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rocCT P M23K 60601-2-29—2013
Mpeancnoeue

1 NOAroToBRNEH $egepanbHeiM rocydapcTEeHHER GHOHETHLIM yyHpesdeHnesM «BoepoocriceMia
HAYYHO-MCCNedoBaATENLCKEA M MCNETATENERERA MHCTHTYT MegruuHCckoR Texrnkres (PIEY «BHYIMKMMT =) ua
OCHOBE CODCTBEHHOTD AYTEHTHHHOID NePEE0da Ha PYCCKHA A3kiK CTAMOAPRTA, YKAIAHHOTO B MyHKTe 4

2 BHECEH TexHd4eckli KOMUTETOM Mo cTaHdapTHiagnd TE 411 «AnnapaTtel W obopyaocRadke gna
MYHEE0N TRPANUA, JUaTHOCTHEM 1 DO3MMETOHH S

3 YTBEPOEH M BBEOEH B JEMCTBME Mpukazom PenepansHoro areHTCTEA N0 TEXHHYECKOMY
pEryNHpoBaHWIo W MeTponorkid oT 08 HoaGpa 2013 r. Me 1486-cT

4 HacTosWMA CTAHOAPT WOeHTHYEH MEXOYHapoaHosMy cTadgapTy MOK 60601-2-29:2008 «lagenya
MEOWUMHCKEWME  3NekTpu<eckre. YacTe 2-29. YHacTuwee TpebopaddA  DelonacHoCTH C© YYeTOoM
PYHELMOHANLHBLIX XAPAKTEPWCTIAR K CHMyNATODaM ONA Nydesol Tepanuas (IEC 60601-1 «Medical electrical
equipment = Particular requirements for the basic safety and essential performance of radiotherapy
simulatoras )

Mer NpAMEHEHAM  HACTOAWErD CTaH0apTa  pekoMedHoyveTc WCnoNe3IoBaTh BMECTD  CChINOYHBLK
RMEMOYHAPOOHEY CTAHOAPTOR COOTEETCTEVIOWME WM HALMOHANLHEE CTaHgapTel Pocclickon degepaln,
CEEOEHHS O KEOTODEBX NOUESOEHE B QONGNHMTENEHOM NpMiosesian 1A

> BEENEH BINEFEBEIE

Mpasuna noumMeMasus HacmorAwess omardapma yomanoaness: ¢ FTOCT P 1.0—=2012 [pazden 8}
Hughopmayua of UIMeHSHURX K HacmoAWed y cmandammy MySnukyemes @ exesodHoM (N0 COCMOoRNUK Ha
1 sweapr mekyidesoe 2oda) UHGRODMALUOMKHON  Wkazamene  sHauuonanukbie cmandapmesls, 3
CHUYUANENED MEKCT UIMEHENUT U (ONpaack = & OWEMECAYHOM  UHDODMAULDHHOM ykazamene
v HayuaHansHese cmandapmels. B coyyas NepeckMompa (2amMensl) WL Gimsakbl Hacmosweso cmandapma
cooimaameomapiolies yasdovnenus Oydem onyinukodans & BNUWadeM Seinycke UHhopMaLLIoHHOSD
yikazamena «HayboHaneHse cmakdapmeis, CONMESMOMayiolan hdopManlna, veedomnasle U Imekcitis
LRIMBANKTICA Make & uxgopMayuonrold cucmeme oblWess NOTEIDEAHUA — M8 ofhuluansHoM cadime
Padepanbioz0 ageHmcmEa Mo MoxXHLUYSCKOM) DESYWIUDCEAHUN o MempoToeuls @ cemu Mumepuem
(gost.ru)

& CravpapTasdops, 2014

HacToAwWA cTaHgapT He MOMEeT GeiTe NOMHOCTEID AWM YAcTHYHO BOCMPOWIBENEH, THRPAMWDPOBIH M
pacnpocTpaked B KadecToe odwUManeHoro wWigadwA Ges paspewesduAa degepanesHoro aredTcTea no
TEXHHHBCKOMY DeryNupOaaHKio 1 METDONOr
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rocT P M3K 60601-2-29—2013
Eeegenuve

HacToAwMid YacTHei cTakdapT ycTadaenueaeT TpedosaHWA, KOTOPRIE DOMCKHBl  BEMONHATECA
WArOTOBMUTENAMM B oTHOWEHWH Quaaika 1 koHcTpyxuuy CUMYNATOPOB OANA NYYEBOK TEPANMIA.
CTaHoapT He CTABMT LENES YCTAHOBMTE CNTHMANLHLIE TPEOOBAHMA K WX MCNOMHEH MK,

CradgapT CTABWT UeNs BRACHWTE OCODEBHHOCTHA KOHCTRPYELWK, ONpenenfiiwMe B HAcToALee Bpass
BeaonacHye paboty Takoro MEQWUMHCKOMD 3NEKTPHWHECKOND W3AENWA (ME W3OENKA).

On  onpegenseT nNpefenst  OTEKNOHeHHA  xapastepucTik  ME  MW30ENMA. nocne  koTophix
npeancnaraercA choi ME M3OENWMA, sanpyuMep, NnoBpeXasHHe INeMeHTos, Npd KoTopow cpabaTtelBainT
ENCOKWMPYIOLUWE YCTPOWMCTBA, ana Toro, 4Tofk NpenoTEpaTHTE Npoacmserue pafots ME M3OENMA.
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HAUWMOHANbHBIA CTAHOAPT POCCHMUWCKOW ®EOEPALMHM

W3OENWA MEOWMUWHCKWE 3NEKTPUWYECKUE
YacTe 2-29
HacTHeie TReGOBaHWA GeloMacHOCTH € YHeTOM PYHKUHOHANEHBIX XapakTepHETHE K CHMY NATODaM
ANA NyYeBold Tepandmn

kladical electrical equipmeant. Parl 2-28. Paricular requiremenis for the basic safety and essenbial performance of
radictherapy simulators

ﬁata eaegeHns — 201 5—02—01
201.1 OBnactb npuMeHeHHA U Uenb, JONONHWTENbHLIE W YACTHLIE CTaHOAPTEI

NpuMeHaeTea NyMikT 1 oBlLere cTaMEapTa’’, 33 HCsmioYEHnam:

201.1.1 OBnacTe NpUMMeHEHKA

SaneHa:

HacToAwxik 4acTHeIR CcTasQapT yoTakaenqeaseT Tpeboranma BEIONACHOCTH © yueToM OCHOBHbIX
hyMELMOHANEHEY  XapakTepucTi © CHUMYNATOPAM ONA NYYEBOW TEPAMNKMKM, B gansKeliwes
oboaiaveddeM Kak ME M3OENME.

Ecnd NyHKT WNH nognyHET (1) cnegdansHo npeiMesin Tonsko K ME WM3OENWAM wnn toneko £ ME
CHCTEMAM, 8 HaWMMEHOBAHMKM W COOBDEAHMK NYHETA WK NOGNYHETA, 34rNasyda 370 QOon#Ho OslTs
crogopero. B NpoTHRHOM chy-ae, NyHET WNE NoanydkT npumedseTcs kak Kk ME M3OENMAM, Tak 1 k ME
CHCTEMAM.

OMNACHOCTMW, xapaxTepHbie GnA npegnonaraesess @yskugmin ME W3OENWA w ME CWCTEM, e
TEKCTE HACTOALUErD CTAHGADTa He OXEaTHBAKITCA cneykansHsiMd TPEBOBAHWAMKM, mpome 7213 1 841
ohwers cTasaapTa.

Mpurmevanna — Cu taise 4.2 obwearo craspapta.

201.1.2 Uenis

Jamena:

Uens HacToAwers 4acTHOre CTAMOADRTA — YCTAHOBWTE YacTHee Tpebosadwus BEIOMNACHOCTIA w
rpeficeanuA K nenonsenuie CMMYNATOPOB ona NYYEBOMW TEPAMMM (kak anpeaeneqo B 201.3.204).

201.1.3 *JononHUuTenbHLIe CTAHSAPTL

Hofanresus.!

HacTOAWMA HacTHBIA CTAHOaPT CoBNASTCA HA NPMMEHARMEE JONONHATENLHBIE YACTHBEE CTAMOAPRTE,
KOTODLIE NEpEYACieHbl B NyHETE 2 oblWers cTaugapTa | e nyskTe 2001 .2 HacToAWErs cTtalgapTa.

OononHuTentHsid cTangapT M3K 60601-1-10 He gomsed NpAMeHATECA.

201.1.4 YacTHele CTaHOARTL

3amena;

B cepud cTadpapros MIK 60601 dYacTHeie CTAHOADTE MOMNYT HIMEHATE, IAMEHATE WA OTMEHATR
TpefoBankA OSWero cTaHdapTa i JoNoNHATENBHEX CTAHAADTOR, NpHMeHrMeX K ME M3OENMAM.

Tpebopadua MACTCAWETD HacTHOMD CTaH1ApTa WMERST NPUODHTET N0 OTHOWEHMIO K TpeSoRaHWARM
obwers cTakgapTa.

