MEXIOCY/JAPCTBEHHbI COBET MO CTAHAAPTU3ALIMN, METPOMIOT M U CEPTUGUKALAN
(MrC)
INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

FOCT
MEXTOCYALAPCTBEHHDbIN 30324.2.9-
CTAHLAPT 2012
(IEC 60601-2-9:
1996)

N3OAENNA MEOANUNHCKNE SJTEKTPUHECKWNE

YUacTb 2-9

YacTHble TpeboBaHna 6e30nacHOCTU K Ao3uMeTpam
ANSA NyyeBOW Tepanunu, 3N1eKTPUYECKNU COegUHEHHbIM
C AeTeKTopamMun N3/lyd4eHUs, HaxoL4AaWnMncs
B KOHTaKTe C nayueHToMm

(IEC 60601-2-9:1996, MOD)

N3pgaHue orymanbHoe

MockBa
CtaHfapTuHdopm
2014


http://www.mosexp.ru

FOCT 30324.2.9—2012

Mpeaucnosue

Llenu, ocHOBHblE NPUHLUMMBI U NOPAAOK NPOoBeAeHNs paboT NO MeXrocyAapCTBEHHOW cTaHfapTnsaumum
yctaHoBneHbl NOCT 1.0—92 «MexrocyaapcTseHHasa cuctema craHgaptusauum. OCHOBHbIE MOMIOXKEHUA» Y
FOCT 1.2—2009 «MexrocyfapcTBeHHas cuctema ctaHgapTnsaunm. CtaHaapTbl MeXrocygapcTBeHHble, npa-

BUMA M PEeKOMEHJALMM N0 MEeXrocyjapCTBEeHHOI cTaHaapTusauum. MNpasuna paspaboTku, NPUHATUS, NTpUMe-
HEHUs1. OGHOBNEHNSI Y OTMEHbI»

CeefeHus o cTaHgapTe

1 NMOArOTOBJIEH depepanbHbiM rOCyAapCTBEHHbIM YHUTapHbIM MNpegnpusaTnem «Bcepoccuiickuii
Hay4yHo-uccnenfoBaTenbCkuii  MHCTUTYT — cTaHgapTusaumm un  cepTudmkaumm B MalMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®depgepasnbHbiM areHTCTBOM N0 TEXHUYECKOMY perynvpoBaHuto n metponorum (FocctaH-
Aapr)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTv3auun, meTponoruu n ceptudmkanmm (npo-
TOKON OT 24 mas 2012 r. No41)

3a npuHATHE NPOros10CoBasIn:

KpaTkoe HanmeHOBaHMe CTpaHbl Kop cTpaHbl CokpalleHHOe HaMMeHOBaH1e HauVoHaIbHOTo opraHa
no MK (MCO 3166(004-97 no MK (UICO 3166) 004—97 no ctaHgapTusauum
Azepb6aiigxaH A2 AscTaHgapT
Benapycb BY FocctaHgapTt Pecny6nukun benapych
KasaxcTaH Kz FocctaHpapTt Pecny6nunkn KasaxcraH
Knprusus KG KblprelzctaHgapT
Poccus RU PoccraHpapt
TapxuknctaH T TapxukctaHgapT
Y3bekucTaH uz Y3ctaHgapTt

4 Tpukasom PegepasbHOro areHTCTBa N0 TEXHUYECKOMY perynpoBaHnio 1 MeTponorum ot 1 Hosa6ps
2012 r. No 662-cT MexrocygapcTBeHHsblli cTaHaapT TOCT 30324.2.9—2012 (IEC 60601-2-9:1996) BBefeH B
[AelicTBUE B KaYecTBe HaluoHanbHOro ctaHgapTta Poccuiickoin ®egepauuu ¢ 1 sHBaps 2015 T.

5 HactoAwwuii cTaHgapT MOAMMUUMPOBAH MO  OTHOWEHWI0 K MeXAyHapogHOMy cCTaHfapTy
IEC 60601-2-9:1996 Medical electrical equipment — Part 2-9: Particular requirements for the safety of patient
contactdosimeters used in radiotherapy with electrically connected radiation detectors (13genva meguunHckue
anekTpuyeckue. Hactb 2-9. YacTHble Tpe6oBaHMA 6€30NacHOCTU K A03UMeTpaMm A5 Ny4yeBoit Tepanuu, anek-
TPUYECKN COEUHEHHBIM C leTeKTopamu N3nyveHuns, Haxo4AWMMUCS B KOHTAKTe C NauneHToM).

CTteneHb cOOTBETCTBUA — MoandurymposaHHas (MOD).

