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3 MPUHAT MexrocyaapCcTBEHHbLIM COBETOM MO CTaHAapTM3aLMM, MeTPONnorun n ceptudmkalmm (npo-
Tokon ot 24 Masi 2012r.Ne 41)

3a npuHATUe NporonocoBanu:
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4 MMpukasom PefepanbHOro areHTCTBa Mo TEXHUYECKOMY perynmpoBaHuio U MeTpornornm ot 1 Hosi6ps
2012 r. Ne 662-cT mexrocyaapctseHHbl cTaHgapT FOCT 30324.2.9—2012 (IEC 60601-2-9:1996) sBeaeH B
JencTBue B KayeCTBe HaLMoHanbHOoro ctaHaapta Poccuiickon ®eaepauum ¢ 1 aHBaps 2015r.

5 Hactosawwmii craHgapT MoAauuuMpoBaH MO  OTHOWIEHWIO K  MeXayHapogHoMy cTaHAapTy
IEC 60601-2-9:1996 Medical electrical equipment — Part 2-9: Particular requirements for the safety of patient
contact dosimeters used in radiotherapy with electrically connected radiation detectors (U3genua meanuuHckue
anekTpudeckue. Yactb 2-9. HacTHele TpeboBaHusa 6e30nacHOCTH K A03MMETPaM ANA NyYeBO Tepanuu, Snek-
TPUYECKN COEANHEHHBIM C AETEKTOPaMU U3NYYEeHNsA, HAXOAALLMMUCS B KOHTaKTE C MaLUeHTOM).

CTteneHb cooTBETCTBUA — MoauduumposaHHaa (MOD).

CtaHaapT noAroTosneH Ha ocHose NnpumeHeHua MOCT P 50267.9—99 (MOK 60601-2-9—96)

6 BBEOEH BMEPBLIE

HHebopmayus 06 usmeHeHUsIX K HacmosiueMy cmardapmy rybrukyemcsi 8 exxe200HOM UHGOpMayUOH-
HOM yKkazamerne « HauuoHanbHsie cmaHOapmbi», @ MEKCM USMEHEHUU U rTorpagoK — 8 €XXeMeCSYHOM UHGop-
MauyuoHHoOM ykasamene «HauuoHanbHble cmaHOapmbi». B criyyae nepecmMompa (3aMeHbi) Unu OmMeHb!
Hacmosweao cmaHdapma coomeemcmsyiowee ysedomrieHue bydem orybnuKkosaHoO 8 eXeMeCAYHOM
UHhopMayuoHHOM ykasamene «HayuoHanbHbie cmaHdapmel». Coomeemcemeyrowjast UHghopmayus, yse-
domrieHue U meKkcmbl pa3meuwalomces makxe 6 UHGhopMayUuoHHOU cucmeme obuje2o rofib308aHUs — Ha oghu-
yuanbHoM catime ®edepalibHO20 a2eHMcmea 10 MexXHUYECKOMYy pe2yrnuposaHuio U Memporsoauu e cemu
UrmepHem

© CraHaapTtuHdgopm, 2014

B Poccuiickon deaepauuym HacTOALLMIA cTaHAAPT He MOXeT OblTb MOSTHOCTLIO UITU YaCTUYHO BOCNPOU3Be-
OeH, TUPaXXMPOBaH U pacnpocTpaHeH B kayecTse oduumanbHoro usgaaHusa bes paspewweHus degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PErynMpoBaHunio U MeTPOrorm
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BBeaeHue

Hactoawmin  ctaHaapT — sIBNseTcA  NpAMbIM - MPUMEHEHUMEM  MeXayHapodHoro  crTaHaapTa
M3K 60601-2-9—96 «U3genua meguumHckue anekTpudeckue. YacTb 2-9. HacTHele TpeGoBaHus 6esonacHoc-
TV K AO3UMETPpaM Ans My4YeBOi Tepanuu, 3NeKTPUYeckn COeIMHEHHBIM C AeTEKTOPaMM1 U3NydYeHUs!, HaXoAALL M-
MWUCA B KOHTaKTe C MnauueHToM», MoAroToBNeHHOro nogkommutetoM 62 C «Annapatbl Ansa Ny4eBon Tepanuu,
DO3UMETPUM 1 aAepHON MeauLMHBI» TexHudeckoro komuteta MOK 62 «M3gennsa meauuMHcKue anekTpu-
yeckuer.

