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MpeoucnoBue

1 NOArOTOBNEH depepanbHbiM rocyaapcTBEHHbIM BIOMKETHLIM yupexaeHuem «Bcepoccuickui
Hay4YHO-UCCNEea0BaTENMbCKMI U UCNLITATENbHbIA MHCTUTYT MEAULIMHCKOW TEXHUKU» deaepanbHOn crnyxObl no
Haa3opy B cchepe 3apaBoOXpaHEeHUa u counansHoro passutusa (Proy «BHUMUMT» PocsapasHaasopa) Ha
OCHOBE COOCTBEHHOIO ayTEHTUYHOrO NEPEBOAA HA PYCCKUM A3bIK MEXAYHAPOAHOIO CTaHAapTa, ykasaHHOro
B NyHKTE 4

2 BHECEH TexHu4eckum KOMUTETOM No cTaHpaptusauum TK 411 «Annapats! u o6opyaoBaHue ans
JIYHYEBOW TEPAIMNWUWN, anarHoCTUKK U AO3UMETPUN»

3 YTBEPXKOEH W BBEAEH B AQEVWCTBME Mpukasom deaepanbHOro areHTcTsa no TeXHUYEcKoMy
perynupoBaHuio u metponorumn ot 08 Hoabpsa 2013 r. Ne 1437-cr.

4 Hacroswumi craHgaapT MAEHTUYEH MexayHapoaHoMy cTaHaapty MOK 62274:2005 «Uspenua me-
AvUMHCKMe anekTpuyeckue. BesonacHocTb 3anucu u Bepudpmkauum cuctem nyyesoi Tepanuu» (IEC
62274:2005 «Medical electrical equipment — Safety of radiotherapy record and verify systemsy).

Mpu npumeHeHnn HACTOALLEro cTaHaapTa peKOMEHAYETCA UCNONb30BaTb BMECTO CCbISTOYHbIX MeXAY-
HapOAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM HALMOHaNbHbIE cTaHaapTel Poccuiickon depepauumn, ceeae-
HUS O KOTOPLIX MPUBEAEHbI B AONONHUTENBHOM NpUnoxxenun OA

5 BBE[EH BIEPBbIE

lpasuna npumeHeHus Hacmoswezo cmaHdapma ycmaroesieHsl 6 FTOCT P 1.0—2012 (pa3len 8).
UHhopmayusa 06 UsMeHeHUaX K Hacmosauwemy cmaHdapmy nybnukyemcs e exxe200HOM (N0 COCMOSHUIO Ha
1 AHeaps meKyuwiezo eoda) UHhOPMaUUOHHOM yKkazamene «HauyuonanbHble cmaHéapmebly, a ochuyuanbHbil
meKem U3MEHEHUL U NonpasoK — 8 eXeMeCsIHHOM UHOPMaUUOHHOM yKazamerne «HayuoHarnbHbie cmaH-
Oapmbi». B criyyae nepecMompa (3aMeHbl) uny OmmMeHbl Hacmosauweeo cmadéapma coomeemcemeyiouiee
yeedomneHue 6ydem onybnukosaHo 8 bnuxaliuem sbillycke UHGhOPMaUUOHHO20 yKkasamensa «HauuoHarb-
Hble cmaHO0apmbiy. Coomeemcmeyowas uHgopmauus, yeedomneHue u mekcmbl pa3mMewaomces maKkxe e
UHGhOPMaYUOHHOU cucmeme obuie20 nosb30eaHusi — Ha oguyuarnsHoMm calime dedepanbHO20 azeHmemea
10 MEeXHUHYECKOMY peaynuposaHuio U Memporioeuu e cemu YIHmepHem (gost.ru)

© CraHgaptuHcopm, 2014

Hactosilumii ctaHaapT HE MOXET ObiTb NMOMHOCTbIO UIM YaCTUYHO BOCMPOW3BEAEH, TUPAXKUPOBAH U

pacnpocTpaHeH B KayecTse ouumanbHOro usgaHua 6e3 paspelueHus degepanbHOro areHTCTea no TexXHU-
YECKOMY PErynupoBaHuio 1 METPONOrnm
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BseneHue

CUCTEMAMMN 3AMNUCU N BEPUDUKALIMM (C3B) 8 NYUEBOWM TEPAMUWU sensiotca M3MC
(MPOrPAMMUPYEMBIE 3NEKTPUYECKUE MEOULUMHCKUE CUCTEMbI) unu noacucteMsl, KOTOpble
MCMONb3YIOTCS ANsl TOro, YToObl NPeaoTBPATUTL OLUMGOYHYIO YCTAHOBKY PEXUMOB paboTbl MeAMLMHCKUX
ONEKTPOHHbLIX  YCKOPUTENEW, TAMMA-TEPANEBTUUECKUX AMMAPATOB unu  apyrmx
PAOVOTEPANEBTUYECKUX YCTPOWCTB u 3anucate npoueccel JIYYEBOW TEPAMWW. Bce 3Tto ocy-
LUECTBASIETCA C NOMOLLLIO BEpUMUKALMKU YCTAHOBOYHbIX PEXUMOB U GrokMpoBKM paboTel ny4eBoro obopy-
[I0BaHWs, €CNu 3TOT PEXUM He COOTBETCTBYET 3a4aHHOMY. HETOYHOCTM B NONy4yaeMbIX AAHHLIX UK OLIMOKK
B npouecce 3anucu u sepudpnkaummu moryt cospgasat YMPO3Y BE3OIMACHOCTWU NALUMEHTA. Hacros-
LWKMiA cTaHgapT onpeaensieT TpeboBaHMA K BHELLHEMY BMAY W cTpykType C3B ans Toro, uro6bl npeaoTepa-
TUTb TaKylo yrpo3y.
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HAUWOHANBHBIN CTAHOAPT POCCUNCKOWN OEOEPALUMN

M3QENNA MEOULUNHCKUE SJIEKTPUYECKUE
BesonacHOCTL cUCTEM 3anucK U BepudmKaLmmn nyvyeBoi Tepanum

Medical electrical equipment — Safety of radiotherapy record and verify systems

Hara BBegeHusa — 2015—01—01

1 O6bnacTtb NnpuMeHeHUsl, Ha3HaYeHne U B3aUMOCBSA3b C APYIMMU CTaHgapTaMmu
1.1 O6nacTb NpUMEHeHUA

Hacrosawmin ctaHgapt yctaHaBnueaet TpeboBaHUSA K au3aliHy, NPOM3BOACTBY U K HEKOTOPLIM acrnek-
Tam NpuMEHeHus cucTeM 3anmcn u sepudukaumn (C3B) ana ucnonb3osanus B JIYUYEBOW TEPAMUN.
Cranaapt npeaHasHayeH ans Toro, YyTobsbl:

a) obecneunBatb, onpeaensatb unu otobpaxarb MHGopmauuio o pexumax OBNTYYEHUA npu
NYYEBOW TEPAMWU; BxoaHas MHdoOpMauUmMs MOXET BBOANUTbCA nubo OMNEPATOPOM, nnbo Henocpes-
CTBEHHO C APYruX yCTPOWCTB;

b) kOHTpONMpoBaTb BO3MOXXHOCTM paboThbl 9TOr0 060PYAOBAHUS;

C) 3anucbiBaTb pe3ynbTaTthl Bcex npoueayp OBIYYEHUA;

d) npegHasHauyeH gns:

1) HOpPManbHOro UCNOMNbL30BaHMA KBANMMAUUUPOBAHHLIMKU CMEUUanucTaMm, UMELLMMMN NIMLIEH3UIO
unu onbIT pabotel ONIEPATOPAMU;

2) TEXHUYECKOTO OOCNY>KMBaHWUSA B COOTBETCTBUM C PEKOMEHAALMUAMU, NPUBEAEHHBIMU B
VMHCTPYKLUWMWN MO SKCIMNYATALUNY;

3) MCNOMb30BaHUA B YCNOBUAX OKPY>XaIOLLEN Cpeabl MpU napaMeTpax afeKTpUYecKnx CeTen, yka-
3aHHbIX B TEXHUYECKOM OMUCaHUM.

