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MacT P M3K 60601-2-36—2016

MNpeaucnoewne

1 NoQroTosNeEH  ObwecteoM ¢ OrPaHAHEHHOR  OTBETCTBEHHOCTEK  «HayYHO-TEXHHYECEHA
uentp «MEOWTIKC: (OO0 «HTL «MEOWMTOKC:) Ha ocHope cODCTEEMHOM MEDEROOE HA PYCCKHMER ALK
SHTMORAILIYHON BERCHM MEXOYHADOOHOTD CTAHOAPTA, YEAIAHHOMD B NyHETE 4

2 BHECEH TexHuuecsis k0sMuTETOM N0 cTaniapTuaadyamn TE 011 «Meguuduckne npubope:, annagarsl
W ohopyooBaHHE »

3 ¥YTBEPXIOEH M BBELEH B AEMCTEBME MNpukazom QegepaneHons aneHTCTES N0 TEXHWYECKOMY pa-
MYNADOBAHKIO W METPOMROMAW oT 19 cedTabpa 2096 © Ne 1169-cT

4 HacToawMid CTaHgapT 4oeHTHYSH MEXIyHapogHosMy cTangapty M3IK 60601-2-35:2014 «Magen«a
MEOHUKMHCERE aneKTpru<eckkne. HacTe 2-36. HacTdwe Tpebopanua DesonacHocT © yHeTOoM OCHOBHEEE dryHK-
LHOHANEHEIX XADaKTELWCTHE K annapataM ans 3KCTRpakopnogansHod ndToTprnckkas {(IEC 60601-2-35:2014
uhedical electrical equipment — Part 2-36: Particular reqguirements for the basic safety and essential perfor-
mance of equipment for extracorporeally induced lithotripsys, IDT).

Mpk NPHMEHEHWA HACTOALEND CTAMJARTA PEKOMEHTYETCR HENONEIORATE BMECTO COBLNGHHEIX MESTYHA-
poOgHE CTEH4APTOR COOTBATCTBYRIWME MM HALWOHANLHEIE CTAHOAPTEH PoccWicrol Peepaumi, CREgeHnA O
KOTODGIX NPHEEOEHE B OONONHATENEHOM NEMNCHEHAR 4

5 BEEJEH BINEPEBIE

HaunoHansHsIR oprad Pococrickol Peaepadud No cTAHOSPTHIAUWK HE HECET OTRETCTEEHHOCTH 3a na-
TEHTHYE YMCTOTY HACTOAWErD cTadgapTa. MaTemTocbnagartene MOKET 21A8ENTE O CAOMX NPABAX KW HANDABHTE
B HAUWOHANBHEIA Oprad No cTaHAapTHIALMK ApryMEHTUDORAHHOR NEEOTOKEHWE 0 BHECEHHH B HACTOALMI
CTaHOapT Nonpagkd ANA yealauua wHbopMaunmMy o HanW4KK B cTadapTe ofhekToR NATeHTHOM Npasa 1 na-
TexToobnagarens

MMpasuna NPUMEeHSNUR HaCMoAWE20 cMmardapma yomanoaTess @ cmamee 26 Pedepansio2c 2aKoHa
« 0 crmamdapmuaauuy @ Pocculbckad @edepayuus. Mudhopmayus o UamMaNeruax K HAcmoswesy cmakdapmy
AyEMuKyemc @ exeso0 oM (N0 COCMORKWIO Ha T AMSaps mexyiless &0da) uwrilopMaUUoHNOM yRalamens
rnHanuokanexbe cmakdapmele, 8 OOUULETLMNED MEKCT UIMERENUD U NODSECK — 6 GWEMSCHEYHOM
LUMPOpMELLORHON Yrazamane «HalyloHaneukie cmandammely, B ciydae Mepecdompa {3aMeds) LTy
CITAE kbl HACMOALLIESS cMandapima Cosmaamomayiollee yaaedaosnarie Bydem amybnukoeana g Snuwaiuwen
BENTYCKE URPODMAYUONAG20 yEasamens nHaguoransH s cmardanpmsiy. Copmesmomayiollias Urihaosalius,
yeadoMinaHue U MeKcitisl DaXMalamcd Makxe @ uHdopManuorHol cucimeMe obluees Monb306aHuR —
Ha eduyuaneHonM caame Pedepanbiaso SaHMCTEd M0 MEKHUYECKOMY DESVAUSCEIHIID U MEMmpOIoeUy &
camu Mrmepham (www gost. )

E Crangaprandgropn, 2016

HacToAwmE CTAHAIPT HE MOKET BeiTe NONHOCTER WK YECTHYHO BOCNDoMIBEREH, THRANKMPORAH W pac-
APOCTOaHEN B KAYECTRE GpHMUMANEHOrD waganra Ged pazpeweHHMs CenepansHone areHTCTREa No TEXHUYeCkD-
Ry DECYTHADOBAHMIO 14 METAON0MIAL
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Beenenue

HacToAw®ia cTaugapT yCTAHABNKMBAET YacTHee TpebopauvA SeacnacHocTy K AMNMAPATAM ONA JKC-
TPAKOPTOPANBHOW MATOTPHUMCKI.

HacToAawwxia cTaHaapT paigabortad Ha OCHOBE sMexgyHapoaHore cTangapta MaK 60601-2-36:2014, ko-
TORLIE ABMRSTCA BETOPOM DEOAKUWER, BrMoHaWKi wamaranwe 1 (2012). HacToAwMi cTasgapTt YTOHHAET ¢
oononHAeT MOCT P MAK 60801-1.2010 WMagenka MeddunHCK#e anekTpiYeckse. Hacte 1. OSwmwe Tpedosa-
HUA DE30NACHOCTH C YYETOM OCHOBHBX (DYHELHMOHANbHLIX XapaKTepucTE (danee — ofwmi cTangapT).

HacToAlMA CTaHzapT SENSETCA NPAMBIM TRPAMEHEH HEM MERIyHAROAHOTS cTakaapTa MAK 60601-2-36,
MOaroToOBNEHHOTD NOZKOMUTEToM 620 M3K « AnekTpoMedHUHHCKAE HAOenkA» 62 KOMWTETa » ZNekTorYeckan
annapartypa B MEQWUUAHCEDR NpAKTHEE o

BTopog ManaHue MesoyHapoaHons cTasaapTa oTMEeHART H JaMEHAST Nepaoa nanaswe MI3IK §0601-2-36,
onyBnukcEaRHoE B 1997 @

TekCT MEXOYHADOOHOMD CTAMAARTA OCHORRH HA CNEedyol My J0RYMEHTax:

OHoH-aTaNnEHEM MPOCEET MEEIYHAPOOHOM CTEHIARTS CITYsET o ronocoeaHHE

B2DM1ORFDNS G201 1 22'RVD

Monkyio kHDoODMALMID 0 TCNOCoa3HAK NO YTEEOMOEHMID MENIYHAPOOHOrD CTAHZANTA MOMHD HAWTH B
OTHETE O MONOCOEANKK, KOTODLIR YEAIaH B MPYBE0eHH0H Beille Tabnmue.

Fegakuva MewgJyHapogHoro cladjapTa ©wfa nogroToBneHa B CcooTEeTCTEMW © JupekTHeanu
MCOM3K, yacrs 2.

B HacToAWwesM cTangdapTe NpHHATEl CREdyseuMe WpHdToRbE BEOeneHua;

- TpeboBaHWA ¥ ONPedensHWEA: NPAMoH WpkdT,

= Memadst UCTEMAaNUL: KypoLue!

« WHPOPMaTHBHEIR MaTepWan, NpHEESeHHBIA BHE TAGnWy (NpHMEeHaHrA, NDMMEDH W CNPABoYHAR KH-
dapManna), a Takke HODMaTWEHEIA TeKCT Tabny, WprdT YyMEHBLWEHHOMD PasMepa,

- TEPMIMHBI, ONPEOENEHHEIE B PASOENE 3 OBWEND CTAHOAPTA M B HACTOALWEM YACTHOM
CTAHOAPTE: 3AMMABHEIE BYKBBI.

