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Mpepncnosne

Llenn wn npuHuunel cTaHgaptu3auyum B Poccuiickoin depgepaumy  yCTaHOBMEHbDI
depepasibHbIM  3aKOHOM OT 27 pekabps 2002 r. Ne 184-®3 «O TexXHUYECKOM
perynvpoBaHuMm», a npasuia NPUMEHEHWS HaLMOHaNbHbIX CTaHA4apToB Poccuiickol
depepaumn - TOCT P 1.0 2004 «CtaHpaptu3aums B Poccuiickoii ®depepauun.

OCHOBHbIE MOMOXEHNSA»

CBefleHnsa o cTaHaapTe

1 NOAIrOTOBJ/IEH 3akpbITbiM aKLUWMOHEPHbLIM 06LLECTBOM «He3aBUCUMbIA UHCTUTYT
ncnblTaHWii  MeguLMHCKON  TexHukn» (3A0  «HWWMT») Ha ocHOBe COOCTBEHHOrO
ayTeHTUYHOro nepeBofa Ha PYCCKUM A3bIK MeXAyHapoHOro craHgapTta, yka3aHHOro B

nyHkte 4

2 BHECEH TexHunyeckum KoMuTeTOM MO cTaHgapTtusaumm TK 11 «MeguuuHckue

npuoéopbl,annapatbl U o6opyLoBaHUE»

3 YTBEPX/JEH WV BBEJEH B AENCTBWE MNpukasom ®epnepasibHOro areHTcTea no

TeXHUYECKOMY perynMpoBaHuio n meTponorum ot 1 Hosbpsa 2012 r. Ne 682-cT

4 Hactoswuini cTaHgapT WOEHTUYEH MeXAyHapogHOMy cTaHgapty M3K 60601-2-
50:2009 «WN3genua wmepuumHckue anektpuyeckne. Yactb 2-50. YacTHble TpeboBaHUA
6€e30MacHOCTM C YyYeTOM OCHOBHbIX (PYHKUMOHA/IbHbIX XapakTepucTuk K annaparam Aans
hoToTepanum HoBOpoOXAeHHbIX» (IEC 60601-2-50:2009 «Medical electrical equipment -
Part 2-50: Particular requirements for the basic safety and essential performance of infant
phototherapy equipment»), Bkitouas TexHmuyeckyto nonpasky Corr. 1 - 2010.

Mpy NpUMEHEHMM HaCTOSLLEro cTaHgapTa peKoMeHAyeTCcs WCMo/ib30BaTb BMECTO
CCbIJIOYHbIX  MEXJAyHapOoAHbIX CTaH4ApPTOB COOTBETCTBYHLWME WM  HaLWOHasbHble
cTaHgapTel  Poccwuiickoin  depepaunn, CBeAEHMS O  KOTOPbIX  MNpuMBEAEHbl B
[OMNOSTHUTENBHOM NpunoxeHun [OA

5 BBEAEH BIMEPBbIE

MHpopmaumsa 06 nsMeHeHUsaX K HacToAawemy ctaHgapTy Ny6/IMKyeTcs B eXerogHo
n3gaBaemMoM MHGOpPMaLMOHHOM yKaszaTesie «HauuoHanbHble CTaHAapTbi», a TeKCT
M3MEHeHWIi N MOMNPAaBOK - B €XEMeCAYHO K34aBaemMbiX WH(OPMAaLMOHHbIX yKa3zaTensax
«HaunoHanbHble cTaHfapTbl». B cnyvyae nepecmoTpa (3ameHbl) WM OTMEHBbI

HacToduWwero ctaHgapTta COOTBeTCTByK U ee yBeaoM/ieHMe 6y,u,eT OI'Iy6I'II/IKOBaHO B
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eXxemecsa4yHo nusgasaeMomMm MHOpMaLMOHHOM yka3aTene «HauuoHanbHble CTaH4apThl».
CooTBeTcTBYlO W asa vHGopMaLms, yBeAoM/IeHNE N TEKCTbl pasmMellalnTca Takxe B
WHPOPMALMOHHOA cucTeme 06WEro nonb3oBaHUs - Ha oduymanbHOM caiTe
denepasbHOrO areHTCTBa MO TEXHUYECKOMY PEryiMpoBaHU0 U MeTPONorn B CeTH

MHTepHeT

© CraHgapTtuHtpopm, 2013

HacTosuwmii ctaHaapT He MOXeT 6biTb MOSHOCTbIO WAW YacTUUYHO BOCMPOU3BE/EH,
TUPAXMPOBaH W pacrnpocTpaHeH B kayecTBe odmumanbHOro usgaHus 6e3 paspelleHust

denepasibHOTO areHTCcTBa Nno TEXHUYECKOMY PeryimpoBaHuio U MeTposiorum
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CopepxaHue

201.1 O61aCTb PACMPOCTPAHEHUSA U LLEJITB cevuvvreeeiiiietieesiiieeessssteeaessssteeesssssessesssseeesssnsseees
201.1.1 O6NACTb PACTPOCTPAHEHMS A . ueiieiittiieesiiitteeeeestiieesssstteessasstteeessssreeassssreeesssasseessnnses
b0 A 1= 3 TSPV U PP PR PPN
201.1.3 JONONHUTENBHDBIE CTAHAAPTBIeueiiiiieeeiiiiiiiirrieeireeeeesssassrrrerreeee e e s e e s s snn e nreeeeeeeeenas
201.1.4 HACTHDBIE CTAHIAPTDL...ciiiiitiiieeiiitiieeeitiie e et tr e s ree e s ra s e s ee e rae s s e snb e e e nnee s
201.2 HOPMATUBHBIE COBITKM . ..ciieiitiieeeiattieeaaatieeeesatseeeeaasbeeeesatseeaeaanbaeeesaasneeeeeanbneeessannneas
201.3 TEPMUHBI Y OTIPELEITEHUIS ..uvteeiieeeeeeeeeaetiteeteeeeeaeeesssassseeeeeeaaaaeessaasssnnntbeeeeeeeaaeeeaaannn
201.4 OOLUMNE TPEOOBAHMA ..c.uvuieeiiiiireeiitrieeeiiitetteeastteeeessaeeeeessbaeeessssseeeeaasraeesssnsseeeeansseeess
201.4.3* OCHOBHBbIE ®YHKUNOHANBHBLIE XAPAKTEPUCTUKW....coeiiiiciieieee
201.5 O6wue TpeboBaHna K ucnblTaHnaM ME USOEJTUA ...
201.6 Knaccudmkauma ME NSOENUA 1 ME CUCTEM ...occueviceeeeeeeeeee e,
201.7 NpgeHTudmkaLms, mapkmpoBka u okymeHtauma ME NBOENMUN.......oveveeeeen.
201.8 3auwuta ot ONMACHOCTEW nopaxeHus 3N1€KTPUUECKAM TOKOM.........c.cvevveverennann.
201.9 3awuta 0T MEXAHUUECKWMX OMACHOCTEW, cosgaBaembix ME
N3OENMNAMU 1 ME CUCTEMAMU ...ttt
201.10 3awuta o ONMACHOCTEW BO3AeiicTBUA HexenaTeslbHOro Unn YpesmMepHoro
I3 YA [T o1 3 D PSPPI
201.11 3awuTa OT Ype3mepHbIx Temnepatyp v apyrux OMACHOCTEM.........c.ccccucue.....
201.12 TOYHOCTb OpraHoB yrnpaB/ieHNA U U3MepUTENbHbIX NPMOOPOB 1 3awmTa oT
ONacHbIX 3HAYEHUN BbIXOAHBIX XAPAKTEPUCTUK.ueevrerrrerereareeeeesressreaseessessseesseessessseessensnes
201.13 OMNACHbBIE CUTYALINW 1 ycnoBUA HAPYLUEHUSA.......oceeeiiieirieciiiee e
201.14 MporpammMupyeMble afiekTpuyeckune meguumHckue cuctembl (PEMS)................
201.15 KOHCTPYKUMA ME NSOETTUIA . ..oueiiiiiiiieieieieee ettt
201.16 ME CUICTEMDBI.ccciiiiiiiiieee ettt e e e e e e s st aeeee e e e e e e e snnnes
201.17 SneKkTpomarHuTHas coemecTumocTb ME U3AENNWA n ME CUCTEM.................
202 ONEKTPOMATHUTHASA COBMECTUMOCTD . cetteieeeeeiiiiiiirtreeeeeeeeessssassnsenneeeeeeeeessesssnnnnneeneeeeeas
TTPUITIOMKEHMSA ..ottt e e e ettt et e e e e s e e e a bbb e e e e e eeaaeeeasasnnbbbnnneeeeeeeeeasannn
MpunoxeHne AA (cnpasoyHoe) CneuunanbHble PYKOBOACTBA Y 0OOCHOBAHME...............
Mpunoxexve JA (cnpaBo4yHoe) CBeAeHNA O COOTBETCTBUMU CCbI/TOYHbIX

MeXAYyHapoAHbIX CTaHA4APTOB HaUMOHas bHbIM CTaHAapTam

POCCUICKON DEAEPALMM...cccneeeieeceiiiie ettt et ee e et e e e e s ea e e s naaee e ennaaeaeean
ANABUTHBIN YKA3ATEND TEPMUHOB ..c..eeeutietieateeaneeesteasteeaeeeseessteesteeanseaaseeseesseesssesseessessses
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BBegeHue

CunTaetcs, 4YTO MWHUMAasbHble TpeboBaHMA K 6e30nNacHOCTW, OnpefesieHHble B
HacTosWweM 4YacTHOM cTaHAapTe, obecnedyaT uesiecoobpasHylo cTeneHb 6e30nacHoOCTU
npu pabote annapaTos 4719 poToTepanMm HOBOPOXAEHHbIX.

HacToAwmii 4acTHbIA CTaHAapT KOHKpeTu3upyeT u gononHsetr M3K 60601-1:2005
«M3pennsa mepuumHckme anekTpudeckne. Yactb 1. Obwwme TpeboBaHuA 6e3omacHoOCTU C
y4eTOM OCHOBHbIX (DYHKLNOHA/bHbIX XapakTepucTuk» (ganee —obLWmnii ctaHgapT).

TpeboBaHUA CONPOBOXAAOTCA U3N0XEHNEM COOTBETCTBYIOLLUX UCNbITAHWIA.

O6wue pekoMeHAauMM U NOSICHEHUS TpebGoBaHMIi HACTOSILLEro YacTHOro cTaHgapTa
npvBeAeHbl B NPUIOXKeHUN AA.

Mpepnonaraetcs, YTO 3HaHWE MPUYMH, NEXalmMx B OCHOBE 3TUX TpebOoBaHWiA, He
TO/IbKO 06/1erynT COOTBETCTBYIOLLEE MPUMEHEHWE HACTOALLEro YaCcTHOro ctaHaapTta, HO U
B [fa/ibHeilemM YCKOpUT /o6ble MNepecmMoTpbl, Heob6XoAumble W3-3a WU3MEHEHUA B
KMHUYECKOW NpakTUKe WAM Kak pe3ynbTaT pa3BUTUS TEXHOMNOrWii. TeM He MeHee AaHHoe
NpUoXeHNe He ABNSeTCA YacTblo TpeboBaHWI HacTosILEero ctaHjapTa.

HacTtoswwmii ctaHgapT 6bin paspabotaH B cooTBeTcTBUMM € AupektuBamn NCO/M3IK,
YacTtb 2.

B HacTosilem cTaHfapTe NpUMeHeHbl cnegyowe WwpngToBbie BblAeeHUSA:

- TpeboBaHMsa 1 onpeaeneHus: NPsMoi WpngT;

- TeXHUYecKne TpeboBaHUA K UCMbITAHNAM: KYPCUB;

- MH(hOPMaUMOHHbIE MarTepuanbl BHe Tabnuy (Tuna npuMeYaHuin, NpuMepoB W

CCbI/IOK): WPU(T YMEHbLIEHHOrO pasMepa. AHasIOTUYHO BbIAE/EH U HOPMAaTWBHbIN

TeKcT Tabnuu;

- TepMUHbI, onpefenieHHble B NyHKTe 3 o6uero ctaHgapTa M B HacToAaWweM YacTHOM

cTaHfjapTe: NponucHble GYKBbI.

B HacTosueM cTaHgapTe TEPMUHbI 03HAYaloT:

- «MYHKT» - OfHa W3 CeMHajuaTu 4vacTeii cTaHfapTa, YkasaHHbIX B OrfaBfeHuu,
BK/IlOYasi BCE CBOW MOAMNYHKTbI; HANPUMEP, NYHKT 7 BKAKYaeT NoANYHKTbl (NMYHKTbI) 7.1, 7.2
nT.Aa.;

- «MOANYHKT» - MNPOHYMepoBaHHasA MNOC/efOBaTe/IbHOCTb  MNOAMNYHKTOB  MYHKTA;

Hanpumep, NOANYHKTbI 7.1, 7.2 n 7.2.1 4BNAOTCA NOAMNYHKTAMM NMyHKTa 7.
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Mepen ccbINKOM Ha MNYHKT U nepej e€ro HOMEpPoOM B HacToslWeMm cTaHjapTe 6yaer
CTOSITb CNIOBO «MYHKT», @ CCbl/IKa Ha NOAMNYHKT 6yAeT orpaHMunBaThbCA N1Lb €ro HOMEPOM.

B HacTosillemM cTaHgapTe COoK3 «WanW» OyAeT WCNOo/b30BaThbCS Kak BK/Yawllee
«UNn», T. €. yTBEPXAEHNe BYAEeT NCTUHHLIM Npuv /1060l KOMOMHaLUN YCNOBUIA.

BepbanbHble ¢OpMbl, MCMOMb3yeMble B HACTOsALWEM CcTaHgapTe, coBnagawT Mo
doopme ¢ onvcaHHbIMU B npunioxenun G Aunpektus MCO/M3K, YacTb 2.

BcnomorartenbHble rnaronbi:

- «A0/DKEH»  O3Ha4aeT, YTO COOTBETCTBME TpeOGOBaHUAM WM  UCMAbITAHUSAM
0653aTe/IbHO A1 COOTBETCTBUA HACTOsLWeEMY CTaHAapTy;

- «cfegyeT»  O3HayaeT, YTO  COOTBETCTBME TpebGOoBaHUAM WM UCMbITAHUSAM
pEKOMEHA0BaHO, HO He 006513aTesibHO AN COOTBETCTBUSI HACTOSILLEMY CTaHAapTy;

- KMOXET»  Ucnosib3yeTcss Aa8  OnuWcaHuss  AOMYCTUMbIX NyTeld  AOCTUXEHUS
COOTBETCTBUSA TPEOOBAHUAM WIN UCTLITAHWSAM.

