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MpeaucnoBune

1 NOAOrOTOBIEH ®eaepanbHbIM rOCYAapCTBEHHbIM OIOMKETHLIM yupexaeHneMm «Bcepoccuiickuin
Hay4HO-UCCNeA0BaTENLCKUIN U UCNLITATENMbHLIA MHCTUTYT MEAULMHCKON TexHukn» (PIBY «BHUMNMT») Ha
0CHOBE COBCTBEHHOIO ayTEHTUYHOIO NEPEBOAA HA PYCCKUIN A3bIK CTaHAapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHuuyeckum KOoMUTETOM No ctaHaaptusauum TK 411 «Annapatel 1 o6opyaoBaHue ans
ny4eBOM Tepanuu, AUarHOCTUKU U O03UMETPUNY

3 YTBEPXXOEH W BBEJEH B OENCTBWE MMpukazom deaepansHOro areHTcTea MO TEXHUYECKOMY
perynupoBaHuio u meTponorun ot 08 Hosbps 2013 r. Ne 1486-ct

4 Hacroswui ctaHgapT MAeHTUYEeH mexayHapogHoMmy craHaapty MOK 60601-2-29:2008 «UMspgenus
MeAULMHCKMEe  anekTpuyeckme. Yacte 2-29. YactHble TpeboBaHus 6e30nacHOCTM C  y4yeToM
PYHKLUMOHANbHbLIX XapakTepucTUK K cumynsaTopaM ansa nyvesou Tepanuun» (IEC 60601-1 «Medical electrical
equipment — Particular requirements for the basic safety and essential performance of radiotherapy
simulators»)

Mpu nNpUMEHEHUM HACTOALLErO0 CTaHdapTa PEeKOMEHAYETCH WCNOfb30BaTb BMECTO CCbINIOYHBIX
MeXAyHapoaHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM HaUMOHamnbHbIe cTanaaptbl Poccuiickoi deaepaumu,
CBeAEHUS 0 KOTOPbLIX MPUBEAEHbI B AOMONHUTENBHOM NPUnoxeHun JA

5 BBEJEH BINEPBbIE

lpasuna npumeHeHus Hacmosuieeo cmaHdéapma ycmaHoeneHbl 8 [OCT P 1.0—2012 (pa3den 8).
UHbopmayua 06 UsMeHeHUsX K Hacmosawemy cmaHoapmy nybrnukyemcs 8 exe200HOM (10 COCMOSHUIO Ha
1 sHeaps mekyweeo eoda) UHOPMaUUOHHOM yKaszamene «HauyuoHanbHbie cmaHO0apmbi», a
ocbuyuaneHbili MeKem U3MEHEHUL U ronpasoK — 68 EXEMECAYHOM  UHPOPMaUUOHHOM yKa3zamerse
«HauuoHaneHble cmarn@apmel». B cnydyae nepecmompa (3ameHbl) unu OmmeHbl Hacmosiueao cmaHdéapma
coomsemcemeyiouiee ysedomneHue 6ydem onybnuxkoeaHo e bnuxalilem ebinycke UHOPMaUUOHHO20
ykazamensa «HayuoranbHbie cmaHdapmbly. Coomeemcemsyrouwjast uHgopmayus, yeedomreHue u meKcmboi
pasmewjaromes makxe 6 UHhopMayuoHHOU cucmeme obujeeo nonb3osaHuss — Ha oghuyuanbHoM calime
®eldepanbHo20 azeHmMemea M0 MEXHUYECKOMY peeynupoeaHuo U mempornozuu 8 cemu MHmepHem
(gost.ru)

© CtaHgaptuHdopm, 2014

Hacroswuin ctaHgapT He MOXeT ObiTb NOMHOCTBIO UMM YaCTUYHO BOCMPOM3BEAEH, TUPAXUPOBAH U
pacnpocTpaHeH B KayecTBe oduumanbHOro usganus 0e3 paspeweHus PegepanbHOro areHTcTsa no
TEXHUYECKOMY PErynupoBaHuio u METPOIIornu
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BBepeHue

HacToawmit  4acTHbIl  CcTaHAapT yCTaHaBnuBaeT TpPeGOoBaHUSA, KOTOPbIE [OMKHbI BbIMNOJHATLCS
N3rOTOBUTENSAMW B oTHOLLUEHUM An3aliHa U KOHCTPyKuuu CUMYNATOPOB ANA NYUYEBOW TEPAMUN.
CTtaHaapT He CTaBUT LieNblo YCTAHOBUTL ONMTUMAanbHble TPEOOBaHUSA K X UCTIONTHEHUIO.

CTaHpapT CTaBUT LEeNb BbIACHUTL OCOBEHHOCTM KOHCTPYKUMK, ONpefensiolme B HAcTOSLLEe BpEMS
6esonacHyto paboty takoro MEOQULIMHCKOIO 3NEKTPUYECKOIO U3SOENNA (ME N3OENUA).

OH onpepensieT npeaensl OTKMOHeHWA xapaktepuctuk ME  WU3OENNA, nocne  KoTOpbIX
npeanonaraetrca coon ME USOENNA, Hanpumep, noBpexaeHUe SnemMeHTOB, Npu KOTOPOM cpabaTtbiBatoT
BJITOKUPYHOLLNE YCTPOWCTBA, ans Toro, utobbl npeaoTepaTuTh NpoaomkeHme pabotsl ME N3OENTNA.
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HAUMOHANBbHBLIN CTAHOAPT POCCUUCKOWN ®PEAEPALUMN

n3genna MEAUUUHCKUE NIEKTPUYECKUE
Yactb 2-29
YacTHble Tpe6oBaHuA 6e30NaCHOCTU C y4eTOM (PYHKLIMOHANbHbIX XapPaKTePUCTUK K CUMYMIATOpaMm
Ana ny4YyeBoi Tepannmn

Medical electrical equipment. Part 2-29. Particular requirements for the basic safety and essential performance of
radiotherapy simulators

Dara BBegenna — 2015—02—01
201.1 O6nacTb NPUMEHEHUA U Lernb, AONOJNIHUTENbHbIE U YaCcTHbIe CTaHAAPTbI

MpumeHseTcs NyHKT 1 o6LLEero cranaapra’, 3a MCKMoUeHueM:

201.1.1 O6nacTb npUMeHeHuA

3ameHa:

Hacroswumit YacTHbin cTaHgapT ycraHasnuaeT Tpebosanus BE3OMNMACHOCTU ¢ y4eToM OCHOBHBIX
bYHKUMOHAMbHBIX Xapaktepuctuk k CUMYNATOPAM ONA JNYUEBOW TEPAMWWU, B aanbHenwwem
0603Ha4eHHbIM kak ME USOENNME.

Ecnu nyHKT unu noanyHkT (1) cneunanbHO npumeHum Tonbko k ME USAENUAM unu Tonbko k ME
CUCTEMAM, B HauMeHOBaHWM W COAEPXAHWM NYHKTA WNU MOANYHKTA, 3arnasus 3TO AOMKHO ObITb
OrOBOpPEHO. B mpoTMBHOM cryyae, MyHKT MM NOAMYHKT npumensieTcs kak k ME USOENUAM, Tak u k ME
CUCTEMAM.

OMACHOCTW, xapakTepHble Ans npeanonaraembix dyHkumii ME WU3OEMMA u ME CUCTEM, B
TEKCTE HaCTOsILLero craHaapTa He oxsaTbiBaloTCA cneynansHoimu TPEBOBAHUAMMW, kpome 7.2.13 un 8.4.1
obLiero craHgapra.

MpumedaHue — CM. Takke 4.2 obLyero craHaapTa.

201.1.2 Uenb

3ameHa:

Llenb HacTOsILIEr0 YaCTHOrO CTaHAapTa — YCTaHOBUTL 4acTHble TpeGoawus BE3OMACHOCTU wu
Tpebosanns Kk ucnonHennio CUMYNATOPOB ana NYYEBOW TEPAMWW (kak onpeaenexo B 201.3.204).

201.1.3 *[lononHuTenbHbIe CTAHAAPTDI

HononHeHue:

Hacroswumii YaCTHbI CTaHAAPT CCbINAETCA HA NPUMEHAEMbIE AONONHUTENbHLIE YaCTHbIE CTaHAAPTHI,
KOTOpbIE NepeyvncneHbl B NyHKTe 2 obwero craHaaprta u B nyHkte 201.2 HacTosALWEro cTaHaapTa.

HononHutenbHbiit ctaHgapt MOK 60601-1-10 He A0MKEH NPUMEHATLCA.

201.1.4 YacTtHble cTaHaapThbl

Samena:

B cepun crangaptoB MOK 60601 yacTHble CTaHAapTbl MOTYT U3MEHATb, 3aMEHSTb WUITM OTMEHSITb
TpeGoBaHusa 06LWero craHaapTa v AONONHUTENbHLIX CTAaHAAPTOB, NpUMeHUMbIX kK ME U3JETTUAM.