CTaHgapT NoAroToB/iEH HAa OCHOBE NpuMeHeHus FOCT P 50267.A—99 (M3K 60601-2-9—96)

6 BBEJEH BMEPBbIE

MHdopmauns 06 M3MeHeHUAX K HacTosWemMy cTaHAapTy Ny6/1MKYyeTCS B @XerogHOM UHopMaLoH-
HOMyKa3aTene «HaunoHanbHble cTaH4apThl» aTe KCT U3MEHEeHMA NNoNpaBoK — B eXeMeCA4YHOM NHAop-
MaLVOHHOM yKasaTene «HauuoHanbHble cTaHgapTbl». B cnyyae nopocmoTpa (3amMeHbl) UM OTMEHbI
HacTosllero crtaHgaprta cCOOTBeTCTBYyl Ll ee yBefoMmieHne 6GyaeT onyb6/MKOBAHO B €XEeMeCSYHOM
NHOPMAaLMOHHOM yKa3aTesne «HauuoHanbHble cTaHgapTbl». COOTBETCTBYO W aA UHdopmaums, yse-
[OMNEeHNenTeKCThbl pasMellalnTcsa Takx e BMHDOPMaLMOHHOV cucTeMe 061 ero nosib3oBaHns — Ha odu-
uvaneHoM caiiTe ®efepanbHOro areHTCTBa MO TEXHUYECKOMY PeryMpoBaHuio u MeTpoaornun B ceTun
MHTepHeT

©CrtaHpgapTuHopm. 2014

B Poccuiickoii ®efiepanum HacTosILLMIA CTaHAAPT HE MOXET 6bIThb MOMHOCTbIO UM YACTUUYHO BOCNPOU3Be-

AEH. TUpaXnpoBaH N pacnpocTpaHeH B Ka4yecTBe OCbVILI,VIaI'IbHOFO n3gaHuna 6e3 paspelieHnsa degepanbHOro
areHTCcTBa no TeXxHM4yeckKomy perynmpoBaHunio n MeTposiornn
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BeepeHue

HacToawwmidi  cTtaHgapT  ABNsieTCs  NpAMbIM - NPUMEHEHWEM  MeXAyHapoAHOro  cTaHjapTa
M3K 60601-2-9—96 «/3nenus meguunHckme anekTpuyeckme. Yactb 2-9. UacTHble TpeboBaHusA 6e3onacHoc-
TU K403MMeTpaM 418 NIy4eBOil Tepanum, 31eKTPUYECKN COENHEHHBIM C iIeTEKTOPaMU U3NTyYEHNS, HAX0 AL -
MWCA B KOHTaKTe C NauueHTOM», NOAroTOBIEHHOro nogkomuteToM 62 C «Annapatbl AN Ny4eBoi Tepanuu,
003UMETPUN U ALEPHON MeauLMHbI» TexXHU4Yeckoro kommuteta MIK 62 «W3genvs meguumHcKue anekTpu-
yeckune».

Tpeb6oBaHMA HACTOSALLEr0O CTaHAapTa U3MEHSIOT, AONOMHAIT UK 3aMEHSAIOT aHaNorMyHble TpeboBaHus
o6uwero ctaHgapTta FTOCT 30324.0. nmeloT NpemMMyLLLeCTBO Nepes TpeboBaHMAMM 06LLEero cTaHAapTa v iBNs-
t0TCsl 06513aTenbHbIMU. Mocne TpeboBaHNii B HACTOALLEM CTaHAapTe NprBeAeHbI COOTBETCTBYHOLLME METONKN
UCMbITAHWUNA.

[na namerneHns TpeboBaHuii 06LLEro cTaHAapTa NPMMEHATCS cnegyoLue cnosa:

- C/I0BO «3amMeHa» 03HayaeT, YTO NyHKT o6LLero ctTaHjapTa 3aMeHs1eTCS NOTHOCTbI0 TEKCTOM HacTosLe-
rocraHgapra:

- CNOBO «/[I0NOJIHEHUE» 03HAYaeT, YTO TEKCT HACTOSALLEro CTaHAapTa ABNAETCA ONONHUTE TbHbIM KTEK-
CTy obLyero ctaHgapra:

- C/I0BO «M3MEHeHMe» 03HavyaeT, YTo TeKCT NyHKTa obLero ctaHgapTa U3MeHseTCcsl TEKCTOM HacTosLe-
rocraHgapra.

B HacToslLeM cTaHfapTe Bble/eHbI:

- MeToAbl UCMbITAHWI i — KYPCUBOM;

- TEpMUHbI, oOnpegensiemble B NyHKTe 2 06WeEro 1  HacTosWwero CcraH4aptos, B
[OCT IEC 60601-1-1—2011. B ny6mkauunsax M3K 60731 n1 M3K 60788. — nponucHbIMU BykBamu.

Hymepauusa pa3fgenos, NyHKTOB 1 NOAMYHKTOB HACTOSALLLEroO CTaH4apTa COOTBETCTBYeT HyMepauuu pas-
[enoB. NyHKTOB M NMOANYHKTOB O6LLerocTaHaapTa. Pasfenbl, MyHKTbI, NOANYHKTbI U PUCYHKMN, KOTOPbIE BBEAEHbI
[ONOMHNTENbHO NO OTHOLLEHWIO K 06LWwemy cTaHAapTy, HymepytoT co 101. JlononHUTe NbHbIE MPUIOXEHNA
o603HavatoT 6ykBamu AA. BB. a gononHutenbHble naparpadbl — aa). BB).

