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Mpegucnosue

1 NOArOTOBJ/IEH HerocypapCcTBeHHbIM  06pa3oBaTeflbHbIM — YacTHbIM  yupexaeHveMm  «Hosas
NhxenepHas LWkona» (HOYY «HWLL») Ha OCHOBE ayTEHTWYHOro NMepeBoAa Ha PYCCKUIA SA3blK yKa3aHHOro B
nyHKTe 4 cTaHAapTa, KOTOpbI BbiNoHEH Poccuiickoii komucecueli akcneptoB MOK/TK 65. n ®depepanbHbim
rocyflapCTBEHHbIM YHUTApHbIM NpeanpusaTnemM «BcepoccuiickMii  Hay4yHo-uccnefoBaTelbCkUi  UHCTUTYT
cTaHgapTusauumn n ceptudmrkalmm B MawmMHocTpoeHun» {dryn «BHUNHMALL»)

2 BHECEH TexHunyeckum komuteToM Mo crtaHgaptusaumm TK 306 «W3mepeHus u ynpasrieHue B
NPOMBILLMIEHHBIX MpoLueccax»

3 YTBEPX/EH VI BBEJEH B IENCTBVE [pukaszom ®efepasbHOr0 areHTcTBa N0 TeXHUYECKOMy
perynvpoBaHuio n Metponoruu ot 11 Hosi6ps 2014 r. Ne 1526-cT

4  HacTtoswmini  cTaHfapT  MAEHTWYEH  MexXAyHapogHoMmMy  cTaHpgapT M3K  61326-2-6:2012
«3nekTpuueckoe obopyAoBaHWe AN M3MepeHus, ynpassieHus U 1abopaTOpHOro  NpUMe-HeHus.
Tpeb6oBaHnsa k OMC. YacTb 2-6. YacTHble TpeboBaHusa. MeauumHckoe obopyfoBaHue ANS ANArHOCTUKM B
na6opatopHbix ycnosusax» (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).

HanmeHoBaHve HacToAlWero craHgapta W3MEHEHO OTHOCUTE/IbHO HauMeHOBaHWA YKasaHHOro
MeXAyHapo4Horo ctaHgapTa Ans npusefenus B cootsetctemne ¢ FOCT P 1.5 (nyHkT 3.5).

Mpyv npuMeHeHWM HACTOALWLEro cTaHfapTa peKkoMeHAyeTCss WCMo/b30BaTb BMECTO CCbUIOYHbIX
MeXAyHapoAHbIX CTaH4apTOB COOTBETCTBYIOLIME UM HaUMOHasIbHbIE CTaHAapTbl U MEXrocyAapCTBEHHbIe
cTaHAapThbl, CBEAEHUS O KOTOPLIX NMPUBEAEHBI B ONOSIHUTENILHOM MpunoxeHun JA

5 BBEAEH BMNEPBbIE
6 B HacTosLWeM cTaHAapTe YacTb ero CoAepXaHusa MOXeT OblTb 06BEKTOM MaTEeHTHbIX Mpas

MpaBuna NnpumMeHeHNs HacToALero cTaHaapTa ycTaHosneHbl B TOCT P 1.0—2012 (pa3gen 8). ViHchopmaums
00 M3MEHEHWsIX K HAC T OSILLBMY CTaHAap Ty Ny6aMkyeTCsa B eXerofHomM (Mo cocTOosHMIo Ha 1 siHBaps TekyLlero roga)
MHOPMAaLMOHHOM yKasaTesie KHaumoHabHble CTaH4apThi». a ohuLnanbHblii TEKCT M3MEHEHUId U NonpaBok — B
exxemecsayHoMm hopmMalMoOHHOM ykaszaTene «HauuwoHanbHble cTaHfapThik. B cnyyae nepecmoTpa (3ameHbl) wm
OTMEeHbl HACTOSLLEro cTaHgapTa CoOOTBeTCTBYLee yBefoMeHe byaeT ony6avkoBaHO B Gavmkaliluem Bbinycke
eXeMeCcAYHOro MHAOPMaLMOHHOIO ykasaTens «HauuwoHasibHble cTanfapThli». CooTBeTCTBYWOWAs UHopmauus,
yBeIOM/IeHMe U TEeKCThbl pasMellaloTca Takke B MH(OpPMaLUMOHHON cucTeme 06LIero nonb3oBaHus — Ha
odmumanbHOM caiTe ®efepaslbHOrO areHTCcTBa MO TEeXHUYeCKOMY peryivpoBaHul0 U MeTponorum B CeTu
NHTepHeT (gosf.ru)

© CraHpapTuHcopm. 2015

HacToswuini ctaHpapT He MOXeT O6biTb MNOJIHOCTb UM YaCTUYHO BOCMPOU3BELEH,
TUpaXWpoOBaH U pacnpocTpaHeH B KayecTBe oOguUMaNbHOIO u3gaHuss 6e3  paspelleHus
®efepanbHOro areHTCTBA M0 TEXHUYECKOMY PeryiMpoBaHuio U1 MeTpoiorumn
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BeepeHve

M3K 61326-2-6:2012 paspaboTtaH nogkoMuTeToM 65A «CUCTEMHble acnekTbl» TeXHUYEeCcKoro
komuteta M3K 65 «Cuctembl ynpasBneHus U U3MepeHnss B NPOMbILLISIEHHbIX MpoLieccax».

