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M E X T O CY 3D APCTWUBEWUHH bl I C T A H O A P T

U3NejiindA MEODUWLULUNHCKUE STTEKTPUYHYECKUE
YacTtp 2-44

YacTHble TpeboBaHUA 6e30NacHOCTU K PEHTFreHOBCKUM KOMMbIOTEPHbLIM TOMorpadam

Medical electrical equipment. Part 2-44.
Particular requirements for the safety of X-ray equipment for computed tomography

IlaTta BBegeHna — 2013—01—01

PA3OEJ1 1 OBLUUE MNMOJIOXEHUA

[TpUMeHAT NOANYHKTEI M NMYHKTbI 0bLWero ctaHaapTa, 3a UCKTIoYEeHUeM:

1 ObGnacTb pacnpocTpaHeHUs U Uenb

[TpUMEHSAT NYHKT obLiero ctaHgapTa, 3a UCKIMHYEHNEM:

1.1 O6nacTb pacnpocTpaHeHUa U uenb

[lononHeHne
Hactoawmn dactHblM cTaHgapT pacnpoctpaHdetca Ha PEHTIEHOBCKWE KOMIMTBKOTEPHBIE
TOMOI'PA®L| (nanee — KT CKAHEPbDI).

HacTtoslwmnA YacTHbI cTaHaapT ycTaHaBnmBaeT TpeboBaHua BesonacHoctn K PEHTIEHOBCKUM
MATAIOWMM YCTPOUCTBAM u Takum PEHTFEHOBCKUM MUTAIOWMM YCTPOWUCTBAM, koTopbie
nHTerpupoBaHbl B PEHTITEHOBCKW N3JTYHATEIb.

1.2 Lenb

3amMeHa

Llenbto HacTosILero ctaHgapTa ABNSIeTCH YCTaHOBNEHMe YacTHbIX TpeboBaHMN 6e30NacHOCTU N MeTOo-
0OB UCMbITaHUA cooTBETCTBUA 3TUM TpeboBanusam KT CKAHEPOB.

[Tpumevanmne 1—PaccmoTpenbl TpeboBaHMA BOCNPOUIBOAUMOCTU, NIMHEWHOCTU, MOCTOAHCTBA U TOYHOCTMN,
KOTOpble cBA3aHbl ¢ KayecTBOM U nHTeHcuBHocTbio NOHN3UPYIOLWEIO N3JTYUHEHINA n nmetot orpanmnyvenns ans obec-
neveHns 6e3onacHoOCTW.

MpumeuvaHune 2— besonachocts PEHTTEHOBCKUX MUTAKOWMNX YCTPOWCTB He 3aBUCUT OT HEBOrb-
lNX pasnuynn B BapuaHTtax nx ncrnondHeHusi. Codvetanmne [NNAPAMETPOB HAI PY3KW, onpeaeneHHbIX Ans ncnbitTaHUM,
OrPaHNYEHO MO YNCny, HO BbIbUpaeTcsa akcnepmMmenTanbHo. BaxHo onpegenntb covetanmne NAPAMETPOB HAIPY3KK
TakK, YTOBbI MOXHO BbINO CPaBHMBATL PE3yNbTraTbhl UCMbITAHUW, NPOBEAEHHbIX B PA3NUYHbIX MECTaxX Mpu pasnu4HbIX YCNoOBU-
ax. CoveTaHust, oTNUYarLWMECs OT onpeaeneHHbIX Takum 06pasom, AOMKHbI UMETb PaBHY IO TEXHUYECKYIO JOCTOBEPHOCTD.

[MTpumevyaHune 3—IllpuHumMnbl 6€30NACHOCTU, HA KOTOPbLIX OCHOBAH HACTOSIWMW CTaHOAPT, ONMCaHbl BO BBE-
aeHnn K obwemy ctaHgapty v B IEC 60513.

MpumeuvaHune 4—TIpu paccmoTpeHnn TpeboBaHUM HacTosWero ctaHaapta k PAAMALUMOHHOW 3ALLUTE
npeanonaranoce, Yto N3FrOTOBUTEJIN n TTOJIb3OBATEJIU npuHnmatot obwime npuHumnel MexgyHapogHon KOMUCCUN
no pagunaunoHnon sawmte (MKP3), yctanoBneHnHsle B MKP3 60, 1990, § 112, a UMeHHO:

a) 3anpeweHo NCnonb3oBaHUE UCTOYMHUKOB M3INYYEHUS, €CNKY Mony4YeHHas nonb3a Ans YenoBeka n obuectsa He
NPEBbLILAET PUCK BO3MOXHOIo Bpeaa (NoATBEPXKAEHO NPAKTUKON);

U3pgaHune odbmumanbHoe
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b) ans Noboro NCTOYHMKA N3NyYeHns HAMBUAYarbHbIE J03bl, YACITO 0ONYYEHHbLIX NI0AEN N BEPOSTHOCTb NONYYUNTb
obny4eHne tam, rae nam dbIBaOT HEMOCTOSAHHO, AOMXKHbI NOAAEPKNBATBCA HA MAKCMMAarnbHO HU3KOM YPOBHE, YYNTbLIBAS
9KOHOMUYECKME U coumnanbHble dakTopbl. [1pyn 3TOM HEODXOAMMBI OrpaHUYEHNUst N0 MHAMBUAYANbHbLIM go3am (npeaenst
003) UNn puckam (nNpegensl PUCKOB) B Criydae BO3MOXHOIo obnydenns (onTMmMmn3auns 3almThbl);

c) obny4veHune oTAenNbHbIX ML NPU COYMETAHUN BCEX BO3AENCTBYIOLWNX NCTOYHMKOB AOMXHO UMETBb Npeaernbl 403 U
OOIMKEH ObITb 0becneyeH KOHTPONb NPEAENOB PUCKA B Cry4ae BO3MOXHbIX 0DNy4YeHnn. 3TO NO3BONUT rAPaHTUPOBATh OTCYT-
CTBME pagnaunoHHbIX NOBPEXAEHMN NPU NOOLIX HOPManbHbIX OBCTOATENBLCTBAX.

He BCe MCTOYHMKM MOryT ObiTb OTKANMOpPOBaHb!I NyTEM BO3AEUCTBUS HA UCTOYHUK, MO3TOMY HEODXoAMMO onpeae-
NMUTb, KAKNE NCTOYHUKW CNEeAYET yYnTbIBaTh NPY YCTAHOBNEHMMN NPEAENOoB 403 (Npeaenbl MHAWBUAYanbHbIX 403 Y PUCKOB).

[TpumevaHune 5—bonbwunHereo TpeboBaHnn Kk PEHTITEHOBCKM N3OEJTAM n nx vactam no 3awmuTe oT
NOHU3WPYIOLWEIO UIITYHERWNA ganel B napannensHom ctaHgapte IEC 60601-1-3. 910T cTaHgapT yctaHaBnmBaeT
Tpeboanus K PAOVMAUMNOHHOW 3ALLUWNTE, koTopble 3aBUCSIT OT NMUTaHWS, KOHTPOMS! U MHAMKAUMW 3MEKTPUYECKON 3HEp-
rum ot PEHTTEHOBCKOIO MNTAKLWENO YCTPOWCTBA.

[TpuymevyaHune 6— BbonbWKMHCTBO 3aMe4YaHU O HEODXOAMMOCTU UCNOMNMb30BaTb OCHOBHbIE NpUHUKNbI MKP3
6bino caenano NOJIB3OBATENAMKN, a He USTOTOBUTENAMI OBOPYJOBAHISA.

1.3 YacTHble cTaHpapThl

[lononHeHne

HacToawmn YacTHbIM cTaHaapT, No TEKCTY HasbliBaeMbl HACTOSALLMM CTaHOapTOM, 3aMeHseT nepeyveHs
nybnukaunn IEC nobwero ctaHgapta, coctosiwero 3 IEC 60601-1:1988 «AnnapaTypa anekrpuieckas meaum-
LHcKada. Hactb 1: Obwne TpeboBaHua K 6ezonacHocTU» ¢ nameHeHnsaMmn Ne 1 (1991) n Ne 2 (1995), 1 Bce vac-
THble cTaHaapThl. Hymepauuns pasgenoB, NMyHKTOB WM NMOAMNYHKTOB HACTOALLEro crtaHaapTa COOTBETCTBYET
HymMepaLun obllero ctaHgapTa.

N3ameHeHns1 TekcTa obLero ctaHaapTa ykasaHbl cregyoLlnMmm cnoBamMu:

«3aMeHa» — NYyHKT UM NoANYHKT obLero ctaHaapTa NofHOCTLI0 3aMeHEH TEKCTOM HACTOSILLEro CTaH-
AapTa;

«[JononHeHne» — TEKCT HacToAWero ctaHgapTa AononHaeT TpeboBaHUa obLero ctaHaapTa;

«I3ameHeHne» — NyHKT Unn NoanyHKT obllero ctaHaapTa U3MEHEH, Kak yKa3aHO B TEKCTE HacTosALWero
cTaHaapTa.

[TYHKTbI, PUCYHKW, AONONHAOLWME 0D cTaHaapT, HyMepyoTcs HavnHas ¢ undpbl 101, aononHUTENb-
Hble NPUNOoXeHnst 0bo3HaveHbl byksamn AA, BB U T. A., a AononHUTENbLHBIE NepeYncneHns byksamm aa), bb) u
T. 4. ECnun B HacTodlweM cTaHgapTe HeT COOTBETCTBYHIOLLEro pasgena, nyHKTa Unn NoAnyHKTa, To NPUMEHSA0T
pasfgen, NyHKT Unn noanyHKT oblero ctaHaapTa 6e3 UsMeHeHUs. ECnin Kakyto-To YacTb oDl ero ctaHgapTa He
MPUMEHSIOT, TO B HACTOSILLEM CTaHAapTe 3TO ACMKHO ObITh YKasaHo.

TDEGOBHHI/IE HACTOALWETI O CTaHAapT4a, 3aMellalolee U1 UCTrNpaBJTAOLLUEE TDEGOBaHI/Ie obLulero crtaHaa P-
Tad, ABJNACTCA NPUNOPUTETHBIM MO OTHOLWERHWKO K COOTBETCTBYHOLLEMY oﬁmemy Tpe6OBaHI/II-O.

1.3.101 [lpn ncnonbsoBaHMM HACTOALLEro cTaHgapTa cneayeT yduTbiBaTh crieayrowme gononHUTEb-
Hble CTaHOapThl:

IEC 60601-1-2:1993 Medical electrical equipment; part 1: general requirements for safety; 2. collateral
standard: electromagnetic compatibility; requirements and tests (Msgenua snektpudeckne meauLnH-
ckne — YHactb 1-2: Obuwmne TpeboBaHUs Be3onacHOCTU. [ONONHUTENbHBIM CTaHAAPT: INeKTpoMarHuTHas
COBMECTUMOCTb — TpeboBaHNA U MeTOoAbl UCTIbITAHNI)

IEC 60601-1-3:1994 Medical electrical equipment — Part 1: General requirements for safety — 3.
Collateral standard: General requirements for radiation protection in diagnostic X-ray equipment (U3genus
MeguumnHckmne anektpudeckne. Hacte 1. Obwme TpedboBaHUs besonacHocTU. 3. JononHUTENbHLIA cTaHaapT.
Obwmne TpedboBaHUA K 3aLlLMTe OT U3NYHYEHUA B ANArHOCTUYECKUX PEHTIEHOBCKMX annapaTax)

IEC 60601-2-28:1993 Medical electrical equipment — Part 2: Particular requirements for the safety of
X-ray source assemblies and X-ray tube assemblies for medical diagnosis (U3genna meauunMHCKNE 3NeKTpu-
yeckue. HacTb 2. HacTHble TpeboBaHNA K 6e30nacHOCTU Me4NLIMHCKOW AMarHoCcTuYeckon annapaTtypbl C UCTOU-
HUKOM PEHTIeHOBCKOIo U3NyYeHns1 U peHTreHOBCKOW TpyOKon)

IEC 60664-1:1992 Insulation coordination for equipment within low-voltage systems; part 1: principles,
requirements and tests KoopauHauua nsonsunmn ansa obopyaoBaHns HU3KOBONbTHbLIX cuctem. Hactb 1: [NpuH-
Lnnbl, TPeboBaHUS N UCMNbITAHUA)

IEC 60788:1984 Medical radiology — Terminology (MeauuunHckaa paguonoruda. TepmMmUHonorua)

1ISO 2092:1981 Light metals and their alloys; Code of designation based on chemical symbols (MeTannel
nerkue mn nx cnnaebl. Kog o6o3HavyeHUd, 0CHOBaHHbLIA HA XMMUYECKNX 3HAKaX)
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2 TepMUHBLI N onpeaeneHus

[TpUMeHSsIIOT NYHKT obLlwero ctaHgapTa, 3a UCKIoYeHUeMm:

[lononHeHne nepen 2.1

B HacTosilem cTaHaapTe 0603Ha4veHUs1, HanevyaTaHHble CTPOYHbIMM BYKBaMMN, MCNOMb3YIOTCS B COOTBET-
CTBUN C X onpegeneHnamn B obwem ctaHgapte nnm B IEC 60788.

[TpumeyaHun e — Ecnn Kakoe-To NOHATUE HE UMEET CTPOroro orpaHnYeHnst B onpeaeneHnm, B NnpuBeaeHHbIX
BblLLe NyOnmkaumsix, TO COOTBETCTBYIOWMN TEPMUH NMeYaTaeTcs bonee MEnKnm Kernem. Ykasatenb TEPMUHOB, UCTONb3ye-
MbIX B HACTOSILLLEM CTaHAapTe, NPUBEAEH B NPpUIoXeHun AA.

CoOoTBEeTCTBYOLME YCIIOBUA, onpeaensaoLme Ncrnofb3oBaHue onpeaeneHHbiX TEpMUHOB, MpUBeAeHbl B
NOMNONHUTENBbHBIX MOACHEHNAX HXKE.

B HacTodweM cTaHgapTe NPUHATBI yKasaHU4:

- 3HaveHna AHOOHOI O HATPAXEHWA oTHOCATCA K NMKOBBIM 3HAYEHUAM;

- 3HadeHna AHOOHOI O TOKA oTHocATCA K cpeaAHUM 3HaYeHUSAM.

[IononHuTenbHbIE onpeneneHus

2.101 KT CKAHEP

KOMMBIOTEPHbLIN TOMOIPA® (KT): KomnbloTepHbIn TOMorpad aBNAETCA ANarHoCTUYECKON PeHTre-
HOBCKOW CUCTEMOWN, NpeaHa3Ha4YeHHOoW ANg nonyvyeHus n3obpaxeHun nonepeyHbIX Cpe3oB Tena NyTemM KoOM-
NbIOTEPHON PEKOHCTPYKUUKM MHOPMaLWUKU O PEeHTreHOBCKOM oDNny4YeHUnM OQHOW M TOW Xe akcualbHOW
NAOCKOCTU NOA pasNMYHbIMUA YrnamMnu. 3Ta cucTeMa MOXKET BKoYaTbh aHanM3aTop curHana, aucnnenannapara,
CTON AN4 nauueHTa, onopbl N NPUHaANEXHOCTH.

[TpunmedyaHwune— BropuiHyto 06paboTKy n3obpaxeHns B HACTOSAWEM CTaHAAPTE HE pacCMaTpPUBatoT.