NO3VIMETPbI, npefgHasHaueHHble 418 Ucnonb3osaHus B JIYUEBOW TEPAMUU, ¢ JETEKTOPAMY
N3NYYEHWUSA, anekTpuyeckn CBA3aHHbIMKM C NPMOGOPOM, MOTyT NpeAcTaBnAaTb onacHocTb Ansa MAUUVEHTA,
ecim OETEKTOP W3NYYEHWUA npegHa3HayeH Ans MCNofib3oBaHWs nyTem (PU3MYECKOro KOHTakTa C
MALUMEHTOM, a koHcTpykuma JO3VMETPA He oTBevyaeT TpeboBaHUSAM CTaHAAPTOB MO 3alMTe OT onacHoc-
Tel nopaxeHns 3NEKTPUYECKAM TOKOM 1 MEXaHNYECKUX ONacHOCTe.

a) BonbwuHcTO JO3MMETPOB, ncnonb3yemsix B JIYHEBOW TEPAMWW, He npefHasHaueHbl Ans
dhusmyeckoro koHTakTa ¢ MALMEHTOM, OHM J0MKHbI OTBEYaTb 06bIYHLIM TPEOOBaHMAM 6€30NacHOCTM 31ek-
TPOHHO-U3MepPUTENbHbIX NPUBOPOB, N3/10XKEeHHbIM B TOCT 12.2.091.

B) Ecnm B/IOK AETEKTOPA B [OO3VMETPE npegHasHauyeH AN (IM3MYECKOro KOHTakTa C
MALIMEHTOM Bo Bpems JIYUEBOW TEPAMUW, To npuMeHsIoT 60/1ee XecTkne Tpe60BaHns HacTOALLENO Yac-
THOTO CTaHfapTa K 3neKkTpuyeckoli 6e30NacHOCTN, MPOYHOCTY U Ae3UHDEKLUN.

c) KoHcTpykums UBMEPUTE/IbHOW CUCTEMbI cooTeeTcTByeT Tpe6osaHusm FOCT 30324.0 B 0THO-
weHumn gonyctumbix TOKOB YTEUKN HA MALIMIEHTA, T. K. OHa 3nekTpuyecku csasaHa ¢ JETEKTOPOM
N3NYYEHNSA.

d) Ecnu BNOK AETEKTOPA n NBMEPUTEJIbBHAA CUCTEMA po3vMeTpa nocTaBAsoTca No oTAe b-
HOCTW WX OHU MOTYT BbITb pasbefMHeHbl, HE06X04MMO COOBLWUTL NOJb30BAaTENI0, Kakoe coenHeHne 61oka
JeTeKkTopa v U3MepuTenbHONM CUCTEMbI COOTBETCTBYET TpeboBaHNAM HACcTOALLero YacTHOro ctaHjaprta ans
Mcnosib3oBaHUsA NyTem HU3NYECKOro KOHTaKTa C naumMeHToMm.

BO3MOXHO, Hanpumep, uto B/TIOK JETEKTOPA, coeanHeHHbIit ¢ Henogxoasieii U3BMEPUTENbHOW
CWUCTEMOW (gaxe ecnu kaxapslii N3 HUX B OTAEMLHOCTY Y0B/ETBOPAET BCEM TPe60BaHMAM NPY NOAK0Ye-
HWUW K COOTBETCTBYIOLLLEMY U3AENNI0), HENpeAHaMePEHHO OKaXeTCs BK/IOYEHHbIM Tak. 4Tto ero JOCTYIMHbIE
MPOBOAAWWME UACTW 6ynyT HaXOAMTLCA MOA BICOKAM HanpshKeHUeM; Takoe coyeTaHne MOXEeT Bbi3BaTb
yrpo3y 6e30nacHOCTM U3-3a BbICOKOV BEPOSTHOCTM 3a3eM/IeHWSI BbICOKOrO HanpskeHusi uyepes Teno
MALUMEHTA, aTakxe nonyyeHns HenpaBubHbIX NOKa3aHWii.

HacToAwumiAi  yacTHbIi cTaHfapT YycTaHaBnWBaeT TpebOBaHWUS, KOTOpble [AO/MKHbl  BbINOAHATL
N3rOTOBUTEJIN, oTHOCUTENBbHO KOHCTpYKunn JO3VMMETPOB, npegHasHayeHHbIX 4719 UCMNONb30BaHUA B
NIYYEBOW TEPATUW npu npsamom koHTakTe ¢ MALVEHTOM.



