unn ceasaH-
HbIX C HAM NepudepuritHbIX YCTPOWCTB, M3roTOBUTENb OO/IKEH yKkasaTb MeToq onpeaeneHus pabotocnocob-
HOCTW NPUEeMHKKa BO BPeMS UCMNbITAHWA HA MOMEX0YCTONYMBOCTD.

4.2,5 CoBMecTHble MUCMbITaHUA paguonepedaTdMka W paguonpueMHuka (UMcnbITaHUA
UMnnaHTaTa COBMeCcTHO ¢ nepudepuiHbIMUA yCTPOUCTBaAMMU)

MpumeHsitoT TpebosaHua FTOCT P 52459.1, nyHkm 4.2.5, ¢ AONONHEHUSMUA, NPUBEAEHHBIMU HUXKE.

Mo cornacosaHuio Mexay N3roToBUTENEM U UCMbITaTeNbHOM NabopaTopueli JonyckaeTcs (C y4eToM pas-
MepOB YCTPOWCTB) NpOBeAeHNE COBMECTHbLIX UCMbITaHWUIA paauonepegaTymka umnnaHTara u paguonpueMHuka
nepudpepuinHoro ycTponctesa unn paguonpueMHuka UMnnaHtTaTa u paguonepegardnka nepudepuiitHoro
ycTpoiicTea.

B atom cnyyae o6a obpasLia ucnbiTyemoro o06opyaosaHust A0MKHBI ObITb pa3MeLLeHbl B COOTBETCTBYHO-
Len UcnbiTaTeNbHOM cpeae 1 0AHOBPEMEHHO NoaBepraTbCsl BO3AENCTBUIO pagnuovacTOTHOIO SM1eKTPOMarHnT-
HOro nons.
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4.3 OrpaHu4YeHUA NOMOC YacToT NPU UCTLITAHUAX

Mornockl NCKMIOYEHHBIX YacToT (HacTOTHbIE MHTepBankl, B Npedernax KoTopbIX N3MePeHNs nany4aemolx
paanornomex v UcnbiTaHNs Ha MOMEeXoyCTOAYUBOCTb NPY BO3AENCTBUN KOHAYKTUBHBIX M U3MyYaeMbIX pagnorno-
MeX He NpoBOoAAT) ykasaHbl 8 4.3.1 — 4.3.2.

McnbiTaHua Ha NOMeXoyCcTOMYMBOCTbL NPU BO3AENUCTBUN KOHAYKTUBHBIX U 3NyYaeMblX MTOMeX B nonoce
pabounx 4acToT UcnbITyeMoro obopyaoBaHusA He NpoBoasT.

N3mepeHns uanyvyaembix paguonomex B pexumMe paguonepegayn B nonoce pabovmx 4actoT paguonepe-
AaTyvKa He NpPoBOAAT.

Mpu namepeHn nanyvaeMblx pagmonomex ot paanonpUeMHUKOB UMIMITAHTaTOB U/UNU CBA3AHHBIX C HUMU
nepuepuitHbIX yCTPOUCTB OrpaHUyYeHUs NoNocC 4acToT He NPUMEHSIOT.

4.3.1 MNMonockl UCKNIOUYEHHbIX YacToOT ANA paguoNpPUEMHUKOB

Monocy UckoYeHHbIX YacToT ANs paguonpUeMHUKOB (BKITHOYast PaanMonpueMHUKN, ABRAILWNeCA Yac-
Tblo MpYeMonepeAaT4YMKOB) onpeaensioT cneayioLwmMm obpasom:

- ANA pagvMonpueMHUKoB, paboTaroLnx Ha AeBATU U BonbLueM Ynicne KaHanos B BbiAeNeHHOW nonoce
4acToT, HEe UMEeoLLNX 06TacTU HACTPOMKN, HYXKHSS YacToTa NOMoCk! UCKIIOYEHHBIX YacTOT paBHa HUXKHeN Yac-
TOTe UCMOMNb3yeMOoro KaHana MUHYC 3HaYeHue pacluMpeHusi, npusegeHHoe B Tabnuue 1; BepxHaA vacToTa
MOMOChl UCKIIOYEHHBIX YacTOT paBHa BepXHei YacToTe UCNOrb3yeMOoro KaHana nitoc 3HaveHue paclluMpeHuns,
npuseaeHHoe B Tabnuue 1. PacueTHoe 3Ha4YeHWe paclumpeHusi onpeaensitoT OTHOCUTeNbHO paboyei 4yacToThl;

- Ans paguonpueMHUKoB, paboTalolwmx 6onee Yem Ha OAHOM YacToTe U UMEIoLMX 0BNacTb HAaCTPOMKY,
HWKHAA YacToTa Nonockl UCKIMIOYEHHbIX YacTOT paBHa HKHEN YacToTe 061acTu HaCTPOMKN MUHYC 3HaYeHue
pacwupeHus, npuBegeHHoe B Tabnuue 1; BepXxHssi yacToTa Nonochl UCKIKOYEHHbIX YacTOT paBHa BepxXHel Yac-
ToTe 061aCTU HACTPOWKM MITOC 3HAYEHUEe pacluMpeHnst, NpyuBeaeHHoe B Tabnuue 1. PacueTHoe 3HayeHue pac-
LUMpEHUA onpeaensioT OTHOCUTENbHO LieHTpasribHOM YacToThl 0611acTU HAaCTPOAKY;

- ANSA WMPOKOMOSIOCHBIX PagMonpueMHUKOB (NPY OTCYTCTBUM YCTAHOBIEHHbIX KaHAMNOB) HUXKHAS YacToTa
MOOCkl NCKTIOYEHHBIX YacTOT paBHa HUXKHe YacToTe pabo4eil Nonockl YacToT MUHYC 3HaYeHWe pacLUuMpeHuns,
npusedeHHoe B Tabnuue 1; BepxHsisl yacToTa NoMockl UCKIIOUYEHHBIX YacTOT paBHa BepxHel yacTtoTe paboyeit
MOoCkl YAaCcTOT MIIOC 3HAaYEHNe pacluMpeHns], NnpueeaeHHoe B Tabnuue 1, unm nonHas nosioca UCKIIIoUYEHHbIX
YacToT paBHa YABOeHHoN paboyel Nonoce NpuemMHUKa, HaCTPOEHHOTO Ha LieHTparbHylo YacToTy pabouei
Monockl, B 3aBUCUMOCTI OT TOrO, UTO BosbLUE.

Tabnwuuya 1— 3Ha4yeHUs paclumpeHuii Npy onpeaeneHnm nomoc UCKIYEHHbIX YacToT ANs PaaUoNPUEMHUKOB aKTUB-
HbIX MEAULIMHCKMX UMIMNAHTaTOB KpariHe Marnov MOLLHOCTU U NepudpepunHbIX YCTPOWCTB

PaGouasi 4acToTa npremHuka Knacc pa,qwoaneMHMKa”
(ueHTpanbHas yacToTa
obnactu HacTpowikn) 1 2 3
f 10 My 5%f, 5% f,
"' B cooTBeTCTBUM C 6.1 (cMm. Tabnuuy 2).

4.3.2 Monockl UCKIMIDYEHHbIX YacToT ANA paguonepenaTinkos

[na pagnonepegatymkos, paboTatoLux B BblAENEHHON NOMOCe YacToT C YyCTaHOBNEHHBIMU KaHanamu,
nonoca UCKMHOYEHHBIX YacToT paBHa AeBATUKPATHON MaKCUMarbHOM LUMPUHE NMPUCBOEHHON NOMoCkl YacToT ¢
LeHTpoM Ha pabouel yacToTe.

[ns1 LWMpoKononocHbIX paguonepeaaTynkos (MNP OTCYTCTBUM YCTaHOBMEHHbIX KaHas0B) Norioca NCKITHo-
YEeHHbIX YacToT paBHa YABOEHHOMY 3Ha4YeHUWIo BblAeNeHHOM Noockl YacToT € LLEHTPOM Ha cpedHen yacToTe
paboyei Nonockl YacToT.

Mpwn COBMECTHBIX UCTBITAHWUAX PaaNoNpPUEMHNKa U paguonepegaTynka (Kkak cuctembl) (cM. 4.2.5) Heob-
XOAMMO NCMONb30BATL NOMOCY UCKIMIOYEHHBIX YacTOT, YCTAHOBEHHYO ANs paauonpueMHuka v ans pagmo-
nepegaTyuka, B 3aBUCUMOCTU OT TOTO, YTO BonbLue.

4.4 Y3KononocHble peakuum paguonpueMHUKOB NPU UCNbITAHUSAX Ha NTOMeX0yCTONYUBOCTb

MpumeHsitoT TpebosaHua FOCT P 52459.1, nodpasden 4.4.

4.5 HopmanbHas Mmoaynsauusa npyu UCNbITaHUAX

PaaunodvacToTHas Hecylwaa gomkHa BbiTb MogynupoBaHa curHanom, dopmMupyowMmM onpegeneHHesle
COOBLLEHNS NN KOMaHAbI, KaK yka3zaHo U3roToBMTenemM. MaroToBuTenb AomkeH ykasaTb hopmat Mogynmpyto-
LLiero curHana, a Takke ucrornb3yemMble cnocobbl onpeaeneHms olwmMbok 1 X koppekTnpoBsku. Ecnnpaguonepe-
JaTyvK He UMeeT BXOAHOro nopTa MoAyNAUMM, UCNOMb3YOT BHYTPEHH0 Moaynsauntio o6opyaoBaHus.
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5 OueHka KavyecTBa PYHKLMOHMPOBaHUA 060pyaoBaHUSA NPU UCNbITAHUAX
Ha NOMEeXoyCTOMYMBOCTb

5.1 OOwue nonoxeHns

MpumenstoT TpeboBaHnsa FTOCT P 52459.1, nodpa3den 5.1.

Mpw NnpepocTasneHnn 060pyaAocBaHNA 4NA UCTILITAHWIA 1 Nepegade Heobxoaumon obLen Hdopmaumum
N3roTOBUTENb AOMOMHUTENBHO AOMMKEH MPeJoCTaBUTb CriedyoLLyo MHopMaLunio, OTHOCALLYHOCS K aKTUBHbLIM
MEeAULMHCKAM UMMaHTaTaM KpahHe Marnoi MOLLHOCTH U CBSI3aHHBIM C HAMU NepudepUnHBIM YCTPONCTBaM:

- cBeJeHMs o Knacce yCTPOMCTBa B 3aBMCUMOCTUN OT BO3MOXHbIX MOCNEACTBUA HapyLIeHNst PyHKLNOHW-
POBaHWUs NIMHWUK pagnocesasn (cMm. 6.1, Tabnuua 2);

- cnocob oueHKN KadecTBa (PyHKLIMOHUPOBaHUS B 3aBUCUMOCTU OT TOTO, AIBNIAETCSA YCTPONCTBO UMMNNaH-
TaToOM Unn neprndepuiiHbLIM 060pyaoBaHNEM.

