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Mpegucnosne

1 NOArOTOB/IEH ®depepanbHbIM FOCYAapCTBEHHLIM OHOKETHLIM yupexaeHneMm «Bcepoccuiickuii
Hay4Ho-uccnefoBaTeIbCKUA 1 UCNbITaTeNbHbIA MHCTUTYT MEeAULMHCKON TEXHUKU» deaepanbHOi cnyxobl no
Haf3opy B chepe 34paBooOXpaHeHns u coumnanbHoro passutus (Prey «BHUMNMT» Poc3gpaBHagsopa) Ha
OCHOBE COGCTBEHHOrO ayTEHTUYHOIO NEpPeBOAa Ha PYCCKUIA A3bIK MeXAyHapoAHOro cTaHAapTa, ykasaHHOro
B NyHKTE 4

2 BHECEH TexHunyeckuMm komMUTETOM No cTaHfaptusauum TK 411 «AnnapaTsl v o6opygosaHue ans
NYYEBOW TEPATMWW, onarHoctukn v 4O3MMeTpumn»

3 YTBEPXJEH WV BBEJEH B ,EI,EI7ICTBI/IE MNpukasom depepasnbHOro areHTCcTBa Mo TEXHUYECKOMY
perynuposaHuto 1 metponornu ot 08 Hosbpsa 2013 r. Ne 1437-cT.

4 HacTtosAwwmin ctaHfapT MAEHTUYEH MexAyHapoAHoMy cTtaHgapTy MOK 62274:2005 «W3penusa me-
OVLMHCKMe anekTpuyeckne. BesonacHocTb 3anucyM U Bepudmkauum cuctem nydveBoii Tepanuu» (IEC
62274:2005 «Medical electrical equipment - Safety of radiotherapy record and verify systems»).

Mpy NnpUMeHeHUN HacTosLWero cTaHjapTa PeKOMeHAYyeTcs NCMNoNb30BaTb BMECTO CCbIIOUYHbIX MEXAY-
HapoAHbIX CTaHAAPTOB COOTBETCTBYHOLIME UM HaLMOHasbHblE CTaHAApThl Poccuiickolt ®enepaunn, ceege-
HMS O KOTOPbIX NPVBEAEHbI B AONOSHUTENBHOM MpunoxeHun JA

5 BBEJEH BIEPBbIE

MpaBuna NpUmMeHeHUs HacTOoAWEro cTaHgapTa ycTaHoBneHsl B FTOCT P 1.0—2012 (pasgen 8).
WHdopmaumsa 06 n3ameHeHusx K HacTosALWeMy CTaHAapTy Ny6nkyeTCcs B eXerogHom (Mo COCTOAHMIO Ha
1aHBaps Tekywero roga) MHhopmaunoHHOM ykasaTene «HauvoHanbHble CTaHAapThi», a ohmuymnanbHbIi
TEeKCT M3MEHeHW 1 NoMpaBokK - B €XeMeCcA4YHOM MHAOPMaUVOHHOM ykasaTene «HaunoHanbHble CTaH-
JapTbi». B cnyyaB nepecmMoTpa (3aMeHbl) WAK OTMeHbl HACTOSALEro cTaHAapTa CooTBeTCTByLee
yBefjomneHne byneT ony6avMKoBaHO B 6amkailliem Bbinycke MHOPMAaLMOHHOIO ykasaTens «HaumoHanb-
Hble cCTaHaapThi». CooTBeTCTBYOLWasa nHopmauus, ysefomMieHne n TeKCTbl pasMeLlalnTCcsa Takke B
MHOPMaLMOHHO! cucTeMe 06LLEr0 NOb30BaHNSA - Ha ouuManbHOM caiTe PefepanbHOro areHTCcTBa
No TEeXHNYECKOMY perynvpoBaHuio n MeTponorum B ceTu NHTepHeT (gost.ru)

©CTaHgapTuHdopm, 2014

HacToswmii cTaHgapT He MOXEeT 6biTb MOSIHOCTBIO W/IM YAaCTUYHO BOCMPOM3BEAEH, TUPAXWPOBaH W
pacnpocTpaHeH B kayecTse ohuLMaibHOTO n3gaHus 6e3 paspelueHns deaepasibHoro areHTCTBa Mo TeXHU-
YyecKoMy perynnpoBaHunio 1 METPO/IOrUm
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BeepeHve

CWUCTEMAMU 3AMUNCK W BEPUOUKALINM (C3B) B JIYYEBOW TEPAMWU senstotcs M3MC
(MPOrPAMMUPYEMBIE 3NEKTPUYECKME MEAVMUWNHCKWE CWCTEMbI) unu nopcuctembl, KoTopble
NCMoNb3ylTCA ANS TOro, Ytobbl NPefoTBpaTUTh OWMWOBOYHYI0 YCTAHOBKY PEXVWMOB paboTbl MeAMLMHCKUX
3/IEKTPOHHbIX  YCKOPUTENEW. TAMMA-TEPAMEBTUYECKMUX AMMAPATOB  wan  gpyrux
PAIVOTEPAMNEBTUYECKMX YCTPOWCTB n 3anucath npoueccsl JIYYEBOW TEPATMWUN. Bce ato ocy-
LLIeCTB/IAETCA C NOMOLbI0 BEpPUUKAL N YCTAHOBOUYHbIX PEXUMOB 1 B/10KMPOBKM paboTbl NyvyeBoro o6opy-
[OBaHUSA. €C/IM 3TOT PEXUM He COOTBETCTBYeT 3afjaHHOMY. HETOUHOCTN B MosTydaeMblX faHHbIX UK OLLUNGKM
B npoLecce 3anucu u Bepudmkaumm Moryt cosgasaTte YTPO3Y BE3OMACHOCTW MALMEHTA. Hactos-

Wnid cTaHgapT onpefensieT Tpe6oBaHns K BHEeLWHeMY Buay v cTpykType C3B A5 Toro, 4to6bl npefoTBpa-
TUTb Takylo yrposy.
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HALUWOHA/NbHbBIW CTAHOAPT POCCUMCKOWN OSGELEPALUUMU

N3JAENNA MEJUUNHCKUE SNEKTPUYECKUNE
Be3onacHoCTb CUCTEM 3anucu 1 Bepudukauum nyyeBoi Tepanvm

Medical electrical equipment - Safety of radiotherapy record and verify systems

[fara BBegeHns — 2015—01—01

1 O6nacTtb NMPMMEHEeHUA, HasHa4eHne " B3auMoOCBA3b C APYTrMMN CTaHAapTaMun
1.1 O6nacTb NpUMEHEHUA

HacTosawmin ctaHgapT ycTaHaBnuBaeT TpeboBaHMa K An3aiHy, NPON3BOACTBY M K HEKOTOPbIM acnek-
Tam NpUMeHeHWsi cucTeM 3anucu u Bepudmkauuu (C3B) Ans wcnonbsosaHus B JIYYEBOW TEPAMUW.
CrtaHgapT npefHasHayeH 418 Toro, 4Tobbl:

a) obecneunBatb, OnpegensTb wau oTobpaxarb uHgopmauuio o pexumax OBNYYEHWA npu
NYYEBOW TEPATMWW; BxogHaa WHopmauumsa MoxeT BBOAuTbCA nn6o ONMEPATOPOM, nu6o Henocpen-
CTBEHHO C [ipyr#X yCTPOICTB;

b) KOHTPONMPOBATL BO3MOXHOCTM paboTbl 3TOr0 060PYyA0BaAHMS;

C) 3anucbiBaTb pe3ynbTatbl Bcex npoueayp OBNYUEHNS;

d) npegHa3HaveH gns:

1) HOPMasiIbHOro MCNOJ1b30BaHUA KBa/IMPULMPOBAHHLIMI CrieLmanncTaMmm, UMeoLWmMMmN JIMLEH3NI0
unm onbIT paboTtel ONMEPATOPAMU;

2) TEXHUYECKOro 06CNyXMBaHNS B COOTBETCTBUN C peKOMeHAaLMAMU, NpUBEAEHHbIMN B
MHCTPYKUWMWN MO 3KCNNYATALNN,

3) 1CNO/Ib30BaHUSA B YCNIOBUAX OKPYXatoLLeil cpedbl Npy napaMeTpax 3/1eKTPUYecKnx ceTel, yka-
3aHHbIX B TEXHUYECKOM OMUCAHUN.