B HacToAwes CTAHgapTe TePMUHE 0IH3YA0T

< GMyHETH — OOHA M3 CeMHaOUaTH YacTed CTaHOapTa, VKalaMHblY B OrMasnesvy, BENYEA Bog CBOW
NOONYHETE (HANDUMER, MyHET 7, BRT0YER 80 NoOnyHETel 7.1, 7.2 W T. 4.);

< HNOONYHKTH — NPOHYMEQOEAHHAA NOCHeoEATENLHOCTE NOGMYHETOR NYHKTE (HANPUMEDR, NOOMyHETL
7.1, 7.2 w0 721 ARNAKTCA NognyHETaMd NyHETa 7).

Mepen coolNKOR Ha MyHKT W Nepen ers HoOMEpoM B HACTOAWEM CTaHgapTe BYQET CTOATL CAOBS wTyHET»,
& CCBINKa Ha MoanyHKT By0eT Orpasd-HHBEATLCA NKWL 80 HOMEPOM.

B HacToAWEM CTaHZapTe COMd «lunNds BY0eT MCNoNb30BaTECA KAk BRNICHINWEE ol T. 8. yTEEDW e
HHE BYOeT BCTHHHEIM NPH NIDBoE KOMGHHALKE YoNoBKA.

BepGankHse fopuie, MCNoNsIYeMbIe B HACTORWEM CTAHAAPTE, CORNaAAKT Mo POPME © ONHCAHHE MK
B npunoxedna G Qupestae MCOMIK (vacTs 2).

Bonomoratanskbie rhanins;

= aJ0MKEHr CIHAYAET, YTO COOTEETCTBHE TREDOBaHWAM UMK UCNBETaHWAM 0BRIaTensHo JNA COOTReT-
CTEWA HACTORLWEMY CTAHSAPTY,

- GCNEyeTs OIHaYasET, 4TO COCTRETCTEME TREDOBaHWAKM WITK MCNBTAHWAM DEKOMEHGOBAMD, KD He ObR-
IATENEHS GNA COCTEETCTEMA HACTOAWEMY CTAHZAPTY,

= A MOWET» HCNONBIYETCA AN SNHCAHMA OOMYCTUMER NYyTER JOCTHHEHKA COOTEBETCTEWA TpeboRaHnAM
WA METMBTaHAAR.

TpebonaHkia HACTOALWENS YacTHOMD CTAHZADTa WMEKT NPHOPWTET Neped TpetoRaHKamMi obwero cTaus-
napra.

JMaK aBEFACHKK () ¥ HOMEpa NyHETa MK NOANYHKTa pajdena YRaisiBaeT, 4To 8 NpUMnosaHde Af npr-
BEdeHE COOTRETCTEYILWMWE NOACHEHAA.

Mprnoxedye A agniodaeT B coba s D0WHe nonoweHdA W obocRoBaHAAR K Hawbonee pakHeEM Tpedo-
BAHWAM HACTOAWEND YacTHOMD crangapta. Npegnonaraerca, 470 oboCHOBaHKE YEAIFHHLIX Tpeloaasui He
TONLXS ByneT cnocoBCTROBATE NEMMEHEHD CTAKOA0TA, HO K B JaNsHEHIIEN YeRopT moboi Mx nepecMmoTg,
OEYCAOBNEHHEIA WIMEHEHWAMH B KNAHWYECKOR NPakTHke WNH Bhi3BAHNBIA HOBLIMA TEXHONOMMYEBCKHMA pase
patoTkami. BMecTe © Tew, JaHHDE NPUICHEHKE HEe ARNASTCE YAcThis TPEGOoBAMKEA HACTOALLEND YaCsTHOND
CTaMoapTa.
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

HM3OENHWA MEOJWUMHCKWME 3NEKTPUYECKHWE
YacThk 2-36

YacTHile TpeGopaHuAa Gel0NaCHOCTH € YYETOM OCHOBHLIX (hYHKLHOHANEHEIX XapaKTePHCTHK
K annapaTtasm OnA JKCTPAKOpNopanLHoN NMTOTPMACHA

Medical alectrical equipmant. Part 2-36. Particular requiremenis for tha basic safety and essantial performance of
aquipment for extracorporeally induced lithoinipsy

Oara epeneHns — 2017—08—01

201.1 OBnacre pacnpocTpaHeHKA, UeNk ¥ COOTESTCTEYIOWME CTAHAAPTEI

MpsseEsAT NyHET 1 oBwero crangapTa’’, 3a MCEMoYeHWEM CNeqyLWLero:

201.11 OGnacTe pacnpocTpaHeHHA

JapeHa.

HacToAWWA YacTHRIA cTandapT onpedenseT Tpebopawda BEIONACHOCTH ¢ yyetom OCHOBHBIX
SYHKLMOHANBEHBIX XAPAKTEPWMCTMEK k ANMAPATAM ANA 3KCTPAKOPMOPANBHOW NATOTPHMNCKMIA
cornacko cnpegenedno no 201.3.206, ekmcdan obopyIoRaHKe ONA O0YITHE MEQMLMHCKHE NPAMEHESHKA METo=
na COOKYCHMPOBAHHOW IKCTPAKOPNOPATIBHOW YOAPHO-BONHOBOW TEPAMNMIKA {3¥ET) (nanse —
ME M3OENKE]).

TopeGoBaKMA HACTORWEND CTAHZADTA PAcNpOCTRAHAKTCR Ha YCTROMCTER, MCNoNs3yeMisle GNA Tepanes-
THueckor NIMTOTPANCKAK, Takue kak resepatop YOAPHO-BONMHOBOMD MMMYNEBCA, yoTpokcTaa NodHyH-
oHWposanks NMALUMEHTA. cpeacTea BIAMMOOEACTENMA JaHHLIX YOTPORCTE © YCTRORCTEaMH OTODDEMEHHA W
MOHHTOPKHIE 1 Op.

TpeSoBaKWA HACTORWEID CTaHAApTa He PacnpoCTRaHRIoTCA HA TAKWMEe YCTROMCTEA, KAk KOMMNEOTEDE,
HCNoNEIYEMBE ONA NEEaHADoBaHWA nevernus NMALWMEHTA, pesTredoBCyoe | yNLTpaInyKoBce obopyaoBaide,
NOCEONEKY & HAM NpUMeHdMel TpeboBanua qpyrix cTasgapToa M3K.

HaCTORWWA CTAaHOApT HE PACNPOCTPAHASTCA HA.

= ¥METPASBYKOBOE @HMIWMOTEPAMNEETHHECKOE OBOPYOOBAHME., npeosasdadeHHoe GnA WC-
NoMNb30BIHWA B HIMOTEDAMTKHH,

- ¥NETPAZBYKOBOE ofopyaosasie. NpeOHAIHa4eHHoe ANR WenonbaosaHya B YTNBETPAIBYKOBOWM
TEPANHA BLICOKDA WHTEHCHEHOCTH W Ha Jpyroe TepaneBETWHeckoe ODopyooBaHWMe, ONMCAHHOE B Mplose-
Hia Al

201.1.2* Uen

Jamena:

Uens HacToAWwers cTadgapTa — YCTaHOBKTE YacTHee TpebGosannAa BEIOTIACHOCTH o yeetom OC-
HOBHBIX @¥HELHNOHANBHEX XAPAKTEPHMCTMEK k ANMNARPATAM ONHA SKCTRPAKOPTIORPANBHOM NHMTO-
TPHAMCKIA no 201 3.206, sxniodan oBopyooRaHKe AN OPYrds MeOuUMHCKHE NpumeHeHii MetTona COORY-
CUPOBAHHOW 3KCTPAKOPNOPANBHOW YNAPHO-BONHOBOW TEPAMIAKA.