[nsiycTpoicTs 060Mx BUAOB OLeHKa KadecTBa (yHKLMOHUPOBaHMWS NPW UCTIBITAHUSIX Ha MOMEXOYCTONY M-
BOCTb OCHOBaHa Ha cneyroLmx KpUTepusix:

- noaaepkaHue BbINONHsAeMbIX (pyHKLNIA;

- cnocob BO3MOXXHOIo BOCCTaHOBMEHNS HapyLUEHHBbIX (hYHKLUIA;

- BO3MOXHOCTb HECAHKLMOHMPOBAHHOTO (hYHKLNOHUPOBaHNS UCNbITYeMOro obopyaoBaHus.

[ns ycTpoincTe 060MX BUAOB A0HKHA CYLLECTBOBATb BOSMOXHOCTbL NMPOBOANTL OLEHKY KavecTBa pyHKL M-
OHUPOBaHUA NyTEM MOHUTOPUHIa BbINOMHAEMbIX (byHKUMIA A0 UCNIbITAHWSA, B NpoLiecce BO3AENCTBUSA MOMEX U
nocne Ux npekpawieHus.

5.2 O6opynoBaHue, obecnevnBarLlee HeNpepbIBHO AeNCTBYIOLLYIO NIMHUIO CBA3U

MpumeHnsitoT TpebosaHus FTOCT P 52459.1, nodpasden 5.2.

5.3 O6opynoBaHue, He o6ecnevuBaloLLee HenpepbIBHO AeACTBYIOLEN MUHUU CBA3N

MpumenstoT TpebosaHusa FTOCT P 52459.1, nodpasden 5.3.

5.4 BcnomorartenbHoe o6opyaoBaHue

MpumeHstoT TpeboBaHusa FTOCT P 52459.1, nodpasden 5.4.

5.5 Knaccudmkaumsa obopynoBaHus

MpumensitoT TpeboraHna FOCT P 52459.1, nodpasden 5.5, ¢ AONONMHEHNAMN, NPUBEAEHHBIMU HIKE.

[nst oLleHKM cooTBETCTBUSA TPeBOBaHUAM 3MIEKTPOMArHUTHOM COBMECTUMOCTU UCTIbITYeMoe obopyaoBa-
HMEe 1 CBsi3aHHble C HUM BCroMoraTesnbHble YCTPONCTBa AOMKHEl BbiTh OTHECEHbI K OQHOMY U3 CredyroLwmnx
BMOOB:

- UMNNaHTaThl;

- nepuepuitHble YCTPONCTBA, CBSI3aHHbIE C UMMaHTaTaMu.

O60opyaoBaHue xn3HeobecneveHUa AOMKHO COOTBETCTBOBATb KPUTEPUAM KadecTBa (DyHKLUMOHNPOBa-
HASL MPW  WUCMBITAHUSIX Ha MOMEXOYCTOMYMBOCTb, YCTAHOBMEHHbBIM ANs  gaHHoro obopyaosaHus
(cm. TOCT P 50267.0.2).

PagnoobopynoBaHue, KOTOpoe B COOTBETCTBUM C TEXHUYECKON JOKYMEHTaLMENR N3rOTOBUTENST MOXET
nonyyaTb 3MeKTponuTaHne 0T OCHOBHOIO akkyMyrnsiTopa TpaHCMopPTHOIO CPeAcTBa, A0IMKHO COOTBETCTBOBATL
TpeboBaHNAM K NOABMKHBLIM TEXHUYECKUM cpeAcTBaM paguocBsi3M M BerioMoratefisHoMy o6opyaoBaHuio
(cm. TOCT P 52459.1, nodpa3sdensi 7.1, 7.2).

6 Kputepumn kayectBa (PyHKLMOHMPOBaAHUA NPU UCMNbITaHUAX
Ha NOMEeXoyCTOMYMBOCTb

6.1 JononHuTenbHas knaccudukauusa o6opygoBaHusa

AKTUBHblE MEONUNHCKME MMNNAHTaThl KpaliHe Manon MOLWHOCTU U CBA3aHHbIE C HUMKU NepudepuitHble
YyCTPOWCTBa NnoapasfensoT ¢ ydeTom Tpebosanuin FTOCT P 50267.0.2 Ha Tpu Kracca, 4715 KaK40ro U3 KOTOPbIX
NPUMEHSIIOT OTAENbHBIN HAabOopP KpUTEPUEB KadecTBa PyHKLMOHUPOBaHNS. [laHHas knaccudmkalnsi ocHoBaHa
Ha ydyeTe BO3MOXHbIX NOCNeACTBUN HapyLLEHNS (PYHKLUOHNPOBaHUA aKTUBHBIX MEAULMHCKNX UMNNaHTaToB
npu BO34ENCTBUN 3MEKTPOMarHUTHBIX MOMeX Ha paguoobopyaosaHue (cMm. Tabnuuy 2). M3rotosuTenm aktue-
HbIX MeJULUHCKUX UMMMaHTaToOB KpalHe Maron MOLLHOCTU U CBA3AHHbBIX C HUMU NepugepunHbIX YCTPOUCTB
OOJKHBI YKa3aTb Knacc 060pyaoBaHns B TEXHUYECKON AOKYMeHTauun. B npoTokone UCnbITaHnin akTUBHOMO
MeANLMHCKOro MMMNAaHTaTa KpaHe Masio MOLLHOCTM U/unu nepudepuitHoro ycTpoicTea AomKeH BbITb yKka-
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3aH Knacc OGOpy,EI,OBaH nannpueeneHol CBegeHnd o0 TOM, Ha YeM OCHOBaHO OTHECEeHUe oGopyqosaHms Konpe-
AeneHHOMY Knaccy — Ha AeknapalMn n3roToBUTenst Unm npuMeHeHnn Tabnunusl 2.

Tab6nuuya 2 — Knacchl akTMBHbIX MEQULMHCKMX UMIMMAHTATOB KpaiHe Manoi MOLLHOCTU M CBA3aHHbIX C HAMWU nepu-
hepUiiHbIX YCTPOWCTB B 3aBMCHMOCTY OT BO3MOXHbIX MOCNEACTBUI HapyLLeHWsA pyHKLUOHUPOBaHUS paanoobopyaoBaHus

Knacc OugeHka PUCKa npu UcnoneL30BaHMN akKTUBHOrO MeauLUMHCKOro UMniaHTara, CBA3aHHOro ¢ Ka4eCTBOM
dYHKUMOHWMPOBaHUS paanoobopyaoBaHus
1 Ansa obecnevenusi YHKLMOHMPOBaHUS UMNNaHTata (Hanpvmep, obopygoBaHus xuaHeobecneve-
HKA) Heobxoamma BbICOKasa HaAEXHOCTb CBA3W. Mpy HapyweHnn PyHKUMOHMPOBaHWA paamoobopyao-
BaHUA BO3MOXHO BO3HMKHOBEHME ONACHOCTU ANA XXU3HU nauneHTa
2 Ons o6ecneveHunst GyHKUMOHMPOBAHUS UMMNINaHTaTa AOMNYCKaeTCA CpeaHsia HageXHOCTb cBsA3u. [Mpu
HapyLweHnn MYHKLMOHMPOBaHWs paanoobopyaoBaHs BO3MOXHO HeyA0OCTBO 4 NauueHTa, He ycTpa-
HUMO€E NPOCTbIMU CpeacTBamMmm
3 Ansa obecneyeHnsi HYHKUMOHWPOBaHUSI UMMNIaHTaToOB AonyckaeTcsl 06blYHas HageXHOCTb CBSI3U.
Mpy HapyweHnn YHKUMOHMPOBAHUSI PagnoobopydoBaHsA BO3MOXHO HeyaoGCTBO Ans nauueHTa,
yCTpaHMmoe NpocTbIMK CpeacTBaMmu (Hanpumep, MaHyarbHO)
MpwumedaHune—Knaccs 06opyaoBaHUs COOTBETCTBYIOT YKa3aHHbIM B Tabnuue 1.

6.2 O6wue kpUTEepumn KavyecTBa PYHKLMOHUPOBaAHUA

Ans aKTUBHBIX MEAULIMHCKUX UMNNAHTATOB KpaiHe Manon MOLWHOCTU U CBA3AHHBLIX C HUMK Nepudepuin-
HbIX YCTPOWCTB pasfNYHbIX KNaccoB (CM. Tabruuy 2) ¢ yHeToM X 0OTHeCEHUA K ABYM BUaaM (cM. 5.5) npumeHsioT
cnegyowme obLme KpuTepum KadecTsa hyHKLMOHUPOBAHUA BO BPEMSA U NOCIIE UCTILITAHWI Ha MOMEeXOyCTOU-
YMBOCTb:

- A — Npu UcnbiTaHUAX Ha YCTOMYNBOCTL NPU BO3AENCTBUN HENPEPBLIBHLIX 3M1EKTPOMarHUTHLIX MOMEX;

- B — npu1 ucnbiTaHMsIX Ha YCTOMYMBOCTb NMPU BO3AEACTBUM IMIEKTPOMArHUTHBLIX MOMEeX NepexogHoro
XapakTepa;

- KpuTepum KayecTBa (pyHKLUNOHUPOBaHMUS NMPU UCTIBITAHUSIX HA YCTOUUYUBOCTDL K NPEpbiBaHUAM Hanpshke-
HUS ANEKTPONUTaHUA, ANIMTENbHOCTb KOTOPLIX MPEeBbILIAET YCTaHOBMEHHOE BpeMs (CM. 7.2.2, Tabnuua 4).

Mpu1 ucnblITaHUAX Ha NOMEXOYCTOMYNBOCTL aKTUBHbLIE MegULUMHCKUE UMNNaHTaThl KpaHe Manoi MoLu-
HOCTU U cBsI3aHHble ¢ HUMK NepucpepuiiHble YCTPOUCTBA AOMKHLI COOTBETCTBOBATL KPUTEPUAM KavecTBa
(PYHKLMOHUPOBAHUA, YCTaHOBIEHHbIM B 6.3 — 6.7.

6.3 TaGnuua kpuTepueB kayecTBa (hbyHKLMOHUPOBAHUSA

[N aKTUBHBIX MEAULIMHCKUX UMMaHTaToB KpanHe Mano MOWHOCTU U CBA3AHHbIX C HUMK Nepudepuit-
HbIX YCTPOWCTB AOKHA CYLLECTBOBATb BO3MOXHOCTb OLIEHKN KavecTBa PYHKUMOHUPOBAHUA NYTEM MOHUTO-
puHra BbINOMHAEMbIX (PYHKUWA YCTPOWCTB A0 UCNBITAHWUSA, B npouecce BO3AEWACTBUMA NMOMEX U nocre ux
npekpaweHusl.

KauecTBo (bYHKUMOHMPOBAHUA UCMILITYeMOro o6opyaoBaHUA cneayeT OuUeHWBaTb NYTEM CpaBHEHUS
namepeHHoro koadgpduumeHTa owmbok no 6utam BER co 3HavyeHnem BER, ykazaHHbIM U3rotoBUtenem.

Ecnu oueHUTb kauecTBO (hyHKLMOHUPOBaHWUS UCNbITYEMOro 060opyaoBaHUs ¢ UCMONb3OBaHUMEM yKa3aH-
HOro MeTofla He NPeACTaBIIAETCA BOSMOXHBIM, TO UCNOMb3YIOT METOA OLeHKU, YKa3aHHbIN U3roToBUTENEM.