3OTOT CTaHAapT He npegHasHa4veH Ana annapatypbl guHamudeckoro OBJNTYHEHUA.

MpuMmedaHue —3To MOXET GbITb NPeAyCMOTPEHO B ByAYLLMX PeAaKUMsX cTaHaapTa.

Wmetotcss ocobeHHoCTM coeauHenuss C3B ¢ nuraowen cetblo umn apyrumu  AMIMAPATAMU
JTYYEBOW TEPAIMWW, noatoMy A0SKeH ObITb NPOTOKON TAKOrO COEAUHEHUS.

1.2 HasHauyeHue

HacTtosiwmin ctangapt npumeHsieTcs k niodon C3B u yctaHaBnuaeT TpeboBaHMsA K OCOBEHHOCTAM
OOKYMEHTauuM W UCNbiTaHWin  nporpamMHoro  obecneveHus [MOJIb3OBATENA. TpeboBaHus K
BE3OMACHOCTW nporpammHoro obecneveHuss AMNMAPATA He BKMOYEHbl B HACTOSILUMIA CTaHAAPT; T. K.
OHW W3MEHSIIOTCS1 B 3aBUCUMOCTU OT TUMa nporpammHo-annapatHoro obecneyenus (cm. 1.3.1 u npunoxe-
Hue A).

PekomeHayeTca MCnonb3oBaTb OCHOBHbIE MOMOXEHUS HACTOALLEro CTaHaapTa Jaxe B TOM crnydae,
ecnu C3B paspabatbiBaetca u npumensietca NMOJIbSOBATEJNEM ans co6CTBEHHbIX LiENEN.

Ecnn ata TexHonorus npumersietca apyrum NOJNB3OBATEJIEM npu ycnoeusax, B KOTOPbLIX paspa-
BOTUYMKM HE MOTYT HEMOCPEACTBEHHO KOHTPONMPOBATb €€ UCMOoNb30BaHue, paspaboTuuky crneayeT B3sTh Ha
cebs oTBeTcTBEHHOCTH MSTOTOBUTESIA 1 pykoBOACTBOBATLCA TPEOOBAHMAMU HACTOSALLErO CTaHaapTa.

1.3 BsaumMocBA3b ¢ APYrUMU cTaHgapTamMu

1.3.1 Cranpaptbl BESOMNACHOCTU nporpaMmHoO-annapaTHOro obecneyeHus

TpeGoaHua BESOMNMACHOCTW nporpaMmMHO-annapaTHOro obecneyeHuns, Takue Kak 3aluta oT anek-
Tpuyeckoro yaapa, oris u AJIEKTPOMATHUTHAA COBMECTUMOCTb, He BKNIOYEHbI B HACTOALLMIA CTaH-
papr. BE3OMACHOCTb oT nepeyncrneHHblx BO3AEWCTBUMA  JOMMKHA  OblTb  rapaHTMpoBaHa
N3rOTOBUTENEM cooTBETCTBMEM COOTBETCTBYIOLLEMY CTaHAaPTy B 3aBMCMMOCTM OT TMna NporpammMHO-
annapartHoro obecneyeHus, ucnons3yemoro 8 C3B.

M3paHue ocbuumansHoe
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1.3.2 Cranpaptel BESONACHOCTU nporpammHoro o6ecnevyenus NMOJIb3OBATENA

MpumeHsoTCA BCE NYHKTBI M NoAnyHKTL cTaHaapta M3K 60601-1-4 (cm. 4.1). Mpu npumeneHnn MIK
60601-1-4 N3rOTOBUTENDb omkeH y4uTbIBaTb PUCKK, KOTOPbIE MOTYT BO3HUKHYTb M3-3a OLIMOOK, CBA3aH-
Hbix ¢ C3B.

Mpumeyarnune — MOKB0691-1-6 onuckiBaeT NnpoLecc ynpaBneHUa puckamu.

1.3.3 MK 61217
Annapartbl, AN KOTOPbIX NpegHasHavyeH MOK 61217, ykasaHbl B HACTOSILLEM CTaHAapTe.

1.3.4 Aipyrue ctaHgapthbl

T. k. C3B, npegHa3sHaveHbl ans uidpopmauumn o MALUUEHTE u ana ap. MeaumumMHckon uHdopmauuu,
TO JAOJDKHbI MPUMEHATHCA CTaHAApTbl, CBA3aHHbIE C KOH(PMAEHUMANBHOCTLIO MUYHBLIX AAHHbLIX O
MAUMEHTAX. Tam, rae BO3HUKAET NPOTUBOPEYNE Mexay TpeboBaHusaMu nmoboro K3 3Tux CTaHZAPTOB U
TpeboBaHmem HacToswero craHgapta, MSFTOTOBUTESb gomkeH paspewwmntb KOHGAMKT CnocoBom, KOTo-
pbIl  Hauny4ywmMM 00pasom OTPadKaeT Ha3HA4YeHMe Kaxaoro craHaapra, M ykasatb 3TO0 B
COMNPOBOANTENbHbLIX OOKYMEHTAX.

2 HopmaTtuBHbIe CCbINIKU

B HacTofwem cTtaHaapTe UCNOofb30BaHbl CCbISIKM HA crieaylowme MexayHapoaHble craHaaptol. fAna
[aTUPOBAHHLIX CCbINIOK YKa3blBAETCH TONbKO NPUBEAEHHOE usaanue. Ansa ccbinok 6e3 aaTbl NPUMEHSIOT Ca-
MO€ nocnegHee n3gaHvne ykasaHHoro ctaHgapra (BKio4yas BCe U3SMEHEHUS U MONpPaBKu).

M3K 60601-1 N3penua MmeauumHckue anekTpuyeckue. Yacrs 1. O6uwme TpeboBaHua 6e30nacHOCTU C
YY4ETOM OCHOBHbIX (PYHKLMOHanNbHbIX xapakrepuctuk (IEC 60601-1, Medical electrical equipment — Part 1:
General requirements for basic safety and essential performance)

MO3K 60601-1-2 N3genua MeauumHcKue anektpuyeckue. Yacrte 1-2. O0wme TpebGoBaHusa 6esonacHo-
CTU. AneKTpoMarHuTHasi COBMECTUMOCTb. TpeboBaHua n metoabl ucnoitaHui (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 WN3pgenuss meauumHckme anektpudeckue. Yacte 1. OOwme TpebosaHua Ges-
onacHocTtu. 4. TpeboBaHusa 6e€30MacHOCTM K NpOrpaMMUpyeMbiM MEAWULMHCKUM 3fIEKTPOHHLIM CUCTeMaM
(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 Usgenus meguuUMHCKME anekTpuueckue. Yactb 2-29. YactHele TpeboBaHusa 6es-
OMNacHOCTU C Y4ETOM OCHOBHbIX (PYHKLIMOHANBHbIX XapaKTEpUCTUK K UMUTaTOpam aAna nydeson tepanum (IEC
60601-2-29, Medical electrical equipment — Part 2-29: Particular requirements for the safety of radiotherapy
simulators)

MO3K/TO 60788 N3genua meguuuHckue anektpudeckue. Cnoeapb (IEC TR 60788, Medical electrical
equipment — Glossary of defined terms)

M3K 60950-1 O6opyaoBaHue UHGOPMALMOHHLIX TexHonorui. TpeGosaHus 6esonacHocTn. Yacto 1.
O6buwpe TpeboaHus (IEC 60950-1, Information technology equipment — Safety — Part 1: General require-
ments)

M3K 61000 (Bce uactu) COBMECTUMOCTb TEXHMUYECKUX CpeacTB anekTpomardutHas (IEC 61000 (all
parts) electromagnetic compatibility (EMC)