MomeTka (*) nepef HauMeHOBaHWEM MyHKTa (MOANYHKTA) WM Tabnuubl ykasblBaeT,
4yto B NPUAOXeHUUM AA UMEelTCH pekoMeHAaLUn WAN NOSICHEHUS K 3TUM 3NeMeHTam
TekcTa.

KomuTteT pelunn, 4To cofepxaHue AaHHON nybnmkauum octaeTcss HEU3MEHHbIM [0
AaTbl noABefeHns pe3ynbTaTtoB, 0Tob6paxeHHON Ha caiTe M3K «http://webstore.iec.ch» B
[JaHHbIX, COOTBETCTBYHLLNX ONpefesieHHoN nybnunkauun. Ha aTy gaty nybnukauusa 6yaet:

- noaTBEpPXAeHa,

- 0TO3BaHa,

- 3aMeHeHa Ha NepecMOTpPEHHOe n3gaHne unm

- AOMOMNHEHa.

\
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HALMOHANBbHbLIN CTAHOAPT POCCUNACKOW ®EAEPALINU

N3L0ETNA MEAVNUNHCKUWE STEKTPUYECKUME
Yactb 2-50
YacTHble TpeboBaHMsA 6€30MacHOCTM C Y4ETOM
OCHOBHbIX (DYHKLMOHAIbHbIX XapakTepucTunk
K annapaTtam gna gpotorepannum HOBOPOXAEHHbIX

Medical electrical equipment. Part 2-50. Particular requirements for the basic safety and essential
performance of infant phototherapy equipment

[Oata BBegeHuns - 2014-07-01
201.1 O6nacTb pacnpocTpaHeHus u uenb

MpuMEHST NYHKT 06Lero ctaHaapTa /1 3a NCK/TYEHNEM:
201.1.1 O6nacTb pacnpocTpaHeHus

3ameHa.

Hactoswmii cTaHgapT ycTaHaB/MBaeT 4yacTHble TpeboBaHua BE3OMACHOCTU C
YUETOM OCHOBHbIX ®YHKUWNOHANBbHbLIX XAPAKTEPUCTUK k AMNMAPATAM ONA
®OTOTEPAMNN HOBOPOXAEHHbLIX, onpegeneHHbix B 201.3.203 HacTtosuiero
cTaHpapTta (nanee  ME W3OENVE).

Ecnu NyHKT uan NOANYHKT crneunasibHo npegHasHayeH ong npuMeHeHus TOMbKO K

ME W3AETNAM unn toneko kK ME CUCTEMAM, B 3aronioBke M cofepXaHun OaHHOro

MyHKTA WUAN NOAMNYHKTA 3TO AO/IKHO OblTb OrOBOPEHO. B NpoTMBHOM cnyvae MyHKT wav
NOANYHKT npuMeHstoTca kak K ME U3AE/NHO, tak u k ME CUCTEMAM.

OMNACHOCTW, xapakTepHble Ana npegnonaraemoi dmsnonornyeckoii dyHkumm ME
N3OEINA wnn ME CUCTEMbI B npepenax o6nactu pacnpoCTpaHeHWs HacTosAwero
cTaHfapTa, He OXBaTblBalOTCA cneumasnbHbIMKU TpeboBaHMAMY HacTosSLWero craHgapra, 3a

ncknoyeHnem 7.2.13 n 8.4.1 obuiero ctaHgapTa.

MpumeuvaHne - CMm. Takke NognNyHKT 4.2 o6Liero ctaHgapra.

1'"M3K 60601-1:2005 V3genuna meguumHckne anektpuyeckune. Yactb 1. O6wme TpeboBaHUsi 6€30NacHOCTU C y4eToM
OCHOBHbIX (DYHKLIMOHA/IbHbIX XapakTEPUCTUK (pasiee - 06LMiA CTaHaapT).

M3paHve oduumnansHoe
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Hactosawmii  yacTHbIi  cTaHgapT onpegenseTr TpeboBaHMs 6e30nacHOCTM K
AMMAPATAM ONA ®OTOTEPAMN HOBOPOXAEHHbLIX, HO Takke He cuuTaer
HECOOTBETCTBYKOLMMN a/lbTePHATMBHbIE METOAbl COOTBETCTBMA CNeunasnbHbIM MyHKTaM
npyu AEeMOHCTpauMy 3KBMBA/IEHTHOrO YpoBHA 6Ge3onacHocTu, ecnn N3FrOTOBUTESb B
CBOEM DANNE MEHEIXKMEHTA  PUCKA NPOAEMOHCTPUPYET, yTOo puck,
npeactaBneHHbln ONMACHOCTbBHO, npu3HaH HaxoAAWMMCS Ha NPUEM/IEMOM YPOBHE MNpu

COMOCTaBNEHUN C NOMb30W OT BO34ENCTBMA Npmbopa.
HacTosiwmii YacTHbIl cTaHAApT HE pacnpoCTpaHseTCs:
-Ha OAEANA, NMOAYWKW, MATPALbI ¢ nogorpeBoM MeOMLUMHCKONO HasHayeHus:
cm. M3K 80601-2-35;
- MHKYBATOPbI AN1A HOBOPOXXAEHHbBIX; cm. MOK 60601-2-19;

-TPAHCIMOPTHbLIE WHKYBATOPbLI /14 HOBOPOXAEHHbIX; cm. M3K 60601-2-
20;

- N3NYYHAIOLWME OBOIrPEBATENN ANA HOBOPOXAEHHbLIX; cm. M3OK 60601-2-21.

201.1.2 LUenb
3ameHa:

Llenbio HacToslero 4acTHOro cTaHaapTa SBASETCA YCTaHOB/IEHWE  YaCTHbIX

Tpe6osaHuii BE3OMACHOCTM C YUYETOM OCHOBHbIX ®YHKUMNOHANBHbIX
XAPAKTEPUCTUK « AMMAPATAM ANA ®OTOTEPAMNMN HOBOPOXAEHHbLIX,

onpegeneHHbix B 201.3.203, koTtopble MuHumMusnpytotr OMACHOCTW gna MALUMEHTA n

OIMNEPATOPA n onpefenaoT UCnbiTaHUA, KOTOpble MO3BOJMAKT NPOBEPUTL COOTBETCTBUE

TpeboBaHUAM.

201.1.3 [donosiHUTeNbHble CTaHAapThl
JonosiHeHune:

HacToswmii yacTHbIl CcTaH4apT CCbllaeTcs Ha NpUMEHseMble AOMOJIHUTENbHbIE
cTaHgapThbl, NepeyncrieHHble B NyHKTe 2 obuwero crtaHgapta u nyHkte 201.2 HacToswero

H4aCTHOro ctaHgapTa.
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M3K 60601-1-2 npuMeHSOT, Kak onpegesieHo B NyHkTe 202. M3OK 60601-1-3 u
M3K 60601-1-10 He npumeHsawoT. Bce pgpyrve ony6/aMKoBaHHble [OMOMHUTESbHbIE

cTaHgapTtbl cepun MOK 60601-1 npuMeHSOTCA ¢ MOMeHTa ny6nnkauun.

201.1.4 YacTHble cTaHOapThl
3ameHa:

B cepumn ctaHgaptoB M3K 60601 yacTHble cTaHOapTbl MOTYT U3MEHATb, 3aMeHATb
WM OTMeHATb TpeboBaHWsA, codepxkalwmecs B 06uleM cTaHAapTe W AONOAHUTENbHbIX
cTaHgaprtax, ecim aTo Heob6xoauMMOo A/1 KOHKpeTHoro paccmartpusaemoro ME U3AENNA,
n moryt gobasnAtb gpyrne Tpe6osaHus BE3OMACHOCTU C YUETOM OCHOBHbIX
OYHKUMOHANBHBLIX XAPAKTEPUNCTUK.

Tpe6oBaHNa YacTHOrO cTaHgapTa UMeT NpUopuTeT nepes o6LMM CTaHAAPTOM.

Ona kpatkoctn MBOK 60601-1 Ha3blBaeTCA B HACTOALWEM 4YaCTHOM cTaHgapTe o6Lum

cTaHgapToM. [lononHnTe NbHbIE CTaHOapThl YKa3biBaloT MO UX 0603HavYeHnAM.

Hymepaunsa nyHKTOB M MOAMNYHKTOB HACTOALLEro 4acTHOro crtaHgapra COOTBETCTBYeT
Hymepauun obuiero ctaHgapTa ¢ npedgukcom «201» (Hanpumep. 201.1 B HacToAWEM
cTaHgapTe OTHOCUTCA K cofepXaHuio nyHkta 1 obwero ctaHgapTa) NpPUMEHUMOro
OOMOMHUTENIBHOTO CcTaHfgapTa C npedgukcom  «20x», rge «x» |1 370 nocnegHuin(ne)
cumBon(bl) HOoMepa [AONOJIHUTENbHOro cTaHgapTa (Hanpumep, 202.4 B HacTosiLem
YaCTHOM CcTaHfapTe OTHOCUTCA K COAEpXaHWIo MyHKTa 4 [OMOSIHUTENIbHOro craHgapra
M3K 60601-1-2, 203.4 B HacTofllEeM YaCTHOM CcTaHAapTe OTHOCUTCA K cofepXaHuio
nyHKTa 4 [0NONHUTENbHOro crtaHgapta M3K 60601-1-3 u T1.4.). V3MeHeHna Tekcta

o6llero cTaHaapTa onpeaensoTcs CeayLumy CoBaMu:

«3aMeHa» - MyHKT WM NOANyHKT o6lero craHgapta WaM  MpUMEHUMOro
[OMOSTHATENBHOro CTaHAapTa MO/IHOCTLI0 3aMeHSeTCs TEeKCTOM HACTOSILLero 4acTHOro

cTaHgapra:

«[JOMOMIHEHNE» - TEKCT HACTOALLEero 4acTHOro cTaHAapTa [AOMOMHseT TpeboBaHus

o6l ero ctaHgapTa UM NPUMEHUMOro A0MNoIHUTENbHOMO CTaHAapTa;

«nonpaBka» - MYHKT WAM MNOAMNYHKT 06Wero cTraHgapTa WaM MpUMEHUMOro
[OMNOSTHATENLHOrO CTaHAapTa W3MEHSIeTCA COIMacHO yKasaHusIM B TEKCTe HaCTOALWEro

yacTHOro cTaHgapTa.
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MoAnyHKTbI, PUCYHKM wAM Tabnuubl, KoTopble A06aBAAKTCA K MMEKLWMMCA B
obuiem cTaHpapTe, HymepywTcs, HaumHaa c¢ 201.101. OpHako, y4uTbiBasd, uTO
onpegeneHnsa B o6uwem cTaHgapte HymepytoTca oT 3.1 pgo 3.189, pgobaBneHHbie
onpefenieHNs B HacTosdlleM cTaHfapTe HymepylTcs, HauMHada ¢ 201.3.201.
Job6aBneHHble NpunoxeHnsa ob6osHaveHbl AA, BB 1 T. o. 1 go6aBfieHHble nepeymcneHus

aa), bb) n . o.

MoanyHKTbl  WAW  PUCYHKW, KOTOpble Ao6aBasdloTcs K MMewwumcs B
OOMNOMHUTENIbHOM CTaHfapTe, HYMepylTcs, HauMHaa c «20x», rge «x» ; 3TO HoOMmep
[OMOSTHUTENBHOTO cTaHgapTa, Hanpumep, 202 ana M3K 60601-1-2, 203 gna M3K 60601-
1-3wuT. 4.

TepMUH  «HACTOALWMIA cTaHAApPT» WUCMNO/Mb3yeTcs /sl COBMECTHOW CCbIKM Ha
o6LMiA cTaHOapT, Mo6ble NPUMEHMMbIE [AOMOMHUTE bHbIE CTaHAAPTbl UM HACTOSLLWIA

yacTHbIN CTaHgapT.

Ecnn HeT COOTBETCTBYHOLLEro MyHKTA WM MOAMYHKTA B HAaCTOSLWEM 4YacTHOM
cTaHgapTe, MYHKT WU NOAMNYHKT obLlero ctaHhapTa Wan NpYMEHUMOro AOMNOIHUTE/TbHOrO
CTaHgapTa NpUMEHSIOTCA 6e3 M3MEHEHW, XOTS OHU MOTyT 6bITb He noaxoaswmmMu. Ecnu
Heob6xogMmo, 4To6bLI  Nwbas yacTb ob6wero craHgapta WAM  MPUMEHUMOTO
[OMOSTHUTENbHOTO CTaHAapTa He NMpUMeHsNach, XO0T OHa MOXeT 6biTb noaxoasuleli, To B

HacTOSLLEM YacTHOM cTaHAapTe NPUBEAEHO YTBEPXAEHNE O TAKOM AelCTBUN.

201.2 HopmaTuBHbIE CCbIJIKN

MpumeuvaHne - CnpasBoYHble CCbIIKM NpUBeAeHbI B 6ubanorpadum.
MpuMeHAT NYHKT 2 o0bLlero ctaHgapTa, 3a UCK/IIYEHNEM:
Monpaska:

M3K 60601-1-2:2007 N3genusa mepuumHckme anekTpudeckue. Yactb 1-2. Obwme
TpeboBaHMA  6e30MacHOCTM C YYETOM OCHOBHbIX (DYHKLMOHA/IbHbIX XapaKTepUcTUK.
JononHuTenbHbll  cTaHfapT. ONeKTpoMarHuTHas COBMECTMMOCTb. Tpe6oBaHua 1
ucnoitaHna  (IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral standard:

Electromagnetic compatibility Requirements and tests)
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201.3 TepmuHblI 1 onpefeneHus

B HacTosilem cTaHgapTe MpUMEHEHbl TepMuHbl  06llero cTaHgapTta, 3a
NCKIKYeHnewm:
MpuMeuaHue - ANGaBUTHLIA ykasaTeNb TEPMUHOB NpvBEeAEH B KOHUE cTaHgapTa. Cnucok

CYMBO/IOB, a66peBMaTyp W COKpALLEHWI, UCMOMb3yeMbIX B HACTOSILLEM 4YacTHOM CTaHaapTe, NpuBefdeH B

Tabnuuye 201.101.

3ameHa:

201.3.76 NMALUMEHT (PATIENT): HOBOPOX/AEHHbIN, kak onpeaenexo s 201.3.202.

KOTOpbI noaBepraeTcs BO3AEWCTBUIO BUAUMOIO u3nydeHns ot AMMAPATOB 414
®OTOTEPANMNN HOBOPOXXAEHHbIX, kak onpegeneHo B 201.3.203.