" DBwwi crannapt M3K 60601-1:2005 Magenus MegnUumuHokmee snekTpydeckre. Yacms 1. 06wwe tpefosaqus Bea-
OMACHOCTH © YHETOM DCHOBHEY Gy HELMOHANEHEIX XEPAKTEPHCTHE,

Wanauue oduHansHoR
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201.1.3 DononHxTenbHbe CTAHOARTEI

Hononwesus;

HacToAWKER YacTHEIA CTAHgAaPT MCNONLIYET CObIMKK, YRaladHse B nyHkTe 2 obwero cTasgapTa v e 201.2
HACTOALErD YAcTHOND CTaH4apTa.

M3K BOE01-1-2 NPUMEHAT C MIMEHEHWUAMM N0 nyHETY 202. M3K 60601-1-3, M3K 60601-1-10" He npw-
MeHAKT. Boa ocTankHse onyOnMEcBEaHHEE JONONHHTENEHEE CTaH0apTe cepin M3K G0601-1 nprmerrMel B
TOM BIMOE, KAK OHM ONyONMEoaaH k.

201.1.4 YacTHeie cTaHOaPTL

Jamaia;

YacTHeie CTaHAapTe cepid M3K 60601 MoryT MaMeHATE, 3AMEHATE WK OTMEHATE TRebopanMs, Coaep-
#alWecs a obwem CTaH0apTe M 4ONONHUTeNEHE CTAHOARTAX, HMEKWIWE NDAMOE OTHOLWEHWE K KOHKDETHOMY
ME WMIOENMIO, 1 moryT goGasnaTe Apyrde Tpebosadva BEZ0ONACHOCZTH ¢ yuetom DCHOBHBEX TYHKL M-
OHANBHBELX XAPAKTEPHMCTHE.

TpefopaHua HAcTOAWErD CTAH4apTa ABNKIOTCA NPMODHTETHLIMK N0 OTHOWEHAK K COOTEETC TEYHLLLMM
TpebopankAn oGWers cTaHgdagpTa.

ONA ¥paTkoCcTd, B HACTOALWEM cTaHdapTe Ha cTasgapT MK 60601-1 genaioT cokinky Kak Ha «obgw|i
cTauaapTs. JononHMTENEHEE CTAKOAPTEl YTICMAHANTCA NO WX HOMERY.

HyMepauwa NyHETos | NoanyHEToE HACTOALWLEND YACTHONS CTAaHAapTa cooTRETCTEYET oblleMy cTanaap-
™y © npedkcor 201 (Hanpusep, nyHeT 2011 B HACTORLEM YACTHOM CTRHAALTE COOTBETCTRYET COOep-
waHAg NyHETa 1 0GWers cTangapTa) Wk COOTRETCTRYIOWEMY AONOMNHUTENEHOMY CTAHAANTY ¢ NDeduKCom
w20y, rOe «xr — MNoCNegHss uidpa wnd nocneqqe uudps HoMepa QononNEMTeNEHOND CTasaapTa (Hanpy-
mep, NYHET 202 4 B HACTOAWEM YACTHOM CTAHZADTE COOTEETCTEYET COOE DMAHKIO NYHKTA 4 AONCNHATENLHOID
ctadgapta MIK 60601-1-2 v 1. 4.). MamMeHeHHA TekeTa oSWerns cTadaapTa YoTaHORMEHE & HoNONEI0BaAHHEM
CRENYKILLME CNOoR:

- o FAMEHA D OIHAYIET, YTO MYHET WM NoQNYHET oBWeEro cCTaM0apTa WNK CoOTRETCT BYKILWETS OOM0nHK-
TENBHOID CTAHGAPTA NONHOCTEI0 IAMEHARTCA TEKCTOM HACTOALEN YacTHOM cTaHaapTa;

- i [JONONHEHMEs 0IHAYAET, Y4TO TEKCT HACTOALUEID YACTHOMD CTAHOApTa ARNASTCA OONOMHEHNEM K TRe-
BopadMan 0bWens CTaMgapTa MMk CooTESTCTEVIOWErD NONONHUTENEHOrD CTaNaapTa;

= gMamesaHne:s QIHAYAET, YTO NYHET WNW NOONYHKT 0bWers CTAaHOapTa MM COoTRETCT BYIOWeTS A0Non-
HHUTENEHOMD CTARAIETA HIMEHEH B COOTRATCTEMM C TEKCTOM HACTOAWE D YACTHOMD CTaHOapTa.

MoQnyHETEL, DUCYHKI WM TaBnMUe, KOTOPRE ABMNKIOTCA ACNONHMTENLHLIMHA K TAKOBLIM IMEMEHTaM
OfGWero cTaMgapTa, NpoHYMepoeanel, wadduan ¢ 201.101. Oguake, BCNEOCTEMe TOoro, YTo ONPeaenslns B
OELWEM cTaHgapTe NpoHysMepoBanul o7 3.1 §o 3.139, DononHMTENbHER ONpPedenaidd B HACTOAWEM 4acTHOM
CTAHOARTE NPDHYMEP0ORaHE, HaYMHan ¢ 201.3.201. JononHyTenbHBE NEHNoHEHHA 0G03HaYeHE BykBani A8
BB W Tak ganee, OONONHHWTENBHBE NYHKTE — aa), bb) 4 T 4.

MOoQMYHETEL, PACYHENA MW TAONWLER, KOTOPLIE ABNAKNTCA ONOMHATENEHEIMIA K TAKOBKRIM INEMEHTAM U1
OCNONHATENEHOMD CTAROARTA, NPOHYMEROBAHE HAYWHAR © «20X0, IIE wXy — HOMER OONONHMTENBHOND CTaH-
napra, Hanpuep, 202 gna M3K 60601-1-2, 203 ona M3K 606801-1-3 4 Tak ganee.

TepmMHH «HACTOALME CTAHAAPRTRE MCNONBIAYIOT ANA COBMECTHON CChINKM Ha obWrA cTavgapT, mobbe
NPAMEHHMBIE BONONHATEMNRHEIE CTAHLAPTE M HACTOALLMA YACTHEA CTAHOADT, BMECTE BIATRIS.

B cnyyas oTCYTCTBMA COOTRETCTEYKIWETD NYHKTa MMM NOONYHKTa 8 HACTORLLEM CTAHOARTE NDMMEHAWT
fea MIMEHEHMNA COOTRETCTRYIOLWMMA MYHET WM NOONYHKT OBWErs CTaHgApTa WA NPHMEHMMOI0 DONOTHHTE M-
HO CTAHOADPTA, OaME SCnki OH HE PENSBANTEH, B HACTOALMEM CTAMOADTE YKA3EHSL YCNOBWA HENDHMEHNMOCTH
MOBOIS MyHETa WK NoGNYHKTA 00Wera cTasgapTa “Wnv NEKMEHHUMONe OONONHATENRHOTD CTAMapTAa.

201.2 HopMaTHBHLI® CCbLLMKA

MEpMMersioT NYHET 2 obWers cTaRgapTa, 38 WCKNOHNEHHEM CREayIoWend:

Jarena.

MK BOB0-1-2:2007 Magenaa megvurHckke anekTpr-eckke. Hacre 1-2. OSwwe Tpebopawus k Oc-
HOBHON BEI0NACHOCTA M OCHOBHEIM iy HELMOHANEHEM XapaTepucTiian. JononduTenssHbli CTaHOapT: Smem-
TPOMATHHTHAA COBMECTUMOCTE — Tpefosanua ¥ MoneTakua (IEC 60601-1-2:2007, Medical electrical equip-

T MI3E BOG01-1-10:2007, Magenmn MeguUEHCIME anekTpideckne — Macte 1-10. OBwwe TpeBoeaHvA & DCHOBHOR
BE3ONACHOCTH M OCHOBHEM IYHELMOHEMSHEM KARAKTEPMETHEAM — JononHmTansHedd cTadgapt: TpeboBaHWs OnA pas-
BUTHH MIHOROrH-4ECcENE KOHTRONNEP0E © 0BpaTHOR CEAZLHID.
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ment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard:
Electromagnetic compatibility — Requirements and tests)t)

Hdonanserue.