BTopoe usgaHne MOK 61326-2-6:2012 3aMeHSAeT U OTMEHSET Nepeoe u3faHue, ony6/ukoBaHHOe B
2005 r., siBNSeTCA NepecMOTPOM YyKas3aHHOro ctaHgapTa W BKIl4YaeT B cebs crnefyloliee CylecTBEHHOE
TEXHUYECKOe W3MEHEHMEe M0 OTHOLIEHWIO K npeablayliemMy u3faHuio: O6HOBMEHWe cTaHfapTa C y4vyeToMm
Tpeb6oBaHuii M3K 61326-1:2012.

HacTtoswwmii crtaHgapT, SABASALWMIACA YacTblo cTaHfapToB cepum MO3K 61326. gomkeH 6biTb
1cnosib3oBaH CoBMeCTHO ¢ M3K 61326-1:2012 c coxpaHeHWeM Hymepauuu ero MyHKTOB, MNOAMYHKTOB,
Tabnmy 1 pucyHkoB. Ecnim KOHKpeTHbI nogpasgen MOK 61326-1:2012 He npvBeAeH B HacTOAWEM
cTaHgapTe, TO ero NPUMEHSIOT B TOW CTEMOHW, HACKOJIbKO 3TO LenecoobpasHo. Ecnv HacToawmii ctaHgapT
yCTaHaBNMBAET «[OMNOJIHEHNE», «U3MEHEHWE» WU «3aMeHy», TO COOTBETCTBYHOLMIA TekcT MIK 61321-
1:2012 ponxeH 6bITb afanTMpoBaH COOTBETCTBYOLLMM 06pa3om.

MpumeuyaHune - BHacToAwWweM cTaHAapPTe UCNONb30BaHbI CneaytoLlas cuctemMa Hymepauum n obo3HaveHve
[ONONHUTENbHBIX NMPUNOXEHWIA:

- noapasfensbl, Tabnuupbl U PUCYHKW, KOTOpPble NPOHYMeEpPOBaHbl, HauMHas ¢ 101. ABNSAIOTCA AONONHUTENbHLIMU K
nogpasfenam, Tabnvuam n pucyHkam, npueegeHHsIM B M3K 61326-1:2012;

- eC/IM NpUMEeYaHUsi NpVBEAEHbl HE B HOBOM Mojpasaenie uam kacawTtcs npumedaHuii MOK 61326-1:2012. oHu
TaKke NpoHymMepoBaHbl HaunMHasa co 101. B TOM unc/ie B 3aMEHEHHOM pasfenie unv nogpasgene:

- AONOSTHUTENbHbIE NpuAoXeHns obo3HayveHbl byksamn AA. BB nT. 4.



FOCT P M3K 61326-2-6—2014
HALULMWOHANBbHBIN CTAHALAPT POCCUMCKOWM OSGEALEPALUMN

OBOPYANOBAHWE S/IEKTPUYECKOE ANA U3MEPEHWA,
YMNPABNEHNA NNABOPATOPHOIO NMPUMEHEHNA

TpeboBaHUA 3/1EKTPOMArHUTHON COBMECTUMOCTHU

YacTb 2-6
YacTHble TpeboBaHUsA
MeguumHckoe o6opyaoBaHme AN AUarHoCTUKM B 1abopaTopHbIX YCN0BUAX

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

[ata BBegeHnsa - 2016—01—01

1 O6nactb NpPUMEHeEHNS

B pgononHeHue k Tpe6oBaHusM M3K 61326-1 HacTosAwWwmMi cTaHO4ApT yCTaHaB/IMBAEeT MUHUMasibHble
TpeboBaHNA K MOMEXOYCTOMYMBOCTU W 3/1I€KTPOMArHUTHOW 3MUCCUM, OTHOCALYMXCA K 3/1€KTPOMAarHUTHOM
COBMECTUMOCTU MeAMLMHCKOTO 060pyAoBaHua AN in Vitro AW-arHOCTUKM B N1abopaTopHbIX YCIOBUAX C
y4eTOM 0COGEHHOCTEl AaHHOr0 3/1IEKTPMYECKOro 060pyA0BaHNS U €ro 3/1eKTPOMArHUTHON 06CTaHOBKU.

2 HopMaTuBHbIE CCbI/IKA

CTaHAapTbl, CCbINIKM Ha KOTOpble MpuUBEfEeHbl B HACTOALWEM pasfene, 06s3atefibHbl Npy NPUMEHeHUN
HacTosWwero craHgapta. [ns JaTMpoBaHHbIX CCbIIOK MPUMEHSIT TOJSIbKO yKasaHHoe wusfaHue. [OnA
HefaTMPOBaHHbIX CCbI/IOK MPUMEHSIIOT MNoc/efHee W3faHne CCbIIOYHOT0 [OKyMeHTa (BKIwuas nobble
N3MEHEHUS).