JononHeHue:

201.3.201 9PPEKTMBHAA MJIOWAAb OBNYUEHUA (EFFECTIVE IRRADIATED
AREA): NoBepxHOCTb, Ha koTopoii nexuTt NMALUUMEHT, B cooTBETCTBUM C NpeanonaraembiM
nosioxeHnem, 1 koTopas ob6nyvaetca WUIAEIVNAMU  OJId SPOTOTEPAMNUU

HOBOPOXAEHHbIX.

MpumeyvaHne DDPPEKTMBHAA MAOWALbL OBJIYUEHUA npepcTtaBnseT coboii npegnonaraemyto
NOBEPXHOCTb 06/Iy4eHUsi, KOTopasi OCBellaeTcs CBETOM npu choToTepanuu. Kak naowiafb cTaHfapTHOro
pasmepa wucnonb3yetcs nosepxHocTb 60 x 30 cm. ecnm B SKCIMYATAUMOHHBLIX AOKYMEHTAX He

onpegesieHo nHoe.

201.3.202 HOBOPOXXJIEHHbIN (INFANT): MALIVEHT Bo3pacTom A0 Tpex MecAles
n maccoin go 10 kr.

201.3.203* AMMNAPATbl AN ®OTOTEPAMMMN HOBOPOXAEHHbLIX (INFANT
PHOTOTHERAPY EQUIPMENT): ME U3AENNA, Bbigenswume M3 OCHOBHOMO crekrpa
nsnyyenms pamanasoH ot 400 go 550 HM 419 CHUXEHUS KOHUeHTpauun 6unnpybuHa B
Tene HOBOPOXXAEHHbIX.

201.3.204 CYMMAPHAA MHTEHCWMBHOCTb W3NYUYEHUA OANA BUNTNPYBUHA,
Ebl (TOTAL IRRADIANCE FOR BILIRUBIN, Euw): VIHTEHCMBHOCTbL W3MyYeHUs, paBHas
CyMMe BCEX WHTEHCUBHOCTE wu3nydyeHusa B AmanaszoHe ot 400 pgo 550 Hm (gns

poTonzomepumsauum 6MnnpyomHa).
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Ta6nmya 201.101 — Cnncok cMMBOJIOB, abbpeBnatyp 1 cokpalieHui

Ab66peBunatypa
AAP
eC
AB(A)

m

EH

EL
g2
My,

NnK
MK-A

MK-B

NK-C

Kr
A

M
MIy
MWH

MKBT/cM2

HM

TepMuH

AmepukaHckasa akagemusa negunatpum (American Academy of Pediatrics)
Fpagycel Llenbcusa (eAnHULbI N3MepeHns Temnepartypbl)

Oeunben A cpejHeB3BelleHHas YacTOTHAs XapakTepucTuka ypoBHS
3BYyKa, BOCMPUHMMAEMasi HeN0BEKOM (florapucgmuyeckoe naMepeHune
WUHTEHCWBHOCTU 3BYKa)

Monoca nponyckauusa (B HaHOMeTpax)

WHTEHCUMBHOCTb M31yYeHua (MOLWHOCTb M3YYEHNA Ha eAMHMLY naowaaun
NOBEPXHOCTK)

W HTEHCUBHOCTb M3nyyeHns gna éunnpybumHa (CymmapHas MHTEHCUBHOCTb
n3nyyeHus B AnanasoHe ot 400 go 550 HMm)

AhheKkTMBHAA UHTEHCUBHOCTb U3NyYEHUA
CnekTpanbHas MHTEHCUBHOCTb U3NyYeHuUA
MpepensHO AONYCTUMBI/ YpOBEHb 06/1yYeHNA
PaBHOMepHOCTb M3nyueHusa (6espasmepHas)
lvrarepy (eAUHULA N3MEPEHUS YACTOTbI)
Yac (egMHuLa nsamMmepeHus BpeMeHun)

WHdpakpacHoe nsnydyeHue (c gAMHaMmu BoaH ot 700 HM go 1 mm)
O6nacTtb A nHhpakpacHoro nsnyyeHusn (c gnnHamun BosaH ot 700
80 1400 Hm)

O6nacTb B nHpakpacHoro nsnyyeHus (c gamHamum BOAH oOT 1.4
00 3 MKM)

O6nacTtb C MH()paKkpacHoro msnyvyeHunsa (c gAMHamu BOSH OT 3
00 8 MKM)

Knnorpamm (eguHuua namMepeHusi Macchl)
Nam6pa (0603HayYeHNe A/IUHbI BOJTHbI)
MeTp (eAnHnua U3MepeHus ANHbI)
Merarepu (egMHULa N3MEPEHUA YacTOTbl)
MuHyTa (eanHULA N3MEPEHUS BPEMEHMN)

MWKpOBAaTT Ha CaHTUMETpP KBaApaTHbIl (eAnHULA U3MEpPEHNs
WHTEHCUBHOCTU U3NYyYeHUs)

HaHomeTp (efuHuLA U3MEPEHUS 4NTNHBI)
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OkoH4yaHne Tabnumybl 201.101

A66pesunatypa TepmuH
H HblOTOH (eAuHULA N3MEPEHUS CUMbI)
c CekyHAa (efnHMLA U3MEPEHUA BPEMeEHMN)
S* OTHOCHUTEeNbHas cnekTpanbHas apekTUBHOCTL (6e3pa3mepHas)
Yo YnbTpathnonetoBoe nsnyyeHme (C AnMHamy BOMH KOpo4ye BUAUMOTO
cBeTa)
Yo - A BnnxHas o6nacte ynbTpaduoneta (c gnmHamu BonH ot 315 go 400 Hm)
B/m BonbT Ha MeTp (egMHMLA U3MEPEHNA HANPSIKEHHOCTW 3N1EKTPUYECKOro
nons)
Bt/cm2 BaTT Ha caHTMMeTp KBajpaTHblii (eAUHULA U3MEPEHUA UHTEHCUBHOCTU
n3nyyeHuns)
Bt/mM2 BaTT Ha mMeTp kBaApaTHbIli (egUHNLA N3MEPEHNS MHTEHCUBHOCTU
N3nyyeHns)

201.4 O6lwwme TpeboBaHuA

MpYMEeHSIOT NYHKT 4 06Llero cTaHAapTa, 3a UCK/UeHneMm:

201.4.3 * OCHOBHbIE ®YHKLUMOHANBHBLIE XAPAKTEPUCTWKIN
3ameHa.

Het pgononHutenbHbix Tpe6oBaHnin Kk OCHOBHbIM  ®YHKUMOHANTbHbLIM
XAPAKTEPUCTUKAM AMNMAPATOB /14 #OTOTEPANNN HOBOPOXXAEHHbIX.

201.5 O6uwue TpeboBaHMa K ncnolTaHnam ME U3OENNA
MpuMeHAIT NyHKT 5 oblero ctaHgapTta, 3a UCKIKYEeHNEM:
201.5.4 Tlpouune ycnoBusa ucnbiTaHnii

JononHnTenbHble NOAMNYHKTHI:

201.5.4.101  *lNpepaBapuTesibHas BblaepxkKa

ansa n3mepeHuin n3yyeHuns ATMMNAPATOB ONA ®OTOTEPAMUMN
HOBOPOXAEHHbIX gomkHbl 6bITb NPUHATHI BO BHUMaHWe cnegyrowme obume paboyne

YCNOBWS.
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Uepe3 54 nocne npeaBapuUTeNibHON BbIAEPXKA WUCTOYHMKA W3YYEHUS WAW 4PpYroro
BpeMeHV npeABapuTesibHOM  BblAepxkku, onpepeneHHoro W3TrOTOBUTE/IEM  u
ykazaHHoro B OKCMJYATALUMOHHBLIX AOKYMEHTAX, p[0/mMKHO 6blTb  M3MEPEHO
HauanbHoe  3HayeHne CYMMAPHOW WHTEHCWBHOCTW  U3NYYEHUA  ANA
BUNNPYBUHA B> gna AMMAPATA A1 ®OTOTEPAMNA HOBOPOXXAEHHbLIX npu
HOpPMasbHbIX YCMOBUAX paboTbl ANA Pas3MYHbIX HACTPOEK MHTEHCUBHOCTU W3NYyYeHus,

onpegeneHHbix N3ArOTOBUTEJEM.
201.5.4.102 TlonoxeHue ana N3MepeHui

N3mepeHna un3nyyeHus [OOSKHbI MPOBOAUTLCA NPU paboyvyeM MOSIOKEeHUU faMnbl
AMMAPATA 1A ®OTOTEPAMMN HOBOPOXAEHHbIX, Haxoaswelica Ha paccTosHUN,
onpegeneHHom N3FrOTOBUTEJIEM B MHCTPYKLMKU no akcnayaTtauum (cm. 201.7.9.2.9).

201.5.4.103 Mepwog ctabunmsaymm

N3mepeHna unsnyyeHns [0/KHbI MPOBOAUTLCS, KOrga BCe napaMeTpbl, BaXHble A1
N3MepeHns, AOCTUIAN CTabunbHOro coctosHusa. MNepuog ctabunusaymm AoKeH ObiTb MO
KpaiHeii mepe 0,5 4 nnan 6onee, ecnn N3rOTOBUTENEM B SKCIJTYATALMOHHBLIX
OJOKYMEHTAX He ycTaHOBJ/IEHO ApYyroe Bpemsi.

201.5.4.104 *TonoxeHue B NPOCTpaHCTBE

AMMAPAT AN ®OTOTEPAMNN HOBOPOXXAEHHbIX gomkeH 6bITb OPUEHTUPOBAH,
Kkak onpegeneHo W3TOTOBUTE/IEM B WMHCTPYKUMM Mo 3kcnayaTtaumm (CM. MNOANYHKT
201.7.9.2.9).

201.6 Knaccudpukauna ME I/I3LI,EI'II/II7I n ME CUCTEM

MprMeHAIT NYHKT 6 06LWero ctaHaapTa, 3a UCKIIYEeHUeM:

201.6.3 3auimMTta OT ONacHOro NPOHUKaHWA BOAbI UMW TBEPAbLIX YacTuy,

JononHnTenbHbIM NOANYHKT:

201.6.3.101  AMNMAPAT anga ®OTOTEPAMNN HOBOPOXAEHHbIX,
pacnonoxeHHslii Hag MALVNEHTOM
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Ecnu ANMAPAT ANA ®OTOTEPAMMMN HOBOPOXAEHHbLIX pacnosioxeH Hapg,
MALUMEHTOM, oH AomkeH COOTBETCTBOBaTb, MO KpaiHeli mepe, cTeneHn 3awutbl IPX3
no M3K 60529.

201.7 WpeHTudmKaLuus, MapkupoBka u JokymeHTaunsa ME U3OENNW
MpUMeHSAIT NYHKT 7 obLiero ctaHgapTa, 3a UCKNYEeHNEM:
JononHnTenbHbI NOANYHKT:

201.7.2.101  * 3Hak 6e3onacHocTU gNa 3awntel a3 NMALUNEHTA

Ecnn rnasa MALMEHTA wMoryT nogsepratbca obnydeHuo AMMAPATA  O1A
®OTOTEPAMN HOBOPOXAEHHbIX, gomkeH ucnonb3oBaTbCA 3HaK 6e3onacHOCTH,

Tpebywmnin 3awmnTy 414 rnas naymeHta. Cm. cumBon 6esonacHoctn 02 no M3K 60878.
201.7.3.1 HarpeBartesibHble 3/1EMEHTbI U NATPOHbI HarpeBaTeflbHbIX /1amn
JononHeHune:

[omkeH oToGpaxaTbCa  TWRN  flaMM, ONpejefieHHbli WM pekoMeHAyeMmbli

N3rOTOBUTEEM.
201.7.9.2.2 TlpepynpexaeHus n ykazaHusa no 6e30nacHocTu
JononHeHne
MHCTpyKuMa no akcnayaTauumn Ao/HKHa Takke BKA4YaTh cnegyouee:

a) ykasaHue o ToMm. uto AMMAPATHI ANA ®OTOTEPAMNWNA HOBOPOXAEHHbIX
[OJDKHBI MCNONBb30BaThLCA TOIbKO NEPCOHaIoOM, MpoLe/LnM CooTBeTCTBYOWee o0byyeHue,
M Nog PyKOBOACTBOM KBa/IM(PULMPOBAHHOIO MEAULMHCKOrOo nepcoHasia, 03HaKOMIEHHOro
C puUcCKaMu, M3BECTHbIMW Ha AaHHbli MOMEHT, U N0Mb30I OT ncnonb3oBaHma AMMAPATOB

ONA ®OTOTEPAMUN HOBOPOXAEHHbIX;

b) npeaynpexgeHne N3rOTOBUTENIA 0 BAUAHUN Pa3/INyHbIX BHELUHUX YCNOBWUIA Ha
MAUMEHTA, Hanpumep, pasinyHbiX BHELWHWX TemnepaTtyp, PpasfnyHbIX WUCTOYHMKOB

n3nydyeHus (COoSTHeYHbIe Nyyun) U T.4.;
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C) npeaynpexpaeHve, gawuiee MHGoOpMaumio o hunbTpax M 3aluTHbIX Gapbepax,
HeobxoauMbix ans HOPMAJIBHOM SKCIMTYATALIMUN, ecnn HEOBXOANMO;

d) npepynpexgeHue o0 TOM, 4TO Yy HekoTopbiXx MALUMEHTOB MoOXeT 6biTb HapyLleH

BO[HbIN 6anaHc;

e) npepynpexgeHue o ToM, u4To MALUWMEHT, Haxogswmiica nog BO3AENCTBMEM
AMNMNAPATA ON1A ®OTOTEPAMAN HOBOPOXXAEHHbLIX, Hyxpaetca B 3awute u B
Ha/IMuMm NoJo6HON MHopMauuy Mo AOMNOSHUTENbHBIM MepaM 3aluTbl (Hanpumep,

WNTKK, 3aLUTHBIE OUKK);

f) npepynpexaeHne 0 TOM, 4YTO HEOOXOAMMO PEryfsipHO U3MEPSTb 3HAYEHUS

onnnpybuna NMALMEHTA,;

0) npegynpexgeHne 0 TOM, 4TO  WUCMOJIb30BaHWe  oTpaxawwero  doHa
cooTtBeTcTBYylOWMX TUNos AMMAPATOB ANA ®OTOTEPAMWNA HOBOPOXAEHHBLIX

