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MpepucnoBue

1 MOArOTOBJIEH HerocyaapcTBeHHbIM  0Opa3oBaTefibHbIM ~ YaCTHbIM  yypexaeHuem  «Hosas
UnxxeHepHas Lkona» (HOYY «HULL») Ha OCHOBE ayTEHTMYHOrO NepeBoAa Ha PYCCKUM A3bIK YKa3aHHOMoO B
nyHKTe 4 cTaHgapTa, KOTopblil BbINONHEH Pocouiickor koMmuccueii akcneptos MOK/TK 65, u depepanbHbiM
rocyjapCTBEHHbIM YHUTAPHbLIM NpeanpuaTMeM «Bcepoccuitckuii Hay4yHO-UCCreoBaTeNbCKUA  UHCTUTYT
cTaHaapTusauum u ceptudukaumum B MawmMHocTpoeHuny» (Pryrn «BHUMHMALL»)

2BHECEH TexHu4yeckum KOMWUTETOM no craHaaptusauum TK 306 «M3mepeHus u ynpaeneHue B
NPOMBbILLITEHHbIX NpoLeccax»

3 YTBEPXXOEH M BBEJEH B JEVICTBME [Mpukasom denepanbHOro areHTCTBa MO TEXHUYECKOMY
perynmpoBaHuio u metponorumn ot 11 HosiGps 2014 r. Ne 1526-cT

4 Hacroawmii  craHgapT MAEHTMYEeH  MexayHapogHomy  ctaHgapt MOK  61326-2-6:2012
«OnekTpuyeckoe obopyaoBaHMe ANA  U3MEPEHUs, ynpaBrieHuss W nabopaToOpHOro  Npume-HeHMs.
TpeboBaHus kK AMC. Yactb 2-6. YacTHble TpebGoBaHus. MeaguuuHckoe obopyaoBaHWe ANS AMArHoCTUKU B
naGopatopHbix ycnosusx» (IEC 61326-2-6:2012, Electrical equipment for measurement, control and
laboratory use — EMC requirements — Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical
equipment).

HaumeHoBaHWe HaACTOALIEro CcraH4apTa W3MEHEHO OTHOCUMTENbHO HAUMEHOBAHUA YKa3aHHOro
MeXxayHapoaHoro ctaHaaprta anda npusegerHus B cootsetctene ¢ FOCT P 1.5 (nyHkT 3.5).

Mpn npuMEHeHUM HaCTOALWEero craHaapTa PekoMeHAYeTCs MCNONb30BaTb BMECTO  CCbINTOYHbIX
MeXAYHapOAHbIX CTaHAAPTOB COOTBETCTBYIOLLME MM HAUMOHAsbHbIE CTAHAAPTbl U MEXroCyAapCTBEHHbLIE
CTaHAapThbl, CBEAEHUS O KOTOPbIX MPUBEAEHbI B AONOHMTENBHOM NpUnoxenuu JA

5 BBEJEH BIEPBbIE
6 B HacTOsiLeM CTaHaapTe YacTb €ro coaepxaHua MOXeT ObiTb 06LEKTOM NAaTEHTHLIX NPaB

lpasuna npumeHneHus Hacmosuieeo cmaHdapma ycmaroeneHb 8 FTOCT P 1.0—2012 (pa3den 8). UHhopmauus
06 U3MeHeHUAX K HacmosweMy cmaHdapmy nybnukyemcs 8 exe200HOM (110 cocmosHuUo Ha 1 sHeapa mekyuezo 200a)
UHGbOpMaYUOHHOM yka3amene «HauuoHanbHble cmaHO0apmbl», a ouyuanbHbil mekem U3MeHeHul u nonpasok — &
exXeMecayHoM c¢hopMaUlUOHHOM yKazamene «HauuoHanbHble cmaHOapmely. B cnyvae nepecmompa (3aMeHbl) unu
ommeHbl Hacmosweao cmaHdapma coomeemcmeyioujee yeedomneHue 6ydem onybnukosaHo & bauxaliuem ebinycke
eXeMeCaYHo20 UHGOpMaUUOHHO20 ykazamens «HayuoHanbHbie cmaHdapmbeiy. Coomeemcemeyioujan uHgopmayus,
ysedomeHue U MeKCmbl pa3Meuwjalomcs maikke e UHGhopMaluoHHOU cucmeme obuje2o Monb3ogaHus — Ha
oghuyuanbHom calime @edepaflbHO20 azeHmcmea 0 MEXHUYECKOMY pesynuposaHulo U Memponoauu 8 cemu
UumepHem (gost.ru)

© Crangaptundopm, 2015

Hacroswwmii craHaapT He MOXeT ObiTb MOMHOCTBIO UMM YACTUYHO BOCMPOV3BELEH,
TUPaXXMPOBaAH W PpacnpocTpaHeH B KkayecTBe OMUUMANbLHOTO u3gaHus 0e3  paspeLueHus
®epepanbHOro areHTCTBa Mo TEXHUYECKOMY PEryriMpoBaHMio U METPOMOrK
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BBeneHue

M3K 61326-2-6:2012 paspabotaH nogkoMuTeTtoM 65A «CUCTEMHbIE acCMeKkTbl» TEXHUYECKOro
komuteta M3OK 65 «CucTteMbl ynpaBnieHUss 1 U3MEPEHUA B MPOMBILLMIEHHBIX NpoLeccax».