TpeGoBaHUsI HACTOSAILLETO YaCTHOTO CTaHAapTa UMEIOT NPUOPUTET NO OTHOLUEHWIO K TpeboBaHMsM
obwero craHgapra.

MO3K 60601-1 siBnAeTcs Anst HACTOALLEro 4YacTHOro craHgapra obwum craHgaptom. [JononHuTeNbHbIE
CTaHAapPThbl YKa3bIBAKOTCA NO UX HOMEPaM.

HymMmepauusi nyHKTOB M NOANYHKTOB HaCTOALIEro 4acTHOro CraHjapta COOTBETCTBYET Hymepauuu
o6wero cravgapta ¢ npedmkcom «201» (Hanpumep, 201.1 HacTosiLEro craHaapTa COOTBETCTBYET NyHKTY 1
obwero craHgapta) UnuM MPUMEHUMOrO AONONHUTENLHOrO CTaHaapTa C npeduKcoM «20x», rae «x» —
nocneaHui CUMBON HOMEpA JAONOMHWUTENbLHOrO CTaHaapTa, (Hanpumep, 202.4 B HACTOAWEM YaCTHOM
cTaHaapTe COOTBETCTBYET COAEPXKAHWUIO NyHKTA 4 AONONHUTENbLHOro craHaapra M3K 60601-1-3 u 1.4.).
M3meHeHua B TekcTe 0bLLEero craHaapTa onpeaensaoTca CNeayowyMm CrioBaMu:

- «3ameHa» — 0003HAuaeT, 4YTO NYHKT WAM NOANYHKT OOLIero craHaapta UM NpUMEHSEMOro
OONOMHUTENBHOTO CTaHAapTa 3aMEHAETCA NOMHOCTLIO TEKCTOM HACTOSLLEro YaCcTHOIO CTaHAapTa;

" 06wt cTanaapt — MOK 60601-1:2005 «M3genus MeanLMHCKUe anekTpudeckue. Yacts 1. Obwue TpeboBaHUA
6e30nacHOCTHN C Y4ETOM OCHOBHbIX (PYHKUNOHANbHLIX XapaKTepUCTUKY.

Uspanue opuumnanbHoe
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- «QornonHeHue» — 0003HAYAET, YTO TEKCT HACTOSILLEro YacTHOIO CTaHAapTa ABMAETCA AONONHEHNEM K
TpeboBaHWAM, U3NOXEHHBIM B 00LLEM CTaHAapTE UM NPUMEHSIEMOM AONOMHUTENBHOM CTaHAApPTE;

- «uU3MeHeHue» — 0003Ha4aeT, YTO NYHKT WNMU MOAMYHKT OOLEro craHgapta WnM NPUMEHSAEMOro
OOMONHUTENLHOrO CTaHAApTa 3aMEHAETCsl TEKCTOM HACTOSLLEero YacTHOro craHgapTa.

MoanyHKTBI UNW PUCYHKKM, AONOTNHSAOLME 00LLMIA CTaHAapT, HYMEPYIOTCA, HaunHas ¢ 201.101. OaHako,
T. K. onpeaenenusa B obwem craHaapte Hymepytorca ot 3.1 go 3.139, gononHuTenbHbIE ONpeaeneHus B
HaACTOsAILLEM CTaHAapTe HyMepyloTcs, HaunHasa ¢ 201.3.201. JononHuTenbHbIE NPUNOXEHUs 0603HaAYaTCA
Gyksamu AA, BB 1 1.4., a AONONHUTENbLHBIE NepeyncneHus — byksamu aa), bb) u . a.

MMyHKTbI MAM PUCYHKW, AONOMHUTESNIbHbIE K PUCYHKAM [OMOSIHUTENbHOIO CTaHAApTa, HYMEpyloTcs,
HauuHasa ¢ 20X, rae «x» — HOMep AOMONHUTENbLHOro craHaapTa, Hanpumep, 202 ana M3K 60601-1-2, 203
ana MK 60601-1-3 n T.4.

TepMUH «HaCTOAILLMI CTaHAAPT» MCNOMb3yeTcsl, YToObl 0003HAUMTL CCLIIKY Ha ObLMii cTaHaapT,
NPUMEHSIEMbIE AONOMNHUTENbHbIE CTAHAAPTLI U HACTOSLLMIA YaCTHLIM CTAHAAPT, NPUMEHSIEMbIE BMECTE.

Ecnu B HacrosiLLleM 4aCTHOM CTaHAapTe HeT COOTBETCTBYIOLLEro pasfena, NyHKTa WM NOANYHKTA,
MPUMEHSIIOTCA COOTBETCTBYIOLLME pa3aensl, MYHKTb MU NOANYHKTLI O6LLEero craHgapTa Unm npuMeHsiemMoro
[OMNONMHUTENLHOTO CcTaHgapTa 6e3 u3meHeHud. Ecnu  kakon-nubo nyHkT obwero craHgapta wnu
JOMONMHUTENBLHOrO CTaHAapTa He JAOMKEeH NPUMEHSITbCS, COOTBETCTBYIOLLEE YyKa3aHue AOMMKHO ObiTb B
HaCTOALLEM YaCTHOM CTaHaapTe.

201.2 HopmaTuBHbIE CCbIJIKU

[MpUMEHSAIOT NYHKT 2 06LWero crtaHaapTa 3a UCKNIOYEHUEM:

LononHerue:

MO3K/TO 60788:2004 Wspgenua meauuuHckue anekTpuyeckne. Cnosapb OnpeaesieHHbIX TEPMUHOB
(IEC TR 60788:2004, Medical electrical equipment — Glossary of defined terms)

M3K 61217 AnnapaTtbl AMCTAHUMOHHbIE AMA Ny4eBOn Tepanuu. KoopanMHaTbl, NepeMeLLeHUs U LLKasbl
(IEC 61217, Radiotherapy equipment — Coordinates, movements and scale)

MpumMmeyaHue —CnpaBoYHble CChINKU NepeducneHsl B Gubnuorpadguu.

201.3 TepmuHbI 1 onpeaeneHus

Ans HacTosiwero 4acTHOro craHgapTta WUCNOMb3YITCA TEPMUHbI, npuBeaeHHble B M3K 60601-1 u
MO3K/TO 60788, a Takke criegyome TePMUHbI C COOTBETCTBYIOLLMMUW ONpeaeneHnaMM:

MpuMedaHue —AndaBuUTHbI ykasaTens TEPMUHOB CM. B KOHLE CTaHAapTa.

JononHeHue:

201.3.201 OFPAHUYEHHBLIA NMYYOK U3NYYEHUA (DELINEATED RADIATION BEAM): Yacts MYYKA
U3NYYEHWSA, OTPAHNYEHHASA Tenbio YCTPOUCTBA $OPMUPOBAHUA MYYKA U3MYUEHUS.

201.3.202 OrPAHMYEHHOE PAOVALMOHHOE TONE (DELINEATED RADIATION FIELD):
Mepecedyerne OMPAHUYUEHHOIO IMYYKA UINYYEHUA u nnockoctu, nepneHaukynsipHo k OCU MYYKA
N3NYYEHUA.

201.3.203 YCTPONCTBO ®OPMUPOBAHUA MYYKA USNYYEHUA (DELINEATOR(S)): Cpeactso ans
onpeaenenus rpaHuubl PAOUALIMOHHOIO NONA npu umutaumn MYYUKA U3NYYHEHUA.

201.3.204 CUMYNATOP ANA NYYEBOW TEPAMUN (CUMYNATOP) (RADIOTHERAPY SIMULATOR
(SIMULATOR)): Komnnekc, B koTopom ucnonbsyetca PEHTTEHOBCKU AIMMAPAT ans mogenupoBaHusi
reoMeTpuyeckux napametpos aswxeHuin u PAOUALIMOHHBIX MOMEA AMMAPATOB ana NYYEBOW
TEPAMWU ana npaesunbHOro Buibopa pexuma OBNTYYEHUA NAUMNEHTA.

n pumMmedvdyaHue — 3t onpeaeneHnua He BKNOYakoT:

- cpeactBa And  CAMYNALUMM C  MOMOLUBIO  KOMMBIOTEPHOW ToMorpacdum U MarHUTHO-PE3OHAHCHLIX
nccnesoBaHui,

- KOMIMbIOTEPHBIE NPOrpaMMbl A1 BUPTYanbHON CUMYNALUK,

- KOHTpOrb 3a n3obpaxeHuneM, Bktouaemblit B o6opyaosarune ana TAMMA-TEPANWN u YCKOPUTENMN.