MOXEeT MPMBECTU K ONAcHOIl TemnepaTtype Tena,

h) coBeT cHabxaTb nauveHTa 3alUUTOl AN rnas, He3aBUMCMMO OT TOrO, MOryT /v
rnaza [MAUMEHTA nopgseprateca usnydyeHuiwo ATMMAPATA ANA  ®OTOTEPAMNA
HOBOPOXAEHHDbIX;

*) npepynpexaeHue o Tom, yTo ONMEPATOP MoxeT noaseprarbca onpenesieHHoMy
BANSHUIO NPY AUTENIbHOM HaxoxaeHunm B obnactu, obnydaemoi AMMAPATOM AN1A
®OTOTEPAIMN HOBOPOXAEHHbIX;

j) npepynpexaeHue 0 HeaonycTumMocTu 06paboTkm AMMAPATA  ANdA
®OTOTEPANMNN HOBOPOXAEHHbIX BOoCnnamMmeHsawwmnmucs XUOKOCTAMM

(aHTI/ICEI'ITI/IKaMI/I, YNCTALWLMMN areHtTamMmmn n T.,q.);

K) npegynpexpaeHue, 4To cuHUiA ceeT o0b6nydyeHns AMMAPATA ONA ®OTOTEPAMANIN

HOBOPOXXAEHHbIX mMOXeT ckpbiBaTb KINHUYECKME MPOAB/IEHUSA, TakKUe KakK M3MEHEHUSA

LIBETA KOXM, LIMAHO3;

) npeaynpexaeHne o TOM, UTO U3-3a (poToapdhekTa siekapcTBa U XUAKOCTU ANs

NHPY3Uii HEe AOMKHBI XPaHUTLCS B 061acTn 061yYeHus;

T) 3asaBneHue, npegynpexgawowee OMNEPATOPA o no0ObiXx puckax, CBA3aHHbLIX C
paboTtoit AMMNAPATA ANA ®OTOTEPANMN HOBOPOXXAEHHbIX B npucyTcTBUM rasos.

to



FOCT P M3K 60601-2-50-2012

KoTopble MOryT crnoco6cTBOBaTb B3pbiBY (HampuMep, KUC/OPOA, OKCWAg —asoTa,
aHecTesupylolMe BeLLecTBa), M ykasblBalollee, Kak MPaBW/bHO €ro WCMosbL30BaTb B

NPUCYTCTBUN 3TUX ra3oB.
201.7.9.2.5 OnucaHne ME N3JENNA
JononHeHne:
WHCTpyKUMA no akcnayaTtaunmn Ao/mKHa AONOSIHUTENbHO coAepXarh:

a) rpacuueckoe npeAcTaBleHNe, BKIIOYAA PUCYHKM, pasmepoB IPDOEKTUBHOMN
MAOWAAN OBJIYYEHUA wn ee nonoxeHna no oTHoweHuo K AlMAPATY [ONA
®OTOTEPAMNN HOBOPOXAEHHbIX;

b) rpadmnyeckoe npefcTaBneHNe CNeKTPasibHOrO pacnpefeneHns UHTEHCUBHOCTY BO
BCEM Auana3oHe AnuH BonH AMMAPATA A1 ®OTOTEPAMNA HOBOPOXAEHHbIX,
onpegeneHHom B 201.3.203. CYMMAPHAA WHTEHCVBHOCTb W3NYYEHUA AONA
BUNNPYBUHA Eb|, ncnyckaemoro AMMAPATOM ans ®OTOTEPAMNN
HOBOPOXAEHHDbIX, fomkHa 6biTb OTPaXKeHa C Wwarom A/IMH BOSIH 5 HM unn MeHee ans

[uana3oHa, onpepgeneHHoro B 201.3.203;

c) rpachmyeckoe npeacTaBneHne  (QYHKUMM  CNEKTpasibHOM  YyBCTBMTENBLHOCTU
N3MepUTENbLHOrO ycTpoiicTBa, ecnu usmepeHus CYMMAPHOW WHTEHCUBHOCTW
N3NYYEHNA  OANA  BUJWPYBUHA  Eb, u3nyvaemoro  AMNMAPATOM  AN4
®OTOTEPAMNN HOBOPOXAEHHbLIX, npoBoAATcA WHTErpasibHbIM METOo40M  Mpu
ycnosuax no 201.12.1.104;

d) Bpems nNpeABapuTENbHOW BbIAEPXKW, ECNU BPEMS OT/IMYaeTcs oT 5 y;
e) nepuog ctabunmsauumu, ecnu nepuog otnmyaetca ot 0,54 um
f) MakcumanbHbIli YPOBEHb LLyMa, U3MEPEHHbIR npu ycnosuax 201.9.6.2.

Ecnn N3FOTOBUTEJIEM pekoMeHAYIOTCA famibl pasfiMyHbiX TUNOB, BCe TpeboBaHUA

[aHHOro NoANyHKTa NPUMEHAIOTCA K laMmnamM Kaxaoro Tvna.
201.7.9.2.9 opsgok paboTbl

JononHeHne:
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MHCTpyKUMS no akcnayaTtauuu fAofkKHa cofepxaTtb cnefyiluime AonofHWUTENbHbIe

MYHKTbI:

a) unsMmepeHue CYMMAPHOW MHTEHCWBHOCTW N3NYYEHNA anga
BUNNPYBNHA Eb B cootBetcTBUM C WHCTpyKunamu WI3TOTOBUTENA  LO/MKHBI
conpoBoxgatbca uMHdopmauueli o ToM, kak CYMMAPHAA WHTEHCUBHOCTb
N3NYYEHUA ONA BUTNPYBUHA EbidaBucut ot pacctosHua mexay AMNMAPATOM 4J14
®OTOTEPAMUN HOBOPOXAEHHbIX 1 30PEKTUBHOW MAOWALLIO OBNYYEHUS;

b) WHCTPYKLUUSA MO 3KcnayaTauum [O/KHa coAepxkatb WHopMaLuio O pacCTOosHWM
mexay AMMAPATOM ANA ®OTOTEPAMUUA HOBOPOXAEHHbLIX n 90®GEKTVBHOW
MNIOWAOLIKO  OBNYYEHUA. Ecnu  pacctoaHve  mexpgy  AlMNMAPATOM  ONA
®OTOTEPAMUN HOBOPOXAEHHbIX n 30PEKTVBHOW MNOWALBKD OBJIYYEHNA
perynupyetcs, M3TrOTOBUTEJIb gonxeH onucatb, kak ONMEPATOP moxeT nogo6patb

AonyctuMmoe pacCTtoAaHue;

C) VHCTPYKLUMS N0 3Kcnayatauum gosbkHa wuHgopmuposaTb OMNEPATOPA o
Heob6xoamMmocTn  un3amMepeHnsa Temnepatypol TAUUNEHTA, ecnun AMMAPAT  ANA
®OTOTEPAIMUN HOBOPOXAEHHbBLIX Bnusaet Ha Temnepatypy Tena NMALUNEHTA,

d) uVHCTPYKLMS No akcnayatauun gomkHa nHdopmuposate ONMEPATOPA o BAnAHUM
AMNMAPATA [ANAd  SOTOTEPANMMM HOBOPOXAEHHbLIX Ha nopgavy Tenna B
HarpeBsaTe/ibHble TepaneBTuyeckue yCTpoiicTBa (MHKYBATOPDI ONnA
HOBOPOXAEHHbLIX, TPAHCIMOPTHbLIE WHKYBATOPbLI A/ HOBOPOXAEHHbIX,
N3NYYAKOLWNME OBOINPEBATENN ANA HOBOPOXAEHHbBIX, ycTpoiicTBa, nogatwwme
Tenno B OQEANA, MOAYWKWN n MATPALIbI) n Ha Temnepatypy tena MNMALMEHTA npn
ncnonb3oBanum AMMAPATA /1A ®OTOTEPAMNMNM HOBOPOXAEHHBLIX B kOM6GuHaLmm

C O4HMM U3 3TUX HarpesaTesJibHbIX TepaneBTU4YeCcKnx yCTpOVICTB;

€) WHCTPYKUMa Mno aKcniyataumm [JoskHa WHgopmuposate OMNEPATOPA, uJto
pekomeHayeTcsa  Mcnofb3oBatb  pexum  pabotel C  PEFYJIMPOBAHVMEM 11O

TEMIMEPATYPE KOXW HOBOPOXAEHHOIO MHKYBATOPA Ona
HOBOPOXAEHHbIX, TPAHCIOPTHOIO WHKYBATOPA ANA HOBOPOXAEHHbIX,

N3NYYAKOLLEFO OBOIPEBATENA A1 HOBOPOXAEHHbLIX wnu  ycTpoicTs,
nogarowmx Tensio B OAEANA, MOAYWKN wn MATPAUDbI, ecnn AMMAPAT ANd

®OTOTEPAMN HOBOPOXAEHHbIX uncnonb3yetcs B KOMOUHAUMU C OQHUM W3 3TUX

HarpeBaTe/lbHbIX TEepaneBTUYECKUX YCTPOWCTB. B NPOTMBHOM cfyyae ycTaHaB/MBaeMas

12
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Temnepatypa Bo3gyxa WVIHKYBATOPA wa Bbixog Harpesatena W3YYAIOLWEIO
OBOIrPEBATENIA ANA HOBOPOXAEHHbLIX wnn HarpeBsaemoro MATPALA posmkHa

6bITb CHMXXEHA B COOTBETCTBMM C M3MEPEHUsIMM TeMnepartypbl Tena.
201.7.9.2.13 O6cnyxumBaHue
JononHeHne:
MHCTpyKUMA no akcnayaTauumn o/HKHa Takke coaepxathb:

a) nogpobHyto mHhopmaunio, coobwatowyw OMNMEPATOPY 06 orpaHUYeHHOM Cpoke

CI'Iy)K6bI NCTOYHUNKaA NU3NyvYeHus,

‘b) uHcpopmaumio o TOM, Kak usmepatb CYMMAPHYIO WHTEHCWBHOCTb
N3NYUYEHNA OA BUJIMPYBUMHA Ell O ee CKOPOCTM CHWXEHUS B TeyeHWe daca

ncnonb3oBaHMA W1 pAaBaTb pekoMeHgauunn, Korga cnegyet npoBepATb U 3aMEeHATb

NCTOYHUK N3NYy4YeHNA;

C) npepynpexgeHve o ToMm, 4to ecnu B AlMAPATE [AJiIA ®OTOTEPAMUNA
HOBOPOXAEHHbIX Heckonbko namn, Bce nAamnbl  AO/KHbl  ObiTb  3aMEHEHbI

0JHOBPEMEHHO;

d) npegynpexpaeHue o TOM, YTO [0/DKHbI UCNONBb30BaTLCA Namnbl, PEKOMEHA0BaHHbIE
M3rOTOBUTEJIEM, 1 4TO WUCMNONb30BaHMe ApYyrnux Jjamn, He 0L0OpeHHbIX

N3rOTOBUTEJIEM, moXeT BNMATL Ha 6e30nacHOCTb U aghhekTUBHOCTL hoToTepanuu;

e) npepynpexgeHune O TOM, 4YTO 3allUTHble YCTPOWCTBa, NpefHa3HavyeHHble AN
npegoTepalenns nagedns MALUVEHTA us 90OEKTUBHOWM MAOWALV OBNYYEHUSA,

LO/MKHBI PETYNISIPHO MPOBEPSTLCS OTHOCUTENIBHO KX (PYHKUUM GE30MNACHOCTHU.

201.7.9.2.14 TPUNHAONEXHOCTW, BcnomMmorartesibHble U34enns, WCnonb3yemble

mMartepuasbl
JononHeHwne:

MHCTpyKuMs no akcnjayaTauum AO/KHA BKA4YaTb MNOAPOOGHYH MHGopMauumw o
MakCuManbHO [AONYyCTUMOM Macce [AONoSIHUTENbHOrO 060pyA0BaHMSA/06BbEKTOB Ha
nosepxHocTu kpenneHuna AMMAPATA OJIA ®OTOTEPAMNN HOBOPOXAEHHbLIX, ecnu

Oonopbl ABNAKTCA €ro COCTaBHO YacTblo.
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201.8 3awwmta oT ONMACHOCTEW nopaxeHus 3n1eKTpuYeckuM TOKOM

MpuMeHSAIT NyHKT 8 obLiero ctaHgapTa.

2019 3awwuta ot MEXAHNYECKUX OMACHOCTEWN, co3pgaBaemMblx ME
N3LEIMAMUN n ME CUCTEMAMUA

MpuMeHSAIT NyHKT 9 obLliero ctaH4apTa, 3a UCKIYEeHNEM:
201.9.2.1 O6wWwme NonoxeHus
JononHeHne:

Ecnun AMMAPAT /1A ®OTOTEPAMNN HOBOPOXAEHHbIX MoxeT perynvposaTtbcs
no BbICOTE, TO HE AO/MKHO ObiTb BO3MOXHbIM OCylleCcTBAeHne koHTakta MALUEHTA c
AMMAPATOM ANnd ®OTOTEPAMMNNA HOBOPOXAEHHbLIX npu c6oe B paboTe

ycTpoiicTBa thmkcauumm.
201.9.5.1 3awuTtHble cpeacTea
JononHeHune:

3alwmTHbIe CpeAacTBa, OrpaHMuMBalOWME U3/lydeHuWe, HasbiBaemble (UIbLTPaMu,

LO/MKHbI yAAanATLCA TONbKO € ucnoss3osaHnem MHCTPYMEHTOB.

CooTBeTCTBME AaHHOMY Tpe6oBaHMI0 MPOBEPSIIOT OCMOTPOM.

Mpumevanune - Ecnu npegycmotpeHo, yto MALMEHT nexut HenocpeactseHHo nof AMMAPATOM
ONAa ®OTOTEPAMNY HOBOPOXXAEHHbLIX, fomkHa 6biTb NpedycMOTpeHa 3awuta oT nageHus OCKOKOB

cTekna.
201.9.6.2 ‘AKycTun4eckas aHeprus
3ameHa:

LWym, npoussogumsblii AMMMAPATOM A1 ®OTOTEPAIMNN HOBOPOXAEHHbIX, He
[O/KeH npeBblaTb YPOBHA, YykasaHHoro W3TrOTOBWTEJ/IEM B UWHCTpyKuun no

akcnayaTtauuu, n B 1I060M c/yyae He fO/IKeH npesbiwaTth 60 gBA.