MK 60601-1:2005 WMagenkA MeguudHckke anekTphideckde. YacTe 1. Obwye Tpebosassa Gelonac-
HOCTH C yHEToM DCHOBHEIX YHELMOHANbHBIX sapakTepucTihi. Mamererde 1:2012 (IEC 80601-1:2005 Medical
electrical equipment — Part 1. General requirements for basic safety and essential performance. Amendment
1:2012)

MoK 80601-2-5:2008 Wanenwa MeddUWHckWe anekTpHdeckke. YacTe 2-5. YacTHeie TpeboBadua ®
Gazoe0id DeaonacHOCTH W OCHOBHLIM dYyHELHOHANEHLIM XapaKkTepHucTHaM annaparos ANA YNsTPaseyKoBs0A
dhranoTepannn (IEC 6060 1-2-5:200% Medical electrical equipment — Part 2-5: Particular requirements for the
basic safety and essential performance of ultrasonic physictherapy equipment) [1]

MIK 618461958 Ynetpaseyk. JIHTOTPHATEDG, WANYYSKLWKE BMNYNBECH JABRMEHWA. XapakTepHCTHEM
monei (IEC 618461998 Ulirasonics — Pressure pulse lithotripters: Charactenzation of fields)

201.3 TepMAHLL W oNpageneHWdA

Mpumedadwe — ANPABATHEIR YEAZETENS SNPSOSNEHEA TERMAHDE NDHESOEH B XOHUE HECTORWEM CTaHOSpTE.

B HacToAwes CTaHLapTe MCNoNb30BaHE TEPMHHE H ONPpEfenaH kA, NpHBederHe 8 MIK 60601-1:2005
(Mamexenre 1:2012), 3a MCKnioYeHies Cneayiower.

Ldonankerue!

201.3.201 NNOTHOCTE NOTOKA 3HEPIMAKM (ENERGY FLUX DENSITY): PacdeTHold MHTErpan weH-
TEHCHBHOCTH MMNYNLCE, B COOTEETCTEMM C 3.4 K 7.3.2 M3K 61846, g PORYCE.

201.3.202 AHEPITMA KUMNYNBECA (ENERGY PER PULSE): PacweTHas IHEDres aKyCTHHECcKOn MM-
NyNeca, B COOTBETCTEMH © T7.3.4 MIK 615846

Mpumavarwe 1 — MNpegene wHTerpupoBadaA (323 MK 61846) » paguyc B oxpyskBocTi BelOpadHarg no-
NEQEHMHDM CEYEHAR GO0N#HE BaTh YOTEHOEMREHE! 7AW 0Bpaaom, 41abbl CODTESTCTEOBATE NPASMNEHDA MHTERNPETALWA
IHEHEHME,

201.3.203 3KCTPAKOPNOPANBHAA NATOTPUNCHA (EXTRACORPOREALLY INDUCED LITHO-
TRIPSY): [TuToTprncka B TENe NAUWEHTE C NOMOLWEND MMIFNEC0E JABNEHHA, MEHEDHDYVEMEX BHE NALHEHTA.

201.3.204 ©OKANBbHLIA OBBLEM {FOCAL VOLUME): Ofbesm. NpOCTPAHCTEEHHO OFpaHi-HeHH bR
KOHTYROM [MdHYE § aB) vacbape MakcHMymMa NMKOBORD YPOBHA ABYKOBOND JABNSHIWA.

201.3.205 NTUTOTPHNCKUA (LITHOTRIPSY): namenc4eHqe Wnd apobneHne KamHe.

201.3.206 ANNAPATEI ONA NATOTPHNCKHUA (LITHOTRIPSY EQUIPMENT): ME W3OENWA, npeo-
HAIHAYEHHLIE GNA HCNoNEICEIHAA B TepaneeThyeckal NMTOTPMMCKEA.

201.3.207 *YCTPOWCTBO NOKANW3ALMK (LOCALIZATION DEVICE): YcTpoHcTBO, MCNONLIyEMOoe
ANA onpedensHda NoNoxeHna KaMHER B [TReXMEDHOM) NpOCTpaHcTBE.

201.3.208 YCTPOWUCTBO NO3WLUWOHWPOBAHMWA (POSITIONING DEVICE): YoTpoicToo, ofecne-
YHBROWEE COBMELEHAE MONoKeHWA karHeil o NONCHKEHWEM MWL EHM.

MNMpuumavarnure 1 — MNONMCAEEHAE MAWEHM cy. g M3K B1E46: 18088, 522
201.3.209

YOAPHO-BONHOBOW WMMNYNbLC (PRESSURE PULSE): AKyCTHM4ecKan DONHa, reHepMpyesMan
ANMNAPATARMK ONA NATOTPANCKK,
[M2K 61846, onpegenasuwe 3.18 W NyHKT C.4]

201.3.210 NPOBOOHMK YOAPHO-BONHOBOMND MMNYNBECA (PRESSURE PULSE COUPLING):
Mabele CpeacTEa, NOIBONAKLLKWE NepegasaTs YOAPHO-BONMHOBOW MMMNYNLE & Teno NALKMEHTA.

T} CopinoMHeR cTaHnapt aamaded: MOK G0601-1-2:2014 Annaparypa snekTprYeckan MegmuuHoran. Macte 1-2.
Qbwwe tpefoaaqkr x Gasoeal GE30NACHOGTH W CYILECTEEHHLIM PAEDSAM XapakTeprcTrran. JononsMTancHen CTaHgapT.
FNEKTROMETHMTHEE Nosexd. Tpabosasrs u woneitasma (IEC G0601-1-2:2014, Medical elecirical equipment — Parl 1-2:
Ganaral requiremants for basic safety and essential performance — Collateral Siandard: Electromagnetic disturbances —
Requirements and {ests). Ans oqpoadasHorn cobneodersrs TREb0eaRa HECTORWED STAHOAPTA, BePEKEHHBIX B JaTHpO-
BEHHE CORMNKEX, PEROMEHOYETOA WOTIDNLIDEATE TONERD GEHHLH COLINOHMHEEA CTASHO02PT.
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201.3.211 YHKASATENE UENA (TARGET MARKER): Mapkep, KOTODEIH HCNONEIYETCA ONA YESIAHHA
MONOWEHMA MLWEHA.

Mpumep — Mapkep Ha yompoUcmeas JeMoHCMpayuy uiobpamerunA.
Mpumeganna 1 — MONCHEHWE MAWEH . 2 M3K 61B46:1998, 3.22.

201.4 OBwwre TpeGoBaHKA

MpuMessioT NYHET 4 00Wero CTAHAARTS, 33 MCKMOYaHMEM CIeayIowern.

201.4.3 OcHoBHLI® PYHELWOHANLHLIE XAPAKTEDWCTHEA

Dononuesise:

201.4.3101 NononHuTeneHieie Tpeboeanna K OCHOBHBIM ©YHEUMOHANBHEIM XAPAKTEPH-
CTHHAM

ME W3OENHE He DonsHO MCKIEaTs MHOWUEALIAK ypOoBHER 3Heprid (oM. 201,121 102).

ME HM3OENWE He DonsHo Many4are HenpenHame peHHy D yoapHyio Bonmy (ou. 20112 4 6).