M3K 61217 Annapartbl AUCTAHLUMOHHbIE ANA Ny4yeBOK Tepanun. KoopanHaTbl, NepemeLLeHns U LWKanbl
(IEC 61217, Radiotherapy equipment — Coordinates, movements and scales)

MpumeyaHue — [Npu NonNb3oBaHUN HACTOSLLUM CTAHAAPTOM LienecoobpasHo NpoBepuUTb AeilCTBUE CCbl-
NOYHBLIX CTaHAapTOB B MH(POPMALMOHHOW cUCTeMe O6LLero nonb3oBaHMs — Ha oduumnanbHoM caiiTe degepanbHoro
areHTCTBa MO TEXHUYECKOMY PErYNIUPOBAHUIO U METPOSIONU B CETU MHTEPHET UNK No eXerogHoMy UHGOPMaLMOHHOMY
ykasarento «HauuoHanbHble cTaHgapThl», KOTOPLIA OMy6MKoBaH Mo COCTOSHWIO Ha 1 AHBaps TeKyLuero roaa, W no Bbl-
MyckaM exeMecsiMHOro MHGOPMALMOHHOTO yKasaTerns «HauuoHarbHble CTaHAapThl» 3a Tekywuidi rog Ecnu 3ameHeH
CCBINOYHBLIA CTaHAApT, Ha KOTOpLIi JaHa HeaaTMpoBaHHAs CChIfka, TO PEKOMEHAYEeTCS UCMONb30BaThb [eiCTBYIOLLYIO
BEPCUIO 3TOTO CTaHAapTa C YYETOM BCEX BHECEHHBLIX B JaHHYH BEPCUI0 U3MeHeHWA. Ecnn 3aMeHeH CCbINOYHBINA CTaH-
[apT, Ha KOTOpbLIi JaHa JaTUpoBaHHasi CChifka, TO PEKOMEHAYETCA UCMONb30OBaTh BEPCUIO 3TOrO CTaHAapTa C ykasaH-
HbIM BhilLe FOAOM YTBepXAeHus (NpuHaTUS). Ecnn nocne yTBepXAeHUs HAcTOSILLEero cTaHAapTa B CCLINOYHbLIA CTaH-
[lapT, Ha KOTOpLIi jlaHa AaTMpOBaHHas CCbifika, BHECEHO M3MEHeHWe, 3aTparusatoljee NosioxeHue, Ha KoTopoe AaHa
CChINKa, TO 3TO MOJOXEHWEe peKoMeHAYeTCsl MPUMEHSTL 6e3 ydeTa [JaHHOTO W3MeHEeHUA. ECnn cCbiNlouHbIi cTanaapT
OTMeHeH Ge3 3aMeHbI, TO MOroXeHUe, B KOTOPOM iaHa CChiflka Ha HEro, PeKOMEHAYeTCS NPUMEHATL B YacTu, He 3aTpa-
rMBaloLLeld 3Ty CChIKY.

2
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3 TepMUHbI U onpeaeneHus

B HacToawem craHgapte npMMeHeHbl TepMuHbl o M3K 60601-1, M3K 60601-1-2, MOK 60601-1-4,
M3K 60601-2-29 u MOK/TO 60788, a Takke crneaylowmn TEPMUH C COOTBETCTBYIOLLMM ONPEAENEHNEM:

3.1 CUCTEMA 3AMNMNCU U BEPUPUKALMMU (C3B) (RECORD AND VERIFY SYSTEM):
MPOrPAMMUPYEMAA SNEKTPUYECKAA MEOULUUHCKAA CUCTEMA unu noacuctema, BKOYaoLWas B
cebsa nepudepuitHblie YCTPOWCTBA, UCMOMb3YeTCA ANsl CPAaBHEHMSA YCTAHOBOYHbIX YCNOBUI paboThl annaparta
NYYEBOW TEPAMWW ¢ npeasaputenbHbIMU 3aAaHHLIMKU YCROBMAMU Nepea Hayarnom npeanonaraemoro
ceanca JTYYEBOW TEPAMWW, obecneunsaeT npekpalleHme paboTbl annapara, ecnm AeNCTBUTENbHbIE pe-
XUMbI paboThl annapara He COBMaAatloT C npeaBapuTenbHo onpeaeneHHbimn MOJIb3OBATENEM.

4 O6bwume TpeboBaHUA K UCMLITAHUAM

4.1 NcnbiTaHUA HA BpeMsl NOAroTOBKU

B cooTteeTcTBMM ¢ MOK 60601-1-4 Tpebyetca uaentudmkaums ONMACHOCTEWN, ouenka PUCKOB u
COOTBETCTBYIOWAA Bepudukaunas u noareepxaenne koHtponsa PUCKOB. N3TOTOBUTESb gomkeH co-
XpaHsiTb COOTBETCTBYIOLUME AaHHble. Kaxxaoe ucnbiTaHWe AOSMKHO BKMOYaTh MPOTOKOM, coaepXalumin BCO
HeoOXoAMMYIO BXOAHYIO MHpOpMaLMIO, JOCTaTOMHO NoAPOOHYI0 Ans o6ecneveHns TOYHOW BOCNPOU3BOAM-
MOCTM U MPOBEPKU pPe3ynbTaTta, a Takke CCbINKK Ha cooTBETCTBUE TpeboBaHuam MOK 60601-1-4.

4.2 /icnbiTaHWe BO BPeMA YCTAHOBKU

N3rOTOBUTESDb pomkeH npefoCTaBUTb NPOTOKON UCMbITAHMIA KakK YacTb TEXHWUYECKOro OMMCaHuUS,

BKMOYAIOLLYI0 AeMOoHCcTpauuio pabotel C3B B cootBeTcTBUM ¢ COMPOBOOUTENBbHBIMA JOKYMEHTAMWA
(cm. 5).

5 CONMPOBOAUTEJIbHbIE AOKYMEHTbI

TexHuyeckoe onucanme n MHCTPYKUNA MO SKCIMNYATAUUU gomkHbl cogepxkatb MHOpMaumio,
Tpebyemyio HaCTOALWMM CTaHaapToOM (CM. Tabnuyy 1).

Tabnuua 1 — TyHKTbI U NOANYHKTbI HACTOSAILLErO cTaHgapTta, Tpebytowme oTpaxkeHuss B8 MHCTPYKUMNA
MO 3KCIMITYATALNN n TexHuyeckom onucaHmm

CnpaBoyHas cchlika MHCTPYKLIMA MO SKCIMNYATALINN TexHu4ecKkoe onucaHune

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
11 7.4
12 9
13
14 10.1
15 10.2
16 11
17 12 a)
18 12 b)
19
20 12d)
21 13
22 A1.4
23 A3

Mpumevyanune — CnpaBoyHas cChinka faHa AN NPOBEPKU COOTBETCTBUS [OKYMEHTaLMN.
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6 TpeboBaHus 6e30nMacHOCTU
6.1 3HaueHna PAOUALIMOHHbIX BennuuH

Bce s3Havenns PAOVALUMOHHDLIX BenuumH AomkHbl BKNoYMatb UX 0603Ha4eHusas. EanHuubl
PAOVUALMNOHHDBIX BenuuuMH J0SkHbI COOTBETCTBOBATL MEXAYHapoAHOW cucteme eauHuy CU. EanHuub
(Hanpumep, «KMOHWUTOpPHbIE eanHuubi»: ME), onuckiBatoLme nony4yaemMyio 403y, AOIDKHbI COBNAAaTh C TEMMU,
KOTOpbIE UCNOMNL3YloTCA B annapare ansa IYYEBOW TEPAMUN.

CoOTBETCTBUE NPOBEPSETCS UCMbITAHUEM U HabnoaeHnem 3a QUCMNEEM u BbixoaHoi nHdopma-
uueit.