B HacTosileM cTaHgapTe UCNob30BaHbl HOPMAaTUBHbIE CCbI/IKM Ha MOK 61326-1:2012 (pa3gen 2) co
crefyowmummn AonoSHEHUAMMK:

M3K 61326-1:2012 3JnekTpoTexHuyeckoe ob6opyaoBaHWe [ANA  U3MEPeHUs, YynpaBieHus wu
nabopaTopHoro npvMeHeHus. Tpeb6oBaHms OMC. Yactb 1. O6wme Tpe6oBaHusa (IEC 61326-1:2012,
Electrical equipment for measurement, control and laboratory use - EMC requirements - Part 1: General
requirements)

MCO 14971:2007 W3pgenua mMeauumHckue. [puUMeHeHne MeHeMKMeHTa pucka K MegUuuUHCKUM
nsgenuam (1ISO 14971:2007, Medical devices - Application of risk management to medical devices)

3 TepMuHbI U onpeaeneHns

B HacToAwem cTaHfapTe nNpUMEHeHbl TepMUHbl K onpegeneHns no MOK 61326-1. a Takxe
cnefyolwme TepMUHbI C COOTBETCTBYIOLLMMU ONpeaeeHNamMu:

3.101 MeaunuuHCKoe obopyaoBaHue ANA AUarHOCTUKM B nabopaTopHbIX ycnosusax (in
vitro diagnostic medical equipment): Mpubopbl 1 annapaTtypa, NpeAHasHayYeHHble A9 NPUMEHEHUA
npu guarHocTMpoBaHWM 3aboneBaHwuii WAW APYrMX COCTOSHUIA, BKAOYAs onpefeneHne COCTOAHUS
3[0pOBbS, C LUENbl0 NeYyeHus, CMArYeHUs nocneacTBuii, o06paboTkM uAM npefoTBpaLLeHus
3a60neBaHui.

MpumevyaHune 1 - YkaszaHHble Npubopbl MM annapaTypa npegHasHadveHbl 41a cbopa, NpUroToBneHns un
13yyeHnst 06pasLIoB, B3ATbIX Y UesioBeka Npu ero AMarHoCTMpOBaHUK.

M3paHue oduuymanbHoe
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3.102
BELLECTBO, onpefensiemoe npu aHanuse (analyte): CocTaBHas yacTb o6pasua ¢ U3MepsieMbiMu
CBOWCTBaMW.
Mpumepsbl
1 B BblpaxeHun: «macca b6enka B 24-x 4yacoBOi Mouye», «benok» - BewecTBO,
onpefensemoe npu aHanuMse, a «Macca» - CBONCTBO.
2 B BblpaXeHUU: «KOHUEeHTpauusa rawKo3bl B naasMe», «rjwkKo3a» . Bel,ecTBo,
onpepensemoe nNpu aHanuie, a «KOHLUEHT payusa» - CBONCTBO.
B o6oux cnyyasax nosiHoe nNpegnoxeHne onpegenseT™ U3MepsAeMyto BEIUMYNHY.
[MCO 18113-1:2009, nyHkT 3.31

4.101 SnekTpomarHuTHas 06CTaHOBKa MeAWUUHCKOro obopyAoBaHuWA ANA  AWArHOCTUKM B
nabopaTopHbIX yCNOBUAX

Tak Xe kak W TpaAuUMOHHOE MefUUMHCKOe 3NeKkTpuyeckoe obopyAoBaHve MeAuLUHCKoe
obopygoBaHne ANs AMArHoCTUKM B nlabopatopHbix ycrnosusax (AMY) npumeHseTca B WUMPOKOM AvanasoHe
3/1eKTPOMArHUTHbIX 06CcTaHOBOK. O6opyaoBaHue Ans [AJ1Y [OMKHO 6biTb 6e30MacHbiM M HOPMaslbHO
PYHKLMOHMPOBATbL B AOMALLHUX YC/IOBUSAX TaKk Xe. Kak W B TUMWYHOW 3/1eKTPOMarHWTHON ob6cTaHoBKe
06BEKTOB  3[paBoOXpaHeHuns

(rocnuTanun, KAWHWKM, BpayebHble kabuHeTbl). 3TO 03HayaeT, UYTO MWHUMAlbHbIA  YPOBEHbL
NMOMEX0YCTOMUYNBOCTIN AR TaKNX YCTPOWCTB JO/HKEH ObITb NPMeMIEMbIM /18 YKa3aHHbIX 0ObEKTOB.