201.4.7 YCNOBWE EOMHWYHOID HAPYUWEHWA ana ME M3OENKHA

Hononsesie.

nePA vyCnosKk EOMHWYHOMD HAPYWEHWA gonsksa Beite cbecnevena BezonackocTe YIAPHO-
BONHOBOTC UMMTYNBCA (npeqoTepalle ke oS oHoro nanyHeHda) ¥ DesonacHocTs NoOMMUNCHUDOBaHKA
(ONA NPEASTERALWEHMA CNYHaRHoND HAMEHEHWA NOIKUMOHHPOBAHAA BO BRenA redepadqy Y ODAPHO-BONHD-
BOMD MMNYNBCA W MesaHMYSCcEMy. NoapexaeHi). 3TH TpebosaHuA MOoryT OkiTh BRINOMNHEHE NOCPEICTBOM
BIAMMHON DNOKMDOBEKM DBYK CHCTEM, Hanpumep, Gnowdposkol redeparopa YOAPHO-BONMAOBOMD M-
MYNeCA npr YCRNOBWMK EOWMHWYHOMD HAPYILEHMA yorpoicTaa NOIMUHMOHKPOBAHWA MNKA GNokKpoasci
YCTPOWCTBA MNO3MUWMOHWPOBAHWA npr YCNOBWMW EDMHWYHOMD HAPYLIEHWMSA reseparopa YIAP-
HC-BONHOBOID MMMNYNECA. B cny-ae kORTPONA MECTONONO®KEHHA KAMHS 3Ta BaanMHaA BNoKMpOBRKa MO-
#eT Beimk oTMeHeHa ONEPATOPOM,. Hanpamep, NOCLEOCTEOM HARATHA CNEUKANLHOMD BLIKMNKYaTENA.

Coomeemcmaus MpoeapRom Mman yHKLUOHATENO20 MECMUDOGaENUE U HANU20M CYLECTIBERHEE
HeUCTpagRoCIIE.

201.5 OBwwe TpeSoBanMA K MenbiTannam ME W3OENKUA

MpkMersoT nyeET 5 obWero cTasgapTa.

201.6 Knaccudmrkauwa ME W3OENWH » ME CUCTEM

MpumernsioT nyseT 6 obwero cTangapTa.
201.7 MoenTudiMKaLMa, MAPKMPOBKa W AokymeHTauma ME W3IOENWA

MpuMessioT NyHET 7 00WErD CTAMAARTA, 38 UCKMOMEHHERM CIeOy 0w ern.

201.7.9.2 MHoTpysUMa No 3KCnnyaTauM9

Honondasdue:;

201.7.9.2101 OJononHATeNLHLIG MHCTRYELWKA N0 JKCINYaTawmMe

MHCTDYELWA Ne 28CNNYaTAUMM J0MEHA BENIOYATE CRegyiowes;

a} onWCaHWe COOTBETCTEYIOWMY Mep DeIonacHoCTH, KOTOPME HEoDxXogUMo CcoBnwdaTe 4NA NPeacTeERa-
wesua ONACHOM CUTYALMK, nanpusmep, onacHocTi, BOIHKKAKILWER B peIyNsTaTe BoaneRcTaMA YIAPHO-
BONHOBOTD MMNYNBCA Ha opraHe, cogepHaliye ras;

b} npeaynpewxaedde o Tom, wTo YOAPHO-BONMHOBBIE MMIO¥BChIl s0ryT Bei3eaTs HapyWeHWe cap-
Oedsoil NEATEMEHOCTH,

C) B CchiyYae MoNone3oeakA obopygosadya ana KM sMoHuToprAra Npd redepagas Y 0APHO-BONHO-
BOMD MMMYNECA oomsHo NDKMEHATECA TONBKD TO obopyacBande ona KT MOHWTODHHIA, KOTODOS Dalpe-
weHo M3ArOTOBUTENEM ME M3OENKMA,

d} npeaynpexaedne o Tok, 410 ONEPATORP gonwed NpoBEpATE NONOEEHHE KaMHER © YacTOTOR, He-
OEXOOMMOA QNA oDeCnHEHEHrA HAONEMALLETD NEYE HHA,

€} CBeOeHWA & NEPHOOWMYHOCTH NPOBESEHHA NPOEEPOK pAGOTOCNOCOEHOCTH U METOOAX NPOBEDEHMA
OaHHBE NPOBEQOK,

fl onucaHue NpasunEHor nononsacaanua NPOBOOHMES YOAPHO-BONHOBOMO MMM YTIBECA, akno-
4AA HANOMUHAHKNE, Y4TO OH HE OONMEH CONapMATE MyIblDELEOR,
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g} HanomkHadke of ocnatneddd YOAPHO-BONHOBOMD HMMIYNIECA npn NpOXo#ae HMIA Heped TEaHK
W 0 DONCAHKTENEHOM MOTMOWEHAKW IHEDTHA KOCTHEIMKA TEAHAMIA,

h) HanoMWHaEHKWE, 470 JaeE NP YCTAMOBKe YCTROWCTE NpefoTEpalyeHds cTonsqoeeHda DNERPATOPRP
SONHMEH KOHTRONHMPOBaTE BoE JEHEEHHR, KOTODLIE MOMYT BelEBaTe ONacHooTE gnA NMALWMEHTA wnuw OMNEPA-
TORA.

201.7.9.3* TexHH4YecKOe ONHCAHAE

Lornanyenua.

201.7.9.3.101 DononHATENLHOS TEXHWYECKOR OMMCaHWe

B TeXHWHECKOM ONWCaHAK SOMKHE BaiTe NpHBESEHSEI CNEOYHILLWE CEREgEHHA;

8) TONHOCTE NoJVuMoHMpoRanna YEAIATENA UENM no otvowenmo g NMOMOMEHFHO MHLWLEHA,

b) nonosxerwe 1k passep QOKANBHOMD OBEBEMA NpM sHMManeibx, CTAHJARTHLIX W MAKCHMANEHBIX
YCTAHOBKAX MEHePaTopa yoapHor Bonsel No otHoweHwo K NONOEHWED MAWEHKW ¢ yrazankes obnacti
QASNEHAA HA YDOBHE MUHYC B 0B 80ons ock MCTOMHKKE YOapHOR BONHE W NEQNEHANKYNADE K HER, pPAcnono-
#eHHoro 8 POKYCE (cw. npunokexie BB);

C] MAKOBEIE IHAYEHAA EOMNPECCHA W JEKOMIPECccHA aKYCTWHECKOrD OJaBNeHnA NPd MAHUMENbHBIX,
CTAHGAPTHLIX W MAKCHMANBHEIX HACTRONEAX BeIXOOHRIX NapaMeT pos,

d) MAOTHOCTE NMOTORA SHEPT MW npr MAHWMaNsHBIX, CTAHOARTHEX M MAKCAMANLHLX HACTpoREaX
BLIX0gHbIX MADAMETROE & YHKIAIHAEM DOEMEHHBE NEEQENoE WHTEMDWPOBIHAA,

g] JHEPTAID UMIMYTNIBCA © yRazanies BoeMeHHE NPelanos AHTErpHpoBaika i paguyca R ospy -
HOCTH BRIBDAHHOND NONePEYHOND CEYEHHA NDW MUHWMaENbHLIX, CTAHIARTHEE ¥ MEKCHMANEHEE HACTPoREax
BEIX0OMHBIX NADAMaTooR,

201.8 3awmta or ONMACHOCTEW nopaxeHua anexTpuyecknm Tokosm ot ME U3OENUA

MpusteHANT NyHET B 0BWero cTaH1apTa, 38 MCKNIOYSHWEM CenyRoLLero:

201.8.7 TOKWM YTEYKW u QONONHHUTENBHLIE TOKK B LUENK NALWEHTA

201.8.7.1 ObuwKe TpeboBanKuAa

LofanseRue & moembsany SeghucHOM Y NeesUciieHU .