CoO0TBEeTCTBUE NPOBEPAIOT CAEAYOWMUM UCMbLITAHNEM.
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MuKpOhOH M3MepPUTENS YPOBHS 3ByKa, COOTBETCTBYHLU,Er0 BCEM TpebOBaHUAM
M3K 60651, pomkeH ObITb MNOMeweH Ha MecTo pacnonoxenmsa TMALUMEHTA.
M3mepeHHOe 3HauyeHne He AO0/HKHO MpeBbilWaTh yKas3aHHbIX 3HaYeHWid. POHOBbLIA LWYM
JOo/mKeH 6bliTb No KpaliHeli mepe Ha 10 ABA Hmxe, YeM W3MepPEHHOe 3HauvyeHune ans
AMMNAPATA ONA ®OTOTEPAMNN HOBOPOXOEHHbBLIX. MomeweHne ans uamMepeHui
[O/MKHO COOTBETCTBOBATb MUCNblTaTe/NlbHOW  peBepbalUMOHHON  Kamepe  (CM.

NCO 3743).

201.9.8 OMACHOCTMW, cBA3aHHbIe C ONOPHbLIMK cucTEMaMun

201.9.8.3 MpoyYyHOCTb  OMOPHbLIX WA  noasecHbix cuctem TMALUUNEHTA  wnn
OMNEPATOPA

201.9.8.3.1 * O6Lme nonoxeHus

JononHeHne:

MpumeyaHne - HopMmanbHyto Harpysky ansd HOBOPOXAEHHOIO cHuxaiwT go 10 kr (cm.
201.3.202).

LOonoNHUTENbHbI NOANYHKT:

201.9.8.3.101 OrpaxaeHusa

Ona un3genuin co BCTPOEHHbIM MecTOM pacnonoxeHma MALIMEHTA [omkHbl 6bITb
npeaycMoTpeHbl nogxoasiine orpaxgeHua ana 3awntel NMAUUVMEHTA ot nageHusa. Ecnu
3TN OrpaxieHuns paccumTaHbl Ha OTKpbiBaHWE W yaaneHue Ans obecrneyeHms foctyna K

MAUMEHTY, OHM f0/MKHbI yOepXnUBaTbCA B 3aKpbITOM MNOMIOXEHUU MPU UCNbITAHUAX.

MexaHunyeckas MPOYHOCTb orpam,quMﬁ AO0/KHa nogaepXxmBartbCA Npu UCNbITaHUAX,
npmnBeaAeHHbIX HWXe. Henb3A Aonyckatb HeHaAeXHOro 3akpbiBaHUA Wn CbI/IKcaLl'I/II/I

orpa>K,qu|/||‘/'| Aavke B TOM C/iydae, Korga KaxxeTcd, YTO OHU 3aKpbIThbl.

CooTBeTCTBME fJaHHOMY Tpe6OBaHUI MNPOBEPST OCMOTPOM U C/eAyloLum

ncnblTaHNEM.

Bce paBepubl nopToB npegHamepeHHo 6e3 wucnonb3oBaHns WMHCTPYMEHTOB
HENNOTHO 3aKpbiBAKT Tak, 4TOOblI OHM Ka3anuCb 3akpbiTbiMW. K LEeHTpy ABepubl,

npuknagbiBaklOT TOPU30OHTa/IbHOE yCune, KotTopoe yBesimymnBaroT NOCTENEHHO O T 0 no
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20 H ¢ uHTepBasom B AuanasoHe oT 5 fo 10 ¢ v BblgepXMBAKT NPY MaKCUMasIbHOM

3HayeHUn B TeyeHune 5 c.

201.9.8.101  Onopbl 1 KpoHLWTelHbI ans MPUHALNEXHOCTEW

Onopbl 1 KPOHLWTENHbI AN I'IPI/IHALI,I'IE)KHOCTEI7I LO/KHbl COOTBETCTBOBATL CBOEMY

Ha3HaYeHMWI0 U BbIAEPXNBATL aleKBaTHYIO HArpysky.
CooTBeTCTBME NPOBEPSIOT OCMOTPOM U CAEAYOLIUM UCMbITAHUEM.

MocTeneHHO YyBe/MUMBAKLLIEECA YycunMe nNpuknagbiBaldT Tak, UT06Gbl OHO
BO34eliCTBOBANO BepTUKA/IbHO 4Yepe3 LLeHTpP OMnopbl M KPOHLWTENH, HanpuMep, MNoJkKu
ans MPUHAONEXHOCTEW B  BbIABMHYTOM MOMOXEHUU, C PEKOMEH/0BaHHOI
N3rOTOBUTE/IEM Harpyskoil. YBenuumBawT YyCuUIMe C Hyns C WHTepBasioM B
Avana3oHe oT 5p0 FOc pgo Tex nop, nNoka OHO He TMPeBLICUT B Tpu pasa
pekomMeHAyeMyl Harpysky, W nogaepxuBalT B TedyeHue 1MuH. Ha wucnbiTyeMmbix

31eMeHTax He JO0/MKHO 6bITb BUAUMBIX NOBPEXAEHUIA.

201.10 3awmta 0T OMACHOCTEW BO3geiicTBUA  HexenaTeslbHOro
Ype3MEepHOro U3nyyeHus

MpuMeHslT NyHKT 10 obuiero craHgapTa, 3a UCKIIOYEHNEM:

201.10.5 *[Apyrve Buanmblie 3NeKTPOMAarHNUTHble U3NnyyvyeHus

MpumeHsT nognyHKT 10.5 obuiero ctaHgapTa.

201.10.6 * 3awuTta OoT MH(paKpPacHoOro nsnyvyeHus

3ameHa:

MH(pakpacHoe wn3nyyeHne He AO/MKHO npesbiwaTtb 10 mBT/cm2 (100 BT1/M2) pgna X
Mexay 760 1 1400 HM B N060i Touke IDGEKTVBHOW MNOLWALN OBYYEHUSA.

CooTBeTCTBUE AaHHOMY Tp66OBaHI/II-0 NMPOBEPAKT CnekTpaJibHbIMN N3MeEPEHNAMUN

Npu HOpMasbHbIX YCNOBUAX UCMO/b30BaHUA Nocse nepuoja crabununsaunu.
201.10.7 *3awmTta oT yNbTPadPmnoneToBOro n3nyyeHus
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JononHeHune:

A dekTnBHOE ynbTpadnonetosoe n3nyyeHue He  [OJIKHO npesblWaTb
1,0 « 106 mBTt/cmM2 (1,0 -10“ B1/M2) gna X oT 180 go 400 HM B N060A Touke
SPPEKTUBHOMN naowAg ObNYYEHNA.

CooTBeTCTBUE AAaHHOMY TPE6GOBAHMUIO NPOBEPSIOT CMEKTPasibHbIMU U3MEPEHUSMU

npn HOpMaJibHbIX YC/TOBUAX UCMOJIb30BaHUA nocne nepunoaa cTabunusaynu.

201.11 3awuTta OT Ype3MepHbIX TemnepaTyp u apyrux ONMACHOCTEW
MpumMeHAT NyHKT 11 obuwero ctaHgapTa, 3a UCKIYEHNEM:

201.11.1.2.2 PABOYUME YACTW, He npepHa3sHayYeHHble 419 nepegadu Tenna
NAUMEHTY

3ameHa:

TemnepaTtypa NoBepxHOCTeW, npefHasHayeHHbIX ANA kKoHTakta ¢ MALMEHTOM, He
AomkHa npesbiwatb 40 aC. Temnepartypa Apyrux noBepxHocTen, 4ocTynHbix MALUVEHTY,
He pgo/mkHa npeBbiwate 40 °C  ana  MeTan/IM4Yecknx noeepxHocTen u 43 °C agns
NMOBEpxXHOCTeld M3 Apyrux MaTepuasnoB. 3T TpeboBaHUSA  MPUMEHSIOTCS  Npu
HOPMA/IbHOM COCTOAHNUN n YCNOBUAX EANVHNYHOIO HAPYLUEHUA.

CooTBeTCTBME AaHHOMY TpeGoBaHWUO MPOBEPSOT OCMOTPOM M pacCMOTPEHUEM
[OKyMeHTauuu.

201.11.2 * 3awwuTa OT BO3ropaHusd
MpuMeHAT NnoAnyHKT 11.2 obwero ctaHgapTa.
201.11.8 TMpepbiBanue nutaHna/MATAIOWEN CETV ME U3OENNSA

JononHeHne:

ME W3OENME pomkHO 6bITb CKOHCTPYMPOBAHO TakMM 06pa3oM, 4ToObl npepbiBaHune
NN nepesarpyska MCTOYHMKA NUTaHUsA Ha Bpems 40 10 MMH NpUBOAWUAN K MPEKpaLLEeHNIo

BO3JelCcTBMA C npepoctaBnieHneM uHgopMauymm OTNMEPATOPY unmM He WU3MEHSN

YCTaHOB/1€HHbIX 3HaYeHMWIA.
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CooTBeTCTBME MPOBEPAKT OTKAUYEHUEM I'II/ITAFOLLI,EI7I CETW c nocnepywowmm

BKMtoyeHnem n ocmotpom ME USAEJIVNA.

201.12 TOYHOCTb OpraHoB ynpaBfeHUs N N3MepuTesibHbIX NPUOOPOB 1 3awnuTa

OT OMACHbIX 3HAYEHUII BbIXOA4HbIX XapakTepucTuk
MpuMeHsAT NyHKT 12 obliero ctaHgapTa, 3a UCKII0YEHNEM:
201.12.1 TOYHOCTb OpraHoB yrnpas/ieHUA N N3MePUTESIbHbIX NPUOGOPOB
JononHnTenbHble NOANYHKTHI:

201.12.1.101 PacnpegenieHne n3ny4yeHuns

[JomkHO ObiTb OMpeaeneHo pacnpegeneHue CYMMAPHOW WHTEHCWBHOCTW
N3NYUYEHUA ANA BUNUPYBUHA Ebl no 9POEKTUBHOW MIOWAAMN OBNYYEHUA.
Ona aTux uenei go/mkHa 6biTb YCTaHOBNEHA U3MepUTesibHas ceTka C U3MepuTebHbIMU

ToYkamu cnegyowmm obpasom.

O6nactb n3mMepeHusa Ao/mkHa ObiTb pasfgenieHa Ha psag paBHbIX MPSAMOYTO/ibHbIX WK
KBaApaTHbIX MasieHbKMX NA0LWafoK B COOTBETCTBMM € pucyHKkom 201.101. CeTka fonxHa
6bITb pacnosioXeHa TakuMm 06pa3om, 4YTOObl MOSTHOCTLIO MOKpbiBaTb IPDPEKTUBHYIO
MNAOWALb OBMYUEHWNA Tak, 4TOGbl TOUKM M3MEPEHUs MNOKPbIBA/IMCb MaKCUMasibHOW
CYMMAPHOW WHTEHCWBHOCTbLIO W3NYUYEHUA ANA BUNUPYBUHA Ebl. Touku
M3MepeHuss coBnajalT C LeHTpaMu ManeHbkux nnowafok. PaccTtosiHme mexay Toukamu

N3MEepeHNsa Ha CeTKe He AO0/DKHO npesbiwaTs 0,1 m.
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MpumevaHne - T.M-3T0 YNCNO Ma/IEHbKNX NNOLWAA0K B HANPaB/eHUN 4/INHbI a U LWUPUHBI b.

PucyHok 201.101 — lMpumep ceTkn ANA U3MepeHus
201.12.1.102 TpuHUUNBLI U3MEPEHUSA

3HaueHns CYMMAPHOW WHTEHCUBHOCTW U3NYUYEHWUA ONA BUNNPYBVHA E*.
n ee pacnpegenexme no IOOEKTUBHOW M/IOWAAN OBNYUYEHUA [OMKHLI 6biTh
n3MepeHbl BO BCEX MU3MEPUTESNIbHbIX TOUKax, ONnpefesieHHbIX Ha ceTke OJ19 U3MepeHusa B

201.12.1.101.

3TN 3HaYeHUs MOryT ObITb onpefesnieHbl M60 C NOMOLLbI0 CNEKTPOPaLNOMETPUYECKMX
M3MepeHnii 1 nocnefywwmx apudMeTUYecKknx BblYUCNEHUIA, NUB0 WN3MEpPeHUusMn C
ncnonb3oBaHMeM paguomeTpa, JiMH3a KOTOPOro MMeeT OrpaHUYEHHYH ChekTpasibHY
yyBCTBUTENLHOCTL An19 AMMAPATOB AJIA ®OTOTEPAMMNN HOBOPOXAEHHbIX (cm.
201.3.201).

201.12.1.103 * CnekTpanbHbIii MeTOL

|/|CI'IOI'Ib3y9| p'aHHbII7I MeTOo[, CneKkTpasibHyld0 MHTEHCUMBHOCTb WM3Ny4YeHus Ey N3MEepPAKT

Kak (byHKU'I/IIO AONNHbI BOJIHbI.
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CYMMAPHAA WHTEHCWUBHOCTb W3NYUEHUA ONA  BUJINPYBUHA  Ebl
npeAcTaBnsieT co60i BblpaXeHWe C UUC/IOBbIM WHTErpasioM W3MEPEeHHbIX 3Ha4YeHui

Mexay anvHamu sonH 400 n 550 HM.
201.12.1.104 * VIHTerpanbHbIil METOA

Vicnonb3ya mHTerpanbHbiii metogq, CYMMAPHYKO MHTEHCVBHOCTbL U3/TYUEHUA
ona BUWIVNPYBUNHA Ebl n3mepawT pagvoMeTpoM, ChnekTpasibHas 4YyBCTBUTE/IbHOCTb
KOTOPOro npubnmxeHa K CyMMapHOMY W3Nly4eHWU0 B guanasoHe AnuH BosH oT 400 go

550 Hwm.

201.12.1.105 *‘* CYMMAPHAA MHTEHCVBHOCTb N3NYYEHUNA ONA
BUNMPYBWHA Ebl nocne npeaBapuUTeNibHOM BblAEPXKU

CYMMAPHAA WHTEHCUMBHOCTb W3NYUEHUA AONA BUJIUPYBWHA Ebl nocne
npeBapuTesibHON BbIAEPXKN [0/KHA COOTBETCTBOBATL WHCTPYKUMM MO 3KCMyaTauum

N3TrOTOBUTE/TA ¢ makcMasibHbIM OTK/IOHEHNEM *+ 25 %,

CooTBeTcTBME JaHHOMY TpeboBaHWIO MNPOBEPAIOT, WCMNOMNbL3YA WCNbITAHUA
201.12.1.102- 201.12.1.104.