MK 60601-1 AenAeToA QNA HACTOALLEND YacTHOMD cTaHgapta obwum cradgaptor. JononHrrensHse
CTAHGAPTL YEAILIBANTCA N WX HOMEDENM.

Hymepauda NyHKTOER W NogNyHEToR HACTOALWEID YacTHOM CTaHJapTa COOTEETCTBYET HYMEpaL MM
obwers ctasaapTta ¢ npedukcon « 201 (Hanpusep, 2011 HACTORWErD CTAKOADTE COOTRETCTBYET MyHKTY 1
oBWery cTaHdapTa) Mnd NoMMedHrMors GONONHWTENEHOMD cTadgapTa o npeduecom «20xs, rag «xs —
MOCNEARKA CHMBON HOMEPA JONCNHWTENLHOMD CcTadgapTa, (Hanpemep, 2024 B HACTOAWEM HACTHOM
CTanJapTe COOTEETCTBRYET COOEP®aHMIO NyHETa 4 QononHATENsHOrS cradgapta MIKE0601-1-3 » T.4.).
HameneHrA B TekcTe oblWero CTaHgapTa onpeqenAmnTeA CNedyIowHiA CNoBami;

= wIAMEHGs — ODDAHAYIET, 4TO MYHET WK NoGnyHeT oBWers cradgapra “nd NpUMeHseMoro
OONONHATENEHOMD CTAHGAPETA IAMEHASTCA NONHOCTEE TEKCTOM HACTOALWLEN0 YacTHOMD CTaMbapTa,

' DBwmi cTasgapT — M3K B0GE01-1:2005 «Magenms MEOMUMHOEME Snapryeckwa. Yacte 1. OBwwe TpeGoeaHER
BEONACHOCTH C YHETOM OCHOBHEIX (hYHELMOHANbHLL XEPaETEIMCTHEE.

Haganwe odrrumansroe
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- wdOTonHeHUe ) = 0D0aHaYaeT, YTO TEKCT HACTOALLErO YacTHOM CTaHaapTa ABNASTCA SQONONHEHWEM K
TpeboBAHMAM, MANOKEHHEIM B 0BWEM CTAHOADTE WM NRPAMEHAEMOM O0NONHHTENLHOM CTAMOaDTE;

- gUIMENEHUEr — ODDIHAYAAT, HTO MYHKET WNH NOGNYHET 0SWEers CTandapTa Wwnd NpUMEeHASMOors
OCMONHATENEHOND CTAKOARTA JAMEHABTCA TEKCTOM HACTOAWEND YACTHOMD CTAMAARTA.

MognyHETE WK PACYHER, J0N0NHA0WKE 00wy cTaHAapT, HyMepyoTeR, HasuHas ¢ 201101, Oanaks,
T. K. onpegenedyd B obwen cTasnapte HymepyoToes of 3.1 go 3,139 0ononHWTENEHBE ONPEeLereHds B
HACTOALWEM CTAHOAPTE HYMEDYHITSA, Hadkdaa ¢ 201.3.201. JonanHWTENBHEE NEHNoHeHHA 200aHaYanTen
SykBamia A4, BB W 1.0., a QoNONHWTENRHES NEpeYHcnedna — Dyrbami aa)l, bb) ¢ 1. 4.

MyHETE WM PUCYHEM, OOMOMHATENEHEE K PACYHKEM QONCNHWTENEHONS CTAMOAPTA, MYMEpyIoTCH,
Haduuas ¢ 20X, rge «x» — HOMEep OQONONHWTENLHOrMD cTadgapta, Hanpumep, 202 ona M3K 60601-1-2, 203
ona MaK 60601-1-2 1 1.0,

TepMyH «HACTOALMA CTaROapTs MCNoONk3YeTcA, H9Tobki 0G03HaYWMTe CChINKY Ha OOWWA cTaWwgapT,
MEPMMEHASMEIE OONONHWTENEHEE CTAHOADTEl W HACTOALLMIA YacTHEN CTaHGAPT, NPMMEHREMBEIE BMECTE.

Ecnv B HACTOALEM YacTHOM CTAHOEpTE HeT COOTAETCTEYIOWETD pasgena, NyHKTa Wnd nognyHeTa,
NoWMEHAKTCA COOTEBETCTEYIOWWE PaIgenol, NYHKTE AW NOQNYHETL 0GWErD CTARIapTa WK NPHMeHASEMoro
OOMONMHWTENBHOMD  CTadpapTa G283 WM3MeHeHWd. Ecnd  Eakod-nubo nyHkT oblweros crawfapTa Wi
OONONHUTENLHOMD CTAMOARTE He OoNMeH NOMMEHATLCR, COOTEETCTRYMILEE YHKAJAHWE O0MHo OwTe B
HACTOALLEM YACcTHOM CTaHAAPTE.

201.2 HopmaTHEHLIE CCLINKK

MpruMeHaKnT NyHET 2 oblers CTaHZapTa 38 WCKNYeHHEM.

Oononsarue!

MIKTD 507882004 Magenvs MeOMUHHCKHE INeKTpHdeckke. CNopapk ONDEQENEHHBX TemMaHoB
{(EC TR e0vas: 2004, Medical electrical equipment — Glossary of defined terms)

MIK 61217 AnnapaTtel QMcTaHUMOHHEE ANA NYYEB0R Tepanvd. KoopoMHaTs, NEpeseLeiis | WKan b
{IEC 81217, Radictherapy equipment — Coordinates, movements and scale)

Mpumeyadws — CApasoYHels CORMEW NEDEMACHEHL B Dwinuorpadnad.

201.3 TepMuHEBI U oNpegeneHna

OnA HacTORWEND YacTHOre CTAHOAPTa WCNONLAYKTCA TEDMHAMB, NpHBenedHse 8 M3K 80601-1
MIKTO 60TEE a Takwe credywMe TERMHHLl C CODTEBETETBYIILLMMK ONPEege e HAARM.

Mpumedaduwse —ANPIBATHEIR VEASTENE TEPMMHOB CM, B KOHLE CTAHQ3ApTS.

JoncnHeH«de:

201.3.201 OrPAHWYEHHBIA MyYOK M3NYYEHWA (DELINEATED RADIATION BEAM): Yacts MyYKA
W3MyYEHWMA, OMTPAHWMYEHHAR Teree YCTPOWCTEA $OPMWPOBAHKMA MyYKA M3NYYEHMA.

2013202 OrPAHWYEHHOE PAOWMALWMOHHOE MNMOME (DELINEATED RADIATION  FIELDY:
Mepeceserke OMPAHMHERHOID NMYHEA MANYHEHWA v nnockocTi, nepnesgusynaproi £ OCH MYHKA
MamyYEHIAA.

201.3.203 YCTPOWCTBO OPMMPOBAHMA MyYUKA M3NYYEHMA {DELINEATOR(S)): CpegcTeo ans
anpeaanasHya rpadsys PAOMALIKMOHHOTD NONA npia vseTauys- MyYEs M3NYYHEHMA.

201.3.204 CHMYNATOP ONA NYYEBCK TEPANMK {CHMMYNATOP) (RADIOTHERAPY SIMULATOR
(SIMULATOR)). Komnneks, B £oTopos wononesyetcs PEHTTEHOBCKKK ANMNAPAT anA mogendpoBaHKA
recMeTPHYSEcEM: NapaMeTpoE aBvseHnin W PAOMALMOHHBIX NONEW ANNAPATOB gna NYYEBOW
TEPAMAK ona NnpaerneHoro seibopa pexkra OBEITYHEHWA NMALMEHTA.

MpumedsadHuws — 3TH ONPEJENEHHA HE BENKMEMT:

- CPEOCTEE AR CHMYNAUWMKM  © NOMOWBEY  KOMOBHKTERHOR  ToMorpadun M MarHWTHO-pas0HaHCHBIX
VICCNE QDSaHWA;

- HOMMEHITEDHBE NPOTREAMMEl SMA BAPTYENEHOH ClMyIRLAK;

- HOHTPONE 38 MopaseHies, BEnDYasmed 8 obopyanosadwe gna FCAMMA-TEPATIA »n YCEOPHTEN.

201.4 Obwme TpeboeaHnA

MpumMeHAioT NyMHeT 4 oflWers cTavgapTa, 33 MCKMOHeHuemM:
201.4.10.2 MuTawwana cets ana ME M3OENMA v ME CHCTEMBI

2
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Dononresua;
= NomwHD ObiTe obEcEYeHo O0CTATOMHO HWAKOE BXOOHOE CONPOTHENEHWE, YToDk  MabemaTe
QrCKTYaUME HANDREEEHUA, NPEBLIWAMHWMY 5 % Maay COCTORMUEM HAMDYIEN M COCTOAHASM OHATAHKA,

201.5 Obwme TpeboBaHMA K HCNbITaHuAM ME W3OENWUA

MpusaEHAeT NYHET 5 obwero cTasdapTa.

201.6 Knaccudpmkauna ME U3OENWA u ME CUCTEM

MpyseHART NYHET 8 obwero cradJapTa.