B ycnoBusix UcnbiTaHWA, pernameHTUPOBaHHbLIX HaCTOAWMM CTaHO4ApPTOM, Y4YWTbIBaOWMX npodunb
31eKTpPOMarHUTHoOM 0b6CcTaHoBKM, UCbITyeMoe 06opyaoBaHMe AOSMKHO COXPaHATb CMOCOBHOCTL BLINOMHATL
hYHKLMM NO HasHaYEHUIO, YCTAHOBIIEHHbIE U3roTOBUTENEM, U 6bITb He30nacHBIMU ANs NONb3oBaTensl.

Kputepun kauectsa (hyHKLMOHNPOBaAHNA aKTUBHBIX MEAULMHCKUX UMNNAHTaTOB KpaHe Masio MOLLHOC-
TN U CBA3@HHBIX C HUMUW NepUEpPUNHBIX YCTPONCTB pasnnYHbIX KNaccoB NPU UCTILITAHUAX HA NOMEX0YCTONYM-
BOCTb NpuBeAeHbl B Tabnuue 3.
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Tab6nwnua 3— Kputepun kauectBa HyHKLMOHMPOBAHUSI aKTUBHBIX MEAULMHCKUX UMIITAHTATOB KpaHE Manown MoLL-
HOCTU M CBSI3aHHLIX C HUMK NepUepuHbIX YCTPOMCTB

Kputepuit kavectea

Bo Bpems Bo3gencTeusi

lMocne npekpalLeHus Bo3AencTBus

HUS (BbIMONHEHWS1 OQHOW MMM HECKONBKUX PYHK-
LuiA).

OTCyTCTBYIOT HECAHKLMOHWPOBAHHLIE CUI-
Hanbl Ha BbIXOAE paavonepegaTinka n paguo-
npueMHuKa

YHKUMOHUPOBaAHUS 3NEeKTPOMAarHUTHbLIX NOMEX 3NEKTPOMArHUTHbIX NMOMeX
YcrponcTBa knacca 1
A YCTpOMCTBO (PYHKUMOHMPYET B COOTBET- YcTponcTtBO  PYHKUMOHUPYET B COOTBET-
CTBUM C HAa3HAYEHUEM. CTBWM C HA3HAYEHNEM.
BbinonHeHve ycTaHOBNEHHOW OYHKUMM He DYHKUMOHUPYET CO34aHHAs NUHUS CBA3N.
npekpawaeTcs. BbinonHeHve ycTaHOBNEHHOM (OYyHKUUKM He
OTCyTCTBYIOT HECAHKLMOHMPOBAHHbLIE CUI- | HapylLUaeTcs.
Hanbl Ha BbIXoge paavonepeaTivka u paguo- OTCYTCTBYIOT MOTEPU XPAHUMbIX [AHHBIX
npYeMHnKa WINW NpeKpalleHne BbINorHeHUs1 PYHKUMNA, 3a-
NporpaMMMpPOBaHHbLIX NOrb3oBaTenemM
B HonyckaeTtca HapylweHue OyHKLUMOHUPOBA- YCTpOMCTBO  (PYHKUMOHMPYET B COOTBET-
HUS (BbIMONHEHNSI OOHOW UMW HECKOMNbKMX PYHK- | CTBUM C HA3HAYEHUEM.
uui). DYyHKUMOHMPYET CO3AaHHAas NIMHWA CBA3N.
OTCYTCTBYIOT HECAHKUMOHUPOBAHHbLIE CUI- OTcyTCTBYET yXyAWweHue kavecTBa yHKUMN-
Halbl HA BbIXOAE paguonepeaaTtivka u paguo- | OHUPOBAHWSL.
npuemMHuKa OTCYTCTBYIOT MNOTEPU XPaHUMbIX [AaHHbIX
VN1 NpeKkpaweHne BbINONHEeHUsT YHKUWKA, 3a-
NPOrpaMMMpPOBaHHbIX NONb30BaTeENnemM
YcTponcTtea knacca 2
A YCTPOWCTBO  (PYHKUMOHMPYET B COOTBET- YCTpOMCTBO  (PYHKUMOHMPYET B COOTBET-
CTBUM C HA3HAYEHUEM. CTBUM C Ha3Ha4YeHUeM.
BeinonHenne yctaHOBNEHHON PyHKUWMM He DYyHKUMOHMPYET uNU BOCCTaHaBNMBaETCA
npekpawaeTcsi. CO3aHHas NINHNA CBA3N.
HonyckaeTcs yxyglweHue ka4ecTea pyHKUm- BuinonHeHne yctaHoBNeHHOW (PyHKUMM He
OHWPOBAHWS HE HWXe TNpeAernbHOr0 YpPOBHSA, | HapywaeTcs.
YCTaHOBIIEHHOI0 U3rOTOBUTENEM. OTCYTCTBYIOT MOTEPU XPAHUMbIX LAHHBIX
OTCyTCTBYIOT HECAHKLMOHWPOBAHHbLIE CUr- | UNWU NpeKpalleHne BbiNornHeHust PyHKUUA, 3a-
Harbl Ha BbIXOAE paguonepegarivka n paguwo- | NPorpaMMMPOBAaHHbIX MOMb3oBaTeEnemM
nprvemMHuKa
B HonyckaeTca HapylweHne OyHKUMOHUPOBA- YcTponcteo  (OyHKUMOHUPYET B COOTBET-
HUS (BbINONHEHWSI OOHOW UMW HECKONBKMX PYHK- | CTBUU C HA3HAYEHUEM.
Luin). BoccraHoBneHne HopmanbHoro yHKUWO-
OTCyTCTBYIOT HECAHKLMOHMPOBAHHbIE CUI- | HUPOBAaHWS ocyluecTBrnsieTcst 6e3 yuyactusi one-
Hanbl Ha BbIXxoZe paavonepeaaTyvka u paguo- | paropa.
nprvemMHuKa ®yHKUMOHMPYET MNU  BOCCTaHaBNMBaeTCA
€O3/aHHasi NIMHUS CBSI3U.
OTcyTCTBYET yXyALEHNEe KauecTBa (PyHKUK-
OHUPOBAaHMWSI.
OTCYTCTBYIOT MOTEPU XPAHUMbIX [AHHbIX
WY NpekpaweHne BbINONHEeHUs YHKUWKA, 3a-
NporpaMMMpOBaHHbIX NOrb3oBaTenemM
YcrponcTtea knacca 3
AuB HonyckaeTca HapylweHne OyHKUMOHUPOBA- YcTponctBo  PyHKUMOHUPYET B COOTBET-

CTBMM C Ha3HAYEHUEM.

HonyckaeTca HapyweHue OyHKUMOHUPOBa-
HUS CO3aHHOW NUHMM cBs3n. B atom cnydae
TNVHWA CBSI3U MOXET OblTb BOCCTAHOBIEHA one-
partopom.

OtcyTecTByeT yxyaweHue kadectsa pyHKum-
OHMPOBaHWs1 YCTPOMCTBA.

CamoBOCCTaHOBMEHNE HOPMAnNbHOrO (OyHK-
LMOHUPOBaHUS UM €70 BOCCTAHOBMNEHWE One-
paTopoM, Kak yKa3aHO N3roTOBUTENEM
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Bo Bpems ucnbiTaHWin He 4onyckaloTCs cneayoLme cnyyaum yxyaweHus paboTbl UcnelTyemoro o6opyao-
BaHWA:

- OTKa3bl 3/1EMEHTOB;

- N3MEHeHNs NporpaMmmMupyeMbIX napameTpos;

- nepesarpyska obopydoBaHUsi C BO3BpaTOM K MapamMeTpaM, YCTaHOBMEHHbIM W3rOoTOBUTENEM
(manufacturer’s presets);

- N3MEHeHWe YCTaHOBIEHHOrO pexuma paboThbl;

- NNOXHbIE CUrHanbel TPEBOTY;

- NpekpaLlleHne ycTaHOBNEHHOro pexnma paboThl Aaxe Npu curHane Tpesoru;

- MHULMaLNS HeCaHKLMOHNPOBAHHOIo pexnuma paboThbl, BKIoYas HeCaHKLMOHUPOBaHHOE UNi Heynpas-
nsemoe ABUXKeHWe, faxe Npu curHane Tpeeory;

- NOrpeLHocTb 0Tobpaxaemoro LMgppoBoro nokasaHns, KOoTopas MOXeT OTPasUTbCH Ha pesynbTatax
AvarHosa unv neveHus;

- 0TKa3 CMCTEM aBTOMaTUYECKON ANAarHOCTUKA U fiedeHns Aaxke Npu cUrHane Tpesoru.

Momumo atoro Ana nepudepuiiHblX YCTPOMCTB He AOMycKaloTCA credyloline criydan yxyaleHust
paboTbl:

- BO3HWKHOBEHWNE NOXHBIX CUrHaMNoB, HEOTIMYUMBIX OT CUrHanoB, onpeaenseMblx OU3nNonorniyeckuMm
npoueccamMu, Uin UCKaxeHue cUrHanos (M3obpakeHunin), 4To MPUBOAUT K oLLIMBKaM B UHTepnpeTaLlmmn pesyrb-
TaToOB U3MEPEHUN;

- HanoXeHue Ha CUrHar bl LUYMOB, HEOTAINYUMBIX OT CUrHarNoB, onpeaensieMbiX U3NONorMYecKUMM Npo-
Leccamu, 4To NPUBOAMT K OLLIMBKaM B MHTeprnpeTaLumn pesynbTaToB N3MepeHni.

6.4 Kputepun kayvectBa (PyHKLUOHMPOBAHUA NpU BO3[AEUCTBUM HeNpepbiBHbIX MOMEX Ha
papvonepenaT4Yukmn

Ona paguonepedatyvkoB UMNNAHTATOB U NepudepuiiHbIX YCTPOWUCTB OOMMKEH NPUMEHSITECS KPpUTEpU
KavecTBa (PYHKLMOHMPOBaHUS A C y4eTOM Krnacca YCTPOWCTBA, Kak ykasaHo B 6.3.

Ons pagnonepeaaTynkoB MMMNAHTaTOB 1 NeprdepuintHbIX yCTPONCTB, KOTOPLIM HeobXxo4nMo nogaepska-
HWe NMHWX CBSA3U BO BPeMsl UCTIbITaHWs, HeobXo4nMOo NpoBepuTb C NMOMOLLbIO COOTBETCTBYOLINX CPEacCTB,
npeaocTaBnAeMblX WU3roTOBUTENEM, UYTO MMHUSA CBA3U (DYHKLMOHUPYET BO BPEMsi KaXAoro OTAeNbHOro
ncnbITaHWS.

WcnbiTaHusa pagronepeaTynkoB NMOBTOPHO MPOBOASAT B peXume OxudaHus, 4Tobbl rapaHTupoBaTb
OTCYTCTBUE HECAHKLMOHUPOBaHHON paguonepegaudn.

6.5 Kputepun kayectBa hyHKLUMOHMPOBaHUA NpU BO3AEACTBUM NOMEX NEePeXofHOro xapakrepa
Ha paguonepeaaT4yuku

[na pagnonepeaartynkoB UMNNAHTATOB U NepudeprinHbIX YCTPONCTB AOIMKEH NPUMEHSTECA KPUTEPUR
kavecTBa OyHKLMOHNPOBaHWSA B ¢ yueToM knacca ycTpoicTBa, kak ykasaHo B 6.3, 3a UCKII0YeHUneM HapyLLeHWI
noAayn NUTaHns, NpesbIlaLWMX onpeaeneHHbI Nepuos BpeMeHu, AN KOTOPbIX AONYCTUMbIE OTKIOHEHMUS
KayecTBa (pyHKLNOHUPOBaHNUS YKkasaHbl B 7.2.2.