6.2 flata u BpemA

Korga Ha AUCTINEE wnu npu nevatn otobpaaeTcsa Aara, npaBunbHasA MHTEpnpeTaunus He AOMkHa
3aBuceTb OT uHTepnpetauum ONMEPATOPOM, otobpa)keHue roga AOHKHO COCTOATL U3 YeThIPEX LMdp.

Mpumep - [fdonycmumbili eapuaHm: «03 Anp 2005», «03/04/2005 (OeHb/mecsu/200)»,
«2005/04/03 (200/mecsau/deHb)».
Mpumep — Hedonycmumbili eapuaHm: «03/04/05», 03/04/2005, «03 Anp 05».

Korpa Ha gucnnee unu npu neyatm oToOpaxaeTcsi Bpemsi, OHO AOMKHO ObiTb NPeacTaBneHo B 24-
4acoBOoM 0603Ha4YeHumn, unu, ecrnv ucnonbayetca 12-vyacosoe 0603HavYeHne, HeOGX0AUMO yKa3aThb, ABNSET-
CA N 3TO BPEMS «[10 NOMNYAHA» UMK «MOCre NONYAHA» (a.m unu p.m.). Bpems A0mMKHO M3MepATLCS B Yacax,
MMHYTaxX, CeKyHAax.

Mpu BBOAE, OTOOpAXEHUU UNKU NPU NevyaTn 0603Ha4YeHne BPeMEHU AOIMKHO ObiTb TakuUM, YTOObI He
BO3HMKaNO TPyAHOCTEN ¢ yucnamu. He gomkHO ucnonb3oBatbca 0603Ha4eHue ogHoun abbpesuatypoi. [lo-
nycTumble cokpaiueHus: 2,05 muH; 1 yac 33 MuHyTbI; 1:43:15 (Yac:MUH:Cek).

®PyHKUMK, 3aBUCALLUME OT BPEMEHU, AOIMKHbLI NPOBOAUTLCA KOPPEKTHO NPM Nepexoaax BPeMEHU, Takux
Kak rpaHuua roga, nponyck roaa u 1.4.

CoO0TBETCTBIE NMPOBEPAETCA UCMbLITAHWEM U HabBnoaeHueM 3a JUCMNEEM u BbIXOAHON WH(OpMa-
unen.

6.3 KoopanHaTHbIe CUCTEMBI U WIKaSbI

OMEPATOP gomkeH nMeTb BO3MOXHOCTb UCMOMNb30BaTh BCE (PYHKLUKU MACLLUTaOMPOBAHMA U NO3ULU-
oHMpoBaHusa cuctembl 3BC npu JTYYYEBOM TEPAIMUU B cootBeTcTBum ¢ MOK 61217. ECAn AONONHUTENLHO
MCNOMb3YIOTCA ApYyrne ctaHaapThl ANs LLKaNn U KOOPAMHAT, 3TO AOIDKHO ObITb yka3aHo. EanHuubl ucnonb3ay-
I0TCS TE Xe, YTO M Ans annapartos aAns JIYYEBOW TEPAMUW.

MeTtoa u popmat nzobpakeHus wkan gomkeH obiTb ykasad B UHCTPYKLUMN MO SKCMNNYATALUA.

COOTBETCTBUE MPOBEPAETCA UCMbITAHMEM U HabnogeHnem 3a OUCTIIEEM, sbixoaHon uHdopmaym-
eii n nposepkoit CONPOBOOUTENBbHbLIX JOKYMEHTOB.

6.4 3awmnTa OT HeCAaHKUMOHMPOBAHHOIO UCNOJIb30BaHUA

JOrmKHO NpeaycMaTpuBaThC CPEACTBO 3aLUMTLI OT HECAHKLIMOHUPOBAaHHbLIX BMeLLATENLCTE. Tam, rae
CYLLECTBYET BO3MOXHOCTb M3MEHEHUS JaHHbIX aBTOPU30BAHHLIMW NULEAMMU, LOIDKHbI GbiTh NPELYCMOTPEHSI
CPefCTBa KOHTPOSA aBTopu3aLmm.

MpumedaHue — OcylecTBreHne 3Toro TpeGoBaHUS BO3IMOXHO MPW MCMoOnb30oBaHWM napons. Ecnu uc-
nosib3yeTcs Naponb, TO AOMKHbLI ObiTb NPejyCMOTPeHbl CPEeACTBa AfS YCTaHOBNEHUS aBTOPCTBa UMW WHAUBUAYaNEHOI
aBTopM3aLMK Co cneLuanbHbIMU YHKLASMU.

CooteeTcTBUE NpoBepsieTcst ucnoitaHmem n npoeepkonn COMNMPOBOANTENBbHBLIX OOKYMEHTOB u
MHCTPYKLUWU MO SKCNNYATALMN.

TaMm, rae KOHCTPYKUMERn AOonycKaeTcs COeMHEHWEe C NUTaloLEN CETbI0, MPUMEHSIIOTCA crneayoLme
TpeboBaHus:

a) goctyn K C3B gomkeH OblTb BO3MOXEH TONLKO ANA aBTOPU3OBAHHbLIX fUL, Unn YCTPOWCTB
(Hanpumep, Npu UCnonbL30BaHuKM napons noa koHtponem N3rOTOBUTENNA);

b) A0CTyn K npeanucadHon npoueaype OBJTYYEHUA u apyroin uHgopmMaumu, cogepxatlen naeH-
Tudpukaumio MAUMEHTA, aomkeH ObITb OrpaHnMyeH Ans npeaoTepaLleHns HeCaHKLMOHUPOBAHHOIO UCNOMb-
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30BaHus;
) N3rOTOBUTESb aomkeH pekoMeHAOBaTb CpeACTBa ANS 3almTbl OT KOMMNbIOTEPHbLIX BUPYCOB
B MHCTPYKUWW NO 3KCNNYATALMY;
d) COOTBETCTBUE NpoBepsieTcsl ucnoiraHnemM u nposepkoin CONPOBOAUTENBbHbLIX
JOOKYMEHTOB.

6.5 Koppekuusa nepeaBaeMbix AaHHbIX

B texHuyeckoM onucanun U3rOTOBUTESNb aomkeH onpeaenuts NPOTOKOMbI nepeaavum uHgopma-
umn C3B. Mepeaava AaHHbIX OT 1 Kk annapaty ans JIYUYEBOW TEPAMWUW unu K ApyruM YCTPOMCTBaM, UC-
Knoyaa ycTpoicTBa nevatu, AOMMKHa BKNoYaTk B ce0A 3amTy OT owMBOK npu nepegade AaHHbIX. [JOMKHbI
ObITb NPEAYCMOTPEHBI cNocobbl onoBeLleHnss ONMEPATOPA 0 TOM, UTO AaHHbIe He Bbinu nepeaaHbl.

Mpumep — DICOM 3 unu FTP, kax0dbiil u3 KOMOPbIX UMeem KOHMPOosb owuboK nepedaqyu unu
cobcmeeHHbIl hopmam, emoyarouwjull NPoeepKy KOHMPOSbHbLIX 3Ha4eHUl 6X00HbIX U 8bIXOOHbIX
OaHHbIX.

CootBeTcTBME NpoBEpsAeTca ucnbitaHmem u nposepkon CONMPOBOAUTENbHbBIX JOKYMEHTOB.
6.6 NMony4yeHune [gaHHbIX

HomkHbl ObITb 06ecneyveHbl CpeacTsa, Aalowme uHgpopmaumio 06 yCTaHOBOYHBIX pPexumax annapara
ans JIYYEBOW TEPAMUU u apyryio uxcpopmaumio o Heobxoaumom OBJTYHMEHUWN, koTOpbie MOFYT GbITh
Mcnornb3oBaHbl TONLKO nocre Toro, kak ONMEPATOP yaocToBepUTCS, YTO OHN Bbinu OTKOPPEKTUPOBAHDI.

CooTBeTcTBME NpoBepsaeTcs ucnoiranmeM n nposepkont CONMPOBOAUTESbHbLIX AOKYMEHTOB.