Btopoe uszgaHne MOK 61326-2-6:2012 3aMeHsieT U OTMEHsieT nepeoe u3gaHue, onybnukoBaHHOE B
2005 r., ABnsieTCA NepecMOTPOM yKasaHHOro craHgapra u BKIOYaeT B cebs crneayiollee CyLecTBeHHoe
TEXHUYECKOE WM3MEHEHMEe MO OTHOLUEHWI K Mpeablgyliemy usgaHuio: oOHOBReHue craHgapta ¢ y4eTom
Tpebosanuin M3K 61326-1:2012.

Hacrosawmii craHaapT, SBRSAWMIACA YacTblo craHgaptos cepum MOK 61326, pomkeH ObiTb
ucnonb3oBaH coBmectHo ¢ MO3K 61326-1:2012 ¢ coxpaHeHMem HyMepauuu ero MnyHKTOB, MOAMYHKTOB,
Tabnuy u puUCYHKOB. Ecnu KOHKpeTHbI noapasgen MOK 61326-1:2012 He npuBegeH B HACTOALLEM
cTaHgapTe, TO ero NPUMEHSIIOT B TON CTENEHU, HACKOMNBKO 3TO uenecoobpasHo. Ecnu HacToALWMI cTaHgapT
yCTaHaBNMUBAET «AOMNOMHEHNE», KU3MEHEHUE» WIIM «3aMeHy», TO COOTBETCTBYKOWMA TekeT M3K 61321-
1:2012 pomkeH ObITb a4anTUPOBaH COOTBETCTBYIOLLMM 00pa3om.

MpuMeyaHue —B HacTosALWeM cTaHgapTe UCMOML30BaHLI Criejytollasi cCUCTeMa HyMepaLun U 06o3HaueHue
AOMNONTHUTENBbHbIX I'IpVIJ'IO)KGHI/IVII

- nogpasgernsl, Ta6ﬂVIL|,bI W PUCYHKW, KOTOPblE NPOHYyMEpOBaHbl, Ha4MHasA C 101, ABNATCA 4ONONHUTENbHBIMU K
noapasgenam, Tabnuuam n pucyHkam, npueegeHHsIM B MOK 61326-1:2012;

- ecnu npuMeYaHua npueBefeHbl He B HOBOM nofpasfiene unu kacawTes npuMedaHuii MK 61326-1:2012, oHu
Takke NpoHyMepoBaHbl Ha4nHaA co 101, B TOM 4YuUCrne B 3aMeHEeHHOM pasjene unu nogpasgene,;

- BOMONHUTENBHBbIE NpUNoxeHns o6o3HaueHbl bykeamu AA BB T. 4.
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HAUUWOHANBbHBLIN CTAHOAPT POCCUUCKOWN ®EQLEPALUMN

OBOPYJJOBAHUE 3NEKTPUYECKOE ANA USMEPEHUA,
YNPABJNEHNA U NTABOPATOPHOI'O NPUMEHEHUA

TpeboBaHUA 3NEKTPOMArHUTHOW COBMECTUMOCTHU
YacTtb 2-6
YacTHble TpeGoBaHusA

MeauuuHckoe o6opyaoBaHue Ans AMArHOCTUKU B NTAGOPaTOPHbIX YCNOBUAX

Electrical equipment for measurement, control and laboratory use. EMC requirements. Part 2-6. Particular
requirements. In vitro diagnostic (IVD) medical equipment

Nara BBegeHusa — 2016—01—01

1 Obnactb npUuMeHeHUs

B pononHenue k TpeboBaHusam MOK 61326-1 HacToswmin craHaapT yCTaHaBNWBAeT MUHMMAanNbHbIE
TpeboBaHMA K MOMEXOYCTOMYMBOCTM W INEKTPOMArHUTHON IMUCCUM, OTHOCSLLMXCA K 9NEKTPOMarHUTHOW
COBMECTMMOCTU MeAWUUMHCKOTo o6GopyaoBaHusi Ans in vitro au-arHocTuku B nabopaTopHbIX YCRoBUAX C
y4eTOM 0COBEHHOCTEl AAHHOTO 3MEKTPUYECKOro 060pyA0BaHUS U €70 SNEKTPOMArHMTHON OGCTaHOBKM.