[Ans pagnonepeaaTynkoB MMMNaHTaTOB 1 NeprdepuinHbIX yCTPONCTB, KOTOPbIM Heobxo4nMo nogaepxa-
HWe NNHUW CBA3WM BO BpPEMs UCTIbITaHUs, HeoBXoANMMO NPOBEPUTL C MOMOLLbIO COOTBETCTBYIOLUMX CPeacTB,
npegocTaBnsieMblX WU3roTOBUTENEM, YTO NNHUSA CBS3N (PYHKLUMOHWPYET BO BpPeMS KaXOoro oTAeNbHOro
UCMbITaHNS.

UcnbiTaHnsa paguonepedaTynMkoB MOBTOPHO MPOBOAAT B peXxume oXugaHusa, 4tobbl rapaHTUpoBaTb
OTCYTCTBUE HECAHKLMOHNPOBaHHON paguonepegadn.

6.6 Kputepun kayvectBa (PyHKLUOHUMPOBAHUA NpU BO3AEUCTBUM HenpepbiBHbIX MOMEX Ha
paguonpuemMHUKU

Ona paguonpremMHWKOB UMMMAHTATOB U NepUdepUnHbIX YCTPONCTB AOMMKEH NPUMEHATHLCS KpUTEepUin
KavecTBa (PYHKLMOHMPOBaHUS A C y4eTOM Kfnacca YCTPOWCTBA, Kak ykasaHo B 6.3.

Ans pagnonpueMHUKOB UMMIaHTaTOB U NepudepuinHbIX yCTPOWCTB, AN KOTOPbIX HeobxoanMo noaaep-
XaHune NMHUA CBA3M BO BpeMsl UCMbITaHWs, HeobXoAMMO NPOBEPUTL C MOMOLLbIO COOTBETCTBYHOLNX CPEACTB,
npefocTaBrisieMblX WU3roTOBUTENEM, YTO NIMHUA CBA3N (PYHKUMOHWPYET BO BpPeMsl KaXAoro oTAeNbHOro
UcnbITaHWS.

Ecnu ncneityemoe ycTponcTBo sABNsSeTCcs npuemMonepeaaTinkom, UCTbITaHWUs NMOBTOPHO NPOBOASAT B
pexuMme OXnaaHusa, YTobbl rapaHTUpPOoBaTh OTCYTCTBUE HECAHKLIMOHUPOBAHHONW NepeaaYu.

6.7 Kputepuu kavectBa (pyHKLMOHUPOBAHUA NPU BO3AENCTBUU NOMEX NepPexXoaHOro xapakrepa
Ha paguonpue MHUKN

Ana paguonpnemMHNKoB UMMMAHTaTOB U NepUdEepUnHbIX YCTPONCTB AOIDKEH NPUMEHATHLCH KpUTEepun
KavecTBa PYyHKLMOHNPOBaHUSA B ¢ yueToM Knacca ycTponcTBa, kak ykasaHo B 6.3, 3a UCKINoYeHneM HapyLLeHWi
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nogayv NUTaHUsA, NpeBbILLaoLWMX ONpeaeneHHbIR Nepnoa BpeMeHu, 48 KOTOPbIX A0NYyCTUMbIe OTKITOHEHUS
KayecTBa (pyHKLUMOHUPOBaHNS YKa3aHbI B 7.2.2.

[na pagnonpueMHUKOB UMMIAHTATOB 1 NepucepUinHbIX YCTPONCTB, ANs KOTOPLIX HeoBXxoanMo noaaep-
XaHue NUHUN CBA3K BO BPeMs UCTbITaHUs, HeobXoanMMo NPOBEPUTL C MOMOLLIbIO COOTBETCTBYIOLLMX CPEACTB,
npeaocTaBNAeMbIX U3rOTOBUTENEM, YTO NIMHWS CBA3N (DYHKLMOHUPYET BO BPEMS KaXXAoro oTAeNIbHOro ucnkel-
TaHus.

McnbiTaHusa npuemonepegaTymMkoB NMOBTOPHO MPOBOASAT B pexume oxuaaHus, Ytobbl rapaHTUpoBaTh
OTCYTCTBMNE HECAHKLMOHUPOBaHHOM paguonepeaadu.

7 MNMpumeHnMocTb TpeboBaHMn IMC

7.1 3neKTpoOMarHUTHbIe NOMeXxXu

O6opyaoBaHne, oTHocsLWweecs K o6racTv NpUMeHeHUs HacTosLWero ctaHgapTa, npegHasHavyeHo ans
MMNNaHTUPOBaHWSA B TENO YeoBeKa B Ka4ecTBe TepaneBTUYECcKNX YCTPONCTB W/unn obecneyeHuns cnevmanmc-
TOB MeQULIMHCKUX YYpeXxxaeHWn anarHocTndeckon nHcpopmaumnein. O6opyaosaHne NPUMEHsSIIOT B 3neKTpomar-
HUTHON OBCTaHOBKE YuYpexAeHWA 34paBoOXpaHeHUss U BbITOBbIX NomelueHWdA. [ins nporpammupoBaHust
UMMNAaHTaToB (3NEKTPOKapANOCTUMYNIATOPOB, 4eUOPUNNATOPOB, CTUMYNATOPOB HEPBHOW AeATENbHOCTMU U
T.4.) (TeneynpaBneHusi) N NOMy4YeHUs AaHHBIX OT PasfNYHbIX UMNMAHTUPOBaHHBLIX YCTPONCTB (TenemeTpum)
06bIYHO Ncnonb3aytoT BecnpoBoaHble NUHKMK cBA3K. MoaToMy o6opyaoBaHUe, oTHocsALleecs K obnactu npume-
HEeHWs HacTosILLEero cTanHdapTa, COCTOUT U3 ABYX YacTen — MeauumMHcKoro o6opyaosaHus U obopyaoBaHus
pagnocesasn. LienecoobpasHo, YTobbl HOPMbI 3MIEKTPOMArHUTHBLIX NOMEX, yecTaHaBnuBaemble Anst 0beunx yac-
Ten gaHHoro obopyaoBaHus, Bbiv SKBMBaNEHTHBI.

7.1.1 OGLne nonoxeHus

MpMMEHNUMOCTb HOPM 3MEKTPOMAarHUTHBIX NOMEX AN COOTBETCTBYIOLLMX NOPTOB paguoobopynosaHus
W/vnun cBA3aHHOMO C HUM BCrioMoraTenbHoro o6opyaosaHus yctaHosneHa B FOCT P 52459.1, mabnuya 1.

7.1.2 YacTHble Tpe6oBaHusA

YacTHble TpeboBaHWA, OTHOCALWMMECA K UCTIbLITAHUAM Ha COOTBETCTBUME HOPMaM 3M1eKTPOMarHUTHbIX
nomex, yctaHoBneHHelm B FTOCT P 52459.1, pasden 8, npuseaeHbl HUXe.

MeToabl UcnblTaHWili Ha cooTBETCTBUE TpeBoBaHUAM K 3MEKTPOMarHUTHOM 3MUCCUN, NPUMEHUMbIE K
aHTEHHOMY MOPTY 1 NOPTY KOpyca akTUBHLIX MeAULMHCKUX UMNAAHTaTOB KpaHe Marioin MOLLIHOCTU U CBA3aH-
HbIX C HAMU NepudepUiHbIX YCTPOICTB, YCTaHOBNEHDI B [5].

7.2 NomexoycTON4UUBOCTL

YPOBHM UCMbITATESIbHLIX CUrHAMOB MPU UCNBLITAHUAX HA NOMEXOYCTOUYUBOCTL U YCNOBUSI UCTIBITAHUIA,
YCTaHOBIEHHbIE B HACTOSILLEM CTaHAapTe, YYUTbIBAKOT, YTO aKTUBHbIE MeAULIMHCKME UMIIaHTaTbl KpanHe
Maso MOLLHOCTU 1 CBAI3aHHbIE C HUMU NepudepuitHble YCTPOUCTBa NpeAHasHavYeHbl A1 UCNONb30BaHUA B
3MeKTpOMarH1THoN 06CTaHOBKe yupeXaeHWUi 3apaBooxpaHeHns U 6bITOBbIX NOMeLLeHWI 1 ByayT NpUMeHATb-
€A Kak B kKauecTse 060pyaoBaHMs xu3HeobecneyeHns, Tak U ANa Uenen, He cBA3aHHbLIX C XuU3Heobecneve-
HUeM.

MomexoyCcTORYMBOCTb Takoro 060pyA0BaHUA 3aBUCUT OT YCIIOBUI €ro UCTIOSIb30BaHUS, NO3TOMY UCNbITa-
HUSA aKTMBHbIX UMMIaHTaTOB A0SPKHLI NPOBOAUTLCA C UCNONb30BaHWEM 3KBUBaNeHTa Tena vyenoseka (CM. Npu-
noxexue B).

Cuntaetcs, 4To TpeboBaHUA K NOMEXOYCTONUMBOCTA U KpUTEpUM KadecTBa (PYyHKLMOHUPOBAHUA Npw
NCMbITAHUSAX Ha NMOMEXOYCTOWYMBOCTb, YCTaHOBMEHHbIE B HacTosiwem ctaHgapte u FOCT P 60267.0.2, no
cyLiecTBy oanHakoBbl. TpeboBaHUA K UCNBbITAHUAM Ha MOMEXOYCTOMUYNBOCTb aKTUBHBIX MEAULIMHCKUX UMNNaH-
TaTOB KpaliHe Manoi MOLIHOCTM U CBA3AHHLIX C HUMU NepudepUiHbIX YCTPOUCTB, yUYnThiBaowWwmMe npodusb
aneKTpoMarHuTHol 06CTaHOBKM, NpUBeAeHbl B Tabnuue 4.

7.2.1 O6wue nonoxeHus

MPUMEHUMOCTb UCTIbITaHN HA TOMEXOYCTOMYNBOCTL sl COOTBETCTBYHOLWMX NOPTOB paanoobopyaosa-
HMSA /UMK CBA3AHHOIO C HAM BCrioMoraTenbHoro obopyaosarus — BcooTBeTcTBUNC OCT P 52459. 1, mabinu-
ua?2.