2.102 YCIIOBUA PABOTDI KT: Bce BeIbpaHHbIe napameTpsl, ynpasnswowme padoton KT CKAHEPA,
kak, Hanpumep, HOMWHAJIbBHAA TOMOIPAOUHECKAA TOJILWNHA CPES3A, WWAT, PUTIBTPALILA, nuko-
soe AHOOHOE HAMPSAXXEHWME PEHTIFEHOBCKOW TPYBKW, AHOOHLIN TOK PEHTIEHOBCKOW
TPYBKW, BPEMA HAIPY3KA n NMPON3BEOEHUWE TOK-BPEMA.

2.103 NMPOPUJIIb OO3bl: lNpeactasneHne Ao3bl Kak PyHKLMN NONOXEHUA BAONb NTUMHUN CNOA.

2.104 NMPO®UNb YYBCTBUTEJNIbBHOCTU: Xapakrtepuctuka cuctemsl and KOMMBKOTEPHOW
TOMOI'PAPUN kak pyHKUUS NONOXeHUs BAOONb NUHUK, NepneHAUKYNApHON K TOMOIMPAPNYHECKOW
[TTTOCKOCTMW.

2.105 TOMOIPAOUHECKAA NNOCKOCTDb: [ eoMmeTpuieckada NnoCcKOCTb, NepneHanKynapHas K Ocu

BpalleHua (cm. pucyHok 101).
y
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2.106 MHOEKC O0O3bl KOMMNbIOTEPHOU TOMOIPA®UA 100 (CTDL,40): WHTerpan NMPOOUIIA
OO3bl Bgonb nuHun, nepneHaukynspHon Kk TOMOIPAPUHECKOWU TNTOCKOCTHN ot MmuHyc 50 MM Oo

noc 50 MM, aeneHHbln Ha npousseaeHune dvucna TOMOIPAPUHECKMX CPE30OB 1 3a oanH ckaH Ha
HOMWHAIIBHYHO TOMOIPAOPNYHECKYHO TOJILLUNHY CPES3A T:

+50 MM
CTDligo= | Ej\(’; )z,
50 Mm

rae D(z) — NMPOPUIIb AO3bl Baons nuHuK, nepneHaMKyNAapHoOU K TOMOIPAPNYECKOW MNOCKOCTN,
rae nosy nsmepsiioT B eguHntax BO3OYWHOWM KEPMb;
N — dncno TOMOIPAPNHECKKMX CPE30OB npu ogHom nosopote MCTOYHHUKA U3TTYHEHUA;
I — HOMWHAJIBHAA TOMOIPAOUHECKAA TOJTWWNHA CPESA.

[TpumevyaHwms

1 Tepmun CTDI,,, Obiln BBEAEH Kak bonee YeTkoe 00603HauYeHre A03bl, YeM TPaAULMOHHOE MHTENPUPOBAHHOE OT
Munyc 7T go nntoc 77T, obosnavaemoe FDA [1] 21 CFR YacTte 1 § 1020.33 (cm. bubnunorpaduio).

2 No3symamepsiioT B eamnmnuax BO3JYLWHOW KEPMbI. 3To Heobxoanmo ans Toro, 4ytobsl nsbexaTs NpoTUBOPEUNIA
mexay N3 OTOBUTEJIAMIN KT CKAHEPOB, kotopble B ogHom criydae paccuntbeiBatoT MO JIOWEHHYKO JO3Y B BO3AY-
xe, B gapyrom — [NOIMNMIOWEHHYKO A03Y B nonumetun-metakpunarte (INMMMA).

3 lNpepnonaraetcs, 4to [NPOPUJIb AO3bl ueHtpupoBan no z= 0, nuto KT CKAHEPbBI, y koTopbix ABa unn bonee
TOMOIPAPNHECKNX CPE3A 3a oguH NnoBOpoT, UMEIOT War mexay cocegHumm ckaHamm NT. [lnsa cnmpanbHbIX CKAHOB

npegnonaraeTcs, 4YTO TOpPU3OHTanbHOE nNepeMeleHne crTona 3a OAuH MNOBOPOT pasBHO N, YMHOXEHHOEe Ha
HOMWHAJIBHYKO TOMOI PAOUYECKYHKO TOJIWWHY CPE3A.

2.107 KT WAl (NATY): MNepemeluerne CTOIA NMALUNEHTA B ropnsoHTansHoOM HanpaeneHun npu
oaHom nosopote PEHTIEHOBCKOW TPYBKW, aeneHHoe Ha HOMWHAIIBHYKO TOMOIPAGNHECKYIHO
TOJIWNRHY CPE3A T.

KT war =29
.
rae Ad — nepemewterHne CTOJIA NMALUMEHTA B ropunsoHTanbHOM HanpaBneHWH;

I — HOMUHAJIbBHAA TOMOI'PAPNHECKAA TOJILWNHA CPESA.

2.108 TOMOIPA®UYECKUU CPE3: O61Lem obbekTa, B KOTOpoM hopMmupyeTcs nsobpaxkeHue koad-
dunymneHtos OCJTABNNIEHA PEHTITEHOBCKOI'O U3JTYYHEHWA.

2109 TOMOIPA®PUNYECKAA TOJNIWLUMNHA CPE3A: INOJIHAA WMPUHA HA YPOBHE MNOJTOBUHbDI
MAKCUMYMA T TIPOPUITA HYBCTBUATEJIBHOCTW B LeHTpe cbbema nonepeyHoro cpesa, Ha KOToOpOM Cobun-
paeTca MHdopmauusa o npoxoxaeHnn PEHTITEHOBCKOI'O U3NYYEHWUA.

2110 HOMUHAJIbHAA TOMOITPA®UYECKAA TOJILLUMHA CPE3A: B KT CKAHEPAX TOMOI'PA-
ONHECKAA TOJWLWMNHA CPES3A, koTopas BelbupaeTca n nigununpyetcs Ha MNMYJIbTE YINPABJITEHUA.

3 O6wue TpedoBaHUA

[TpUMEHSIIOT NYHKT obulero ctaHgapTa, 3a UCKNoYEHNUEM:
3.1 JononHeHue

KT CKAHEPbGI gonxHbel uMeTb KOHCTPYKLU WO, NPU KOTOPOWU HEe BO3HUKAET HanpsikeHMe donbliee, Yem
HOMWNHAJIBHOE AHOAHOE HAINPAXXEHWE B PEHTTEHOBCKOM U3JTYHATEIE.

4 Knaccudukaums

[MprMeHsaT NYHKT obliero ctangapTa, 3a UCKITIYEeHUeM:

4.1 3aMeHa

PEHTTEHOBCKOE MUTAIKOWEE YCTPOUCTBO B KT CKAHEPAX oTHocuTca K U3OENUAM | KITACCA
nnn Kk U3AENMMAM C BHYTPEHHUM NMCTOYHYHUKOM NMATAHAA.

4.6 3aMeHa

Ecnu He ykasaHo gpyroe, To KT CKAHEPbDBI| nnmn nx coctaBHble 4acTt cnegyeT KnaccudpuumpoBaTth Kak
N3OEJINA ¢ nocTtoaHHbiM npucoeaunHeHnem kK NCTOYHUKY NMMTAHUA B UICXOOAHOM COCTOAHNIN 1 ansa
onpeneneHHon HAI'PY3KW, cm. Takke 6.1 m) n 6.8.101.

4
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5 UWoeHTdpMKauna, MapKMpoBka U OKYMeHTauus

[TpUMEHSIOT NYHKT 0bLero ctaHaapTa, 3a UCKNOYEHUEM:

5.1 MapkupoBKa Ha HapyXHoi ctopoHe USOENMUN unu nx vyacrein:

g) Nsgenuqa, nutaemble OT ceTuU

[lononHeHune

Ons noctosiHHO ycTaHoBNeHHbIX KT CKAHEPOB unHgopmaums 6.1g) obuiero ctaHgapta MOXeT ObiTh
npuseneHa Tonbko B SKCINMYATALUMNMOHHBIX AOKYMEHTAX.

m) Pexnm paboThl

3amMeHa

Pexum paboThl, 006nacTb NPUMEHEHUSI BMECTE C MaKCUMalbHO ACNYCTUMBIMWU NapaMeTpamMmn A0 KHbI
obITb NpuBeaeHbl B SKCIMNYATAUNOHHBLIX JOKYMEHTAX, cm. 6.8.101.

p) BbIXogHble XapakTepUcTUKn

3amMeHa

OTOT NOANYHKT obLero ctaHgapTa He NPUMEHSIIOT.

) Ycnoeusa oxnaxageHus

[lononHeHne

TpeboBaHus oxnaxageHus ana 6esonacHoi paboTel KT CKAHEPA unn ero vacten cneagyet npuBognTb B
SKCINYATALUNOHHBIX AOKYMEHTAX, Bkntovas MmakcumanbHoe TenoBoe paccesiHue.

5.7 CBeToOBble MHOAUKaATOPbLI U KHOMKW

a) LiBeTa cBeTOBbLIX MHOUKATOPOB

[lononHeHne

Ona KT CKAHEPOB ugeta, ucnonbsyemelie AN CBETOBbIX UHAUKATOPOB, AOMMKHbI ObITh CNeayloLlmmm:

- 3eneHbln — HalTYJIBTE YINPABIEHWA, ana nHankaumm cocTosAHUA OXKUOaHWSA, M3 KOTOPOro criegyio-
lwee aeuncteune npmeeaeT K HATPY3OHHOMY COCTOAHUIO, cm.29.1.101.1 a);

- xentbin — AJTA NHOWUKAUNIA HATPY304YHOIO COCTOAHNA.

[TpumeyaHun e — LIBeTa CBETOBbIX MHOMKATOPOB NPUBOAAT B 3aBUCUMOCTU OT BblbpaHHoro coctossHusa. OgHo 1

TO Xe paboyee cocTtossHue N3OEJTA moxeT umetb 0aHOBPEMEHHO MHOMKAUMIO PA3NUYHbIMU LBETAMU B 3aBUCUMOCTU OT
MecTa nHaukauumm, Hanpumep, seneHoin — HA T1YJIbTE YTTPABJIEHWA v kpacHein — Ha Bxoae B [IPOUEDYPHYIO.

5.8 JkcnnyaTtayMOHHble AOKYMEHThI

5.8.2 UHCTPYKUUA MO SKCIMNYATALUA

a) ObLwune cBeaeHUs

[lononHeHne

JneKkTpuyeckne BhIXoAHble Xapaktepuctukn cneayet npusoantb B UHCTPYKUUAX MO SKCITYA-
TAUWW c ykazaHnem Bcex ceegeHni, Heobxoanmelx anst obecneveHuns padbotel USOAEITUA B cooTBeTCTBUM C
ero Xxapakrepuctmkamum.

Nns KT CKAHEPOB, B koTopblx YacTb PEHTTEHOBCKOIO MUTAKOWENO YCTPOUCTBA nHTerpupo-
BaHa ¢ PEHTITEHOBCKNM UINYYHATENEM (Hanpumep, MOHOBNOYHBLIM PEHTIEHOBCKUM N3JTY4HA-
TEJIEM), ycTaHaBnMBaeMble 3Ha4YEHNA HaNPAXXeHUA OA0JKHbI OTHOCUTBLCSA KO BCEMY U3AENUIO.

[lomkHa npuBoAUTLCA UHpOPMaLMSA O cneayrLWmMX coueTaHUAX;

1) cootBeTcTBYIOWLee HOMHAJIBHOE AHOOHOE HAIMNPAXEHWE Bmecte ¢ Hanbonswmnm AHOL-
HbIM TOKOM, nony4daembim ¢ nomoLsio PEHTTEHOBCKOMO MUTAIOLWENO YCTPOWUCTBA npu paboTe Ha
atom AHOOHOM HAINPAXEHWNI;

2) cooTBeTcTBYIOWMA MakcumansHeln AHOOHbI TOK Bmecte ¢ HauBonbwum AHOOHbLIM
HAMNPAXXEHWEM, nonydyaembim oT PEHTTEHOBCKOIO MUTAIOLWENO YCTPOWCTBA npu paboTe Ha 3ToM
AHOIHOM TOKE;

3) cootBeTcTBYloWEee codeTaHne AHOOHOIO HAIMNPAXEHWUA n AHOOQHOIO TOKA, Bo3HUKaloLwee
MPU HANBONbLUEN BbIXOOHOW 3MEeKTPUYeCcKon MOLLHOCTH;

4) HOMUWHAJIbHAA SINNEKTPUYHECKAA MOLWHOCTD, 3agaHHast Kak HanbonbLlasa NoCTOsIHHASA SNek-
Tpudyeckas BbIXogHas MOLWUHOCTb B kunoatTax, koTtopyro MoxeT gate PERTIEHOBCKOE TINTAKOLLEE
YCTPOWUCTBO, ana BPEMEHUHAIPY3KW 4 ¢ npu AHOOHOM HAMPAXXEHWUN 120 kB, nnn, ecnn aTn 3Have-
HKUA He Bblbupatotesd, npu AHOOHOM HAMNPAXXEHWW okono 120 kB 1 sHaveHnn BPEMEHW HAITPY3KW He
MeHee yem 4 C.

HOMWHAJIIBHAA SJIEKTPUNYECKAA MOLWLUHOCTL pgomkHa ObiTb 3agaHa BMecTe ¢ codeTaHuem
AHOOHOI' O HATNPAXXEHNA n AHOOHOI O TOKA n BPEMEHW HAI'PY3KW, koTopble ncnonbaytotea B KT
CKAHEPE.
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5.8.3 TexHu4vyeckoe onucaHue
a) Obuwune TpeboBaHUS
[lononHeHne

TexHnYeckoe onucaHne AOMKHO codepXaTb WHMOPMALMIe O KOMBUHALMAX COCTaBHbLIX YacTen U
[MPHAONEXHOCTEW KT CKAHEPA.

[TpnumeyaHune—Heobxognmo obpaTtuTeb BHUMAHUE HA YKa3aHWE:

- XapakTepucTuk ans onpegeneHns BUAOB TOKaA NMpepbiBaTefien TOKOB YTEYKN Ha 3EMITI0 UMK
- TUNOB npepblauaTeneﬁ TOKOB YTEYKN HA SEMITKO, koTtopble moryt ncnons3oatecsd 8 PEHTITEHOBCKOM
[TMTAKOLWEM YCTPOWUCTBE.