OTOT cTaH4apT He npefHasHayeH A8 annapartypbl AnHamuyeckoro OBJIYUEHNA.

MpumeuaHune - ITO MOXET 6bITb NPELYCMOTPEHO B ByAyLIMX PEAAKLUSX CTaHAapTa.

WmetoTca ocobeHHocTn coeguHeHuss C3B ¢ nuTatoweld cetbio wam gpyrumu  ANMAPATAMA
JNIYYEBOW TEPAMWW, No3ToMy A0/KEH 6bITh NPOTOKO TAKOrO COEANHEHNS.

1.2 HazHauyeHue

HacToawmii cTaHgapT npumeHsieTcs Kk noboin C3B 1 ycTaHaBnMBaeT TPebOBaHWS K OCOOEHHOCTSM
[OKyMeHTaLuMm 1 UchblTaHWin  nporpaMMHoro  obecneveHuss TMOJIb3OBATENA. Tpe6oBaHus K
BE3OMACHOCTW nporpammHoro o6ecneveHuss AMMAPATA He BK/IOYEHbl B HACTOAWMIA cTaHdapT; T. K.
OHW MW3MEHAITCA B 3aBUCMMOCTM OT Tuna NporpaMMHo-annaparHoro obecneyenus (cm. 1.3.1 n npunoxe-
Hue A).

PekomeHayeTCcs MCMNOMb30BaTb OCHOBHbIE MOJIOXKEHUA HACTOALEero ctaHjapTa Jaxe B TOM ciydae,
ecnn C3B paspabatbiBaetcs n npuMmeHsietcs NMOJSIb3BOBATE/IEM ans coGCTBEHHbIX Lienei.

Ecnn ata TexHonornsa npumeHsetca apyrum NMOJIb3OBATEJ/IEM npu ycnoBusiX, B KOTOPbIX pa3spa-
60TUMKN HE MOTyT HenocpenCcTBEHHO KOHTPONMPOBATbL €e MUCNo/b30BaHue, pa3paboTunky cregyet B3ATb Ha
cebsa orBeTcTBEHHOCTL N3TOTOBUTE/A 1 pykoBOACTBOBaTLCA TpeboBaHUAMY HACTOSLWEro cTaHaapTa.

1.3 B3auMoCBA3b C ApYyrMMun cTaHgaptTamm

1.3.1 CraHgapTtbl BESOMACHOCTW nporpammHo-annapaTHoOro obecneyeHus

Tpe6oBaHua BE3OMACHOCTW nporpamMHO-annapaTHOro o6ecneyeHns, Takme Kak 3almuta oT anek-
Tpuueckoro ygapa, oris u JIEKTPOMATHUTHAA COBMECTVMOCTb, He BK/IOYEHbI B HACTOALWMI CTaH-
napr. BE3OMACHOCTb OT nepeuncreHHbIXx  BO3feicTBuMiA  fo/mkHa  ObiTb  rapaHTUpoBaHa
N3rOTOBUTEJIEM cooTBeTCTBMEM COOTBETCTBYHOLLEMY CTaHAAPTY B 3aBUCMMOCTU OT Tuna NporpammMHO-
annapartHoro obecneyeHus, ucnonb3dyemoro B C3B.

M3paHne ouymansHoe
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1.3.2 CtaHgapTbl BESBOMACHOCTW nporpammHoro o6ecneveHuns NONb30OBATENA

MpumeHsATCA BCe NMYyHKTbI M NOANYHKTbI cTaHAapTa M3K 60601-1-4 (cm. 4.1). Mpu npumeHeHun MIK
60601-1-4 N3TOTOBUTE/Ib f0MXeEH y4YnUTbiBaTb PUCKM, KOTOPbIE MOTYT BO3HUKHYTb U3-3a OLLIMOOK, CBSA3aH-
Hbix ¢ C3B.

MpunmeuvaHune - MIK60691-1-6 onvcbiBaeT NpoLEcc ynpaBneHus puckamu.

1.3.3 M3K 61217
Annaparsl, 419 KOTOPbIX NpegHasHadyeH MOK 61217, yka3aHbl B HacToslLeM cTaHaapTe.

1.3.4 ipyrue ctaHgapThbl

T. k. C3B. npegHasHauyeHbl ana mHdopmauyum o NMALVEHTE v gna ap. MeAuLMHCKOM MHopMaumu,
TO [O/DKHbl TMPUMEHATLCSA CTaHAapTbl, CBA3aHHblE C  KOHMUAEHUUA/IbHOCTBIO JINYHLIX [AaHHbIX O
NALMEHTAX. Tam. rae BOo3HMKaeT NpoTuBopedne mexay TpeboBaHuamMuM 060ro U3 aTux ctaHfapToB U
TpeboBaHMeM HacTosiwero ctaHgapta. M3FrOTOBUTE/Ib pomkeH paspelntb KOH(AUKT cnoco6om, KOTOo-
pbii  Hamnydwum o6pasoM oTpaxaeT HasHayeHWe Kaxpgoro craHjapta, W ykasaTb 2370 B
COMNPOBOAUTE/IbHBIX JOKYMEHTAX.

2 HopmaTuBHbIE CCbI/IKM

B HacTosilieM cTaHAapTe UCMO/b30BaHbl CCbIIKM Ha Cnegylolme MexayHapoaHble ctaHaapTel. Ans
[aTUPOBaHHbIX CCbI/IOK YKa3blBaeTCA TO/IbKO NpuBeAeHHOe nsganHune. Jnsa ccbifiok 6e3 gaTbl NPUMEHSIOT ca-
MoOe nocriefjHee nsfaHve yKkasaHHoro ctaHgapTra (Bknovast BCe U3MEHEHUA 1 Nonpasku).

M3K 60601-1 W3genus meguumHckme anekTpuyeckue. Yactb 1. O6uwme TpeboBaHNs 6e30nacHOCTM C
Y4eTOM OCHOBHbIX (PyHKUMOHanbHbIX XapaktepucTtuk (IEC 60601-1, Medical electrical equipment - Part 1:
General requirements for basic safety and essential performance)

M3K 60601-1-2 N3genusa meanumHckme anekTpuuyeckme. YacTtb 1-2. Obwue TpeboBaHusa 6e3onacHo-
CTW. DneKkTpomarHuTHas COBMeCTUMOCTb. TpeboBaHusa 1 MeToabl ucneiTaHnii (IEC 60601-1-2. Medical elec-
trical equipment - Part 1-2: General requirements for safety - Collateral standard: Electromagnetic compati-
bility - Requirements and tests)

M3K 60601-1-4:1996 W3penus mepuuuHckue anektpuyeckne. Yactb 1. O6wune TpeboBaHus 6e3-
onacHocTu. 4. TpeboBaHWA 6e30MacHOCTX K NpPOrpaMMupyembiM MeAWLUUHCKAM 3/1EKTPOHHBIM CUCTEMAaM
(IEC 60601-1-4:1996 Medical electrical equipment - Part 1-4: General requirements for safety - Collateral
standard: Programmable electrical medical systems)

M3K 60601-2-29 WN3genua meauuuHckme asnekTpuyeckne. Yactb 2-29. YacTHble TpeboBaHus 6es-
OMacHOCTM C y4eTOM OCHOBHbIX (DYHKLMOHaUTbHBIX XapakTepucTUK K umutatopam Ana nyyesoi Tepanum (IEC
60601-2-29. Medical electrical equipment - Part 2-29: Particular requirements for the safety of radiotherapy
simulators)