Ecnu no3sonseT KOHCTPYKUMS, MHGopMaumMa 06 yCTaHOBOUHbLIX pexkumax annaparta ana JIYYEBOW
TEPAIMNWW u papyras nacopmauusa o6 OBJITYHYEHUN NAUUEHTA aomkHa GbiTb NpoBEPEHA UNK paspeLleHa
npu aBTOPCKON MAEHTUUKALK:

a) aBTOpU3aLMs NPU3HAETCA HeAeNCTBUTENLHON B pe3ynbTare Noboro U3MeHeH!s JaHHbIX;

b) nocne nameHeHnA gaHHbIX TPEOYETCA HOBaA aBTOPU3aALMS,

c) C3B gomkHa umeTtb cpeacTea Ansa COXpaHeHUs UCTOPUN U 3anNnCU aBTOPCKOM naeHTUudukaummu;

d) B WHCTPYKUNW MO SKCMNYATALMW gomnxHo GbITb ONMCAHO Kak NONb30BaThCA 3TUMMU (hyHK-
LuaAMKU B JOCTYNHOW ¢hopme.

CooTBeTcTBUE NpoBEPAETCA UcnbiTaHnem n npoeepkoin CONMPOBOANTENBbHbLIX JOKYMEHTOB.

6.7 YpaneHue u peaakTupoBaHMe OAHHbIX

JormkHbl BbITb NPEAYCMOTPEHBI CPEACTBA AN OTPAHUYEHUS BOSMOXKHOCTU peaakTUpoBaHusi MHAGOp-
mauuu 06 ucropun OBJTYHYEHNA aBTOpU3oBaHHbIMKU NULAMK. 3anUCb O AeTansaX U3MEHEHUs1 AOIDKHA ObITb
coxpaHeHa. ®akT uameHeHus B uctopum OBNTYUEHUA gomkeH 6biTb oveBuaeH ana OMNEPATOPA, Hanpu-
Mep, C MOMOLLbIO BU3YanbHOro MHAMKaToOpa.

COOTBETCTBIE NPOBEPSIETCA UCTIbITAHMEM.

6.8 BoccTtaHoBneHue uipopmauumn

JomkHbl GbITb NPEAYCMOTPEHbI CPEACTBA ASA BOCCTAHOBMIEHNSA AaHHBLIX U3 OCHOBHOIO XpaHWUMULLA Ha
OTAENIbHOM HOCUTENE, YTOBbI A4aHHbIE MOXHO BbINO BOCCTAHOBUTL MPU NOBPEXIEHNN OCHOBHOTO XPaHUIIU-
LA aHHBIX,

MpumMeyvaHune — OBbIMHO BOCCTAaHOBIIEHNE AaHHbIX TpebyeTcs B cnyvae oTkasa CUCTEMBI.
CooTtBeTcTBUE NpoBepseTca ucnoitaHmem u nposepkonn COMPOBOAUTESIbHLIX JOKYMEHTOB.
6.9 ApxuBupoBaHue AaHHbIX

JorkHbl GbiTe NPEAYCMOTPEHLI CPEACTBA ANA apXMBUPOBAHWUSA CTATUCTUYECKUX [AAHHLIX HA OTAEMNb-
HOM HOCUTENE, YTOObI AAHHBIE MOXHO GbINO MCNONL30BAaTbL NO3AHEE.

MpuMeyaHune — ApxuBupoBaHue — 3TO NPOLECC NEpeEHOCA UNU KONMPOBaHMS UHGOPMAaLIMKU M3 OCHOBHOIO
XpaHunuija Ha oTaesfibHble HocuTenu uHcopMauuun. XKenaTenbHo CTaHAapTM3OBaTb NPOLECC apxuBalun nNyTeM Uc-
nosib3oBaHmnA Takux ctaHgaptos, kak DICOM unu HL7.
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CooTBeTCTBME NpoBepsieTcs ucnbitaHmem u npoeepkoit COMPOBOIUTENbHbIX AOKYMEHTOB.
7 Nopsiaok Bepudmkaumm npu TIYYEBOW TEPANUU
7.1 NpepoTepaweHue OBJTYHEHUA

C3B pomkHa ObITb 0OecneyeHa cpeacTBaMu, G NOMOLUbLI KOTOpbIX npouecc OBNMYYEHUA moxeT
OblTb OCTAHOBIEH B Cryvae, €Cnu YCTaHOBOYHbIE NapameTpbl annaparta He COOTBETCTBYIOT NPeAnUCaHHbIM.
COOTBETCTBME NPOBEPSIETCA UCTBITAHUEM.

7.2 OTKas

Ecnu npousowwen otkas, NMOJIbS8OBATEJSIb gosmkeH:
— 3aduKcupoBaTb NapameTpbl 0TKA3a;

— obecneunTb aBTOPU3OBAHHYIO MAEHTUMDUKALUIO.
dakT oTKasa AoMmkeH ObITb 3anucaH.

COOTBETCTBME NPOBEPSETCA UCTNbITAHUEM.

7.3 Nepepava npegnucanHon nHpopmauumn OBJTYHEHUA

Ecnu koHCTpykuust C3B no3sornseT nepeaarb npeanvcantbie napameTpsl OBMYYEHUSA AMMNAPATY
ans JIYYEBOW TEPAMWW, Heobxoaumo, 4YTtobbl ONEPATOP noateepaun, 4to nepeaaHHas uHcdopmaums
npaBunbHas, nepea Tem, Kkak ee UCMoNb30BaTh B NEPBbLIN pa3 K nocne noboro n3meHeHus.

MpunMedvaHune —3To NnogTeepxaeHNe HeobszaTenbHO ANS nepsoit npoueaypsl OBJTYYEHWUA nocne BBe-
feHns vnu Mmoaudumkauuu, (T.o. ONEPATOP MoxeT TpeboBaTb ycTaHOBKM pexumoB paboTtbl AMMNAPATA  ana
JTIYYEBOW TEPAMWM oT OTAENbHOMO UCTOYHMKA uHpopmauuu. Ana npoueaypbl OBJTYYEHUA, rae 3To HEBO3MOXHO,
OMEPATOP nepea TeM, kak C3B nossonat AMMAPATY gna JIYUEBOW TEPATMNUW pabotaTth, AOMmKeH NOATBEPAUTS,
YTO HOBOE UMW U3MEHEHHOoe NonoxeHune ObInNo NPOBEPEHO APYTMMU CPEACTBaMU.

CoOoTBETCTBME MPOBEPAETCA NO MpOTOKONy cneuudmkaumn u nposepkon COMNPOBOANTENbHBLIX
OOKYMEHTOB.

7.4 ConpoBoguTtenbHas uHopmMauums

COMNPOBOOUTENBbHBIE AOKYMEHTbLI gomkHbl BKnowatb npeaynpexaenna ana ONMEPATOPA o
TOM, 4TO npasunbHasa pabota C3B 3asucut oT cBsA3u C3B ¢ cucremoit IYYEBOW TEPAMWW, koTopast Mo-
XET BKNIOYaTb CUCTEMY nnaHuposanus JIYYEBOW TEPANWK (CNNT), CUMYNATOP ANA JNYYEBOWM
TEPAMNWWN, a tawke AMMNAPAT ana NIYYEBOW TEPAMUW. NioGoe usmeHenne cuctemsl JTIYYEBOW
TEPAMWW, c koTopoii coeauHeHa C3B, TpebyeT UCTbITAaHUA ANA NOATBEPKAESHUA NPaBUNbHOCTN paboThl.
CootBeTcrBue nposepsaeTca aHanusom CONMPOBOOUTENBbHbLIX JOKYMEHTOB.

8 3anucb npoueaypbl IEYEHUA u oTyeTHOCTDL

Ans kaxaoro NMALUMEHTA C3B pomkHa obecneumtb cpeactsa, ¢ NOMOLbIo KoTopbix ONMEPATOP
MOXET BOCCTaHOBUTL U 3anucatb Bce napametpsl AMTMAPATA ana NYYEBOW TEPAMNWUW, ncnonb3oBaHHbIe
B npeabiaywmx npoueaypax OBNTYHEHUA.