201.7 MgeHTMMKaLUMA, MApKMPOBKA M AoKyMeHTauMAa ME W3OENMA

MpesieHART NYHET 7 0DWero cTaiaapTa, 38 WCENIoSEHHEM .

201.7.4 MapkupoBKa opraHoB YyNPpaBneH A 1 HIMEPUTENLHLIX NprBopon

Honannenus:

20174101 Wkants ¥ KHGWEALKWA HANEABNREHKR QEHHYLLWXCA YacTer

HomeHo BT NpegychoTpeH0 Cledyiougee.

- uMppoRas WHOMEaLKs  paasepoe  OMPAHMHEHHOMO PAOWVMALIMORHOMD  MONA wa
HOPMIMPYEMOM paccToaHm,

- BHIyANLHAA wHduauna MYYHEA W3NYHEHWA w OMPAHWMHEHHDOTO PAOWALWMOHHOTD NOA;

- HMHguMkauua M3OLEHTPA;

- YCTDOWCTRO SNd dHaMEanny PACCTORHMA ©OKYC — KOXA,

- WHOMKauMA OMNOPHOW OCKM ua exogdol  nopepxHocT  TIALIMEHTA  wnk  NPMEMHMKA
FEHTTEHOBCKOMD M30BRPAKEHIAA;

- HMHOWKEAUAA  (npegHasdadedHas ana ONEPATOPA} yrnoewix vanpaeneswwst  KIMROBAOHOMD
PUNETPA npy HaknoHHos NonoseHn OFPAHMYEHHOMD TTYYEA M3NYHEHWA 8o speMA MOOenHpoBaH-A
YENoaKA patoTel ANMAPATA ONA NYUEBOW TEPANMMA;

- UHPppoban MHOWKAWAR paccToRHrA oT IDOEKTHBHOMD QOKYCHOTD NMATHA go MITOCKOCTH
MPHEMHFEA M3OBEPAMEHINA,

- MHOWKAUA paccToAHka of MIBOUEHTPA oo 33PEKTWBHOND QOKYCHOMD MATHA {(ana
CHMYNMATOPOB, MMEKWNE BOIMCHHOCTE MIMEHEHKA TAKOr NagamMeTpal,

- WKANA, NOK3IAHKMA KOTOPOR COOTRETCTEYIOT VYONOoBRHeM COoaHadeqvAaMm 2 MIKE81217 npw Boex
AOMYCTAMBIX OBMEEHKAX OG0IHIYEHWA HA WHANE,

CHMYNATOPE! mMoryT BEiouaTe SGONCMHKTENEHER WEANLL NpK YCRoBAKA, Y70 NoOESIEHHA O0MKHE BkETh
MCHATHBIRAM.

COoOTRETCTEHE MPOBERAIDT BAIYanLHD,

201.7.8.1 UpeTa cEETOBLX HHOWMKaTOROD

Hononrenus.

Ecniw Wa [MYTIBETE YTIPABNEHMA OBMYHEHWERM i Wa apyndax MY TETAX YTIPABMEHWA dononeayvoT
CEBETORLIE MHGHWRATORG!, TO UBETA HHOWEATODH NaMN JoMmKH BT CrSnyrowmii;

— Wi — npouece M3MTYYHEHWA,

—agnedsit — COCTOAHWE MOTOBHOCTH,

= KPACHEBIA — HEMEONSHHOE NDHHATHAE MED N0 NPEKPALLEHHE HEMPEIYCMOTREHHOM DyHELMOMKDOBA HMA,

- noGoit gpyroit — COCTORHME NOoOOroToOBRKIA.

Mpumadanwe — B nynetopcd CHMYTIATOPA wnke 8 goyrix sectax COCTOAHME WM3NYYEHMR w
COCTORAHWE MITOEBHOLTH sdaesT PACCMATDHESTECR KEK TREDOWME NPSOymIPEROSHEAR, NOSTOMY B 3THY MECTEX MOCYT
MECNONEI0BATECHA PEINMHHLE UBSTa B CooTReTCTEMM © Tabnmuah 2 obwero craqgapra.

CRETOOMOL] HE DECCHMATPMBANKTCA KAK CEETOBRE MHAMKATODE!, BCN:

- Ha M¥NeTE YMPABNEHWA ace curHans, Ons koTopeix He TpebyeTcA  onpegensHHsi UBeT,
oboaMa-aHsl O0HHM LBETOM,

- CHIHanNL!, AMNA KOTOPEK TRESYIOTEA ONPeJeneHHLIE LBETA, ACHD PAINH-HUMbI.

201.7.9.1 CBwpe NOMNOEaHRR

HononHesus:!

. Tatnmgy 201.C.101

201.7.9.2 1 Oowwe Tpebopanus
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Lononuenue:

Cw. Tabnuuy 201.C.102

MHCTPYELMA MO SKCMMYATALIMM pormsHa coaep#are credyowue CReneHna;

- napaqeH boex BNOKMPYIOWMY YCTPOWMCTE ¥ gpyrdx cpencTe 3aWuTel oT M3NMYYEHWA ¢
CHIACIHBEM WX VHELLHE,

- MHCTRYKLUMM NG npoBepke pafoTer BNOKWPYIOWKMX YCTPOWCTE 1 Opyrvx coe0cTs JaiwWTel oT
W3INYHEHIAA,

- YVEAIAHHE YACTOTE MPOBEGEHWA TAKAK NPOBEDo;

- pEXOMEHOYVEMYK) NEPHOOWYHOCTE OCMOTEE WNW  33MEHBI HACTEH, BbifNONHAKALAX 3AWUTHYIO
dhyHELMIO, ¥ KOTOpbX np HOPMANBHOM 3KCMNYATALIMA ME W30ENWA HapylaeTch anesTpy4eckas
MPOYHCCTE HIOMALWK KN MexXaqr4eckan NpodHocTeE B peaynkTaTe BoagelcTera Ha Hux MOHW3WPYHOWENS
Hany4YEHIAA.

20179215 3awuTa Oxpy=aowen cpek

dononsanue:

Heofx0oMMo BKNIONATE ceqyolye nHdopmagse ne PATMALMOHHOW 3ALIMTE:

- guanack paasepoe OMPAHWHEHHOM O PAOWMALMAORHHCTS NONA;

- MAKCMMANEHD  BOIMOMHEE  paskepsl PAOMALIMOHHOIO MOMA w» paccToAqde oT
SDTEKTABHOMD SOKYCHOMD MATHA, ons f0Toporo oMK (paisepel) HOPMHPCBAHB,

- BoAMOHHBIE HanpaanedAA My HEA M3NYHEHWSA;

- secToOnOnoweHHe IPLEKTUBHOTD SOEVCHOMD NATHA no OTHOWSHKIO K J0CTYNHON ToYKe Ha
ENOKE MCTOMHWKA PEHTTEHOBCKOMD M3NYYEHWA/PAJWALIMOHHOKW MONOBKE;

- sakcHManeHo gonycTusce AHOOHOE HANPAMWEHWE.

201.7.9.3 TexHd4eckoe onucasne

201.7.9.3.1 OBwmre noncHeHHA

Lononyarue:

Cw. Tase Tabnuauy 201.C.103

TexXHAYECKDE ONWCaHWE OONKHO CoOJEpMars BCE OaMHbE 00 YCNOoBWAX OKDYMaWER cpelb M
NMTAIWEeH ceTH, HeoBxoguMee AnA oGecnederna HOPMANBHOW SKCMNYATALIMIA.

Jononsarue!

201.7.9.3.101 YeTanoska

B TeXHWHeCKOM ONWCaHMK DonwHo OkiTe YEaZAHO, Kakue Tpebopadns HAcTosWero cTadwgapTa
BENONHAKTCA NPW YCTAHOBKS M NEOEEOSHMW TECTORLIX MCTLI TAHMA.

CooTBRTCTEME HACTOALWEMY CTAHMIAPTY AOMMHE OelTe NDOBEPEHD AHANMIOM TEXHUYSCKOrD ONUCAHMA
M MCTIBITAHAR.

201.8 3awmTa ot ONACHOCTEW nopameHWA 3NEKTPUYECKHM TOKOM

MpHMeHaeTcs NYHET 8 oBWero cTAKOAETa, 33 HCKMOYEHAEM,

201.8.6.4 MmnegaHc ¥ TOKOHECYLLAA CNOCOBHOCTE

Hononsarue:

aa) TEXHWHECKDE ONUCAHAE JOM#HT COASPMaTE YEAZAHWE Ha TO. H4T0 JOMHbl BuiTe YCTAHOBMEHE! TOHHBIE
pasMepk NOCTORHHD Jakpennedisix NPOBOOOE 3AlIMTHOND 3AIEMITEHWA, coegmmamowbx 3ARIAMB
SAUMTHOND 3AZEMNEHNA ¢ pHelusei CHCTEMOR JAWWTHOND JA3BMNEHKE, B COOTEETCTEMM © TPEBOBEIHMAMI
HALMOHANLHEX CTAHOAPTOS ONA KaX00 OTOENEHOR YCTAHOBEM 1 C yHETOM BOIMOMHCID MAKCHMaNsHOMo Toka
NOBEEMOEHAA.