TOK ¥TEYHK HA NMALMEHTA gomees BulTs waMeped BO BpeMA reHepagnn YOAPHO-BONHOBOMD
MMMy NECA.

201.8.8.3 InexkTpHYLCKaR NPOYHOCTE WIONMALWM

Tabnuuya € — HenbiTatTenbHLIe HANPAMEHWA ONA TEEPOOW HIoNAUMH, obpazywowed CPEOCTBO
SALMTEI

Jdonanserue:

HanpAMeHKA Beiwe 14140 B gonessl OpiTe MCNLITaME © koadduuyenTom 1,2,

Tabnuuya T — MeneiTatencHiie HanpAaxedsa anAa CPEOCTE 3ALLWTElI ONEPATOPA

Ldonankerue.

HanpamernA aelwe 10000 B aomeHsl STeE MCNbITaKE: ¢ koadiduurenTom 1.2

201.9 3awwuta or MEXAHWYECKWX OMACHOCTEW, coanasaemiix ME W3OENWAMMK u ME
CUCTEMAMK

Mpusi@HART NYHKT 9 00WEro CTaH0APTa, 38 WCKMOYRHWER CIenyLero:

201.9.2.2.5 HenpepeieHoe BOIOeHCTEME

Lonansenrue;

CHCTEMEl, AMEOLWHE INEKTDONDHMEOOHLIE MEXAHMIMEl NERPEMEWEHNA, JONMHE SLITE CNPOEKTHROBAHE
C YHETOM NPEdoTERALEHMA YPe3MEPHOTD CUNOBOMD Bo3geRcTEMR Ha MALUWMERTA. B cnyyae BOIHWKHOBEHWA
npK gpegeddn ME M30ENAA yrpoae cxatia NALWMEHTA, gprsense 1onsso DbiTe OCTAHOBASHD.

NPHUHAONEWHOCTH po Boex paBodux NONEEHHAR DONKHE BbiTh 38 WHLLEHE OT NageHHA,

201.9.4.2.4.3 NMepemelieHye Yepes NPENATETEXE

JaMENa NPOESDKU COOMEEMemEUs MPaSoeanLaM.

Coomaamcinays nNpogepIsnn  nocpedcmecs cnedyouieso  vonkimawig, MNEPEOBMMHOE ME
WMIHENHE nopemewaiom sneped Yepes nedethopMUDYIOWSECA NPENAMCIMAELS NOAMOYESILHOS0 CaYaHLA
guicomoid 10 wn U wupunod B0 My, NDUKDENASHMOE K oy, NoU MEKCUMANEHOM KOMMSKMe ¢ TonoM Ha
ckopocmu, yradakaon MITOTOBHMTENEM, no xwe Gonea yen 0, T a'c. Mocne nposedetua danH0ao vonbimanus
ME MIOENHE donxeo pafiomames HOpMansHo.
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201.9.6.2.1 CNbiWHMas akyCcTHYECKAR IHEPrda

Jarena dethucHO20 NepesucneHUa!

- 90 oBA Ang COROEYNHON 3KCN0IMLMK B TeYeHHe 5 4 3a neproa 24 4 nonpaeka 3 gbA Jon#Ha SwTe 40-
GABNeHa K aToMYy IHAYEHMID NDH NONOBEMHHOM 3HAY8HHK YEAIAHHOA JKCIoAMUMK 33 nepuol 24 4 (HanpumMep,
ANA JKCNOHUHM B Tededre 4 4 3a nepuog 24 4 ypoBeHe aonmkeHd GLiTe pased 93 aBAL

- 105 obA OnNA COBCEYNHOM IKCNOIMUAKY B TeYeHKne 1 Y4 2a nepuod 24 4 nonpaska 3 Ab& 0oNkHE GhiTh
0o0apnaqa K aToOMY AHAYEHKI0 NTPU NONOBMHHOM JHAYEHMK YEIIZHHON JKCNOIMUMK 313 neprod 24 4 [(sanps-
MED, ANA IKCTOIMUAK B TEYEHKE 1.':, 4 3a neprod 24 4 ypoBeHe QOMKeH GeiTeE pased 108 oBAL

Hononnesue neped npogederuad NOCESDKL CODMEBEMCMELR Mpeboaakuam.

Ecnu ypoBeHe Mo WKaNe A I8yKOBOTo gasnenua BygeT npeeeiuaTte S0 abA, To gonsHel CeiTe Npeanpk-
HATE MEDE 3AULWTEl OT WyKMa.

201.9.8.4.1 OBwmKe NoNoHKEHHA

Honondesue:;

Tpock, UenK ¥ PEMHIA, MOYILKWE NAPANMEnsHO © OPYTHMK TROCAMK, LENAMA M DEMHAMN, ECNH OHKM He
HAMPYMAOTCA BO BREMA PAGOTE, MOMKO PACCMATDWMBATE B KAYECTRE YCTPOWCTEA NPpeaoXpaHe HMa OT NageHua.
Tpock! MONYT BbiTe MCNONE3OBAME B KAYRCTEE YCTOORCTE NPEOOXPAHEHKME OT NAOEHHMA TONLKO B CNy4Yas npo-
BEAGHWA PEMYNADHLIX NPORERDOK KX COCTOAHMA.

20110 Jawmra ot ONACHOCTH BoagercTEMA HEXENATENLHOTD KK YPEIMEDHOMD MINY4YeHHA

Mpumensior nyueT 10 obwero ctavdapra.

201.11 3awmuTa or YpeaMepHLIX Temnepatyp 1 apyriux ONACHOCTEN

MpeuuensioT nyHeT 11 cblwero cTaHgapTa, 28 KCETKYEHHEM CREyYIOWEens!

201.11.1.2.1* PABOYME YACTH, npegHasHadyeHHLIe AnA nepeaadd Tenna NALWEHTY

Hononwesise:

Temneparypa nopepxuocTd PABOYEM YACTW nocne nporpeea 8 TEYEHWE BOEMEHNW, yrazaHHor M3-
MTOBWTENEM, ponssa STk HE MEHEE &M Ha 5 "C HEe TeMNEpaTvobl CKPYKaKWeR cpedbl.

201 11.7 Bronoriuyeckan copMecTHMocTe ME M3OENWMA u ME CUCTEMBI

Hononwedie:

Ecni vcnoneayeTch KOHTAKTHAR MMAKOCTE (Hanpusep, ¥NsTPAIEYKOEO rene, Macno v T.4.), To oua
paccmaTpreaeTea kak NMPMHAONEMHOCTE, BcTynawan B NEAMON KNA KOCBEHHEIR KOHTAKT © GMUONoTnYe-
CHHMKE THRHAMMW, KETEOA WM MKON0CT AMK TEMa.

201.11.8 Npepuieasue nuranuaNMTAKLWEW CETW ME W3OENWA

Donondesise.

Mocre BOCCTAHOBNEHAA NWTAWKA NOH BRINONHEHWA NPEOYCMOTREHHED ASHCTEWA, HANPHKMED, BbICBO-
BOMOEHKE MK OTHATHE NEpeKcdaTend, TpefyeTcq 3aH0BD HavaTe redepaumss YOAPHO-BONMHOBOMD M-
M¥NeCA.

20112 TouHOCTL OPraHoB YNPABNEHHA W HIMEDHTENLHLIX NPHEOPOBE M 3AWKWTA OT ONACHLIX
IHAMEHHA BLIXOOHEIX XAPAKTEPUCTME

201121 ToYHOCTL OPraHoE YNPaEneHWA W HIMEPHTENLHLIX NpUBopoR

OononHeHqe:

201.12.1.401 ToudocTe YKASATENA LENA w MNONOKEHWA MWLLEHW

B mHCTpysuxK no axcnnyataddy M3MOTOBWTENDL aocnwed YCTAHOBWUTE METGOLI HCNeITAHWA, mogne-
AHALME NPAMEHEHHID NPM NpoRepEe ToYHoeTH YEAIATENA LUEMK v NONCHEHWA MHUILEHK, B TomM 4vcne
O0NYCTUMEBIE OTRIOHEHHAA,

Coomeamcmena Npoeapaom & ¥ode 0oMompa.