MpumeuaHue —PykoBoacTBO U cofepxaHue oTyeTa MOXHO HaiWTW B nyGnukauuax [5] v [7] ans doToHHOIM
JNIYYEBOW TEPAIMWW u [6] ana BPAXUTEPAMNNA.

COOTBETCTBME NPOBEPSETCA UCMILITAHUEM.
9 TouyHOCTbL
NU3rOTOBUTESIb pomkeH ycTaHOBUTL TOYHOCTL C3B ans BCex 3anuCaHHbIX MapameTpoB

OBNYYEHUA.
CooTBeTCcTBME NPOBEPSIETCA UCNbITaHUEM, Kak onucaHo B COMPOBOIUTENbHbLIX OOKYMEHTAX.
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10 HeHopmanbHas pabdoTa U yCrnoBusa HapyleHus
10.1 O6wan guarHocTUKa nporpaMMHoO-annapaTHoOro obecnevyeHus

Mporpammbl 40MKHbI ObITh YCTAHOBMEHbI TakuMm 06pa3om, YToObl NpaBunbHan paboTa cpeacTs ocTa-
HoBkn OBJTYYEHWUA cMm. 7.1 n ceasn mexxay C3B u ATMAPATOM anga NYYEBOW TEPAMWUW, morna 6biTb
nposepeHa. COMNPOBOANTENIbHbLIE JOKYMEHTbI gomkHbl coaepxaTh 00bACHEHME 3TUX NPOrpamMM.

Ecnu atn nporpammbl Tpebytot gencteuii ONMEPATOPA, To Takue AeliCTBUSI AOMKHbI ObiTb ONMCAHbI
B COMPOBOOUTESNIbHbIX JOKYMEHTAX BMecTe C peKOMEHAYEMON YaCTOTON UX NPOBEPKMU.

CootsetcTBue nposepsieTca aHanuiom COMNMPOBOANTENbHbLIX JOKYMEHTOB.

10.2 OaTa n kopg,

MpoBepoyHbli KO nporpaMmbl, MHOPMauMa O pexwumax paboTbl annapata ana JIYYEBOW
TEPAMWW wn gpyras uHgopmayua o nevyeHun NMALMEHTA gomkHbl MMETH 9KBUBANEHTHYO 3aLUUTY, KOTO-
pas rapaHTupyeT, 4ToO OHa He OyaeT UCnonb30BaHAa, ecnu npousonaeT cOOoi mMporpaMMHO-annapaTHoOro
obecneyeHus, nonaget «BUPYC» CNy4yanHo BO Bpems paboTkl unu agpyrum cnocobom. B cnyvae obGHapyke-
HUst owmbkn N3FrOTOBUTEND pgomkeH obecneuutb ykasaHue OMEPATOPY ans BOCCTaHOBMEHUA npa-
BUNbHOW paboThl Kak Ha aucnnee, Tak u B MIHCTPYKLUMK MO SKCMNYATALNN.

CoOTBETCTBME MNpPOBEPSETCA UCMbITaHMem u HabnogeHnem 3a OUCIMJIEEM unu npoBepko
COMNPOBOAUTESNBHbBIX OOKYMEHTOB.

11 YenoBeuecknn akTop B pa3paboTke nporpammHOro obecnevyeHus
NONb30OBATENA

JOormkHbl  npumeHATbCA  TpeboBaHMA K  MPOLECCY pas3BUTUS  NPOrpammHOro  obecneyeHus
MOJIb3OBATENA u ynpasneHua PUCKAMW, onpeaeneHHbiMm B MOK 60601-1-4. Tpu npuMeHeHUn Tpe-
6oBaHunin MOK 60601-1-4 Tepmun NM3MC gomkeH skntovats C3B.

CooTBeTcTBME NpoBepsaeTcs ucnoitaHmem u nposepkonn CONMPOBOOUTESbHBLIX JOKYMEHTOB cu-
CTeMbI B COOTBETCTBUM C TpeboBaHusaMmn M3IK 60601-1-4.

N3rOTOBUTENDb pgomken onucate B MHCTPYKUWN MO 3SKCMIMYATALWMW cpeactea, ¢ NOMOLLLIO
koTopbix MOJIb3OBATE/b moxeT 3admkcupoBaThb OLLIMOKK B paboTe.

CooteeTcTBUue nposepsetca aHanu3om COMNPOBOOUNTESNIbHbLIX JOKYMEHTOB.

12 N3meHeHUus B Bepcusix nporpammHoro obecnevenus NOJNIb3OBATENA

Cnepyowme TpeboOBaHUS NPUMEHSAIOTCS, KOr4a UCMONb3yeTCs HOBAas BEPCUSA NPOrpaMMHOro obecne-
YeHus:

a) ecnu yctaHoBka He ocywectengaetca USFOTOBUTENEM, To MHCTPYKUWA MO
SKCIMNYATAUNW gomkHa cogepxaTb TpeboBaHMS K yCTaHOBKE HOBOW BEPCUM NPOrpaMMHOro obecneve-
HUS U K UCNBITAHWAM AN ONpeaerneHns yCneLwwHOCTH YCTaHOBKM.

MHCTPYKUMNA MO SKCMNYATAUUWU pomkHa copgepxatb pekomeHgaumn MONB3OBATEIIO no
BEJEHNIO COOTBETCTBYIOLLMX 3anucer 06HOBNEHUsI AaHHbIX nporpammHoro obecneveHusa MOJIb3OBATENA.
N3rOTOBUTEIb aomkeH COXpaHaTb 3anuCu AaHHbIX OOHOBREHMSA MPOrpPaMMHOr0 0GecneveHnst Kaaoro
MONbL3OBATENA;

b) ecnu npu Mcnonb3oBaHMU AAHHBLIX NPOrPaMMHOrO obecneyeHus nNpeabiayLien BEPCUMU BO3HUKIU
OLLUMOKU, TO HYXHO:

1) npeobpasoBaTth AaHHbIE B HOBbIN hopMar;

2) npenoTeparuTb ucnonb3osaHune nHpopmauum NMNOJIb3OBATESA;

C) eCcnu yCTaHOBKa HOBOW Bepcun nporpammHoro obecneyeHus MOJIb3OBATENA MOXET YHUUTOXUTL
nHcpopmaLmio 0 pexxumax pabotbl annapara ana JIYYEBOW TEPAMWW unu apyryio mHdopmaumio 06
OBJTYYEHNU MALUMEHTA, ONMEPATOP gomkeH 6biTb npegynpexaeH u nidopmaums AomkHa ObiTb BOC-
CTaHOBIIEHA Nepea TeM, Kak NpoAOCIHKUTL YCTAHOBKY HOBOW BEPCUU;

d) ecnu uHcopmauus, nony4aemasi npu yCTaHOBKE TeKyLlel BEpCMU MPOrpammHOro obecneyeHus
MONb3OBATEJIA, 6yaer wcnonb3oBaTbCsl B Creaylolle BepcuM nporpaMMmHoOro  obecneyeHus
MOJNIb3OBATENA, To B UHCTPYKUMN MO SKCTINYATAUNW aomkHO BbiTb ykazaHue o TOM, Kak BOCCTa-
HOBUTb MHAOPMALMIO, COAEPXKALLYIOCH B TEKYLLEW BEPCUU, ANSA CreayoLLen Bepcun, ecnm 9Tu CEPBUCHI He
cosgatorcs ucknountensHo M3rOTOBUTENEM;

e) B MIHCTPYKUMN MO 3KCMNNYATALUWMU gomkHO BbiTh yKasaHue 0 TOM, Kak BoccTaHoBuTb C3B B
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YCNOBUAX, B KOTOPbIX OHO ObINO nepes YCTAaHOBKOW HOBOW BepCMM NpOrpaMMHOro obecneveHus
MONb3OBATENA.