CooTEETCTEME NPOESPAKT NDCESPKOR TEXHWHECKOTD ONUCaHHA

201.8.7.3 DonycTMse aHaqdeHHR

Jamena nepeylciesus d).

DonyeTeMele adadenus TORA YTEYKK HA JEMIMD — 10 mA npy HOPMANBHBIX YCROBWAX v 20
td npw ¥CNOBAAX EQOVMHWYHOMD HAPYLWEHIMA.

2019 3awwmrta or MEXAHWMYEYKWMX ONACHOCTEW, cozpnasaemeix ME
M3OENUAMMW v ME CUCTEMAMM

MplMeRanT NyHET 9 oflwers CTasgapTa, 33 WCKMoYEHnamM:

201.9.2.1 Ofwmre nonaweH1A

Jononyenua:

Ona crcteMs ONOPEl CTONA ONA MALUWMEATA TpeGoBadvA J0MHb BEINONHATECA, KOMOa oTon
HAXOQWTCA No4 PABHOMEDRHD DACPEIENEHHDH NOD NOBEDXHOCTA HArpy Kok He mMeHee 4em 135 kr.
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MpumMayvyaHWA

1 BRIpE®EHWE #YCTAHOBATE AETOMATHHECKHD MW K3ETOME TWHECEER YOTAHOBKAY MENONbRYETCA ANA ofozHaqeHwA
nepermawaHar 4actar AMNNAPATA S8TOMATHYECEH B NOMOMEHWE, NPE EOTOROM HaYdHawoT npouecs OBMYYEHWUA
MAUWEHTA.

2 TepMmHH #NpaOEapuTansHD JanporpaMMHpOBEaHHEE SEMHEEHARY WMCNONbIYETCA GNA 0D03HAYEHWA OEVHEHKR
dqacTen AMNNAPATA, spNOAHREMEIX B CODTESTCTEMM C 38PEHES COCTABASHHOH NPOrpaMMol M HE DpepsBasmblx
CNEPATOPOM Bo  Bpams  cemynaEgsre  OBNYYMEHAR MAUMEHTA; ato HAsLBEaTOA  anpesBapeTansHo
JANpOrPAMMAPOEEHESR ey nAgka OENYYEHH:.

20192244 JalWTHele YCTROKRCTES

Hofganresus.

- ecnuv e npouecce HOPMANBHOW SKCNNYATALIMA B peayneTate cfoA NpUHYOUTENEHERX OBMEHMNA
MNALMEHT moweT okazatecA 3abnoRMpOBaHHLIM, O0MNMHE GbiTe NpEOyCMOTREHE COSOCTEA OCBODOHISHMA
MALMEHTA; onMcadue 3THE CpegcTe QoM OeiTe gans B MHCTPYELIAK MO SECTUTYATALLAL.

CooTeeTcTare npoepA)nT nposeproi MHCTPY UMK MO 3KCOANYATALAM.

201.8.2 2.5 HenpepblBHOR BOAOEACTRRE

SancHa;

201,922 5101 OBwme NONoEeHKa

He DonaHa OCywecTanATECA DerynupoBKa DEMEyIWMLcA wacTed ME WMIOEMAA. wotopee moryT
BhlI2EATE croniHoeedWe o [ALWMEHTOM Gea ocpHoBpemedsoro BoageicTedA OMNEPATOPA va gea
MEQEETTHY TN,

MPUMEBYEHNE — WIMEHEHNE MAHEAHED MNA BPELETENLHEX OBUKEHUR YOTPOWCTEA ©OPMXPOBAHIAA
[TYSA pookaT npueactd ® Tpasre NMALMEHTA, 2cik Ha Hew yoTadoceneHo BCNOMOTATENEHOE OBOPYIOBAHKME,
B COCTEE SOTOPOM HE BEOORT SALMTHEE YETROACTER OMDEMOSHMA NN KOTopeE npaacraenAnTt ONACHOCTE.

ECnii B0aMONHa aETOMaTHYECKARA YoTaHoBKa NnapaMeTpol pabortel AMNNAPATA, oonsHa BeMe MCKAKYEHa
BOJMONMOCTE  HaYana A MNpogoit«eHks  QBd#eHMs Dea NOCTOAMHOMD BOAOEACTEWMA OOHOSDEMEHHD HA
BaIKMOHETENE AETOMATHYECKDH YCTAHOBKM M HA BRKNKYATENL, OBWHAR GNA BoEx JBHEHHA,

Kasabliit nepernioyatents NpM CHATHE DOAOEACTEWA JOMMeH NPeRpalaTte JBWEEHWE B Npedenax
PACCTOAHKN, YKalanHes B 201.9.2.2.6. B tawdoM ciiydae no kpadHen mepe ogud BeIKNOHYATENE gonweH
Beite o MPOCPAMMHBIM OBECTTEHEHMEM.

COOTBETCTEME NPOBE0AKNT OCMOTRONM.

2018225102 Ynpaanesne nepemewendness Hacted ME M3IOENWA edyTpyd npousgypHoR ons
CHMYNATORPA

BolknioHatend, HechXoqumMela ONA BeiNONHEHHA yonoewd 20192 2 51701, gonsHe BeiMe DacnonoHe sl
Kak moneo Grveke & CTOMY ONA NALMEHTA, Ymobier ONEPATOP smor 3aMETUTE M NPEOoSTEDSTHTE BOSMOSHOE
HaxecaHke apeda MNALIMEHTY.

CropocTe Bpawedus TAHTPH moseT BoapacTi 40 MaKCHMANLHOND 3Haqerna 12°/C, 8cn9 eno NonokHeHse
MIAEHAKIT BpyuMyo, a onAa AMMAPATA ¢ soamosmocTRsan KOMMBIOTEPHOM TOMOTPAGKMIA - ecnw
E=INCMAHASTCA NPOBEpKE NPEJEIpUTENRHD JANETPaMMHDOBIHHOMD CHAHWPOBAHMA Ha HOMNBIOTEDHOM ToMOTpad-E,
MoH YCNOBEWM, YT0 B 0BO0OME ChywEax Nocne BOAOSRCTEAA HI DeEMoYaTent SNokpoBid «DRICTDON CHODOCTHR
ONEPATOP  coyWecTENAST HenpepsIBHOE  BOIJERCTEME Ha BblEnkK4aTens spawednAa FTAHTPWU w
BhlKMOYaTENE, OFWHA ANA BoEX OBAHEHKA,

MHCTPYKUMA NOo 2KCNMYATALKMI  nonkda  colepsaTe  yEa3aHWe O TOM, YTO  KOFOS
NpeancnaraeTcl JWcTaHuWMoHHoE yhpasnedse DBNYHEHWMEM wnin ckanvpopadke #a KOMIMBKOTEPHOM
TOMOMPADE, pomssa OeiTe Npo2sgedHa NPOBEDEa BCOEX Npednonaragmblx  WOK  3annaduposaHHbix
OBreHdd nepen Tem, kak CMNEPATORP nowiuer nomewerde anda CAMYNATOPA, a NAUWMEHT saxoguTea
B COOTBETCTEYHIWEM ONA NDOUEyDbl NONOHEHWH.

CooTReTCTEWE NpoBepAnT npopeprck MHCTPYEUMK MO 2KCMANYATALAM.

2019225103 Ynpasneuve nepemewednen dvactein ME W3OENAA ede npouedypHoild  ons
CHMYTTATORA

Ona ATMMNAPATA, MMEIOWENS BOIMOKHOCTH AnA npoBegesina KOMNBIOTEPHOW TOMOMPASMMW, chopocTe
ppayeHs FCAHTPK sscckeT BO3pacTd G0 MaKCHMAaNeHOND adadqeHks 12 %/c B0 BpeMA NpedpapHTenksHo
3ANPOrpaMMHpOBaHHorD cranrposanka Ha KOMMBOTEPHOM TOMOMPADE, npe yonoews, sto OTNEPATOR
OCYLUSCTENAST  HENPepLIBHoE  BO3GERCTEWE  OOHOBPEMEHHD HA  BLENKYATENE  CNOKHPOBEM  doyHELMIA
KOMMBOTEPHOWM TOMOMPADMIA 4 Ha BuiknoyaTents. oBLLWA ANA BoeX OBMHEHNA.

B MHCTPYEUMM MO SKCMMTYATALA gonsHo GelMe Y8333H0, HT0 G0 H3Hand W B0 BpEmA NpoBede s
CHMynpoBRaHMAa  nepen  nededwes [MTALUWMEAT gomsed nonHocTe HaxodWTecl 8 0008 3geHWA
ONEPATOPA,.
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CooreercrEme npoBepainT kodTponem MHCTRPYELKKM MO SECNAYATALLMIA.