201.12.1.106 * JlokanbHOe pacnpepesneHue

OTHOCUTENbHOE JlIOKasbHoe pacnpegenenne Ebl no dOPOEKTUBHOWM MIOLWAAMN

OBJTYYEHWNA ponxHO COOTBETCTBOBATL CeAylLeMy YCIOBUIO:
OTHoweHne EbITT k Eb Ta, AO/MKHO 6bITb 60MbLie 40 %.
CooTBeTCTBME AaHHOMY TpebOBaHMIO NPOBEPAIOT CNEAYIOWMUM UCNbITAHUEM.

I/I3mepeHv|ﬂ AO0JIKHbI ObITb npoeeneHbl B NMOJIOXEHUN  AOnd |/|3mepeHvu‘/1 (B

cooTBeTcTBMM Cc 201.12.1.102).
201.12.1.107 * Becbl

Ecnn Becbl noctaBnalwTca Kak coctaBHada 4yactb ME  U3OQENNA  wnn  Kak
NpUHaANEXHOCTb, onpeAeneHHas ana nucnonb3osaHna ¢ ME U3OEJIMEM, oTobpaxaemoe
3HayeHWe MacCbl He [O/KHO OT/MyaTbCA OT WCNbITatesnbHOl Maccel 6o0nee, uyem
onpegeneHo N3rOTOBUTEJNIEM B SKCMTYATAUMNOHHbLIX JOKYMEHTAX, npu pa6oTte

ME N3LENNA ¢ ropu3oHTas/IbHbIM MOJIOXEHUEM MaTpaua. Kaxaoe nsmepeHHoe 3HayeHune
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LOMKHO OoTOBpaXaTbCA Ha Aucniee BecOB MNPU OKOHYaHWWM KaxAoro OTAeNbHOro uukia
n3MepeHnini 1 octaBaTbcsA Ao cbpoca ONMEPATOPOM. Ecnu Becbl MOryT nogBepraTbcs
Bo3geincteuio CPEAblI C MOBbLIWEHHLIM COAEPXXAHVEM KWC/TOPOJA BO Bpewms

NCMONb30BaHNA, OHM J0/MKHbI COOTBETCTBOBATL TPe6oBaHNAM 6.5 06L1ero ctaHaapTa.

MpumeuvaHne - Bo Bpemsa ucnosnb3oBaHna ONMEPATOP pgosmkeH umeTb BO3MOXHOCTb NPOBEPUTbL U

NPOBECTN KaIMBPOBKY.
CooTBeTCcTBME NPOBEPSAT CAEAYIOLUM NCNbITAHUEM.

NcnbiTaTenbHble W3MEpeHWss [AO0/KHbl OGbiTb MNPOBEAEHbI C MWCMNOMNb30BaHWEM
ncnbiTaTenbHbiXx Harpy3ok (500 = ) r un (2000 £ 1) r. NcnbiTaHna AO/MKHbI 6bITh

nposegeHbl ¢ ME U3AEJTMEM, paboTalwmum ¢ MakCMMasibHbIMM YCTaHOBKaMMU.

TOYHOCTb  WM3MepeHMin  JomkHa  GbiTb  MPOBEPEHA C  MCMNO/Ib30BaHUEM
MCMNbiTaTeNbHO Harpysku, pacrnosioXXeHHo B o6nactax M u oT A go D. kak nokasaHo

Ha pucyHke 201.102.

1- matpal

PncyHok 201.102 — Cxema ucnbiTaHUSA BECOB

201.12.4 3awmTa OT ONAaCHbIX 3HAYEHUI BbIXOAHbIX XapakTepucTuk

He npumeHstoT.
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201.13 ONMACHbBIE CUTYALWW 1 ycnoeBua HapylleHus
MpuMeHAT NyHKT 13 obuwero ctaHgapTa, 3a UCKIYEHNEM:
201.13.2 ycnosmnAa EAMHNYHOIO HAPYLWEHWNA
JononHnTenbHbIA NOANYHKT:

201.13.2.101 KonebaHusa nogayun nuTaHus

Ecnu yposeHb usnydeHus AMMAPATA ONA ®OTOTEPAMMNN HOBOPOXAEHHbIX

NpeBbIlAeT ypoOBeHb, onpegeneHHbii B 201.10.5, 201.10.6 1 201.10.7, 60/1€ee 4eM Ha
30 ¢ B YC/IOBUAX EANHWYHOIO HAPYWEHWNA, ANMNAPAT AJ1A ®OTOTEPAMNIN

HOBOPOXAEHHbIX gonkeH oTknoyaTbCsa aBTOMaTUYECKU.

CooTBeTCcTBME fAaHHOMY Tpe6oBaHMWIO NPOBEPSAOT OCMOTPOM.

201.14 MNporpamMmmupyemblie afiekTpuyeckue meguunHckme cuctemol (PEMS)

MpuMeHSAIT NyHKT 14 obuwiero ctaHgapTa.

201.15 KoHcTpykuna ME U3OENNA

MpuMeHsAT NyHKT 15 obLiero ctaHgapTa, 3a UCKII0YEHNEM:
201.15.3.1 O6uwume nosoxeHuns

JononHeHue:

Namnel  AMNMAPATA 1A ®OTOTEPAMANNA HOBOPOXAEHHbBIX p[onmkHbl  6bITb

3alMlleHbl OT NajeHuss U yaapa MnocpeicTBOM MpefoXpaHuTesnibHol  peweTkn (CM.

201.9.5.1).
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AMNMNAPAT ONA ®OTOTEPAMNNA HOBOPOXAEHHbBIX pomkeH 6biTb CHabXeH
[OMOJIHNTENbHBIM YCTPOMNCTBOM, OTOGpaXatoLW MM Yacbl 3KCNayaTauuu Wan MpoLuejLyio

yacTb CpoKa C/yX6bl.

CooTBeTCcTBME fAaHHOMY Tpe6oBaHMWIO NPOBEPSAOT OCMOTPOM.

201.16 ME CUCTEMbI

MprmeHsT NyHKT 16 obwero ctaHgapTa.

201.17 dnekTpomMarHuTtHas coemectumocTb ME U3AENNN n ME CUCTEM

MpuMeHsT NyHKT 17 obuwiero ctaHaapTa.

202 OneKTpoMarHMTHasd COBMEeCTUMOCTb

MpumeHsawT M3K 60601-1-2:2007, 3a UCK/IIOYEHUEM:

202.6.2.3 2neKTpoMarHuTHblie Nond pPagnoyacTOTHOIO MU3NyyYeHus
202.6.2.3.1 * TpeboBaHus

3ameHa:

[Ona anekTpoMarHWTHbIX NONein pagmovacToTHOro wusnydeHums AMMAPATbHI ONA
®OTOTEPAMNN HOBOPOXAEHHbIX u/unn cuctema AOMKHbI:

-npojoskaTtb BbIMOSIHATb npeanonaraemyto dyHKUMIO, onpegesieHHyo
M3rOTOBUTENIEM, po ypoBHA 3 B/M pnsa puanasoHa 4actoT M3 AOMNOJSIHUTESIbHOrO

cTaHgapTta no 3MC;

- poAo/mKaTtb BbINOHATL npegnonaraemMyto hyHKLMIO, onpegesieHHyto
M3FrOTOBUTENEM, nnn mMoXeT BO3HMKATb 0Tka3 6e3 HaHeceHus BPELA npu vanyvyeHun

[0 ypoBHsa 10 B/mM ana guanasoHa 4acToT M3 AOMOMHUTENILHOTO cTaHAapTa no 3MC.

MpunoxeHunsa

MpYMeHSIOT NPUIOXeHNs o6LLero ctaHgapTa.
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MpunoxeHne AA
(cnpaBoyHOE)

CneuvanbHble pykoBoacTBa ” 060CHOBaHMe

Huxe npmneBeaneHo ob6ocHoBaHue OTAENbHbIX MYHKTOB W NOANYHKTOB HaACTOALLETO
4YaCTHOro ctaHgapta C Hymepaumel‘/'l MYHKTOB N NOAMNYHKTOB, napanneanon HymMmepaunn B

TEKCTe HacTosAulero cCtaHgapra.

TepMuHbl 1 onpegeneHns otobronorndyecknx 3apPEKTOB ONTUYECKOTO M3/TydYeHns
6blv  onpefesieHbl  Ha  OCHOBaHUW  AOMNONHUTENIbHLIX  (POPMYNMPOBOK  3aKoHa
ByH3eHa-Pocko 0 nuMHeilHocTu (cMm. nuTepatypy no usuke), T.e. Cymma OTAeSIbHbIX
WHTEHCUBHOCTEW W3/TyYeHUss pasIMyHbIX [ManasoHoB AJ/IMH BOMH HEe 3aBUCUT OT Tuna

OTAE/IbHOT0 U3NyYeHus.
MoanyHkT 201.1.1 - O6nacTb pacnpocTpaHeHns

Henpsamoi 6unnpybunH - 3TO HecBA3aHHbI GUAMPYOMH, NPUCYTCTBYHOWMWIA B KPOBW.
doToTepanuss  HenpsAMOW runepounnpybnHeMmnn CHMWXaeT YpoBeHb 6GunmpybumHa B
KPOBOTOKE, TEM CaMbiM CHWXas PUCK OT/MIOXKEeHWUs 6unupybuHa B mMosre. B oTiuume ot
3TOro NPSAMOI BUANPYOUH - 3TO BUNNPYOUH, CBA3AHHLIV K1eTkaMmu neyeHn. dotoTepanuio
He cnepyeT nNpoBOAUTL MpU NPSAMOW ruUNepeunmpybmHemMnn, T.K. MOXET MNOSABUTLCA

MOCTOSIHHbIN 3arap Ha Koxe.
MoanyHkT 201.3.203 - ATMMAPATHBI NA ®OTOTEPAMNN HOBOPOXAEHHbIX

HuxHuii npepen 6asnpyeTca Ha orpaHuyeHuun, npumeBegeHHoMm B 201.10.7. BepxHwuii

npegen 6asvpyeTcsa Ha KpMBOW NOrnioweHnsa 6unnpybuHa in vitro (9).

CnekTpasibHblii cOCTaB ¥ WMPUHA MOMOCHI MPONYCKaHWA KPUBOI peakuun 6unmpyeuHa
ABNAIOTCA MPeAMETOM O6CYXAEHUS; 0O EeAOoCTYNHble «CTaHAApPTHbIE» KPUBblE He

ABNATCA 06wenpusHaHHbimm [10].
MognyHkT 201.4.3 - OCHOBHbIE ®YHKUVMOHAJIbHbIE XAPAKTEPUCTUKN

JkcnepTbl  paboueli  rpynnbl  onpegenunu, 4to TpeboBaHWS K OCHOBHbIM
hyHKUMOHA/bHBIM XapakTepucTnkam, onpefesieHHbIM B 06WeM cTaHgapTe, OTCYTCTBYIOT,
TK AN nayseHta He Bo3HMKaeT OFMACHbIX CUTYAUWUWA npu HOPMAJIbHOM
COCTOAHNN wn YCNOBUAX EJVNHUNYHOIO HAPYLWEHUA. B oTtnuune ot
24



FOCT P M3K 60601-2-50-2012

MHKYBATOPOB A/1A HOBOPOXAEHHbLIX n TPAHCIMOPTHbLIX MHKYBATOPOB A4
HOBOPOXAEHHbIX, rae TEMNEPATYPHAA CTABU/IbHOCTb 1 TOYHOCTb M3MEpPeHMUit
TeMnepartypbl SBMAIOTCA OCHOBHbIMU (DYHKUMOHANbHLIMU XapakTepucTukamum BBUZY WX
HemMefg/NleHHOro BAMAHMA Ha coctodHe HOBOPOXAEHHOIO, ecinm  oOHM  He
obecneunBalTCA, YPOBEHb OBUANPYOMHA KPOBUM U3MEHSETCA MeANIeHHO, U TpeboBaHus,
yNnomMsaHyTble B HacTodlem YyacTHoM ctaHgapte ana AMNMAPATOB O/TA ®OTOTEPAMAA

HOBOPOXAEHHbIX, aBnsaTca obwmnmmn TpeboBaHnsiMn 6e30nacHOCTU.
MoanyHkT 201.5.4.101 - lMpegBaputenoHasa BblAepxKa

Mo M3K 60335-2-27, TpebyeTca Bpemsa npeasapuTenbHol Bblaepxku 54 + 15 MuH

AN pIyopecUeHTHbIX naMn 1 14 + 15 MWUH ANs Namn BbICOKOTO faB/ieHusl.

Heo6xoAMMO npuHMMATbL BO BHUMaHwWe, 4YTO 3TO - BPEMsS NpeaBapuTEsbHO
BbIAEPXKMA A5 OUEHKM (DYHKLMOHASIbHBIX XapakTepucTuK. HO OHO MMEeT MeHbluee

3Ha4YeHWe Npu peasbHbIX YCAOBUSAX UCMOb30BaHUA 1 3KChayaTauumn B 60bHULE.
MoanyHKT 201.5.4.104 - TonoxeHne B NPOCTpPaHCTBE

3HasA, u4TO KPOME M/IOCKUX BO3MOXHbI ApyrMe nosepxHocTh DPDOEKTVBHON
nnowAgn OBJTYHEHUA n wmogenn  AMMAPATOB  AJiA ®OTOTEPAMUUN
HOBOPOXAEHHbIX, N3TOTOBUTEJIb mMoXeT onucaTb pacrnosioXXeHne U noBepxHoCTb
nocrtaensgemoro um AlMAPATA [AN1A  ®OTOTEPAMMA HOBOPOXAEHHbLIX B
SKCNNYATALUMOHHBLIX JOKYMEHTAX, ecnu HeobxoaAnmo, U ec/iv OHU OT/nYarTCcs OT

TpeboBaHuWii AaHHOro nognyHkTa [cM. Takke 201.7.9.2.5, nepeuncneHuve a)).
MognyHkT 201.7.2.101 - Cumson anga sawutbel rna3 NMALUVEHTA

O6eyxaaeTca MHopMaums, kacatollasics 3aluTbl 4pYTrUX YacTeil Tena, kpome rnas,

HO Ha JaHHbI/i MOMEHT HeT fOCTYMHbIX 0406PEHHbIX KIMHUYECKUX AaHHbIX.