[lononHeHne
5.8.101 Ccbinka Ha SAKCIMNYATAULUNOHHBIE OOKYMEHTDI

[MpnBeaeHbl NyHKTHI U NOANYHKTBI HACTOALWEro ctaHaapTa, B KOTOPbIX paccMaTpuBatoTCa AONOTNTHUTESb-
Hble TpeboBaHua, cogepxawmneca B SKCIMNNMYATALUNOHHBLIX JOKYMEHTAX:

Pexum pabotel n Buabl HAITPY30K. . . . . . . . . e e e, 56u1n6.1Tm)
CoeQMHEHNE C UCTOYHUKOM MUTAHUS . . . . . & v v v v e e e e e e e e e e e e e e e e 6.1 Q)
Yactota MICTOYUYHUKOB INMATARNA . . . . . . . . . . . . . . . . ... ... 6.1 h)
[TOTPEDNAEMAA MOLHOCTD. . . . & v v v e e et e e e e e e e e e e e e e e e e e e 6.1])
KAXKYIWEECHA COINPOTUBIIEHWE NWCTOYRHWKOB NMMTAHWA . . . . . . . .. ... ... 10.2.2
YCNOBUA OXNAKAEHUS . . . v v v v v e e e e e e e e e e e e e e e e e e e e e e e 6.1 t)
Jnektpunieckne BbiXxogHble xapakrepuctukm PEHTITEHOBCKOI O TMTATAIOLWET O

YCTPOUCTBA u MAPAMETPbI HATPY3KW . . . . . . . . e e e e, 6.8.2 n 50.101
Heobxoanmble KOMOMHAUMK ANA UCNBITAHUA HA COOTBETCTBUE . . . . . . . « v v v v v o . . 6.8.3 a) n 50.1
[lpepbiBaTENb TOKA YTEUKM HA 3EMITHO . . . . .« v v v ot et e e e e e e e e e e e e e e 6.8.3 a)
COOTBETCTBME HACTOALWLEMY CTAHAAPTY = v v v v v v v e e e e e e e e e e e e e e e e, 6.8.102
LlentpanbHein 3axum [MTPOBOIA SALLUWTHOI O SASEMIIEHNA. . . . . . . . . . . . . .. 19.3

5.8.102 YcTtaHOBNneHUe cooTBeTCTBUA

Ecnu ana KT CKAHEPA nnu coctaBHbIX YacTen yCTaHOBMEHO COOTBETCTBUE C HACTOALLMM CTaHOapPTOM,
TO 9TO A0MKHO 6bIThb YKazaHo B SKCINMYATAUNOHHBIX JOKYMEHTAX:

KT CKAHEP ...* IEC 60601-2-44:2001

Coomeemcmaeaue riposepsarom aHanusom SKCIHTIYATALIMOHHBIX [JOKYMEHTOB.

PA30EN 2 YCNOBUA OKPYXAIOLLEW CPEQbI

[TpUMEHSAT NYHKTLI M NOANYHKTLI 0bLWero ctaHgapTa, 3a UCKIYEHUEM:

10 YCNOBUA OKPYXXAIOLLEW CPEbI

[TPUMEHSIIOT 3TOT NMYHKT 0OLWero ctaHgapTa, 3a UCKNIOYEHNEM:

10.2.2 InekTponuTtaHue

a)

[lononHeHne

BHyTpeHHee conpoTusneHne MCTOHUHUKOB NMTAHWUA aomkHo BbITe A4OCTATOUYHO HA3KUM A5 paboThl
KT CKAHEPA, ecnn3HadeHne KAXXYLLUEIOCA COMNPOTUBITEHNA NMCTOYHHNKOB N TAHWA He npeBbILLa-
eT 3HadveHus, yctaHoBneHHoro B QKCINTYATAUNOHHDBIX AOKYMEHTAX.

[TpnmedaHnwune—Ecnnm HOMUHATIbHOE HATPAXXEHWE yctanasnueatlot ans nutarowen CUCTeMbl, TO NMpea-
nonaratoT, YTO HE MOXET BbITb DOMnee BbICOKOIo HanpsiKeHUs Mexay NiodbbiMy NPOBOAHUKAMN CUCTEMbI NN MEXAY NOObIM

N3 3TUX NPOBOAHUKOB WU 3eMIen.

[lepemMeHHoe HanpsbkeHne ABNsie TCA NpakTU4ecku CUHycongarnbHbIM, eCn peanbHOoe 3Ha4YeHue oTnn4ya-
€TCA OT MTHOBEHHOTO 3HaYEeHUA UaeanbHOW CUHYCOUAbI B TOT XKE MOMEHT BpeMeHU He bonee Yyem Ha + 2 % NnKo-
BOrO 3Ha4YeHMUA HaNpsKeHUs.

TpexdasHbie NCTOYHHUKN MUTAHUA gomkHbl ObITb NpakTU4eCcK CUMMETPUYHBIMIK, €CIln OHW AatoT
CUMMETPUYHBbIE HanpsKeHUs1, a Npyu CUMMeTPUYHOU Harpyske CUMMeTPpUYHbIEe TOKN.

* Ykazanne MOOEJTA vnn TUTA.
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TpeboBaHMA HACcTOALLEro cTaHAapTa 0CHOBaHbI Ha NPeArnoSIoXKeHUN, YTo TpexdasHble CUCTEMbI UMEIOT
CUMMETPUYHYIO KOHUTYPaL MO NCTOYHUKOB HaMpshKeHUsa No oTHoWeHUo K 3emne. OaHodasHble CUCTEMB
MOXXHO MONY4YUTb N3 TakUX TpexdasHbix cucteM. Ecnun UCTOYHUK NMTaHNSA He 3a3eMIieH, To npearnonaraeTcs,
4yTo HeobxoaMmble Mepbl obecnevaTt BOCCTAHOBIEHNE CUMMETPUM HaNpsKeHUs Npu NMobbIX HapyLLUEeHUSAX 3a
0OCTaTOYHO KOPOTKOE BpeEMS.

KT CKAHEP obecne4ynBaeT BbINONMHEHUE TpebOBaAHMW 3TOr0 cTaHaapTa, ecnu yCTaHOBNeHHasd HOMMU-
HanbHaga anekTpuyeckast MOLWHOCTb MOXeT ObiTb npoBepeHa Ha KAXYLLEMCA COIMNPOTUBITEHAA
NCTOYHHUKA TIMTAHUA, umerwowem 3HadeHne He MeHee 4vemMm KAXKYLLUEECA COIMNPOTUBITEHUE
NMCTOYHHUKA TTMTAHWUA, ykazaHHoe N3TOTOBUTENEM B SKCIMTMYATAUNOHHBIX AOKYMEHTAX.

Coomeemcmeue mpebosaHUSIM Mpo8ePSIHoM OCMOMPOM, KOHMPOTIEM.

PA30EN 3 3ALLUTA OT ONACHOCTEWU MOPAXEHUA SNEKTPUYECKUM
TOKOM

[TpUMEHSOT NYHKTBLI M NOANYHKTLI pasgena obulero ctaHgapTa, 3a UCKITIYEHNEM:

15 OrpaHnyeHue HanpsHKeHUA N (Unn) aHeprun

[MpUMeHSAT NYHKT obLero ctaHgapTa, 3a UCKTIYEHUeEM:

[lononHeHne

aa) CbeMHble BbICOKOBOMbTHLIE Kabenn ana noacoeanHeHnsa Kk PEHTTEHOBCKOMY U3NMTYYATEIHO
OOJTKHBI UMETb TaKyHo KOHCTPYKU MO, YTODLI 0TCoeanHeHne nnu yaaneHume nx sawntHelx SKPAHOB Ob1no Bo3-
MOXXHO TOMNBKO NMpU NCNONb30BaHUN UHCTPYMEHTOB.

Coomsemcmaue rposepsitom aHanu3oM yepmexel U KOHCMpyKUyuu.

16 Kopnyca 1 3aliMTHbIe KPbILLKW

[TPUMEHSAT 3TOT NYHKT obLero ctaHgapTa, 3a UCKMIOUEHNEM;
[lononHeHne

[TpumeyaHwne— TpeboBaHusa, paccmarpmBatoLme CONPOTUBMEHNE N 3a3eMNEHNe TMOKOro NPOBOASILLEIO 3K-
paHa BbICOKOBONbLTHLIX Kabenen, coegnHeHHblx ¢ PEHTITEHOBCKM U3JTYYATENEM, npusegersl B IEC 60601-2-28.

19 OAnutenbHble TOKU YTEYKU v AOMNOJIHUATEJIbHbBIE TOKU B LEINW
NALUEHTA

[MprUMeHSaT NYHKT obLiero ctaHgapTa, 3a UCKITIYEHUeEM:

19.3 JonycTumble 3HavYeHUA

[lononHeHne

Ona KT CKAHEPOB rpady «Tun B» n HaumeHoBaHua nokasatenen « TOK YTEHWKW HA SEMITHO TP
HOPMAJIbHOM COCTOAHUA v EOMHNNYHHOM HAPYWEHWUW» n «TOK YTEYKA HA KOPITYC TPW
HOPMAJIbHOM COCTOAHWUIN» n3 Tabnunubl IV, BKtovast npMmedaHns, N(pUMeHso T U3 obLero ctaHgapTa.

Oonyctumble 3HadveHua TOKA YTEYKW HA 3EMITKO npuBogaT ana Ka)aou coctaBHOM 4vactu KT
CKAHEPOB, nmewwen cobctseHHoe coeanHeHne ¢ MCTOYHHMNKOM NMNTAHNA nnn noacoeaMHEHHOM K LLeH-
TpanbHOMY 3aXXUMY, eCni OH PUKCUpyeTCa U yCTaHOBNEH NOCTOAHHO.

PUKCUPOBAHHBLINA U NOCTOAHHO ycTaHoBNeHHbIN LUeHTpanbHbi 3AXKUM SALLUTHOIO SA3EMITEHUA
MOXeT HaxoauTbcs BHYTPpU 1 BHe DKPAHA unu kpoeiwkn KT CKAHEPA. Ecnu gpyrie coctaBHbIe YacTu UK
BCINMOMOIATENbHOE OBOPYLOBAHWE coeanHerHo ¢ SAXKNMOM SALLNTHOI O SASEMITEHNA, To TOK
YTEHKU HA SEMITHO mexgy SAXMOM SALLWTHOI O SASEMITEHNA 1 BHelLHe cUCTeMOU 3aLlLUUTEI MOXKeT
NpeBbIWaTh AONYCTUMbIE 3HAYEeHUA And Ndoro U3 noacoeamMHEHHbIX NPUOOPOB.

[Tpumeyarwue— Orpainierne TOKOB YTEHKWU HA S3EMJTKO Heobxoaumo ans 6esonacHoct JOCTYTHbBIX
YUACTEW v npepgoTBpalleHnsi MNOMeX, BO3AENCTBYICLWNX HA APYroe anekTpuyeckoe obopygoBaHume.
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Ecnn ncnonesyetca SAXKNM SALLNTHOI O SASEMITEHWA ana sakpenneHHOro U noCToAHHO YCTaHOB-
neHHoro obopyaoBaHua, paspbie NMPOBOAA 3AWLUTHOIO 3A3EMIIEHUA He paccmaTpuBaloT Kak
yCNnoBMe EANHUHHOT O HAPYLUERHNA.

B Taknx cnydyaax cooTBETCTBYHOLWaA MHpopMaLuna o coeanHeHn — B 6.8.3 a).
Coomeemcmeue rnpogepsiom eu3yarsibHo.

20 IneKkTpuyeckasa NPoOYHOCTb U3ONALNMN

[TprMeHsaT NYHKT oblero ctaHgapTa, 3a UCKITIYeHUeM:

20.3 3HavyeHUA UcnbiTaTeNbHbIX HANPAXeHUU

[lononHeHne

2rneKkTpunyeckasa npoYHOCTb U3ONALMK BbICOKOBOMbTHLIX Lenen Ao/KHa ObiTb AOCTaTOYHOW, UTOOLI
BblAepXaTb UCNbITaTellbHOEe HanpsaXXeHue B TedeHne BpeMeHun, npusegeHHoro B 20.4 a).

[1poBepky npoBoadaT ¢ otcoegnHeHHbIM PEHTIEHOBCKM U3NTYYHATEIEM HanpsaxeHnem, paBHbIM 1,2
HOMWHANBHOIO AHOAHOIO HAMPSAXXEHWUA PEHTTEHOBCKOIMO NMUTAKLWENO YCTPOUCTBA.

Ecnn PEHTTEHOBCKOE MUTAIOWEE YCTPOUCTBO MOXHO NPOBEpsiTh TOMbKO COEOUHEHHBIM C
PEHTTEHOBCKOW TPYBEKOW, To ncnbiTatensHoe HanpsbkeHne MoXeT OblTb MeHblue, HO He MeHee 1,1
HOMWHAIIBHOMO AHOOHOIO HANPAXXEHNA PEHTTEHOBCKOIO MATAKWENO YCTPOUCTBA.

20.4 UcnbiTaHuA

[lononHeHne

BbicokosonbmHbie yenu PEHTTEHOBCKUX MATAROLLMX YCTPOUCTB unu ux 6110Ko8 rnpogepsiiom
MPUNOXeHUEM UcrbimameribHO20 HarpsikeHUs, pasHo20 50 % om Haubonbuwie20 HanpsiXXKeHusi, deticmeyroue-
20 Ha U301UU0 rpU HopMarlibHOoU aKkcrnyamayuu 8 coomeemcemauu ¢ 20.3, 3ameM rosbiliarom €20 3a 8peMs
om 10 c unuMeHee 00 ycmaHO8/TeHHO20 KOHEYHO20 3Ha4YeHUS, Komopoe 8bidepXxugarom e medyeHue 3 MUH.

EcnueoepeMsiucribimaHusi Ha a5ieKmpu4ecKyro rpo4YHocme rpousoudem riepezpes mpaHcgopmamopa
UNuU KaKux-nubo opyaux yeriel, mo 0ornycmumMo rnpoeooums ucrisimaHus ripu bonee eabicokou Yacmome riuma-
HUS UTU ApunioXxXxume ucribimamesibHoe HarnpsiXKeHuUe Ko emopU4HoU 0bMOMmKe 2eHepamopa.

d)

3amMeHa

Bo gapemMs ucrnbimaHUus afiekKmpu4yeckoU fpo4YHoCmMuU ucnbkimamerbHOe HarpsXXeHUe 8bICOKOB8OIbMHOU
yernu OomKkHo noooepxxusamscss om 100 % 0o 105 % om mpebyemoao 3Hav4eHUs.

)

[lononHeHne

Bo epems ucrnisimaHusi anekmpuydeckol npoyHocmu PEHTIEHOBCKUX MATAROUINX YCTPOUCTB
cr1abbiMU KOPOHHBIMU pa3psidamMu U30154UU 8 8bICOKOBOSILIMHOU Uernu MOXHO rnpeHebpeys, ecriu OHU 803HUKa-
fom, Koza0oa ucribimamerbHoe HarpsikKeHue yMeHblwaemcs 6 1,1 pa3a om HarnpsXeHUsl, npedycMompeHHO20
YCIo8USIMU UCMbiMaHUS.

)

[lononHeHne

VicrnibimamernbHoe HarnpsXeHue O UcrbimaHUs a5iekKmpu4deckoU rnpo4YyHoCcmu cmamopa U yeriet cma-
mopa, ucrionb3yemseix ons pabomsi epawarouwiez2ocss AHOLA PEHTITEHOBCK OU TPYBKW, sienssemcsi Harpsi-

XKEeHUeM, 803HUKaKWUM rocre yMeHbUWeHUS numaruwje20 HarnpsikeHuss cmamopa 00 €C80e20 yCcmou4ueoz20
pabo4yezo 3Ha4YeHUs.

[ononHutenbHoe nepevncneHue aa)

1) PEHTTEHOBCKUE MUTAIOUIME YCTPOUCTBA unu ux 6510Kku, uHmezpuposaHHsie 8 PEHTIE-
HOBCKUUN U3TTYYHATESb, domkHbl 6bimb UcribimaHbi ¢ pabomaroweli PEHTTEHOBCKOU TPYEKOU.