TpeboBaHuWs HacTosILLErO CTaHAapTa U3MEHSAIOT, AOMOMHSIOT UIU 3aMeHAT aHanornyHble TpeGosaHua
obuwero ctaHgapta FOCT 30324.0, umeloT NpeumMyLecTBo neped TpeboBaHsAMKN 06LLero cTaHaapTa u ABnNa-
toTcsA 0bssaTensHbIMKU. [ocne TpeboBaHWii B HACTOALLEM CTaHAapTe NPUBeAeHbl COOTBETCTBYHOLLNE METOANKN
UCnbITaHUA.

[nsa usameHeHusa TpeboBaHWi obLlero cTaHaapTa NPUMEHSIITCA creaytolwme cnosa:

- CII0BO «3aMeHa» 03HayvaeT, UTo MYHKT obLero ctTaHaapTa 3aMeHsIeTCSA NOMTHOCTLI0 TEKCTOM HacTosLe-
ro cTaHgapTa;

- CIIOBO «AOMOSTHEHNE» O3HAYAET, YTO TEKCT HACTOALLEro CTaHAapTa SIBNAeTCA AONONHUTENbHBLIM K Tek-
cTy obulero craHaapTa;

- CMOBO «M3MEHEeHWe» 03HayvaeT, YTo TeKCT NyHKTa obLero ctaHaapTa U3MeHAeTCA TeKCTOM HacTosLLe-
ro ctaHgapTa.

B HacTosilem cTaHaapTe BblAerneHb:

- MeToAbl UCTILITAHWUIA — KYPCUBOM;

- TepMuUHbl, onpefdensieMble B NyHkTe 2 obwero ©  HacTosilWlero CcTaHAapToB, B
FOCT IEC 60601-1-1—2011, B nybnukaumsax M3K 60731 n M3K 60788, — nponucHbiMu Gyksamu.

Hymepauuns pazgenos, NyHKTOB U NOANYHKTOB HACTOALLEro CTaHAapTa COOTBETCTBYET HyMepaLuu pas-
AenoB, MyHKTOB 1 NoANYHKTOB obuiero ctaHaapTa. Pasaenkl, NyHKTbI, NO4NYHKT bl U PUCYHKU, KOTOPbIE BBeISHbI
AOMONHUTENbHO MO OTHOLIEHUIO K obliemy ctaHgapTy, HymepytoT co 101. [JononHutenbHble NpUnoXeHus
o6o3HavatoT 6yksamu AA, BB, a gononHutensHble naparpadgbl — aa), BB).

NO3UMETPbI, npeaHasHayeHHble Ans ucnonbsosavua 8 JIYMEBOW TEPAMWUU, ¢ AETEKTOPAMU
N3NYYEHWA, anekTpuyeckn cBI3aHHBEIMU € NPMBOPOM, MOTYT NpeacTaBnaTb onacHocTb Ana MALUUEHTA,
ecnn OETEKTOP W3NYYEHUA npegHasHaveH ans Mcnonb3oBaHWs NyTeM puU3NYeckoro KoHTakTa ¢
MALUMEHTOM, a koHcTpykunsa JO3SUMETPA He oTBeuyaeT TpeboBaHUsAM CTaHAapTOB NO 3aluTe oT onacHocC-
Ten NopaXKeH sl ANeKTPUYECKUM TOKOM U MEXaHUYEeCKUX ONAaCHOCTEN.

a) bonbwuHeteo AOSUMETPOB, ucnonbsyemeix B NYYEBOW TEPAMWW, He npeaHasHayeHbl 45sl
dusndeckoro koHTakTa ¢ MALUMEHTOM, oHM omKHBbI 0TBeYaTh 0ObIMHBIM Tpe6GoBaHNAM 6e30NacHOCTU anek-
TPOHHO-U3MEepPUTENbHBLIX NPUBOPOB, M3NoxeHHLIM B FTOCT 12.2.091.

B) Ecnim BJIOK AETEKTOPA B OO3UMETPE npegHasHayeH Anst ¢pusnveckoro KoHTakta ¢
MALMEHTOM so Bpems TYHYEBOW TEPAMWW, To npumeHnsiioT Gonee xecTkne TpeGoBaHUS HACTOALLEro Yac-
THOro cTaHAapTa K 3nekTpudeckon 6e30nacHOCTU, MPOYHOCTU U Ae3UHEKLMN.