[ns obopypoBaHus, npegHasHa4YeHHOro A8 NpUMEHEHNS B APYrnX 06CTaHOBKaX, Taknx Kak nosesble
rocnutanun, netatenbHble annapartbl, aBTOMOGWUIN, BEPTOMETbl, MOXET ObiTb YCTAHOB/EH 60/1ee BbICOKWIA
YPOBEHb MOMEX0YCTONYMBOCTH A5 06ecneyeHns 6e3onacHoii 1 achchekTnBHON paboTbl 060pyAOBaHMS.

5 MMnaH wucnbiTaHWiAi Ha COOTBETCTBME TPebOBaHMAM 3/1EKTPOMAarHUTHOM
COBMECTUMOCTH

5.1 O6wue nonoxeHus

MpumeHsoT M3K 61326-1:2012 (nogpasgen 5.1).

5.2 KoHhurypayms mcnbiTyeMoro o60opyaoBaH1s BO BpEMsS  UCMbITAHWA

MpumeHsoT M3K 61326-1:2012 (nogpasgen 5.2).

5.3 YcnoBusa 9yHKLMOHMPOBAHUSA UCMbITYyeMOro o6opynoBaHnsa BO BpeMSA UCNbITAHWUI

MpumeHsoT M3K 61326-1:2012 (nogpasgen 5.3) co cnefyowmnmM AOMNOHEHUEM:

5.3.101 YcnoBus QyHKLMOHUPOBAHUSA

O6opyAoBaHve AOMKHO 6bITb YCTAHOB/IEHO NPU YCNOBUSX, YKa3aHHbIX B JOKYMEHTaL N U3roTOBUTENS.

Ecnu ycTpoiicTBO MMeeT pasfiMyHble Pexumbl afekTponutaHusa (T. e. 6atapes, pa3nnyHbie BapuaHTbl
NepemMeHHOro Toka), B [OKyMeHTauuu W3rotoBuTens Ao/KeH(Hbl) ObiTb  yxasaH(bl) pexum(bl)
dhyHKLUMOHMpOBaHus, obecneynBaloLmii(e) Hanbonee xecTkne ycnoBus B COOTBETCTBUM C pe3ynbTaTamu
aHasn3a CTeneHn pucka usgenus.

5.4 Cneuundukaunsa Kputepmes kayectTsa PYHKLMOHUPOBAHUA

MpumeHsoT M3K 61326-1:2012 (nogpasgen 5.4).

5.5 OnucaHne ncnbliTaHuii

MpumeHsoT M3K 61326-1:2012 (nogpasgen 5.5).

6 TpeboBaHMA MOMEXOYCTONUMBOCTHA

6.1 YcnoBus npoBefieHNs UCMNbITaHWUA

3ameHsalT M3K 61326-1:2012 (nogpasgen 6.1) HuxecneayoLmnm:

6.1 YcnoBusi NnpoBeAeHNsa UCNbITaHWii

KoHdhurypaumsa n pexviMbl (OYHKLUNOHMPOBaHUS 060py0BaHNA AO/KHbI OblTb AeTa/lbHO OTPaXeHbl B
NPOTOKO/1e UCNbITAHUN.

McnbiTaHusm nogsepratT Bce He06X04MMble NOPTbl B COOTBETCTBUM € Tabnuuein 101.

McnbiTarns [O/MkHbl OblTb MpOBefeHbl B COOTBETCTBUM CO CcTaHAapTamMmu, MpuUBEAEHHbIMU B
Tabnuue 101. WcnbiTaHMa NPOBOASAT Kak MocnefoBaTe/IbHOCTb OAMHOYHBLIX MCNbITaHuii. Ecnn Tpebyetcs
NPOBECTN AOMOSIHUTE/IbHbIE WCMbITAHWSA, TO METO[ UCMbITaHUA M 06OCHOBaHWE €ro MPUMeHeHUs A0/MKHbI
6bITb JOKYMEHTVPOBAHbI.

6.2 Tpe6oBaHMA K UCNbITAHWAM Ha NOMEX0YCTOWYNBOCTb

3ameHsalT M3K 61326-1:2012 (nogpasaen 6.2) HuxecneayoLwmm:
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6.2 OueHKa pUCKOB M paccMoTpeHne TpeboBaHWii 3/1€KTPOMAarHUTHOW COBMECTUMOCTU B YacTu
NOMEeX0yCTONYNBOCTH

