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MNpeaucnosue

Espasuiickuin CoseT no craHgapTu3auuun, metponorum u ceptucmkaummn (EACC) npeacraenset cobon
pervoHanbHoe obbeanHeHe HauMoHarnbHbIX OPraHoB Mo cTaHdapTu3auny rocyaapcTs, BXOAAWMNX B coapy-
XectBo HesaBucumbix [ocyadapcts. B pganbHeiwem Bo3moxHo BeTynneHne B EACC HauuoHanbHbIX opra-
HOB MO CTaHOapTW3auWn Apyrux rocyaapcrs.

Llenu, ocHOBHblE MPUHLMMBI U OCHOBHOW MOPSAOK NpoBedeHns paboT No MexrocyaapcTBEHHOW cTaH-
aaptusauumn yctaHosrneHsl TOCT 1.0-92 "MexrocyoapcteeHHas cuctema craHgaptusauun. OcHoBHbIE MOo-
noxeHusa" n NOCT 1.2-97 "MexrocygapcTBeHHaa cuctema craHgaptusauud. CTaHgapThl MeXrocyaapcT-
BEHHble, NpaBuna, pekomeHaauun MNo MeXrocydapcTBEeHHOW cTaHdapTuaauuu. [Nopsagok paspaboTku, npu-
HATUSA, OBHOBNEHWUA N OTMEHbI".

CBefeHus o cTaHaapTe

1 PA3SPABOTAH Bcepoccuiickum Hay4YHO-UccrneqoBaTenbCkuM U UCNbITaTeNbHbIM MHCTUTYTOM Meau-
uuHckon TexHukn (BHUNUMT)

2 BHECEH ®epeparnbHbiM areHTCTBOM M0 TEXHUYECKOMY perynvpoBaHuio u metponormn Poccuiickoi
denepaymnmn

3 TPUHAT Espasuitickum CoBeToMm Mo cTaHgapTu3auuu, MeTpororMm U cepTudukaumm (npoTokon
Ne 22-2002 o1 6 Hos6pa 2002 T.)

3a npuHATKE NporonocoBan:

Kpartkoe HaumeHoBaHWe cTpaHbl | Kop cTpaHbl no CokpaleHHoe HauMeHOBaHWe HauMoHanbLHOTo

no MK (MCO 3166) 004-97 MK (MCO 3166) opraHa rno ctaHgapTu3auum
004-97

ApmeHunsi AM MwWHTOpPrakoHoMmpa3sB1TUA

Benapycb BY lNocctaHpapTt Pecny6nvku benapych

KasaxcraH KZ lNocctangapTt Pecnybnvku KasaxctaH

KblprelacTaH KG KblprelactaHgapt

MonpgoBa MD Mongoea-CraHoapt

Poccuitickaa ®egepauuns RU PocrexperynuposaHue

TamkukncTaH TJ TamxkukcTaHgapT

Y3bekncraH Uz YactaHgapT

YkpanHa UA lNocnoTtpeberaHaapT YKpanHbl

4 HactoAwwmi ctaHaapT ABMAETCH MOAU(PUUMPOBaHHBIM MO OTHOLLEHWUIO K MeXAyHapoOHOMy cTaHaap-
Ty M3OK 60601-2-32:1994 «M3pgenus meguumMHckue anekTpuyeckue. Yacte 2. YactHele TpebosaHus 6e30-
nacHocTU K BCcrioMoraTternsHoMy obopydoBaHuio peHTreHoBckux annapatos» (IEC 60601-2-32:1994 «Medical
electrical equipment. Part 2. Particular requirements for the safety of associated equipment of X-ray equip-
ment»).

CreneHb cooTBeTCcTBMA — MoauchmumposaHHas, MOD

Hactoawwun ctaHgapt ngeHtudeH NOCT P 50267.32-99 (M3K 60601-2-32-94) « M3genusa meauumnHekue
anekTpuyeckue. Yactb 2. YactHble TpeboBaHusa 6e3onacHocTU K BCromorarensHomy obopyaoBaHUIo pPeHT-
reHOBCKMX annapartoB», KOTOPLIA npodorkaeT geicteoeaTe B Pocecuitickoin denepaunm B Kadectee HauMo-
HanbHOro ctaHgapTa, B CBA3W C YeM B HAcTOosILLEeM cTaHOapTe MMEKTCH OTKMNOHEHWSA OT othopMMeHUsa no
MOCT 1.5-2001 u FOCT 1.3-2002.