M3KITO 60788 V3genus meauuuHckue anekTpuyeckue. Cnosapb (IEC TR 60788. Medical electrical
equipment - Glossary of defined terms)

M3K 60950-1 O6opyaoBaHne MHOPMAaLMOHHbIX TeXHoNornii. TpeboBaHna 6e3onacHocTu. Yactb 1.
O6wwme TpeboBaHusa (IEC 60950-1. Information technology equipment - Safety - Part 1. General require-
ments)

M3K 61000 (Bce yactu) COBMECTUMOCTb TEXHUYECKMUX CPefcTB anektpomarHutHas (IEC 61000 (all
parts) electromagnetic compatibility (EMC)

M3K 61217 Annapatbl AUCTaHLUMOHHbIE ANS Ny4yeBOl Tepanun. KoopavHaTtbl, NEPEMELLEHUS U LUKasbl
(IEC 61217, Radiotherapy equipment - Coordinates, movements and scales)

MpumeyaHune - MNpu NONb30BAHUM HACTOALLMM CTaHAAPTOM LenecoobpasHo NpoBEPUTL AeicTBUe cCbl-
JIOYHbIX CTAHAAPTOB B MHCDOPMALIMOHHON cUCTEME O6LLEro MNosb30BaHMA — Ha ochuumasibHOM caiite deaepanbHOro
areHTCcTBa Mo TEXHUYECKOMY PEry/IMPOBaHUI0 1 METPOSIONN B CETU VIHTEPHET WK N0 eXEerogHoMy UHAOPMAaLVIOHHOMY
ykazaTtento «HauuoHasbHble cTaHaapTbi», KOTOPbIA 0Ny6ankoBaH NO COCTOSHWIO Ha 1 SiHBaps TekyLlero roga, 1 no Bbl-
nyckam eXeMecsYHOro MH(OPMALMOHHOTO ykasaTens «HauuoHanbHble cTaHAapTbl» 3a Tekylwmii rog Ecnu 3ameHeH
CCbIIOYHBI CTaHAAPT, Ha KOTOpLIA AaHa HefaTMpOBaHHAs CCblUIKa, TO PEKOMEHAYeTCs WCMOo/b30BaTh AENCTBYHOLLYHO
BEPCUWIO 3TOTO CTaHJapTa C YYeTOM BCEeX BHECEHHbIX B faHHYI0 BEPCUIO M3MEHeHUIA. EC/IM 3aMeHEH CCbINOYHbIN CTaH-
[apT, Ha KOTopbli flaHa faTpoBaHHAsA CCblka, TO PEKOMEHAYETCsi MCMNOMb30BaTh BEPCUIO 3TOTO CTaHAapTa C ykasaH-
HbIM Bbille roAOM YTBEPXAEHUA (I'IpI/IHﬂTI/Iﬂ). Ecnun nocne yTBEPXAEHUA HacToAlero ctaHgapta B CCbI/IOYHbIV CTaH-
[apT, Ha KOTOpbIii faHa AaTMpOBaHHas CCblfka, BHECEHO M3MEHEHWe, 3aTparuBaiollee NosiokeHVe, Ha KOTopoe JaHa
CCbl/IKa, TO 3TO MOJIOXKEHNEe PeKOMEeHAyeTCsi NPUMeHsATb 6e3 yyeTa AaHHOro M3MeHeHWs. Ecan cebinoyHblli cTaHgapT
OTMeHeH 6e3 3ameHbl, TO MOJIoKeHUe, B KOTOPOM JaHa CCblsika Ha Hero, peKOMeHAyeTCsl NPUMEHSITb B YaCTuW, He 3aTpa-
rMBatoLLLeli Ty CCbIKy.
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3 TepMUHbI 1 onpeaeneHns

B HacToswem ctaHgapTe npuMeHeHbl TepMuHbl no M3K 60601-1, M3K 60601-1-2, M3K 60601-1-4,
M3K 60601-2-29 n M3K/TO 60788. a Takxe creayrLlmii TEPMUH C COOTBETCTBYHLLNM ONpeesieHNeEM.

3.1 CUCTEMA 3ANMWUCKN N BEPUOUKALWWN (C3B) (RECORD AND VERIFY SYSTEM):
NMPOrPAMMUPYEMAA 3NEKTPUYECKAA MEOVNLUMHCKAA CUCTEMA nnu nogcuctema, Bknyarwowas B
cebsa nepudpepuiiHble yCTPOACTBa, UCNOMb3YETCA 4719 CPABHEHNA YCTaHOBOUHbIX YCI0BUIA paboTbl annaparta
JIYYEBOW TEPATMUW ¢ npeaBapuTenbHbIMUA 3a4aHHLIMW YCIOBUAMMU Nepef HadyanoM npeanonaraemoro
ceaHca JIYYEBOW TEPATMUW, obecneunsaeT npekpalyeHne paboTbl annaparta, eciv AeicTBuTe bHbIE pe-
XMMbl paboTbl annaparta He coBnajalT ¢ npeaBapuTenbHO onpegeneHHsiMn NMONIb3OBATE/IEM.

4 O6Lwwme TpebOBaHUA K UCMbITAHUAM
4.1 NcnblTaHna Ha BpeMsa NOATOTOBKM

B cootseTcTBUM ¢ M3K 60601-1-4 TpebyeTtcsa naeHtudmkaums OMACHOCTEWN, ouenka PUCKOB u
COOTBEeTCTBYOWasA Bepudmkaumaa n noarsepxgeHne koHtponsa PUCKOB. U3FOTOBUTEJ/Ib gonxeH co-
XpaHATb COOTBETCTBYIOLME AaHHble. Kaxaoe ucnbiTaHne AO/MKHO BKAOYaTb MPOTOKO/, COAEpXaliuidi BCO
Heob6xoAMMYI0 BXOAHYH MHOpMAaLMI0, AOCTAaTOYHO NOAPOGHY ANs obecneyeHns TOYHON BOCNPOU3BOAM-
MOCTU 1 MPOBEPKM pe3ynbTarta, a Takke CCbI/IKU Ha cooTBeTcTBMe TpeboBaHuaM M3K 60601-1-4.

4.2 NicnblTaHWe BO BPeEMS YyCTaHOBKMU

N3rOTOBUTE/Ib go/mkeH nNpefocTaBUTb MPOTOKOM UCMbITAHWIA Kak YacTb TEXHWUYECKOrO OnucaHus,
BK/IHOYAlOLLYI0 AeMoHcTpauuio pabotel C3B B cootBeTcTBMM ¢ COMPOBOAUNTE/IbHBIMW AJOKYMEHTAMU
(c™m. 5).

5 COMNMPOBOAUTEJIbHBIE JOKYMEHTbI

TexHuyeckoe onucanme n NMHCTPYKUUNA MO SKCNNYATALUUNU gomkHbl cogepxatb UHopmaumio,
Tpebyemyto HacToAWUM cTaHfapToM (cm. Tabnuuy 1).

Ta6nwunuya 1 - TIyHKTbl M NOANYHKTbI HACTOSALLEr0 cTaHAapTa, Tpebywuwwne oTpaxeHns B MHCTPYKLNN
MO SKCNNYATALNN n TexHnyeckom onmcaHuu

CnpaBoyHas cCblsika MHCTPYKUMA MO SKCMNNYATALMN TexHnyeckoe onucaHne

1 6.3
2 6.4 a)
3 6.4 b)
4 6.5
5 6.6
6 6.7
7 6.8 6.9
8 6.9
9 7.2
10 7.3
1 7.4
12 9
13
14 101
15 10.2
16 1
17 12 a)
18 12 b
19
20 12 d)
21 13
22 A.14
23 A3

MpumeyaHue - CnpasoyHas CCblfka AaHa A1a NPOBEPKN COOTBETCTBUS [OKYMEHTaLMN.
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6 TpeboBaHuA 6e30MacHOCTU
6.1 3HauyeHua PAAVNALIMOHHbBLIX BennyunH

Bce 3Hauenua PAOAVALMOHHBIX BenuuuMH [OMKHbI  BKAKYATb WX 0003HAuYeHusi. EguHuLb
PAOVNALIMOHHbIX BenuyvMH [0/MKHbI COOTBETCTBOBATL MEXAYHApPOAHOW cucTeme eauuuy CU. EanHMUbI
(Hanpumep, «MOHWTOpPHbIe eauHULBI»: ME), onucbiBatowme nonyyaemyto fo3y, AO/KHbI COBNajath € TemMu,
KoTopble ncnosib3ytTca B annapare ansa JIYYHEBOW TEPAMUN.