¢) KoncTpykums USMEPUTENLHOW CUCTEMBI cooTseTcTByeT TpeboaHuam FOCT 30324.0 B oTHO-
weHun gonyctumblix TOKOB YTEYKU HA MAUKMEHTA, T. k. oHa anekTpuyecku ceazaHa ¢ JETEKTOPOM
MN3NYYEHUA.

d) Ecnu BNOK AETEKTOPA n USMEPUTENbHAA CUCTEMA gosumeTpa NocTaBnsalTCA MO OTAelb-
HOCTW UNW OHWU MOTYT GbITb pasbeAnuHeHbl, He06Xo0AUMO cooBLMTL NONb30oBaTeNto, kKakoe coeanHeHne Gnoka
OeTeKkTopa 1 U3MepUTenbHOW CUCTEMBI COOTBETCTBYET TPEGOBaHMAM HacTOSALLEro YacTHOro cTaHaapTa And
Ncnonb3oBaHuA nyTeM hU3NYECKOro KOHTakTa ¢ NauMeHToM.

Bo3MoxHO, Hanpumep, uto BITOK JETEKTOPA, coeauHeHHbIN ¢ Henoaxoadiuein MISMEPUTENBHOW
CUCTEMOW (Aaxe ecnu KaxkabIn N3 HUX B OTAENLHOCTU YAOBMNETBOPAET BceM TpeboBaHUsIM Npu nogkntode-
HWU K COOTBETCTBYIOLLIEMY U3AENUI0), HENPeaHaMePEHHO OKaXeTCs BKIOUYEHHBIM Tak, uTo ero JOCTYMNHbLIE
NMPOBOAAWNME YACTU 6yayT HaxoauTbCA NOA BBICOKUM HanpsXkeHNeM; Takoe coyeTaHue MOXeT Bbl3BaTb
yrpo3y 6e3onacHOCTU K3-3a BBLICOKOW BEPOATHOCTU 3a3eMMEHUA BBLICOKOrO HamnpsbkeHus 4vepes Teno
MALUMEHTA, a Takke nonyyeHus HenpasuibHbIX NOKasaHUN.

Hactoawmii yacTHbIA cTaHAapT YycTaHaenuBaeT TpeboBaHWA, KOTOpble [AOMKHbI  BbINOMHATL
MU3rOTOBUTEJIIN, oTHocutensHo KoHcTpykunn JOSUMETPOB, npegHasHavyeHHbIX ANl UCMIONb30BaHUSA B
NYYEBOW TEPAMWW npu npsimom koHTakTe ¢ MALUMEHTOM.
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M E XTOGCUYAAUPT CTHBETUHHUB # C TAHDIODAPT

n3genua MEOQUUUHCKUE SNEKTPUYECKUE
YacThb 29

YacTHble Tpe6oBaHUA 6€30NacHOCTHU K AO3MMETPaM AN NyyYeBon Tepanuu,
3NeKTPUYECKU COEAUHEHHBIM ¢ AeTEKTOPaMM1 U3NYUYeHUs], HAXOAAWMUMUCA B KOHTaKTe ¢ NaLUeHTOM

Medical electrical equipment. Part 2-9. Particular requirements for the safety of patient contact dosemeters used
in radiotherapy with electrically connected radiation detectors

Nata BBegenna — 2015—01—01

Pa3gen nepBbii. O6LWKMe nonoxeHuns

MpumeHsioT MYHKTbI obwero cTaHgapTa, 3a UCKNYeHUueMm:

1 O6nacTtb pacnpocTpaHeHuA U uenb

MpumeHsAOT NYHKT obLero ctTaHaapTa, 3a UCKHOYEHUEM:

1.1 O6nacTb pacnpocTpaHeHus

[ononHeHne

HacToswwin cTaHgapT yctaHasnvMeaeT YyacTHble TpeboBaHusa 6esonacHoctn K JOSUMETPAM, ucnonb-
3yeMbIiM B Me,ElI/IvLLI/IHCKOI‘/‘I npakTuke npu MYHYEBOW TEPAMUN aonsa uamepeHust Aosbl uanyveHns 8 CPEJE,
OKPYXAIKLWEW MALUMNEHTA, kak ykazaHo B 2.104.

TpeboBaHWsA HacTosLLEero cTaHaapTa ABNATCA 06s3aTeNbHbIMU.

5 MpwuMedaHune— [JosumeTpsl, HE NpegHasHavYeHHble A5 naMepeHns Ao3bl nanyyernus B CPEE, OKPY>KAIO-
WEWN NAUWMEHTA, He paccmatpuBaloTcss B HacTOsILEM CTaHdapTe; Ha HUX pacnpocTpaHsiotes TpeboBaHust
rOCT 30324.0.

TpeboBaHWA HACTOSALLEro cTaHAapTa no 3NekTpobe3onacHOCTM, NPOYHOCTY U Ae3nHpeKLMn NpUMeHu-
mbl K JOBUMETPAM ¢ OETEKTOPAMU MSNYYEHWA niobbix TUMOB, 3MEKTPUYECKU CBASAHHBIMUA C
N3MEPUTENNbHOU CUCTEMOW v npegHasHayeHHbIMW 4718 UCNOMb30BaHNsA nyTeM hnsnmyeckoro (Heanek-
Tpunyeckoro) koHTakTa ¢ MALMEHTOM.