201.9.2.2 6 CRopocTe OBHEEHHA [IBAMEHMA)

JamMeHa:

201.9.2.26.101 Obwre Tpeboranka

Ona ANMNAPATA C aBTOMATAYSCKOM YCTAKOBEOR CHOPOCTE NEPEMELLEHNA JOMMEHa CHIGHATECA HE MEHEE
HYEd 33 3 7 00 JanNaHdpoBaHHong YINa OCTAR0EKA M HE MEHeS YemM 33 25 MM J0 JENNEHKpOBIHIOID MECTa
GCTAHOLKA, BO BREMA CHIDHEHA CHODOCTH OTRNOHEHE OT YCTAHORMEHHBIXY IHAYEHAA HE QONFHO NPEBRIWETE 2 ©
NP YINCBOM NONOESHEK W 5 MM NPW NAHEAHOM nonosedd. [Nogpobhos onMcadke NPpoUBcca CHUMEHKA
CKOPOCTI A0N#HO BlTe BENFSEHD B TEXHAYBECKOE ONMCaHKE.

CooTEeTCTEWE NPOBEPRIONT HIMEREHNEM.

201.9.2.26 102 ¥rnopeie OBAMEHHA

Hi oaHa W3 iMEHWWECA CROPOCTER He O0MNEHa NPpeBRWAaTeE 7 %C, KpoMe pydHore ynpasneHus npd

noavuronkposasdie NAUWMEHTA wnik eo spemA pafoTw NpegBapWTensHE  JanpolrpamydpoRaHHOH
yweTadoek KOMINBOTEPHOMD TOMOTPADA (cwm. 201.8.2.2.5.102 n 201.9.2.2.5.103).

MpumesadHuwe — 310 TpeBOBAHME HE ONHHO MPEMEHATECA K YCTPOWMCTEAM GOPMUPOBAHIMA My-KA

B mossedT cpabaTuiBakkd Oprada OCTAHCBEEM OBCHEHWA yIon Memgy nonoseHWes QRMEYILEACR oo
CEOPOCTRID 1 °/C (MO He Gonea) 4acTH W &8 KoHEYHBIM NOACHERHERM HE OOMKEH NpepsiLaTe 0.5 °. [Na cKopocTei,
npessiwanownx 1 “/c, a7oT yron gomsed beTe He Sonee 1 °/c.

201.9.2.2.6.103 NuHelHse JpHHaHHA

Hit ogHa Ma MMBLWWKCA CRODOCTER HE A0MEHa NpeskillaTte 100 wMm/c.

B Moment cpabaThieanda 0prasa oCTaHOBREN JEMHEHWA PECCTORHME MEHDY NONOMEHMEN GEUMYIWERCE CO
CHOPOCTEIN 25 MM (HO HE DONee) YacTii 1 88 KOHEYHBIM NONCEEHHER HE OOMHHD NPEBLIWaTs 3 M. [na Boex
OPYMAX CHODOCTER, NDEBRLLAKWME 25 MKMIC, 3TO PECCTORHME HE JOMHHO NPeBRWAaTE 10 e

CooTRETCTEME TREEOE-MAM NPOBERAINT HIMEDEHEM C NOMOLLIEID COOTBETCTEVIOWIMK WIMEDKHTENEHEX NpAGOpoE
CHODOCTEA ABMAEHAA W [EOCTORHMA B saceseHT ocTasoBRkk ANTMAPATA YTobbl WMCKNIOHKTE DACKOHEEHMA B
PEWTNETATAX HIMEDEHAN, JBBWCALLME OT BDeMes peakuuy NEPATOPA, Hawanom MIMepesivA CNeayeT CHMTaTe
poMenT BoaaeicTerAa ONEPATOPA Ha esikncdarens. 0rA onpetensHve DaccToRHEA NPK OCTAHOBHE HEOEKDmAMO
BEINGTHATE FATE WONETAHKEA. B Ko v 2T HOTITEHWA IEHyLLARCA 4acThk GOITEHa OCTAHOBWTECA B O0NyCTAMER
MPEOEnax NEQeMELLLEHIA.

201.9.2.3 NMpodre ONACHOCTW, cBR3aHHBIE © OEHHY LWMACA 4acTAMK

Lonoauenue:;

201.9.2.3101AB3pHA KNKW NONOMES

ABADHA MM NOMNORMKS

a} MCTOMHMKES NWTaHWA ANA yNpasneHHA NepeMelleHHani genkywnscs yacTeld ME M30ENIAA 1unu

b) MATAKOLWEW CETIA

JON#HE BubLIBATE CCTAHOBEY MCO0R Y4acTh B Npedenax, yealadHelx B 201.9.2.2.6 CooTeeTcToaue
MNOOBERRIOT NpEPHEIHMEM NHMTAHWA

a) ONA OBWEYLWHACA HacTeH,

b} gna ME W3OENMTWA # HaMepaHdem paccToAHME nocne oCTaHoBEH.

Ona Toro, 4ToDLl WCKAMMKTE PACKOMOEHWA 0 WIMEDEHWMAX, BLIIBAHHLIE PAIMWMYHEIM BREMEHEM
peaky ONEPATOPA, waMEpeHMA OOMHHB HAYMHaTECA B MOMENT Boafelctauws OMNEPATOPA wa
BEIKNCYETENL, NPEPRIBAKWKA NMTadke. YTobsl CNPeJeniTe DACCTOAHWE NPH JBGHKEHHWH NOCNE NpepLIBaH A
MATAHWA, WIMEDEHHA JONHHE ObiTe BRINCAHEHL NATE pa3. B Kawgos cnNy4as paccToOAHME NPW JSWHEHAK
NoCNe NPEpLIBaHHR NWTaHHA JomeHo OsiTe B J0NYCKasMBEE Npeaenax.

201.9.2.3.102 TouHoCTe NOAMUWOHKPOBAHAA

YroGel 00eCcneYdTe TOYHOE NOIWLHOHWpOoBaHWE OBkeyiluxcA d4acted CHMYTIATOPA, ckopoctH WX
ABHHREHHA OoMEHLE YOOBNETEOPATE CHREdyHWHM TPeGonaHWam:

- MAHHMANEHAA CKOPOCTE NEK NIoBoM yINoeoM DBHEEHKK HE JONHHA NpeBLIWaTE 1 */;

- MUHHMANEHAR CKOPOCTE NpW  cMewesssx 20, 21, 22 wn 23 kpaee OMPAHMYEHHOO
PAOWUALACHHOMD NONA CACTEMEl CTONA ONA NALUMEHTA He gonsHa npessiwats 10 vmlc (oM.
Ay Hii 101,102 ¢ 103,

Coomasmomans Npogepmom ocMompon.
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MpumMeY4aHHA

1 DiEW, HENPEENEHAR 1 E3MS0E, VESZAHHEIE HE DUCYHEE, NEpeUUCiere 8 Tabnuge MNe 201,101,

2 Kpyrosele CTRENEM RMOE33LIBAKT BRAWSAHAES NO Y8COBOR CTpanke coar 1 W B (C Hanpasnavvem Ha FTAHTRK]
oo 2 (o Hanpasneddan of TAHTPM), ocer 3 » T [C HANDSEMEHKEKM OT NPastn cropodHe TAHTP), acw 4 {seapx o
MIOUEHTPA), ocw 5 (eeapr ot MIOUEHTPA)L oon § (eeepx o7 CTONA ANA NALGHEHTE).

3 X1, X2, ¥ n ¥2 — wpan PAOWALWOHHOID NoONA wnkw OFrPAHMMEHHOMD PAQWALMOHHOIC NonA
cornacHo G.4.1 M3K 61217
4 3r1or pucyHor W picyrox 133 B M3K 61217 nosHTrHEL.

Pucyrck 107 = dBH#eHWE WIOEMWA ¢ WEAMN.
BEpawenve TAHTPH © ykasadden oceil 1 — &, Hanpaenediii nepenelesHnEg & — 13
i paamepos 14 1 15 (oM. TaGnugy We 201.101)
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UFTATHA

Mprare4aria

1 [evxeHrA SepHaTans paguorpathr-Ecoi KacceTel wwvnr devxedua NMPUEMHKMEA PEHTIEHOBCKOTD
HM3OEPAMEHMA:

HENPaEnEHWe 17 QEMHeHMe BOonk oon Y, mapannensHod oo 1;

HanpaenaHae 18 gauaHye 800Nk oon £ NapannansHal acw &;

ook 19: Bpawasne.

2 Xr, ¥r, Zr, Xg, ¥g, £gn Ze — 1o oopgpHate NPMEMHWEA PEHTITEHOBCEOMD MAOEPAMEHIA, TAHTRA
¥, COOTEETCTEEHHO. KOODOMHATHBIE CHCTEME! NPH SHCLUBHTDWHECHDM BRAWSHMH O8EM CSTonda. & — 370 npemap
FHEUBHTRHYECKDA CACTEMB| RKODDOHHAT.