CooTBeTCTBME MPOBEPSETCA UCMbITaHWEM U HabnwogeHvem 3a AVICMJIEEM u BbixofgHOW MHGopma-
uuei.

6.2 [ata n Bpems

Korga Ha QVCMNEE wnu npu neyaTn otobpaxaeTcs faTa, npaBubHas UHTepnpetauus He A0/HKHa
3aBuceTb OT uHTepnpeTaumn ONEPATOPOM, oTo6paxeHue roga f0/MKHO COCTOSATb U3 YeTbipex uudp.

Mpumep - [OonycTwumblii BapuaHT: «03 Anp 2005», «03/04/2005 (geHb/mecsu/roa)»,
«2005/04/03 (rog/mBecau/ABHb)».
Mpumep - HepgonycTumblii BapnaHT: «03/04/05», 03/04/2005, «03 Anp 05».

Korga Ha gucnnee wnu npu neyatun otobpaxaeTcss Bpemsl, OHO AO/DKHO 6bITb NpefcTaBneHo B 24-
4acoBOM 0603HAYEHUN, UIN. eCIN UCMOoSb3yeTca 12-yacoBoe 0603HayYeHne, Heo6Xo04MMO ykasaTb, SABNSET-
CA NN 3TO BpeMS «A0 NOMYAHA» WK «nocne nonyaHs» (a.T wam p.T.). Bpems AOMKHO n3mMepaTbesa B Yacax,
MWHYTax, cekyHaax.

Mpn BBOAE, OTOGPaXEHWM MAW NpU neyaTn o0603HAYEHUE BPEMEHW AO0/HKHO ObiTb Takum, 4TOObl He
BO3HMKaNo TpygHocTel ¢ uncnamu. He fomkHO ucnonb3oBaTbcs 0603HaYeHne ofHol abbpesnatypoid. [o-
nyctumMble cokpatwieHms: 2.05 MuH; 1 yac 33 MuHyThl; 1:43:15 (Yac:MuH:cek).

®yHKUUK, 3aBUCALLME OT BPEMEHMW, AO/KHbI MPOBOANTLCSA KOPPEKTHO NpW nepexodax BPeMeHM, Taknx
Kak rpaHuua roga, npornyck roga v T.[.

CooTBeTCTBME MPOBEPSETCA UCMbiTaHneM 1 HabnwogeHvem 3a AVCMJIEEM n BbixogHO! nHdopma-
uuei.

6.3 KoopAnHaTHbIe CUCTEMbI U LWKanbl

OMNEPATOP pomkeH MMeTb BO3MOXHOCTb MCMNOMb30BaTh BCE (DYHKLMM MacliTabupoBaHUs v No3nun-
oHMpOBaHNA cucTembl 3BC npu NTIYYEBOW TEPAMUM B cooTeeTcTBUM ¢ MAK 61217. ECAn AONOAHUTENLHO
1cnonb3ylTcs Apyrne cTaHAapTbl ANS WKaa U KOOPAMHAT, 3TO AO/DKHO ObiTb yka3aHo. EfuHULbI MCnob3y-
I0TCA Te Xe. YTo 1 A1 annapaTtos 414 JNIYYEBOW TEPAMUW.

MeTog 1 chopmaT N306paKeHns LWKas fo/KeH 6biTb YkazaH B MHCTPYKUW MO SKCNNYATALNN.

CooTBeTCTBME NPOBEPSETCA UCMbITaHNEM K HabnwogeHvem 3a JVICMNIEEM, BbixogHOW MHopMaun-
eli n nposepkoit COMPOBOAUTE/NIbHbIX JOKYMEHTOB.

6.4 3awmrta OT HeECaHKLMOHUPOBAHHOTO UCMO/1Ib30BaHMUA

J0/mKHO nNpeAycMaTpmMBaTbCa CPEACTBO 3alUTbl OT HECAHKLUMOHMPOBAaHHbLIX BMeLLaTenbCTB. Tam. rae
cyuiectByeT BO3MOXHOCTb U3MEHEHUA AaHHbIX aBTOPMU30BaHHbIMU NnuamMu, AO/KHbI 6bITb npeaycMoTpeHbl
CcpeacTBa KOHTPO/A aBTOpU3alnin.

MpumeuvaHue - OcylecTB/eHne 3TOTO TPeGOBaHUS BO3MOXHO MpW WCMONb30BaHMM napons. Eciv uc-
Nofb3yeTcs Naposib, TO AO/DKHbI 6biTh NPEAYCMOTPEHbI CPEACTBA A/S YCTAHOB/IEHNUS! aBTOPCTBA WU WHAUBUAYaNbHOM
aBTOpM3aLMM CO CneunasbHbIMU (OYHKLMSAMN.

CooTBeTCTBME MpoBepseTca ucnbitaHneM u nposepkoit COMPOBOANTENbHbLIX JOKYMEHTOB n
MHCTPYKLWN MO SKCINYATALUUN.

Tam. rae KOHCTpyKuMel [onyckaeTcs COeAMHeHWe C nuTaloleli ceTblo, MPUMEHSITCS cregyloume
TpeboBaHus:

a) [0cTyn K C3B o/KeH 6biTb BO3MOXEH TO/TLKO A1 aBTOPU30BaHHbIX NnL, uan YCTPOWCTB
(Hanpvmep, Npy MCNob30BaHUU Napons nog koutponem N3rOTOBUTENSA);

b) [OCTyn K npegnucaHHoi npoueaype OBNYYEHUSA v gpyroii nHdopmauum, cogepxatieii naeH-
Tndpmkaumio NMALNEHTA, gomkeH 6biTb OrpaHnyeH AN npefoTBpaLleHns HeCaHKLVOHMPOBAHHOIO UCMOSb-
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30BaHuS:
c) N3rOTOBUTE/Ib fo/mkeH pekomeHaoBaTh CPeACcTBa A1 3almnTbl OT KOMMbIOTEPHBLIX BUPYCOB
B MHCTPYKUMW MO 3KCNNYATALNN:
d) COOTBETCTBME NpoBepsieTcs UcnbiTaHvem v npoepkoii COMNPOBOANTENbHbLIX
JOKYMEHTOB.

6.5 Koppekuna nepefasaemMbiX JaHHbIX

B TexHuueckom onucannu VI3TOTOBUTE/Ib JO/MKEH ONpeaennts NpoToKo/bl nepejaqn uHopma-
umn C3B. Mepefava faHHbIX OT M K annapaTty ans NYYEBOW TEPAMWWN vnu k gpyrum ycTpoiictBam, uc-
KNoYas yCcTpoicTBa neyatu, AO/HKHA BKIOYaTb B ce6s 3awmTy OT OWM60K Npu nepegadve AaHHbIX. JO/MKHbI
6bITb MpeAycMoTpeHbl cnocobbl onoseleHnss ONMEPATOPA o0 TOM. 4TO AaHHble He 6bln nepedaHbl.

Mpumep - DICOM 3 unu FTP, Kaxablli U3 KOTOPbIX MMeeT KOHTPO/b OWNOOK nepegayun nau
COGCTBEHHbIV hopmaT, BKAOYAOLW NI NPOBEPKY KOHT PO/bHbIX 3HAYEHUA BXOAHBIX U BbIXOA4HbIX
OaHHbIX.

