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Mpeaucnoewe

1 NCOAroTOBNEH O6wecTaom © OrpasdHeHHOA OTBETCTEEHHOCTE aMegrexctangapts (D00 «Meg-
TEXCTAHOAPNT ) HA OCHOBE COBCTREHHOMD NEREE0NA HE PYCCKWR ALK AHMOAILINHOR BEPCHIK CTAKOAPTA. YEa-
IAHHOID B MyHeTe 4

2 BHECEH Texuuqecsis KOMATETOM o cTanaapTizauu TE 011 aMegduyuHckse npubopel, annagatel
W ohopyooBaHWE »

3 YTBEP¥OEH W BBEEH B AEACTBVE MNpukazom DenepansHoro areHTcTBa No TEXHUHECKOMY pe-
MYNADCBAHKIO W WMeTponoras oT 14 aarveta 20158 r Ne 500-cr

4 HacToAwWKA CTaH3apT MOSHTHUYEH MERIyHapogHoMY CTaHgapTy MK 60601-2-49. 2011 «Magenna me-
OMUWHCKWE anekTpr4eckke. YacTe 2-48. HYacTHwe Tpebosanya BeaonacHOCTH © YHETOM SCHOBHENS oy HELHD-
HAMEHEY XAPAKTEDUCTAR K MHOTOYHELMOHAMEH BIM MOHHUTOpaM naudenTays (IEC 60601-2-49:2011 «Medical
clectrical equipment — Part 2-4% Particular requirements for the basic safety and essential performance of
multifurction patient monitoring equipments, IDT).

MEk NPHMEHEHMK HACTOAWETD CTAHSAPTA DEKOMEHOYETSA MCNONBINBATE BMECTO CCbINOUYHEIY MENTY-
HAPCGHLIX CTAHEAPTOA COOTEETCTRYHAILME M8 HALUMOHAMNEM IS CTAHOAPTE, CEBEOEHNA O KOTODGLIX NPWMBEIEHE: B
OONONHATENEHOM NPANoseH i o

& B3AMEH M2CT P M3K 60601-2-49-2015

Mpaeuna NPUMEHENUR HACMOAWE20 cmandapma Yemanocamenk 8 cmamee 26 PedepaneHoso 2aKaoHa
o 28 wona 2015 20 Ne 162-03 « 0 cmandapmuzayuy @ Pocculickol Pedepauyuus. Hudgropmauus of ua-
MOHSHLAX ¥ HACMoRWaeMy cmakdapmy nynukyemcs & exe2odHomM (M0 COCMonHLII0 Ha T ANSSPR MEeRyLLESD
2oda) uMghopMaUnUoHROM YEasamene «HayuoHRansHee Cmandapmers, 8 cPuyUansRad IMEECT UIMeHeHLT
U ONpEsor — @ EMEMECAYNOM LhopMayuoRHOM YKadamene «HayuoNansHee cmakdapmes. B coydae
TELECMOMPa [JaMetbi) WY GMMEeNS HACMOAWES20 cmandapma coomaeamoemerawes vaedomnaerue Bydem
anyGnukoeano a8 BRusadites aelTYCHE QNEMSCAYNDSD DHEODMALUONHO20 Yrasamens sHayuonanbise
cmaddapmeds. Coomaamomeyriyan Waghopmauun. yeedomnokue U MexKcMs! DAIMELLAKMCH IMakwe & UH-
HOpMALLIGRROD CUCIeMe abiljesD NONLIDESHUA — Ha SPuyuansHoNM caldme Gedepank Nos0 S2eRmcies no
MEXHUYECKOMY DESVTUDOSFHUD U MMpanozul & cemi Mumephem (Wwww.gost ru)

© CTasgapTuHfpopes, ochopmnesye, 2018

HacToAwMi cTAHOAPT HE MOMET GBiTh NONHOCTE KT YACTHHHO BOCTIPOHIBENEH, TMDaKKDORAH W pac-
NEOCTOAHEH B KEYECTEE PHUMANEHOM WaganvA Gea paspelleHMA PenepansHone areHTCTRE No TEXHUYECKD-
Yy DEMYNRPOBAHMID M METRONCTAN

]
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Beenenue

HacToAawmi cTaumapT satparveaer OCHOBHBIE TPEBOBAHWA BE3ONACHOCTW C YYE-
TOM OCHOBHBIX @¥YHKUWMOHANBHBLIX XAPAKTEPMCTWK MHOMO®YHKUMOHANL-
HOM MOHWUTOPA NALMEHTA. Ou asocHT nameHenua B M3K 60601-1 (TpeTei penakuyue 2005 r.):
aMagenna megryuHckke anesTpryecsde. Hacte 1. Obwre TpebosanMa SEI0NACKOCTH C YYETOM OCHOBHEIX
DYHEUAOHANEHBIX XAPEKTEDUCTHEY, MMEHYEMBIA B JansHEAWEM OOLWWM CTHJaRTOM.