2 HopmaTtuBHbIE CCLIFNIKU

CTaHaapThbl, CCbINIKM Ha KOTOPbIE NMPUBEAEHBI B HACTOSALLEM pa3sfene, 00a3arenbHbl Npu NPUMEHEHUN
HacTosLero craHgapra. [Ona JaTUpPOBaHHbIX CCbINIOK MPUMEHSIIOT TOMbKO YKa3aHHOe wu3aanue. [na
He4aTUPOBAHHbLIX CCbINOK MPUMEHAIT NOCNeAHee W34aHWEe CCbIMOYHOrO AOKYMEeHTa (BKmioyas moobble
N3MEHEHUS).

B HacToswem craHgapTe Mcnonb3oBaHbl HOpMaTUBHbIE CCbinkn HAa MOAK 61326-1:2012 (paspen 2) co
CrneayoLwmMmMmn AONONHEHUSMU:

M3K 61326-1:2012 O3nekTpoTexHuyeckoe oOopyaoBaHMe ANA  U3MEPEHWUsl, YNpaBreHus W
nadopaTopHoro npuMmeHeHus. TpebosaHuss SMC. Yacte 1. Ob6wme TtpeGoeanua (IEC 61326-1:2012,
Electrical equipment for measurement, control and laboratory use — EMC requirements — Part 1. General
requirements)

NCO 14971:2007 Wspenus meguuuHckue. FNPUMEHEHME MEHeMKMEHTa pucka K MeaULMHCKUM
nsgenusam (ISO 14971:2007, Medical devices — Application of risk management to medical devices)

3 TepMUuHbI U onpeaeneHns

B HacroAwem craHgapte npuMeHeHbl TepMmuHbl U onpegeneHns no MOK 61326-1, a Takke
crneayowme TEPMUHbI C COOTBETCTBYIOLLUMUN ONpeaeneHnsAMM:

3.101 MeOULUHCKOe o6opyaoBaHue OnNA AMArHOCTUKU B nabopaTopHbIX ycnoBusax (in
vitro diagnostic medical equipment): MpuGopbl U annapaTtypa, NnpeAHa3Ha4YeHHbIe AN NPUMEHEHUs
npu AnWarHocTuposaHuu 3aboneBaHuit UMM APYrux COCTOSIHWIA, BKSOYAs onpeaeneHne COCTOAHUS
300pOBbSA, C LUENnbl feYeHusi, CMAr4eHuss nocneacTeu, o6paboTkm wunu nNpeaoTBpaLeHUN
3aboneBaHui.

MpumeyvaHune 1 — YkasaHHble NpuGoOpLl UNK annapaTtypa npefHasHaqYeHbl Ans c6opa, NPUroTOBNEHMUS U
n3yyveHuna o6pa3qoa, B3ATLIX Y YeloBeKa nNpu ero AnarHoCTupoBaHUN.

M3paHue oduumnanbHoe
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3.102

BelWecTBO, onpegensiemoe npu aHanu3se (analyte): CocraBHas 4yactb obpasua ¢ nsMepsaemMbiMu
CBOWCTBaAMU.

lMpumepsbi

1 B ebipameHuu: «macca 6enka 8 24-x yacosoli mMoye», «b6eslok» — eeujecmeo,
onpedensieMoe nNpu aHanus3e, a «kMacca» — ceolcmeo.

2 B sbIpaeHUU: «KOHYeHMPpayusi 2/110KO3bl 8 rs1a3mMe», «2/110Ko3a» — eeuw,ecmeo,
onpedernsieMoe npu aHanu3e, a «KKOHYeHmpauus» — ceolicmeo.

B o6oux cny4asix nosiHoe npednoxeHue onpedensiem usMepsieMyro 8eJIUYUHY.

[MCO 18113-1:2009, nyHkT 3.3]

4.101 3neKTpoMarHuTHas O6GCTaHOBKa MeAVLMHCKOro O0OpyQOBaHUA ANs AUArHOCTUKU B
nadopaTopHbIX yCrOBUAX

Tak e Kak W TpaguLUMOHHOE MeAMULMHCKOe 9arnekTpudeckoe o6opyaoBaHWe MeauLUHCKoe
obopynoBaHue AN AMArHOCTMKM B nabopaTopHbix ycnoeusax (OJ1Y) NnpuMeHsieTcst B LUMPOKOM Auana3oHe
3MeKTpOMarHUTHbIX obctaHoBok. O6opyaoBanue ans ONY pomkHO Obitb 6e30nacHbIM M HOPMAanbHO
(hYHKLMOHMPOBATb B JOMALLHWUX YCMOBUSIX TAK )K€, Kak WM B TUMWYHOW SNEKTPOMarHUTHOW oBCTaHOBKe
06beKTOB 34paBOOXPaHEHUSI

(rocnutanu, KIMHKUKKM, BpayebOHble KabuHEeTbl). 3TO O03Ha4aeT, 4YTO MUHMMAnbHLIA  YPOBEHb
NMOMEXOYCTONYMBOCTM AN TAKUX YCTPOWCTB AOMMKEH ObITb NPMEMIEMbIM AN YKa3aHHbIX OO LEKTOB.