CooTBeTCTBYE NPOBEPSETCA UCNbITaHWeM 1 npoepkoii COMPOBOANTE/IbHbIX JOKYMEHTOB.
6.6 MonyvyeHne gaHHbIX

JomkHbl 6bITb 06ecnedeHbl CPeACTBa, Aalne NHHopMaLmMio 06 YCTAaHOBOYHbLIX pexuMax annapara
ana NYYEBOW TEPAMWN w ppyryto nHdopmaumio o Heobxogumom OBJTYYEHUW, koTopble MOryT 6bITb
MCMNob30BaHbl TOMbKO nocre Toro, kak ONMEPATOP yaocToBepuTCS, YTO OHU GbIIM OTKOPPEKTUPOBAHbI.

CooTBeTCTBME NpoOBepsieTca ucnbitTaHnem v nposepkoii COMPOBOAUTE/IbHbIX AJOKYMEHTOB.

Ec/v no3Bo/sieT KOHCTPYKUMSA, WHADopMaums 06 yCTaHOBOYHLIX pexuMax annapata gna JIYYEBOW
TEPAMWW n gpyras nidgopmauus 06 OBNYUYEHUN MAUMEHTA gomkHa 6biTb NpoBEpPeHa WK paspelleHa
npv aBTOPCKON naeHTUdmKaumum:

a) asTOPM3aLMA NMPU3HAETCA HefelCTBUTEIbHOW B pe3ynbTaTe N060ro USMEHEHUS AaHHbIX;

b) nocne nIMeHeHus AaHHbIX TpebyeTca HoBas aBTopu3aLus.

c) C3B pgomkHa MMeTb CpeAcTBa A1 COXPaHEHUS UCTOPUM 1 3anncu aBTOPCKOW naeHTudmKaumm:

d) B VHCTPYKLWW MO SKCMNNYATALMN fomKHO BbiTb ONMCAHO Kak MoMb30BaTbCA 3TUMU (PyHK-
LMsAMKU B [OCTYNHOW chopme.

CooTBeTCTBME NpoBepseTcs ucnbiTaHmem u npoepkoii COMPOBOANTE/NbHbIX JOKYMEHTOB.

6.7 YpaneHue v pefakTupoBaHue faHHbIX

[omxHbl 6bITb NPefycMOTPEHbI CpeacTBa A/ OrpaHMYeHUss BO3MOXHOCTU pefakTUpoBaHUst MHdop-
mMauun 06 nctopum OBNTYUEHUA aBTOpM30BaHHbIMUK MuamMu. 3anucb 0 AeTansx U3MEHEHUs Jo/MKHa 6bITb
coxpaHeHa. PakT nameHeHus B uctopun OBNIYHYEHUA pgonxeH 6biTb oyeBugeH ana ONEPATOPA, Hanpu-
Mep. C MOMOLLbIO BU3yas/lbHOro MHAMKarTopa.

CooTBeTCTBME NPOBEPAETCA UCTbITAHUEM.

6.8 BoccTaHOBMeHUe nHopmaymm

[JOMKHBI 6bITb MPEAyCMOTPEHBI CPEACTBA /151 BOCCTAHOB/IEHUS AaHHbIX N3 OCHOBHOMO XpaHuavwa Ha
OTAE/IbHOM HocuTese, YTo6bl faHHbIe MOXHO 6blI0 BOCCTAHOBUTL MPU MOBPEXAEHUM OCHOBHOTO XpaHU/Iu-
LA fAaHHbIX.

MpumeuvaHune - OB6bIMHO BOCCTAHOBNEHME AaHHbIX TPEOYETCS B C/lyYaB OTKa3a CUCTEMbI.

CooTBeTCcTBME NMpoBepsieTcs ucnsiTaHmem u nposepkoil COMPOBOANTE/IbHbIX JOKYMEHTOB.
6.9 ApxmBunupoBaHune gaHHbIX

[0MKHbI 6bITb npeagycMoTpeHbl cpeacTtea An1id apxXnUBMpoBaHUA CTaTUCTUYECKMX AaHHbIX Ha OTAe/1b-
HOM HocuTene, YTobbl AaHHble MOXHO 6b1/10 MCNONb30BaTb nosgHee.

MpumeyaHune - ApxvBMPOBaHWE - 3TO MPOLECC NEPEHOCA UM KONMPOBAHWSA UHDOPMALIMK N3 OCHOBHOIO
XpaHunuia Ha oTAefibHble HocuTenu uHdopmaumn. XKenatenbHO CTaHAAPTM30BaTb MPOLECC apxuBauun nytem uc-
Nnosib30BaHMA Taknx ctaHAapToBs, kak DICOM wnn HL7.
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CooTBeTCTBUE NpoBepsieTcs UcnbiTaHnem u nposepkoli CONMPOBOAUTE/IbHBIX JOKYMEHTOB.
7 Mopaaok Bepudmkaumy npu JIYHEBOW TEPAMUN
7.1 MpepoTepaweHne OBTYHYHEHNA

C3B ponxHa 6biTb obecrneyeHa cpefcTeamu, C MOMOLLbIO KOTOpbIX npouecc OBNYYEHUA moxet
6bITb OCTAHOB/IEH B C/lyYae, eC/iM yCTaHOBOYHbIe NapaMeTpbl annapaTta He COOTBETCTBYIOT NpefnncaHHbIM.
CooTBeTCTBME npoBepAeTcAa UcnbliTaHNEM.

7.2 OTKa3s

Ecnu npounsowen oTkas. NMNOJSIb3OBATE/b gonxeH:
- 3achukcnposaTb napameTpbl OTkasa:

- ob6ecneuntb aBTOPM30BaAHHYIO UAEHTUMKALMIO.
dakT oTKa3a [0/MKEH OblTb 3anMcaH.

CooTBeTCTBME NMPOBEPSAETCA UCTbITAHNEM.

7.3 NMepepava npegnucaHHoi nHgopmayunun OBYUYEHNA

Ecnu koHcTpykuma C3B no3sonseT nepegatb npeanucaHHblie napameTtpbl OBJTYYEHUA ANTMAPATY
ana NYYEBOW TEPATMWUW, Heobxoanmo, uTobbl OMEPATOP nogteepaun, 4to nepegaHHas mHdopmauus
npaBuabHas, nepeg TeM. kak ee UCNoNb30BaThb B NEPBbIA pas 1 nocne /060ro n3mMeHeHus.

MpumeyvaHune - IT0 NoATBEpXAEHME HeobsA3aTeNbHO AN NepBoil npoueaypbl OBJTYUYEHWA nocne BBe-
Aexna wiv moandpukauun, (1.0. OMEPATOP moxeT Tpe6oBaTb YCTaHOBKM pexuMoB pa6oTbl AMMAPATA  ana
JIYYEBOW TEPAMUW 0T 0TAENBHOTO UCTOUHUKA WHApopMaLyun. [ns npoLieayps! OBNYYEHNA, rae 310 HEBO3MOXHO,
OMEPATOP nepep Tem. kak C3B nossonat AMMAPATY ana /IYYEBOW TEPATMUN pa6oTaTb, fOMKEH NOATBEPAUT,
YTO HOBEE WM M3MEHEHHOE NOJIOXEHUE Obl1I0 NPOBEPEHO APYTMU CpeacTBaMu.

CooTBeTCTBME MpOBepsieTcA MO MpOTOoKoay cneuudukauunii n nposepkoi COMPOBOANTENBbHbIX
JOKYMEHTOB.

7.4 ConpoBoguTenbHas nHgopmaumsa

COMNPOBOAUTEJ/IbHBIE AOKYMEHTbI gomkHbl BkAovaTe npegynpexaenHna ansa ONEPATOPA o
TOM. uTO npaBunbHas paboTta C3B 3asucut oT cBsian C3B ¢ cucTemoit JIYYEBOW TEPAMUW, koTopas Mo-
XeT BKlouaTb cucTemy nnavuposaHus JIYYEBOW TEPAMWW (CMAT), CUMYIATOP ANA NYYEBOW
TEPAMUW, a Takke AMMAPAT ans JIYUEBOW TEPATMUW. fio6oe u3MeHeHne cucTembl JIYUEBOW
TEPAIMWW, c koTopoii coeguHeHa C3B. TpebyeT ncnbiTaHWs A8 NOATBEPXAEHNS NPaBUILHOCTY paboThl.
CooTtseTtcTBME NpoBepseTca aHannsom COMPOBOANTE/bHbIX AOKYMEHTOB.