MOLLHbIE NCTOYHMKM 3NEKTPOMArHUTHOW 3MUCCUM NPU ONpeAeneHHbIX YCN0BUSX MOTYT Bbi3BaTb CO0M
pacnosioXeHHOro B6n3n megumuuHCKoro o6opyaoBaHns. PasnnuHble BUAbI MEAULMHCKOTO 3/1eKTPUYecKoro
o6opyoBaHNA MMET pas/inyHble YPOBHU PUCKOB BO3HUKHOBEHMSA c60eB. MepauuuHckoe o060pyfoBaHue
ans OJ1Y He npepHasHauvyeHo AN NOAAEPXAHUS XU3HW WAW peaHMMauuu nauveHToB, MN03ToMy c6oi
He MOXeT 6blTb HEMOCPEACTBEHHON MPUUNHOK CMEPTU UK Bpeda 340pOBbio naumeHTa. Coou Takoro poga
B MeAMLMHCKOM 3/1eKTpuyeckom obopyaosaHun ansa /1Y mMoryT npuBecTh K HEBEPHOMY CUUTbIBAHWIO, YTO
B CBOWO OYepedb MOXET MpuBECTM K HenpaBW/bHOMY TepaneBTUYeCKOMY PpelleHnto (HeBepHomy
AvarHosy). NS HeKoTOpbIX BELLECTB, OnpejensieMbiXx NpU aHanuse, B HEKOTOPbIX C/yvyasxX HeBepHbli
pesynbTaT MOXeT HaHeCTW cepbe3Hblli yulepd 340poBbl0 nauueHta. B cnyyae kpynHorabapuTHOro
MeANLUMHCKOro 3nekTpuyeckoro obopygosaHus ans [AJ1Y 31eKTpoOMarHuTHble MOMEXW MOryT Bbi3blBaTb
cbon, KOTOpble MOryT HaHecTU MNpPsAMYK Yrposy oneparopy, HanpuMmep, 3a CYeT ero HeoXuAaHHbIX
MeXaHNYeCKNX ABVKEHWNIA.

M3rotoButesnb AO/MHKEH NPOBECTU aHa/IN3 N OLLEHKY PUCKOB, pykoBoAcTByscb NCO 14971 npw oueHke
pYICKOB, CBSI3aHHbIX C HEMOCPeACTBEHHOW onacHocTbio, U NCO 14971:2007 (npunoxeHne H) npu oueHke
pVCKOB AN MaLMeHTOB MPU HEBEPHbIX pe3ynbTaTax nucnbitaHuin 41Y.

MpumeyvaHune - Kak npasmno. pesynbTarbl. nonyyeHHble oT MeMULMHCKOrO
o6opy0BaHNs ona any, npoBepsarT Ha [0CTOBEPHOCTb MeANLMHCKUM nepcoHasiom unu
COMpoBOXJatoTcA peLleHnamMn 3KCMepToB B obnactu 3[paBoOXpaHeHus. MeguuuHckoe
o6opyaoBaHve ona any. npeaHasHayeHHoe ona camocToATesIbHOro npYMeHeHns

HerIpOCbeCCVIOHa/'IbeIMVI nonb3oBarendamMmu, BCerga CconpoBoXaaeTcAa pekoMeHfjauuamm C  onmcaHuem ,El,eVICTBVIVI,
KOTOpble HeOGXO,qMMO npeanpuHATL B CnydaB NoJlydYeHNA HeonpegesieHHbIX pe3ynibTaToB. I_IaLlI/IeHTaM HacToATes/IbHO
pekoMeHAyeTcs 06paTUTbCA K UX Jfevaliemy Bpadvy A0 TOro, Kak MPUHATb Kakoe-imbo pelueHve MefuLMHCKOro
Xapakrepa.

Puckn, cBsizaHHble C MCMO/Ib30BaHWEM MEAMULMHCKOTO 3/1eKTpuYeckoro ob6opygoBanua gnsa ANY,
aHanorMyHbl  puUcKaM, CBSI3aHHbIM C  MeAMUMHCKMM  060pyZJOBaHMEM, He  OTHOCA-WUMCA K
XnsHeobecneueHno. CriegoBaTenibHO, TpeboBaHWS K WCAbITAHUSAM  Ha  MOMEXOYCTOWYMBOCTb,
ycTaHoBNeHHble B Tabnuue 101. aHanorMyHbl TpeboBaHWAM, Mpefb-ABASEMbIM K MeAULMHCKOMY
060py10BaHUI0, HE OTHOCALLEMYCS K XU3HeobecneyeHuto.

Ta6nunya 101- TpeboBaHWs NOMEXOYCTOWYMBOCTM MeAULIMHCKOrO o6opyaoBaHus anas AN1Y

HavmeHoBaHve
MopTt 3/1EKTPOMArH1THOW CraHgapt SMC Srauerne napalvleTpa
HOMeXH UcrnbITaHnm
DnekTpocTaTuyeckuii paspsg M3K 61000-4-2 2B 1 4 kB (KOHTaKTHbI
3a3psag)
2 kB. 4 B. 8 kB (BO3ayLUHbIl
3aspsg)
MopT Kop-nyca JnekTpoMarHuTHoe nosne M3K 61000-4-3 3B/M (0T 80 MMy go 1 Iw)

3B/m (0T 1.4 Ty po 2 )

1B/m (01 2.0 My go 2,7 I'Mu)
MarHuTHoe nosne M3K 61000-4-8 3A/m (50 'y, 60 lu)
NPOMBILLIEHHOR YacToTbIO