TpeboBaHus no paboumm xapakTepucTnkam, uanoxeHHble B Myénvkauum MK 60731, npuMeHnMbl NinLLb
k JOSUMETPAM, B koTopbix AETEKTOPAMU N3NYYEHUA cnyxat MOHU3SALMNOHHBIE KAMEPHI.

HacTosiwmin ctangapT He pacnpoctpaHaeTca Ha CUCTEMbl MOHUTOPUHIA OO3bI, Bxogswme B
coctas AMMAPATA LA NYYEBOW TEPAMUN.

1.3 YacTHble cTaHaapThI

[ononHeHne

HacToswWwmin YacTHBIA cTaHaapT cneayeT npuMmeHsaTb coBmecTHo ¢ FTOCT 30324.0.

O6LUKMiI1 cTanaapT B HacTosALLIEM CTaHaapTe HasbiBaeTca NGB0 «oBLUMIA cTaHaapT», 6o «obme Tpebo-
BaHUAY.

Moa BblpakeHMeM «HacTOALMA CTaHaapT» NOHMMAaOT OOLMIA N HACTOSILLMIA YacTHbIA cTaHaapThl, pac-
cMaTpuBaemble COBMECTHO.

U3paHne opnymnansHoe
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Ecnu B HacTosiLem YacTHOM cTaHAapTe OTCYTCTBYIOT pasfer, MyHKT Uiu NoANYyHKT, TO COOTBETCTBYHO-
Wwure pasaen, MyHKT Unyu NoAnyHKT oblero ctaHaapTa npuMeHsitoT 6e3 uameHeHnid. Ecnn kakas-nubo yactb
obwero cTaHaapTa, AaXe ecriv oHa U MOMTHOCTLI0 COOTBETCTBYET, HE MOXKET ObITb NPUHATA, TO AaI0T CCbINKY Ha
HaCTOAWMIA cTaHaapT.

1.5 [JononHutenbHble cTaHAapThl

3ameHa

Hactoawuin ctangapT cnegyeT MCNONb30BaTb COBMECTHO C  AOMNOAHUTENbHBIMU CTaHAapTammu
FOCTIEC 60601-1-1 n[TOCT 30324.0.2. Apyrne AoNONHUTESbHBIE CTaHAapThl HE NPUMEHSIIOT.

2 OnpepgeneHus

MpuMeHAoT NYHKT obLero ctaHaapTa, 3a UCKYeHNEM:

2.1.5 PABOYAAYACTb

3ameHa

yactb JOSUMETPA: IETEKTOP U3NYYEHWNA (Hanpumep, BNOK KAMEPbI) BmecTe ¢ AononHutens-
HbIM 3alWMUTHBIM 3KpaHoM, npegycmoTpeHHbiMm U3TOTOBUTEINEM, npeaHasHaveHHbIN Ans pusuyeckoro
(HeanekTpu4eckoro) koHTakTa ¢ NMALIMEHTOM (Hanpumep, ANst BHYTPUNOMNOCTHBIX U3MEPEHUIA).

[ononHeHue

2.101 USMEPUTENbHASA CUCTEMA: YctpoiictBo Ans npeobpa3oBaHUsi BbIXOAHOTO cUrHana
OETEKTOPA U3NYYEHUA B cdbopmy, yaobHylo ana BocnpousBeaeHUsi, KOHTponsa U xpaHeHus MOMMO-
LLLEHHOW A0O3bl, MOLWHOCTWU MOMMOLWEHHOW A03b! unu Apyriux BeNUYUH, CBA3aHHBIX C 403amu. B Hero
BXOOST BCe anekTpuyeckue npoBoAda, UCNOMb3yemble MNpU KOHTakTe € MauueHToM unu ¢ miobbiMn
PASOENUTENBHLIMUAYCTPOUCTBAMMW.

2.102 BNOK AETEKTOPA: AETEKTOP U3NYYEHWNA n BCe Apyrine KOMNOHEHTHI, MOCTOAHHO Coeau-
HeHHble ¢ JETEKTOPOM U3NYYEHWA, 3a uckniovernem USMEPUTENBHOWM CUCTEMBI.