FOCT 30324.2.9—2012
(IEC 60601-2-9:1996)

M E X T OCVY 4 APGC CTUBEHH®bB 1 CTAHOAPT

N3OAENNA MEANUWNHCKWNE SNEKTPUYECKNE
YacTb 2-9

YacTHble Tpe6OBaHl/IFI 6e3onacHocTn KaosmMmeTpam and nyquoﬁ Tepanun,
ANIEKTPNYECKN COegUHEHHbIM C AeTeKToOpaMn n3nyvyeHnd, HaxogawnmMmnca B KOHTakTe ¢ nayneHTom

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

fNaTta BBegeHuns — 2015—01—01

Pasgen nepBblii. O6WMeE NONOXKEHNSA

MPUMEHSIIOT NYHKTLI 06LLEro cTaHaapTa, 3a UCK/YeHeM:
1 O6nacTb pacnpocTpPaHeHUsi u Lenb

MpUMEHSAIOT NYHKT 06LLero cTaHAapTa, 3a UCK/TIYEHNEM:

11 O6nacTb pacnpocTpaHeHus

JononHeHne

HacTosiwmnii ctTaHgapT ycTaHaBMBaeT YacTHble TpeboBaHusa 6e3onacHocTn K JO3VMIMETPAM, ucnonb-
3yemMbIM B MeAMLMHCKOl npakTuke npu JIYYEBOW TEPATMUU ana nsmepeHns Ao3bl usnyuenus s CPE/E.
OKPYXXAOLEW MALMEHTA, kak ykasaHo B 2.104.

TpeboBaHMA HACTOALLEro CTaHAapTa ABASATCSA 0683aTe/IbHbIMU.

MpumeuvaHune — [lo3umMeTpsbl, He NpeAHa3HaYeHHble AN u3MepeHus 03bl n3nydyeuuns e CPEJE. OKPYXXAHO-
WEA MAUWMEHTA, He paccmaTpuBaloTCsi B HAacTOAWEM CTaHAapTe, Ha HUX pacnpocTpaHsalTca Tpe6oBaHus
FOCT 30324.0.

Tpeb6oBaHMA HacCTOALLEro cTaHfapTa no 3N1ekTpo6e3onacHoCTW, NPOYHOCTM U Ae3NH(eKLUN NPUMEHN-
Mbl Kk JOSUMETPAM c¢ OETEKTOPAMU W3NYYEHUA nobbiX TUMNOB, 3MEKTPUYECKM CBA3AHHBIMU C
M3MEPUTE/IbHON CUCTEMOW 1 npegHasHaueHHbIMM 415 NCMONb30BAHMA MyTeM M3NYECcKOro (Heanek-
Tpuyockoro) koHTakTa ¢ MALVEHTOM.

Tpe6oBaHUA N0 pabounM xapakTepucTmkam, n3noxeHHsle B Myb6ankaumm M3K60731. npUMeHUMbI NULLb
K JO3NMETPAM, B koTOopbix AETEKTOPAMU N3NYYEHWA cnyxat MOHU3ALMNOHHBIE KAMEPDI.

HacTosiwuit ctaHgapt He pacnpoctpaHsietcsd Ha CUCTEMbl MOHUTOPUHIA 0O3bI, Bxogswve B
coctas AMMAPATA ANA NYYEBOW TEPAMNN.

1.3 YacTHble cTaHgapThl

JononHeHne

HacTosiwmnii YacTHbIN cTaHfapT cnegyeT NPUMeHsATs coBMecTHO ¢ FOCT 30324.0.

O6wuii cTaHfapT B HACTOSALLEeM CTaHAapTe HasblBaeTCs NMM60 «06LWMiA cTaHaapT», N6o «obLlme Tpebo-
BaHUA».

Mop, BbipaXXeHMEM «HACTOALWMI cTaH4apT» NOHMMAT O6LUNIA N HACTOALWNIA YaCTHbI cTaH4apTbl, pac-
cMaTtpuBaeMble COBMECTHO.

N3gaHne opuynanbHoe
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Ecnv B HacTosiLem YacTHOM CTaHAapTe OTCYTCTBYIOT pas3fes, MyHKT UAu MOAMYyHKT, TO COOTBETCTBYH0-
Wwme pasgen, NyHKT UM NOAMYHKT 06Lero ctaHgapTa npuMeHsoT 6e3 nameHeHuii. Ecnn kakaa-nn6o yactb
obuiero ctaHgapTa, Aaxe ecnun oHa 1 NOTHOCTbIO COOTBETCTBYET, HE MOXET ObITb NPUHATA, TO 4al0T CCbIIKY Ha
HaCTOALLMIA cTaHJapT.

1.5 JononHuTenbHble CTaH4apTbl

3ameHa

HacToAwwmii ctaHgapT cnegyeT WMCNONb30BaTb COBMECTHO C [OMOSHUTENbHbIMW - CTaHgapTamu
[OCT IEC 60601 -1-1 nTOCT 30324.0.2. ipyrue fonosHUTe IbHble CTaH4apTbl HEe MPUMEHSIOT.

2 OnpepeneHuns

MpYMEeHSAIT NYHKT 06LLero ctaHAapTa, 3a UCK/I0YEHEM:

2.1.5 PABOYAA YACTb

3ameHa

yacTb JO3VNMETPA: AETEKTOP U3NYYEHNA (Hanpumep. BJIOK KAMEPbBI) BMmecTe ¢ 4ononHUTeNb-
HbIM 3alMTHLIM 3KpaHOM, npeAycmoTpeHHbiM N3TOTOBUTEJSIEM, npefHasHauyeHHbll Ana u3nyeckoro
(HeanekTpuyeckoro) koHTakTa c MALVMEHTOM (Hanpumep, 47151 BHYTPUMNOJIOCTHbIX U3MEPEHWIA).