[ns o6opyaoBaHus, npegHasHauYeHHOro ANst NPUMEHEHUs B ApyrMx 0BCTaHOBKaX, TakKUX KaK NMoseBble
rocnutanu, netatenbHble annapartbl, aBTOMOOWNN, BEPTONETLI, MOXET ObiTb YCTAHOBMEH Oonee BbICOKUM
YPOBEHb MOMEXOYCTONYMBOCTM ANnsA obecneveHns 6esonacHoi n addekTuBHON paboTel 060pya0BaHUS.

5 TMnaH wuCNbITaHUA Ha COOTBETCTBME TPEOOBAHUAM 3JIEKTPOMAarHUTHOMN
COBMECTUMOCTU

5.1 O6ww e nonoxeHus

MpumensoT MK 61326-1:2012 (nogpasgen 5.1).

5.2 KoHdurypaumus ucnbityeMoro o60pyaoBaHus BO BpeMs UCNbITAHUN

MpumeHsior MOK 61326-1:2012 (noapasaen 5.2).

5.3 YcnoBusi GYHKLUMOHUPOBAHUA UCNILITYEMOro 060pyaoBaHUA BO BPeMA UCTIbITAaHUN

MpumensioT M3K 61326-1:2012 (noapasaen 5.3) co cneaylowmum AONONHEHUEM:

5.3.101 YcnoBuAa yHKUMOHUPOBAHUA

OGopyaoBaHue AOMKHO ObITb YCTAHOBMEHO NPU YCIOBUSX, YKA3aHHbIX B AOKYMEHTALMKU N3rOTOBUTENS.

Ecnu ycTpoiicTBO MMEET pasnuuyHble pexumMbl dNEeKTponUTaHuA (T. . 6atapes, pasnuuHble BapUaHThbI
nepemMeHHoOro TOoka), B AOKYMEHTauuu WU3roToBMTENA AOMKEH(Hbl) ObiTb ykasaH(bl) pexum(bl)
dyHKUMOHMpPOBaHUA, obGecneunBalowmii(e) Hanbonee xecTkue yCnoBusi B COOTBETCTBMM C pe3ynbTaTaMu
aHanusa cteneHu pucka nsaenus.

5.4 Cneundukauma kpurepueB KayectTea PyHKUMOHUPOBAHUA

Mpumensior MK 61326-1:2012 (noapasaen 5.4).

5.5 Onucanue ucnbITaHUN

Mpumensaior MK 61326-1:2012 (noapasaen 5.5).

6 TpeboBaHUA NOMEXOYCTONUYNBOCTH

6.1 YcnoBusi npoBegeHna UCNbITaHUA

3amensior MOK 61326-1:2012 (noapasaen 6.1) Huwxecneayowmm:

6.1 YcnoBusa npoBeaeHUA UCNbITAHUIA

KoHdurypauums n pexumbl hyHKLMOHUPOBAHUS 060pYA0BaHNA AOMKHBLI ObiTh AETANBHO OTPAXEHLI B
NPOTOKOSE MCNbITAHUNA.

McnbiraHusim noaBepraioT BCce He06xoaumble NOPThl B COOTBETCTBUM C Tabnuuen 101.

UcnbiraHuss fomkHbl ObiTb NpPOBEAEHbLI B COOTBETCTBMM CO CTaHAAPTAMU, NPUBEAEHHLIMU B
Tabnuue 101. UcnbiTaHua npoBOAAT Kak NOCNeaoBaTenbHOCTb OAMHOYHBLIX UCNbITaHMA. Ecnu TpeGyertca
NPOBECTU AOMOJHUTENbHBLIE UCNBLITAHUA, TO METOA4 UCMbITAHMS U OBOCHOBAHUE €ro NMPUMEHEHUs] OMKHbI
ObITb 10KYMEHTUPOBAHBI.

6.2 Tpe6oBaHUA K UCNILITAHUAM Ha NOMEXOYCTOWYUBOCTDb

3ameHsior MOK 61326-1:2012 (nogpasaen 6.2) HmkecneayoLwum:
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6.2 OueHKa PMCKOB U pacCMOTPeHUe TpeGOBaHMI 3NEKTPOMArHMTHONM COBMECTUMOCTM B 4acTu
NOMEeXOyCTOMYMBOCTHU