201.4 O6bwme TpedbOBaHUA

MpumeHsIoT NyHKT 4 obLLero ctaHaapTa, 3a UCKMIDYEHUEM:
201.4.10.2 NMutarowan cetb ansa ME NU3OEINNA n ME CUCTEMbI
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HononHeHue:
— [OOIMKHO ObiTb 06ecneyeHO AOCTATOMHO HU3KOE BXOAHOE CONPOTUBMEHUe, 4vToObl u3bexartb
GIOKTYauUni HanPSXKeHUs, NPEBbLILLAIOLWNX 5 % Mexay COCTOSTHMEM Harpy3ku U COCTOSHMEM OXUAAHUS.

201.5 O6wue TpeboBaHus K ucnbitaHnam ME U3OENUA
MpumeHsOT NyHKT 5 o6wero ctaHaapra.
201.6 Knaccudpukaums ME U3OENUA u ME CUCTEM

MpumeHsoT NyHKT 6 obLiero ctaHgapra.

201.7 UpeHTndpmkaumsa, mapkmpoBka u gokymeHtauus ME VI3.E|,EJ1VII7I

MpumMeHsIOT NyHKT 7 obwero ctaHaapTa, 3a UCKITIYEHNEM:

201.7.4 MapkupoBKa OpraHoB ynpaBsfieHUs U U3aMepuTeribHbIX NpubopoB

HononHerue:

201.7.4.101 LWkanbl 1 uHAUKAUMA HanpaBneHUn ABWMKYLLMXCA YacTen

J[lormKHO BbITb NPEAYCMOTPEHO CreayioLLee:

- uncpposasa  uHaukauma  pasmepos  OIPAHNYEHHOIO PAOMALMOHHOIO TOJNA  Ha
HOPMWPYEMOM paccTosiHuu;

- Bu3yanbsHas nHaukaumus NMYYKA N3NYYEHUA n OTPAHNUYEHHOIO PAOVALMOHHOIO MOn4;

- nHaukauma N3OLIEHTPA,;

- ycrponcteo Ansa nHamkauum PACCTOAHUA $OKYC — KOXKA,;

- nHauvkaums OMOPHOWM OCWM Ha BxogHoit nosepxHoct [MALMEHTA wumm  MPUEMHMKA
PEHTTEHOBCKOIO N3OBPAXEHNA;

- unHaukauma (npegHasHadeHHas ana OlFEPATOPA) yrnosbix HanpaeneHun KITMHOBUOHOIMO
SUNBTPA npu HaknoHHom nonoxenun OMPAHUYEHHOIO MYYKA U3NYYEHWUA BO Bpema moaenupoBaHus
ycnosuii pa6otel AMTAPATA NS NYYEBOW TEPAMUKA;

- uncbposaa uHamkaums pacctoaHns ot IPPEKTUBHOIO ¢OKYCHOIO MATHA go MNMOCKOCTA
MPUEMHUKA N3OBPAXXEHWA;

- unHaukauma paccroaHma ot U3OUEHTPA go 3PPEKTMBHOMO ¢OKYCHOIMO MATHA (ans
CUMYNATOPOB, umeroLpmx BO3MOXHOCTb MU3MEHEHMA TaKOro napaMeTpa);

- LKana, nokasaHusi KOTOPOW COOTBETCTBYIOT YCMOBHbIM 00O3HayeHusim B MOK 61217 npu Bcex
AONYCTUMbIX ABWKEHUAX 0003HAYEHUA Ha LLKarne.

CUMVYTTATOPDLI mMoryT BKMOYaTb AOMONMHMTENbHbIE LLKAnNbI MNPU YCIOBUM, YTO MOKA3aHWUS AOIDKHbI ObITh
MOHATHBIMU.

COOTBETCTBUE NPOBEPAIOT BU3YasIbHO.

201.7.8.1 LiBeTa CBETOBbLIX MHANKATOPOB

HononHeHue:

Ecrm Ha MYINbTE VPABIEHUA OBNYYEHUEM wnun Ha apyrux MYNBTAX YINPABINEHUA ncnonb3yor
CBETOBbIE MHAMKATOPLI, TO LIBETA MHAWKATOPHBIX NTAMM AOJHKHbI ObITb CREAYOLLMMN:

— Xenmbii— npouecc N3ITYUEHUSA;

— 3eneHbin — COCTOAHUE TOTOBHOCTU;

— KPacCHbI — HEMEANEHHOE MPUHATME MEP NO MPEKPALLEHNIO HENPEAYCMOTPEHHOTO (DYHKLIMOHUPOBAHUS;

— nobon apyron — COCTOAHNE NOATOTOBKW.

MpumedyaHue - B nynstoBoit CUMYITATOPA wunum B pgpyrux Mectax COCTOAHWME WUSJTYHEHUA wn
COCTOAHMNE TOTOBHOCTW moxeT paccmaTpuBaThCs kak TpebyloLye npegynpexaeHus, nosTomy B 3TUX MeCTax MoryT
MCMONb30BaTLCS PasfMyHble LiBeTa B COOTBETCTBUM ¢ Tabnuuei 2 obLuero ctaHaapTa.

CBeToanoabl He pacCMaTPMBAIOTCA Kak CBETOBbLIE MHAUKATOPbI, €CIN:

- Ha MYIIbTE YMNPABJIEHAA Bce curHanbl, Ansi KOTOPbIX HE TpebyeTcsi OnpeaeneHHbI LBET,
00603Ha4YeHbl O4HUM LIBETOM;

- CurHarbl, 4N KOTOPbIX TPEOYIOTCS onpeaeneHHbIe LBETA, ACHO pasnuyuMbl.

201.7.9.1 O6wume nonoxeHusi

HononHeHue:

Cwm. Tabnuuy 201.C.101

201.7.9.2.1 O6wue TpeboBaHus



rocT P M3K 60601-2-29—2013

LHononHeHue:

Cwm. Tabnuuy 201.C.102

MHCTPYKUNA MO SKCMITYATALUWUW pomkHa coaepkaTb CrieayoLume CBeAeHNs:

- nepeueHb Beex BIIOKUPYHOLLUMX YCTPOWCTB u apyrux cpeacts sawmtbl oT  UBNYYEHUSA ¢
OnNUCaHneM mx PyHKLUWIA;

- VHCTPYKLMM No mpoeepke pabotbl BIIOKUPYIOLMX YCTPOWCTB u apyrux CPEeACTB 3alyThl OT
M3NYYEHUSA;

—  yKasaHue 4acToTbl NPOBEAEHUSA TaKUX MPOBEPOK;

—  peKkOMeHAyeMmyl0 NEPUOAMYHOCTL OCMOTPa MMM 3aMEeHbl YacTei, BbIMOMHAIOLMX 3aLUUTHYIO
cyHkumio, y koTopeix npu HOPMAJIBHOW 3KCNNYATALUMU ME USAENWN wapyluaeTcs anektpuuyeckas
NPOYHOCTb M3OMSALMM UM MEXaHUYECKas NPOYHOCTL B pedynbTarte Bo3aenctesna Ha Hux MOHUSUPYIOLWLEIO
M3NYYEHUA.

201.7.9.2.15 3awura okpyxaroLlen cpeabl

HononHeHue:

Heob6xoanMO BKMIOUMTL cneayioLyio ukidopmavmio no PAOUALIMOHHOW SALLMTE:

—  auana3sod pasmepos OTPAHUYEHHOIO PAOVALIMOHHOIO MOJIA;

- MakCMManbHO BO3MOXHble  pa3mepbl  PAOVAUMOHHOIO NMONA wu  paccrosHue  oOT
SPPEKTUBHOIO dOKYCHOIO MATHA, ana KoToporo oHu (pasmepbl) HOPMUPOBAHbI;

- BO3MOX@HbIE HanpasneHusi NMYYKA USNTYYEHUA;

- mecrononoxeHne SPPEKTUBHOIO ®OKYCHOIMO MATHA no OTHOLWWEHUIO K AOCTYNHON TOYKE Ha
BJITOKE UICTOUYHUKA PEHTIEHOBCKOIO U3NYYEHUSA/PAOVALMOHHOW FONOBKE;

—  mMakcumanbHo gonycrumoe AHOOHOE HAMNPAXKEHUE.

201.7.9.3 TexHuyeckoe onucaHue

201.7.9.3.1 O6Lme nonoxxeHusi

[HononHeHue:

CwM. Takke Tabnuuy 201.C.103

TexHuueckoe OnucaHue JOIDKHO COoAepXaTb BCe AaHHble 00 yCnoBUSX OKpYXalowein cpeabl U
nuTaloLeit cetn, Heobxoaumele ans o6ecnevenns HOPMANBHOW SKCMNYATALIUW.

HononHeHue:

201.7.9.3.101 YcraHoBKa

B TexHu4yeckom onucaHuu AJOMKHO OblTb yKa3aHO, Kakue TpeboBaHMA HACcToAWero craHpapta
BbIMOMHSAOTCA MPU YCTAHOBKE U NPOBEAEHUU TECTOBbLIX UCMbLITAHUIA.

COOTBETCTBMUE HACTOALLEMY CTaHAAPTY AOMKHO ObITb NPOBEPEHO AHANU3OM TEXHUYECKOrO ONUCAHUA
U UCMbITAHUMN.