3 2TaT pUCYHOE BOAHTWSEH pcyHey 130 8 M3K 61217,

PucyHok 102 — Maougutprdecknil CUMYNIATOP ans MYYEBOW TEPAMMW v pannawnos sblit
TepanesThseckkin ATNAPAT ¢ oGosHaqseHyAMd ool 1, 4-6; 19,
Hanpagnesdi 9-12; 18-18 » pasmepor 14; 15
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Pucyrok 103 ~ [eusenns u wrkane. Bua o MCTOYHWKA W3NYHEHWA va PAOWALIMOHHOE MNOMNE unw
OrPAHHWHEHHOE PAOWALMOHHOE NONE CHMYITATORA ONMA NYHEBOK TERPAMAKN

Tabnuua 201,101 = Onkcadke oo, HanpaeneH i, pasMmepon, HCNoNBEI0EIHHLIX Ma prcyHkax 101, 102, 103

CiCh OBMMEHNA Y3C0TA HaxmeHoBaHwe gerserns <acti AMNMAPATA

| ANTTARPATA -

Ok 1 Bpawexwe FAHTPH (wtatvea)

Ock 2 Nopcpot PAOWALIACHHOW FONOBKA
E)-:L. 3 I'Iepemeu.l,enue PA,EI,HA@DHHDH roONnoBKK

Ok 4 E!-pamenme chcTeMsl DOPMHPOBAHWA TTYHRKA wnn O PAHWHWTENA

Ock 5 M3OUEHTPHMYECKOE ppawenue OMOPBI CTOMNA ONA MALWMEHTA,

Dok 6 Bpawenne 0gkK cToNa Han AKCLEHTDHYECKDH SNOpoH

Ock 7 MopopoT gekn cTona

Ok 8 OelxeHre ek cTona

Hanpaenexwa 9 BepTHEANEHOE CMELLBHWE NEKM CTOMNS

Hanrpagneswse 10 MonepedHoe CMELWEHHWE J8KKW CTONa

Hanpagnenwe 11 I'Ipn,acnanne CMELLBHHE JaxK CTOoNa

Hanpagneswe 12 EMEM&H e HETDMHHI{-B. HMANYHYEHIMA o1 ool 1

Hanpagnedws 13 Cmewenne MCTOHHARA MalTYDGEHWAA oT nona A0 HyNMEBOrS NonNoHeHAA
| yrna nosopoTa wratvea (TAHTP .

Paamep 14 Paamep FX PAOWALUWMOHHOICO 0OONA  wnw  OMPAHWHEHHOTO

PAOWUALIMOHHDIO MOMNA 8 wanpasnedss  Xb  {pucydor 103} Ha
anaMHoM paccTofHian o1 MCTOYHKWEA M3NYYEHWA (kak npasuno, Ha
= .. HOPMANBHOM PACCTOAHWM OBNYHEHWA) ez

FPaawmep 15 F’aamep Xy F‘AEI.HALI,HGHHDFD MNonAa  anw OrPAHWNEHHOT O
PAOUALMOHHOID MoNA 8 wanpasneddd Yo {pucydor 103} Ha
IAOaHHOM paccToAHud o7 MCTOYHKWEA WM3NYYEHWMA (kak npaedno, Ha
HOPMANBHOM PACCTOAHWE OENYHEHWA)

Hanpagnedwa 16 Mepenewedde MNMPHEMHWEA PERTTEHOBCKOID W3IOEPAKEHMA W
(Mnw) KACCETOOEPHATENA eoocne ock X nepnedguEyNEpHD  ocK
ppaweHua LITATUBA n aoc epawenna YCTPOUCTBA ¢OPMUPOBAHMA

TyHKA

HanpasnaHue 17 ﬂEpEMELI.LE:HHD MPMEMHWKA PEHTTEHOBCUKOI O WM30BPAMEHAH u
(nu) KACCETOOEPHATENA poone ook Y NapaniensHo OCH BpalleHAA
WTATUBA

Hanpagnenwe 18 I'Iepameu.n,eqme NMPUEMHWKA PEHTTEHDBCKOI O W30OGPAMEHAA #

() KACCETOOEPHATENA poone ool £ NapanniensHo ocH BRalieHHA
YCTPOWCTBA ©OPMHUPOBAHMA MYYKA unu OIPAHWYWMTENA MyYKA
MaNYyYEHKMA
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rocCT P M3K 60601-2-29—2013
Owotivanue mabauysr 200,707

ok OBMMEHWR S80TH HawmaHoearne AsuxeHA HacTm ANMAPATA
L AMNAPATA = — -
Ciow T8 Bpawenwe NMPHUEMHKWEA PEHTTEHOBCKOMD MA0EBPAMEHKMA o {vnu)
EEACEETG,[IEF'}HATEEFI _
Hanpaesnende 20 Caewende o OCKH NMydRA W3NYYEHWMA & rpasdue X7

PAOWALUWMOHHOTS NMONA wny ONPAHMHEHHOMD PAQWALUMOHHOTS
MOAA wa sagadscM  paccTosHdKd of WCTOYHMKA W3NYYHEHMA (kak
npaeuno, Ha HOPMANBHOM PACCTOAHKMK OBMYYEHIMA)

Hanpasnesxe 27 Cuewense ot OCKHW MyHEA MW3NYYEHMA & rpasuduye X2
PAOQWUALMOHHOTS NMONA wik ONrPAHMHEHHOMD PAQWALMOHHOTS
MONA wa zagadwoM paccTosHuln of MCTOYHWKA M3NYHEHMWA {kak
npaexno, Ha HOPMANBHOM PACCTOAHWK OBMYYEHIMA)

Hanpasneune 22 Cuewenwe o OCKH NMyYYEA  W3NYYEHWMA & rpasdue  ¥7
PAOWALUWMOHHOTS NONA wiy OrPAHMYHEHHOMD PAQWALUMOHHOIG
MNoNE wa zagaduoM paccToAMuiEd of MCTOYHWKA M3MYHEHMMA {kak
npasxno, Ha HOPMAJNBHOM PACCTOAHKMK OBMYHEHIMA)

Hanpasneswe 23 Cumewenve ot OCKH MYYEA  W3NYYEHMA & rpasdue Y2
PAOWUALWMOHHOTS NONA wik OrPAHMHEHHOMD PAOWALMOHHOTS
MNoNA va aagavdom paccTodudd o1 MCTOYHWMKA M3NYUYEHMA (kak
npaedno, Ha HOPMANBEHOM PACCTOAHWKW OBMYHYEHIMH)

201.9.2.4 YoTpOWCTES 2BaDHAHON OCTaHOBEA

Jarexa:

YCTpoRCTEA AEAPMAHORA OCTAHOBEH DOMMHEl YOORNETRODATE CNEOYIoLKe TREGoBaHHAM .

Jdononserue:!

84) B CXEMEX C NPOBCIHESA MOHTaHoM paaowm co CTONOM ans MAUMEHTA 1 MyNeTOM ¥TIPABNEHMA
OEMYYEHWMEM (MnK Ha HAX) SomeHe OblTe NDEOYCMOTREHL  NETKODAINTHHMMEBIE H OOCTYNHLIE YCTDORCTES
ApAPHAHOH OCTAHODKM  BoEX coenuHendd MMATAMDWE CETKM ¢ cucTesmod oBECNeYcHMA NepomMeilsHaE
AINMMAPATA. Bo BpeMa paboTe NoDoe OBGEEHAE OOMEHD NPEKDallaTecA B NpeOenax rpaqdy, ykalaHHex B
2018226

bb) yotpobicTea, pacnonoseddse pAfom C MYIBTOM YTIPABNEHWMA (M Ha Hem), Taoke D07k
NMPEKFPALLATE OBIMTYHEHWE. Bpema cpabaTuBadia Npd TakAx OTENHNEHHAR He D0MKHS NEessaTs 100 Mo,

CC) BCNW KAKOE-MHWE0 W3 aTHR YCTPOWCTE SOMEHT OwTe yoTadosnedo MONBIOBATENEM sa Mecte
JECAMyATAUMA,  TPEGoBaMKA K HEM W METOObl  WCMRITaHWEA  gormsesl Geme  HOPWMWPOBAHEI e
SECINYATAUMOHHBEX OOKYMEHTAX.

CooTReTcTane TPeOobaas NpoeepmasT naveetsen IRCTINMYATALMOHHBK SOKYMEHTOB, ocmorposd K
HBMEDEIEAEM © MOMOLWEID OOOTESTCTEYVHILIAE WIMEDWTEMeHEN NEWGEOP0E DacCToRHMA B MOMEHT SCTAHOBKA M BPEMEHIA
OTEMBOHEHAR.  HToOk WCKNOYWTE DacHodesHd B [enbTalax HIMEPEHME, 33EMCALLME OT BREMEHM  DEaKLEM
CNEPATOPA, HaHanom MIMEDEHAA CNEEYET CHETATE MOoseHT BoaaehcTera ONEPATOPA Ha BRIKMIOYATENE.

201.9.2.5 Oceoboxaerra NMALWMERTA or kpenneHuii

Jononienue!

Cpegctea, obecnedneawme ocecbowmpedwe MALIMEHTA oT 3amatka, OonwHe BelTe onMcavbl B
WHCTPYELAKM MO SKCNNYATALMK.

CooTEeTCTEME TReB0BaHMIc NDORERAIDT KOHTROMNEM HHCTDYELUWA MO JKCNNYaTaLWA,

201.9.7 2 NueBMaTHYeCEHE 1 MO paaNHYecEre YacTH

dononserue;

= Mpat poadkkHOBEHME OMACHOCZT B cnydas MaMEHEHWA OABNEHWS & cucTese, obecredwBaroweil
nepetmewedre  AMNMAPATA, asdsesre npd mobod  cRopocTd  OOMEHD  NperpalaTscs B Npegenax,
HOPMWPOBAHHEIX B 201.9.2.2.6.