MoLLHble NCTOYHMKM NEKTPOMArHUTHON SMUCCUW NPU ONpeAeneHHbIX YCNOBUAX MOTYT Bbl3BaTh COOM
pacnosioKeHHOro BONU3N Me4UUMHCKOro 060pyAoBaHus. PasnuyHblie BuAbl MEAULIMHCKOTO 3MEKTPUYECKoro
060pYyAOBaHUSA UMEIOT pasfuvHble YPOBHM PUCKOB BO3HWUKHOBEHMSI cboeB. MeauuuHckoe obopyaoBaHue
ans ONY He npeaHasHavyeHo AN NOAAEPXAHMSA XU3HM UMW peaHuMauuu nauyueHToB, MO3TOMY cOOM
He MOXET ObITb HENOCPEACTBEHHOI NPUYKMHOM CMEPTU UNK Bpeaa 340p0Bbio nauyueHTa. Cbou Takoro poaa
B MEAMLUMHCKOM aneKkTpuyeckoMm obopygosaHun ans ONY MoryT npuBeCTU K HEBEPHOMY CHUTBIBAHUIO, YTO
B CBOK Oyepedb MOXET TMPUBECTU K HENpaBuUilbHOMY TepaneBTUYECKOMY peLleHUt0 (HEBEPHOMY
anarHosy). Ons HeKOTOpbIX BeLlecTsB, OnpeAensieMblX MPU aHanu3e, B HEeKOTOPbIX CRy4vasX HEBEpPHbIN
pe3ynbTaT MOXET HaHeCTU cepbesHbii yuiepd 340poBbi0 nauueHta. B cnyvae kpynHorabaputHOro
MEAMLMHCKOTO anekTpuyeckoro obopyaosanua ans [ONY 3nekTpOMarHUTHbIE MOMEXM MOTYT BbI3bIBaTh
c6ou, KOTOpble MOFYT HaHEeCTM MPAMYI Yrpo3y Onmeparopy, Hanpumep, 3a CYeT €ro HeOXWAAHHbIX
MEXaHNYECKNX ABUXKEHWNIA.

MsroToBuTeNb AOMKEH NPOBECTU aHanW3 U OUEHKY pPUCKOB, pykoBoacTBysacs NCO 14971 npu oueHke
PUCKOB, CBA3AHHLIX C HEMOCPEACTBEHHON onacHocTbio, U MCO 14971:2007 (npunoxenue H) npu oueHke
PUCKOB ANA NaUMEHTOB NPU HEBEPHbLIX pesynbTaTtax ucnoiraHui AIy.

MpumedaHue - Kak npasunno, pesynbTaThl, nony4eHHble oT MeauUUHCKOro
060py,CLOBaHI/IF| ansa any, npoBepArT Ha AOCTOBEPHOCTb Me4ULUUHCKUM nepcoHanom nnu
conpoBoOXgarTCcA peweHnamMm 3KCnepToB B obnactu 3ApaBoOXpaHeHUs. MegauyuHckoe
oGopy,qosaHme ana any, npejHasHa4eHHoe ana CaMOCTOATENBHOrO APpUMEHEeHNA

Hel'lpOCPeCCVIOHaJ'IbeIMVI nonb3oBatenaMKn, BcCerga conpoBoXAaeTcA peKoMeHgaunAaMKu C onnucaHuem AeVICTBMﬁ,
KOTOpkIe HeOGXO,ElVIMO NPeanpuHATL B cllydae nonyyYyeHua HeonpeaeneHHblX pe3ynbTaToB. l‘laqweHTaM HacCToOATENbHO
pekoMeHayeTCcA 06paTVITbCF| K UX nedvawlemy Bpady [0 TOro, Kak MNPpUHATb Kakoe-nm6o peweHne meguunHCKoro
Xapakrepa.

Pucku, cBsisaHHble C MCMOMb30BaHMEM MEAMLMHCKOrO 3nekTpudeckoro obopyaoBanusa ana ANY,
aHanorMyHbl  puckam, CBsI3aHHbIM C  MEAMUMHCKUM  0DOpyaOBaHWMEM, He  OTHOCA-LMMCH K
Xu3HeobecneyeHuto. CnepoBaTenbHO, TpeGoOBaHMS K WUCMbITAHMAM  Ha  NOMEXOYCTOMYMBOCTb,
yCcTaHoBneHHble B Tabnuue 101, aHamormyHbl TpeboBaHUAM, NPeAb-ABAAEMbIM K MEAULIMHCKOMY
060pyaoBaHUIO, He OTHOCALLEMYCS K XM3HeobecneyveHuto.

Tabnuua 101 - TpeboBaHWUA MOMEXOYCTONYNBOCTM MEAULIMHCKOTO obopyaoBaHus ansa Any

Haumenosarine 3HayeHue napametpa
Mopt 3/1EKTPOMArHUTHOM Cranpapt SMC MCI‘IbITaI-':I)MVI p
nomexm
Onekrpoctarudeckun paspsag (MK 61000-4-2 2 KB 1 4 kB (KOHTaKTHbIN
pa3psin)
2 kB, 4 kB, 8 kB (B03ayLUHbIN
paspsg)
MopT kop-nyca OnekTpoMarHuTHoe none MOK 61000-4-3 3 B/M (o1 80 MI'y go 1 I'w)