8 3anunckb npoueaypbl JIEYHEHUA v oTyeTHOCTHL

Ona kaxgoro NMAUMEHTA C3B pgomkHa obecneuntb cpeactsa, C nMoMowbio KoTopbix OMNMEPATOP
MOXeT BOCCTaHOBUTL 1 3anucaTh Bce napameTpbl AMMAPATA ans IYYEBOW TEPATMWM, ©cnofb3oBaHHble
B npeablaywmx npoueaypax OBJIYHEHUA.

MMeyaHune - PykoBOACTBO M COAepXaHue oTyeTa MOXHO HaliTu B ny6nvkauusx [5] v [7] ana doToHHO
}'Iyl-IEBOI/I TEPAMWW u [6] pns BPAXUTEPAMN.

CooTBeTCTBME NPOBEPSAETCH UCMbITAHVEM.
9 TouHOCTb
N3rOTOBUTE/Ib pfo/mKeH YycTaHOBUTb TOYHOCTL C3B AnAa  BCex 3anMcaHHbIX napameTpos

OBNIYYEHNA.
CooTBeTCcTBME NpoBepseTca ncnbiTaHueM, Kak onucaHo B CONMPOBOJUTE/IbHbIX LJOKYMEHTAX.
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10 HeHopMasibHasA paboTa 1 yC/10BUS HapyLLeHWs
10.1 O6Lwan gnarHocTka nporpamMmmMHo-annapaTHoro obecnevyeHus

MporpamMmbl JO/MKHBI BbITb YCTAHOB/IEHBI Takum 06pas3oM, 4Tobbl NpaBubHas paboTta cpefcTs ocTa-
HoBKM OBJIYUEHUS cM. 7.1 1 ceasn mexay C3B n ANMAPATOM ans JIYYEBOW TEPAMUW, morna 6biTs
npoBepeHa. COMNPOBOANTENbHbLIE AOKYMEHTbI Ao/mxHbI coaepxaTb 06bACHEHME 3TUX NpOrpamMm.

Ecnn atu nporpammbl TpebytoT aeiicteuiit ONEPATOPA, To Takme feiCcTBUS [O/MKHbI OblTb ONMCaHbI
B COMPOBOAVTE/IbHbLIX AOKYMEHTAX BMecCTe ¢ peKoMeHAyeMOi 4acTOTON UX NPOBEPKU.

CooTtBeTcTBUE nposBepseTcsa aHannzom COMPOBOAUTE/IbHBIX JOKYMEHTOB.

10.2 flaTta u Kopg,

MpoBepoYHbIi KOA Nporpammbl, WHOpMauMs O pexumax paboTel annapata ans JIYYEBOW
TEPAMWW v apyras nHdgopmauns o nedeHun NMALMNEHTA fomkHbI MMETb 3KBMBAJIEHTHYIO 3alUWTy, KOTO-
pas rapaHTMpyeT, 4TO OHa He 6yAeT McCnonb3oBaHa, ecnu npousoigeT c60li NporpaMMHO-annapaTrHoro
obecneyeHns, nonageTt «BUPYC» C/yyaliHO BO Bpemsi paboTbl wan gpyrum cnocobom. B cnyuae obHapyxe-
Hua ownbkn N3rOTOBUTESIb gomkeH obecneuntb ykazaHne OMEPATOPY ana BOCCTaHOB/EHMA npa-
BWU/IbHOW paboThkl Kak Ha aucnnee, Tak u B UHCTPYKLW MO 9KCNNYATALNWN.

CooTBeTCTBME MNpOBepseTca ucnbiTaHMem u Ha6nwogenvem 3a AWNCMNJIEEM wnu  npoBepkoii
CONPOBOAUTE/NIbHbLIX LJOKYMEHTOB.

11 YenoBeueckunii draktop B paspaboTke MporpamMmMHOro obecrne4yeHus
NMO/NIb30OBATENA

JomkHbl  MpUMeHATbCA  TpeboBaHWA K  Mpoueccy pasBWTAA  MporpaMMHOro  obecneveHus
MONIb3OBATE/NA un ynpasneHna PUCKAMW, onpegeneHHbiMn B MOK 60601-1-4. [pn npumeHeHun Tpe-
60BaHnii M3K 60601-1-4 TepmuH MAMC gonxeH BkatoyaTs C3B.

CooTBeTCcTBME NMpoBepsieTcs ucnsiTaHmem u nposepkoii COMPOBOANTE/IbHbIX AOKYMEHTOB cu-
CcTeMbl B COOTBETCTBUM C TpeboBaHnamn M3OK 60601-1-4.

N3rOTOBUTE/Ib gomkeH onucatb B UHCTPYKUWW MO 3KCIMNYATALUUWN cpeacTtsa, C NOMOLLLIO
koTopbix MOJ/Ib3OBATE/Ib moxeT 3admkcmpoBaTh OWNGKM B paboTe.

CootseTcTBue nposepsetcsa aHannsom COMPOBOANTE/IbHbIX AOKYMEHTOB.

12 NameHeHUs1 B BepcusaX nNporpaMmmMmHoro obecneudenmsa NOJIb3OBATE/A

Cnepytowme TpeboBaHNA NPUMEHSAIOTCA, KOrga MCnosib3yeTca HoBas Bepcus nMporpaMMHoOro obecne-
YyeHus:

a) ecnu yctaHoBka He ocywectensetca W3rOTOBUTENEM, To MHCTPYKUNA MO
OKCMNNYATALUWN gomkHa cogepxaTb TpeboBaHMsA K yCTaHOBKE HOBOI BeEpCMM NpOrpaMMHOro obecneve-
HUA 1 K UCMbITAHUAM AN1A onpefeneHns ycnewHoCcT! YCTaHOBKN.

MHCTPYKLUMA MO 3SKCMNYATAUNW ponxHa cogepxaTb pekomeHpauuun MOJIb3BOBATE/O no
BEEHMNI0 COOTBETCTBYHOLLNX 3anucein 06HOBNEHNS AaHHbIX NporpammMHoro obecnevenuns NMOJIb3OBATENA.
N3TOTOBUTE/Ib pomkeH coxpaHATb 3anucu AaHHbIX OGHOBMEHUS MPOrpaMMHOro o6ecrnevyeHus Kaxaoro
MONb30OBATENSA;

b) ecnvM Npy MCNoNb30BaHUM AAHHLIX NpPOrpaMmmMHOro obecrneyeHuns npegbigylieid Bepcun BO3HWKIN
OLLMGKM, TO HYXHO:

1) npeo6pasoBaTtb faHHble B HOBbIV hopmar:

2) npefoTBpaTUTL UcNosb3oBaHue nHdopmaummn NMOSIb3OBATENS;