7.2.2 YacTHble TpeboBaHUA

YacTHble TpeboBaHUA, OTHOCALLMECS K METOAAM UCTILITaHUA Ha MOMEXOYCTONYNBOCTb, UCNONb3YEMBIM B
FOCT P 52459.1, pazden 9, npuBeaeHbl B Tabnuue 4.
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Tabnwuya 4 —YactHble TpeGOBaHUS NPU UCMBITAHUAX HA MOMEXOYCTOWUMBOCTb, OTHOCALLMECS K aKTUBHLIM MeaULIH-
CKUM MMMnaHTaTam KpanHe Marnol MOWHOCTU U CBS3aHHBIM C HUMK NeprndepuiiHbIM YCTPOMCTBaM, AOMONHUTENBHO K

ycnoeusm B FOCT P 52459.1, pazden 9

Moppaspen, nyHkt FOCT P 52459.1

YacTtHble TpeboBaHus

9.2.2 MeTtogucnbiTaHuii n Tpe-
6oBaHus NOMEX0YCTOWUMBOCTH
[pagnovacToTHOE anekTpoMarHuT-
Hoe none (80—1000 wn 1400—
2000 Mrrw)]

Onsi o6opynoBaHusi xuaHeobecneyeHus UCMbITaTENbHbIA YPOBEHb AOIKEH
6b1Tb 10 B/m (B OTCYTCTBME MOZYNSILMK).

Onsi o60pynoBaHus, He OTHOCSLLErocs K 060pyAoBaHuIo Xu3HeobecneveHus,
ucnbITaTenbHbI ypoBeHb AomxkeH 6biTb 3 B/M (B oTcyTCTBUE MOaynsumm).

WcnbiTaTenbHbli curHan gormkeH ObiTb MOAYNIMPOBaH No aMniuTyae npu rny-
6uHe mogynsaumm 80 %, YacToTa mMogynsiLUM yCTaHABNMBAETCs B 3aBUCUMOCTM
OT MpeAanonaraeMoro ucnonb3oBaHusi obopyaosanus (cm. FOCT P 50267.0.2,
nyHkm 36.202.3).

Onsi o6opyaoBaHus, NpegHasHa4YeHHOro Ansi MOHUTOPUHIA UM U3MePEHUs
OU3NONOrMYECKMX NapamMeTpoB, AOIIKHbI MPUMEHATHCH OrPaHUYEHWS Mo YacToTe
npy MuTaummn pU3nonorMyYeckoro npoLecca, ykasaHHole B Tabnuvue 5. MNpu ne-
Nonb30BaHUM YactoTsl Moaynsummn 2 'y Heobsi3aTenbHO NPOBOAWTL AOMNONHU-
TenbHOe ucnbiTaHne ¢ Yyactoton mogynsiuum 1 k.

Onsi o6opyaoBaHus, NpegHasHa4YeHHOro Ansi ynpaeneHusi huanonoruiecku-
MU napaMeTpamMu, AOMKHbI MPUMEHATLCS YKa3aHHble B Tabnuue 5 orpaHnyeHust
no paboyeii YacToTe CXeMbl UMUTALIMK

9.2.2 MeTtogucnbiTaHu u Tpe-
6oBaHus NMOMEeXoyCTONYMBOCTU
[PaguovactoTHoE aneKTpoMarHuT-
Hoe none (80—1000 u 1400—
2000 Mrw)]

VcnbiTaHue npoBogsiT B nonoce YactoTt oT 80 go 2500 MIMy. [laHHoe TpeboBa-
HWe He PaCcNpPOCTPAHSIETCSl HA NMOMOCh! NCKITIOYEHHbIX YacToT (cM. 4.3)

9.3.2 MeTtog ucnbiTaHwi u Tpe-
6oBaHus NOMEX0YCTOWHMBOCTH
(anekTpocTaTnyeckne paspsabl)

WcnbiTaTenbHblli YpOBEHb AMS1 KOHTAKTHOTO paspsiga AornxeH 6biTb + 6 kB,
Ansi Bo3aywWwHoro paspsga + 8 kB. [laHHoe TpeboBaHme NpYMEHNMO TOSBbKO K Ne-

pudepuinHbIM YCTPONCTBAM, CBSI3AHHBIM C UMNINAHTaTaMm

9.4.2 MetogucnbiTaHun u Tpe-
6oBaHus MOMeX0yCTONYMBOCTU
(HaHoCcekyHOHbIE MMMYNbCHbIE MO-
Mexm)

WMcnbiTatenbHbii ypOBEHb ANSA NMOPTOB CUIHaNa, NopToB CBS3W U NOPTOB
ynpasneHus gomkeH obiTb £ 1 kB.

CoeaunHnTenbHbIE U CUTHaNbHbLIe Kabenu, nmelowme anuHy He 6onee 3 M, n
kabenu, NnogcoeauHeHHbIe K NaLMEHTY, HE UCMbITLIBAIOT.

WcenbiTateneHbli ypoBeHb 4151 BXOAHLIX NOPTOB CETU NEPEMEHHOIO TOKa U UC-
TOYHMKA NOCTOSIHHOIO TOKa AomkeH bbiTb + 2 KB

9.5 Momexwn, HaBeaeHHble pa-
ONOYaCTOTHLIMU  SINEeKTPOMarHuT-
HbIMM NONAMK

TpeboBaHne ycTaHaBnNMBaIOT Ars YCTPOWCTB, UMEIOWMX BCTPOEHHbIN NPOBOA,
ONVHOWM He meHee 1 M unu A4ns yCTpoUCTB, UMetoWwmx pasmep 6onee 1 m. bornb-
LWMHCTBO MMMNAHTaTOR MMEIOT Masble pa3mepbl U He nognexar AaHHOMY UCTIbI-
TaHuio.

Ons uMmnnaHTaToB, NoAnNexawux JaHHOMY WCMbITaHWio, Lenecoobpas-
HO YMEHbWWTb YPOBHW UCMLITATENBHOIO BO3AEMCTBUSA, YKa3aHHble B
FOCT P 52459.1, nodpasden 9.5, c yueToM 3Ha4eHns koadbduumeHTa satyxaHms
BHELWHMWX CUIHAIOB 3a CHET NOrMOLWEHUs TKaHSIMK Tena YenoBeka B Nonoce 4ac-
TOT UCMblTaHWiA. B npoTokone ucnbiTaHWit JomkHO GbiTe NpuBeAeHo 060cHOBa-
HWE YMCMOBOro 3Ha4YeHus KoadbduumeHTa 3aTyxaHusa

9.5.2 MeTtoa ucnuiTaHWi 1 Tpe-
6oBaHus NOMEXOYCTOMHMBOCTH
(nomexu, HaBeAeHHble papuodac-
TOTHBIMW 3NEKTPOMarHUTHBIMK MO-
NsiMK)

[ns o6opyaoBaHus, He OTHOCSILLErocs k 060pyaoBaHMIo XusHeobecneyeHus,
UCMbITaTenbHbI YpoBeHb JormkeH 6biTe 3 B (B oTCyTCTBME MOZynsiumm).

Onsa o6opynoBaHus XusHeobecrneveHns NerbiTaTenbHbI YPOBEHb OOMKeH
6biTe 10 B (B OTCYTCTBME MOAYSILMM) HA BCEX 4acTOTax B MONOCax, BblgeNeHHbIX
ans MHMB yctaHoBok, u 3 B (B 0TCYTCTBME MOAYNALMM) B NONOCaXx, He BblaeneH-
Hbix gnsi MHMB ycTanoBOK (nonockl 4acToT, BelgeneHHble ans NMHMbB ycranosok
B obnactn 4vactor ot 150 klu go 80 Mlu: 6,765—6,795 Mlu; 13,553—
13,567 MI'y; 26,957—27,283 MI'y n 40,66—40,70 M)

9.5.2 MeTopg ncnbiTaHWM U Tpe-
6oBaHus NMoMexoyCTONUMBOCTU
(nomexu, HaBefdeHHble paamovac-
TOTHBIMW SNEKTPOMAarHUTHBIMK MO-
nsimm)
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Ons obopyaoBaHws, npegHasHaueHHOro 4ns MOHUTOPVHIA UMW M3MepPeHUs
PU3NONOrMYECKMX NapaMeTpoB, A4OMKHbBI MPUMEHATBLCH OrpaHUYeHUs Mo YacToTe
npv uMMTaLum HM3nonorM4eckoro NpoLuecca, ykasanHole B Tabnuue 5. MNpun ne-
Nonb30BaHUW YacToTbl mogynsiuum 2 U Heobsi3aTenbHO NPOBOAUTL AOMOMHU-
TenbHOe UCMbITaHne ¢ YacToTon moaynsumm 1 kiu.

Ons o6opyaoBanus, NpegHasHauYeHHOro Ans ynpaeneHus dhnanonorniecku-
MW napameTpamu, AOMKHbI NPUMEHSITECA YKasaHHble B Tabnuue 5 orpaHnyeHus
no paboueli YacToTe CXembl UMUTALMK.

WcneiTanue npoBoasT B nonoce 4actoT oT 150 ki Ao 80 MIy. daHHoe Tpebo-
BaHWe He PacnpoCTPaHASTCH Ha NOnockl UCKMHOYEHHBIX 4acToT (cM. 4.3)




OkonyaHue mabnuyei 4

FOCT P 52459.27—2009

Moppaspen, nyHkt FOCT P 52459.1

YactHble TpeboBaHus

9.7 Tposansl 1 KpaTKOBpPEMEH-

TpeboBaHne ycTaHaBnNUBaloT AN nepudepuiHbIX YCTPOWCTB

Hble MPepbiBaHUS  HaNPSHKEHUS
3MeKTponuTaHusA

9.7.2 Metop vcnbiTauuii u Tpe- VcnbiTatenbHble YPOBHU NPU BO3AEWCTBUN NPOBANOB U KPATKOBPEMEHHbIX
6oeaHus NOMEXOYCTOMYMBOCTM | MPepbIBAHUIA HAMPSIKEHWs yCTaHOBNEHb! B Tabnuuax 6 n 7 COOTBETCTBEHHO
(npoBanbl ¥ KpaTKOBpPEMEHHble

npepbiBaHUA HanPsXKEeHWs1 SreKT-
ponuTaHusi)

9.7.3 Kputepun KavecTea
OYHKUMOHUPOBaHUsi  (MpoBsans! K
KpaTKOBPEMEHHbIE  MpepbIBaHUSA
HanpsikeHWs1 3NeKTPonuTaHus)

Mpv BO3aeNCTBMM NpoBana HanpskeHUs, COOTBETCTBYIOLWENO CHUXXEHMNIO Ha-
npsekeHns anekrponmTanmns Ha 30 % B TeveHune 25 nepuogoB, NPUMEHRAIOT cnegy-
loLLMe KPUTEPUM KavecTBa PYHKLUMOHNPOBaHWS:

- ANs paguonepegaTtiMkoB — KpUTEPUM KadecTBa (hyHKUMOHUPOBAHWUA NpU
BO34EWCTBMM NOMEX nepexogHoro xapakrepa (cm. FOCT P 52459.1, paszden 6);

- ANs1  pagvornpUeMHUKOB — KpUTepUW KadectBa (YHKUMOHUPOBAHUS NpU
BO3AEWCTBMM NOMEX nepexogHoro xapakrepa (cm. FOCT P 52459.1, paszden 6);

- AN BCnomoraTenbHOro 060pyaoBaHUa — KpUTEPUI «NPOXOANT/HE NPOXO-
AVT», yKasaHHbii nsrotoputenem (cM. FOCT P 52459.1, nodpasden 6.4), ecnn
BCMoMoraTernbsHoe 06opyaoBaHne He NPOXoAUT UCMNbITAaHWE COBMECTHO C paauno-
NPUEMHUKOM UINU paguonepeaaTyMkoM ¢ NPUMEHEHNEM YKa3aHHbIX Bblle KpuTe-
pueB ansi paguonepeaaTYMKoB/pagnonpuemMHUKOB