3 B/M (o1 1,4 Ty go 2 IMuy)

1 B/m (o7 2,0 My go 2,7 IMu)
MaruuTHoe none M3K 61000-4-8 3 A/m (50 Ny, 60 Iu)
NPOMBILLNEHHOM YacTOThI®

[NpoBanbl HaNPSXXeHUA M3K 61000-4-11 0 % B TeyeHue 1-ro nepuoaa
sneKrpoanaHuﬂd) 40 % B Teuenune 5/6 nepuonoe”
70 % B Teuenue 25/30
MopT anekr- KpaTtkoBpemeHHble npepbisaHus MK 61000-4-11 MeHee 5 % B Teuenune 250/300
ponuTaHus HanpsxeHus anekTponuTaHus® nepuoaos
?:&elcn)ng;noro Toka HanocekyHaHble uMnynbCHble  [M3K 61000-4-4 1 kB (5/50 Hc, 5 klM'y)
nomMexi
BaLUMTHOE IMukpocekyHaHblie uMnynbcHble [MAK 61000-4-5 1 kB / 2 kB
3asemneHue) nomexu 6ONbLLON 3Heprumn
KoHAyKTUBHbIE MOMEXM, M3K 61000-4-6 3 B (o1 150 My Ao 80 M)
HaBeAeHHbIE PaanMoYacTOTHLIMU
nonAMm



FOCT P M3K 61326-2-6-2014

QkoH4YaHuUe mabnuubi 101

HaumeHoBaHue
Mopt ANEeKTPOMAarHMTHON Crangapt SMC Snaqetne napamerpa
MCNbITAHWIA
nomMexu
HaHocekyHAHblE UMNynNbCHble [M3K 61000-4-4 1 kB (5/50 Hc, 5 klMy)

nmomMexu

MopT SnekTpONUTaHyA MukpocekynaHbie umnysibcl MK 61000-4-5  [1 kB /2 kB”
MOCTOAHHOIO TOKa ™ DONbLLUON aHeprMM
(BKNI0Y@A 3ALLMTHOE
3a3eMneHne) KOHAYKTUBHBIE MOMEXM, M3K 61000-4-6 3 B (ot 150 k' 4o 80 MI')
HaBeAeHHble

|pagMo4acTOTHLIMK NONSAMM
HaHocekyHaHblE uMnynbCHble [MOK 61000-4-4 0,5 kB (5/50 Hc, 5 klMy)
nomexu
MopTbl BBOAA/BLIBOAA,[MUKPOCEKYHAHBIE UMNYNbLCLI  [M3K 61000-4-5 He npumensiot
CMrHanbHble NOPTLI M [DONBLLOW 3HEPTMK
noptel ynpaenexus” [KoHAYKTMBHbIE nomexu, M3K 61000-4-6 |3 B (o1 150 kI 70 80 MIL)
HaBeAEeHHbIe

[pPaaMo4acToTHLIMKU NONSAMM
MopTul BBOAA/BLIBOAA,[HAHOCEKYHAHBIE UMNYNbCHbIE [MOK 61000-4-4 1 kB (6/50 He, 5 kl'y)
CMrHanbLHbIe NOPTLI U [MOMEXH
nopThl ynpaenexuus, [MMkpocekyHaHble uMnynbcbl  (M3OK 61000-4-5 He npumMensitot
NOJKIMIOYEHHBIE K GOnbLUON 3HEepruu

SIEKTPUYECKON CETU oy nyKTUBHBIE NOMEXH, M3K 61000-4-6  [3 B (ot 150 kI 10 80 MIL)
HaBeA€HHbIe
PaaMoYaCTOTHLIMU NONAMM
¥ YcnbITaHusl NPOBOAST TONLKO ANA o6opyaoBaHus, NOTEHUMANbLHO BOCIPUMMYUBOIO K MAarHUTHOMY MOS0,
OMYyCKAOTCA MOMEXM HA AUCTINIEAX C SNEKTPOHHO-NYYEBbIMU TPYOKaMKU Npu HaNPsHKEHHOCTU nons 1 A/m.
)Tonbko B cnyyae kabenew, ANUHA KOTOPbIX NMPEBbILLAET 3 M.
© MopTbl COEAWHEHW NOCTOAHHOIO TOKA HE MOAKNIOYAEMbIX K PacnpPeAesUTENbHLIM CUCTEMAM
MOCTOAHHOrO  TOKA, NPEeAHA3HAYeHHbIM  Ans  B3aUMHOTO  COEAMHEHUS  OTAENbHbIX  YacTeW
06opyAOBaHMA/CUCTEM, UCTILITBLIBAIOT Kak MOPTbl BBOAA/BbIBOAA, CUTHAMbLHLIE MOPTLI M NOPTbLI YyNpaBneHus.
Hanpumep,«5/6 nepnoaosy» o3Havaet «5 nepuoaoB Npu UCMbITAHUAX ans 50 Mu» unu «6 nepuoaos nNpu
mcnblTaHusx ansa 60 Myy.
E) «ITMHUS — IMHUSIY.
«JIMHKS — 3emnsy.