CoOTBETCTBME nMpoBepsAeTca wucnbitaHnem no b) m ¢) m aHanusom COMNPOBOOUTEJIbHbIX
OOKYMEHTOB no a), b), ¢), d).

13 YenoBeueckun ¢pakTop Npu UCNosib30BaHUN

MHCTPYKUUA MO SKCIMNYATAUUN pomkHa coaepxatb namAtky MONIB3OBATENIO o6o Bceit
uHcpopmaumm, Heobxoaumon ans GezonacHoi paboTbl, BKMOYAsi, HO HE OrpaHMYKuBasl, cneuuanbHYl UH-
dopmaumio, ykasaHHyIo B HAaCTOsILLEM CTaHaapTe.

MHCTPYKUNA MO SKCNNYATALUUWN pomkHa cogepxatb npeaynpexaennsa ana NOJNIb3OBATENA
06 obgasaTenbHOM aBTOpu3auuu, 4TOobbI paboTaTb C WHopmauuen o0 pexumax paboTbl annapara Ans
NYYEBOW TEPAMNWM unm ¢ apyroii nndopmaumen 06 OBNYUEHWN NALMEHTA.

CooteeTtcTBue nposepsetca aHanu3om COMNPOBOONTESNIbHbLIX JOKYMEHTOB.
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MpunoxeHnune A
(o6a3arenbHoe)

Be3onacHOCTb NporpaMMHO-annaparHoro odecnevyeHusn
A.1 Ctanpaptbl BE3ONACHOCTU nporpammHoro o6ecneuenmns AMMAPATA

A.1.1 O6wme TpeGoBaHuA

HacTosiymiA ctaHgapT paccmaTpuBaeT ocobeHHocTu paboTbl M Ap. acnekTsl nporpammHoro obecneveHus
NONB3OBATE/SSA C3B, Tpebyemble ans BE3OMACHOCTU pabotbl. OH gormkeH AONOMNHATLCA UK ObiTh [OMNOMNHW-
TenbHBIM K cooTBeTCTBYlOWEMY cTaHgapTy no BESOMNMACHOCTU nporpammHoro obecneveHus AMMAPATA. Huxe ne-
peYncrieHbl HeKoTopble U3 NMPUMEHSEMbIX CTaHLapTOB U MpUBEAEeHbl KOMMEHTapuu K WX NMpUMeHeHuto. MepedeHb He
ABNAeTcA BceoxBaThiBaoWmM, 1 MBFTOTOBUTESTb MoxeT ncnonb3oBaTe COOTBETCTBYIOLME CTaHAapThl, BKIOYaa UX
nocrnegHue pegakumun u gononHeHus. M3rOTOBUTESIb MoxeT ucnonb3oBaTtb cTaHAaapThl, OTMWYHbIE OT nepedncreH-
HbIX HUXe, ecnn 06nacTb UX NPUMEHEHNS COOTBETCTBYET TpebyeMOoNn.

N3rOTOBUTENbL gomkeH ykasaTb B TEXHUYECKOM OMUCaHUW BCe CTaHZapTbl ANsi nporpamMHoro obecneveHus
AMNMNAPATA, koTopelM cooTBeTcTBYeT C3B.

A.1.2 M3K 60950-1 «O6opygoBaHne UHDOPMALIMOHHEIX TeXHOMorniA. TpeGoaHua 6esonacHocTn. Yacte 1. O6-
Wwme TpeboBaHMA»

3TOT cTaHAapT NPUMEHUM K UHpopMaLMOHHO-TeXHoNornYeckomy obopyaosaHuio, kak onpegeneHo 8 1.1.1. Ecniun
C3B ucnonb3yeT nporpaMmmHoe obecnevernne ANMAPATA 1 nepudepnyeckne yCTpoicTBa U He UMEET NPSAMOro KOHTakK-
Ta ¢ MAUMEHTOM, Torga npumeHum ctaHgapt MOK 60950-1.

A1.3 M3K 60601-1 «M3genus MeauuuHckue anektpudeckne. Yacte 1. Obwume TpeboBaHMa GesonacHocTu ¢
Y4E€TOM OCHOBHbIX OYHKLIMOHAMNBHBLIX XapakTepucTUK»

M3K 60601-1— obwuit ctaHgapT BE3OMNACHOCTU usgenuii MefuLMHCKUX anekTpudeckux. Ecnu nporpammyoe
obecneueHune AMNMAPATA C3B ucnonb3yetcst B npucytcteum NMALMEHTA unu uHterpupyeTtcs B nporpammHoe obecre-
yenune ATTMAPATA, ucnoneayemoe B npucytcteum MALIMEHTA, To MOK 60601-1 mMoxeT paccmaTpuBaThbCsl, Kak cTaH-
napT BESBOMNACHOCTW ans nporpammuoro obecnevenuns AMMAPATA.

A.1.4 MGK 61000 (Bce 4acTn) « COBMECTUMOCTb TEXHUYECKUX CPEAACTB SNeKTpoMarHuTHasn»

OTta rpynna obLwux cTaHhapToB, COAEPXKUT obLne TpeboBaHNA aNeKTpPOMarHITHOW COBMECTUMOCTH.

A.1.5 M3K 60601-1-2 «M3genua meauuyuHckue anekrpudeckne. Yactb 1-2. Obwme TpeboBaHua 6esonacHocTu.
OnekTpomarHuTHas coBMeCTUMOCTb. TpeBoBaHUSA U MeTOAbI UCNbITAHUA»

3TOT cTaHAapT copepxuUT TpeboBaHNSA U MeTOALI UCMLITAHUA SNEKTPOMArHUTHOW COBMECTUMOCTU UHGOpMaLU-
OHHO-TeXHoror4eckoro o6opygosaHus  MEAULIMHCKUX USOENUWM anekTpudeckux. MpumMeHeHne GyaeT 3aBuceTb
0T cofepxaHusa nporpaMmHoro obecnevenns AIMTMNAPATA 1 oT okpyxatowei cpefbl, B KOTOPOW OHM UcnonbayloTes. B
GonbluMHcTBe cnydaeB C3B MCMonb3yloT annapatHoe obecneyeHne KOMMepYeCcKoro kKomnbloTepa Ans paboTsl B ycno-
BUSAX, COOTBETCTBYOLMX Takomy obopyaosaHunio n USrOTOBUTESNb moxeT uMeTb ceptudukar Ha obopyfosaHue, oc-
HOBaHHBIA Ha TpeboBaHMAX OJHOrO U3 ATUX C CTaHAAPTOB. ECNn KOMNbIOTEP UMEeT ODbLIMHYIO KOHCTPYKLMIO UMW UHTE-
rpvpoBaH B obopyaoBaHue, koTopoe UMeeT koHTakT ¢ MALUMEHTOM, To, BepoaTHO, noTpebyeTcs onpeAenuTb, Kakown
“cnonb3oBaTb CTaHAapT.

CooTBeTCTBME NpoBepsAeTes UCTbITaHeM U aHanusoM COMNMPOBOAUTENBHOM JOKYMEHTALIMN.

A.2 MonHasa 6e3onacHocTb NporpaMmHoro o6ecnevyenun AMMNAPATA

BesonacHocTk nporpaMmHoro obecniedernuns AMTMAPATA go/mxHa BKNIOYaTb crieaytolue noTeHynanbHble pUcku:
nopadkeHWe aneKTpU4eCcKUM TOKOM, BO3ropaHue, dusndeckoe NoBpexaeHne, aneKTpoMarHMTHy0 COBMEeCTUMOCTb U BO3-
HUKaloLLee MOHU3MNpYIOLLEee M3NyYeHne, NpeBblllatoLLiee YCTaHOBIIEHHbIe HOPMbI.