Uensn BToporo HagaH9da Aanaetca akTyanuaadyss MK B0601-2-49 co comnkoi Ha TReTe Paaakumng
OELWEro cTaHaapTa Ny Tas NepedopMaTHpOBaHKA W TEXHWYECKHE KODDEKTHROBON,

TpefopaHua HACTORLLEND CTAHAAPTa MMEINT NPedMYLLEcTES Nepel OfW WM cTaHOapToM,

DBWpe NoNoxeHkna ¥ 0GCCHoRaNKA ONA TPeBoRaHMA HACTORLWEND CTAKAAPTA COOEDMATCA B NPUMoHe-
HM AL TPHHATO CHMTATE, HTO AHAHWE NPHUYWH ATUX Tpebopankia By O0eT HE ToNLKD CNocobCTECRATE NPABK M-
HOHY NPHMEHEHAD HACTOALWETS CTAMOAETA, HO W GO BPEMEHEM YCRODATE N0l nepacsoTp, 0ByCNoBNEHHSLIA
MIMEHEHWAMK B KNHHAYSCKSH NPAKTHEE WK DaIBHTAEM TEXHONOMAW, 3OHaKo NpUnoseHie A HE ABNAETCA
YaCTEH TPEGoRAHKA HACTOALWErD CTAHgARTA.

HacToAwriA cTaHaapT ABNASTCA NPAMBEM NpuMeHeHgen MK B0601-2-48 noaroTosnes Horo nogkom k-
TeTon 620 MIK «cMegdurHckas anekTpoannapatypd s TexHHUHeckoro komHdTeTa TK 62 o Jnekrpoobopyiosa-
HAE B MELWUAHCEOH NRaKTHES .

Bropog Wagaude OTMEHAET KW 3aMeHAST nepeoe wagadue MK 60601-2-49 onybnukoeauHoe s 20017
BTopoe Waidadwve npeacTaenaer cobol TeXHKYEcEWd NEPEcMoTE B UENAR COOTRETCTEMA C TPETEHM WIJaHHEM
MK 60609-1:2005.

Tekct M3K 60601-2-49:2011 ocHOBaH Ha CREAYVIOLWMX QOKYSMEHTAX:

OrRohdA TEEHE B NPLEET MEKAFHEPLOHONT CTAMJAATS Ceruat & ManNocosEHnN

G20/8B&FDIS GDA0ERVD

Monkan WedopMaUHda o ronocoBaHyKe No yTeepxaeHn M3K 60601-2-49:2011 npeacragneia B oT4eTE
O TOMOCoBAMMK, KOTOPLIA YKa2aH 8 NPHMEE0EHHOR Belle TaBnuuye.

Pegakuxa M3K 60601-2-49 nogroTopneka 8 cootaetcTed ¢ Qupektreanu MCOMIK, vacTe 2.

B HacToAWeM CTaHgapTe NPMHATEl CREgyReWNME WpHhTOBLIE BROSNEHWA:

= Tpeb0BaHHA M ONPeOeneHWA: NPAMOR WK,

= Mamadbl UCTRIMaNUL, KypoLa:

= MHDOPMATHEHEIH MaTEPWan, NPHEE0EHHBIE BHE TABNWY (NPHMEYEHKAA, NPUMEDEl ¥ CNPABOYHAR HH-
DOpMALKA), & TAKHKE HODMATHUEHLIA TEKCT TAENKL: WEKDT YMEHBLIEHHOID paimepa,

- TEPMIKHBIL. CMNPEAENEHHLIE B MYHKTE 3 OBWEMD CTAHOAPTA WM B HACTOALLEM CTAHOAP-
TE: 3AIMABHBIE B¥KBLI.

E HacToAWesM CTAHOARTE TEPMUHE 0IHAYAT,

= aMYHET® — OOHa W2 17 4acTed cTaHdapTa, yE3IauHBx 8 COQepHaHid, BENIoYas BCe NONYHKTE |Ha-
NpMMED, TYHKT 7, BEAKH3A 270 nognyHeTe 7.1, T2 u T a.);

= aNOQNyHETs — MpoHYMEQOEAHHAA NOCNEdoEaTeNEHOCTE NOONYHETOR NYHKTa (HANPHMED, NOQMYHET
7.1, 7.2 9 721 ARNAKTCA NEQNYHETAMHE NYHETA T).

Meped cobNKEDH Ha NYHKT W NEped 6ro HoOMEPOoM B HACTORLLEM CTAHOARTE CTOWT CROB0 «MYyHKTH, 3 GO
Ka Ha NONYHET OrpaHU-YEHa Ml Br0 HOMEDOM.