Mpv BO3aEiCTBMM NPOBanNoB HaNPSHKEHWUs, COOTBETCTBYIOWMX CHUKEHWNIO Ha-
npsbkeHus anekTponutanus Ha 60 % B TeveHne 5 Nnepuogoe NN CHWXEHUIO Ha-
npsbkenusa Ha 95 % B Tevenne 0,5 nepuoga w/vnu NPepbLIBaHUS HANPSHKEHWS,
COOTBETCTBYIOLLEIO CHUXEHUIO HanpsiKeHWs anekTponutaHus Gonee 4Yem Ha
95 % B TeueHune 5000 mc, MPUMEHSAIOT cneaylowme KPUTEPUN Ka4eCTBa (PYHKUMNO-
HUPOBaHUA:

- ecnn obopygoBaHve umeeT pesepBHyl0 Gatapelo unu nogkniovaeTcs K
Hel — KpUTepumn KkadecTBa pyHKUMOHWPOBaHNA NpWU BO3QENCTBUN NOMEX nepe-
XOQHOIO xapakrepa Ha nepegatimkum unu npuemuHuku (cm. FOCT P 52459.1,
pa3sden 6);

- ecnv o6opyAOBaHUE NMTAETCH UCKIMIOUUTENIBHO OT CETU NEPEMEHHOIO TOKa
(6e3 ucnonb3oBaHWA pe3epBHO GaTapen) — [ONYyCKAeTCs NOTEPSA SHEPro3aBu-
CHMbIX JaHHbIX NONL3OBATESs, U, 8C/IU BO3MOXHO 10 MeOUUUHCKUM mpebosanu-
AM, [OONYCKaeTCA «HenogaepXaHwe» JMHUM CBSI3W, C BOCCTAHOBNEHWEM
yTpa4eHHbIX PYHKUUI NOMb3oBaTenem unm onepaTopomM;

- B KOHUE ucnbiTaHnA He AOIMKHbl BO3HUKaATb HECaAHKUWOHUPOBaHHLIE CUr-
Hanbl;

- o6opypoBaHue Npy CNONbL30BaHMK MO Ha3HAYEHWIO AOIMKHO ObITb Ge3onac-
HbIM ANA Nonb3oBaTens Npu Nniobbix 06CTOATENBCTBAX;

- NpeKpaweHne BbINONHEHUST YCTAHOBIEHHbIX (DYHKUMIA UMK NOTEPS] XPaHu-
MbIX A@HHbIX NMoNb3oBaTenAa AOMKHbI ObITb OTMEYEHbI B npotokone MCﬂbITaHMﬁ;

- 4Ns BCnomoraTenbHOro o6opyaoBaHust — KpUTEPUIA «NpoXoamuT/He Npoxo-
OWT», yKasaHHbii narotosutenem (cm. FOCT P 52459.1, nodpasden 6.4), ecnn
BCMOMOraTenbHoe 060pyaoBaHue He NPOXOAUT UCTIbITAHME COBMECTHO C paauo-
NpUeMHUKoOM nnum pagunonepenarinkom ¢ NpUMeHeHneM ykasaHHbIX BbllLe KpuTte-
puveB ansi paguonepeaaTHKoB/pagnornpueMHUKOB

9.8 MukpocekyHOHbIe MMIMyIb-
CHble NoMexu 6onbLION SHeprum

TpeboBaHve ycTaHaBNUBAlOT Ans nepudepuitHbIX YCTPOWCTB

9.8.2 MeToa ucnbeiTaHWmM n Tpe-
6oBaHus NOMEXO0YCTOMHMBOCTH
(MUKPOCEKYHHBIE  MMMYMNbCHbIE
rnomexu GonbLUIOK SHepruu)

McnbiTaTenbHbin YpOBEHb Arsi BXOAHBLIX MNOPTOB 3MEKTPONUTaHUS NepemMeH-
HOro ToKa gormkeH ObiTh 2 KB (nogaya nomexm no cxeme «npoBog-3emns»)u 1 kB
nogada noMexu rno cxeme «NpoBog — NpoBoay».

Mpu NpoBegeHUN KUCMbITAHWMIA NMPUMEHSIIOT UCTIbITATENbHLIA reHepaTop ¢ napa-
meTtpamu (1/50 mxc — 6,4/16 mxc) no FTOCT P 51317.4.5.

Ha nopTbl 060opygoBaHms nogaoT 5 UMNYNbCOB KaXOO0ro ypoBHsi 06enx no-
NSAPHOCTEN NpW CreayoLmX 3HavYeHnsAX (ha3oBbiX YITOB HANPSKEHUS NepeMeH-
Horo Toka: 0° u/unun 180°, 90° n 270°.

Ecnu o6opyaoBaHve He nMeeT 3a3eMIeHHbIX COeUHEHWI, Noaady nomex no
CXeMe «MpoBoJ — 3eMIsi» He NPOBOASAT.

Ansa o6opyaoBaHusi, UMEIoLLLEro BO3MOXHOCTb paboTaTb Nnpy pa3nuyHbIX 3Ha-
YEHUSX MUTAIOLLErO HanpsiKeHWs!, UCTblITaHne NPOBOAAT NPU MUHUMANbHOM M
MaKkcMMaribHOM 3Ha4YeHUSIX 3TOro HaNPsHKEHUS

1"
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Ta6nuya 5—Yacrora mogynsiumm, UMUTMPOBaHHas PU3NONOTMYECKAsn YacToTa M pabovas 4acToTa CXeMbl UMUTa-
LMK NpU MCnbITaHUsX 06opyaoBaHus

OrpaHu4eHUs, OTHOCALLMECH K UMUTUPOBaHHOW
Yacrora mogynsauum, Ny $HU3MONOrM4eckon HYactote u paboqen HacToTe cxembl
uMuTauuu, My

Mpeanonaraemoe UCNONbLIOBaHWE
obopynoeaHus

KOHTpOrnb, MOHWTOPWHI UMK U3Me-
peHune husnonorn4eckoro napameTpa 2 MeHee 1 vnun Gonee 3

B ocTaneHbIx criyqasx 1000 He ycTanaenueaiot

Tabnwuuya 6 — TpeboBaHMs NOMEXOYCTONUMBOCTU NPU BO3AENCTBUM NPOBANOB HaMnpsiKeHust

HanpsikeHne Npy UCTbITaHUN MpoBan HanpskeHus! (TENEHOCTS, HACHO NEPUOO
(otHocuTensHo U, %) (oTHocUTenbHO U, %) » YUCIIO Nepuoaos
<3 > 95 0,5
40 60 5
70 30 25

MpumeyaHne— U — HanpskeHne aNeKTPONMTaHNsA NEPEMEHHOr0 ToKa.

Tabnwuuya 7 — TpeGoBaHMA NOMEXOYCTOMUYMBOCTM NPU BO3AENCTBUM MPOBAoB HaNPsiKeHns

HanpspkeHne npu ucnbITaHum MpepbiBaHue HanpsxeHus
o o AnmnTensHocTs, Mc
(otHocuTensHo U, %) (otHOCUTENBHO U, %)
<5 >95 5000

MpumMedanne— Us— HanpsikeHne SNEKTPONMTaHNA NepemMeHHOro Toka.

12



FOCT P 52459.27—2009

Mpunoxenve A
(o6sa3aTenbHoe)

CeefieHMs 06 aKTUBHLIX MeOULMHCKUX UMNIaHTaTax KpailHe Manoil MOLHOCTH
U CBA3aHHLIX C HUMU NepUudpepUHBIX YCTPOUCTBAX, Ha KOTOPble PacnpocTpaHATCA
TpeGoBaHMsA HACcTOsILLEro cTaHaapTa

A1 AKTMBHbIe MeAMLUMHCKNE UMNNaHTaThl KpaHe Manol MOLHOCTHU U CBA3aHHbIE C HUMM Nepud)epuiiHbie
yCTPONCTBA, NpeaHa3HavYeHHble anA paboTbl B nonoce yactot ot 402 go 405 My,

HacTosAwuiA cTaHaapT pacnpocTpaHseTcs Ha akTUBHbIE MeAULMHCKUE UMNJIaHTaTbl M CBSA3aHHbIE C HUMK Nepude-
pWiiHbIe YCTPONCTBA C 9¢hpeKTUBHOM M3nyyaemomn mowHocTeo (SUM) paguovactoTHoro curdana He 6onee 25 mkBT, npea-
HazHa4eHHble ansi paboTsl B nonoce Yactot o1 402 ao 405 MMy B cooTeeTcTBUM € TPpebGoBaHuAMuU [5] 1 [6].
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MpunoxeHve B
(o653aTenbHoE)

KoHTeliHep 419 UCNbITaHUI aKTUBHbIX MEAULUUHCKNX MMMaHTaTOB
KpaiHe Masioii MOWHOCTM (3KBMBA/NIEHT Tesla YesiloBeKa)

YcTpoiicTBa, NnpefHa3Ha4YeHHbIeA1s1 UMNNaHTauumn BTeN0 YenoBeka, nognexarT UCNbITAaHUSAM Ha COOTBETCTBUE Tpe-
6oBaHuMaMm 3MC c ucnosb3oBaHMeM 3KBMBAJIEHTA Tesla YesiloBeka, CKOHCTPYMPOBAHHOIO, Kak nokasaHo Ha pucyHke B.1,
obecneunBaloLLero MMuUTaLmnio paboTbl UMNNaHTaTa B peasibHbiX YC/I0BUAX.

PucyHok B.1 — 3JkBMBa/IeHT TeNna vyenoBeka

KoHTeliHep A4nA wncnbiTaHuii paguonepesaTyMkoB MeguUMHCKUX UMMAaHTaToB npeAcTaBnseT coboi unanHap w3
nnekcurnaca. AuameTp KoHTeliHepa (30 £ 0,5) cm, BbicoTa (76 £ 0,5) cm, TonwmHa cteHok (0,635 + 0,05) cm. KoHTelHep
LLeNIMKOM 3aN0/IHSAIOT MaTepmnasom, 4OCTATOYHO TEKYUUM, YTOBLI OH MOT 3aM0/IHUTL BCE NPOCTPAHCTBO BOKPYT MMMIaHTaTa
6€3 30H UCK/NYEHNS. lnaneKTpuyeckue cBoicTBa 1 napaMeTpbl MPOBOAMMOCTM 3TOF0 MaTteprana fo/MKHbl COOTBETCTBO-
BaTb aHa/IOTMYHbIM CBOWCTBAM TKaHW YesioBeyeckoro tena (MyCcKynbHOM TKaHU) Ha LeHTpasbHOo paboyei yacToTe UCMbl-
Tyemoro o60py0BaH1sA WU HA YACcTOTE U3MEpPEHNS.

MpnmevaHna

1 ConsHoii pacTBOp He COOTBETCTBYETyKa3aHHbIM Tpe6OBaHNSAM B YACTU AN3NEKTPUYECKUX CBONCTB 1 NapaMeTpoB
NPOBOAMMOCTU U HE UCNOJIb3YEeTCA B KaYeCTBE 3aMEeHUTENA TKaHN YeI0BEYEeCKOoro Tena.