MopnyHkT 201.7.9.2.2, nepeuucnexHune i) - TlpeaynpexneHna un ykasaHua no

6e3onacHocTu

«CvHMII  CcBET BepxHMX famn Ans  oToTepanuM MOXET 3aTPYAHATb  OLEHKY
KTMHWYECKNX MPOABEHWNIA, TaKUX Kak U3MEHEHUSI LiBETA KOXM, LMaHO3. Kpome TOro, CUHWiA
CBET MOXET BbI3blBaTb AWCKOM(OPTHbIE OLLYLWEHUS Y OGCNYXUBAIOLWEro nepcoHana,

TakMe Kak pasgpaxeHue rnas, TowHoTa 1 rofnoBHas 6o0sb» (11).
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MoanyHKT 201.7.9.2.13, nepeuncneHune b)- O6cnyxunsaHue

B HacTosillee Bpemsi OTCYTCTBYIOT (pakTbl, 0OOOCHOBbIBAKLINE MAKCUMa/IbHbIN
YPOBEHb UHTEHCUBHOCTU U3NyyeHus (cM. obocHoBaHue ana 201.10.5), Tem He mMeHee, ANns
Bpayeil BaxHO OblTb B KypCe peaslbHOr0 YPOBHSA WMHTEHCUBHOCTM  U3My4YeHwus,
nponssogumoro AMNMAPATAMUW ONA ®OTOTEPAMMN HOBOPOXAEHHbLIX, u4TOGbI
MMeTb BO3MOXHOCTb KOpPpPEeKTMpoBaTb MPOTOKON dooToTepanuu (Hanpumep, Bpems

BO3JeNCTBMSA) Kak (DYHKLMIO CpOKa aKchayaTauum namnbi.
MoanyHkT 201.9.6.2 - AKycTnuyeckasa aHeprug

MakcumasnbHbIi YpOBEHb LlymMa He MOXEeT OblTb OrpaHu4eH, OCHOBbIBasCb Ha
KNUHUYECKNX [aHHbIX C TOYKM 3peHuss 6Ge3onacHocTu. CTaHAapT Ha WHKy6aTopsl
(M3K 60601-2-19) TpebyeT ypoBeHb 60 gBA. B HEKOTOPbLIX CTpaHax A4ONyCTUMbIA YPOBEHb

lWymMa B CrasibHbIX NoMeLleHnsax orpaHmyeHd 35 abA.
MognyHkT 201.9.8.3.1 - O6WMeE NOMOXEHUSA
Harpy3ka CHWXeHa, T.K. BbINOMHATCA TpeboBaHus 9.8.1 obuiero ctaHaapTa.
MoanyHkT 201.10.5 - Apyrvne BuanmMble 3/1eKTPOMarHnUTHbIE U3NYy4YeHuUsa

Bbino  NpoAeMOHCTPUPOBaHO, 4YTO 3P EKTUBHOCTL )OoTOTEepanun 3aBUCUT  OT
CMeKTpa/ibHOro  pacnpefeneHns U  WHTEHCMBHOCTM  CBeTa, WUCMOo/b3yeMoro Aans
Bo3geicTenss. CBeT B CMeKTpalbHOM pAuana3oHe oT 400 pgo 550 HM Haubonee

ahdpekTuBeH ana potonsomepusauynm bunmpybuHa [12].

HacTtofawme knuHU4Yeckue wnccnepoBaHUd He NPoOAeMOHCTpUpoBaIn HeO6XO,E|,I/IMOCTI/I

Hannyna npenesibHoro MakCmMmasibHOro 3HadyeHuma YpoOBHA MHTEHCUMBHOCTU U3JTy4YEeHUA B

cnekTpasbHoM AuanasoHe oT 400 go 550 HM npu dpoToTepanuu, Ho 6biiv OnNUCaHb

OMACHOCTMW, CBSi3aHHble c CUHUM CBETOM (noBpexpaeHne ceTyaTku,

goToceHcMbunmsauna un MyTtauum). AMepukaHckas accoumauus  cneunasiuctoB Mo

MPOMBILW/IEHHON TUrMeHe fAaeT CcoBeTbl NO npeAenaMm U3fyYeHus, MNPUMEHVMbIM Mpu
dotoTepanuun (ACGIH, 1993). ViccnegoBaHua npogemoHcTpuposann PUCK, cBsA3aHHbIl ¢
06BbEMOM UMHAPaAKpacHoro manyyenus (cMm. 201.10.6) n ynbTpadmnoneToBoro usnyvyeHus
(cm. 10.7), KoTOpble YacTo conpoBoxaatT oToTepanuio. CnefoBaTenibHO, B HACTOSALLEM

cTaHgapTe 6bln10 orpaHnyeHo kak MK, Tak n Yo nsnydexue [13].
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B (14] nokasaHo, 4YTO NPOMCXOAUT CHWXEHUEe 6UNMpybrHa B CbIBOPOTKE KPOBW MpU
YBEJIMYEHWUN CMEKTPasibHOW WHTEHCUMBHOCTU U3SlydeHus. TeM He MeHee He 6bI10
YCTaAHOB/IEHO, CYLLECTBYET /I Touka HacblleHus. CuuTas, 4To nepexog 6unmpybrHa B
BbIBOAMMbIE (DOTOMPOAYKTbI YACTUYHO HEoGpaTUM U MNOAYMHAETCS KMHETUKE NepBOro
nopsiika, MOXEeT M He OblTb TOUKM HacblleHus. B To Xe Bpems OTCYTCTBYHT hakTbl,

onpezenswwme MmakCMManbHbIil YpOBEHb U3/TyHEeHUS.
MoanyHkT 201.10.6 - 3awmnTta oT UHPPAKPACHOTO U3NyvyeHus

MNpepensl, npeanoXeHHble B HacTodWeM CTaHgapTe, OCHOBaHbl Ha 063ope
nnTepartypsbl, KaC&IOU.I,eVICH B/INAHNA VIH(bpaKpaCHOFO n3nyyeHna Ha rnasa wu KOxy

yesioBeka.

N3mepeHns WHpakpacHoro u3nyvyeHuss MOTryT ObiTb BbINOSHEHbI A8 ASIMH BOJH

X> 780 HM (MIK-A obnacTb), Takke Kak n X> 1400 Hm (o6nactn VK-B n VK-C).

MK-A obnactb cBA3aHa C BEPOATHOCTbIO NOBPEXAEHUSA XpycTanuka rnasa, 4to MoxeT
npuBecTn K katapakTte. MIK-B n NK-C o6nacty noyT NO/IHOCTLIO MOTMOLWATCA POroBuuUeit

(BHELWHMM cnoem rnasa), YTo NPUBOANUT K BEPOATHOCTM OXora.
MoanyHkT 201.10.7 - 3awmuta OT yNAbTPaoNeToBOro U3siyyeHus

OnpepeneHna npusefeHbl B MOK 60050-845. 3HayeHns COOTBETCTBYIOT npejesiam,
YCTaHOBNEHHbIM B MO3K 60335-2-27. [anbHeliwana uHopMauus, kacawuwasacs

MPUHLMMNOB OFrpaHUYEHUsT U U3MEPEHUs, NprBeaeHa B (15).

B 1985 r. MexayHapogHasa accouymauma no 3awute OT pagunoakTUBHOIO U3NyvYeHUus
(International Radiation Protection Association, IRPA) ony6nunkosana npegens gnsa Yo
n3nyvyenns ansa B3pocnbix (16]. B [16]nepeuncnensl npegensl ot 0,1 MkBT/cM2 gnsa gaviH
BOJIH 40 320 HM 1 1000 mkBT/cm2 ansa anuH BosiH ot 320 go 400 HM. CnegyeT yuuTbiBathb,
4yTo 3TV npejenbl NpeaycMOTpeHbl ANS BOCbMWYACOBOro 06/y4YeHUss B3pPOC/biX, B TO
Bpemsa kak ans HOBOPOXXAEHHbLIX ¢oToTepanusa ucnonb3yetca ropasgo 6onbluee

BpEMSI.

B (17J npuBeneHbl npegensl ob6nyyernns (EL) ans cnekTpanbHoOW o6nactu 6/1MXHero
ynbTpaduoneta Y®-A (o1 315 go 400 HMm). MonHoe 06/yYeHe He3alULLEHHOW KOXK He

[OO/MKHO NpeBbIlaTb 3HAYEHWUI, NpMBEAEHHbIX B Tabnuue AA.1.
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3HayeHnss OTHOCUTENbHON cnekTpanbHOl ahekTUBHOCTU S> npuBefeHbl A0 400 HM

4NnA pacwupeHns pabodero crnektpa B Y®-A npu onpeaeneHun EL ana o6ayvyeHns KOXK.

Ans onpegeneHnsa 3EEKTUBHON WHTEHCUMBHOCTU U3/TyYEHUS]  LUMPOKOMOSIOCHOTO
MCTOYHMKA, HOPMMPOBAHHOW Ha MWK KPMBOW CMEKTPasibHON MHTEHCMBHOCTM (270 HM),

cnegyeT NPUMEHAThL CregyioLyo popmyny:

E=EN-V4,

roe  Eey- aghekTVBHAST WHTEHCUMBHOCTb W3NydyeHuss, BT/M2, npuBegeHHas K

MOHOXPOMAaTUYECKOMY UCTOYHUKY 270 HM;
£X- M3MepeHHas cnekTpasibHas UHTEHCUMBHOCTb U3sydyeHus, BT/m2;
Sa- OTHOCUTeNbHasA cnekTpasbHas aPPEKTUBHOCTL (be3pasmepHas);
JIK - WwWunpmrHa NoaoChbl paccUmUTbiBAEMbIX UAU N3MEPSAEMbIX UHTEPBA/IOB, HM.

31n npegensl 06nyyerHns (EL) cnegyeT ucnonb3oBaTh Kak pyKOBOACTBO MPY KOHTPOse
06nyyYeHss YO MWCTOYHMKOB M Kak npefgnonaraemblii BepxHUiA npegen Ans HeTepa-
NeBTUYECKOTO W HeusbupaTesibHOro o06nydeHusn. [pegensl o06nyyeHns EL  6bin
paspaboTaHbl Ha OCHOBE W3y4eHUs CNabonMrMeHTUPOBaHHOW nonynasumm (Hanpumep,
ypoxeHubl  KaBkasza) C  MakCMMasibHON  4YyBCTBUTENILHOCTbIO U TEHETMYECKOW

npeanpacnosioXXeHHOCTbIO.

CuuTtaeTcs, 4To 3TN npegesibl MoryTt OblTb TaKXe MCNOoJIb30BaHbl npun CbOTOTepaI'IVIVI

HOBOPOXAEHHbIX, €CN BEPXHUI Npeaesn BblUMCASIT A8 TPexAHEBHOro (72-4acoBoro)

06nyyeHns (pasgenms 30 [Ox/M2 Ha 72 4) M BbIYMCAAKT MOCTOAHHYK MOLHOCTb

n3nyyenms B BaTtTax (BT/M2) (pasgenvB Ha 3600 c). 3T BbIYMCNEHUA NPUBOSAT K

CHVWXEHWIO cnekTpasibHoro npegena gnst Y®-A u3/lydeHUss U yuyuTbiBalOT HEMpepbiBHOE

BpeMsi 06/1yyeHns npu poToTepanun Mexay 24 4 u 3 gHAMU.
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Ta6nunya AALl — lMNpegensl 06ayyeHns YO nsnyvyeHnem n cnekrpasibHas
B3BeLUeHHas (PyHKLuMS

OnuvHa MNpepen OTHOoCcUTENb- OnvHa Mpepen OTHocuTENb-
BOJTHbl, 0bnyyeHns Hast BOJIHbI,HM 06nyyeHus Hast
HM T crnekTpasibHas q). CrneKTpasibHas
x/m2 adhpekTmB- ,&m)mr 3thdpexTnB-
HOCTb HOCTb
& S

180 2500 0,012 300 100 0.300
190 1600 0,019 305 500 0,060
200 1000 0,030 310 2000 0.015
205 590 0,051 315 1,0 104 0,003
210 400 0,075 320 2,9-104 0,0010
215 320 0,095 325 6,0 <104 0.00050
220 250 0,120 330 7,3-104 0,00041
225 200 0,150 335 8,8 «104 0,00034
230 160 0,190 340 11104 0,00028
235 130 0,240 345 1,3+104 0,00024
240 100 0,300 350 15104 0,00020
245 83 0,360 355 1,9 -104 0.00016
250 70 0,430 360 2,3-104 0,00013
255 58 0,520 365 2,7-104 0,00011
260 46 0,650 370 3,2-104 0.000093
265 37 0,810 375 3,9-104 0,000077
270 30 1,000 380 4,7-104 0,000064
275 31 0,960 385 5,7-104 0.000053
280 34 0,880 390 6,8-104 0,000044
285 39 0,770 395 8,3-104 0,000036
290 47 0,640 400 1,0-104 0,000030

295 56 0,540 - - -

MoanyHkT 201.11.1 - Ype3smepHble TemnepaTtypbl B ME U3OENNN

OrpaHuyeHns TemnepaTypbl NPYBEAEHbI B APYTUX COOTBETCTBYIOWMX cTaHZapTax (CM.
M3K 60601-2-19, M3K 60601-2-20, M3K 60601-2-21 wn MO3K 80601-2-35) pans
MHKYBEATOPOB AJ/IA HOBOPOXAEHHbIX, TPAHCIMNOPTHbLIX WHKYBEATOPOB AJ1A4
HOBOPOXAEHHbIX, N3TYYAIOLWMX OBOIPEBATE/EN AnA HOBOPOXAEHHbIX un
HAMPEBAEMbIX MATPALLIEB.

MognyHkT 201.11.2 - 3awurta OoT BO3ropaHus
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Bo BpemMa nepecmoTpa HacToAlWwero craHgapTa, KoMmuTeTy notpeboBanochb
paccMoTpeTb [OMNOMHUTENbHbIE TpeboBaHUS K noxapobesonacHocTn Marpaues Ans
HOBOPOXAEHHbIX. Tak Kak KOMWUTET He c4yesl HeobXxoAWMbIM MPUHATH AaHHble

Tpe6OBaHI/IFI, 6b1/10 BHECEHO KpaTkoe o60CcHOBaHMe B 3TOT MYHKT.