2) l::cnu ucrsimaHue arekmpuyeckol MpoYyHocmu rnposodsm ¢ coeduHeHHol PEHTIEHOBCKOU
TPYBKOW, a ebicokogonbsmmHasi yerb He docmyriHa O11s1 U3MePEHUS MPUMOXXEeHHO20 UcbimamerbH020 Harpsi-

XKeHUs1, mo HeobXxoouMbie U3MepeHUsI OOITXKHbI 2apaHmupoeamse, Ymo 3Ha4YeHUs riexxam g ripedenax, mpebye-
Mbix 8 20.4 d).
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PA3EN 4 3ALLUTA OT MEXAHUYECKUX OMNMACHOCTEW

[TpUMEHAT NYHKTbI U NOANYHKTLI 00LWero ctaHgapTa, 3a UCKTIOYEeHUeM:

22 [1BMXyLimecs 4acTtu

[MpumeHsitoT 22.4 IEC 60601-2-32 [2], 33 ncknoveHmnem:

[lononHeHune

22.4.101 TAHTPU u CTOJ1 NALUMUEHTA

a) Obuwue TpedoBaHUS

1) TpepbiBaHne ABWKEHUN NN COOU NUTAHNS MOXKET NPUBECTU K OCTAHOBKE NODLIX YacTen annapaTtaB
npeaenax, AaHHbIX B COOTBETCTBUU C b) nc). MakcnmanbHble pacCToOSAHUA U YTkl ANS KaXXA0oro cnyyas oCTaHOB-
Kn ooSKHbl ObITh YkazaHbl B SKCITTTIYATALNOHHBIX QOKYMEHTAX.

Coomeemcmeue rniposepsiom aHanuzom SKCITIYATALUMNOHHBIX JOKYMEHTOB u omkio4yeHUeM
rnumaHus anrapama 0715 0CMaHO8KU O8LIXKEeHUS U U3MepeHUeM pacCmosIHUU, Ha KOMOopbIX elde rpoucxooum
OBUXXEHUE [10Cre OoCmaHo8KU. 3mu ucnbimaHus npoeocosm ¢ maccou 135 Ke, akeusaneHmMHoU 8ecy
[NALIMEHTA, pacnpeodeneHHou pasHomepHo no onope CTOJIA LATIA MNALIVMEHTA.

2) [pun HanuU4YnMKM prucka CTONMKHOBEHUSA € NaLMEHTOM Kakux-nnbdo vacten nsgenus npy HOPMATIBbHBIX
YCHNOBUAX N3OEJTINA paboTbl 1 BO3MOXHOCTU OrpaHUYEeHNA 3TUX CTONKHOBEHWI O0ITKHBI ObITb YKa3aHbl B
NMHC TPYKUWWU MO SKCIJTYATALWN.

Coomeemcmaeue rposepsItom aHasru3oM 3KcrinyamaulUuOHHbIX OOKYMEHMOS.

3) Ecnun B pesynbTate nNONOMKMA W npepbiBaHua aAsukeHna Bo Bpema HOPMAIBHOIO
NCINOJIb3OBAHWUA USOEJINA nponsonpeT caasnueaHue NAUMEHTA, To cpeactBa KOHTPOMNSA U KHOMKA
ynpaBneHus A0KHbI NO3BONMUTL OCBODOANTL €ro. ITU cpeacTBa ACMKHbI ObITh YkaszaHbl B MHCTPYKUN 10O
SKCIMIYATAUNN n Ha aTtuketke USOAENMUA ¢ ykasaHueM, kakme AeUCTBUA TpebytoTca ANg oCcBOOOXaeHUSA
NMALUNEHTA.

Coomeemcmaue riposepsarom aHanusom SKCIHITYATALIMOHHBIX [IOKYMEHTOB.

b) HaknoH raHTpu

[Tocne BHe3anHoW OCTaHOBKW Yron HaknoHa raHTpu AomkeH obiTh B npeaenax + 0,5°.

Coomeemcmaeaue rpo8epsIHom oCMOMPOM, 8U3yarllbHO.

c) JNMnHennble asumxkennsa CTONA NMAUUEHTA

[locne BHe3anHou ocTaHoBKM CTOJI TTALUMVNEHTA aomkeH HaxoanTbesa B npeaenax =10 MM OT nNonoxe-
HUS1 B MOMEHT OCTaHOBKM!.

Coomeemcmaeue riposepsIHom oCMOMpPOM.

22.4.102 YnpaBneHue gemxeHnamm ASOEJNTUA BHyTpU npoueaypHOU

OINEPATOP gonxeH KOHTponMpoBaTh Ntobble MexaHnveckme asmxkeHunsa vyacten M3AEJTUA, koTopblie
MOTyT Bbi3BaTb TpaBMmuposaHue NALUMEHTA.

KoHTponb gomkeH ocylwecTtBnATbeA B Takon bnnsoctn ot CTOJIATIALUMEHTA, ytobsl ONEPATOP mor
noctosAHHO BuaeTb NAUNEHTA 1 nsbexatb BOSMOXHbIX TPABM B AansHeunwem. [1pn 3ToM onepaTtop AomKeH
ObITb pacnonoXXeH Takum obpasom, YTobbl A0 Hero He Mor aoTpoHyThesa NMALUVEHT.

22.4.103 YnpaBneHue apmxeHnamum U3OEJINA ns nomelweHna BHe npoueaypHou

OMNEPATOP pomkeH KOHTponupoBaTb Nobble MeXxaHu4eckne ABMKEHUS1 YacTen Mn3genusl, Kotopble
MOTYT Bbl3BaTh TpaBMupoBaHue NALNEHTA. 3T TpeboBaHUA He pacnpoCTPaHsATCS Ha ABMXKEHUS, KOTOPbIE
ABMNATCA YacTblo NpeaBapUTENbHO 3anporpaMMmMpOBaHHOro NPoToKOoNa CKaHUPOBaHKUA.

[MpumeHsaroT 22.7 IEC 60601-1, 3a ncknoveHmnemMm:

[lononHeHne

22.7.101 ABapunHad ocTaHOBKa MeXaHU4YeCKUX ABUXKEeHUN

INlerkoBugnumeble U OOCTYMHbIE KHOMKWA W BbIKMOYaTENnM cneagyeTt ycraHasnmBaTtb BONM3nM CTOJIA
NAUNEHTA n/unn FT’AHTPW ana aBapunHON OCTaHOBKU BCEX ABMKYLLIMXCS YacTel NyTemM OTKNIOHYEHUSA Lienen
NMUTaAHUA NPUBOOOB ABMXKYLLMXCH Y3MNOB.

[Tpn paboTte ntoboe ABMKEeHUEe AOIMKHO npekpalwatbes B npegenax, ykasaHHbiX B 22.4.101. KHonku v
nepeknyaTenn ynpasneHus ABMKeHUEM AOITKHbI ObITb pacnonoXXeHbl Takum obpasom, YToObl OHU HE MO
cpaboTtaTb crny4vyanHo.

[ToaobHbIe nepeknovaTenu AOOMMKHbl ObITb  pacrnonoXeHsl BONM3M unnu Ha mobom [MYJIbTE
YINPABJIEHWUA, ¢ koTOpOro MOXXHO ynpaenaTe ABMXKEHUNEM.

Bpems, Heobxoanumoe ansi Toro, YTobbl NpekpaTUThb nogavy nutaHus nocne BO34eUCTBUS Ha NepeksoYa-
Tenn U KHOMKKN, He A0J1KHO ObITh Bonee 0,5 c.
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[1pwunmeyaHune— Boiknouarenu, obecnevmBaome aBapunHyo OCTAHOBKY BCEX ABWXYLLMXCS YaCcTEW OTKIIO-
YEHMEM NUTAHUA ABMXYLLENCH CUCTEMBI, AOMKHbI Takke orpaHnymBatb HAIPY3KY, kak onucano B 29.1.101. Oba Buaa
yrpasrneHns MOryT OCYLLUECTBNATLCHA OQHOUN U TOWN e KHOMKOWU 3KCTPEHHON OCTAHOBKM.

Coomeemcmaue rposepsitom UsMepeHUeM paccmosiHuUll rocsie rnpepbisaHusi NUMaHuUs U UaMepeHUeM
8pEeMEHU 8bIKITOYEHUS.

27 lNHeBMaTn4yeckue n rmgpaBnnyeckme CUCTeMbl

[TpUMeEHSIIOT NYHKT obulero craHgapTa, 3a UCKNoYEHNUEM:
[lononHeHune

27.101 U3ameHeHue JABJIEHUA BKT CKAHEPAX c nHeBMaTuiyecKuM ynpaBsneHnemM gBumxeHUeMm

Ecnu aBapunHasa cutyaumsa moxet npmuesecTtu kK nameHeHuo JABJTEHWA B cucteme, ucnonesyemon gng
yrpaBneHuns ABMXKeHNneM, TO BCce NnepemMeLleHNa A0ITKHBI 0becneunBaThCd B npeaenax, ykasaHHbixs 22.4.101.

Coomeemcmeue rnpogepsiiom umMumauueu ycroguu HapyuwleHUsI, KOHmponeM cpedcmse 3aliumsbl U
U3MepeHUEM paccmosiHUU rocsie ocmaHO8KU.

PA3OEN 5 3ALLUUTA OT ONMACHOCTEM NOBPEXOEHUSA
OT HEXENATEJNIBHOI'O UJIK YPESMEPHOI' O U3JTYHEHUA

[TpUMeHAT NYHKTLI U NOANYHKTLI 0bLWero ctaHaapTa, 3a UCKITIoYeHUeM:

29 PEHTTEHOBCKOE U3JIYHEHUE

[TpUMeHSA0T NYHKT obLero ctaHaapTa, 3a UCKIMIOYEHNEM;

[JononHUTenbHble NOANYHKTHI

29.1.101 ABapuuHoe npepbiBaHne PEHTTEHOBCKOI'O U3JITYHEHUA

NerkoBngnmele M OOCTYMNHbIE cpedcTBa cneayeT UCMONb3oBaTb B CUNMOBLIX Uensax okono CTOJNA
NAUNEHTA w/vnn TAHTPW ana HemeaneHHoro oTkmoveHud, 4ytobbl oTkntounts HAMPY3KY.

[Tpnmedadnune—Cpeacrea, obecnevmBarowme asapunHoe rnpepbiBaHne nogadm HanpspKeHns anst OTKIoYe-
HUSA HArpy3kn, AOIMKHbI OCTaHaBNMBAaTh BCE ABWXEHUS, Kak onncano B 22.4.101 b), 22.4.101 ¢)n 22.7.101. Oba Bnga Kom-
MyTauumn BO3MOXHO OCYLLECTBIMATL OQHON N TOW e aBapUNHOWN KHOMKOW OCTAHOBKM.

Coomeemcmeue rnpoeepsrom coomeemcmeayioWumMu OYHKUUOHaNbHbLIMU UCTbiMaHUSIMU.

29.1.101.1 MHankauma ynpasneHud

a) COCTOAHNETOTOBHOCTW

Buagnmasa nHgukaumsa gormkHa bl obecnedeHa Ha MYJIBTE YITPABINEHWUA, ans coctoaHUA, npu KOTO-
poM oAHO cnegyrouwee aencteme nepeknovatena Ha [NYJIBTE YITPABIEHWUA ocywecTtenaeTt BkoveHne
Harpyskn PEHTTEHOBCKOW TPYBKW.

Ecnn aTo cocTosiHME BbIDUpaeTCcs C NOMOLLbHO CBETOBOIO MHAMKaTopa ¢ O4HUM MOSIOXKEeHNeM, TO MCMNOIb-
3YIOT 3eleHbIn LBeT, CM. 6.7 a).

JomkHbl ObITb NPpeaycMOTPEeHbl nepeknovartenn Ansg UMHAUKaUuUMnM 3TOro COCTOSIHUA, yAaneHHble OT
[TYJIbTA YTPABIIEHWUA. 310 TpeboBaHne He NPUMEHSIIOT K nepeaBuKHOMY 0bopyaoBaHUIo.

b) PEXM HAIPY3KW

PEXWM HAIPY3KW gomkeH nHanunpoBaTbCd CBETOBLIM MHAUKATOPOM XenTtoro upeta Ha [YJIBTE
YIPABJIEHWNA KT cuctemel, cMm. 6.7 a).

Coomeemcmaeue rposepsiiom e8u3yarlbHO U Mpo8eleHUeM coomeemcemeyrowux (byHKUUOHaIbHbIX
ucribimaHuu.

29.1.101.2 OrpaHun4veHuMe pagnalMoOHHOMO BbIXoaa

a) [pn onpeneneHHbIX UMW NpeaBapuUTENIbHO BbIDpPaHHBIX NMapamMeTpax Harpysknm n pexxmmax pabdoThbl
OOIMKHbI ObITb MCMNOMb30BaHbI OrPaHNYNTENN 3NEKTPUYECKON SHEePrUn.

Bo Bpema N3JTYHEHNA ONEPATOP gomkeH uMeTb BO3MOXKHOCTb OTKITIOUNTL HATPY3KY B ntoboe Bpe-
MS, HO OOKHbI ObITh obecrneyeHbl cpeacTsa, NO3BONSAOLWNE OTKNIOUNTL NodYe eanHuUYHyto HAITPY3KY n3
cepun npeaycMoTpPeHHbIX.

b) Jlioboe nonoxeHWue nepeknovaTens, nNpu KOTOPOM MOXeT ObiTb BKIodeHa HAIMPY3KA
PEHTTEHOBCKOW TPYBKW, A0MKHO UMETb 3alnTy OT HenpeagHaMepeHHbIX 4eUCTBUN.
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Coomeemcmaeaue rposepsom ausyarbHO U coomeemecmayrouwUuMU QOYHKUUOHaNbHLIMU UCTbimaHUsIMU.

29.1.101.3 CoeguHeHune ¢ sHewHnmu BITIOKUPYOWNMU YCTPOUCTBAMW

KT CKAHEPbBI gomkHbl uMeTs ¢ BHewHuMu BITOKUPYOWUMIN YCTPOUCTBAMW Takoe coeanHEHMe,
MpyU KOTOPOM OHU BbiNu 66l yaaneHsl oT KT CKAHEPA n mornm 66l Bbikmounts PEHTTEHOBCKUA
N3JTYHATEIb, a Takke npendaTcTBOBaTL €ro BKITIOYEHUIO.

Korga Ucnonb3yT gnarHoctuyeckne m MHTepBeHUoHHble MeTodbl, npuMeHsieMble B KT CKAHEPE
BHELLHWe DNOKUPYOLLME YCTPOUCTBA, Kak onucaHo Boeiwwe, noasepratoT NALUMEHTA, a takke ONEPATOPA
3HaYUTENbHO BornblueMy pucky obriydeHus. Moatomy npumeHeHne Takux BITIOKUPYIOWMX YCTPOUCTB
OOoNycKaeTCcH TOMNbKO TaM, rae 3To HeobxoanMmo.

Coomeemcmeue riposepsiiom HabmooeHueM U coomeemecmeayrowiuMyu QYHKUUOHaIbHBIMU UCTIbI-
maHUusmMmu.

29.1.102 YctaHoBneHUe A03bl U UCNbITATENBHOIo odbopyaoBaHuA

29.1.102.1 YcTtaHoBneHWe Ao3Ll

Mpu ncnonbsoBaHnn gosumeTtpudeckoro PAHTOMA ans KOMMBKOTEPHOW TOMOIMPA®UN nonxHa
ObITb nonyveHa cneaytowaa nHgpopmaunn. Ans KT CKAHEPA ans nccneaoBaHust Kak rofnoBbl, Tak U Tefna B
SKCTINMYATAUNOHHBIX JOKYMEHTAX gomkHa ObiTb NpuBegeHa oTaenbHasas nHopmMauna o aolsax ansd
KaXxaoro npuMmeHeHus. Bce nsmepeHua aosbl cneayet nposoaute ¢ nomowbio PAHTOMA, ykasaHHOIo B
29.1.102.2, pacnonoxeHHoro Ha CTOJE NALUMEHTA 6e3 gononHUTenbHOro nornowatwlero marepuana.
IT0T aosnmeTpudeckun PAHTOM gomkeH ObITb LEHTPUPOBAH NO NOM CKAHUPOBAHUA U MO OCK BpalleHUS
CKAHEPA.