201.8 3awwurta ot ONNACHOCTEW nopaxeHus 3neKTpMyeckum TOKOM

MpumMeHseTcs NyHKT 8 obLuero craHaapTa, 3a UCKIIOYEHNEM:

201.8.6.4 MUMnepaHC M TOKOHecywWwasa cCNOCOOHOCTb

JononHeHue:

aa) TexHn4eckoe onucaHne AOMMKHO COAePKaTb YKa3aHUe Ha TO, YUTO AOSDKHbI ObiTb YCTAHOBMEHbI TOUHbLIE
pasmepbl MOCTOAHHO 3akpenneHHbix NMPOBOOOB 3ALUMTHOMO 3A3EMITEHUA, coeauHsiowmx 3AXKNMbI
SALLNTHOIO 3A3EMITEHNA ¢ BHeLuHeln CUCTEMOIt 3aLUMTHOMO 3a3eMIIeHUs!, B COOTBETCTBUM C TpeBoBaHMsIMK
HaLMOHamMBHBIX CTAaHAAPTOB ANSA KaXAOoi OTAENbHOW YCTAHOBKUM M C YYETOM BO3MOXHOMO MaKCUMamnbHOro Toka
NOBPEXAEHUS.

COOTBETCTBME NMPOBEPSIOT NPOBEPKOIN TEXHUYECKOTO ONMCaHUSA

201.8.7.3 JonyCTUMble 3HaUYeHus

3amena nepeyucneHus d):

Jonyctumble 3HaveHus TOKA YTEYUKU HA 3EMIKO — 10 MA npu HOPMAJIbHbIX YCNOBUAX u 20
MA npu YCNOBUAX EANHNYHOIO HAPYLLEHUA.

201.9 3awmta ot MEXAHUYEYKUX OI'IACHOCTEI7I, co3paBaeMbix ME
N3AENUAMUN n ME CUCTEMAMU

MpuMeHsAIoT NYHKT 9 06Liero ctaHaapTa, 3a UCKMYEHNEM:

201.9.2.1 O6Lwue NONoXeHUsI

LononHeHue:

Ans cuctembl OMOPbLI CTONA ONA MALUMEHTA TpeboBaHus AOMKHbI BLINOMHATLCS, KOraa CTOn
Haxo4uTCA Noj paBHOMEPHO pacnpeieneHHON Mo NOBEPXHOCTU Harpy3kon He meHee Yyem 135 kr.

4
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MpumedvaHuns

1 BblpaxeHue «ycTaHOBUTb aBTOMAaTUHECKU» U «aBTOMaTUYecKan yCTaHOBKa» UCMonbayeTes 48 0603HaueHns
nepemMellenns Yacteit AMMAPATA aBTOMaTU4ecku B MONOXEHWE, MPWU KOTOPOM HauuHatoT npouecc OBJTYUYEHUA
NALIMEHTA.

2 TepMUH «MNpefBapuTeNlbHO 3anporpamMMUPOBaHHLIE LBUXEHUS» UCMONb3yeTcs ANA 0603Ha4YEHUs ABWKEHWI
Jacteit AMNMAPATA, BbBINOMHAEMbIX B COOTBETCTBUM C 3apaHee COCTaBMEHHOW MNporpaMMON M He mnpepbiBaeMblxX
OMNEPATOPOM Bo Bpema cumynauun OBJIYYEHUA T[MAUMEHTA; 9aTo HasbiBaeTca  «MNpeaBapuTernbHO
3anporpamMmupoBaHHas cumynauma OBNTYYEHNA».

201.9.2.2.4.4 3awmTHbIE YCTPONCTBA

HononHeHue:

- ecnm B npouecce HOPMATBHOW SKCMNMYATALIW B pesynbTtaTe c60a NPUHYAUTENbHBLIX ABUKEHUI
MAUVEHT moxeT okasaTbCsl 3a6noKMpOBaHHbIM, AOMKHbI ObiTh NMPeaycMOTPEHbl CpeacTBa OCBOGOXAEHMUS
MALMEHTA; onucanue atux cpeacts A4omkHO 6biTb gaHo B MHCTPYKUWI MO SKCINMYATALUW.

CooTBeTcTBUE NpoBepsatoT nposepkon MHCTPYKUUU MO SKCNNYATALUN.

201.9.2.2.5 HenpepbiBHOE BO3AENCTBUE

3ameHa:

201.9.2.2.5.101 O6Lme NonoxeHus

He poskHa ocylLecTBNATbLCSA perynupoBka aswkywmxcs dactein ME W3OENWNA, kotopbie moryt
Bbi3BaTb CTONkHoBeHne ¢ MALMEHTOM 6e3 oaHoBpemeHHoro Bosgeicteus OIMNEPATOPA Ha paBa
nepeknovaTens.

MpuMeyaHUe — M3MeHeHNe NMHEHbLIX UK BpallaTeNbHLIX ABMxXeHnin YCTPOWUCTBA ®OPMUPOBAHUA
MYYKA moxeT npusecTtn k Tpaeme MALIMEHTA, ecnn Ha Hem ycTaHoBrneHo BCITOMOIATESIbHOE OBOPYAOBAHUE,
B COCTaB KOTOPOro He BXOASAT 3allWTHble ycTpoiicTBa/orpaxgeHus unm kotopble npegcrasnsioT ONMNACHOCTD.

Ecnu BO3MOXHa aBTOMaTUYeckasi ycTaHOBKa napameTpoB pabotbl ANMMAPATA, aomiHa ObiTb UCKIIOYEHa
BO3MOXHOCTb Hayana WnM NPOAOIDKEHWUS [LBWXKEHUS 6e3 MOCTOSHHOrO BO3AENCTBUA OAHOBPEMEHHO Ha
BbIKITIOHATENb ABTOMATUYECKOW YCTAHOBKWU M HA BbIKIIOYaTENb, OOLLMIA ANsi BCEX ABWKEHUNA.

Kaxabll nepeknioyatenb Npu CHATUM BO3AEWUCTBMA [OSDKEH Mpekpalwlatb [BWXeHue B npeaenax
paccTosHUM, YKasaHHbiX B 201.9.2.2.6. B kaxxaom cnyqae no kpanHen mepe oaud BbIKIMIOYUATESb aomxkex
6bITb ¢ MPOMPAMMHbBIM OBECNEYEHUEM.

COOTBETCTBUE NPOBEPSIIOT OCMOTPOM.

201.9.2.2.5.102 YnpaBneHue nepemeweHueMm vacten ME W3OEJNINA sHyTpu npoueaypHoOn AnNA
CUMYTATOPA

Boikniovatenu, Heobxoaumbie Ans BbINONHEHUN ycnosui 201.9.2.2.5.101, a0mkHbl ObITb PaCMONOXeHbI
Kak MOxHO Orwxe k CTONY ANA NAUMEHTA, ytobel ONMEPATOP mor 3ameTutb U NPeaoTBpaTMTb BO3MOXHOE
HaHeceHue speaa MALUUEHTY.

CkopocTb BpalleHua FAHTPU moxeT Bo3pacTu A0 MakCUMarnbHOro 3HadyeHusn 12°/c, ecrnv ero nonoXxxeHue
U3MEHSIIOT BpyuHylo, a ana AlMAPATA ¢ BosMoxaoctsimu KOMMBIOTEPHOW TOMOIPA®UN — ecnun
BbINOMHAETCA NPOBEPKA NpeABapUTENLHO 3aNpOrpaMmMUMpPOBaAHHONO CKAHUPOBAHUS HA KOMMbIOTEPHOM ToMorpade,
npu ycrnosuu, YTO B 0BOMX Crnyyasix NOcne BO3AENCTBUA HA BblKMioYaTenb GNOKUPOBKM «ObICTPOM CKOPOCTUY
OMEPATOP ocywecTBnser HenpepbiBHOE BO3AeNCTBME HA Bblknmiodatens Bpawenua T[AHTPU wu
BbIKnIO4aTeNb, OOLWMI ANA BCEX ABWKEHUN.

MHCTPYKUMA MO J3KCMNYATAUUWN pomxHa coaepxaTb Yyka3aHue O TOM, 4TO Koraa
npeanonaraetca aucraHunoHHoe ynpasneHue OBJITYUEHMEM unu ckanuposaHue Ha KOMIMBbIOTEPHOM
TOMOIPA®E, pomkHa ObiTb npoBeAeHa npoBepka BCEX npeanonaraembiX WNu 3annaHMpoBaHHbLIX
aswxkeHun nepea tem, kak ONMEPATOP nokuHeTt nomewieHne ana CUMYNATOPA, a MALUMEHT naxoautcsa
B COOTBETCTBYIOLLEM ANA NpoueaypPbl NONOXEHUN.

CootseTtcTteue nposepsiiot nposepkon MHCTPYKLUMU MO SKCINMYATALMA.