2.103 OETEKTOP U3JIYMEHUA: na HacTosiwero ctaHaapTa OH onpeaenseTcs Kak anekTpudeckun
npeobpasoBaTtenb, KOTOpbIA HenocpeAcTBeHHO npeobpasyer MOMMOLWEHHYKO AO03Y, MOLWHOCTb
MOrMOLWEHHOW A03bl v apyrie cBA3aHHbIe C 10301 BEAMHUHBI B U3MEPSAeMbIi 3N1eKTPUUECKWii cUrHan.

2.104 OO3UMETP, UCNONb3YEMbINA B KOHTAKTE ¢ NTALIMEHTOM: PAOUALIMOHHLIV NPUBOP,
npuMeHsiemblii Ans nasmepeHus NMOMMOLWEHHOWM A03bl, MOWHOCTU MOMMOWEHHOW AO3b! unu apyrux
BENWYMH, cBsAzaHHbIX ¢ Ao3on MOHU3UPYIOWENO U3NYYEHUA, Hanpumep SKCMO3SULNOHHAA OO3A
unn KEPMA. Takoe U3OENUE, kak npaBuno, cOCTOUT U3 ogHOro unn Heckonbkux BIIOKOB AETEKTOPA
M3NYYEHUSA (Hanpumep, BITOKU KAMEP) u UBMEPUTENIEHON CUCTEMBI.

2.105 QOCTYNHbLIE NPOBOJALLUE YACTMU: Tokonposogswwme Yactn USAENNA, KoTopbIX MOXHO
KOCHYTbCsi 6e3 NPUMEHEHUS UHCTPYMEHTA.

2.106 USOENMUE, NPUrOOHOE gna AE3UH®EKLUUU: Yactn U3OENUA, Haxoaawmecs B KOHTaKTe ¢
MALMEHTOM Bo Bpems HopManbHOR 3KCnyaTaLmn, KOTopble MOXHO Ae3nHduunpoBaTb COrnacHo NHCTPYK-
unm UBrOTOBUTENA.

2.107 USOENUE,NPUIrOQHOE pna CTEPUITU3ALIUU: HacTu MSOENNA, Haxoaawmeca B KOHTaKTe ¢
MALUMEHTOM B0 Bpemst HOpMarbHO 3KcnyaTaLuun, KOTOpbIE MOXHO CTEPUNU3OBATbL COrNacHO UHCTPYKLUA
U3rOTOBUTENA.

5 Knaccudmkaums

MpuMeHsoT NYHKT obLiero ctaHgapTa, 3a UCKIMoYeHUEM:

5.3 N3ameHeHne

Tonkko ans PABOYEN YACTU: uckniounTs Bee, kpome BOAOHEMNPOHULAEMOIO U3AENUS; npu
oTeyTcTBUM apyrux ykazaHun UISMEPUTENBHAA CUCTEMA He umeeT cneumanbHON 3auThl OT NPOHUKaHNA
XKUAKOCTER.

5.6 N3meHeHne

WckniounTs Bee, kpome MPOAOMKNTENBHOIO PEXKUMA PABOTHI.

6 UpeHTUMKaUMA, MapKupoBKa U [OKYMeHTauusA

MpumeHsIoT NYHKT 06LLero ctaHgapTa, 3a UCKIIoYeHNEM:
6.1 MapkupoBka Ha HapyxHon ctopoHe USAEJIUA v ero yacten
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JononHeHne

aa) Ha BNOKE AETEKTOPA u1nu Ha nocTosiHHO YKpenmneHHoW Ha Hem Gupke AormkHa 6biTb HaHeceHa
YyeTkasi MapKMpoBKa co cneaytowlen uHpopmaumen:

- NpoucxoxaeHue uaenus;

- 0603Ha4yeHWe TUNa Unu Moaenu;

- CepuiiHbIn  HoMep; B  NpeAynpeAuTenbHOM  HaamMUMCW MOXHO — YyKasaTb, Kakue  Moaenu
MU3MEPUTENBHLIX CUCTEM npuroaHbl ANs UCNOMb30BaHUS.

bb) Ha UIBMEPUTENBHOW CUCTEME gomxHa BbiTe HaHeceHa YeTkast MapK1poBKa co cneaytoLlen
O0MNONHUTENbHOW MHOPMaLNen:

- TUMbl U Mogenu 6rIoKoB AeTEKTOPA, KOTOPbIE BMECTE C U3MepPUTENbHON CUCTEMOI 06pasyHoT YKOMIeK-
TOBaHHLIN Npubop, yAOBNETBOPALWNA TpeboBaHMAM HACTOSILLEro cTaHAapTa.