MpoBaibl HanpsKeHus M3K 61000-4-11 0% B TeyeHue 1-ro nepuoga
anekTponuTaHnat 40 % B TeueHue 5/6 nepuogost
70 % B TeueHue 25/30
IopT 3nekT- (paTkoBpemeHHble npepbiBaHua M3K 61000-4-11 MeHee 5 % B TeyeHne 250/300
ponuTaHusi CNpsXeHUsa anekTponutaHus't nepvoaoBs
nepemMeHHOro Toka .
[BKIOuas HaHocekyHAHble umnynbcHble  M3K 61000-4-4 1B (5'50 Hc, 5 Kl'y)
saimrtHoe MWKpOCEKyHAHbIE UMMY/bCHblE M3K 61000-4-5 1kB"'/ 2 KB’;
3asemrneHue) toMexu 60/IbLIOI 3Heprum
<OHAYKTUBHbIE NOMEXM, M3K 61000-4-6 3B (o1 150 kI'y, o 80 MI'y)
3aBefleHHble PafMovacToTHbIMU
o namMun
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OkoH4yaHne Tabnuubl 101

HavmerosaHue 3HaueHVe napameTpa
MopT KTPOMarHuTHolA TaHaapT OM i
op neKTPOMEHUTHO CranaapT 3MC VcnbITaHNiA

HaHocekyHAHble uMmnynbcHble V3K 61000-4-4 1 kB (5/50 Hc. 5 KI'w)
toMexu

MopT 9N1EKTPONUTAHNA ukpocekyHaHble UMMybcbl  M3K 61000-4-5 1 kBAL/ 2 kBO

lOCTOsIHHOro Tokal & 50/1bLUON 3Heprumn

BK/IIOYAS 3aLLMTHOE

3a3emseHue) (OHAYKTVBHBIE MOMEXMU, N3K 61000-4-6 3B (o1 150 kl'y Ao 80 MI'w)
(BBEAEHHDbIE
334104aCTOTHBIMW NONAMU
HaHocekyHAHble nMmnynbcHble V3K 61000-4-4 0.5 kB (5/50 Hc. 5 k')

tomexm
MopTbl BBOAA/BbIBOAA. VIMKPOCEKYHAHbBIE UMMY/TbChI MN3K 61000-4-5 He npumeHsaT
NTHa/NbHbIE MOPTbI Y 30/1bLLIOW 3HEPrun
IOPTbl ynpasneHnsQ  (OHAYKTUBHbIE NoMexXMu, 3K 61000-4-6 3B (ot 150 kl'y g0 80 MI'w)
3aBefieHHble

3a/4104aCTOTHLIMU MONAMU
MopTbl BBOAa/BbIBOAA. HaHOCekyHAHble nMnynbCcHble V3K 61000-4-4 1kB (5/50 Hc. 5 KI'w)
IUTHAJTbHBIO MOPTLI U IOMEXK
HOPThbl yNpaBieHus, MurkpocekyHaHblE UMMNY/bCbI M3K 610004-5 He npumeHalT
IOAKTHOYEHHbIE K 30/1bLLIOV 3HEPrun

S/IEKTPUHECKOM CeTH (OHAYKTUBHbIE NOMEXU, N3K 61000-4-6 3B (or 150 kl'y g0 80 MI'w)
3aBefleHHble
3a/4104aCTOTHLIMU MOAAMU
“ McnbiTaHMa NpoBoAAT TOMbKO A1 060pyA0BaHNs, NOTEHUMa/IbHO BOCMPUUMUYMBOrO K MarHUTHOMY MOJI0.
JlonyckaioTcsi noMexun Ha UCniesax ¢ 3/1eKTPOHHO-y4eBbIMU TPyOKamu Npu HanpsxxeHHocTn nonsa 1 A/m.
' Tonbko B cniyyae kabenei, ganHa KOTopbIX NpeBblluaeT 3 M.
| MopTbl COeAUHEHW MOCTOAHHOrO TOKa He MOAK/MIYaeMblX K pacnpegennTenibHbiM — cuctemam
IOCTOSIHHOTO  TOKa, npefHasHa4yeHHbIM AN B3aWMHOMO  COeAUHEHUs  OTAesbHbIX  yacTel
360pyf0BaHUA/CUCTEM. UCMbITLIBAIOT Kak NoOpTbl BBOAA/BbIBOAA, CUTHAsIbHbIE NMOPThLI U NOPTLI YNpaBneHus.
Hanpumep.«5/6 nepnogos» o3HavyaeT «5 nepuofos Npu UcnbiTaHnax ans 50 Mu» wnn «6 nepuogos npu
ncnbiTaHusax gnsa 60 M.
" «JIUHUA - NUHUA».
‘«/IMHNA - 3eMna».