Cneaytowasa nHgpopmaums aomkHa obiTb YkazaHa B SKCITTYATALNOHHBIX AOKYMEHTAX:

a) CTDl,5g n cootBetcTBytolne PEXWMbI PABOTbl KT npn nonoxeHnax B A03MMETPUYECKOM
CAHTOME, onpegeneHHbiX B 29.1.102.2:

1) Baonb ocu BpaweHua PAHTOMA (CTDI,,, 3Ha4YeHne B LIeHTpe);

2) BOONb NUHUK, NapanfenbHon ocn BpaweHus, n Ha 10 mm B rnyduHy ot nosepxHoctnn PAHTOMA.
OAHTOM gonxeH bbITb pacnonoXeH Takum obpasom, YTobbl CTDI, 4q ObINT paBeH MakcuMarnbHOMY 3Ha4YEeHNUHO
Ha aTou rnyouHe (CTDIl,qq9 — Nepudepnyeckoe 3Ha4eHue);

3) BOONb NMUHWW, NapannensHonocunepaweHus, Ha 10 Mm B rnyouHy ot nosepxHocTu PAHTOMA B nono-
xeHunax 90°, 180° 1 270° oT nonoxeHus, 0bo3HaA4YeHHOro B a) 2) 3Toro NoanyHKra.

PEXWMb|I PABOTBHI KT gomkHbel umeTb 3HavyeHUqa, yctaHasnmBaemble U3 OTOBUTEIEM. Nonoxe-
HUe, npu koTtopoM CTDI, 59 MakcMMarnbHO, KaK ykasaHo B MyHKTe 2), nepevncrneHns a), AoiKHO OblTb 3a4aHo
N3ITrOTOBUTEJIEM no 0THOLWIEHUIO K ONOpe CKaHMPYoLWEro MmexaHmuama unm apyrom obosHavyeHHom yactm KT
CKAHEPA TaK, 4ytobbl MOXHO ObINO pacnonoXutb aosumeTtpudecknin PAHTOM.

b) CTDl;59 B LeHTpe pacnonoxeHunsa paosumetpudeckoro PAHTOMA ana kaxaoro BblOpaHHOro
PEXNMAPABOTDI KT, koTopoe nsmeHsieTcA Kak B 3aBUCUMOCTU OT npoaomknTensHocTn M3JTYHEHWNA, Tak n
oT HOMUHANTBHOW TOMOTIPA®UHECKOW TONWWHLI CPE3A.

CTDlgq NpeacTaBsneH kak 3Ha4eHue otHocuTenbHO CTDI 4 5q B LLIEHTpE pacnoioxXeHnsa 4O3UMEeTPUYeCcKo-
ro PAHTOMA, onucaHHOro B nepevyncneHnn a) aToro nognyHkta, umetrowero sHadeHune 1. Tak kak PEXXM
PABOTbI| KT nameHaetcqa, sce apyrue Hesasucumble PEXXUMbl PABOTbI KT cneayeT yctaHaBsnmMBaTth Npus
TUMUYHBIX 3HAYEHNSAX, ONMUCaHHBLIX B NepevncneHn a) 3Toro NoanyHKra. 3ta MHpopmMaLna AomKHa ObITb YKa-
saHa ana gmanasoHa PEXWMA PABOTDBI KT, yctaHosneHHoro N3O TOBUTENEM.

Korga ncnoneayetcs 6onee 4yem tpn 3HaveHuss PEXXMMOB PABOTBHI KT Tomorpada, AomKHO ObITb
obecne4yeHo oTHocuTenbHoe 3HadveHne CTDI 59 NO KpanHen mepe Ana MUHUMAabHOIo, MakCMMalrbHOro U
cpeagHero sHaveHnn PEXKMMA PABOTDI KT.

c) CTDlI,yq B NonoxeHnun, cosnagatoem ¢ makcumansHon CTDI, 44, He rnyoxke 10 MM OT NOBEPXHOCTU
nosnmetpudeckoro PAHTOMA ans kaxagoro BbibpaHHoro nukosoro AHOAHOIO HAIMNPAXEHWNA. Ecnu
ncnonbsyetca bonee Yem Tpu 3HaveHns nukosoro AHOOHOIO HAMPAXXEHWUA, to CTDI, 5, AomkeH BbITh
npeacTaBlieH Kak 3Ha4eHne, 0OTHeceHHoe K MakcuMmansHoMy 3HaveHunto CTDI, 54, COOTBETCTBYIOLLEMY MONOXE-
HUto Ha 10 MM Hke noBepxHocTK gosnumeTpudeckoro PAHTOMA n3 nepevncnerus a), ¢ CTDI, 44, UMetOLLIUM
3HavyeHune 1.

C) YcTaHaBnMBaeTcs MakCuMalnbHOE OTKIMOHeHWe OT 3Ha4YeHWUN, 3agaHHbIX B COOTBETCTBUN C Nepednc-
neHnamun a), b) n ¢). OTKNOHEHUA 3TUX 3HAYEHUN He OOJPKHbI NpeBbiaTh 3TUX NPeaenos.

Coomeemcmeue mpebogaHusam riposepsrom aHanuzoMm SKCITIYATALIMOHHBIX [JOKYMEHTOB.

29.1.102.2 HosnmeTtpuyecknin PAHTOM

HosnmeTtpudecknmn PAHTOM gomkeH coctoaTb 13 NMM umnnHapoBs, uMerownx gauameTtp 160 MM ans
nccnegoBaHug ronosbl U 320 mm gna nccnegosaHud tena. AnnmHa PAHTOMA — He meHee 140 mMm. PaHTOM

11



OCT IEC 60601-2-44—2011

OOIKeH nepekpbiBaTh YyBCcTBUTENBHLIM 00beM JIETEKTOPA U3JTYHEHWA, ncnonbayemoro anst usmepeHun.
GaHTOM AOMKEH UMETb OTBEPCTUA, AocTaTouHO bonblne, YTobbl BcTaBuTh AETEKTOP N3JNTYHEHUA. O11r
OTBEPCTUA AOIMKHBI ObITh NapannensHbl oc cummeTpnun GPAHTOMA, 1 LUEeHTPLI OTBEPCTUN AOIKHBbI ObITL pac-
nonoxeHel B LeHTpe n Ha 10 MM HKe noBepxHocT PAHTOMA ¢ nHtepsanamm 90°.

B oTBepCcTUA, HE UCMONb3yeMble NPU U3IMepPeHUsaX, BCTaBNAOT BCTaBKU U3 TAKOr0 XXe MaTepuana, U3 KoTo-
poro cagenaH PAHTOM.

2.9.1.103 Ho3a

29.1.103.1 lpodpunb 403kl

[[papnueckoe unzocbpaxeHne T[POOUNA [OO3bl Boonbe ocu  z, nepneHAUKYNSPHOU K
TOMOIPA®UNYECKOW MNOCKOCTW, wuamepeHHOro B LEHTPanbHOM MNOMOXEHUN [O03UMETPUYECKNX
GAHTOMA ronosel 1 PAHTOMA TEJIA, gormkHo 6bIThb ykazaHo B SKCTTTYATALUNOHHBIX AOKYMEHTAX
nns kaxaon sbibpanHon HOMUHAINBHOW TOMOIMPAPUNYECKOW TOJNWNHBLI CPE3A. Ecnu npumMeHsieTcs
TonwmHa B 3 pasa 6onbwe HOMUHANTBHOW TOMOIMPA®UNYECKOW TONWWHBLI CPE3A, To uHdopmauuio
cneagyeT NpMBOAUTb MO KpauHeu mepe aAnd MUHUMANbHOU, MakCUManbHOU U cpedHeu HOMWHATIBbHOW
TOMOIMPA®UNYECKOU TONWWHbBI CPE3A. MPO®UNb AO3bl npeactasnseTcs Ha TOM e rpaduke 1 B TOM
Xe macwTabe, 4yto n cooteetcTBytownn NPOPUITE HYBCTBUTEJIBHOCTW, onncanHbin B 29.1.103.2.

29.1.103.2 Tlpodunnb YyBCTBUTENBLHOCTI

['padunveckoe nszobpaxerHne NMNPOCGUITA HYBCTBUTEJIBHOCTW B nonoXeHun, COOTBETCTBYIOLLEM
LeHTpanbHOMY nonoxeHuo gosnumetpudeckoro PAHTOMA, aomkHo bbITh 3agaHo B QKCITTITYATAUMNOHHBIX
NOKYMEHTAX ansa kaxgon HOMUHANBHOW TOMOIMPA®UNYECKOW TONWKMHBI CPE3A, ang KoTopon
[MPOOUIIb AO3bl 3aaaH B cootBeTCcTBUM € 29.1.103.1.

29.1.103.3 BsBeleHHbI CTDIlgq

3Ha4veHue B3BelleHHoro CTDI 54 (CTDI,) paBHo:

CTDl\y = 1/3 CTDI'IOO(LI,EHTD) + 2/3 CTDlmo(nequDepmﬂ).

CMm. 29.1.102.1, nyHKTBI 1) 1 2) nepevncneHms a).

IT70 3Ha4venune CTDI, aomkHo nHanuuposatbea Ha nynbte OINEPATOPA ¢ ykaszaHneM Tuna nccrnegoBa-
Hua (ronosa unu teno) u PEXXMMOB PABOTHLI KT. Ecnu HOMUWHAJIIBHAA TONWWNHA TOMOIPA-
PUHECKOIO CPES3A He paBHa wWaroBoMy nepemMelleHuno ctona npu BpaweHu, To COOTBETCTBYIOLLEee
3HayeHne CTDI. pomkHO MHOMLMPOBATLCA KakK cpefHAd Ao03a B CKaHMpyeMoM obbeme npu BblOpaHHbIX
PEXWNMAX PABOTDI.

2T0, Hanpumep, TpebyeTcd B cneayloLuxX crnyvasx:

- MPWU MHOIOCMTOVUHOM pacnonoXeHU eTeKTOPOB,;

- korga HOMUHAJIBHAA TOMOIPAPNHECKAA TOJNWWWNHA CPE3A He paBHa Wwaropomy nepemetle-
HUIO CTOMa NP BpaLleHWUN;

- korga HOMUHAJIBHAA TOMOIPAPNHECKAA TONWWNHA CPE3A He paBHa Wwarosomy nepemelle-
HUIO CTOMa MeXay AByMA nocnegoBaTeNbHbIMUA CKaHaMM.

DTOT nepeyeHb He NOSHbIN.

29.1.103.4 ['eomeTpuyeckad apPekTUBHOCTL B Z HanpaBneHUu

[eoMeTpudeckas addEeKTUBHOCTL B HanpasneHuu z pasHa MNOMNHOW WWMPUMHE HA YPOBHE
NONOBUHLI MAKCUMYMA MPO®UNA YWYBCTBUTENBHOCTW, BbipaxeHHoro B npoueHtax, MOJIHOWN
LHPWHBI HA YPOBHE MNOJTIOBNHBI MAKCHUMYMA INMPOOUITA AO3bI. Ecnn ncnonbsyetcs 6onblle oaHou
NMMHEWKN OeTEKTOPOB, TO cnegyeT UCNOoNMb30BaTbh CYMMY NMPOPUNEN YYBCTBUTENBbHOCTW kaxxaon nuHemn-
K. [ns cpe3oB capdeKkTUBHOCTLIO MeHee 70 % aencteutenbHasi reomeTpudeckast saodpeKTUBHOCTb B Hanpae-
NeHnn z aormkHa BblcBeYnBaTbea Ha nynbTe ynpasneHna ONEPATOPA.

29.1.104 PACCTOAHUE POKYCHOI'O NATHA 4O KOXW

KT CKAHEPbLI| cnegyet koHcTpyupoBaTb Tak, 4YTobbl MuHumanbHoe PACCTOAHUWNE POKYCHOIO
MATHA OO KOXW obnyuyaemoro NMAUMNEHTA 66110 He meHee 15 cMm.

Coomeemcmaeaue rposepsitom eu3yarbHo.

29.1.105 Mepbl 6e3onacHocTu oT YpeamepHoro PEHTTEHOBCKOIO U3NMYYEHUA

a) [okHbl ObITb 0becrneveHbl cpeacTsa Ana asTomMaTtudeckoro otkntodeHna U3NMYHEHNA B cnyyae
MONMOMKN Tanmepa. Takoe OTKIIoYeHUE crieayeT NPOoBOANTL 3a BPEMS, OrpaHudmnBatcLlee obLiee BpemMsi CKaHU-
poBaHUA He Bbonee YeMm Ha 110 % ycTaHOBNEHHOro 3HaveHus unm Ha oanH nosopot PEHTITEHOBCKOIO

N3NYYHATENA npnucnons3oBaHuUm Kak Taumepa ocbpaTHOro oTcHeTa, Tak U npudopoBs, ynpaBnaoLWLUX PyHKL M-
avin NSOAEJTNA.
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Nna ONEPATOPA aonxHa 6bITb obecnevyeHa Buammas nHankauns otkrodeHns M3NYHEHUA.

b) [omkHbl ObITb 0becneyveHbl cpeacTBa AnNga aBToMaTmdeckoro otknodeHna N3INYHEHUA B cnyvae
nonomkm Tton vactn USOEJINA, koTopast onpegensiet cbop nHdopmMmaunm BO BpeMst onpegeneHHoro nepmnoaa.
OTKNo4YeHune Npu Takom nonomMke 4ormkHo npoBoanTbed B TedeHne 1 ¢. [insg ONEPATOPA gomkHa ObITh obec-
nedyeHa suammas nHankaumsa okoHdadmsa M3NNYYHEHAA.

c) HdomkHbl bbITb 00ecneveHbl cpeactea Ang otkntoueHnss U3JTYHEHUA ONEPATOPOM B ntoboe Bpe-
MS MpU eAUHUYHOM cKaHe, npu cepu ckaHoB nog koHTponem PEHTIEHOBCKOI O OBOPYAOBAHWUA npo-
O0IMKNTEeNsLHOCTLIO bonee 0,5 c.

d) Ecnu nsnydeHune ObINO npekpaweHo rno obctosaTenbcTBam, He ykasaHHbIM B nepevncrieHusax a), b) n
c), To noBTopHas yctaHoBka PEXXMMOB PABOTHEI KT Heobxoauma nepen npoBeaeHNEM cneayollero ckaHum-
POBaHUA.

e) Ecnu B ogHol n Toin sxe TOMOIMPA®PUHECKOWM MMOCKOCTW sanporpammupoBaHo 6oree oaHoro
ckaHa Ha nynbte OMNEPATOPA, TO AomkHO ObITb NpeaynpexgeHue O TOM, UYTO 3TOT PEXUM BblOpaH, W’
OlMNEPATOP gomxeH noaTBepanTb, YTO 3TO TpeboBaHMe BuINOIHAETCS nepea npoaomKeHnem cepui CKaHoB.

f) JltobagaunHdopmauuna, nonyvyeHHasa Ao seikntoveHnsa HAIMPY 3K npu cnupansHOM CKaHUPOBAHMU, O0TT-
XHa ObITb npuroaHa ANnsl PEeKOHCTPYKUMKA MN300paKeHua npu nwodomM NPUHYAUTENBHOM BbIKIHOUEHNN
HAI'PY3KW.