6.8 OKCMNNYATAUMOHHBLIE OOKYMEHTHI

6.8.2 MHCTpyKumsa no skennyaTaumm

HononHeHue

aa) WHcTpykums no akcnnyaTauuuv 4omkHa A0MONHUTENbHO coaepXaTh:

- NpepynpexaeHne o ToM, YTo HenpasunbHoe NpumeHeHne JOSUMETPA moxeT Bbi3BaTh yrposy 6e3o-
nacHocTtu npuucnosssosaHum UISMEPUTENbHOU CUCTEMbI n PABOYEN YACTW kak e AMHOT O LLeNoro, Kpo-
Me TeX crny4yaeB, Korga AonyckaeTcs X UCMoNb3oBaHWe ANA 3TOW uenu;

- cBegeHusi o ToM, kakve PABOYME YACTWU npubopa MOXHO WucMonb3oBaTe C [AaHHON
N3MEPUTENLHOWM CUCTEMOWM no knaccudmkaumm 5.2;

- 3HayeHue TOKA YTEYKW (unu cmelneHue) Ha BINOKE KAMEPDI;

- npu Hannaum JOCTYMNHbIX NMPOBOAAWMX YACTEW npeaynpexaerne o Tom, yto JOSUMETP
Henb3s NpUMeHsTb B KoHTakTe ¢ MALMEHTOM, ecnm Tonbko oH He coeamHeH ¢ MUSMEPUTENBHON
CUCTEMOMW, koTopas ycTpoeHa Tak, uto Bce USAENUE B uenom yaoenetsopsieT TpeGosanuam k USAENAAM
TUMNOBB, BF unn CF.

Pasgen BTopou. YcnoBusi okpyxarwLwen cpeabl

MpuMeHsT NyHKTHI 0BLlerc cTaHdapTa.

Pa3gen TpeTtui. 3awuTa OT OoNacHOCTEeN NopakeHus
3NeKTPU4ECKMM TOKOM

15 OrpaHuuyeHue HanpsKeHUs u(Unu) aHeprum

MpyMeHsoT NYHKTEI 06LLero ctaHaapTa, 3a UCKIoYeHUEM:

AononHenune

aa) BbixogHas MOLLHOCTb UCTOYHUKA NUTaHUS, K KOTOpoMy 06blMHO nogksovaoT PABOYYIO YACTb
npu6opa (Hanpumep, Bbicokoe HanpsbkeHne B IOHUSALIMOHHOW KAMEPE), He AomkHa NpeBbILLaThb 3HaYe-
Hue ana gonyctumoro TOKA YTEYKU HA NMAUMEHTA (YCNOBWE EOVHUYHOIO HAPYLWWEHWNA), ykasaH-
Hoe B Tabnuue IV. KpoMe Toro, TOK B Lienn He AomkeH npesbiwaTh 0,5 MA.

Coomeemcmeue mpebosaHUAM Mpo8epsIoM U3MEePEHUEM.

Pasgen yeTBepTbin. 3aliuTa OT MEXaHUYECKUX ONMacHOCTeWn
MpumeHsoT NYHKTEI 06Lero cTaHaapTa, 3a UCKIIoYeHUEM:

21 MexaHu4eckasi NPOYHOCTb

MpumeHsIOT NyHKT 06LLero cTaHaapTa, 3a UCKIoHEHNEM:

21.5 [JdononHeHue

K PABOYEN YACTU npumeHsiioT TpeGoBaHus, NpeabaBnseMble K YacTaM U3genus, KOoTOpble AgepxaT B
pyke.
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1) Mocne ucnbiTaHuiA, NpeaycMOTpeHHbIX obwum ctaHgapTom, YYBCTBUTENBHOCTL PABOYEN
YACTWU He pomkHa MeHsATbes 6onee yem Ha +1 %.

Coomeemcmeue mpebosaHUsIM Mpo8epsirom U3MEPEHUEeM YyecmeumenbHocmu paboyel yacmu 6o u
riocne ucrnbimaHusi.

2) Nocne wncnbiTanuin, NpedycMoTpeHHbIX obwmM ctangaptom, TOK YTEUKWU (cMeuleHne) pomxeH
COOTBETCTBOBATL 3Ha4YeHuIo, npusegeHHomy U3rOTOBUTENEM.

Coomeemcmeue mpebosaHusMm npoeepsiiom usmeperHuem TOKA YTEUKU (cmeweHusi) do u nocne
ucrnbimaHusl.

Pasgen natbIi. 3awmra oT oNacHOCTEeN HeXenaTenbHoro
WIn Ype3MepHOro U3ny4veHus

MpumeHAOT NYHKTHI 06LLEero cTaHaapTa.