[ononHeHne

2.101 USMEPWUTE/IbHAA CWCTEMA: YcTpoiicTBO AN npeo6pasoBaHus BbIXOAHOTO CUrHaia
LOETEKTOPA U3NYUYEHUA B chopmy, yaob6Hy AN BOCNPOWM3BEAEHMS, KOHTPONS U XpaHeHus MOI10-
LLEHHOW A03bl. MOLHOCTW MO /IOWEHHOM A03bl unn OPYryX BENNYMH, CBA3AHHbIX C A03aMu. B Hero
BXOAAT BCe 3/IeKTpUYeckne npoBoAa, WCMNOMAb3yemble MpW KOHTakTe C nauveHToM wuamM ¢ nibbiMu
PA3OENNTENbHLIMW YCTPOUCTBAMMW.

2.102 BN1OK AETEKTOPA: OETEKTOP U3NTYYEHWNSA 1 BCe gpyrve KOMMNOHEHTbI, MOCTOSAHHO coefu-
HeHHble ¢ IETEKTOPOM U3/TYUYEHWS, 3a ucknoueHnem U3MEPUTE/TIbHOWN CUCTEMBI.

2.103 AETEKTOP M3NYYEHWSA: Ana HacTosWwero ctaHAapTa OH onpefensieTcs Kak 3/1eKTpUyecKuii
npeo6pasoBartesib, KOTOPbIi HenocpeacTBeHHO mnpeo6pasyet MOTMOWEHHYHO AO03Y. MOWHOCTb
MOr/IOWEHHOM 03bl 1 Apyrve CBsi3aHHble C 40301 BE/IMYMHbI B U3MEPSAEMbIA 3/1IEKTPUYECKUNIA CUrHa.

2.104 NO3WMETP, CMOMb3YEMbIN B KOHTAKTE ¢ NALIMEHTOM: PA,CI,I/IALI,I/lOHHbII7I MPYBOP,
npvMeHsemMblil Ans nusmepenus NMNOMNOWEHHOW A03bl. MOWHOCTW NOMNOWEHHOW A03bl unu apyrux
BE/IMYMH, CBA3aHHbIX C¢ Ao30i VOHU3NPYIOWEIO N3NYUEHUA, Hanpumep SKCMNO3MUMOHHAA AO3A
nnn KEPMA. Takoe U3AEJIVE, Kak npaBuio, COCTOMT U3 O4HOro Wau Heckonbkux B/IOKOB NJETEKTOPA
W3NYYEHWA (Hanpumep. BJIOKN KAMEP) n USMEPUTE/IbHOW CUCTEMbI.

2.105 AOCTYMNHbIE MPOBOAAWNME YACTW: Tokonposoasawwme yactn U3LENNHA, KOTOPbIX MOXHO
KOCHYTbCSl 6€3 NPUMEHEHNA MHCTPYMEHTA.

2.106 WU3JENUE, NPUTOOHOE gna AE3VNHOEKUWIW: Yactn N3LAENNA, Haxogawmecsa B KOHTakTe ¢
NMALVEHTOM Bo Bpemsi HOpMasibHOM aKcnayarTaunm, KOTopble MOXHO Ae3UHULMPOBATL COMTacHO NHCTPYK-
unn M3roTOBUTENA.

2.107 W3JENUE, NPUTOAHOE gna CTEPUNTN3ALUWMW: Yactn N3LEJTNA, Haxofswmecs B KOHTaKTe ¢
MALMEHTOM Bo Bpems HOpMasibHOM aKcnayaTaunm, KOTopble MOXHO CTEPUIN30BATL COrNTACHO MHCTPYKLMK
N3roTOBUTENA.

5 Knaccudpmukaums

MpuMeHAIOT NYHKT 06LLLero ctaHgapTa, 3a UCK/TIYeHneM:

5.3 M3meHeHne

Tonbko ans PABOYEN YACTU: ucknioumnts Bce. kpome BOAOHEMPOHULLAEMOTO N3AE/NSA; npu
OTCYTCTBUM ApPYrux ykazaHuii UISMEPUTE/IbHAA CUCTEMA He nMmeeT cnewuanbHON 3aLluTbl 0T MPOHMKAHUS
Xngkocrei.

5.6 N3meHeHue

Mcknountb Bee. kpome MPOAO/IDKUTESIBHOIO PEXKUMA PABOTHI.