CooTeeTcTaxe TReSoBaHEd NpOSEpRoT COIOaHenM YoNoBA HapYLUEHAR, BITIICHEHHEM JALWMTHEIX YCTRORSTE M
WIMEDEHHEM DACCTORHMA B BOMEHT OCTAHDREM.

201.9.8.1 OGWwWe NoNOKEHWA

Jaononyenue!

— Ecrv 8 ANMAPATE npeaycMoTpels! CPEACTEA ONS KDEnneHws sa Hes MPUHAONEXHOCTEW (B
yacthoc, YCTPOWCTE  @®OPMWPOBAHWMA MyYKA WM3NYYEHWA), 2™ cpedctea  gomsMel Otk
CHOHCTOYAPOBAHLE Tax, YTODR OHM MO yoepuseats NPMHAONEXXHOCTE B BescnacHom Nonosesdn Nod Bcex
yenoewax HOPMANBHOW 3KCNNYATALIMM.

CooTeeTcTEMEe  TpeboBaHMID NPoREPRIOT  OCMOTPOM W MIYYEHWeM pPAcYeTHEX  JaHHBX M
MNpEnVCMOTPEHHBN EOHCTDVEUWA KoadbryveHToR Be30nacHocT .
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rocT P M3K 60601-2-29—2013

- IKCNNYATAUMOHHBIE OOKYMEHTBlI jgonsHel cofgpsaTe TPeGORaHWA N0 NEOBEOSHHID
TEXHWYECKOrS  O0CNyWHEAHWA W ONPEOENATE YCNOBHA W OTPaEMMYEHKA NPH IKCTNYaTaALKA - 2THX
BCTIOMOrATENEHBX YCTRORCTE. OHY QOMEHR TAKKE COOEDWETE NepeYeHE OFLAHMYEHHA, NPEdyCMOTPEHHBIX

HOMCTDYELLMER, NPW SECNNYATAUWA BCHOMOTATENEHEIX YCTPONCTE, WArOTOBRNEHHEN WA YEOMITEKTOBaHH bl
WMIrOTOBMTENEM.

CooTeaTcTeve TPeGoRaHUKD NPOBENRKNT CCMOTDOM.

201.10 3awmta or OMACHOCTEW Bo3gedcTBMA HEXenaTenbHOro WnM
YpeaiMepHoOro Many4eHus

MpusexanT nyseT 10 oSwero cTadgapra.

201.11 3awwmTa OT YpeamMepHbIX TeMnepaTtyp u apyriux ONACHOCTEM

MpasseHanT nydst 11 obwero cTaHgapTa.

201.12 ToYyHoCTL OpraHoB ynpasneHHa U U3MepUTeNbHbIX NpWBopoB K 3aWMTa
OT ONACHbIX 3HAYEHWHA BbIXOOHbLIX XapPaKTEPUCTUK

MpusteHanT nyHT 12 oBwero cTadgapTa.
201.13 ONACHbLIE CUTYALMW 1 ycnoBua HapyLweHWA

MpusieHanT nyHeT 13 0GWero cTasgapra.

201.14 NPOrPAMMWMPYEMBLIE 3NEKTPUYECKWE MEOWUWMHCKWE CWUCTEMGI
(N3aMC)

MpasEHAnT NyHET 14 0GUWero cTadgapra.
201.15 Konctpykuws ME M3OENWA
MpuseHaneT nyHeT 15 oGwero cTadgapra.
201.16 ME CUCTEMBbI

MNpsseHanT nyseT 16 obwero cTasgapTa.

201.17 dnekTpomMarHMTHaA coBMecTUMocTE ME M3OENWUKA n ME CUCTEM

MpusteHAnT nyHET 17 obwero cTaHgapra.
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Mpunoxerwne C
(cnpaBodvHO)

PykoBoAcTBO NO MapKUPOBKe M TPeDOBaHWAM K HeW

ans ME W3OENWA w ME CUCTEM

201. C4 JKCNNYATAUMOHHBIE QOOKYMEHTE!, obwwe nonoka WA
JoncnHeHHe:

TaGnuwua 201.C.101 - IKCNAYATALWMOHHBIE OOKYMEHTEI, obuwxe noncseHua

Tpebosaxue MyHect
| CpencTaa aBapuiHOrg OTKNKYEHHA _ 2018924
MospexieHka, CEAIAHHBIE ¢ CHCTEMOR onopel NALMEHRTA 201.8.8.1

201.C.5 IKCNNYATALMOHHBIE QOKYMEHTB!, FHCTPYKLIMA NO 3KCNNYATALIMK

dononyenue @ KoWUE TyHKma:

Mo

TaBénuuya 2012102 - 3JKCINYATAUWMOHHBIE OOKYMEHTRI, MHCTPYKLIAH
SKCNMTYATALIMIA
Tpaboesaqme MyHp
| MHCTPYKLIWA NO 3KCMNYATALLMW. OEwwe Tpebosadud 2017921 |
JALMTA OT OEPYHRIIOLWEA CPE DL 201.79.2.15
CpefcTRa 33Tl 20182244

YhpapneHde apweedsen dacteld ME W30ENMMK kwa noMeweHna, roe HaxoduTcA
CHMYTATOP

2018225102

Yopapnende  gedsedder  dacten ME M3OENMK wa  nomewedda  eHe | 201.9.2.2.5103
| CUMYTTATOPA _
Aawate NAUMEHTA 201825

201.C.6 AKCNNYATALUWOHHBIE ODKYMEHTEI, TexHuyeckoe onvcaHme

Tatnuua 201.C_ 102 = AKCMNNYATALWNOHHBIE QOKYMEHTHRI, Texsudeckos onNUCaHWe

Tpabosanue Myer
TexHrHeckos onicadve, Diwes TpeboaaHqe 201.7.9.3.1
YCTaHoRKa 201.7.9.3.101
_B:mn,nnn: COMPOTHENEHAE WM TOK 201864
CHODOCTH gBaMseHrd. Obuwxe TpeSoBaHnA. 201.8.2.2.6.101
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Mpunoxenne AA
(cnpaBpoyHO®)

MpakTHYeCKoe PYKOBOACTED U HOPMHUPOBaHWe

AA 1 OBbwee pyKoBOOCTED

Mpumexenne CHMYNATOPOB agna NYYEBOW TEPAMWW moweT noaeepriyTs MNALUWMEHTA
ONACHOCTH, ecnn koxcTpykuda ME W3OENWA e yaoeneTeopAeT TpeGoBAHWAM 3NEKTPHYECKOH,
MEXAHMYECKON M paaUalronHoi BeaonacHocTy ME M3OENMA u ME CUCTEM.

MoxeT Takse BoaHukiyTe OMNACHOCTE gnAa nepcodana sbnuaW dagennAa, ecnd camo ME M3OENMWE
¥ nomewerde ang CHMYTNATOPA He yoorNeTeopanT TpedoBaHuAM DASHWALWOHHOR DeaonacHICTH.

AA.2 HopMUWpoBaHWE NYHKTOE W NOANYHKTOR YACTHOMD CTaH@apTa

CnegyiowyMe NyHKTe W NOANYHETE HACTOAWErD YacTHOMD CTaHOapTa CcoanagakT © MYHETaMd M
NognNyHETamMK 0SWero cTasgapta.

201.1.3 JononHurenkHLIe CTaHAARTL

PaccmaTtpueaeTtca M3K 60601-1-3:

OononHuTenesblid cTaHDapT NPHMEHHM KO BOBM MOQWOHEAUWMAM, YEaladHeIR CTaMdapT KacaeTcA
PAQMALIMOHHOW 3ALLATHI.

MNprMexAa  cramgapt M3K  60601-1-3 x  CHUMYNATOPAM ana NYYMEBOW  TEPAMNMA,
HM3MOTOBMTENKM ByayT BuibkpaTe COOTHOWEHWE MEWOY PHCKAMA W HKOHTPOMEM, CBR3IAHHLIM o
OTHOCHTENEHD HeGonswikMKy dozamd WOHWMIWPYIDWEND M3NYYHEHIMA npd nonyyYeddd A3cbpaseHna
PHUCKAMA W KOMTPONEM, NpM OTHOCWTENsHD Gonewnx acaax MOHWIWPYROLWWEMD W3INYYEHMA npw
NYYEBOWM TEPAMWMW. 310 mormno Okl 03HAY4aTL, 4TO  KOMTPONE DHCEOB NPW WCNONLIOBAHMKA
guvarkocTideckdx PEHTTEHOBCEWX ANMAPATOBE wHe MoweT GbiTe COMOCTABMM C DHCEAMKA  NPW
Hononeaoaadan CHMYNATOPOB.