201.12.1.102 MeTogbl HCNLITAHKMA ONA onpegeneHia NoBoro oTENoHeEHHA

MIMOTOBHUTENE gonsed yCTAHOBMTE METOOE! MCMEITAHMA, NOQNEMALME NPAMEHEHWK ANA BEERNEHHA
BCEX OTEMOHEHHA (DHINYECKNY BENKYMH, KOTODRIE MOTYT NOMBECTH K yeenddedio PUCKA gna NMALMEHTA.

Coomeaemcmels Nooaepaiom & xaode ocMompa.

201121103 MeTodbl HECNLITAHWA HA CTADWUMNLHOCTL XAPAKTEPUCTHE

OTEeTCTEEHHOCTE 38 METOAL! MCNBITAHWA Ha CTAGHNLHOCTE XaPARTEDHCTHE NeMnT Ha M3FOTOBHUTENE,
K3k Npd kodTpone kadectea ME M3OENWA npx ero BeINYCKE, TAK # NEW WCNETAHKWAX, NPOBOOHMEX B TEYSHHE
Boens cpoka cnyxte ME M3OENKMA.

B
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Commasmomaus NoosEnAom 8 xode oonmompa.
201.12.4.3 Cny4afHan yETAHOBEA YPeIMEPHLIX JHAYEHHHA BLIXO0HLIX XapaKTepHeTHE

Ldonansenuve;

CpedcTaa gnAa aawuTe NAUWMEHTOE o YpeaMepHsix 3HaseHind yposHer YDAPHO-BONHOBOMD Hi-
M¥NMBCA nonEHsl BeTE BeaonacHsiMe B ¥CNOBMAX EQJUMHWYHOTD HAPYILEHIAA.

Comwmasmomaus Noosspom a xode ooamompa.

201.12.4.4 OTHNOHEHHE BLIXOOHLIX XAPaAKTEDHCTHE OT YETAHOBMNSHHLIX 3HAYEHWH

Lonansenue.

Ecni yoTponicTes konTpona ¥YOAPHO-BONHOBOMZ MMIMTYNEBECA mMoxeT ynpasnaTecs Dones Yem og-
HIM YCTPONCTBOM, TO 3TH YCTROACTEA JONHE MMETH BIaMMHBIE DNOKMDORKM,

Comwnaemomaus noosepaom a xode acmompa.

201.12.4.6% AxycTHYeCKO2 OABNEHME ANA OHAHOCTHYECKHE MK nevyebHeIX yenaeid

Lonanwerue!

OMNEPATOP oomesH DCOIHAHHO W HENDEPEBHO KOHTPOMHMPORaTE redepadun YOAPHO-BONHOBOMD

MMO¥NBECA.
Coomasmomaus NooespAon a xode ccrompa.

201.13 ONACHBLIE CHTYALUWMK » yonoesa otkaaa ana ME W3OENWA

Mpwsa@HACT NyHKT 13 0bwero cTangapTa.

201.14 NPOTPAMMHPYEMBEIE 3NEKTPHYECKWE MEOWUWHCKHME CHCTEME! (MaMC)

MpusenaoT NysHET 14 obwers cTasgapTa.

201.15 Koncrpyruwa ME W3OENWA

MpuseHAnT NyHET 15 obWwars cTauzapTa, 38 MCKNKHYEHHEM CneqyHoLLEro:

201.15.4.7.1 MexaHn4eckana NpovYHOCTL

Lonankerue!

Cuna, keodxoguMman Ang NPUBRJaHMA B O2ACTEME HOMHOMD NepeEkmoYaTend, He JomKHa GbiTe MEHBLLE,

yem 10 H.
Coomaamcmeads NoOSEDAIKITT MMes UiMapeHun dedemeyrowed cumb.

201.16 ME CUCTEMBI

Mpust@HAoT NyHET 16 oblero cTasgapTa.

201.17 3NEKTPOMAMHWTHAA COBEMECTUMOCTE ME W3OENWA u ME CUCTEM
MpusedaoT Ny==T 17 obwers cTavgagTa.

202 INEKTPOMAMHUTHAR COBMECTAMOCTE. TpebGoBaHWaA M HCNBLITaHAA

MpuseqaeT MK 80601-1-2, 1a HCKNIoYESHWEM CNeayioWLens:

Lomanksenrue.

CooteetcTade MIK 60601-1-2 Gyger cofnoiaTech 33 HCEMIOYEHWER I3NYCKA 1M NEPHOLOE MeHEpaL kK
¥OAPHO-BONHOBOMD MMMy NECA,
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MpunoxeHnA

MprEHART NEHNoESHENR OBWBrD cTakpapTa.

Npunoseswe AR
{CApaeoYHoE )

PyxoRoOCTES M 06 LACHEHWE K CNEUMaANLHEIM NOONYHKTAM

Oamas npuegneHsl 050CHOSAHHA 4NA KOHEPETHEX NONOHEEHWA HECTORLWBFD CTHHABPTA, G HOMEPAMM NYHKTOE W Nod-
MyHKTOE. CODTEETCTEYHIWME HOMBQPEM B DCHOBHOR SHCTH O0KYMEHTA.

Nagnyaer 201.1.2 — Uenk

AT HACTORWEND CTAHGAPTE HE NPpUMEHSOTCE |k oneyrowesy: BE MIOENTMA gna vHex TepansstmHecke npy-
MEHEHNH YAapHO-S0NHOBEX MMTYNECOE, BEMOHERA PACEORyCHROBESHHYH yORPHO-BONHOBYKD TERENNMI, MHEBMETH-ECHHE
rEHEQATAPE! YWIBPHON BONHE W ME WAOENWE Gea YCTPOWCTEA NOIMUMOHWPOBAHKA niwnm NOKANAIALIMK,
npw 3rom 201.7.9.3.101 ¢} » d) mMoryT nprMeHATECR.

Mognyaer 201.3.207 — YCTPOWMCTED NOKATTM3ALIMK

MaiiToA B BAZY, WONONE3IYEMEE B HECTOALLSE BREMA CPEOCTEE, BEMOYEA PEHTrEHOMPatie,. DEHTIEHOCKONN 1K
YNBETPAZBYK,

Mognyuer 201.7.9.3 — TexHWM4ecKoe CNUCAHAE

MeToguua MENBITEHWA MyHKTE a) onpenensetcy Ha yomorpedue HIAT0OTOBWMTENA. MyHetw c). d) # &) OTHOCATER |
MK 61848 [«Ynetpazeyk. NMToToHNTaEps, MANYHAHLHE AMNYNbOR O3EMEHHA, XapasTapHETHEH NoneEn ).

MNognyxser 201.8.7.1 — DGwme TpeboBaHMA

Bo spama rerspagms ¥YOAPHO-BONHOBOMD MIMNYNBECA rexdv4eckd HasoamomHD vamepute TOK YTEYHA
MaUMEHTA.

Noanyser 201.9.6.2.1 — CneIWKMMAA AHYCTHYECKAR IHBPTWA

YHEIEHHRE YpOoBEHH GbMM YCTAHOBNEHLN Ynpasnedwes no oxpads Tpyoa (Occupational Safely and Health
Admimstration, C5HA) CWA. Mepena-a BeICONOCTOYETYPHRDBAHHOM WYME BHYTPE 303HAR YMEHBLUSETCR 38 CHET NpM-
MEHEHWA COOTEETCTBYKILEN KOHCTRYELMK,

Mognyxer 201.11.1.2.1 — PABOYHE HYACTH, npeaHazHaveHHse anA nepega4s Tenna MNAUKEHTY

HECTOALWA MyHET Gein BRn0YEH © WS NPEdoTEpaieHnA Tennoeors woka v MALLMEHTA.