KpuTepun kauvectBa (PyHKLMOHMPOBaHWA ONpeaenstoT B 3aBUCUMOCTM OT BUAa 3NEKTPOMarHUTHbIX
NMoOMeXx C y4eTOM PeXUMOB (PYHKLMOHUPOBAHUSA UCMbITYEMOro 060py0BaHuUsl, KOTOpble MOryT MOBAUATL Ha
nonyyaemble faHHble, W PEXMMOB (YHKUMOHNPOBAHUSA WUCMbITYeMOro 060pyfAOBaHWNsA, KOTOpble MOryT
noBNusATbL Ha 06paboTky 06pasLoB U MHTepdheiic nonb3oBaTens. SNeKTpoMarHuTHbIe NomMexu no Tabnuue
101 [Os/KHBI 6bITb MPUMEHEHDI NMPU KaXA0M pexrmMe YHKLMOHUPOBaHUS UCTbITYEMOro 060pyA0BaHNS.

B xofe ucnbiTaHW UcnbITyemMoro 06opyfoBaHus B pesynbTaTe BO3AENCTBUA MOMeEX MOXeT 6biTb
onpejeneHo cooTBeTCTBME 060pPYyA0BaHNA KpUTEPUSAM (PYHKUMOHMPOBaHUA A. B unu C, HO npu 3TOM He
[O/MKHbI YXy[LWaTbCA XapakTepucTukn OyHKLMOHMPOBaHUS, HeobxoanMble AN MOAAEPXKaHNSA OCTaTOYHOTO
pucka Ha [oNyCTUMOM YpPOBHE.

OueHKy 0CTaTOYHOro prcka NpPoBoaAT B cooTBeTcTBMM ¢ MICO 14971.

Kputepun kauecTBa yHKLVUOHMPOBAHUS AO/KHbI 6bITb OTPAXEHbI B MPOTOKO/E UCNbITAHWIA.

6.3 BepoATHOCTHbIe acnekTbl NPOBEAEHNS UCMbITAHWU

MpumeHsaoT MOK 61326-1:2012 (nogpasgen 6.3).

6.4 Kputepumn kavyectsa yHKLNOHUPOBAHNSA

MpumeHsoT M3K 61326-1:2012 (nogpasgen 6.4).

7 Tpe6oBaHWs 3MEKTPOMArHUTHOW 3aMUCCHM

MpumeHsaloT MOK 61326-1:2012 (pasgen 7).
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8 Pe3ynbTaTbl UCNbITaHW 1 MPOTOKO UCMbITaHWIA
MpumensioT MOK 61326-1:2012 (pasgen 8).
9 VIHCTpYKUMK NO 3KcnyaTauum
3ameHsoT M3K 61326-1:2012 (pa3gen 9) HuxecneayoLwmnm:
9.1 TpeboBaHMa K WHCTPYKUMW MO 3KcnayaTauum Ha MeAuuuHCKoe ob6opyaoBaHue Ans
ANarHoCcTuKn B NabopaTopHbIX YCIOBUAX

B MHCTPYKUMM No akcnayatauuv Ha meguuuHckoe obopygosaHvue ana AJ1Y pnomkHa 6biTe npusegeHa
cnegywouwas nHdopmayms.

MpumevyaHune 1 - W3rotoBuTeNb HECET OTBETCTBEHHOCTb 3a MpefocTaBfeHVe NoTpebuTento uam
3aKa3umky nHopmauum 06 3N1eKTPOMAarHUTHOW COBMECTUMOCTM 060pYA0BaHUS.
NMpunmevyaHne 2 - MoTpe6uTenb HeceT OTBETCTBEHHOCTb 3a MNOAAEPXaHWe 3/1eKTPOMarHUTHOM

06CTaHOBKM ANs  obopydoBaHus, obecneumBatolleli COBMECTUMOCTb, MNpW  KOTOPO 060pyAoBaHve  A0/MKHO
hyHKLMOHMPOBATH B COOTBETCTBUM C €70 Ha3HaYEHVEM.

9.2 Tpeb6boBaHUA K WHCTPYKUMM Ha MeguuuHCcKoe ob6opyAoBaHMe AN AWATHOCTUKM B
nabopaTopHbIX YCNOBUAX, UCNOb3yeMOe noTpebutenem

B MHCTpyKUMM no akcnnyatauum Ha o6opyfoBaHuWe A0/HKeH OblTb BKIOYEH NepeyvyeHb HeoOXOAUMbIX
Mep NpPefoCTOPOXHOCTK B OTHOLWEHUN DMC. NpoACTaBNEeHHbIA. HanpyMep, B BUAE CNeayloLWmX Hagnuceii:

a) ncnonb3oBaHWe faHHOro nNpuéopa npy HU3KON OTHOCUTENIbHON BAAXHOCTU BO3A4yXa, 0COGEHHO npu
Hanuuum BOMM3WM HEro CUHTETMYECKUX MaTepuasioB (CMHTETWYECKOW ofexfbl, KOBPOB, W T. N.). MOXeT
NPMBECTU K OLUMGOYHBIM pe3ynbTaTam 13-3a BAUSAHWUS 3N1eKTpocTa-TUYecknx paspsaos;

b) He ncnonb3yiTe faHHbIli PGP BO6IM3N NCTOYHUKOB CUIbHOTO 3/1EKTPOMArHUTHOTO M3/Ty4YeHus, Tak
Kak OHU MOTYT HapyLuTb €ero HopMasibHoe DYHKLMOHMPOBaHWE.