201.9.2.2.5.103 YnpaBnenune nepemeweHmem yacren ME W3OENNA BHe npoueaypHon Ans
CUMYNATOPA

na AMMNAPATA, UMeIoLLIEro BO3MOXHOCTH Ansi nposeaeHnst KOMMBIOTEPHOW TOMOIPA®UN, ckopocTb
BpaweHua FTAHTPU moxer Bo3pacTu A0 MakcuMarnbHOro 3HauyeHuss 12 °/c BO BpeMs npeaBapuTesibHO
3anporpamMMnpoBaHHoro ckanmposanns Ha KOMIMbIOTEPHOM TOMOIPA®E, npu ycnosuu, yto ONEPATOP
OCYLLECTBNAET HENpPEepbIBHOE BO3AENCTBME OAHOBPEMEHHO HA  BbIKMoWaTenb  GROKUPOBKM  (OyHKLUM
KOMMbIOTEPHOWN TOMOIPA®UN 1 Ha BbikmiouaTenb, 06LLMiA AN BCEX ABWKEHMUIA.

B UHCTPYKLIMN MO SKCITTYATALIMMN pomitio ObiTh ykasaHo, 4To A0 Hadvana u BO BpeMsi NpoBeAeHUus
cumynuposaHua nepea nedeHuem [MALUMEHT pgomkeH nNOMHOCTbIO HaxoAUTLCA B MOMe  3peHua
OlNEPATOPA.
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CootBeTtcTBue npoepsloT kKoHTponem MHCTPYKUWK MO SKCTTYATALUN.

201.9.2.2.6 CKOpPOCTb ABUXEHUA (ABUKEHWNI)

SameHa:

201.9.2.2.6.101 O6wume TpeboBaHus

Ona AMMNAPATA ¢ aBToMaTU4eCcKOl YCTaHOBKOW CKOPOCTb NMEPEMELLEHUSA OSPKHA CHUXKATLCA HE MEeHee
yeM 3a 5 ° A0 3annaHMpPOBAHHOIO yrra OCTAaHOBKM U HE MEHEee Yem 3a 25 MM J0 3annaHMpOBaHHOIO MecTa
OCTaHOBKM; BO BPEMSI CHIDKEHWUSA CKOPOCTU OTKITOHEHME OT YCTAHOBIIEHHLIX 3HAYEHWUI HE AOIMKHO NpeBbIWaTh 2 °
npu YrrnoBOM MOMIOXKEHUM M 5 MM MPWU NUHENHOM MONOXeHWu. MogpobHOe onucaHue MnpoLecca CHKEHUS
CKOPOCTW JOIDKHO ObIThb BKITIOYEHO B TEXHUYECKOE ONUCAHME.

COOTBETCTBME NPOBEPSAIOT USMEPEHUEM.

201.9.2.2.6.102 YrnoBble ABMXEHUSA

Hu ogHa 13 MMmeroLWwmxca CKOPOCTEN He AOSKHA npeBbiwaTth 7 °/C, KPOME PYYHOro ynpasneHus npu
nosuunonmposanun MAUMEHTA unu BO BpemMsi paboTbl NpeaBapUTENbHO 3anporpaMMUPOBAaHHOMN
ycraHoskun KOMIMBbIOTEPHOIO TOMOIPA®A (cm. 201.9.2.2.5.102 n 201.9.2.2.5.103).

MpumMmeyaHune — OTo TpeboBaHMe He [OMKHO NpUMeHaTLEA K YCTPOMCTBAM GOPMUPOBAHUA MYYKA

B momeHT cpabartbiBaHMs OpraHa OCTAHOBKWM [ABVDKEHUSI YrON MEXQy MOMNOXEHWEM [OBWXKYLLEHCA CO
CKOpOCTbIO 1 °/Cc (HO He Bonee) YacTu U ee KOHEYHbIM MOMOXEHNEM He AOKeH npesbiwath 0,5 °. [ina ckopocTten,
npesbiwatowmx 1 °/c, 3TOT yron AoMmkeH ObiTh HE Bonee 1 °/c.

201.9.2.2.6.103 JlMHelHbIE ABUKEHNSA

Hu ogHa 13 nmeroLmxca CKopocTen He A0mMKHa npeBbiwaTth 100 mm/c.

B mMOMEHT cpabaTbiBaHUs OopraHa OCTAHOBKU ABWXEHUS PACCTOSHUE MEXIY MOMOXEHUEM JABWKYLLENCA CO
CKOpPOCTbO 25 MM/C (HO He Bonee) YacTh U ee KOHEYHbIM NMOMNOXEHMEM HE AOMKHO npeBbiwatb 3 MM. [Ons Bcex
OPYrux CKOPOCTEN, NPEeBbLILLAOLLMX 25 MM/C, 9TO pacCTOSHUE HE AOMMKHO npeBbiwaTth 10 MM.

CootBetcraue TpeboBaHUAM NPOBEPSIOT U3MEPEHMEM C MOMOLLIBIO COOTBETCTBYIOLLIMX U3MEPUTENBHBIX NPMOOPOB
CKOpOCTEll ABWKEHUS] U PaCCTOSIHWA B MOMEHT ocTaHoBkM AMMMAPATA. YT0Obl UCKIIOYMTL pPacxXoXaeHusi B
pesynkTatax U3MepeHuin, 3asucsime ot BpemeHn peakuum OMNEPATOPA, Hadanom usMepeHus crieqyet cuutarb
MomeHT Bo3aenicteust ONMEPATOPA Ha Bbikmtodatenb. s onpeaenenns pacCTosHUS NMPM OCTAHOBKE HEOOXOAMMO
BbINONHWUTb MNSATb UCTILITAHWA. B KoM MX 3TUX UCTIbITaHWI ABWKYLLIGACH YacTb AOIDKHA OCTAHOBUTLCA B AOMYCTUMbIX
npeaenax nepemeLLeHuii.

201.9.2.3 lNMpoumne ONACHOCTW, cBasaHHbIE C ABMXYLIMMUCA YaCTSAMM

JononHeHue:

201.9.2.3.101ABapud unu nosioMka

ABapusa unu nonomMka

a) UCTOYHMKA NUTaHWA NS ynpasBrneHnsa nepeMeLLeHnammn asmxyLumxca yacten ME USOENTNA unu

b) MUTAIOLEW CETU

[OMKHa BbI3blBaTb OCTAHOBKY NtoGOW yacTu B npeaenax, ykasaHHblx B 201.9.2.2.6 CooTBeETCTBUE
NPOBEPSAIOT NPEPbIBAHUEM MUTAHUSA

a) ANs ABMXKYLLMXCA YacTen,

b) ana ME U3OEJTIMA n nasmepeHmem pacCTOAHMIA NOCNE OCTAaHOBKM.

Ons TOro, 4toObl MCKIIOUYUTL PACXOXKAEHUA B U3MEPEHUSAX, BbI3BAHHbIE PA3NUYHBLIM BPEMEHEM
peakuun OFEPATOPA, usmepeHus [OMMKHbI HayuMHaTbCcad B MOMeEHT Bo3gencteus OINEPATOPA Ha
BbIKINOYaTENb, NPEPbLIBAIOLLMIA NUTaHWe. YTo0bl ONpeaenuTb paccTosHUE NpU ABUXXEHWU MOCHE NpepbiBaHus
NUTaHWsA, U3MEPEHUA AOMKHbI ObITh BLINOMHEHbI NATL pa3. B kaxxaom criydae pacCToOAHME NPU OBUKEHUU
nocne npepbiBaHNA NUTAHUS AOIDKHO ObITb B AOMYCKAEMbIX NPeaernax.

201.9.2.3.102 TOYHOCTb NO3ULMOHMPOBAHMSA

Y1066l 06ecneuntb TOYHOE MO3ULMOHUPOBAHUE ABMXKYLUMXCA YacTein CUMYNATOPA, ckopoctu ux
OBWKEHWI JOIMKHBI YAOBNETBOPATL CNeayoLmmM TpeboBaHnam:

- MUHUMarbHasA CKOPOCTb Mpu NIOOOM YrioBOM ABMXKEHWUW HE AOIDKHA NpeBbIWaTh 1 °/c;

- MUHUManbHasE CKOpPOCTb npu cmeweHuax 20, 21, 22 u 23 kpaes OIMPAHUYEHHOIO
PAOVUALIMOHHOIO NMONA CUCTEMbI CTONA ANA MAUMEHTA He pgormkHa npeBbiwath 10 mm/c (Cm.
pucyHkmn 101,102 n 103).

Coomeememeue rnposepsitom 0CMOMPOM.