C) ecnu ycTaHOBKa HOBOW Bepcun nporpammHoro obecneveHunsi NMOJSIb3OBATE/IA MOXET YHUUTOXUTb
NHOPMaLMIo O pexumax pa6oTbl annapaTta ans JIYUYEBOW TEPAMUW wnn apyrylo uHdopMaumio 06
OBNYYEHWN NALUMEHTA. OMEPATOP gomkeH 6bITb NpeaynpexaeH u nHgopmaums fo/mkHa 6biTb BOC-
CTaHOB/IeHa nepef TeM. Kak MPoAO/KUTL YCTAHOBKY HOBOV Bepcun;

d) ecnu wHdopmauus, nonyyaemasi nNpu ycTaHOBKe Tekylleli Bepcun nNporpamMmHoOro obecnevyeHust
MONb3OBATE/NIA, 6ygeT wucnonb3oBaTbCAd B CReAyloleil Bepcun MNpoOrpaMMHOrO  obecrnedveHuns
MONb3OBATENA, To B UHCTPYKLWW MO SKCMNYATALWN fonxHO 6biTb yka3aHMe O TOM. Kak BoccTa-
HOBUTb VMHbOopMaLMio, CoOAepPXaLlyloca B TEKYLLen Bepcuu, ANS cneayloleli Bepcuun, ecnm 3T CepBuchl He
co3gatoTtca ucknuntesnsHo N3rOTOBUTENEM;

e) B MHCTPYKUWNWM MO SKCNNYATALUNW pomkHO 6biTb Yka3aHMe 0 TOM. Kak BoccTaHOBUTL C3B B
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YyCNnoBuSX, B KOTOPbIX OHO O6bIIO Nepes YycTaHOBKOW HOBOW BepcuMu MporpaMMHOro obecneveHus
MOJIb3OBATE/NA.
CooTBeTCTBME MpOBEPSieTCA ucCnbiTaHMeM no b) u ¢) u aHanusom COMPOBOAUTENbHbLIX

OOKYMEHTOB no a). b). c), d).
13 Yenoseueckuii hakTop Npu MCrnonib30BaHnUn

WHCTPYKUMA NO SKCNAYATAUWW pomkHa cogepxatb namstky MOJIbBOBATE/HO o6o Bceli
nHdopmauumn, Heobxoammol ans 6es3onacHoli paboTbl, BKIOYasA, HO He OrpaHuyMBas, CrneuuanbHyl WH-
dhopmauyio. yKasaHHy0 B HacTosiLLeM cTaHaapTe.

MHCTPYKUWMA MO SKCIITYATALUMN pomkHa copgepxartb npegynpexaeHus ana NOJIb3OBATE/NA
06 o06si3aTenbHON aBTOpM3auuMu, 4YTOObl paboTaTb C MHOpMauvein o pexumax paboTel annaparta Ans
NYYEBOW TEPAMUW unn ¢ apyroit nHdopmaumeii 06 OBNYYEHUN NALMEHTA.

CoortBeTcTBME nposepseTcsa aHanmdom COMNPOBOAUNTE/IbHbIX JOKYMEHTOB.
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MpunoxeHne A
(o6s3aTenpHoe)

Be3onacHocTb NporpamMMHo-annapaTHoro obecnevyeHuns
Al CtaHpapTbl BESOMACHOCTW nporpammHoro o6ecnedeHus AMMAPATA

A.1.1 O6wme TpeboBaHus

HacTtoawumii cTaHpgapT paccMatpuBaeT OCOGEHHOCTM paboTbl M Ap. acnekTbl NPOrpaMMHOr0 o6ecneveHus
MONBb30OBATENA C3B. Tpebyemble ans BE3OMACHOCTW pa6oTbl. OH AO/MKEH AOMOMHATLCA MM ObiTb AOMNOMHU-
TeNlbHbIM K COOTBETCTBYIOLEeMY cTaHAapTy no BE3OMNACHOCTW nporpammHoro obecneyenus AMNMAPATA. Hixe ne-
peuncneHbl HEKOTOPbIE U3 MPUMEHSIEMbIX CTaHA4apToB U MpuUBEEHbl KOMMEHTapumn K Ux npuMeHeHuto. lMepeyeHb He
sABNAeTca BceoxsatbiBaowuymM, 1 N3rOTOBUTE/Ib MOXeT ncnosib3oBaTb COOTBETCTBYIOLME CTaHAapPTbl, BKIOYAA WX
nocnegHve pegakumu v gononHexnmsa. N3rOTOBUTE/Ib MOXET MCNONb30BaTb CTaHAAPTbI, OT/IMYHbLIE OT NepeyuncsieH-
HbIX HUXe, ecin 061acTb UX NPUMEHEHUS COOTBETCTBYET TpebyeMoi.

N3rOTOBUTE/Ib fo/MKeH yKa3aTb B TEXHWYECKOM OMNUCaHUM BCe CTaHAapThbl /189 NPOorpamMmMHOro obecrneveHus
ATMMAPATA, KoTopbiM cooTBeTCcTBYeT C3B.

A.1.2 M3K 60950-1 «O6opygoBaHne MHDOPMaLMOHHbIX TexHonoruid. TpebosaHua 6esonacHoctu. Yactb 1. O6-
Lune TpeboBaHus»

OTOT cTaHAapT NPUMEHUM K MH(DOPMALMOHHO-TEXHOIOTMYECKOMY 060pyi0BaHMIo, Kak onpeaeneHo B 1.1.1. Ecnm
C3B 1cnosb3yeT nporpammMHoe o6ecneyermne AMMAPATA 1 nepudiepryeckne ycTpoicTea U He MMEET NPSIMOro KOHTaK-
Tac NALUVEHTOM, Torga npumeHum ctaHgapt M3OK 60950-1.

A.1.3 M3K 60601-1 «M3pgenua mepuumHckne anektpuyeckne. Yactb 1. O6wume TpebosaHua 6e3onacHocTv ¢
YYETOM OCHOBHbIX (OYHKLMOHANbHBIX XapakTepucTuk»

M3K 60601-1-06wuit ctaHgapT BE3OMNACHOCTW n3genwii MeauumMHCKUX anekTpuyeckux. Ecnu nporpammHoe
ob6ecneyeHne AMMAPATA C3B ucnonbsyetcs B npucytcteum MALUVEHTA nam nHterpupyeTcs B nporpamMMHoe obecne-
yenune AMMAPATA, ucnons3yemoe B npucytcteun MALMEHTA, To M3K 60601-1 MOXeT paccMaTpuBaTbCsl, Kak CTaH-
aapt BE3OMNACHOCTW ans nporpammMHoro obecneyeHusi AMNMAPATA.

A.1.4 M3K 61000 (Bce YacTn) «COBMECTUMOCTb TEXHUYECKUX CPeACTB 3/1EKTPOMArHUTHaSA»

3JTa rpynna o6Lmx cTaHAapToB, COAEPXMT 06LLve TpeboBaHNS 31EKTPOMAarHUTHON COBMECTUMOCTY.

A.1.5 M3K 60601-1-2 «WM3genns meauumuHckne anekTpuueckne. Yactb 1-2. O6wme TpeboBaHusi 6€30nacHOCTU.
OneKTpoMarH1THas COBMECTUMOCTb. TpeboBaHua 1 MeTOAb! UCMbITaHU»

OTOT cTaHAapT COAEPXUT TpeboBaHNA U MeTOAbl UCTIbITaHWUI 3M1EKTPOMarHUTHON COBMECTUMOCTU MHhopmaLum-
OHHO-TEXHO/I0TYeCKoro o6opyaosaHus U MEAVLMHCKUX W3OENNA snekTpuueckux. MpuMeHeHve 6yaeT 3aBuceTb
0T cofepxaHua nporpammHoro o6ecnevenusi AMMAPATA 1 OT OKpyXatoLleil cpefpl, B KOTOPO OHM 1cnonb3ytoTes. B
60nbLIMHCTBE cny4yaeB C3B ncnonb3yloT annapartHoe obecneyeHne KOMMEPYECKOro KomnbloTepa An1s paboTsl B yCo-
BMSIX. COOTBETCTBYHOLLMX TakoMy o60opyaoBaHuio u USTOTOBUTE/Ib MmoxeT nmeTb cepTudmkar Ha o6opyaoBaHue, oc-
HOBaHHbIN Ha TpeboBaHUAX OAHOrO M3 3TUX C CTaHAapPTOB. Ecnn koMnbloTep MMeeT 0ObIYHYI KOHCTPYKLMIO UK UHTe-
rpupoBaH B 060pyAoBaHMe, KOTOPoe MMeeT KOHTakT ¢ MALIMIEHTOM, To. BEpOATHO, NOTpebyeTcs onpeaenvTb, Kakoi
ncnonb3osaTb CTaHjapT.