5 BBE[JEH BIMEPBbIE

Ungbopmayus o esedeHuu e deticmeue (nMpekpaweHuu Gelicmeusi) Hacmosweao cmaHGapma u usme-
HeHUU K HeMy Ha meppumopuU yKkasaHHbIX 8bilie 20cydapcmes nybnukyemcs 8 ykazamersnsax HayuoHarbHbIX
(eocydapcmeeHHsix) cmaHOGapmos, uzdagaeMbix 8 amux 2ocydapcmeax.

UHgbopmayuss 06 uaMeHeHUsIX K Hacmosuwemy cmaHOapmy nybnukyemcsi 8 ykazamerne (kamaroze)
"MexaocydapcmeeHHbie cmaHdapmebi”, @ mekcm U3MeHeHuUl — 8 UHbopMaUUOHHBIX yKka3amensax "Mexzo-
cydapcmeeHHbie cmaHOapmebi”. B crnydae nepecMompa Unu ommMmeHbl Hacmosu4e2o cmaHdapma coomeem-
cmeyrowas uHgpopmayus 6ydem onybriukoeaHa 6 UHhopmaUyUoHHOM ykasamerie "MexzocydapcmeeHHbie
cmaHdapmsbi”.

WMcknioumTensHoe npaBo oduunansHoro onybrnvkoBaHNMA HacTosALWero cTaHaapTa Ha TeppuTopun yka-
3aHHbIX Bbile rocydapcTB NPMHaANeXnT HaunoHanbHbIM (rocyapcTBEeHHBIM) opraHam No cTaHgapTu3auum
3TUX rocydapcTs
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CopepxaHue

Paznen nepBbli. OBLME MOMOMKEHMS ........cieviiiiiiiieieiee e eieeeteeee et e e te e te e te e ete e e bae e bae e baeebaeeaaees
Ob6nacTb pacnpocTpaHeHUs N Uenb
TEPMUHDBI M OMTPEAETIEHMS ...ttt ee et et e e e e e e et ee et e e e ee e et ee e e e ee e e et e e
Obwue TpeboBaHNA K UCMbITAHUAM
MaeHTudrkaumnsa, mapkupoBKka U OKyMeHTauus
Pa3pgen BTOpPoi. YCNOBUA OKPYIKAIOLLEN CPEIDBI .....uviiiiiiiiiiee ettt
Paspgen TpeTuid. 3awmta oT onacHoCTEN Nopa)XeHUst ANeKTPUYECKUM TOKOM
Pasgen vyeTtBepTbiii. 3aWMuta OT MEXaHNUYECKMX ONAcHOCTEN
21 MexaHn4eckasi NPO4YHOCTb
22 [BVIKYLLMECA HBCTM ..eeuviiiiieiiieiieetieetieetteesteetteestesstesstessbessbessbes s tasstae s basssaesbaesbaessaesbaesbaesbaesbaesbnees
24 YCTOMYMBOCTL NPU HOPMAarnbHOW aKkcnnyaTaunm
28 [TOOBELUEHHDBIE MAGCCDBI ... .coit e eieee it et et e et e ee et e e e e et e e ee e et e e aea e ee et eee e s s e ee e eeeete e eeenaeneees
Pasgen natbii. 3alimMTa OT ONacHOCTeN HexenarensHoro U YpeaMepHOro U3NyYeHus. . .....
Pasgen wecToil. 3awmnTa oT onacHOCTEN BOCNITaMEHEHNSA MOPHYNX CMeceil aHeCTETUKOB
Pazgen cegbMoin. 3alwimTa oT YpeaMepHbIX TeMnepatyp U OpyrMxX ONacHoCTEeMN ..............
Pasgen BocbMol. TOYHOCTL paboynx XxapakTepucTUK U 3awmTa oT NpeacTaBNALWNX
OMAaCHOCTb BbIXOOHBIX XAPAKTEPUCTUK  ..oeooiieieeiiie e e et ee e e e evee e
Paspen oeeATwln. HeHopmaneHas pabota U ycnoBus HapylleHUs; UcnbiTaHusa Ha
BO3OENCTBME BHELIHUX BDAKTOPOB ....viut ittt ettt et eteetee et et et e e ete e ateanaeaass
Pasgen gecATblid. TPEBOBAHUA K KOHCTPRYKLMM . .. v vttt ittt et et et et et e e e et e e e e aeneneaeaas
MNpunoxeHne L HopmMaTUBHbBIE CCBIMKM.......coceenennneee.
MpunoxeHve AA AndaBuUTHbIA yKasaTenb TEPMUHOB
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BeeneHue