MpumedaHWe — TEMNERATYDE NOESpXHOCTH paboyed YacTy pornkHa BeiTk BelBpaHa Tavdn obpaiou, wrobe
wabEsaTe guceomdeopTa wn BonK v nagKeHTa.

NMognyrer 201.12.4.6 — AxyCTHYECEDS QABMEHNE ONA MArHOCTHYECKHE MNW nevebHLIX Lenen
Hacrorwes TpeboeaHts 0byCNOBNEHD CTPEMIEHNE K TaMy, “Tobk npousace Tepan«M BCargd HaXogunoH Nog KoH-
Tpanar ONEPATORA.

Pazgen 202 — SNEKTPOMAMTMHWTHAR COEMECTUMOCTEL — TpeboBaHWA W MCNLITAHKMA

Bo epema zanycka w nepuogoe raepagwd ¥OAPHO-BONMHOBOMD MMNYIBCA TedHd4eciy HEBOIMORHO Nare-
puTe IME, nockoneky 2 3tH MosmadTe ME M3OENWMEM wenonsayTcA BECOROBANETHEIE SNSKTRHYSCEWE PaspROL.
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Mpunoxenne BE
[cnpaBoyHoE)

Onpegenedde KoopauHatel, POKYCA » NONOXEHWA MHALLEHK

JaHHER 3CHA3 CNPESENAST CHETEMY KOGRAHHET M NOINUME CODTESTCTEVIILUME Napamarpos, Cornacoeasns mHdgop-
MALHA O reoMaTpHH4ECHEN pacnpenensHy POKY CA:
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Pucyror BEB.1 — lNeometpiqecroe pacnpaganeHde DOKYCA
Mpumagarw e — Jnske naobape MUEYS § gb npagcTaanAsT cobol GHEMYScHDS CEORCTED rAHEpEToRa YOap-

HO-BOMHODEBOND EMTIYMLCE W N0 CYTH HE COOTEETCTEYET oBN3cTH TEpanmAae.,
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Npunosenwe JA
(CApaeo4YHoe)

CEoAeHWA O COOTEETCTEHN CCLINOYHLIE MEHOYHAPOOHLIX CTAHOAPTOE HAUMOHANLHLIM CTaAHOAPTaM
PoccHAckor Pegopal M

Tabnwua O&.1

DEQIHEEHAE CEIIOEHENS
MERIYHAPAAHOIT CTAHGARTE

CrenaHe
COOTAETCTEME

DA saHAEHHE 1 HAWMAHOBEHHE CO0TBETETEVID WErD
HAUMIHAITGHOI CTEHgapTE

IEC 60601-1-2:2007 o7 FMOCT P M2K 60601-1-2—2014 aMapanns megumumHCERE anesTowe-
dateda. Macte 1-2 OBwws 1pebosaqns DE30MRACHOCTH C yYHETOM OO-
HOBHEX Oy HHLMOHENEHRE XaparTeprcTyl, NapannsnsHein CTaHgapT.
SNerTROMErHHTHAR COBMECTUMOCTE, TRabUuaaluA v HCNLITAHWRA

1EC 80601-1:2005 DT FOCT P M3E B0601-1—2010 «Mz208n¢A MESHUMHCKHE SNERTEHE-

ceua. Yacre 1. OSwwe TpebosaHia DeannacHOCTA G YHETOM OCHOE-
Het3 Y HELMOHANEHBLL XAPAKTEPACTHR:

IEC 60601-2-5:2008

IEC 618461508

CTEETCTENA CTaHOapTORE!

- 10T — WOBHTHYHBIS CTEHOBDTEL.

* COOTEETCTEYVHIWMA HAUMOHANEHEA CcTaHgapT oTeyToTeyeT. 0o ero yTEEDE0EHHR PEROMEHOYETER WENONSInEaTE
NEpERng Ha PYCCEMi A25K GaHHOM MEXIyHAPOOSOrD CTaH0apTa.

I PHMEBYAHWME — B nacroswae rabneus Monons3icBaqn Crnegylae yonoeHDE 0DoaHAYEHWE CTEMNEHW CO-

10
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Yuazarens onpedenaddi TEpMUHOR, NPHMeHAGMLIX B HACTOALEM cTaHgapTe

AMMAPATHL ONA NATOTPANCHK
LONONHATENLHLIR TOK B LIEMM MALMEHTA

WArOTOBWMTENL

NATOTPANCKA

MEJWLIMHCKAR 3NEKTPMHMECKAR CUCTEMA (ME CHUCTEMA)
MELWLMHCKOE 3NEXTPMUECKOE W3AENWE {ME M3OENWE)
OMACHARA CHTYALIMA

OMACHOCTE

OMEPATOR

OCHOBHAR GE3OMACHOCTL

OCHOBHEIE &YHELIMOHANEHLIE XAPAKTEPHCTHKM

MALIMEHT

NEPEOBMAHOE M30ENWE

MOMOMEHWE MULLEHK

NPUHAANEXHOCTh

NPOTPAMMUPYEMAR SNEKTPHMYECKARA MEQVLMHCKAR CUCTEMA (NM3MC)
PABOUAA MACTL

FHCK

COEAMHEHME ¥IAPHO-BONHOBOMO MMITYNBCA

CPEACTEA 3ALUMTLI

CPEOCTEA JALMTH ONEPATOPA

CPEOCTED ONPEAENEHWA MECTONONO®EHMA

TOK YTEYKM

YIAPHO-BONHOBOW MMMYTILC

YEAZATENL LIEMA

YMETPA3BYK

YIETPASBYKOBOE $M3MOTEPANEBTMUECKOE OE0PYIOBAHME
YCNOBME EOMHNYHOM HAPYILEHIARA

201.3.206

MIK G0O601-1:2008, 3.77
M3 60601-1:2005, 3.55
201.3.205

M3 60601-1:2005, 1.64
MK GOE01-1:2008, 3.63
M3 806801-1:2005, 3.40
MK GOE01-1:2008, 3.3%
M3 606801-1:2005, .73
MK GOE01-1:2005, 310
M3K 60601-1:2005, 327
MK GOE01-1:2005, 3.76
M3 80601-1:2005, 31.65
M3K G1B46: 1898, 3.22
LK 60601-1:2005, 3.3
MK GOE01-1:2005, .90
LK 60601-1:2005, 3.8
M3K 60G01-1:2005. 3.102
2013210

M2k G0E01-1:2002, 3.60
M3IK 80601-1:2005, 3.58
201.3.207

MK §0601-1:2005, 3.47
201.3.20%

201.3.211

M3IE B0801-2-5:200%, 201.3.215
MR BOE01-2-5:2009, 209.3.216
MK BOE01-1:2005, 3116

YCTPOWMCTBO NOIVMLMOHKUPOBAHKNS 201.3.208
SHOKANBHBIM OBBEM 201.3.204
JECTPAKOPNCPANBHAR MATOTPMNCHA 201.3.203
ANEETROMAMHMTHAA COBMECTHMOCTE (3MC) K3H G0801-1-2:2007. 3.4
QHEPTAA MMMYNBCA 20,3202
YOK 616-003.7:615.471:006.588 COKC 11.040.01 OEIM 94 4400

Kniyapsia CHOBA. MA0ENUA MEeIWUMHCEME ANeKTpMYeckue, TpefopanrA GeaonactocT, UCNETAHWE, OCHOR-
HulE (iyHELMOHANEHES $apaKTEOUCTHEN, SNNapaTkd AKCTHSKOPNODanEHOA NMTOTDHNCHH
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Texnuuackid penaktop 5.4 Domuoss
Hoppexrop KA. Koporead
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