9.3 TpeboBaHMA K WHCTPYKUMM Ha MefuuUHCKOe ob6opyAoBaHWe [N [UArHOCTUKU B
nabopaTopHbIX YC/IOBUAX B Lenax NpodecCrnoHanbHOro Ncnosib3oBaHns

B MHCTpyKUMM no akcnayatauun Ao/mkHa ObiTb NpuBeAeHa cregylowan nuHhopmMaums:

a) ykasaHvwe O TOM. 4TO MefuuvHckoe ob6opygosaHnue ans /1Y cooTeBeTcTByeT TpeboBaHUAM K
NMOMEeX0YyCTONYMBOCTU U INEKTPOMArHUTHON 3MUCCUMN, NPYBEAEHHBIM B HACTOSILLEM CTaHZapTe;

b) npepynpexpeHuve: «[aHHOoe 060pyAOBaHWe CKOHCTPYMPOBAHO W WUCMbITAHO B COOTBETCTBUM C
TpeboBaHuamn CUCIIP 11 (knacc A). B xunbix 30Hax OHO MOXeT co3jaBaTb paavonoMexu, ¥ B 3TOM
cnyvyae Bam cnefyeT MPUHATL Mepbl MO CHWXEHWIO YPOBHA MOMEX», eCNU 3NeKTPOMarHuTHas 3Muccus
COOTBETCTBYET Knaccy A.

C) pekomMeHgauunm O MNpPOBEAEHUN OLUEHKN 3/1IEKTPOMArHUTHOM OOGCTAaHOBKM nepej  Havasiom
dyHKLMOHMPOBaHUS ycTpoiicTBa. Kpome TOro, B MHCTPYKUMU MO 3KChayaTauuu JOMKHbI 6biTb NpUBEAEHbI
ykasaHus 0 Mepax MpefoCTOPOXHOCTM B OTHoweHun 3MC. Hanpumep. «He wucnonb3yiite pAaHHoe
obopypgosaHue 613N WUCTOYHWKOB  CWU/IBHOTO  3/1IEKTPOMArHUTHOrO  U3NyvyeHus (Hanpumep,
HeaKpaHnpoBauHbIX NpefHaMepeHHbIX WCTOYHUKOB PafvovyacTOTHOTO W3/yYeHWs), MOCKOSIbKY OHW MOryT
HapyLWTb €ero HopMasibHoe DYHKLMOHMPOBAaHNE.
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MpunoxeHune A
(ob6a3aTenbHoe)

TpeboBaHNSA K MOMEXOYCTONYMBOCTM NOPTATMBHOIO UCMbITATE/IbHOIO U
N3MepuTesIbHOr0 060pyA0BaHUS C 3/1eKTponuTaHMeM oT 6atapen wim ot
n3mMepsieMoit Lenu

MpunoxeHne A M3K 61326-1:2012 He NPpUMEHSIIOT.
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MpunoxexHune OA
(cnpaBouHOE)

CBefleHNs1 0 COOTBETCTBUN CCbIIOYHbIX MEXAYHapPOAHbIX
CTaHAapPTOB HalMOHa/IbHbLIM cTaHAapTam Poccuiickoii depepaummn

Ta6bnunua JA.1

O603HauYeHne CCbINIOYHOTO CreneHb O603HayYeHne U HaMMeHoBaHue
MeXAyHapoaHOro COOTBETCTBYHOLLETO HALMOHALHOTO
COOTBETCTBUS
cTaHgapTa cTaHgapTa
M3K 61326-1:2012 HOoT FOCT P M3K 61326-1-2014 «O6opypoBaHue
3neKTpuYeckoe AN U3MEPEHWsi, YNpaBreHns W
na6opaTopHoro npuMeHeHus. Tpe6oBaHus

3/1eKTPOMarHMTHO  coBMecTumMocTM. YacTtb 1.
O6wme TpeboBaHNS»

NCO 14971:2007 HOoT FOCT ISO 14971-2011 «W3penua mefuuUHCKUE.
lMpumeHeHne MeHeIXMeHTa pucka K MeaULUHCKAM
n3pnennam»

MpumeyaHne - B HacToswel Ta6bnuue wWCNoMb30BaHO crefyloliee YcnoBHOe 0603HaveHue

CTeneHn cooTBETCTBMA CTaH4apPTOB:
- IOT - MAEHTWYHbIV cTaHAapT.
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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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KntoueBble cnosa: 3/IeKTPOMarHUTHas COBMECTUMOCTb, 060pyﬂ,OBaHVIe ana  UsMepeHus,

ynpaBfneHnss u nabopaTopHOro MNPYMEHEHUsi, MeAuUMHCKOoe o06opyfoBaHve [N AWArHOCTUKM B
NabopaTopHbIX YCNOBUSX, NOMEX0YCTONYMBOCTb, 3/1EKTPOMArHUTHAs 3MUCCUS, TPeGOBaHUS
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