Paspen wecton. 3awmra OT ONacHOCTU BOcNnamMeHeHuUs
ropro4Ymnx cmecem aHeCTETUKOB

MpumeHsItOT NYHKTHI 06LLEero cTaHaapTa.

Pasgen ceabmMon. 3awmra ot Ype3mMepHbIX TeMneparyp
M OPYrux onacHoctemn

MpumeHsaoT MYHKTbI obwero CTaHgapTa, 3a UCKITIoHYeHUeM:

44 TepenuB, pacnneckMBaHue, yTeuka, BAaXXHOCTb, NPOHUKaHUE XXUAKOCTEN,
OUYMCTKa, CTepunu3sauus n aes3nHepekymus

MpumeHsoT NYHKT obLwero ctaHgapTa, 3a UCKIo4eHeM:

44.7 OuncTka, cTepunmsaLms n gesnHdpekuns

OononHeHne

PABOYAA UYACTb pomkHa O6bite WU3OENMEM, MPUrOAHbBIM ANA AE3SUHOEKLUM W
CTEPUNUSALINA.

3ameHa ABYX MocnegHNX NPeanoXeHW B ONMCaHnn UCbITaHUs

lMocne desuHgbekyuu U cmepunusayuu, npedycMompeHHbIX 8 obujem cmaHdapme:

1) YYBCTBUTE/IbHOCTb PABOYEN YACTU He dormkHa MeHsmbcs 6onee yem Ha =1 %.

Coomeemcmeue mpebosaHUsIM posepsom UsMEPEHUeM YyscmeumernbHocmu paboyel yacmu 00 u
riocrie ucnsimaHus.

2) TOKYTEYKU (unu cMelwjeHue) He OomkeH ripesbiluame 3HavyeHul, ykasaHHbix USTOTOBUTETIEM.

Coomeemcmeue mpebosaHusiM Nposepsrom usMepeHUueM moKa ymeydku (unu cMeuleHus) 0o u riocrne
ucnsimaHusi.

Pasgen BocbMoi. TOYHOCTbL pabounx xapakTepucTUK U 3almTa
OT NpeACTaBNALWMUX ONAaCHOCTb BbIXOAHLIX XapaKTePUCTUK

MpumeHsoT NYHKT 06Lero cTaHaapTa, 3a UCKIIoYEHNEM:
50 To4yHOCTb pabouynx XapakTepucTUK
rlpI/IMeHﬂK)T MYHKT 06u.|ero cTaHaapTa, 3a UCKIIoYEeHNUeM:

50.1 MapkupoBka opraHoB ynpasneHus U 1aMepuTenbHbIX pubopos
[ononHeHune
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OO3MMETPbLI c¢ BIOKAMW KAMEP, npegHasHauyeHHbIX AMS WCMOMb30BaHUS B KOHTakTe ¢
MAUMEHTOM, pomxHel yaoBneTopsitTb TpeboaHusim k PABOYUM NPUBOPAM, 13N0XeHHBIM B MyHKTax 3,

4, 5 n 6 Mybnukaunn MOK 60731 ana nsmepeHnin Beicoknx aHeprin. USATOTOBUTENDL gonxeH ykasaTtb B
OKCMNMYATAUNOHHbBLIX OOKYMEHTAX BCe OTKIOHEHUS OT 3TUX TpeboBaHMIA.

Paspen peBaTbin. HeHopmanbHas paboTa 1 ycnoBusi HapyLUEHUS;
MCNbITaHUSA Ha BO34EeNCTBME BHEWWHUX DaKTOpPOB

MpuMeHsIrOT NYHKT 0BLero ctaHaapTa.

Paspen pecatbin. Tpe6oBaHUA K KOHCTPYKLMM

MpumeHsI0T NYHKT obLero ctaHaapTa.
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MpunoxeHne L
(cnpaBo4Hoe)

My6nukauum, ynoMsiHyTbie B HAacTOALLEM CTaHgapTe

MpumMeHsitoT npunoxexne L o6wero ctaHaapTa, 3a UCKIIOUYEHNEM:

[NononHeHwe

FOCT 30324.0—95 (M3K 601-1—88) Uapgenusi meguumHckue anektpudeckue. Yacte 1. O6wme TpeboBanus
Ge3onacHoCcTU

FOCT 30324.0.2—2012 (IEC 60601-1-2:1993) Wagenusi megnumHckme anektpuyeckme. Yacts 1. O6wme Tpebo-
BaHWsi 6e30NacHOCTU. 2. ArNeKTpoOMarHUTHasi COBMeCTUMOCTb. TpeboBaHusi ¥ METOAbI UCTbITaHWI