Coomeemcmeue riposepsrom HabmooeHUeM U UchbimaHusmu.

29.1.106 KoHTponb U uHAUKauua padbovunmx cocTosIHUIA

29.1.106.1 BusyaneHaga nHgukauus

PEXWUMbI PABOTbBI KT, ncnonbsyemeble Bo BpeMda npoBeaeHUA CEPUNHON0 cKkaHUPOBaHUA, OOITKHBI
MHOULMPOBATbCH 3apaHee, nepe Havanom ckaHoB Un cepuit ckaHoB. B NSOAEITN, nmetoem Bce M HEKO-
Topble U3 aTux PEXKMMOB PABOTEI KT npn donkcnpoBaHHbIX 3HAYEHUAX, 3TO TpeboBaHME BbINOMHAETCS
noctossHHoOW Mmapkuposkon. MHaukaunss PEXKNMOB PABOTHI KT aomkHa bbITb BUOAUMON, Ha4YMHaA ¢ Noboro
NONOXEHUS, OT KOTOPOro BO3MOXHO HaYano cKaHUPOBaHUA.

Coomeemcmeue rnpogepsom aulyallbHO, OCMOMPOM.

29.1.106.2 NHankaTop COCTOAHMNA U3NTYYEHUSA

Korga npouncxoaut nsnyveHune, susyansHoe HabntogeHne cneayetsectuHallYIIBTE YIIPABJIEHNA, Ha
koTopoMm BknMovaetTca PEHTITEHOBCKOE U3JTYHEHWE, a Takke okono ckaHupytollero mexaHuama. MIHauka-
TOPbI HA CKAHUPYOLWEM MeXaHU3Me U OKOMNO Hero A0MKHbI ObITb BUAWUMBI C NTI0OON TOYKM BHE pacnonoXeHUs
NAUNEHTA, roe sosmoxHo Bosagencteue NEPBAYHOI O IMYYKA U3JTYHEHWUA Ha nobyto YacTb Tena 4eno-
BeKa.

Coomeemcmeue rnpoeepssrtom 0CMOMpPOoM.

[TpumeHaloT gononHUTENbHbIE NOANYHKTEI NyHKTa 29 ctaHgapTa |IEC 60601-1-3, 3a ncknioveHmnem:

29.201 Ka4vecTBO uUany4deHusn

[MpumeHatoT nyHKT 29.201 IEC 60601-1-3, 3a ucknodeHmnem: SAMEHA npumevaHni

[MTPUMEYHAHNA B 29.201.3—29.201.9 oTHOCAT K Heobxogaumoctn umetb KAYUECTBO TTYWKA
N3NYHUEHWA, cooTBeTCTBYIOLWLEE NMONYYEHUO AMAarHOCTUYECKUX N30bpaXkeHnin be3 HeobXoAMMOCTU 0bnyye-
H1s NMAUMEHTA nosbiweHHbiMu NMOIMMOWEHHBIMA [JO3AMMUA.

Heobxoaumo usamepsate KAYECTBO W3JNYHEHUWA B eauHunuax TtonwmHel PUNIBTPA ans
PEHTTEHOBCKUXW3NYYATENEMN unepsoro CNOAMNONOBUHHOIO OCNABNEHUNA ansa KT CKAHEPOB.

[lononHeHne

Ona KT CKAHEPOB c cootBeTcTBYIOWIMMU PUTIBTPAM PEHTITEHOBCKOI'O U3NMTYYHEHNA namepe-
Hne KAHECTBA U3JTYHERHWNA cnegyeT npoBoanUTL B LIeHTPeE TOMOIPAGUHECKOUM MNOCKOCTW. Mpeano-
naraetcda, dto ana KT CKAHEPA «konebaHne HanpstkeHna PEHTIEHOBCKOIO TMMATAKLWLENO
YCTPOWUCTBA He BnusieT Ha KauyecTBO U30BpakeHnin.

29.201.1 OrpaHuveHue guanasoHa paboydero HanpsXxXeHUa Npu AeHTanbHOM NPUMEHEHUN

He npumeHsaoT nyHKT cTaHgapTa IEC 60601-1-3.

29.201.5 O6waa chnnbTpaumsa B peHTTeHOBCKOM U3aenuun

3amMeHa

Kpome OUTIbTPAUNN, ykazaHHoU B 29.201.3 n 29.201.4, JONOJIHUTEJIBHBIE ®PUNBbTPLI agonxHbl
ObITb Ucnonb3oBaHbl Tak, 4Todbbl npn HOPMAJIBHbLIX YCIOBUWAX nepsbie CINOW MONOBUHHOIO
OCHABINEHUA gna NMYYKA U3NTYHEHWA npu oonyueHun NMALNEHTA He BNy HUXKE MUHUMAaNbLHO A0NYCTH-
MbIX 3Ha4YeHUn, npuBegeHHbIX B Tabnuue 101.
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Tadbnnuya 101 — CJION NONOBMHHOIO OCJIABJIEHUNA B KT CKAHEPAX

HanpspkeHWe peHTreHOBCKOW TPyGOKkK (CM. npuMedanue 1), kB MuHumansHo gonyctumbin nepebiv CITOW MNMONOBUAHHOIO
| | OCHABIERWNA (cm. npumevaHue 2), mm Al

<60 CM. npumevaHme 3
60 19
70 21
80 24
90 27
100 3.0
110 3.4
120 3.8
130 42
140 46

> 140 CM. npumevaHme 3

[MTpnmevaHwms

1 CINOW MNMOJIOBUHHOI'O OCINABJIIERHNA ana npomeXyTovHbIX 3HAYEHUN HanpsXeHUN nony4varTcsa NUHEN-
HOW MHTEPNONSALUNEN.

2 3Havenus cootBeTcTByoT OBLLEN ®UNBTPALWMN 2,5 mm Al.
3 3aecb AoMmKHa ObITb NPUMEHEHA NMUHENHAA MHTEPNONSLNS.

CootBeTcTBre TpeboaHuam k CJIIOKO NMONOBUHHOIO OCHABIIEHWA aomkHo BbITh ycTaHOBNEHO
ans BbldbpaHHbIX 3HaveHnin JOMNMOJIHNTEJITBHOWN oUTTbTPALINIA.

Coomeemcmeue rnposepsrom aHarnuszom SKCIHIYATALUNOHHBIX [JOKYMEHTOB u ucrnibimaHusmu ro
29.201.19.

29.201.9 UcneiTanna gna onpegeneHusa CIIOA NMONOBUHHOIO OCIIABJIEHUA

3ameHa

N3mepums nepesiti CITON NMOSTIOBUHHOIO OCJTIABTIEHUS e YCITOBUSX Y3KOIO MYYKA 0ns ecex
8bibpaHHbix 3HaveHUU AHOLHOI O HATIPA)KEHVIA. Ecniu ucnionek3yemcsi boriee mpex ebibpaHHbIX 3HaYeHUU
AHOLHOINO HATIPADKEHUIA, mo CT1OU TNOJIOBUHHOI O OCJIABJTIEHUA OomkHbI bbimb U3MEPEHbLI 10

KpaluHel Mepe 0O MUHUMalbHO20 U MaKcumMallbHo20 3HadeHUss U 8 cepeduHe ouanaisoHa AHOLHOIMO
HATIPADKEHUA.

MaTepuanom ans 3TUX cNoeB A0MKeH ObITb antoMUHUA CYNCTOTON He MeHee 99 % (obo3HaveHne Al 99,9
B cooTBeTCTBUM C ISO 2092).

Coomeemcmeue rnpoeepsarom oCMOMPOM.
29.202 OrpaHunyveHue n uHgnkauua nportaxeHHoctu NMNYHYKA U3NY4YeHUA

He npumeHaoT noanyHKThl 29.202.4—29.202.9 napanneneHoro ctadHgapTa IEC 60601-1-3. JononHAoT
crnegyowmm nognyHKTOM:

29.202.101 Nnaukauua u nonoxeHune TOMOIPAOUYECKOI O CJI10A

a) Ha npeaBaputensHo nonyvyeHHoM nsobpaxeHun ONEPATOP moxeT BeIOpaTbh MHTEpPECYIoLLME ero
TOMOIPAGUHECKHNE CITOW. Ha nonydeHHom nsocbpaxeHun TonwmHa TOMOIPAOUHECKOI O CINOA He
aomkHa otnudatees oT yctaHoBneHHoW TOJIWWNHBI CINOA donee yem Ha 2 MM.

b) CBETOBOE [OJIE aomkHo O6bIThb BkAtoveHo ans mMapkupokn TOMOIPAOHNYHECKOIO CJIOA.
CBETOBOE TOJIE gomkHo 6bITb BUOMMO NPpU CBETOBOW ocBelleHHOCTU He MeHee 500 ntoke. WunpuHa
CBETOBOIO MNMONA — He 6onee 3 MM npu namepeHun B UeHTpe oTtBepctusa ana NAUMEHTA. LeHTp
TOMOIPADPUHECKOI O CINOA He gonmkeH oTKMOHATLCS boneevyem Ha 2 MM oT LeHTpa CBETOBOI O MNOJIA.
Ecnn T1pebyetca nonydntb 6Oonee ogHoro TOMOIPAGPUYHECKOIO CIOA oagHoBpeMeHHO, TO B
SKCINMYATAUNMOHHBLIX JOKYMEHTAX aonmxHo 6b1Tk ykazaHo nonoxeHne CBETOBOIO MNMOJIA no oTHOLIEe-
HUo K TOMOI PAPUHECKINM CITOAM. Ecnu ncnonebaytotca AoNonHUTENbHbIE CBETOBLIE MOMS ANs cnpaBoY-

HOro 0OO3Ha4YeHUd, TO TOYHOCTb WX YCTaHOBKM AommkHa ObiTb oroBopeHa B JKCINYATAUMOHHBLIX
NOKYMEHTAX.

c) EcnunnepeasumkeHns CTOJTATIAUNEHTA HauymMHaoTCAa OT 0OLENPUHATOrO HavarnbHOro NONOXKeHUS
N NPOOCIBKAKTCH A0 NOMOXEHUA MeHbLUe MakCUMalbHOIro BbIDpaHHOro wara ckaHmpoBanHust unm 30 cm, a
3aTeM NPOUCXOOUT BO3BPpAT K HaYaNnbHOMY NONOXKEHUIO, TO OTKNOHEHMe 3aA4aHHOro 3Ha4YeHUS1 A0MKHO ObITh He
bonee 1 MM. OTO UCMbITaAHWE AOOIPKHO NpoxoauTb ¢ Harpyskom 135 kr, pacnpegeneHHon saonb CTOJIA
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NALUMEHTA. UamepeHune aenctBUTENbHBIX 3HAYEHUN NepeaBUMKEHUS NPU CKaHUPOBaHUM MOXKET ObITb caena-
HO B NMt0OOM MecTe.

Coomeemcmaeue rposepstom 0CMOMpPOM.

29.203 CootHoweHUue mexay PAOJUALNOHHBIM NOJIEM u NOBEPXHOCTBLIO NPUEMHUKA

He npumeHsawoT 29.203 I[EC 60601-1-3.

29.204.2 YkazaHue 00 ycnoBuax HAINPY3KW

3amMeHa

SKCMNYATAUMNOHHBIE OOKYMEHTbI ansa scex PEHTTEHOBCKNX U3NTYYATENEW 1 npuHaanex-
HocTen PEHTTEHOBCKOW TPYBKW gomxkHbl ycTaHaenueath 3HadeHus PEXUMMA PABOTbLI KT, ecnu
ncnonesyetca HOMUHANBHOE AHOAHOE HAMPSAXEHWME, B cooTtsetctBuM ¢ MAKCUMAIBHOW
HEMPEPLIBHOW TEMNNOOTOAYEN TPYBKN.

Coomeemcmeue npogepsiom aHanuszom SKCITIYATALIMOHHBIX [JOKYMEHTOB.

29.206 TlNornoweHue NMNYHKA U3NNTYHEHUA

He npumeHsaoT 29.206 IEC 60601-1-3.

29.208 3awwurta oTt HEUCINONBb3YEMOIO PAODUALLIMOHHOIO U3NTYHEHUA

3amMmeHa

NamepeHusa HEUNCTIOJIb3YEMOI O U3NYYHEHWUA cneayeT nposognth ang tex KOOOGONUMNEHTOB
HAI'PY3KW, koTopble npuBogat kK makcumansHon aose, cootetcTByowen NPON3IBEOEHUKO TOKA HA
BPEMA. 31 KOSPOULUMNEHTBI HAIMPY3KW gomkHel yunteiBaThe camoe Bbicokoe BbibpaHHoe AHOOLHOE
HAIMNPA>XXEHUE. Unnuuapudecknn ®PAHTOM ns TKAHESKBUBAJIIEHTHOIO MATEPWAIIA (HanonHeHHbIN
soaon nnn uns NMMA) anametpom 320 mm 1 annHon ot 140 go 200 mm cnegyeT UCNONb30BaThL ANA USMepeHUN.
OH pgorkeH bbITb pacnonoXxeH B ueHTpe BpaweHna KT CKAHEPA. PAHTOM gomkeH ObITb LEeHTpUpOBaH
8 TOMOIMPA®UNYECKOW MNOCKOCTW. PesynbTathl U3MEpeHUin MoryT BbiTb ycpeaHeHbl Ans obbema
500 cM3, B KOTOPOM HU OQWUH NMHENHBIN pasMep He O0IDKeH BbiTh 6ornee 200 MMm.

[lononHeHne

29.208.101 YkazaHusa ana 9KCMNNYATAUMOHHOU OOKYMEHTALIUA

NamepeHns HENCIMOJIb3YEMOTI O N3JTYYHEHWNA aonxHbl ObITb NpoBedeHbl B rOPU3CHTarnbHOMW NNoc-
KOCTW, KOTOpas pacnono)eHa Ha BbicoTe ueHTpa BpaweHus KT CKAHEPA. Obnacte nsmepeHunss gomkHa
BKNtoYaTh 0bNacTb NPAMOYIrofibHUKA, ONnpeaenieHHoro crneayowmm obpasomMm: CTopoHa, napannenbHas ocu
BpalleHUs, AomKHa ObITb NO KpanHen mepe AfIMHOU 3 M C LLlEHTPOM B MONOXKEHWUN NNOCKOCTU CKAHUPOBaHUA U
npoTskeHHoCTho, BKNtovatowen 3oHy CTOJIA NTAUMEHTA; cTopoHa, nepneHaAnUKynspHasa K ocu BpalleHUs,
0OJKHA ObITh MO KpanHen Mepe AIMHON 3 M C LLEHTPOM B MOJIOXKEHUN 0CU BpaLleHUs. MamepeHnst A0MKHbI ObITb
npoBedeHbl Ha pacctodHum 50 cm B 0boux HanpasneHussx. MHpopmauma o npoBegeHUN UN3MEPEHUN C
nomowibio PAHTOMA gomkHa 6biTb NpuBegeHa B SKCIMTYATAUNOHHBIX AOKYMEHTAX.