Mpumaeavarne — Buumadne obpawastcd HA TO, YT0 B HEXDTOPEX CTPAHAR YISKOHSHE TRabosaHrA K

- PAOMALUMOHHDA BE30NacHOcTH, HE DTHOCALWEACH K YEAZEHHOMY A0NOMHATENEHOMY CTRHROSATY:

- YOTEHOBKE FEPEHTIM KEHECTES W QPYTMM BONPOCEM, HE DECCMETRMESEMEM B yREIEHHOM OONOMHNTENEHOM
CTEHOapTa.

Paccmartpueastca M3K G0601-1-8:

CuWrdane. TpeBond HEoDXoOWMMBl TEk, 108 OHH WIEHTWHWUMPEYHITOR KK EOHTRONE pUcxos. B yeaagaqHHomM
AONONHATENEHOM CTaHaapTe wet TpeboBasrid no curHanas Tpesord. FhdopmauwoHHes CHrHans (o paguauue)
AOFHHEl OTNHHETECH OT CArHaNoR Tpeaona. S, Tacks 123 obwaro crasgapta.
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Mpunoxense OA
(cnpaBodvHO)

CeefeHWA © COOTEETCTEWM CChINOYHLIX MeXOYHAPOAHLIX CTAHOAPTOR
HaunoHanbHbLIM cTadHpapTam Poccuruckon @egepauuu

TaBnuwua A1

O aHEEHNE CObINDHHOM CrensHe CEazHEHEHRE 1 HAMMEHOBEHHE
MEHOYHARDOHOND COOTERTCTEMA COOTBETCTRYHILYETD
CTaHOapTa L HAUHOHANEROIT CTEHOARTE
MIKTO 607852004 DT FoOCT P M3IKTO 60788 - 2009 «Magenwa
| _ _ M{‘.‘EH I;III-'IHCHHE! EHEIHIFH'-IEEH_HD. Cnoaa [l

M3K 61217:2011 DT MCT P M3IKE1217 - 2012
afnnaparsl QUCTAHUACHREIE QA My<eacd
Tepandn. KoopovHaTsl, NepeMeaHMa M
LEI K ANl

Mpumedanwue — B HacToRweR TAENHLE MCNONBIOESHO CHEOYKILES yenosHod oBoida-<eddse crensHu

COOTHETCTAMA CTAHOAPTOS!
— 0T — MyEHTHYHBIE CTAHSA0TE.
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EwGnuorpaduna
[1] IEC 60801-1-3, Medical efectrical equipment — Part 1-3: General requirements for basic safety
and eszential performance — Collateral Standard: Radiation protecton in diagnostic X-ray equipment
[2] IEC 60501-1-8, Medical electrical equipment — Part 1-8: General requirements for basic safety

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

[3] IEC 60601-2-1:19958, Medical electrical equipment = Part 2-1: Particular requirements for the
safety of electron accelerators in the range 1 Me\ to 50 MeW

AnaBUTHLIA YKa3aTenb TEPMHHOB

AMMAPAT PEHTTEHOBCKWIA

BE30OMNACHOCTE OCHOBHAR

ENOK MCTOYHMKA PEHTTEHOBCKOTO M3NYYEHKWHA
FAHTPI

FONOBKA PAQWMALIMOHHAR

[EPWATENL KACCEThI PEHTTEHOTPAGWYECKOWM
OMCMNERN

OOKYMEHT 3KCMITYATALMOHHSIA

SAMMM ALIMTHOrO 3A3EMNEHMA

IAWWTA PATMALMOHHAR

W3rOTOBMTENE

W3NENVE MEQMUMHCKOE 3NEKTPMYECKOE (M3 M3OENKUE)
W3MYYEHWE

W3NYYEHWE MOHWM3MPYIOLWEE

WIOLIEHTP

WCMONHEHWE OCHOBHOE

WMCMONB30BAHWME HOPMANBHOE

WMCTOYHKMK M3NYHEHA

KOHTPOMNE PUCKA i

HANPAXEHWE PEHTTEHOBCKOWM TPYEKM
ONEPATOP

OPTAHW3ALIMA OTBETCTBEHHAR

OChk ONOPHAS

OCh MYYKA W3NYYEHWSA

NAHENE YTIPABNEHKSA

NAHENE YNPABNEHMA OBNYYEHVEM

NALMEHT

NNOCKOCTE MPHUEMHUKA W30EPAMEHWA

NONE WANYYEHWA OTPAHWYEHHOE

NONE PAIWALIMOHHOE

MPEPEIBAHWE OBNMYYEHWA

NMPUEMHWK PEHTTEHOBCKOTO MANMYYEHKA
MPUHALNEXHOCTI

NMPOBOM 3ALMTHOTO 3AZEMIEHMA
MPOrPAMMHOE OEECTNEYEHWE

MYYOK MANYYEHWA

MYyYOK MANYYEHWA OrPAHWYEHHBIM

NATHO 30SEKTMEHOE GOKYCHOE
PACCTOAHWE NEYEHWA HOPMANBHOE
PACCTOAHME ®OKYC — KOMA

PUCK

CETh MUTAIOWLARA )

CUMYNATOP (ANA NYYEBON TEPANMIA)
CUCTEMA MEQWLIMHCKAR 3NEKTPUHECKAS (M3 CUCTEMA)
CUCTEMEI MPOTPAMMUPYEMBIE 3NEKTPUMYECKME
MEOMUMHCKME {NM3MC)

CUCTEMA ®OPMUPOBAHMA MyYKa

CUTYALMA TPEBOMA

RAKSTO 607EE, MP -20-20
M3K 60601-1, 3.10
MKTO 80788, MP -20-05
MK 60601-2-1, 2.1.103
MIETO 80788, MP -20-06
RSHTO 60788, MP -35-18
MITO B07BE, MP -84-01
MK 60601-1, 3.4

h3K 60601-1, 3.95
MIETO 60788, MP -50-03
MK 60601-1, 3.55

MK 60601-1, 3.63
MAK/TO B07EB. MP -11-01
MIKTO a0788, MP -11-02
MIKTO 80788, MP -37-32
M3 60601-1, 3.27

MK 60601-1, 3.71
MIKTO 60788, MP -20-01
h3K 60601-1, 3.103

MR TO 60788, MP -36-02
MSK 60601-1, 3.73

M3K 80601-1, 3.101
MKTO 60788, MP -37-03
MIETO 60788, MP -37-06
MIKTO 60788, MP —-83-02
MSETO 60788, MP -33-05
MK B0G01-1, 3.76
M2HTO 60788, MP -37-15
201.3.1.202

MHTO 60788, MP -37-07
MK 60601-2-1, 2.1.118
MIKTO 80788, MP -32-25
MK 60601-1, 3.3

MK 60601-1, 3.93

RA3K 60G01-2-1, 2.1.105
MIKTO 80788, MP -37-05
201.3.1.201

M3IETO 50788, MP -20-132
MK BOG601-2-1, 2.1.108
MIETO 80788, MP -37-12
MGHK B0601-1, 3.102

MK BOG01-1, 3.120
201.3.1.204

MK GO601-1, 3.64

MK 60601-1, 3.50

MIKTO 80788, MP -37-27
MASK B0601-1, 3.40
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COCTOAHWE MOTOBHOCTIA MIKTO 60TEE, MP -84-05
COCTOAHWE NOOroTOBKIA M3IKTO B07EE, MP -84-04
CNELUMPMYECKMIA MIKTD B07EE, MP -¥4-02
CTOM ANA NAUKMEHTA M3IKTO 60788, MP -30-02
TERPANKMA QMCTAHUMOHHARA NTYHEBARA M3IKTO 6075, MP -42-23
TEPAMKA MY4EBAA MIKTD 60758, MP -40-05
TOK ¥TEHKKM HA SEMNKZ MK 60601-1, 3.25
TPEBOMA M3 60601-1, 3.38
YCNOEWE EOWHWMYHOID HARPYIUEHKWA M3IK 60601-1, 3.116
Y¥CNOBEWMA HOPMANBHBIE (HY) MK 60601-1, 3.70
YCTPOWMCTEO ENOKWPYIOWEE M3INTO 60788, MP -83-05
YCTPOWCTEA @OPMMPOBAHWA MyHKA M3IKTO 60758, MP-37-28
SHUNLTP KNMHOBMOHBIM MIKTO 60788, MP -35-10
FOPMUPOBATEND (-NK) 201.3.1.203

¥OK 621.53856.2:006.354 OKC 11.040.50 OKM 94 4450

Krmioueskia CNoOBa: METOYHWE WINYUEHWA, NYYER3A Tepanda, oSnydende, NyYor WanyYeHda, pagualsoHHoe
None, CUMyATop

Moanvcado g nesars 05.11.2014. dopraat G0x84 (..
Yono nesd. n. 2,33, Tupas 33 aka. Jak. 3802,

MogroToenaHo HA DCHOBE EI]'IE‘HTFDHHDLT'I BEDCKH, HPHD.UETEE.I'IE‘HHEII:'I Pa][_'IHEDT'-H'IIﬂiJM CTaEHOapTd

DY G TAHDARTAHSPOPM®

123955 Mocksa, MpasatHed nep., 4.
weanw gostinfo.ru infaidgostinfo.ru
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