Kputepun kavectsa (pyHKUMOHMPOBAHMS OMPEAENSAOT B 3aBUCMMOCTU OT BUAA INEKTPOMArHUTHBLIX
NMOMEX C YY4ETOM PEXUMOB (PYHKLMOHUPOBAHUSA UCTILITYEMOro 060pyA0BaHUS, KOTOPbIE MOTYT NOBAUSATL HA
nonyyaemble AaHHble, U PeXxnMoB (YHKLIMOHMPOBAHMA WUCNLITYEMOro 06OpyaOBaHUS,, KOTOPLIE MOryT
noBnusTb Ha 06paboTky obpasLoB u uHTepdenc nonb3oBaTens. SNEKTPOMarHUTHbIE NoMexu no Tabnuue
101 pBOJSKHbI GbITh MPUMEHEHBI NPU KAXKAOM pexxuMe (OYHKLMOHMPOBAHUS UCTIbITYEMOro 06opyaoBaHus.

B xoge wucnbiTaHui ucnbiTyeMoro obopyaoBaHUA B pesynbTaTe BO3JEWCTBUSA MOMEX MOXET ObiTb
onpeaerieHo cooTBeTcTBUE 060pyAoOBaHUS KpUTepusiM (pyHKUMOHMPOBaHUA A, B unu C, HO Npu 3TOM He
AOSKHbI YXYALLATHCA XapaKTepUCTUKN (PYHKLIMOHMPOBAHUA, HEOBX0AUMBIE ANs NOALEPXKaHUSA OCTaTOYHOro
pvcka Ha JONyCTUMOM YpPOBHE.

OLeHKy 0CTaTO4YHOro pucka npoBoaaT B cooTBeTcTBun ¢ UCO 14971.

Kputepum kavecrTsa yHKLMOHUPOBAHUS AOIMKHbI ObiTb OTPaXKeHbl B MPOTOKONE UCMbLITAHUA.

6.3 BepoATHOCTHbIE ACNEKTbl NPOBEeAeHUA UCNbITAHUN

MpumensaoT MOK 61326-1:2012 (nogpasaen 6.3).

6.4 Kputepun kayecTtBa PyHKLLMOHUPOBAHUA

Mpumensaior M3K 61326-1:2012 (nogpasaen 6.4).

7 Tpe6oBaHUA aNEKTPOMarHUTHOM 3MUCCUN

Mpumensior MOK 61326-1:2012 (pasaen 7).
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8 Pe3ynbTaTtbl UCNbITAaHUMA U NPOTOKOJS UCMbITAHUNA

MpumensioT MOK 61326-1:2012 (pasaen 8).

9 MHCTPYKUUM MO IKcnayaTauum

3ameHstoT M3OK 61326-1:2012 (pasgen 9) HuxecneayloLwmm:

9.1 TpeGOBaHMA K MHCTPYKUMM NO IKCNnyaTtauMum Ha MeauMuuHCKoe obopyaoBaHue ans
OWUarHoCTUKM B 11a6opaToOPHbIX YCIIOBUAX

B vHCTpYKUMKM NO 3KcnnyaTauuM Ha meguumHckoe obopyaosanue ans OJ1Y gomkHa ObiTb NnpuBeaeHa
cnegywowlas uHpopmaums.

MpumedaHune 1 — W3roToBUTeNb HeceT OTBETCTBEHHOCTL 3a NpefocTaBneHne noTpebuTento unm
3aKa3uyunKy MHdopMaLnum 06 areKTpoOMarHUTHON COBMecTUMOCTU 06opyAoBaHUS.
MpumevyaHune 2 — T[loTpebutenb HeceT OTBETCTBEHHOCTb 3a MOAAEPXKaHWE ONEKTPOMAarHUTHOW

o6cTaHoBKM Ansi  oBopyaoBaHusi, obecrneuvBatolled COBMECTUMOCTb, MpW KoTopoii oGopyfoBaHue AOMKHO
(OYHKLM OHMPOBATL B COOTBETCTBUM C €0 HA3HaYeHNEM.

9.2 TpeboBaHMA K WHCTPYKUMU Ha MeOULMHCKOe o6opyaoBaHue Ans AWArHOCTUKM B
nabopaTtopHbIX YCNOBUSAX, UCNOMNb3yeMoe NoTpeduTenem

B vHCTpyKUMM No 3kcnnyatauum Ha o6opyaoBaHWE AOMKEH ObiTb BKMIOYEH NEpeyeHb HeoBXoauMbIX
Mep NPegoCTOPOXHOCTU B OTHOWEHUM OMC, npeaCTaBnEHHbIA, HANMPUMEP, B BUAE CNEAYIOLMX HaaNUCEii:

a) MCMONb30BaHWE JaHHOro Npubopa npu HU3KOW OTHOCUTENBHON BRAXHOCTU BO3AyXa, OCOBEHHO npu
HanuuMm BONKU3M HEro CUHTETUYECKMX MaTepuanoB (CUMHTETUYECKON OAeXAabl, KOBPOB, WU T. M.), MOXET
NPUBECTM K OLUMBOYHLIM pe3ynbTaTtam U3-3a BNUMAHUSA 3NEKTPOCTa-TUHECKNX Pa3psaoB;

b) He ucnone3yiiTe AaHHbIA NPUGOP BONM3N UCTOYHUKOB CUIbHOTO 3NEKTPOMArHUTHOTO M3NYyYeHus, Tak
KaK OHW MOTYT HapyLUUTb €ro HOpMansHoe PYHKLIMOHUPOBAHME.