FOCT P M3K 60601-2-29—2013

PAIVALIOHHAS

MpumeyvaHnAa

1 Ocw, HanpaBneHus 1 pa3Mepsbl, Yka3aHHble Ha pUCYyHKe, nepeuyucneHsl B Tabnunue Ne 201.101.

2 KpyroBble CTpefikm NnokasbiBalT BpalleHMe Mo 4acoBoii cTpesike oceil 1 u 8 (c HanpaBneHnem Ha FAHTPW),
ocn 2 (c HanpaBneHunem ot FAHTPW), oceit 3 n 7 (c HanpaBneHnem OT npasBoil cTopoHbl TAHTPW), ocu 4 (BBEpX OT
M30UEHTPA), ocn 5 (BBepx oT W3OLIEHTPA), ocn 6 (BBepx OT cTONa A4/19 NauneHTa).

3 X1, X2, Y1 n Y2 — kpaa PAOVALMNOHHOIO MNonsd wawm OrPAHMYEHHOIO PAAVALIMOHHOIO MONA
cornacHo 6.4.1 M3K 61217.

4 DTOT PUCYHOK M pUCYHOK 13a B M3K 61217 MAEHTUYHBI.

PucyHok 101 - [BWXeHue usgenus u LWkanbl.
BpaweHne TAHTPU ¢ ykasaHnem ocei 1- 8, HanpaBneHuii nepemelieHunin 9-13
n pasmepos 14 n 15 (cm. Tabnnyy Ne 201.101)
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KONNUMATOP NMYYKA

MpumevaHua

1 [ABwxeHns pepxaTtens paguorpadguyeckoli kacceTbl u/vnu psuxeHus MNPUEMHUWKA PEHTFEHOBCKOIO
N3OBPAXEHWNA:

HanpasneHve 17: gBuXeHue BAOMb Ocu Y, napanfiencHoit ocu 1,

Hanpas/feHue 18: ABMXeHue BAONb OCU Z, napannefibHoi ocu 4;

ocb 19: BpallieHue.

2 Xr, Yr, Zr, Xa, Yg, ZgwZe — 3710 kKoopauHatel MPUEMHWKA PEHTTEHOBCKOIO N3OBPAXEHUA, TAHTPWU
W, COOTBETCTBEHHO, KOOpAMHAaTHble CUCTEMbl MNPU 3KCLEHTPUYECKOM BpalieHun pfekn cTona, /e - 310 npumep
9KCLLEHTPUYECKOW CUCTEMbI KOOPAMHAT.

3 OTOT PUCYHOK NAEHTUYEeH pUcyHky 13b B MOK 61217.

PucyHok 102 - W3oueHTpnyecknii CUMYNATOP gna NYUEBOW TEPAMUW unn pagnanuoHHblIii
TepaneBTuyecknin AMMAPAT c o603HadyeHusamu ocein 1; 4-6; 19,
HanpaBneHunii 9-12; 16-18 n pasmepos 14; 15
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PucyHok 103 - ABuxeHuna un wkansl. Bug ot UCTOYHUKA N3NTYHEHNA Ha PAOVNALMNOHHOE MOJIE nan
OMPAHNYEHHOE PAAVALVOHHOE MNOJIE CUMY/NIATOPA ANA NYYEBOW TEPAMUN

Ta6nuua 201.101 - OnucaHune ocell, HanpaBieHuWii, pa3MepoB, NCNOMb30BaHHbIX HAa pucyHkax 101, 102, 103

OcCb ABUXEHUS YyacTn HanmeHoBaHue aBmxeHna yactu AMNMAPATA
AMMNAPATA
Ocb 1 BpaweHne TAHTPW (wTaTtusa)
Ocb 2 MoBopoT PAOVALIMOHHOWM FOJIOBKN
Ocb 3 MepemeueHne PAOVUALVOHHOM FOJTOBKN
Ocb 4 BpaweHue cuctemol POPMUPOBAHNA MYUYKA nnn OTPAHUYUYNTENA
Ocb 5 M3OUEHTPNYECKOE BpaleHune OMOPbLI CTONA ANA MAUVEHTA
Ocb 6 BpawieHne gekn ctona Hag 3KCLEHTPUYeCcKoli omnopoi
Ocb 7 [MoBOpOT Aekn ctona
Ocb 8 [BuxeHne gekn crtona
HanpasneHune 9 BepTukanbHoe cmelleHne aeku ctona
HanpasneHue 10 MonepeyHoe cMmeleHne gekn crtona
HanpasneHune 11 MpoponbHOE cMelleHne gekn ctona
HanpasneHue 12 CwmewerHne NCTOYHUKA N3JTYHEHWA o1 ocu 1
HanpasneHue 13 CwmeweHne MCTOUHUKA N3NYUYEHWA oT nona [0 HYy/NeBOro MOJIOXEHUSA
yrna nosopota wTtatusa (FTAHTPW)
Pa3svep 14 Pasmep FX PAAVWALUMOHHOIO nNOAA wwm OFPAHMYEHHOIO

PAOVNALUNOHHOIO MNMOMAA B HanpaBneHnmn Xb (pucyHok 103) Ha
3afilaHHOM pacctofaHun ot UCTOYHUKA WM3NYYEHUNA (kak npaBunio, Ha
HOPMA/IbHOM PACCTOAHUWN OBNTYYEHWSA)

Paswep 15 Pasvep XY PAAVMALUMOHHOIO nNnond wam OrFPAHUYEHHOIO
PAOVNALMNOHHOIO MONA B HanpaBneHun Yb (pucyHok 103) Ha
3agaHHom paccTtosaHun ot MCTOUHWKA U3NYYEHWUA (kak npasuno, Ha
HOPMA/IbHOM PACCTOAHWNN OBNYYEHUNA)

HanpasneHne 16 Mepemewenne MPUEMHWUKA PEHTIFEHOBCKOIO W3OBPAXEHUA n
(nnn) KACCETOJLEPXATENA Bonb ocu X nNepneHgukynsipHo ocu
Bpauerus LWITATUBA u ocu BpaleHus YCTPOMCTBA ®OPMVPOBAHUA

MYYKA

HanpaBneHune 17 MepemeweHne MPUMEMHUKA PEHTIFEHOBCKOIO W3OBPAXEHWA n
(nnn) KACCETOLEPXATENSA BAonb ocu Y napannienbHO OCU BpaleHus
WTATUBA

HanpasneHue 18 Mepemewenne MPUEMHWUKA PEHTIFEHOBCKOIO W3OBPAXEHUA n

(wnn) KACCETOAEPXATENA BAOMb OCW Z napasnfieflbHO OCU BpaleHus
YCTPOWCTBA ®OPMWUPOBAHWSA MYUYKA unn OTPAHUYUTENSA MYUKA
N3NYUYEHUNA
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Oxon4yaHue mabnuubi 201.101

Ocb ABMXEHUS YacTu HaumeHoBaHune asumxenunsa Yactun AMNMAPATA
AMNMAPATA
Ocb 19 Bpawenune NMPUEMHUKA PEHTFTEHOBCKOIO U3OBPAXXEHUA n (unn)
KACCETOOEPXATENA
Hanpasnenue 20 CmeweHne ot OCKU  TIYYKA USNYYUEHUA «k  rpaHuge X7

PAOVWALMOHHOIO NonA wnm OrPAHUYEHHOIO PAOUALINOHHOIO
MONA wna 3apaHHoM pacctogHun ot UCTOYHUKA UBNTYYEHUA (kak
npasuno, Ha HOPMAJIbHOM PACCTOAHUN OBJTYYEHNSA)

Hanpasnenue 271 CmeweHne ot OCU TMYYUYKA USNYYEHUA «  rpaHuge X2
PAOVWALMOHHOIOC Nona wnm OrPAHUYEHHOIO PAOUNALIMOHHOIO
MONA wna 3agaHHoM pacctogHun ot MCTOYHUKA UBNTYYEHUA (kak
npasuno, Ha HOPMAJIbHOM PACCTOAHUN OBJTYYEHNA)

Hanpasnexue 22 Cmewenne ot OCU TMYYUYKA USNYYEHUA «k  rpaHuue Y7
PAOVWALMOHHOIOC NonA nam OrPAHUHEHHOIO PAOUALIMOHHOIO
MONA wna 3agaHHoM pacctosHun ot MCTOYHUKA UNBNYYEHWUA (kak
npasuno, Ha HOPMAJIbHOM PACCTOAHUN OBJTYYEHNSA)

HanpasneHue 23 Cmewenne ot OCKU TMYYKA UBNYHEHUA «k  rpaHuue Y2
PAOWALUMOHHOIOC NonA wam OrPAHUYEHHOIO PAOUALMNOHHOIO
MONA Ha 3agaHHom pacctosHum ot UCTOYHUKA USNTYYEHUA (kak
npasuno, Ha HOPMAJIbHOM PACCTOAHUN OBJTYHYEHNA)

201.9.2.4 YcrponcTea aBapuitHON OCTaHOBKU

3ameHa:

YCcTponcTBa aBapminHOW OCTaHOBKM AOIMKHbI YAOBNETBOPAThL CNeAyoLLMM TPEOGOBAHUSIM:

LononHeHue:

aa) B CxeMax C NPOBOAHBLIM MOHTa)OM pagoM co CTOJIOM ana NALUMEHTA n MYNBTOM YMNPABJIEHUA
OBJTYYEHMEM (unn Ha HMX) AOMKHbI ObiTb NPEeAyCMOTPEHbl  JIErkopasnMuuMble U AOCTYMHbIE YCTPOWCTBA
aBapuiHO OCTaHOBKM  Bcex coeamHeHmn TMUTAIOLLEM CETU ¢ cucremoin oBecneveHust nepemeLLeHmin
ATMAPATA. Bo Bpems paboTbl noboe ABMKEHUE AOIDKHO NpekpallaTbCa B npeaenax rpaHnl, YKasaHHbIX B
201.9.2.2.6;

bb) yctponcrea, pacnonoxeHHole psgom ¢ MYNbTOM YIMPABINEHAA (unu Ha Hem), Takke AOSMKHbI
MPEKPALLATb OBNYYEHNE. Bpemsa cpabatbiBaHWS NPU TakMX OTKIMIOYEHUSX HE AOMKHO npeBbiaTth 100 MC;

CC) ecnn kakoe-nnubo U3 3TUX YCTPOWCTB AOMKHO ObiTh ycTaHoBneHo MNMOJNIb3OBATEJNIEM Ha mecte
aKcnnyarauum, TpeOOBaHMS K  HUM U METOAbl  MCMbiTaHui  AomkHbl 6t HOPMUPOBAHDLI B
SKCIMNYATALUMNOHHbBIX OOKYMEHTAX.

CooteetcrBue TpeGoBaHnio npoeepstoT uaydeHnem IKCIMIMYATAUMOHHBLIX OOKYMEHTOB, ocmotpom u
U3MEPEHNEM C MOMOLLIbIO COOTBETCTBYIOLLMX U3MEPUTENBHBLIX MPUOOPOB PaCCTOSHUMA B MOMEHT OCTAHOBKW U BPEMEHM
OTKIIOYEHMS.  UTODbI UCKMIOUUTL PaCXOKOEHUS B pesynbTatax WU3MEPEHWi, 3aBUCALLME OT BPEMEHW peakumn
OlNEPATOPA, Ha4anom usMepeHus criegyet cuntarb MoMeHT Bodaenctana ONEPATOPA Ha BbIknYaTens.

201.9.2.5 OcoGoxaeHue MALMEHTA oT kpenneHui

LononHeHue:

CpeactBa, obecneunsatowme ocsoboxaeHne MAUMEHTA ot 3axatusa, AOMmkHbI OblTb ONUCaHbI B
MHCTPYKUWM MO SKCMNYATALNN.

CooTBeTcTBUE TPeOOBaHUIO NPOBEPSAIOT KOHTPONEM MHCTPYKLUK MO SKCTyaTauum.

201.9.7.2 NMHeBMaTUYECKNE U TMAPABINYECKME YaCTH

HononHeHue:

— Mpu BO3HMKHOBEHUM OIMACHOCTW B cnyyae usMeHeHus AaBfieHUs B cucteme, obecrneymsatoLuen
nepemelleHne AlMAPATA, aBwikeHue npu nOOOM CKOPOCTM [OMMKHO MpeKpallaTbes B npeaenax,
HOPMWUPOBAHHbIX B 201.9.2.2.6.

Cooteetcraue TpebOoBaHMIO NPOBEPSAIOT CO34aHUEM YCIOBUIN HAPYLLIEHWS, BKIKOYEHMEM 3aLUMTHBLIX YCTPONCTB U
U3MepeHueM pacCTOAHUI B MOMEHT OCTaHOBKM.

201.9.8.1 O6LMe NONOXeHUst

ononHeHue:

— Ecnu B AMMAPATE npeagycMoTpeHbl cpeactsa Anst kpenneuust Ha Hem NMPUHAONEXXHOCTEN (B
yactHocT, YCTPOWCTB ®OPMUPOBAHUA TYUKA WSMNYYEHWS), otm  cpeactBa  AOM¥Hbl  ObiTh
CKOHCTPYMpOBaHbI Tak, YToObl OHKM Mornn yaepxusare NPUHALTIEXXHOCTD B 6e30nacHOM NOMOMXEHUM Npu BCEX
ycnosusix HOPMATNBHOW 3KCMNYATALMA.

CooTteeTcTBME TpPeOOBaHMIO MNPOBEPSAIOT OCMOTPOM W M3YYEHUEM PACYETHbIX [AaHHbIX U
NPEeAYCMOTPEHHBIX KOHCTPYKLUMIA KO3hduumneHToB 6€30nacHOCTHM.
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— OKCIMNYATAUMOHHBLIE OOKYMEHTbBI pomxHbl copepxaTb TpebOOBaHMss NO NPOBEAEHMIO
TEXHMYECKOr0 OOCNyXMBaHWS W oOnpeaensTb YCNOBUSI M OTPAHUYEHUS MNPU  JKCNAyaTaLmu  9TUX
BCMOMOraTesbHbIX YCTPOWCTB. OHM OIDKHBI TaKke CoaepXaTb nepedeHb OrpaHuYeHuin, NpeayCcMOTPEHHbIX
KOHCTPYKUMER, Npu JKCNnyaTauuu BCMOMOraTesibHbIX YCTPOMCTB, U3rOTOBSIEHHBIX UMK YKOMMIEKTOBAHHbIX
U3rOTOBUTENEM.

CootseTcrBue TpeboBaHUI0 NPOBEPSIIOT OCMOTPOM.

201.10 3ammra ot OIMNACHOCTEWN Bo3geiicTBUA HeXenaTenbHOro wunm
Ype3MepHOro U3sNyyeHus

Mpumenstor nyHkT 10 oBwero craHaapTa.
201.11 3awuTa OT YpesMepHbIX Temnepatyp u apyrux OMACHOCTEN
MpumenstoT nyHkT 11 obwero craHaapTa.

201.12 ToyHOCTbL OpraHoB ynpaBreHUs U U3MepuUTerbHbIX NPUGOPOB U 3aluTa
OT ONacHbIX 3HAY€HUN BbIXOAHbIX XapaKTepuUcTUK

MpumenstoT nyHKT 12 oBwero craHaapTa.
201.13 ONACHbIE CATYALUWU n ycnoBua HapylueHus

MpumenstoT nyHKT 13 obwero craHgapTa.

201.14 MPOrPAMMUPYEMBIE 3NEKTPUYECKUE MEOWULUWHCKUE CUCTEMBI
(M3MC)

MpumeHsIoT NyHKT 14 obLero craHaapTa.

201.15 KoHcTtpykuusa ME U3OENUA

MpumeHstoT nyHKT 15 obwero craHaapra.
201.16 ME CUCTEMbI

MpumeHstoT nyHKT 16 o6wero craHaapra.

201.17 OnekTpomarHuTHas coBmectumocTs ME U3OENUNA u ME CUCTEM

MpumensoT nyHkT 17 o6uwiero craHaapra.
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Mpunoxexune C
(cnpaBoyHoe)

PykoBoacTBO NO MapKUpoBKe U Tpe60oBaHUAM K Hel

ans ME U30ENWUA u ME CUCTEM

201. C.4 SKCMIYATALUMOHHbIE AOKYMEHTbDI, o6wue nonoxeHus
JononHeHue:

Tabnuuya 201.C.101 — SKCMNYATALUNOHHbBIE JOKYMEHTbI, 06wmne nonoxeHus

TpeboBaHue TTYHKT
Cpeacrtea aBapuHOIO OTKIIOYEHUS 201.9.24
MoBpexaeHusi, cBaA3aHHbIe ¢ cuctemoii onopsl MALUMEHTA 201.9.8.1

201.C.5 AKCMNYATALUMOHHBIE AOKYMEHTbI, MUHCTPYKLIUA MO 3KCNNYATALIUU

fononHeHue 8 KOHUE nMyHKma:

Tabnuuya 201.C.102 - OSKCMIYATALUMOHHBIE OOKYMEHTbI, WHCTPYKUMA MO
OQKCNIYATALIMA

TpeboBaHue TTyHKT
MHCTPYKUWNA NO SKCMNYATALUWW. Obwme Tpebosanus 201.7.9.21
3alumTa oT OKpyXatoLuei cpedbl 201.7.9.2.15
Cpegacrsa 3awuThl 20192244

Ynpaenexnue asmiennem vacten ME U3OENUN u3 noMewieHus, rae HaxoauTcs
CUMYIIATOP

201.9.2.2.5.102

Ynpaenenue aBwxkenuem uvacteii ME WU3OENUMW w3  nomewenus BHe | 201.9.2.2.5.103
CUMYNATOPA
3axarue MAUMEHTA 201.9.2.5

201.C.6 SKCMNYATALUMOHHbIE OOKYMEHTbDI, TexHuyeckoe onucaHue

Tabnuya 201.C.102 — SKCMITYATALUMOHHbBIE JOKYMEHTbI, TexHuyeckoe onucaHue

TpeboBaHue MyHKT
Texnuyeckoe onucaHue. ObLyee TpebosaHue 201.7.9.3.1
YcraHoBka 201.7.9.3.101
BxogHoO€e conpoTUBNEHHUE U TOK 201.8.6.4
CkopocTtu aBMxKeHuii. Obume TpeboBaHus. 201.9.2.2.6.101
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MpunoxeHnune AA
(cnpaBouHoe)

MpakTnuyeckoe pykOBOACTBO U HOPMUPOBaHUe

AA.1 Obuiee pykoBOACTBO

MNpumenenne CUMYNATOPOB pana JIYYEBOW TEPAMWW moxeT noaseprHyTs TMALMEHTA
OMNACHOCTW, ecnu koHcTpykuma ME WSIENUA we yaosnetsopseT TPeGOBAHUAM MEKTPUYECKOW,
MEeXaHU4eCckol U paauaLmoHHon 6esonacHoct ME U3OENNA n ME CUCTEM.