FOCT IEC 60601-1-1—2011 Wsagenusi MegnumHckme anektpudeckue. Yactb 1-1. O6wme TpeboBaHus Gesonac-
HocTu. TpeboBaHust 6e30NacHOCTU K MEeANLMHCKUM 3NEKTPUYECKMM CUCTEMAaM

FOCT 12.2.091—2002 Bbe3onaCHOCTb 3MEKTPUHECKUX KOHTPOIbHO-U3MEPUTENBbHLIX NPUBOPOB 1 NabopaTopHOro
o6opygosanus. Yacts 1. O6wme TpeboBaHus

M3K 60731—82 W3agenus meguuuHckne anektpuyeckne. [lo3MmeTpsl ¢ MOHM3ALUMOHHBIMKU Kamepamy Ans nyye-
BOW Tepanumn

MBK 60788—84 MeamumHckan pagnaunoHHas TEXHMKA. TepMuHbl 1 onpeaeneHnst



MpunoxeHune AA
(cnpaBoy4HOe)

AndaBUTHBLIN yKa3aTellb TEPMUHOB

rocT 30324.2.9—2012

B HacTosilweM ykasaTene Ans Kaxgoro TepMmHa NpUBeAeHbl COOTBETCTBYOWME HOMEpPA MyHKTOB pasgena «Onpe-
nenexHnsi» obwero v HacTosiWero ctaHgapToB unu o6o3HaveHne TepmmHa no FOCT IEC 60601-1-1, MOK 60788 un

M3K60731.

HanmeHoBaHue TepmuHa

MyHKT o6wero ctaHaapT

MyHKT HacTosILLEero cTaHaapTa

FOCT IEC 60601-1-1—2011

M3K 60788—84

MOK 60731—82

BNOK AETEKTOPA

BJNTOK OETEKTOPA U3JTYHYEHUA

BJTOK KAMEPbI

BOOOHEMPOHULAEMOE U3OENUE
BOCMPOWU3BEAEHUWUE/QUCNNEN

DETEKTOP U3NTYYEHUA

AOO3UMETP

DO3UMETP PAOUALIMOHHbBIN

AO3UMETPbI, UCMOJIb3YEMbIE B KOHTAKTE C MALUUMEHTOM
AOCTYNHBLIE NPOBOAALLME YACTU
U3roTOBUTENDb

U3OENMWE MEOULMHCKOE 3NEKTPUYECKOE (ANMAPAT)
U3OENUE, NPUTOQHOE ANA OE3UH®EKLUUA
U3AENUE, NPUTOOHOE ANSA CTEPUITU3ALIMA
U3OENMVE TUNAB

W3OENUWE TUNA BF

U3OENME TUNACF

U3MEPUTENbHAA CUCTEMA
WOHU3ALUMOHHASA KAMEPA
WOHU3UPYIOLLEE U3NTYYEHUE

KEPMA

JIYYEBASA TEPANUA

MOLLHOCTb NOrNOLEHHOW A03bI
NAUMEHT

NOMMOLWEHHAA OO3A

NONb30OBATENb

NPUHAONEXHOCTb

NMPOOOMKUTENbHbLIA PEXXUM PABOT
PABOYAAYACTDb

PABOYUA NPUBOP

PAOUALWUOHHBLIN NMPUBOP
PA3OENUTENLHOE YCTPONCTBO
CUCTEMA MOHUTOPUHIA 0O3bI
COMNPOBOOUTENBHBIE (SKCMNYATALUUOHHBLIE) AOKYMEHTbI
CPEQA, OKPYXAIOLWAA NALUMEHTA

TOK YTEYKM

TOK YTEYKU HA NALUMEHTA

YCNOBUE EQUHUYHOIO HAPYLLUEHUA
YYBCTBUTENBHOCTb

4YYBCTBUTESIbHbIA OB BEM
SKCMNO3ULUMOHHASA OO3A

McTouHuk
ocC

2
(60601-1-1)
MP

A

2.102

MP 34-11
A211
0C2.2.28
MP 84-01
2.103

MP 50-02
A 3.1
2.104
2.105

MP 85-03
0C2.2.15
2.106
2.107
0C2.1.24
0C2.1.25
0C 2.1.26
2.101

MP 51-03
MP 11-02
MP 13-10
MP 40-05
MP 13-09
0C2.124
MP 13-08
0C2.12.13
0C21.3
0C 2.10.2
0C2.1.5
A2238

MP 50-01
(60601-1-1) 2.203
MP 33-01
0C214
(60601-1-1) 2.202
0C2.5.3
0C2.56
0Cc2.12.11
A 2513
MP 51-07
MP 13-14
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