6 WaeHTudukaumsl, MapkMpoBKa 1 fOKyMeHTauus

MpUMEeHSAIT NYHKT 06LLero ctaHAapTa, 3a UCKII0YEHeM:
6.1 MapkupoBka Ha HapyxHoi ctopoHe N3AENNSA u ero vacTeii
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JononHeHune

aa) Ha BJIOKE AETEKTOPA vnu Ha NOCTOSIHHO YKPEN/IeHHOM Ha HeM Brpke fomKHa BblTb HaHeceHa
yeTKas MapknpoBka co cneaytolei nHhopmaumeii:

- MPOUCXOXAEHWE N3fenus,

- 0603HayeHne Tuna unn Mogenu;

- CepuiiHblAi  HOMep; B npeaynpeauTensHOl  HaAnNMCUM  MOXHO  YyKasaTb, Kakue Mogenu
M3MEPUTEJIbHbIX CUCTEM npurofHb! 419 UCMO/Ib30BaHUA.

bb) Ha U3BMEPWUTEJ/IbHON CUCTEME fonxHa 6biTh HaHECEeHa YeTkas MapKupoBKa CO creayolei
[ONONHUTENBbHOW HGOPMaLneii:

- Tunbl U MOAEeNN 6/10KOB ileTEKTOPA, KOTOPbIE BMECTE C U3MEePUTE/IbHO CUCTEMON 06pa3yoT yKOMMNIekK-
TOBaHHbI NpUGOP, Y4,0BNETBOPAIOLLNIA TpeOOBAHUSIM HACTOSALLErO CTaH4apTa.

6.8 SKCNNIYATALUMOHHBLIE LOKYMEHTbI

6.8.2 NHCTpyKUMA No aKcnayataumnm

JononHeHne

aa) VHCTpyKuMA No akcnayaTauum Ao/HKHa 4ONONHUTENbHO coAepXaTh:

- npepynpexaeHune o TOM. YTO HenpasunbHoe npuMmeHeHne JO3VMETPA MoxXeT BbI3BaTb yrpo3y 6e30-

NacHOCTU NPy Ucnonb3osaHun IBMEPUTE/IbHOM CUCTEMbI n PABOYE YACTU kake4MHOro LIenoro, Kpo-
Me Tex C/lyyaes, Korga fonyckaeTcs Ux UCNonb3oBaHve 415 3TN Lenu;

- cBejeHns o ToMm. Kakme PABOYME YACTW npubopa MOXHO WCMOMb30BaTb C [JaHHOW
M3MEPUTEJ/IbHOM CUCTEMOW no knaccudmkaumn 5.2;

- 3HauyeHne TOKA YTEYKW (unu cmeweHune) Ha BJTOKE KAMEPbI;

- npu Hanmuum AOCTYMHbIX MPOBOAALWMX YACTEW npeaynpexaerne o Tom. uto JO3UMETP
Henb3a MPUMEeHATbL B KoHTakTe c MALIMEHTOM, ecnu To/bKO OH He cOoefMHeH C U3MEPWUTE/IbHOMN
CVICTEMOW, koTopas ycTpoeHa Tak. uTo Bce U3JIE/IVE Buenom yaosnetsopsaeT Tpe6osaHuam k U3AENVAM
TWUMNOB B. BF nnun CF.

Pasgen BTOpPOil. YC/IOBUSA OKpyXatoliei cpefbl

MpUMEHSIIOT MyHKTLI 06LLero cTaHAapTa.

Pasgen TpeTunii. 3auimMta OT onacHOCTel NopaXeHus
3N1eKTPUYECKNM TOKOM

15 OrpaHunyeHune HanpsHkeHus u(nnmn) aHeprum

MpUMeEHSAIOT NYHKTbI 06LLero cTaHgapTa, 3a UCKNIYEeHneM:

JononHeHne

aa) BbIxofHas MOWHOCTb UCTOYHMKA NMUTAHUS, K KOTOPOMY 06bIYHO nogkmouanT PABOYYHO HACTb
npubopa (Hanpumep, Bbicokoe HanpsxeHnne 8 NOHU3ALIMOHHOW KAMEPE), He flo/kHa NpeBbIlwaTth 3Have-
Hue ans gonyctumoro TOKA YTEUYKN HA NAUMEHTA (YCNOBUVE EAQUMHNYHOIO HAPYLWWEHWSA), ykasaH-
Hoe B Tabnuue IV. Kpome Toro, ToK B Lienu He Ao/mkeH npesbiwath 0.5 MA.

CooTBeTCcTBUE TPEHOBAHUAM MPOBEPAIOT UIMEPEHUEM.

Pasgen yeTBepThiil. 3aWmta OT MEXAHMUYECKNX ONacCHOCTEIA
MpUMEHSIOT NYHKTbI 06LLLEro cTaH4apTa, 3a UCK/II0YEeHNEM:

21 MexaHun4yeckas NPOYHOCTb

MpYMeEHSIOT NYHKT 06Lero ctaHgapTa, 3a UCK/II0YEeHNEM:

21.5 [ononHeHue

K PABOUEW YUACTW NpVMMeHsI0T TpeboBaHuA, NpeabsaBASeMble K YacTaAM U3esnns, KoTopble AepxarT B
pyke.
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1) Mocne ucnbITaHWii, NpeAycMOTPeHHbIX 06LMM cTaHaapToM. YYBCTBUTENBHOCTb PABOYEN
YACTW He gomkHa MeHATbCA 60/1ee yem Ha 11 %.
CooTBeTcTBUE TpebOBaHMAM NMPOBEPAIT U3MEPEHNEM YYBCTBUTENBHOCTY paboyeil HacTu Ao u

rnocsie ucnbiTaHns.
2) Mocne wvcnblTaHWiA, NPesycMOTPEHHbIX 06WMM cTaHgapToM. TOK YTEUKW (cMelieHune) fomxeH
COOTBETCTBOBATL 3Ha4YeHuo, npusegeHHomy U3rOTOBUTEJIEM.
CooTBeTCcTBME TpeboBaHUAM nNpoBepsT nsMmepeHnem TOKA YTEUKWN (cmeweHnsa) go v nocne
ncnbliTaHns.