Mpn HOPMAINBHbBIX YCNOBUAX PABOTLI PEHTTEHOBCKOW TPYBKWM eauHnuein namepenuns aoi-
xHa 6biTb BO3AYWHAA KEPMA npn 1MA - c.

Coomeemcmaue riposepsarom aHanusom SKCIHITYATALIMOHHBIX [IOKYMEHTOB.

36 dneKkTpomMarHUTHass COBMeCTUMOCTb

[TpUMEHSAT NYHKT obLiero ctaHgapTa, 3a UCKIMHYEHNEM:
3amMmeHa
Cneayet npumeHaTts IEC 60601-1-2.

PA30EN 6 3ALLUTA OT ONACHOCTEWU BOCNNAMEHEHUA FOPHOYUX
CMECEW AHECTETUKOB

[TPpUMEHSAOT NYHKTHI 0bLLero ctaHaapTa.

PASAEN 7 SALLUUTA OT HPESMEPHDbIX TEMINEPATYP U AAPYT'UX
ONACHOCTEMW

[TpUMEHAT NYHKTbI U NOANYHKTbI 0BLWero ctaHgapTa, 3a UCKIIOYEHUEM:
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42 “Ype3mepHble TeMnepaTypbl

[TpUMeHSA0T NYHKT obLero ctaHagapTa, 3a UCKIMIOYEHNEM
42.1 [lononHeHue

OrpaHun4eHnsa no gonycTUMOM MakcuMalbHOW TeMmnepaType ANa YacTen, HaxoOALMXCA B KOHTaKTe C
MacioM, He OTHOCATCSA K YacTaAM, NMOrpy>XeHHbIM B Macho.

PA3AEIl 8 TOHHOCTb PABOYUUX XAPAKTEPUCTUK U SALLUTA
OT NPEACTABJIIAKOLWNX OINACHOCTDb BbIXOAHbLIX XAPAKTEPUCTUK

[TpUMEHSOT NYHKTLI U NOANYHKTLI 00LWero ctaHaapTa, 3a UCKNIOYEeHNEM:

50 To4yHOCTbL paboUnx XapakTepuCTUK

[TPUMEHSAOT NYHKT obLero ctaHagapTa, 3a UCKIMIOYEHNEM;
[lononHeHue

50.101 To4dyHocTb PAOUMALMMOHHOI'O BbIXOOA

N3IFOTOBUTEIb aomkeH aaBatb B SKCITIYATAUNOHHBIX JOKYMEHTAX nHdopmaumio ¢ norpeLu-
HocTn ycTtaHoBkm AHOOHOIO HAINPAXEHWA, AHOOHOIO TOKA u nuHenHoctnu PAANALNOHHOIO
BbIXOOA.

Coomeemcmaeaue rposepssom ucrbimaHuemM.

50.102 To4vHOCTb 3aperucTpMpoBaHHOU TeCTOBOU MHhOPMaLUK

a) Ha nonyvyeHHOM NpegBapuUTenbHO N3obpaxeHunn (cornacHo 29.202.103, nepevncneHue a)) Nonoxe-
HUe kaxxkgoro TOMOIPADNYHECKOI' O CPE3A gomxHo bbITh YeTko 0bo3HavyeHo Ha PEHTITEHOIPAMME.

[lorpewHocTb nHAMKauUnm nonoxeHnsa TOMOIPAPUNHECKNMX CPE30OB — B npegenax = 2 M.

b) MNMpu HOPMAJIbHbBIX YCINTOBUAX nudopmaums, onpegensiollasl opueHTauuio NonyyYyeHHoro n3o-
bpaxeHusa no oTHoweHnunto K NMALVNEHTY, gomkHa npucyTCTBOBATH HA KaXXA0M N300paKeHnn.

Coomeemcmaeue rposepssom ucrbimaHueM.

50.102.1 Unpukauua anekrtpudeckux u PAOJUALMOHHBIX xapakTepUcTuK

CooTBeTcTBYIOWAa nHpopmMmauunss o6 ycTaHOBMEHHBLIX MOCTOSAHHO WA BPEMEHHO NpeaBapUTENbHO
BbIOpaHHbIX N ApyrM obpaszoM ycTaHoBMeHHbIX KOOSO OULIMEHTAX HAI'PY3KWM pomkHa ObITb NpeocTaBs-
neHa OMNEPATOPY nepea, B npouecce n nocne BKIMKOHEHNA PEHTITEHOBCKOW TPYBKW Tak, 4Tobbl

OINEPATOP mor npeasaputensHo BeibpaTh cooTBETCTBYIOLWME yenoBua Ana U3JITYHEHNA n cooTBeTCTBEHHO
oueHUTb NOIMNMOLWERRYKO OO3Y, nonydernnyto NALAEHTOM.

EAVMHULBI MHOULUPYEMBIX NAapaMeTPOB AOKHbI ObITb CneayioLMMN;

- anss AHOOHOIO HAMNPSAYXXEHNA PEHTTEHOBCKOW TPYBKMN — knnoBonbThi:
- ana AHOOHOIMO TOKA PEHTTEHOBCKOW TPYBKN — munnuamnepsi;

- ana BPEMEHW HAI'PY3KWN — cekyHAbI;

- ana NPON3BEAEHUA TOK-BPEMA — munnnamnep-cekyHAabl.
Coomeemcmaeue riposepssrom HabrmooeHUeM.

50.102.2 CokpalleHHasa nHOUKaLuuaA

a) Onsa padoTtel KT CKAHEPOB ¢ oaHou nnu d6onee onpeaeneHHbiMmn kombuHaumsmu NAPAMETPOB
HAIPY3KWN nngnkauna Ha MNYINbTE YITPABINEHNNA moxeT BbITh OrpaHnyeHa sHa4yeHMem TONbKO O4HOIMo U3
NMAPAMETPOB HAIPY3KW anga kaxagon kombuHauuun, Hanpumep 3HadeHnem AHOOHOI O HATNPAXEHWA
PEHTTEHOBCKOW TPYEBKW.

B aTOoM cnydae 0b603HavYeHne cooTBeTCTBYOWUX 3HavYeHn apyrnx NAPAMETPOB HAIPY3KW aomkHo
obITb NpuBegeHo B MHCTPYKUUAX MO SKCINMYATALUWN.

Kpome Toro, aTn 3aHavyeHnsa AomKHbl BbITh YKasaHbl B ddopMe, yaocbHon Ansa nsobpakeHnsa Ha gucnnee
[TYNBTA YITPABITEHAA.

b) Ona KT CKAHEPOB, paboTatowmx ¢ yctaHoBneHHbIMU KombuHaumnamu NAPAMETPOB HAI'PY 3KW,
nHankauna Ha INMYINbTE YINPABJITEHA moxeT BbITb ycTaHOBMEHA Kak cnpaBoYHast, UTobbl MOEHTUPULINPO-
BaTb KaXXAyto KOMOUHaLMNLO.
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B sTOM cny4yae 3HaJveHMe Kaxaou KomMOuHauum 13 npeapaputenbHo BblbpaHHbIX TMTAPAMETPOB
HAI'PY3KW ycTtaHaBnuBaeTcd Ha BpeMd, ykazaHHoe B MHCTPYKUNAX 10 SKCININYATALUWN, nunepenaeTcs
B yaobHon cpopme ana nsoodpaxenus Ha MYJIbTE YITPABITEHAA.

Coomeemcmeue rnpoeepssrtom 0CMOMpPOoM.

51 3awmTa OT npeancTaBrnAOLWMUX ONACHOCTL BbIXOAHLIX XapaKTepUCTUK

[MpuMeHS0T NyHKT obLlero ctangapTa, 3a UCKNOYEeHNEeM:

3amMeHa
3alnTy OT HEKOPPEKTHBLIX BbIXOAHbLIX XapaKTepUCTUK paccMaTpuBatloT B COOTBeTCTBUK ¢ 29.1.104.

PA3AEJI 9 HEHOPMAIIbHAA PABOTA U YCIIOBUA HAPYLLEHWUA;
UCTIbITAHUA HA BO3OAEUWCTBUE BHELWWHUX PAKTOPOB

[MTpUMEHSAT NYHKTBLI U NOANYHKTEI 0bLero ctaHgapTa.

PASOEN 10 TPEBOBAHUA K KOHCTPYKLUUW

[TpUMEHAT NYHKTbI U NOANYHKTLI 0BLWero ctaHgapTa, 3a UCKTIOYEHUEM:

56 KOMMNOHEHTb! 1 00Lasa KOMMNOHOBKA

[MpuMeHS0T NyHKT obLlero ctangapTa, 3a UCKNOYEHNEM:

56.7 BbaTapeu

[lononHeHne

56.7.101 Pexumbl BKNOYeHUA 3apAAHOro ycTpoucTBa

Kaxaoe NEPEABMXHOE U3SOEINWE, nmetlouwiee BHYyTpeHHee 3apagHOe YCTPOWUCTBO, AOIKHO ObITh
obecne4yeHo cpeacTBamMu, NO3BONsiOWMMKM npeanoTBpaTtute AwxkeHne W3OEJINA ©n  BknwodeHue
PEHTITEHOBCKOIO N3JNTYHEHWA cnyvanHeiMm ntogbMi, He NPensiTCTBYS NPY STOM 3apdaake dbatapen nuTa-
HUSA.

[TpnmevaHnwme—Illpumepom cpeacTs Ansl COOTBETCTBUSA 3TOMY TPEOOBAHNIO SBNSIETCH UCTMONMb30BAHUE KITHOYA
TONBLKO Npu noBopoTte Kotoporo nponcxoaat asmxennsa A3OEJTNA v Bkntovaetcs PEHTIT EHOBCKOE U3JTYHEHKNE, Ho 3a-
psg barapen Takke BO3MOXEH U B OTCYTCTBUM KITtoua.

Coomeemcmaeue rpo8epstom 0CMOMpPOM.

57 CETEBbIE YACTU, KOMNOHEHTbI U MOHTaX

57.10 NMYTU YTEYHKU n BO3AYLUHbIE 3A30OPDI

a) 3Ha4vYeHud

[lononHeHne

- Ons noctosiHHO ycTaHosreHHbIx KT CKAHEPOB 3Havenuss MYTEM YTEYKM 1 BO3OYWHbIX
3A30POB u3 tabnuubl XVIobwero ctaHaapta anga usonsumm A-al nA-a2 ana U3OAENNU KIACCA | npyuMeHu-
Mbl ONs1 NepeMeHHOro Toka HanpsbkeHnem He bonee 660 B nnm noctosiHHOro TOoKa HanpskkeHnem He bonee
800 B.

- [Ina 6onee Bbicoknx 3HadeHWA HanpskeHn MNMYT YTEYHKA 1 BO3AYLWHBIE 3A30PbLI He gomkHbl
ObITb HMXKE 3HavYeHU 13 Tabnuubl XVI oblero ctaHgapTa angd nepeMmeHHoro Toka HanpsikeHnem 660 B nnu
NOCTOSAHHOrO TOKa HanpsbkeHmem 800 B 1 aormkHbI COOTBETCTBOBATL TpeboBaHuaAM 20.3 obulero ctaHgapTa no
3NEeKTPUYECKOM NPOYHOCTU ANS:

CrpaBOYHbIX HANPAXXeH U MCMbITaTENbHBLIX HAMPSXXEHNIA
660 B< U<1000B 2U + 1000 B
1000 B < U<10000 B U+ 2000B
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McnbiTaHne Ha anekTpru4ecKyro NPOYHOCTb M3ONALIUMK crieayeT NPOBOAUTb NPU YCITOBUSAX OKPYXKatoLen
cpenbl, NpuBeaeHHbIX B 20.4 obuwero ctaHgapTa.

[Tpumevanune — na KT CKAHEPOB, yctaHOBNeHHbIX C (PUKCUPOBAHHBLIM N MOCTOSAHHO YCTAHOBMNEHHbLIM

SAXKNMOM 3ALLNTHOIO 3A3EMIIEF
SAXKNMA SALLNTHOIO 3ASEMITERHNS

A, npegnonaraetcs, 4TO PUCK NO OTHOLWEHUIO K HAOEXHOCTU 3aKpenneHus
OoTCYTCTBYET. [10 3TON Xe npuynHe gonyctum dbonee Boicoknn TOK YTEUKA HA

SEMIJTKO npu ycnoeusix, ykazaHHbixX B 19.3 obuwero ctangapra. 3t1o cornacyertca ¢ nonoxeHnsamu B IEC 60664-1 o [TYTAHX

YTEYKN n BO34YWHbBIX 3A30PAX.
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[MpunoxeHne AA
(cnpaBo4HOe€)

YKa3aTenb TEpMUHOB

Homepa noanyHKTOB NyHKTa 2 obwero ctaHpapTa

NG-2

[MyHkT 2 IEC 60601-2-44 (nyHKT 2 HacTosAwero ctavaapTa) 2.101.x./06o3Ha4vyeHne tepmuHa no IEC 60788 rm-..-..