Co0TBeTCTBME NPOBEPAETCA UCTbITaHNeM 1 aHannsom COMPOBOAUTENBHOW AOKYMEHTALIMN.

A.2 MonHas 6e3onacHoCcTb NporpammHoro o6ecnevexmns AMMAPATA

Be3onacHocTb nporpaMmHoro obecnedenuns AMNMAPATA foxHa BkIoUaTb crefytouime noTeHumaibHble pUcku:
ropaxeHne 3/1eKTPUYECKM TOKOM, BO3ropaHue, om3nyeckoe noBpexaeHne, 3/1eKTPOMarHuTHy0 COBMECTUMOCTb U BO3-
HUKaloLLee NOHU3NpYLoLLIee U3NyYeHne, NpesbillatoLLee yCTaHOB/IEHHbIE HOPMbI.

A.3 KomnnektHocTb COMPOBOANTE/IbHbIX JOKYMEHTOB

MHCTPYKLNA MO SKCMNYATALINN 1 TexHM4eckoe onvcaHve AO/KHbI BKIKOYaTb BCHO HEOOGX0AMMYH MHbop-
maumio ans BESONACHOCTW TpaHcnopTupoBaHus, yCTaHOBKW, paboTbl U 06CNYXVBaHUA NPOrpamMMHOro obecneyeHus
ATMMAPATA, BK/O4as ynakoBKy, YC/T0BUS TPAHCMOPTUPOBAHUS U XPaHEHWUS, MHCTPYKLMIO NO YCTaHOBKe, ycnoBus pabo-
Tbl (Temnepartypa, BM&XHOCTb W 3MEKTPUYEcKne napameTpbl), WHCTPYKUMM no paboTe u npegynpexgeHns o6
OMACHOCTAX ¥ MHCTPYKLMMU MO 06CNYXUBAHUIO.

CootBeTcTBME npoBepseTca aHannsom COMNPOBOAUTE/IbHBLIX JOKYMEHTOB.
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MpunoxeHne A
(cnpaBoyHoe)

CBefleHNs 0 COOTBETCTBUM CCbIJTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HALMOHANbHLIM CTaHAapTam
Poccuiickon depepauun

Ta6nuua OA. 1

O603HaYEHNE CCbITOYHOTO CreneHb
MeXAyHapoAHOro COOTBETCTBUA
cTaHgapta
M3K 60601-1:2005 HoT
M3K 60601-1-2:2001 MOD
M3K 60601-1-4:1996 MOD
M3K 60601-2-29:2008 HOT
M3K/TO 60788:2004 HoT

M3K 60950-1:2001 -

O603Ha4eHve 1 HavMeHoBaHue
COOTBETCTBYHOLLETO
HauyMOHa/IbHOIo CtaHgapTa

FOCT P M3K 60601-1-2010 «W3penvsa mMeauumH-
ckue anekTpuueckue. Yactb 1. Obwme Tpe6oBaHWs
6e30MacHOCTA C y4EeTOM OCHOBHbIX (DYHKLIMOHA/IbHbBIX
XapaKTepucTuk»

FOCT P 50267.0.2-2005 «W3pgenus meguumMHCKue
anekTpuyeckne Yactb 1-2. Obwpe TpeboBaHua 6e3-
ONacHoCTW.  ONeKTpoMarHWTHas  COBMECTUMOCTb.
Tpe6oBaHVsi N METOABI UCTIbITAHN»

FOCT P 50267.0.4-99 «MV3genusa meOuvLuHCKMe
anekTpuyeckne. Yactb 1 O6wme TpebosaHus 6e3-
onacHoctn. 4. TpebosaHuWa 6e3onacHOCTW K Mpo-
rpaMMupyemMbiM MeAULMHCKAM 3/1EKTPOHHBIM CUCTe-
Mam»

FOCT P MOK 60601-2-29-2013

«M3penua meguumMHCKue anekTpuyeckue. Yactb 2-
29. YacTHble TpeboBaHus 6€30MacHOCTU C y4yeToMm
OCHOBHbIX (PYHKLMOHA/bHBIX XapakTepuUcTMK K nmMu-
TaTopam A5 y4eBOi Tepanum»

FOCT P MOK/TO 60788-2009  «W3penus
MenLMHCKMe anekTpuyeckue. Cnosapb»

M3K 61000 (Bce yacTtn) MOD FOCT P 51317 (Bce yacTn) «COBMECTUMOCTb TEXHU-
4ecknx CpPeCTB 3NEKTPOMAXUTHASA»

M3K 61217:2011 oT FOCT PM3K 61217-2013
«AnnapaTbl AUCTaHLUVOHHbIE AN SlyYeBO Tepanuu.
KoopauHaTtbl, nepemMeLLeHns 1 LKasbl»

MpumeuaHune - B HacTosLel TabamLe UCNOMb30BaHbI CleAyloLiMe YC0BHbIe 0603HAaUYEHNs CTeNeHn CooTBeT-

CTBUA CTaHAAPTOB:
- KOT- naeHTUYHblE CTaHO4aPThI;
- MOD - mMogMcunLmMpoBaHHble CTaHAapThbl.

' COOTBETCTBYIOLMIA HAUMOHA/IbHBIA CTaHAAPT OTCYTCTBYET. [0 €ro yTBepXAEHUs PeKOMEHAYEeTCsi MCMo/b30oBaTb
NepeBos Ha PYCCKWiA A3bIK AaHHOTO MEXAYHapOAHOTo cTaHAapTa. epeBog AaHHOTO MEXAyHapOoAHOro cTaHgapTa
HaxoauTca B ®efepasibHOM NHHDOPMALMOHHOM (DOHAE TEXHUYECKMX PErfiaMeHTOB 1 CTaH4APTOB.
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AndaBUTHBIN yKkaszaTenb TEPMUHOB

AMMNAPAT FT'AMMA-TEPAMEBTUYECKUIA

AMMNAPAT PAOVOHYKNWAHBI TEPANEBTUYECKM

BE3OMACHOCTb

BEPAXUTEPAMVIS NIYYEBAS

JNCMNEN

JOKYMEHTbI CONMPOBOANTENbHbIE
N3roTOBUTE/b

N3NYYEHVE

WHCTPYKLSA MO SKCTYATALN
NCMO/b30BAHVE HOPMA/ILHOE
NEYEHVE

OBOPY/IOBAHVE
NHOOPMALMOHHO-TEXHOIOTMYECKOE
OMACHOCTb

OMEPATOP

NALMEHT

MOIb3OBATE/b

PUCK
CUMYNATOP /151 NYYEBOW TEPAMUN
CWUCTEMA 3AMUCU 1 BEPUOUKALLMN (C3B)
CWCTEMA MJIAHUPOBAHMSA

NYYEBOW TEPAMM

CWCTEMA MPOTPAMMUPYEMASI
S/IEKTPOHHAS MEULIMHCKASA
COBMECTWMOCTb 3/IEKTPOMAIHUTHASA
CMELMANNCT KBAM®UNLMPOBAHHBIN
TEPANWSA NYYEBASA

YCKOPUTESb 3APAXEHHbIX YACTUL]
YCTPOWNCTBO (M3AENE MEAULIMHCKOE
3NEKTOPUYECKOE)

rmn-24-01

rm-24-01

M3K 60601-1-4. 2.201.10
rrn-42-52

rmn-84-01

rm-82-01

rw-85-03

nn-11-01

rm-82-02

rmn-82-04

M3K 60601-2-11.2.118

M3K 60601-1-2. 2.217
M3K 60601-1-4.2.201.11
rrn-85-02

rm-62-03

rm-85-01

M3K 60601-1-4.2.201.7
M3K 60601-2-29. 2.1.104
31

M3K 62083. 4.5

M3K 60601-1-4.2.201.4

M3K 60601-1-2. 2.204

M3K 60601-2-17.2.1.111
rm-40-05
rw-23-01

M3K 60601-1.2.215
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