MaTtpaubl WA NoAyLKM 06bIYHO COCTOAT U3 ABYX MaTepuasioB, KOTOPbIE BbIMOHAOT
OBe pas3nuuHble QyHKUMWM. OyHKUMER HanoMHWUTeNns ABnseTca  noggepXxuBaHue
HOBOPOXJEHHOIO, B TO BpeMs kak maTepuas MOBEPXHOCTW BbINOAHAET (PYHKLUIO
3awmTtbl koxxm HOBOPOXXAEHHOI O ot BHyTpeHHero maTtepuana. OCHOBHoe TpeboBaHue
K MaTepuany nNOBEPXHOCTM, KOTOPbIA MOXeT KoHTakTupoBatb ¢ MAUMEHTOM B
YCNOBUAX EAVHWYHOIO HAPYWEHWA, - He npeactaBnAte OMACHOCTW pgns
MALUMEHTA. 3amMeyeHo, 4YTO B OOJbLUMHCTBE KAWHUYECKMX MNPUMEHEHUA BHELHASA
MOBEPXHOCTb COAEPXUT AOMOMHUTENIbHOE MOKPbITUE, COCTosllee U3 martepuana u3
HaTypasibHbIX BOJIOKOH (X/IONOK WAW MaTepuasbl, MNoCTaBAseMble pPOLACTBEHHMKAMM
MALUMEHTA), KOTOpbIA He sBNSeTCA WMHIMOMTOPOM BO3ropaHusi, HO CNoco6CTBYeT eLlle
60MbLIEMY  CHUXEHUIO TpeHua  Mexay noBepxHocTbio MOAYLWKN  un  koxei
HOBOPOXAEHHOIO. OcHoBHOe TpeboBaHWEe K HanonHuTenw - obecneuymBaTtb

KOMCOPTHYH MOBEPXHOCTb A1 MPOAO/HKUTENbHOTO HaxoxaeHus MALNEHTA.

Tak Kak HeT UCTOYHUKOB BO3ropaHusa BHYTpu noxa NHKYBATOPA, PUCK Bo3ropaHus
B 06/1aCTU MaTpaua orpaHuyeH, ecim cobnwogalTcs TpebosaHusa nognyHkra 6.5 obuero
cTaHfjapTa K cpefie, ob6oraleHHOoi KACNopoJoM. 3a MHOrMO J/ieT He 6bl/10 3atmMKCUpoBaHo

clyd4aeB BO3HUKHOBEHUA NoOXapa BHYTPU J10Xa O6OFpeBaT€ﬂﬂ. Takxe gna martpaueB C

nogorpesom o6cy>K,qa+0Tc;| AO0NOJ/IHNTENIbHbIE BOMNPOCHI, CBA3aHHbIE C TOKCUYHOCTbLIO AbiMa,

KOTOpbIi MOXeT OblTb MoMyd4eH OT MaTepuanoB, o6pabGoTaHbiXx peareHTamu -

MHrMéuTopamn BO3ropaHusa. CnepoBartesibHO, WCK/IIOUYMB BoO3pacTaHue (yBenuyeHue)

PVCKA noxapa OT mMarepuasioB MNOKpbITUA, He TpebyeTcsa HUKaKMX crneumasibHbIX mep

noXxapo6e30MacHOCTM K MOKPbITUIO MOAYLWKMA W BHYTPEHHEMY HANOSTHUTENHO.
MoanyHkT 201.12.1.103 - CnekTpasabHbIA MeToq
CmM. M3K 60050-845.

MoanyHkt 201.12.1.105 - CYMMAPHAA WMHTEHCWMBHOCTb W3JIYUEHUA OJ1A
BUNNPYBWHA Eb, nocne npeaBaputenbHOli BblAEPXKN

Cwm. o6ocHoBaHue k 201.7.9.2.13, nepeuuncrieHve b).
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MoanyHkT 201.12.1.106 - JTokanbHOe pacnpepneneHue

Ha HaCTOFlLLI'I/II7I MOMEHT HEeT AOCTYNHbIX KMNHUYECKUX pe3ynbTatoB U pEKOMeHAaHMﬁ.

3HaueHune 0.4 NpUHATO B KayecTBe afekBaTHOro 1 6esonacHoro npegena.
MopnyHkT 201.12.1.107 - Becnl

Becbl, ncnonbsyembie B neguatpuyecknx ME U3LETNAX, obnagaroT yHUKaNbHbIMA
TpeboBaHMAMK, KOTOpble 3HauYUTeNbHO OTAMYalTcAa OT TpeboBaHulii K Becawm,
NCNosb3yembiM AN 06LWero NPOMbIWNEHHOTO WM G6bITOBOrO B3BeLwMBaHNA. ABGCOMOTHAA
TOYHOCTb BaxHa, TeM He MeHee, He [0 YpOBHA TouHocTu (1/1000), Tpebyemoro ans
MPOMbILUSIEHHbIX BECOB, WCMO/b3yEMbIX A AEHEXHbIX onepauuin. bonee BaxHa Ans
KNMHNWYECKOro  MpUMEHeHWsa  uMHdopmauumsa, npegocraBnsgeMas TpPeHAOM  Maccehbl,
LOEMOHCTPUPYIOWMM  yBennyeHne wunn ymeHbweHne wmaccel HOBOPOXAEHHOIO
MALUMEHTA. A6conoTHaA TOYHOCTb TPYAHOAOCTMXKMMA M3-3a 3/1eKTPOAO0B, TPy6OK u
Apyrux ycTpolictB no yxogy 3a MALIMEHTOM, koTopble He MOryT O6biTb MOJIHOCTbIO

yAaneHbl N3 30Hbl USMEPEHNA.

Mockonbky B3BewunBaHne HOBOPOXXAEHHbIX aBnfeTcA CnNoXHbiM npoLeccoMm, B
kotopom OlNEPATOPY TpebyeTca 3ageiicTBoBaTb 006 pyksu nNpu  NPOBEAEHMU
mMaHunynsaumii ¢ HOBOPOXJOEHHbIM, HeobxoguMmo, 4TOGbl MOKasaHUA  Macchl
duKkcMpoBanncb M UHAMLMPOBANIUCL [0 TOr0 MOMeHTa, korga OMEPATOP 3aBepwuut
MPOLEAYPY n 3anuweT uUX UAW COXpaHWUT, ecnn npepycMoTpeHa onuus 3N1eKTPOHHOro

coxXpaHeHus.

HOBOPOXAEHHbIX Heobxoanmo cogepxaTb B NOAOTrpeBAEMOi, KOHTPOSIMPYEMOIA
cpefe B TeyeHue oAnTenbHOro nepuoga spemeHu. NMepemeweHne HOBOPOXAEHHOTO
no NI06bIM NpuYMHam MoXxeT BObITb onacHo Ansa ero camouyscTena. HOBOPOXXAEHHbIE
yacTo ocTalwTca B KOHTposnupyemoit cpege, MHKYBATOPE waun nog U3NTYYAKOLWNMM
OBOIrPEBATEJIEM AO/11 HOBOPOXXAEHHbIX B TeueHue aByx unu 6onee Hegenb. B
TeyeHne 3Toro BpemeHn OMNEPATOPY Heob6xoaumo ybeantbcs B KanubpoBke BeCOB.
Kpome Toro, onepatopy MOXeT OblTb Heo6xoAuMO  MPOBECTU  Ka/MBGPOBKY
HekasIMbpoBaHHbIX BECOB 06e3 Heob6XoAMMOCTW YAaneHust BEeCOB WM NepeMeLleHns

HOBOPOXAEHHOIO npun nposegeHnn KaimbpoBKu.

MoanyHKT 202.6.2.3.1 - TpeboBaHus
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JKcnepTbl  paboyeil rpynnbl  He cuYUTalOT TepaneBTMYECKMEe HarpeBaTesibHble
ycTpoiictBa J>XW3HEOBECMEYMBAKOWWMM ME W3OE/IMEM, kak onpegeneHo B
ponosiHuTensHom ctaHgapte M3K 60601-1-2 ana SMC.
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MpunoxeHue JA
(cnpaBo4HoOe)

CBefeHnsa o COOTBETCTBUN

CCbI/TOYHbIX MEeXAYHapoAHbIX CTaH4apTOB
HauMoHanbHbIM cTaHgapTam Poccuiickoin ®depepayuu

Tabnuuya OA.1

O603HaueHune CrteneHb O603HayYeHne N HauMeHoBaHNe
CCbIJIOYHOTO COOTBETCTBUA COOTBETCTBYIOLLETO HALUMOHABLHOTO
MeXyHapoAHOro cTaHgapTa
cTaHgapTa
M3K 60601-1:2005 oT FOCT P M3K 60601-1. '2010

«M3penna meanuMHCKUE anekTpuyeckue.
YacTb 1. O6ume TpeboBaHus
6€e30MNacHOCTN C YH4ETOM OCHOBHbIX
PYHKLMOHA/TbHBIX XapaKTePUCTUK»

M3K 60601-2-19:2009 HOT FOCT P M3K 60601-2-19 2011
«N3penna mMednuUVHCKME 3/1IEKTPUYECKUE.
Uactb 2-19. YacTHble TpeboBaHus
6e3onacHOCTM C  Y4eTOM  OCHOBHbIX
YHKLMOHANBHbIX XapaKkTepucTuk K
WMHKy6aTopaM 415 HOBOPOXAEHHbIX»

M3K 60529:1989 MOD FOCT 142541 ;96 (M3K 529-89)
«CTeneHu 3aWwnTbl, obecneynsaemble
o6onoukamu (ko IP)»

*

M3K 60601-1-2:2007 -

M3K 60601-1-10:2007

*

M3K 60878

* COOTBETCTBYIOLWMI HaLMOHasbHbI CTaHAapT OTCYTCTBYeT. [0 ero yTBepXaeHus

pPEKOMEHAYEeTCSt UCMO/b30BaTb NEPEeBOA, HA PYCCKMiA A3bIK aHHOT0 MeXAyHapoaHOro

cTaHgapTa. [lepeBof A[aHHOrO MeXAyHapoAHOro cTaHjapTa Haxogutcs B

defepanbHOM UHAOPMALMOHHOM (DOHAE TEXHUUYECKUX PErfiaMeHToB 1 CTaH4apTOB.
MpumMeyaHue-B HaCTOSLLEN TaGMMLE UCMOMb30BaHbI CrIEAYHOLLYE YC/IOBHbIE 0G03HAYEHMS!

CTeneHn COOTBETCTBYIS CTaHAAPTOB:

- OT - upeHTUYHbIe CTaHOAPTL;
- MOD - mMoauhmLmpoBaHHbie CTaHOAPTb!.
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AN aBUTHbIN ykaszaTenb TEPMUHOB

AMMNAPATbI A1 ®OTOTEPAMN HOBOPOX/EHHbIX
BE3OMACHOCTb OCHOBHASA

BPE],

JIOKYMEHTbI SKCMNYATALMOHHbIE

N3rOTOBUTE/b

N3JENVE MEAVLIMHCKOE SNEKTPUYECKOE (ME W3AE/IVIE)
N3NYYAIOLLMI OBOrPEBATE/b

201.3.203

M3K 60601-1:2005. 3.10
M3K 60601-1:2005, 3.38
M3K 60601-1:2005, 3.4
M3K 60601-1:2005, 3.55
M3K 60601-1:2005. 3.63

AN HOBOPOXAEHHBLIX
VMHKYBATOP /11 HOBOPOXAEHHbLIX

VHKYBATOP 151 HOBOPOX/AEHHbLIX TPAHCMOPTHbI

VMHCTPYMEHT

M3K 60601-2-21:2009, 201.3.203
M3K 60601-2-19:2009, 201.3.209
M3K 60601 -2-20:2009, 201.3.211

M3K 60601-1:2005, 3.127

MHTEHCMBHOCTb U3NYYEHNA CYMMAPHAA
ONA BUNNPYBUHA Ebl

KOHTPOJIIEP C ®/31OTOMMYECKON OBEPATHO
CBA3bIO (PCLC, PHYSIOLOGIC CLOSED-LOOP

201.3.204

CONTROLLER)

MATPAL|

HOBOPOXAEHHbIN

OOEANO

OMACHOCTb

OMACHOCTb MEXAHVUECKAS
OMEPATOP

MALUMEHT

MEPEMEHHASA

MNEPEMEHHAA KOMAHAHAA
MNEPEMEHHAA KOHTPOJI/TIEPA BbIXOHAA
MEPEMEHHAS OBPATHOW CBA3
MEPEMEHHASA PETY/IMPYEMASA
MEPEMEHHASA ®/131MONOMMUECKASA
MEPCOHAJT OBCY>X/BAOLLN
NAOWALb OBNMYYEHNSA 90OEKTUBHAA
NOAYLUKA

MPUrOAHOCTb 3KCIMNYATALMIOHHASA
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M3K 60601-1-10:2007, 3.20
M3K 80601-2-35:2009, 201.3.213
201.3.202
M3K 80601-2-35:2009, 201.3.201
M3K 60601-1:2005, 3.39
M3K 60601-1:2005, 3.61
M3K 60601-1:2005, 3.73
201.3.76
M3K 60601-1-10:2007, 3.28
M3K 60601-1-10:2007, 3.4
M3K 60601-1-10:2007, 3.7
M3K 60601-1-10:2007, 3.12
M3K 60601-1-10:2007, 3.15
M3K 60601-1-10:2007, 3.21
M3K 60601-1:2005, 3.113
201.3.201
M3K 80601 -2-35:2009. 201.3.216
M3K 60601-1-6:2006. 3.11
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MPNHAONEXHOCTb M3K 60601-1:2005, 3.3
MPOLUELYPA M3K 60601-1:2005.3.88
PEXVIM HEUTPAZTM3ALIN HEVNCTPABHOCTW M3K 60601-1-10:2007, 3.11
PNCK M3K 60601-1:2005. 3.102
CETb NMNTAIOLLAA M3K 60601-1:2005, 3.120

CUCTEMA MEAVLMHCKAS SNEKTPUYECKAS (ME CUCTEMA) M3K 60601-1:2005,3.64
CUCTEMA KOHTPONSA C ®3NOMTOMUYECKON OBPATHOW

CBA3bIO M3K 60601-1-10:2007, 3.19
CNCTEMA MNPOIrPAMMNPYEMAA S/TIEKTPUYECKAA

MEANLUMHCKAA M3K 60601-1:2005, 3.90
CNTYALINA OINMACHAA M3K 60601-1:2005, 3.40
COCTOAHNE HOPMAJIbHOE M3K 60601-1:2005, 3.70
CPEJA C NOBbIWEHHLIM COAEPXXAHVEM KNC/TOPOOA M3K 60601 -1:2005, 3.75
TEMMEPATYPA KOXW M3K 60601 -2-19:2009, 201.3.210
ycnosmAa EAUHNYHOIO HAPYLLEHNA M3K 60601-1:2005, 3.116
®AAT MEHELXMEHTA PUCKA M3K 60601-1:2005. 3.108
XAPAKTEPUCTUKN OCHOBHBIE ®YHKUMOHAJIbHBIE M3K 60601-1:2005, 3.27
UACTb PABOYAA M3K 60601-1:2005, 3.8

SKCIMNYATALMA HOPMAJIbHAA M3K 60601-1:2005, 3.71
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