2 W3mepeHusa nsnydyaembix pagmonomMmex npoBogaT npu temnepatype ot 22 °C go 38 °C.

BHYyTpU KOHTENHEpa fo/KHaA 6bITb YCTAHOB/IEHA CeTKa ANA pa3Mel,eHnsa nmnaaHtara, obecneynsaroLas BO3MOX-
HOCTb BEPTUKA/IbHOTO ¥ TOPM30HTANIbHOTO PaCMO/IOXKEHNS U3NyYaloWwmx 3IeMeHTOB UMNIaHTaTa. MNpoBoga uMnaaHTaTa,
CBsi3aHHble C ero TepaneBTUYeckoi PyHKUMel, Takke pacnosiaraloT Ha CeTKe M 3akpenasaioT Tak, YTobbl o6ecneynTb BOC-
NPOM3BOAMMOCTb pPe3y/ibTaTOB U3MEPEHNIA.

AHTEHHY UMnaHTaTa pacnonaratT Ha pacctosHum (6 + 0,5) cM OT GOKOBOW CTEHKM KOHTelHepa B BEPTUKAIbHOM
nonoxeHun. Mpu nepexone oT BEPTUKASIBHOW MO3ULUKN K TOPU3OHTA/IbHON MOXET NOTpeboBaTbCs NepeMELLEHNE aHTEHHbI
nMmnaaHTaTagnsa obecnevyeHns pasgenmtesibHoOro pacctosiHua (6 0,5)cm 0T60OKOBOI CTEHKM KOHTEWHepa no BCcei ee Ann-
He. MpoBoga MMNAaHTaTa AO/KHbI 6bITb CBEPHYTbI U OTBEAEHbl B CTOPOHY OT aHTEHHbI Npu o6ecnevyeHnn HOMUHANBHOTO
paccTosiHMs 6 CM OT 60KOBOW CTEHKM.

KoHTeliHep pa3meliaioT Ha NOBOPOTHOM CTOJMle Tak, 4TO6bl NepegaTynk MMnaaHTaTa Haxoguacsa Ha BbicoTe 1,5 M
OTHOCMUTE/ILHO 3€MJIN N HA PACCTOAHUM 3 M OT U3MEPUTENIbHON aHTEHHbI.

Mpv BbIGOpe MaTepuana, 3anosHALWero KOHTelHep, XXenaTenbHO NPOBOAUTL NpeABapuTesibHble N3MEepPEeHUS 41
BbISIB/IEHNSA BO3MOXHbIX NPO6/IEMHbLIX YACTOT A4AHHOrO MaTepuana.
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Tpunoxexue C
(cnpaso4roe)

lNepeyeHb HaUUOHaILHLIX cMaHAapmos, pa3pabomaHHbIX Ha OCHO8e
eeponelickux cmaHdapmoe cepuu EH 301 489

Huxe npedcmasneH nepeyeHs HaUyUoOHabHbIX cmaHOapmos, paspabomaHHbIX Ha OCHO8e egporielicklx cmaHoap-
moe cepuu EH 301 489.

FOCT P 52459.1—2009 (EH 301 489-1—2008) Cosmecmumocms MmexHU4EeCcKUX cpedcmea 31eKmpoMazHUmMHas.
TexHuyeckue cpedcmea paduocesasu. Yacmes 1. Obuwiue mexHudeckue mpebosarus u MemoOb! UCTibIMaHull

FOCT P 52459.2—2009 (EH 301 489-2—2002) Cosmecmumocms MexHU4EeCcKUX cpedcmea 31eKmpoMazHUmHas.
TexHuyveckue cpedcmea paduocesasu. Yacme 2. Hacmubsie mpebosaHus k 060pyd08aHU0 neliOKUH208bIX CUCMEM C8A3U

FOCT P 52459.3—2009 (EH 301 489-3—2002) Cosmecmumocms mexHU4ecKUxX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmsa paduocssau. Yacms 3. Yacmrbie mpebosaHrus k ycmpolicmeam mainozo paduyca Oelicmaus,
pabomarowum Ha yacmomaxom 9 kly 80401y

FOCT P 52459.4—2009 (EH 301 489-4—2002) Cosmecmumocms MmexHU4EeCcKUX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocesau. Yacmes 4. HacmHsie mpebosarus k paduoobopydosanHuro cmaHyull (hUKCUposaH-
HoU cny»6b1 U 8CrioMo2amersHOMY 060pyO08aHU0

FOCT P 52459.5—2009 (EH 301 489-5—2002) Cosmecmumocms MmexHU4ecKUxX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocesasu. Yacmes 5. HacmHble mpeboaaHusi k noG8uxHbiM cpedcmaam HazeMHOU paduocesi-
3U JTUYHO20 [1071b308aHUS U 8CrIOMO2amensHOMYy 060py008aHU0

FOCT P 52459.6—2009 (EH 301 489-6—2002) Cosmecmumocms MexHU4EeCcKUxX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmaa paduocessu. Yacme 6. Yacmrbsie mpebosaHusi kK 060pydosaHuro Uugposoll ycosepieHcmao-
s8aHHol 6ecrnposodHoli ceasu (DECT)

TOCT P 52459.7—2009 (EH 301 489-7—2005) Cosmecmumocms MexHU4YEeCcKUxX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocesasu. Yacme 7. Yacmubie mpebosaHus K moO8LXKHOMY U rTopmamusHoMy paduoobopy-
8osaHuro U ecriomozamensHoMy ob6opydosaHuro cucmem ytichposoti comosoli cessu (GSMu DCS)

TOCT P 52459.8—2009 (EH 301 489-8—2002) Cosmecmumocms mexHU4EeCcKUxX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocesasu. Yacme 8. Yacmrbie mpebosaHusi k 6a308biM cmaHUusM cucmems! Uugpoeol
comosoli cessu GSM

FOCT P 52459.9—2009 (EH 301 489-9—2002) Cosmecmumocmbs MexXHUYECKUX cpedcmea 31eKmpoMazHUMmHas.
TexHuyeckue cpedcmeaa paduocesnsu. Yacme 9. Yacmubie mpebosaHus kK 66cripo8o8HbIM MUKPOGOHAM, aHanoaudHoMy
paduoobopydosaHur0 38yKO8bIX NUHLL, 6ecrposodHol ayduoarnnapamype U paciiofiazaemMbiM 8 yxe ycmpolicmeam MOHLU-
mopuHaa

FTOCT P 52459.10—2009 (EH 301 489-10—2002) CogMecmumMocms MexXHUYECKUX cpedcme 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocesasu. Hacmes 10. Yacmabie mpebogarus k o6opydosaHuio becripo8oBHbIx menedoHo8
1ep80oz0 U 8MOPO20 TOKOIeHU

FTOCTP52459.11—2009 (EH 301 489-11—2006) Cosmecmumocms MexXHUYECKUX Cpedcmea 351eKmpoMazHUMHas.
TexHuyeckue cpedcmea paduocesasu. Hacme 11. YacmHsie mpebosaHus K paduogewamensHbiM riepedamyukam

FTOCTP52459.12—2009 (EH 301 489-12—2003) Cosmecmumocms MexXHUYECKUX CpedCcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmaa paduocss3u. Hacme 12. YacmHsle mpebosaHus K 3eMHbIM cmaHULsaM ¢ manod arepmypod ¢oux-
cuposaHHoU criymHUKo8oli criyx6ei, pabomarowium 8 nonocax yacmomom 4 00 30 Ty,

FTOCTP52459.13—2009 (EH 301 489-13—2002) Cosmecmumocms MexXHUYECKUX CpedCcmea 31eKmpoMazHUmMHas.
Texnuyeckue cpedcmea paduocesasu. Hacmes 13. Hacmasie mpebogarus k cpedcmeam paduocessu IU4H020 ro1b308a-
Husa, pabomarowum 8 nonoce yacmom om 26965 do 27860 kl"u, u ecriomozamensHOMy 060pyG08aHUI0

FTOCTP52459.14—2009 (EH 301 489-14—2003) Cosmecmumocmbs MexXHUYEeCKUX Cpedcmea 351eKmpoMazHUMHas.
TexHudeckue cpedcmea paduocesasu. Hacme 14. HacmHsie mpebosaHus K aHarnoz08bsiM U YughpossiM Meneau3uoHHbIM
paduonepedamyuxkam

FTOCTP52459.15—2009 (EH 301 489-15—2002) Cosmecmumocmbs MeXHUYEeCKUX Cpedcmea 351eKmpoMazHUMHas.
TexHuyeckue cpedcmea paduocesasu. Yacme 15. Yacmubsie mpebogaHus k Kommepdeckomy obopydogaHuro 6r1a paduo-
nrbumenel

FTOCTP52459.16—2009 (EH 301 489-16—2002) Cosmecmumocmbs MeXHUYECKUX Cpedcmea 351eKmpoMazHUMHas.
TexHuyeckue cpedcmea paduocssasu. Hacme 16. Hacmueie mpebogaHus K moG8uUXHOMY U iopmamusHoMy paduoobopy-
GosaHu aHanoz2080l comosol ces3u

FTOCTP52459.17—2009 (EH 301 489-17—2008) Cosmecmumocmbs MEeXHUYECKUX Cpedcmea 31eKmpoMazHUMmHas.
TexHuyeckue cpedcmaa paduocesnsu. Hacme 17. Hacmusie mpebosarus k 060py008aHLUI0 LWUPOKOMOMOCHbIX CUCMEM
repeldayu 8 QuanasoHe 2,4 I'Tu, 8bICOKOCKOPOCMHbIX fTOKanbHbIX cemell 8 QuanasoHe 5 [TU U WUpPOKOnonoCHbIX cucmem
nepedayu OaHHbIX 8 Buana3oHe 5,8 My
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FTOCTP52459.18—2009 (EH 301 489-18—2002) CosmecmumMocmbs MexXHUYeCKUX Cpedcme 31eKmpoMazHUMmHas.
TexHuyeckue cpedcmea paduocesasu. Yacms 18. YacmHbie mpebosaHus k 060py008aHuU Ha3eMHOU cUCMeMbi MpaH-
KuHzoseol paduocssasu (TETRA)

FTOCTP52459.19—2009 (EH 301 489-19—2002) Cosmecmumocmbs MexHUYeCKUX Cpedcme 31eKmpoMazHUmHas.
TexHuyeckue cpedcmeaa paduocsssu. Hacms 19. YHacmHsie mpebosaHus K noO8LXKHLIM 3€MHbIM MPUEMHBIM CMaHUUaMm
criymHukosol cryx6s1, pabomarouitm 8 cucmeme riepedayu OarHHbix 8 Ouarnasore 1,5y

FTOCTP52459.20—2009 (EH 301 489-20—2002) Cosmecmumocmbs MexXHUYeCKUX Cpedcme 31eKmpoMazHUmHas.
TexHuyveckue cpedcmaa paduocsssu. Yacms 20. Yacmubsie mpebosaHus K 3eMHbIM CMaHUUAM 008UXXHOU CriymHUKo8oU
cnyx6bi

FTOCTP52459.22—2009 (EH 301 489-22—2003) Cosmecmumocmbs MexHUYeCKUX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedecmea paduocssasu. Hacme 22. HacmHeie mpebogaHus K Ha3eMHOMY MOBBLXXKHOMY U CMayUOHapHOMY
paduoobopydosaHruro duanaszoHa OBY 8o30ywHol nod8uxHOU cryx6bi