Pa3gen nATbIin. 3awWmTa OT onacHOCTell HexenaTenbHOro
NN Ype3MepPHOT0o U3TyYeHUs

MPUMEHSIIOT NYHKTbI 06LL,Ero cTaHaapTa.

Pasaen wecToii. 3aumuTa oT oNacHOCTM BOCN/IaMeHeHNs
roplUnx cmeceli aHeCcTeTUKOB

MPUMEHSIIOT MyHKTbI 06LLero cTaHgapTa.

Pasgen ceabmoii. 3awmuta oT Upe3MEPHbIX TemnepaTyp
M ApYyrux onacHocTem

MPUMEHSAIOT NYHKTbI 06u4ero CTaHAapTa, 3a NCKNoYEeHNeM:

44 TMepenus, pacnseckyBaHue, yTeuka, BNaXHOCTb, MPOHMKAHWE XMUAKOCTEN,
ouYmnCTKa, CTepunn3aumsa n aesvHgexyms

MpYMEeHSAIT NYHKT 06LLero ctaHAapTa, 3a UCKI0YEHeM:

44.7 OuwncTka, cTepuamsaumns n gesmHdexums

[ononHeHue

PABOYAA UYACTb pgonxHa 6biTe WU3OENVMEM. MPUTOAHbIM  ANA  AE3NHOEKUUW W
CTEPUNN3ALNN.

3ameHa fjByx NocnefHux NnpeaoxeHunin B oNucaHnm ncnbltaHns

Mocne gesnHdekunn n ctepunansaymm, npefycMoTpeHHbIX BOobLWeM cTaHfapTe:

1) UYBCTBUTE/IbHOCTb PABOYEW YACTW He fonXHA MeHATLCA 60NeB yeM Ha +1%.

CooTBeTCcTBME TpebOBaHMAM NPOBEPAIOT M3MEPEHNEM YYBCTBUTENIbHOCTM paboyei yacTn go u
rnocsie uCnbiTaHns.

2) TOKYTEYKW (nnu cmeLteHne) He AO/MKEH NPeBbI LW aTb 3Ha4YeHWi, ykasaHHbIXx USTOTOBUTE/IEM.

CooTBeTcTBME TPebOBAHMAM NPOBEPAIOT U3MEPEHUEM /IOKA YTEYUKN (MW CMELLEeHns) 40 1 nocne
ncnbliTaHus.

Pa3saen BocbMoOi. TOYHOCTb paboynx xapakTepucTuk 1 3awmra
OT NpeAcTaBAAUNX ONACHOCTb BbIXOAHbIX XapakTepucTuk

I‘IpmmeHmoT NYHKT 06u4ero CTaHAgapTa, 3a UCKIoYeHnem:
50 TouyHOCTb pabounx xapakTepuUCTuK
anIMeHFI}OT NYHKT 06u4ero CTaHAgapTa, 3a UCKNoYeHneM:

50.1 MapKnpoBKa OpraHoB ynpaBieHus 1 nsmMepuTesibHbIX NprbopoB
[ononHeHne
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NO3VMETPblI ¢ B/IOKAMUW KAMEP, npegHasHayeHHbIX AN1A WCMNOMb30BaHUA B KOHTakTe C
MALUVEHTOM, ponxHbl yaoBneTBopATb TpebosaHmam kK PABOUYVM MPUBEOPAM, U3N0XeHHbIM B MyHKTax 3,
4. 51 6 Ny6nukaumm M3K 60731 ana uamepeHuii Bbicoknx aHepruii. N3FOTOBUTE/Ib foNXeH yka3aTb B
SKCMNYATAUNOHHBLIX AOKYMEHTAX Bce OTKIOHEHUS OT 3TUX TPE6OBaHUIA.

Pasgen peBsATblii. HeHOpManbHas paboTa U yC/I0BUA HapyLlleHus;
MCNbITAHUSA Ha BO3JelicTBME BHELIHUX PakTOPOB

MpUMeEHSIOT NYHKT 06Lero ctaHgapTa.