HacroAawwmin  craHgapTt  @BNsieTcd  MpAMbIM-- NPUMEHEHWEM  MexayHapoOHoro  cTaHgapTta
M3K 60601-2-32—94 «M3genna megmumHckne anektpuyeckue. Yactb 2. YacTHble TpeboBaHua BesonacHo-
CTW K BcriomoraTtensHoMmy oBopy[doBaHWlO PeHTreHOBCKWX armnapaTtoB», MoAroToBrieHHoro [logkomuteTom
62B «Annaparbl gnga ny4yesoW AvarHocTUKU» TexHuyeckoro komuteta M3K 62 «Mspenua meomumHckue
SNEKTPUYECKMEN.

TpeboBaHUA HacTOAWEro 4YacTHOro craHgapTa W3MEeHSOT, OOMOMHSAKT WM 3aMeHsItoT aHanorM4Hble
TpeboaHua obuwero craHgapta OCT 30324.0/FOCT P 50267.0, umetoT npenmyllecTtso nepen Tpebosa-
HUAMK obuiero cTaHgapTa u aenaTca obazarensHbiMK. [Nocne TpeboBaHWin B HACTOSALLIEM CTaHOApTe Mpu-
BedeHbl COOTBETCTBYIOLLME METOOb! UCTMbITAHWIA.

Onsa nameHeHus TpeboBaHuid 06LWero cTaHgapTa NPUMEHSAINTCA criedyowme cnoBai:

«3amMeHa» — 03Ha4yaeT, YTo NMyHKT obllero craHgapTa 3amMeHsieTCsl MOMHOCTBIO TEKCTOM HAaCTOALEero
YyacTHOro cTaHgapTa;

«OOMOINMHeHne» — 03Ha4aeT, YTO TEeKCT HACTOsILLEro ctaHdapTa ABMAETCH OOMNOMNHUTENBHBIM K TEKCTY
obLiero ctaHgapTa;

«M3MEHEeHue» — 03Ha4vaeT, YTo TEKCT NyHKTa obuwero craHgapTa M3MeHsIeETCA B COOTBETCTBUM C TeK-
CTOM HaCTOSILLEro YacTHOro cTaHaapTa.

Hencreyer [OCT 26140—84 «AnnapaTel peHTreHoBckWe MeguuuHckue., OBWMe TexHUYeckue
YCITOBUSI».

B Tex cnyuvasx, Korga B HacTosileM cTaHgapTe hopMynupyloTcsl TpeboBaHUA K TEM Ke napameTpam,
KoTopble ykasaHbl B [OCT 26140, pgonyckaeTcs Wcnonb3oBaHWe MeTOOOB WCMbITAaHWA B COOTBETCTBUKM C
MOCT 26140.

B HacToflwem YacTHOM cTaHOapTe MeTodbl WCMbiTaHWA BblAeneHsl KypcUBOM, TEPMUHLI, onpenense-
Mble B MyHKTe 2 0OLero 1 HacTOALWEro YacTHOro cTaH4apToB, BblAeneHbl NPOnNUcHbIMA ByKBamu.

Hymepauuws pasgenoB, NYHKTOB W NOANYHKTOB HACTOSILLErO YacTHOro cTaHdapTa COOTBETCTBYET Hyme-
pauuun pasgenoB, NYHKTOB W NOANyHKToB obllero ctaHgapTa. Pasgensl, NyHKTbI, NOAMYHKTBI U PUCYHKW, O0-
MOMHUTENbHbIE MO OTHOLIEHWIO K 0BLLeMy cTaHOapTy, HyMepyloT, HauyvHasa ¢ umdopbl 101. JononHuTenbHble
npunoxeHusa obosHavawoT bykBamu AA, BB u T. O., a gononHuTenbHble nepedyncneHna — Byksamu aa),
bb)uT. o.
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