FTOCTP52459.23—2009 (EH 301 489-23—2007) CosmecmumMocmbs MexHUYeCKUX Cpedcme 31eKmpoMazHUMmHas.
TexHuyeckue cpedcmea paduocssasu. Hacme 23. YacmHbsie mpebosarus Kk 6a308biM CmMaHUUaM U pempaHcismopam
IMT-2000 CDMA ¢ npsambiM pacuuupeHUeM criekmpa u ecriomozamernsHoMy 060pydoeaHuro

FTOCTP52459.24—2009 (EH 301 489-24—2007) CosmecmumMocmbs MexXHUYeCKUX cpedcmea 31eKmpoMazHUmHas.
TexHu4yeckue cpedcmea paduocssasu. Hacme 24. Yacmusie mpebogaHus K noG8UXHOMY U riopmamusHomy paduoobopy-
Bosanuro IMT-2000 CDMA ¢ npsambiM paciuupeHUeM criekmpa u ecriomozamernsHoMmy 06opydoeaHuro

FTOCTP52459.25—2009 (EH 301 489-25—2005) CosmecmumMocmbs MexXHUYeCKUX cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmeaa paduocesasu. Hacmob 25. YacmHsie mpebosarus k nodsuxHsim cmanyuam CDMA 1x ¢ pacwu-
PEHHbIM CIIEeKMPOM U 8CrIOMO2ameribHOMy 060py008aHU0

FTOCTP52459.26—2009 (EH 301489-26—2005) CosmecmumMocmbs MexXHUYeCKUX CpedCmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduocssasu. Hacme 26. YacmHbsie mpebosarus Kk 6a308biM CmaHUUaM U pempaHcismopam
CDMA 1x ¢ pacwupeHHBIM Criekmpom U 8criomozamernsHoMy 06opydogaHuro

FTOCTP52459.27—2009 (EH 301489-27—2004) Cosmecmumocmbs MexHUYeCKUX CpedCmea 31eKmpoMazHUmHas.
TexHudyeckue cpedcmea paduocssasu. Yacme 27. Hacmibie mpebosaHuUs K akmueHbiM MeOUUUHCKUM UMiaHmamam
KpaliHe manol MOWHOCMU U C8S3aHHBIM C HUMU riepuchbe puliHeiM ycmpolicmeam

FTOCTP52459.28—2009 (EH 301 489-28—2004) Cosmecmumocmbs MexXHUYeCKUX Cpedcmea 31eKmpoMazHUMmHas.
TexHuyeckue cpedcmesa paduoceasu. Yacme 28. Yacmubsie mpebogarus K yugposomy obopydogaHruro 6ecripo8odHbix
nuruli eLudeocssau

FTOCTP52459.31—2009 (EH 301 489-31—2005) Cosmecmumocmbs MexXHUYeCKUX Cpedcmea 31eKmpoMazHUmHas.
TexHuyeckue cpedcmesa paduoceasu. Yacme 31. HacmHeie mpebosaHus Kk paduoobopydosaHuro 8nsa akmuaHbix medu-
UUHCKUX UMIIIaHmMamos KpaliHe Manoli MOUHOCMU U C8S3aHHbIX ¢ HUMU neplghepuliHbix ycmpolicms, pabomaioiwieMy 8
nonoce yacmomom 900 315«klMy

FTOCTP 52459.32—2009 (EH 301 489-32—2005) Cosmecmumocmbs MexXHUYeCKUX Cpedcme 31eKmpoMazHUmHas.
TexHuyeckue cpedcmea paduoceasu. HYacmp 32. HacmHbie mpebogaHus k paduonokayuoHHOMYy 060pydosaHuro,
ucrnonb3yemMomy 0115 30HOUPOBAHUS 3eMIIU U CMeH
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Mpunoxenne D
(cnpaBouHoe)

CBefileHUA 0 COOTBETCTBUM CChINTOYHLIX MEXAYHapPOAHbIX CTaHAApPTOB
HauuoHanbHbIM cTaHaapTaM Poccuitckon Peaepauun,
MCMNOMb30BaHHbIM B HAaCTOSAILLEM CTaHAapTe B Ka4eCTBe HOPMaTUBHbIX CCbINIOK

Ta6nwua DA

0603Ha4YeHne CCLINOUYHOrO
HAUMOHANLHOIO cTaHaapTa
Poccunckon ®enepauum

0603Ha4eHNe M HAUMEHOBAHME CChITOYHOTO MEXAYHAPOAHOro CTAHAAPTA M YCNOBHOE
0603HaueHne CTerneHn ero COOTBETCTBUS CChINOYHOMY HALUMOHANBHOMY CTaHaapTy

FOCT P 50267.0.2—2005
M3K 60601-1-2:2001)

M3K 60601-1-2:2001 «MeguumHckue anekTpuyeckue unsgenua — Yactb 1-2:
O6wume TpeGoBaHus GesonacHocT — NapannenbHblt cTaHQapPT: 3NeKTPOMarHuT-
Has coBMecTUMOCTb — TpeboBaHusi n ucnoitannsy (MOD)

FOCT P 51317.4.5—99
(M3K 61000-4-5—95)

M3K 61000-4-5:1995 «3nekTpomarHutHasi coBmecTumoctb (AMC) — Yactb 4:
MeToabl ucneiTaHni n uamepeHun — Pasgen 5: McnbiTaHusi Ha yCTOMYMBOCTb K MUK-
POCEKYHAHBIM UMNYMNBCHEIM NOoMexam bonbLuoi sHepn» (MOD)

FOCT P 52459.1—2009
(EH 301 489-1—2008)

EH 301 489-1 Bepcus 1.8.1 (2008—04) «OnekTrpoMarHMTHasi COBMECTUMOCTb W
BONPOCHI paauo4acToTHOro cnekrpa. CtaHaapT arneKTpoMarHUTHON COBMECTUMOCTH
ans paguwoobopygoBanms u cnyx6. Yactb 1. Obwme TexHnyeckue TpeboBaHus»
(MOD)

FOCT 24375—80

FOCT 30372—95/
FOCT P 50397—92

M3K 60050-161:1990 «MexayHapoaHbIi SneKTpoTexHu4eckui cnosapb. [na-
Ba 161. OrekTpomarinTHas coBmectumocTb» (NEQ)

BEeTCTBUSA CTaHOAPTOB!

MpuMedyaHune—B HacToswel Tabnuue NCNONb30BaHb! CNeayoWmMe YCrNoBHbIe 0603Ha4YeHNs1 CTENEeHN CooT-

MOD — mogutmumpoBaHHbie CTaHAaPTbI;
NEQ — He3kBMBaneHTHblE CTaHAAPTHI.
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Bubnuorpadua

O cbnmxeHnn 3akoHogaTenbHbIX aKTOB FOCYAapCTB-YreHOB 00 3rmeKTpoMarHuTHOn co-
BMECTUMOCTU 1 oTMeHe Jdupektuebl 89/336/EEC

(On the approximation of the laws of the member states relating to electromagnetic
compatibility and repealing directive 89/336/EEC)

O paanoo6opyaoBaHUM U OKOHEUYHOM TeNIeKOMMYHUKaLMOHHOM 060pyA0BaHNM 1 B3anum-
HOM MPU3HAHUU UX COOTBETCTBUS

(On radio equipment and telecommunications terminal equipment and the mutual
recognition of their conformity)

OnekTpomMarHmTHasi COBMECTUMOCTb M BOMPOCHI pagmo4acToTHoro crnektpa. Ctangapt
3MEeKTPOMarHUTHOM COBMECTUMOCTU ANs paanoobopyaoBaHns U Cryxo

[Electromagnetic compatibility and radio spectrum matters (ERM); Electromagnetic
compatibility (EMC) standard for radio equipment and services]

OnNeKTpoOMarHuTHasi COBMECTMMOCTb M BOMPOCH!I paguoYacToTHOro crnektpa. CtaHgapT
3MEeKTPOMarHUTHOM COBMECTUMOCTU Ans paanoobopyaoBanus u cnyxb. Yacte 1. Obwwe
TexHu4eckue TpeboBaHus

[Electromagnetic compatibility and radio spectrum matters (ERM); Electromagnetic
compatibility (EMC) standard for radio equipment and services; Part 1: Common technical
requirements]

MexayHapoaHbIi 3NeKTpOTeXHUYeCcknin crioBapb. [naea 161. 3nekrpomarHuTHas co-
BMECTUMOCTb

[International electrotechnical vocabulary (IEV) — Chapter 161: Electromagnetic
compatibility]

OneKkTpoMarHMTHasi COBMECTMMOCTb U BOMPOCH! PaanoYacToOTHONO CrneKTpa. AKTUBHbIE
MeaUUMHCKME UMNMaHTaTbl KpanHe mManol MOLWHOCTM U nepudepuiiHblie yCTPOWCTBA,
JenicTeytowme B nonoce vacrtor 402 — 405 My, Yacte 2. [apMOHN3NMPOBaHHbLIN eBpO-
Nenckuii cTaHAapT, NPUMEHSIEMbIA NPY NOATBEPXAEHUN COOTBETCTBUSI OCHOBHBIM Tpebo-
BaHusiMm ctatem 3.2, [IMpekTmBbl O paavMoobopyaoBaHMM M OKOHEYHOM TEIeKOM-
MyHUKaLMOHHOM 060pyaoBaHum

[Electromagnetic compatibility and radio spectrum matters (ERM); Low power active
medical implants (ULP-AMI) and periferials (ULP-AMI-P) operating in the frequency range
402 MHz to 405 MHz; Part 2: Harmonized EN covering essential requirements of
article 3.2 of the R&TTE directive]

OnekTpomarHMTHasi COBMECTUMOCTb W BONPOCHI PagMoYvacToTHOrO CnekTpa. AKTUBHbIE
MEAMLIMHCKME MMIMNAHTaThl KpanHe Manol MOLWHOCTM U nepudepuiHbie yCTPOWCTBA,
aencTeyiowme B nonoce yactor 402—405 Mlu. Yactb 1. TexHnueckne xapakTrepucTuku
n MetToasbl UcnbiTaHUM

[Electromagnetic compatibility and radio spectrum matters (ERM);, Low power active
medical implants (ULP-AMI) and peripherials (ULP-AMI-P) operating in the frequency
range 402 MHz to 405 MHz; Part 1: Technical characteristics and test methods]
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KntoueBble crioBa: 3MekTpoMarHMTHasi COBMECTUMOCTb, TEXHUYECKMe CpeacTBa paaunocBasun, MeamLmnMHCKue
aMeKTprYecKkne n3aenus, akTBHble MeanLMHCKME UMMMaHTaTbl KpanHe Manoll MOLLHOCTA U CBA3aHHbIE C
HUMMW NepudepuitHble YCTPOICTBA, PaaVONPUEMHUKI, paguonepeaaTyuki, 3neKTpoMarHuTHas aMUCCHs, no-
MEXO0YCTONYNBOCTb, KPUTEPUN KadecTBa (hYHKUMOHUPOBaHUS, TpeBoBaHNS, MeTOb! UCTIbITaHWIA
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