Pasnen pgecatblit. Tpe6oBaHMUS K KOHCTPYKLMA

MpyYMEHSIOT NYHKT 06LLero cTaHgapTa.
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MpunoxexHune L
(cnpaBo4HoOE)

My6nvkauumn, ynoMaHyTble B HacTosiWeM cTaHgapTe

MpumeHalT npunoxeHne L obuyero ctaHgapTta, 3a UCKNOYEHNEM:

fNlononHexune

FOCT 30324.0—95 (M3K 601-1—88) W3genua meguuuHckme anektpuyeckue. Yactb 1. O6wume TpeboBaHua
6e3onacHoOCTH

FOCT 30324.0.2—2012 (IEC 60601-1-2:1993) U3penua meauumnHckme anekTpuyeckue. YacTtb 1. O6uwme Tpe6o-
BaHNs 6€30MacHOCTU. 2. ANEeKTPOMAarHUTHas COBMECTUMOCTb. Tpe6oBaHnsA U MeToAbl UCNbITAHU’

FOCT IEC 60601-1-1—2011 W3genua meguuuHckue anekTpuyeckme. Yactb 1-1. O6wmne Tpeb6oBaHns 6e3onac-
HOCTW. Tpe6oBaHNsi 6€30MaCHOCTN K MEAULWHCKUM 31eKTPUYECKUM cucTemam

FOCT 12.2.091—2002 Be30nacHOCTb 3/IEKTPUYECKNX KOHTPONbHO-U3MEPUTENbHbIX NPM6OpPOB U nabopaTopHOro
o6opypoBaHus. Yactb 1.06wume Tpe6oBaHus

M3K 60731—82 W3paenua meAuuMHCKUE 3anekTpuyeckme. [lo3uMeTpbl C MOHU3ALUOHHBIMY KamepamMun NS ny4ye-
BOIi Tepanuu

M3K 60788—84 MepguuuHckas pagvaynoHHas TeXHuka. TEPMUHbI nonpeaeneHus



MpunoxexHne AA
(cnpaBouHoe)

AndaBuTHbIV yKa3aTenb TEPMUHOB
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B HacToAleMm ykasaTene fNs KaxA0ro TepMuHa npuBe/ieHbl COOTBETCTBYOLME HOMepa MYHKTOB pasjena «Onpe-
feneHnsa» o6LWEro n HacToAWero ctaHfapToB unn o6osHavyeHne TepmuHa no FOCT IEC 60601-1-1. M3K 60788 un

M3K 60731.

HanmeHoBaHue TepMuHa

MyHKT obuiero ctaHgapTt

MyHKT HacTofALWero cTaHgapra

FOCT IEC 60601-1-1—2011

M3K 60788—84

M3K 60731—82

B/IOK LJETEKTOPA

B/IOK LETEKTOPA U3NYYEHNA

BJIOK KAMEPbI

BOJOHEMNPOHWLUAEMOE U3AENVNE
BOCMPOW3BELEHWE/QUCNNEN

OETEKTOP U3NYYEHNA

LO3VNMETP

LO3UMETP PALUALMOHHBIN
LO3NUMETPbI. NCMONBb3YEMbIE B KOHTAKTE C MALUVMEHTOM
LOCTYMHLIE NPOBOAAWME YACTN
M3rOTOBUTENb

W3LJENVE MEOULUNHCKOE 3/TEKTPUYECKOE (AMMAPAT)
M3LENVE. NPUTOLHOE ANA AESVHOEKL UM
W3AENVE. MPUTOAHOE ANA CTEPUNN3ALUMK
V3LENVE TUMNA B

W3AENVE TUMA BF

W3LENVE TUMA CF

N3MEPUTE/NIbHAS CUCTEMA
NOHU3ALMOHHASA KAMEPA
VOHU3UPYIOLWEE N3NYYEHUE

KEPMA

NYUYEBASA TEPAMUSA

MOUWHOCTb MOr/TOWEHHOWM AO3bI
NAUMEHT

MOrNOWEHHASA LO3A

NONIb3OBATE/b

MPUHALNEXHOCTb

MPOAO/IKUTENbHBLIA PEXWUM PAGOT
PABEOYAA YACTb

PABOUYUIN MPUBEOP

PAANALMOHHbBIA NPUBEOP
PA3AENNTE/IbHOE YCTPOVCTBO
CWUCTEMA MOHUTOPWHIA 403bl
COMPOBOAUTE/IbHbLIE (3KCMNNYATALNOHHBIE) LOKYMEHTbI
CPEOA. OKPYXAIOUWASA NAUMEHTA

TOK YTEUKM

TOK YTEYKN HA MAUMEHTA

YCNOBWE EQUHNYHOTO HAPYWEHUA
YYBCTBUTENIBHOCTb

UYBCTBUTE/IbHbII OBBEM
3KCMNO3NLUNOHHASA LO3A

McTouHmk
ocC

2
(60601-1-1)
MP

A

2.102

MP 34-11
A211

0C 2.2.28
MP 84-01
2.103

MP 50-02
A31

2.104
2.105

MP 85-03
OC 2.2.15
2.106
2.107

OC 2.1.24
OC 2.1.25
OC 2.1.26
2.101

MP 51-03
MP 11-02
MP 13-10
MP 40-05
MP 13-09
OC 2.12.4
MP 13-08
OC 2.12.13
OoC 2.1.3
0OC 2.10.2
OoC 2.15
A2.28

MP 50-01
(60601-1-1)2.203
MP 33-01
0C21.4
(60601-1-1)2.202
OC 2.5.3
OC 2.5.6
OC 2.12.11
A25.13
MP 51-07
MP 13-14
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