[Tpon3BogHbLIN TEPMUH De3 onpenerneHnn rm-..-..+
TepMmuH be3 onpepgeneHvs rm-..-..-
AHOOHOe HanpsaxeHue rm-36-02
AHOOHLIN TOK rm-36-07
Brnok nCTouHMKa nanyvyeHus rm-20-05+
brokunpyrouwee ycTponcTeo rm-83-05
Bo3aywHan kepma rm-13-11
Bo3ayuwHbin 3a3op NG-2.3.1
Bpemsa Harpy3km rm-36-10
Bpema obny4veHumn rm-36-11
BcnomoratenbHble obopyaoBaHue rm-30-01
[laBneHwve NG-2.11.4
OBuXyLwmneca 4yacTtwm NG-2.1.12
HeTekTop nanydyeHns rm-51-01
[Ho30BbIN MHAEKC KOMNbOTEepHON Tomorpadcgum (CTDI) 2.106
JononHntenbHaa dovnbTpayunA rm-13-47
[lononHnTenbHbIN TOK B Lenv nauueHTa NG-2.5.4
dononHutenbHbIN PUNBLTP rm-35-02
JocTynHaa YacTtb NG-2.1.22
3aXUM 3alUTHOIO 3a3eMNneHns NG-2.6.8
3alWMTHOE NOKPbITHeE NG-2.2/17
U3rotoButennb rm-85-03-
NU3pgenve NG-2.2.11
U3penve knaccall NG-2.2.4
U3penwve ¢ BHYTPEHHUM MCTOYHUKOM NUTAHWA NG-2.2.29
U3pgenve tTvna B NG-2.2.24
NanyueHue rm-11-01
Nany4veHne rm-11-01-
N3mepeHHOe 3HavYeHune rm-73-08
UHCTPYKUMKM NO 3KcnnyaTaumm rm-82-02
MHCTPpYMEHT NG-2.12.12
NoHnaunpyrowee nanyvyeHme rm-11-02
NCTOYHUMK n3ny4vyeHuns rm-20-01
UCTOYHMK NTaHnA NG-2.12.10
McxoaHoe cocTossHUe rm-84-03
KabnHeT nyyeBOW ANAarHOCTUKW rm-20-22
Kaxyuieecsa HanpsiXxeHMe NCTOMHUKA NUTaAHNA rm-36-16
KayecTtBO ManyvyeHus rm-13-28
Koxyx NG-2.1.6
Konn4yecTBO TENnoThbl B aHOAe rm-36-26
Konn4yecTBO TEennoTbl B PEHTreHOBCKOM M3rnydarterne rm-36-30
KomnbroTepHasa Tomorpaduma rm-41-20
KoadhdbvuneHnT wara KT 2.107
KT CKAHEP 2.101
MakcvmanbHasa HenpepbIBHAA Tennootaava rm-36-34
MOHOONOYHbLIN PEHTreHOBCKMWN nany4arternb rm-20-07
Harpy3ka B peHTreHOBCKOM reHepartope rm-36-09
Harpy3ka peHTreHOBCKOW TPYOKH rm-36-21
Harpy3o4iHoe cocTosiHue rm-36-40
Hencnonb3yemoe nany4vyeHue rm-11-12
HomuHanbHada TonwmnHa TomorpadunviecKoro cpesa rm-36-19
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HomMmuHanbHada 3NeKTpn4ecKaa MOLHOCTb rm-37-23
HomvuHanbHOe aHOOQHOE HanpsXXeHwne NG-2.12.3
HoMunHanbHOe 3Ha4YeHue 2110
HopmarnbHoOe ucnonb3oBaHue NG-2.10.7
HopmanbHble ycrnoBus rm-36-03
HopmwunpoBaHHOe (3HavYeHue) NG-2.12.8
HopMmupyembin rm-74-02
O6ny4eHne rm-12-09
O6o3HaveHne mogenu wnun Tmna (Homep Tvna) NG-2.2.16
Obwaqa dunbTpauna rm-13-48
OnepaTtop rm-85-02
OnopHada NnocKocCTb rm-37-04
OcnaoneHne rm-12-08
[TapameTp Harpy3ku rm-36-01
[TauveHT rm-62-03
[NepBNYHOE N3Nny4vyeHue rm-11-06 and rm-37-05
[ToBepXHOCTbL NPUEeMHUKA N300 paxKeHun rm-37-16
[TornoweHHana ao3a rm-13-08
[TonHaa wnpnHa Ha YPOBHE NONOBUHbLI MAKCUMYyMaA rm-73-02
[lonb3oBaTenb rm-85-01
[TocTOAHHO yCTaHOBNEeHHOe ndgenue NG-2.2.17
[MpncnocobneHwue rm-83-06
[TlpoBOA 3aLLNTHOIO 3a3eMIIeHUSA NG-2.6.7
[Tfpon3BeneHve TOK-Bpems rm-36-13
[Mpodovnb o3k 2103
[Mpocdpunnb YYyBCTBUTENBLHOCTHU 2.104
[lpoueHTHaAA Nnynbcauuns rm-36-17
[MynbT ynpasneHms rm-83-02
[TyTn yTe4kn NG-2.3.3
[Tyvok nanyveHmA rm-37-05+
PagunaunoHHaa 3awmTa rm-60-03
PagnaunoHHoe none rm-37-07+
PacctositHue pOKYyCHOro nsaTHa A0 KOXW rm-37-12
PeHTreHoBCKas TpyOka rm-22-03
PeHTreHOBCKMM annapart rm-20-20
PeHTreHOBCKMW reHepartop rm-20-17
PeHTreHOBCKMM nanyvartenb rm-22-01
PeHTreHoBCKOe nuTarowee yctpouctao (PI1TY) rm-21-01
PeHTreHorpamma rm-32-02
PITY nocTossHHOro HanpsXxXeHunA rm-21-06
CBeTOoBOE none rm-37-09
Crnov nonoBUHHOIo ocrnadneHus rm-13-42
CocTOsiHNEe rOTOBHOCTM rm-84-05
Cton Ans nauneHTa rm-30-02
TKaHe3KBUBaNeHTHbIN MaTepuan rm-35-16
TOK YyTEeUKH NG-2.5.3
TOK yTEeUKMN KOXyXa NG-2.5.2
TOK yTe4YKMN Ha 3eMIio NG-2.5.1
Tomorpadmyeckas nnocKoCcTb 2.105
TomorpadunyecKkasa TonwmHa cpesa 2.109
TomorpadnyecKkmnn cpes 2.108
YcnoBve eAMHUYEHOro HapyLeHuns NG-2.10.11
YcnoBue y3KOro nyJka NG-2.12.2
YcnoBua pabotbl KT 2.102
YCTaHOBNEHHbLIN rm-74-01
PaHTOM rm-54-01
PunbTp rm-35-01
PunbTpauni rm-12-11
HacTv nog HanpsXKeHem NG-2.4.2
JKCnnyaTauMoOHHbIe OOKYMEHTLI rm-82-01
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Mpunoxenve BB
(cnpaBo4HOe€)

Beibop MAPAMETPOB HAIMPY3KH ana ncnoitanmnm

Mpw nenbitannm KT CKAHEPOB ¢ ucnonb3oBannem pasnunyibix HATPY30K va PEHTTEHOBCKUMA M3NYYATESb
CYLLECTBYIOT HEKOTOPbLIE NPAKTUYECKMNE OrPaHNYEHNS MO BENUYMHE HArpy3okK. Bo Bpemsi ncnbiTaHMmn He 4OIXKEH ObITb Npe-
BbilweH Anana3oH Bpemenun pabotel PEHTITEHOBCKOIO U3JTYUATEJIA. 3TO0 NpUMEHNMO HE TONbKO K €AVHUYHbLIM
HAI PY3KAM, Ho Takke k cymmapHomy Bosgencteuio noBTopHbiX HAI PY30OK Ha KOJIMYMECTBO TEIMJIOThlI B ARHOLE v
KOJINMHECTBO TEINJIOTblI B PEHTTEHOBCKOM U3JTYHATEIE.

HeobXxoanmMOoCTb BbIAEPXKKM BpemMmeHn ansa oxnaxaenmnsa mexgy HAIPY3KAMU moxeT aBNATbCHA BaXXHbIM PaKTOPOM
npwv onpeaeneHnmn COOTBETCTBUS C HACTOSIWLMM CTaHZAPTOM. [103TOMY BXXHO NMaHUPOBAaTb UCNbITAHUSA TAKUM 0bpasom,
YTOObI MOXHO BbINO YCTAHOBUTL COOTBETCTBUE TPEDOBAHMAM HACTOSALLENO CTaHAapTa NP BO3MOXHO MEHbLLEM KOJTNYECT-
Be HAI PY30K, nHave gnntenbHOCTb U CTOMMOCTbL UCTbITAHUW MOTYT 3HAYUTENBHO BO3PAaCTH.

Ecnn B meTogax ncnoltaHnm B Hactosiwem crtangapte He npusoasitess [TAPAMETPbI HAI PY3KW, To ncneitatens
MOXeET BblbpaTtb ntobble 3HaveHus n3 gonyctumblXx NNAPAMETPOB HAIPY3KW. OgHako pekomeHayeTcsl, YTOObl CoveTa-
Hna HAIPY3O0K, ncnonbayembiX npu UCnbiTaHUsX, BKIOYanu ycrnosue Hanbonee HEONaronpuATHOro cny4asi.

HononHuTenbHblE NOATBEPXAAOWNE UBMEPEHUSA MOTYT BbITb NPOBEAEHLI NPU APYIMX AONYCTUMbIX 3HAYEHUAX Ha-
rPy30K.

HnsanoarsepxaeHns Tpebyemoro COOTBETCTBUA PEKOMEHAYETCA NPOBEAEHNE N3MEPEHNN HE BoNnee YeM B TPEX TOY-
Kax ans noboro 3agaHHoro gnanasoHa gononHUTENbHO K TOYKaM Hanbonee HebnaronpusaTHoro cnydvas. domkHbl 6biTb
BbIOpaHbl MTAPAMETPbI HAIPY3KW n npoBeaeHbl namepeHus Tak, Htobbl ydecTb BCce TPpeDbOBaHUS, ANA KOTOPbIX NpeaHas-
HavYeHa nHopmauus, Kpome TpeboBaHUA BPEMEHM.

YcenoBusi Hanbonee HebnaronpuATHOro criyvas, Ans COoOTBETCTBUSA C AaHHbIM TPEDOBaAHMEM, MOTYT 3aBUCETL OT TEX-
HUYECKMX OCODEHHOCTEN KOHCTPyKUMKM. B wnHTepecax yMeHblEeHUs CTOMMOCTWU WCMbITAHUA Ha COOTBETCTBUE,
N3ITOTOBUTEIIAM pekomenagyeTcs npeacTaBuTb BCHO HEOBXoAMMYIO nHoOpMaUuio, YToDbl ncnbiTaTeNb MOT NPOBEPUTL
COOTBETCTBME YCTAHOBMNEHHbLIM TPEOBOBAHUAM MO MUHUMANBHOMY KONMYECTBY TOYeK. HanpsixeHne, ncnonb3yemoe npu
NCnblTaHnn, AOoMmKHO coctaensaAtb 90 % HopmupoBaHHoro HanpsixkeHms ¢ KAXKYWAMCAHA COINPOTUBITEHUWEM
NMCTOYUYHUKA TTUTAHWA, paBHbIM MakcnmanbHOMY HOPMUPOBAHHOMY 3HAYEHWUIO.
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Mpunnoxenve OA

(cnpaBo4HoOe€)

CBegeHUA o COOTBETCTBUMU MEXIrocyaapcTBEeHHbIX CTaAHAapPTOB
CCbINOYHbLIM MeXAYHapOAHbIM CTaHAapPTaM

Tadbnwua OA.1

Obo3HaveHne 1 HAMMEHOBAHUE CChINTOYHOTO CTeneHb Obo3HaveHne n HaMMeHOBaHUE COOTBETCTBYIOLLEro
MEXOYHAPOOHOro cTaHgapTa COOTBETCTBUSA MEXIOCYJapCTBEHHOMO ctaHgapTa

IEC 60601-1:1988 MOD [OCT 30324.0—95 W3penusa meanunHCKue
Magenna meaunumHckue anektpudeckume. Yactb 1. anekTpudveckue. Hacte 1. Obwme TpeboBaHUS
Obwume TpedboBaHns Be3onacHOCTU He3onacHoCTH
IEC 60601-1-2:1993 — *
3pnennsa meanumHckue anektpudeckue. Yactb 1-2.
Obwume TpeboBaHms BeasonacHocTU. [JJoNOnHAKLWWNA
cTaHaapT. SNEKTPOMArHNTHaAA COBMECTUMOCTb. [ pe-
BboBaHWA M UCMbITAHUA
IEC 60601-1-3:1994 MOD [OCT 30324.0.3—2002 W3penns wmeanumnt-
Magenna meaunumHckune anekrtpudeckme. YHactb 1. ckme anekTpudeckue. Yactb 1. Obwme TpedboBa-
Obwwme TpeboBaHmsa BesonacHocTu. 3. HononHsio- HUs Be3onacHocTn. 3. Obwpe TpeboBaHMA K
wun ctangapT. Obwpe TpedoBaHusA K pagnaunoHHON 3almnTe OT U3NyYeHNs B ANarHOCTUHECKNX PEH-
3awmTe ANarHOCTUYECKOro PEHTIEHOBCKOIo 060py- TreHOBCKMX annaparax
NOBaHUA
IEC 60601-2-28:1993 MOD [OCT 30324.28—2002 N3penns meanumnHcKue

Magenna meaunumHckue anektpudeckme. Yactb 2.
YacTHble TpeboBaHus K 6e30nacHOCTU MeaULUNHCKOW
OVarHOCTUYECKOW annapartypbl € NCTOYHUKOM PEHT-
EHOBCKOIO U3MyYeHUs U PEHTIEHOBCKON TPYDKOW

anekTpudeckue. Yactb 2. YacTtHble TpeboBaHus
He3onacHOCTU K ANarHOCTUYECKUM OMNnoKam WUC-
TOYHUKA PEHTIEHOBCKOIrO U3NYyYeHUs U pPeHTre-
HOBCKUM MN3ry4vaTensim

IEC 60664-1:1992

KoopanHauus nsonsaumm ans obopyaoBaHUS HU3KO-
BOMNbTHbIX cuctem. Hactb 1: INpuHuunsl, TpeboBaHUSA

N UCIbITAHUA

IEC 60788:1984
MeaununHckas pagunonorns. TepMnHONorus

ISO 2092:1981
MeTtannel nerkme v ux cnnaebl. Kog 0603HaveHus,
OCHOBAaHHbIN HA XMMUYECKMUX 3HaAKax

* COOTBETCTBYIOLWMN MEXIOCYyAapCTBEHHbIN cTaHOQapT oTcyTcTByeT. 1o ero yrBepxgeHus pekomeHayeTcs Uc-
NoNb30BaTh €ro nepeBo Ha pycckun sA3biK. [lepeBoa gaHHOro MexXayHapoa4Horo craHgapra Haxogutesa B Pegepanb-
HOM MHopMaunoOHHOM dhoHOE TEXHUYECKUX PEernamMeHToB U CTaH4apTOB.

[TpnmedyaHune—BHacToswen Tabnuue NCNoNb30BaHO creayee yenoBHoe 0b603Ha4vYeHne CTENEHN CO-

OTBETCTBUSA CTAHOAPTOB:
- MOD — mogndmnumpoBaHHble cTaHOAPThHI.
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[2]

IEC 60601-2-32:1994

IEC 60417-1.2000

IEC 60417-2:1998

IEC 60601-1-4:1996

IEC 60613:1989

SO 497:1973

SO 7000:1989
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bubnuorpadpua

Quality Mammography Standards 21 CFR Part 1020, Section 1020.33, FDA, USA

Medical electrical equipment — Part 2: Particular requirements for the safety of associated
equipment of X-ray equipment (Annapartypa anekrpuyeckasa meguunHckas. Hacte 2-32.
YacTHble TpeboBaHus K Be3onacHoOCTU 0bopyaoBaHUs, CBA3AHHOINO C PEHTIEeHOBCKOW
annapaTtypown)

Graphical symbols for use on equipment — Part 1. Overview and application (O603Have-
HUA rpadudeckme ansa annapartypel. Hacte 1. O630p 1 NpUMeHeHne)

Graphical symbols for use on equipment — Part 2: Symbol originals (O603HaueHuns rpa-
dbunueckmne Ha obopygoBaHun. Yactb 2. OpurnHans! rpaumnyecknx ob6o3HauveHnin)

Medical electrical equipment — Part 1. General requirements for safety — 4. Collateral
standard:

Programmable electrical medical systems (Onektpoannapartypa meguunHckas. Hactbe 1.
Obwune TpeboBaHus K besonacHocTn. 4. JononuHswwmm ctaHgapT: [NporpammMmmpyemsblie
MEANLMNHCKMNE SNEKTPUHECKNE CUCTEMbI)

Electrical, thermal and loading characteristics of rotating anode X-ray tubes for medical
diagnosis (Tpybku peHTreHOBCKUE C BpawaeLmmest aHog4oM Ans MeanumnHCKON QnarHoc-
TUKN. DNEKTPUYECKNE, TEMNNOBbLIE XapPaKTEPUCTUKN U XapPaKTEPUCTUKN HArpy3Kn)

Guide to the choice of series of preferred numbers and of series containing more rounded
values of preferred numbers ([lpegnovTuTensHbIe YXnCna NEPBOro N BTOPOro npubnuxe-
HUA N Psigbl, cogepXawme 3t yncna. lNpasuna Beibopa n NpMMeHEHNS )

Graphical symbols for use on equipment — Index and synopsis (I padnyeckne cMMBO-bI,
HaHOCUMBbIE Ha obopyaoBaHue. [NepeveHb n cBogHasa tabnuua)
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