MoxeT Takxe Bo3HukHYTb OINMACHOCTb pgns nepcoHana B6nuau usgenus, ecnu camo ME USOENNE
n nomewexne ana CUMYNATOPA He yaosneTBopsioT TpeboBaHMAM pagnaunoHHON 6€30MacHOCTY.

AA.2 HopmupoBaHue NyHKTOB U NOANYHKTOB YacTHOro ctaHgapTta

Cnepyiowme MNyHKTbl U MOANYHKTbI HACTOALLEro 4YacTHOro CraHgapra COBMajaloT C MNyHKTaMu U
noanyHkramu obLiero craHaapra.

201.1.3 JononHUTeNbHbIE CTaHAAPTDI

Paccmarpusaetcs M3K 60601-1-3:

JononHuTenbHLIA CTaHAapT NPUMEHMM KO BCeM Moaudukaumam. YkasaHHbIi CTaH4apT kacaeTcs
PAOVALMOHHOW SALLUNTHI.

MpumeHss crangapt MOIK 60601-1-3 k CUMYNATOPAM ana JNIYYEBOW TEPAMWW,
N3FrOTOBUTENN 6yayT BbiOMpaTb COOTHOLUEHWE MEXAY pPUCKAMM W KOHTPOMEM, CBA3aHHbIM C
OoTHOCUTENbHO Hebonbwmmu gosamu VOHU3NPYIOWEIO U3NYYEHNA npu nonyvyeHun mM3o0paxkeHus ¢
puckamMM W KOHTPOSiEM, Npu OTHOCUTENbHO Gonbwux agosax NOHUSUPYHOLLEFO WINTYYEHUA npu
NYYEBOW TEPAMUW. 310 Morno 6bl  03HAYaTh, 4YTO KOHTPOAb PUCKOB MPWU  MCMOMb3OBAHWM
anardHoctuyeckux PEHTITEHOBCKMX ATMMMAPATOB He mMoxeT ObiTb COMOCTaBUM C  puUcCKamu npu
ucnones3osaHum CUMYJITATOPOB.

MpumeyaHune — BHumaHue obpallaeTcsl Ha TO, YTO B HEKOTOPLIX CTPaHaX y3akoHeHbl TpeGoBaHUs K:

- paaunaLMoHHON 6e30MacHOCTH, He OTHOCALLEHCA K yKa3aHHOMY AONOMHUTENBHOMY CTaHAapTY;

- yCTaHOBKe rapaHTuu Ka4ecTBa W ApyruM BOMpocam, He paccMaTpuBaemMbiM B ykasaHHOM [ OMONTHUTENIbHOM
cTaHgapTe.

Paccmarpusaetca MOK 60601-1-8:

CurHanbl TpeBOrM HeoOXOAWMbI TaM, e OHU WMAEHTUMDULMPYIOTCA KaK KOHTPOfb pUCKOB. B ykasaHHOM
AOMONHUTENBHOM CTaHfapTe HeT TpeboBaHM Mo curHanam TpeBorn. MHGOPMauUOHHble curHanbl (0 paguauum)
AOMKHBI OTAIMYATLCS OT cUrHanos Tpeeorn. Cwm. Takke 12.3 obLero craHfapTa.
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MpunoxeHue OJA
(cnpaBouHoOe)

CBegeHus 0 COOTBETCTBUM CCbIUTOYHbIX MeXAYHapPOAHbIX CTaHAAPTOB
HauuoHanbHbIM cTaHgaptam Poccuinckon ®egepauumn

Tabnuya JA1

OB603Ha4YeHNe CChITOYHOro CTteneHb Ob603Ha4YeHNe U HanMeHoBaHne
MeXAyHapo4HOro COOTBETCTBUA cooTBETCTBYHOLLEro
CTaHAapTa HalUWOHalnbHOro ctaHgapTa

MO3K/TO 60788:2004 IDT FOCT P MOK/TO 60788 — 2009 «M3penus
MeAULIMHCKWE anekTpuyeckue. Cnosapby

M3K 61217:2011 IDT MOCT P M3K 61217 — 2012
«Annaparbl AUCTaHLMOHHbIE ANA Ny4eBOn
Tepanuu. KoopanHatbl, NepeMeLleHuns u
LUKanbly

I punmMeyYaHne -— B HaCTOHU.[eVI Ta6nwue MCcnonbL3oBaHoO cnejyroulee yCcroBHoe 0003Ha4YeHne cTeneHun

COOTBETCTBUS CTaHAAPTOB:
— IDT — ngeHTu4Hble cTaHgapThbl.
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[2] IEC 60601-1-8, Medical electrical equipment — Part 1-8: General requirements for basic safety

and essential performance — Collateral Standard: General requirements, tests and guidance for alarm
systems in medical electrical equipment and medical electrical systems

[3] IEC 60601-2-1:1998, Medical electrical equipment — Part 2-1: Particular requirements for the
safety of electron accelerators in the range 1 MeV to 50 MeV

AndaBUTHbIN yKa3aTesrib TEPMUHOB

AMMAPAT PEHTTEHOBCKUM

BE3OMACHOCTb OCHOBHAS

BJIOK NCTOUYHWKA PEHTTEHOBCKOIO U3MYYEHUS
FAHTPU

FOJNIOBKA PAOVALIMOHHAS

LEPXATENb KACCETbI PEHTITEHOPA®UYECKOW
OVCMNEN

NOKYMEHT SKCIYATALIMOHHbIN

3AXUM BALLMTHOIO 3A3EMITEHWS

3ALMTA PAIVALIMOHHAS

N3rOTOBUTENb

N3AENVE MEJVNLMHCKOE SNEKTPUYECKOE (M3 U3AENUE)
N3NYYEHVE

N3NYYEHVE MOHWU3UPYIOLLEEE

N3OLIEHTP

NCMONHEHUE OCHOBHOE

NCMONb30BAHNE HOPMAJIBHOE

NCTOYHWUK U3NTYYEHWNSA

KOHTPOIb PUCKA

HAMPSDKEHME PEHTITEHOBCKOWM TPYBKM
OMEPATOP

OPTAHU3ALINSA OTBETCTBEHHAS

OCb OMOPHAS

OCb MYYKA N3NYYEHUSA

MAHENb YNPABNEHMS

MAHENb YNPABNEHMS OBJTYYEHVEM

NALUMEHT

MNOCKOCTb MPUEMHUKA U30BPAXKEHUS

MOMNE W3NYYEHNS OFPAHUYEHHOE

MONE PAOVALIMOHHOE

MPEPbIBAHVE OBNYYEHMS

MPUEMHUK PEHTTEHOBCKOIO U3MTYYEHWS
MPUHALNEXXHOCTU

MPOBOL 3ALLMTHOIO 3A3EMITEHWNS
NMPOrPAMMHOE OBECMEYEHWE

MYYOK U3NYYEHMUSA
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NATHO 3$SEKTUBHOE $OKYCHOE
PACCTOSHWE NEYEHUSI HOPMATNBHOE
PACCTOSIHUE ®OKYC — KOXA

PUCK

CETb MUTAIOLLAR

CUMYIISITOP (1151 TYYEBOW TEPAMAM)
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COCTOAHUNE TOTOBHOCTU
COCTOAHUE NOAroToBKN
CMNELIMGUNYECKNA

CTON AnA NALUMEHTA

TEPAMNA ANCTAHLUMOHHAA NYYEBAA
TEPAMNWA JTYYEBAA

TOK YTEYUKWN HA 3EMNIO

TPEBOTA

YCNOBUE EAUHNYHOIO HAPYLLEHUA
YCNnoBUA HOPMAIbHBIE (HY)
YCTPOMCTBO BITOKUPYIOLLEE
YCTPONCTBA $OPMUPOBAHUSA MYYKA
SUNbTP KNMHOBUOHBIN
POPMUPOBATE/Sb (-J1N)
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