A.3 KomnnektHoctb COMPOBOONTENBbHbLIX OOKYMEHTOB

NHCTPYKLIMA MO SKCTIUTYATALMW n TexHuyeckoe onucaHne AOMKHbI BKIHOYaTb BCO HEOBXOA UMY MHGOP-
maLuto ans BESONACHOCTW TpaHcnopTUpoBaHusi, ycTaHOBKM, paboTel U 06cnyxuBaHus NporpaMmMHOro obecneveHns
ATMMNAPATA, BKrtovas ynakosky, YCNOBUS TPaHCNOPTUPOBAHWUA U XpaHEHUs, UHCTPYKLUIO MO YCTaHOBKe, ycnosusa pabo-
Tbl (TemnepaTypa, BRaXHOCTb W SfieKTpUYeckue napameTpbl), WMHCTPYKUMM no paboTe W npepynpexaeHus o6
OMACHOCTAX 1 MHCTPYKUMU No oBcnyXuBaHmio.

CooTBeTcTBUE NpoBepsieTcs aHanuaoMm COMPOBOANTENTBHBIX JOKYMEHTOB.
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Mpunoxenue OA
(cnpaBouHoe)

CBeeHus 0 COOTBETCTBMU CChIITOYHLIX MEXAYHAPOAHbIX CTAaHAAPTOB HALMOHANbLHLIM CTaHAApTaMm
Poccuinckon Pegepauumn

Tabnuya OA.1

OB6o3Ha4eHne cChiNoYHoro CreneHb O6o3Ha4YeHe 1 HauMeHoBaHue
MexXAyHapoaHoro COOTBETCTBUSA COOTBETCTBYOLLEro
cTaHpapTa HaLMoHarnbHOro ctaHgapTa

M3K 60601-1:2005 IDT FOCT P MO3K 60601-1-2010 «M3genua meauuus-
ckue anekTpudeckue. Yactb 1. OBwume TpeboBaHMA
6e30nNacHOCTM C y4ETOM OCHOBHbIX (PYHKLMOHANBHBIX
XapaKkTepuUCTUK»

M3K 60601-1-2:2001 MOD FOCT P 50267.0.2-2005 «Wspgenua meauuMHcKue
anekTpudeckne Yacte 1-2. Obwme TpeboBaHus 6es-
OMacHOCTW.  OfIeKTPOMarHMTHas  COBMECTUMOCTb.
TpeboBaHWs U METOALI UCMILITAHWIA»

M3K 60601-1-4:1996 MOD FOCT P 50267.0.4-99 «U3genusa meauunHcKue
anekTpuyeckne. Yactb 1. Obwme TpeboBaHus Ges-
onacHocTu. 4. TpebosaHua 6GesonacHOCTU K Npo-
rpaMMUpyemMbiM MEAULMHCKUM SMEeKTPOHHBIM CUCTe-
Mam»

M3K 60601-2-29:2008 IDT FOCT P M3K 60601-2-29-2013
«MN3penua MeauumnHcKue anekTpuyeckue. Yactb 2-
29. YacTHble TpeboBaHua GesonacHOCTU C y4eTOM
OCHOBHbIX (PYHKLIMOHANbHLIX XapaKTepUCTUK K MMM-
TaTtopam Ans Ny4eBon Tepanumuy»

M3K/TO 60788:2004 IDT FOCT P MOK/TO 60788-2009 «MU3penua
MeZVLUMHCKNE aneKkTpuyeckue. CrioBapb»

M3K 60950-1:2001 - *

M3K 61000 (Bce vacTn) MOD FOCT P 51317 (Bce 4YacTu) « COBMECTUMOCTbL TEXHU-
YeCKUX CPefCTB aneKTpoMarHuTHas»

M3K 61217:2011 IDT FOCT P MGK 61217-2013

«AnnapaTbl AUCTaHUMOHHLIE ANSA Ny4EBON Tepanuu.
KoopguHaTel, NepeMeLLeHNst W LWKanbl»

CTBUA CTaH4apTOB!

— IDT — ugeHTU4Hble cTaHAapThI;
— MOD — moguduLumpoBaHHble cTaHAapThl.

MpuMmeyaHWe — B HacTosilen Tabnuue UCMonb3oBaHkl Cregylolne yenosHele 0603HAa4YeHUs CTeNeHN cooTBeT-

* COOTBETCTBYIOWMIA HaUMOHASIBHBIA CTaHAapT OTcyTcTBYeT. [lo ero yTBepXAeHUA pPekOMeHAYeTCcA WUCnonb3oBaTb
nepeBoj Ha PYCCKMiA A3blK 4aHHOrO MEXAYHapOAHOro cTaHaapTa. [lepeBog [aHHOMO MeEXAyHapoOAHOro craHaapTa
HaxoauTcA B defjepanbHOM MHEDOPMaLMOHHOM (POHAE TEXHUYECKUX PErnamMeHToB U CTaH4apToB.
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AndaBuUTHbIN yKa3aTeslb TEPMUHOB

AMMNAPAT FAMMA-TEPAMEBTUYECKN

AMMNAPAT PAIVOHYKIMOHLIN TEPANEBTUYECKUM

BE3OMACHOCTb

BPAXUTEPAMUA NYUYEBAS

JNCMNNEN

JOKYMEHTBI COMPOBOAUTESBHBIE
NIrOTOBUTEb

N3NYYEHWE
MHCTPYKLMA MO SKCTMMYATALIMA
NCMNONb3OBAHUE HOPMANBHOE
JIEYEHWE

OBOPYOOBAHWE
NHPOPMALIMOHHO-TEXHONOMMYECKOE
OMACHOCTb

OMEPATOP

MALMEHT

MOJSIbIOBATEb

PUCK
CUMYNATOP ONs NIYYEBOW TEPAMUK
CUCTEMA 3AMUCU U BEPUDUKALINA (C3B)
CUCTEMA MNAHUPOBAHUSA

JTIYYEBOW TEPAMUMU

CUCTEMA MNMPOrPAMMUPYEMAS
SMNEKTPOHHAA MEAVLIMHCKASA
COBMECTUMOCTb 3MIEKTPOMAIMHUTHAS
CNEUMANMNCT KBANMOULIMPOBAHHBLIN
TEPAMNWSA NIYYEBAS

YCKOPUTESb 3APAXKEHHbLIX YACTUL
YCTPONCTBO (M3OENME MEOVNLIMHCKOE
QMNEKTOPUYECKOE)

rm-24-01

rm-24-01

M3K 60601-1-4, 2.201.10
rm-42-52

rm-84-01

rm-82-01

rm-85-03

rm-11-01

rm-82-02

rm-82-04

M3K 60601-2-11, 2.118

M3K 60601-1-2, 2.217
MQ3K 60601-1-4, 2.201.11
rm-85-02

rm-62-03

rm-85-01

M3K 60601-1-4, 2.201.7
M3K 60601-2-29, 2.1.104
3.1

M3K 62083, 4.5

M3K 60601-1-4, 2.201.4

M3K 60601-1-2, 2.204

MQ3K 60601-2-17, 2.1.111
rm-40-05
rm-23-01

M3K 60601-1, 2.215
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IEC 60601-1-6, Medical electrical equipment — Part 1-6: General requirements for safety — Collateral standard:
Usability

[2] IEC 60601-2-11:1997, Medical electrical equipment — Part 2: Particular requirements for the safety of gamma
beam therapy equipment

[3] IEC 60601-2-17:2004, Medical electrical equipment — Part 2-17: Particular requirements for the safety of automat-
ically-controlled brachytherapy afterloading equipment

[4] IEC 62083:2000, Medical electrical equipment — Requirements for the safety of radiotherapy treatment planning
systems

[6] ICRU Report 50, Prescribing, Recording, and Reporting Photon Beam Therapy

[6] ICRU Report 58, Dose and Volume Specification Reporting Interstitial Therapy

[7 ICRU Report 62, Prescribing, Recording and Reporting Photon Beam Therapy (Supplement to ICRU Report 50)
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