9.3 TpeboBaHMA K WHCTPYKUMM Ha MeOuUMHCKOe o6GopyaoBaHue Ans AWAarHOCTUKM B
nadopaTopHbIX YCIIOBUAX B LeNnisX NpoecCcuoHaribHOro UCNosib30BaHuUsA

B MHCTpyKUMKM MO 3KchmyaTauuu AoImkHa ObITb NpuBeAeHa crefyowas nHpopMaums:

a) ykasaHue O TOM, 4TO MeauuuHckoe obopyaoBaHue ana AOJ1Y cooTBeTcTByeT TpeGoBaHMUAM K
NOMEX0YCTOMYMBOCTU U ANEKTPOMArHUTHOW SMUCCUM, NPUBEAEHHBIM B HACTOSILLIEM CTaHAapTe;

b) npeaynpexaenue: «[aHHoe 060opyaoBaHWe CKOHCTPYMPOBAHO M WCMLITAHO B COOTBETCTBUU C
Tpebosanmamun CUCIIP 11 (knacc A). B xwunbix 30HaxX OHO MOXET CO03AaBaTb paAMONOMEXU, U B 3TOM
cnyyae Bam cneayeT MpuHATL MEpbl MO CHUDKEHWIO YPOBHA MOMEX», €CNKU 3NEeKTPOMAarHUTHasi SMUccUs
COOTBETCTBYET Knaccy A;

C) peKkoMeHjauuu O npPOBEAEHUM OLEHKM SNEKTPOMArHUTHOW OOCTaHOBKM mnepej Havanom
YHKLMOHMPOBAHMA YCTPOWCTBA. KpOME TOro, B MHCTPYKUMW NO 3KCRsyaTauuu JOSKHbI ObiTb NpUBEAEHbI
yKasaHuss 0 Mepax npeaoCTOPOXHOCTUM B OTHOWweHun I3SMC, Hanpumep, «He wucnonb3syiite aaHHoe
obopyaosaHue  BOMM3M  UCTOUHWKOB  CUMBLHOFO  3MEKTPOMArHUTHOTO  U3MydyeHust  (Hanpumep,
HE3KPaHMPOBAHHbLIX MPEeAHaMEPEHHbLIX UCTOYMHWUKOB PAaanMOoYacTOTHOTO WU3NYY4EHUs), NMOCKONbKY OHU MOryT
HapyLUWTb €ro HOpMaribHOe (PYHKLIMOHUPOBAHMWEY .
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MpunoxeHune A
(o6a3aTenbHoOe)

TpeboBaHUsA K MOMEXOYCTOMYNBOCTU NOPTATUBHOIO UCTLITAaTESNILHOIO U
M3MepuUTeNnbLHOro 060pyaoBaHUSA C ANEeKTponuTaHuem ot 6aTtapen unu ot
n3mepsieMomn Lenum

MpunoxxeHne A MOK 61326-1:2012 He NpUMEHSIOT.
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Mpunoxexnue OA
(cnpaBoy4Hoe€)

CBeneHnA 0 COOTBETCTBUM CCbIMTOYHbIX MeXAYHapOAHbIX
CTaHOapTOB HauMOHaNbHbIM cTaHaapTam Poccuitickon ®eaepaunn

Ta6bnunua OA.1

OB603Ha4YeHNE CCLINOYHOTO

O603Ha4YeHne n HaumeHoBaHue

CreneHb
MeXayHapogHOro COOTBETCTBUS COOTBETCTBYIOLLETO HALUOHANBHOIO
cTaHgapra cTaHgapra

MO3K 61326-1:2012 IDT FOCT P M3K 61326-1-2014 «O6opynoBaHue
3NEKTpUYecKoe Ans M3MEPEHUs, YNpPaBNEHUs U
na6opaTopHoro NPUMEHEHUS. TpeboBaHus
SMEKTPOMArHUTHOW COBMECTUMOCTW. YacTb 1.
O6wwume TpeboBaHus»

NCO 14971:2007 IDT FOCT ISO 14971-2011 «M3genus meauumMHCKue.

MpUMEeHEeHe MeHEeIKMEHTA PUCKA K MEAULIMHCKAM
usaenuaM»

CcTeneHn COOTBETCTBUSA CTaHAAPTOB:
- IDT — naeHTUYHbIN CTaHaapT.

MpumeyaHne — B HacTosiien TaGruue WCMONMb3OBaHO Crieayiollee yYCroBHOoe 0603HaYeHue
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MCO 18113-1:2009 In vitro diagnostic medical devices — Information supplied by the manufacturer
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AAMI TIR 18:1997 Guidance on electromagnetic compatibility of medical devices for
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