B HacToAwem cTangapTe cod s|iks OyOeT MCnNoNk3ICEaH KAk BENKHa0WHA, T. . yTeepsgeHne OygeT
HCTHHHBIM MDA N0D0A KomMBdHaUMKE Yoo,

MMarcnbHbie SOpMel, MCNONEIYEMBIE B HACTOALLEM CTAHOAPTE, COBNASAIT NO PopMe C ONHCAHHBIMK B
npnoweHiay H Duperrie WCOMM3K (vacTe 2).

JHAYEHWE BCNOMOTATENBHEK MMAMNoR!

= ¢ OOMMEHY — COOTBETCTAWME TPEOoRAHKMAM KNK MCNHTaHWAM oOAIATeNEHO ANA COSTEETCTEAA HACTON-
LyEsy CTAHZADTY,

- 4 CMEAYET s — COOTEETCTEME TREDoBaHKAM WNK WCTIRITAHKMAN DEKCMEHZOBAHT, HO He oBAIaTenLHD GNA
COOTEETCTRWMA HACTOALLEMY CTAHOAPTY,

- # MOHET » — ONHCAHWE QONYCTHMBIX NYTER JOCTHKEHWA COOTEETCTEMA TPEBOBIHWAM WK HCTBITAHKAM.

3HAK 3Re3A0HEN ) ¥ HOMEDE NYHKTA KK NOANYHKTA YKAILBAET Ha TO, 4T0 B NpHNOHe I AL npueene-
Hil COOTBETCTEYIOLWWE NORCHEHWA.

1"
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HAUWOHANBHBIA CTAHOAPT POCCHHWUCKOW ®PEOEPALMWMHM

H3IOEMNKUA MEOWUMHCKWE ANEKTPHUYECKKWE
YacTe 2-49

YacTHbie TpeboBaHHA Ge30MacHOETH € YYeTOM OCHOBHLIX hYHKLUHOHARN LHLIX XAPaKTePMCTHE
K MHOrOYHELMOHAMNLHLIM MOHUTOPAM NALMEHTA

Medical efacirical equipmant. Part 2-49. Particular requirermants for the basic safely arnd essential perdomance
of multifunctiaon patient manifonng equipmend

Oara egenedns — 2019—02—01

201.1 O6nacTe pacnpocTpaHeHWA, UeNnb W COOTBETCTBYHIWMWE CTAHOAPTEI
MpustensoT nyHET 1 ofiwero cTasgapTa’’, 3a MCKmIoYeHram:

201.1.4* ObnacTe pacnpocTpaHe HMA

Jamena

HacToswmit cTawnapT pacnpocTpasAercd Ha Tpebosarus ¥ OCHOBHOW BE30ONACHOCTH v OCHOB-
Hbll ¥ HELMOHANTBHBIM SAPAKTEPHCTHEAM MROMOIYHELMOHANBHBIX MOHWTOPOE NALKWER-
TA, kax onpegenedo B 201.3.63, WMeHyeMblx 8 ganeHedweas ME M3OENMA. HacToAwMr cTanoapT pacnpo-
cTpauseTca Ha ME M3OENKWA, senoneayemMee Kak B SONbHWYHBIX YCNOBHAR, TAK 1 BHE DONbHALEL, B MaLIMHaX
CEOpPOA NOMOLLYM ¥ B BOIGYLUHLIX TPaHCNOPTHLIX CPEACTEEX.

ME M3OENHMA. npegHaiHade Hble 0NA HCNONs30BAHMA B JKCTREMANEHBL MM HEKOH TROMADYE MK YO0 EH-
AX CRPYHAIOWENR coa0sl BHE BOMBHWYHEX YCMODHH, TAKAY KaK MalWWHs CHODDR NOMOLWHA W BO3YLWHLIE TREHCNoRT-
HblE CPEGCTES, BOMHHL COOTEETCTROBATE TPEBOEAHWAM HACTOAWEND CTangapTa. oncnHHTensHbIE CTaH0apT
MOMYT BiTe NpWMesHeHs k ME M3JENAAM ¢ yeeTomM YonoBKe OEDyVHSI0WEeR cpeibl NP ME NPHRMaHEHAR.

CEnacte NPAMEHEHMA HACTOAWESrs cTandapra orpaHkdeda ME WM3OENWAMKA, npegHasHaseH LM
ONA NOSKMHEHHA K OQMOMY NALWENTY, MMEIOWAMA 08& Nk Gonee PABOH X YACTEM mnw BRINOMHALLAMIA
Heckoneko SYHEUMKA Ha ognoih PABOYEM YACTH.

HacToAWMA CTAHZapT He oNpenenaeT TRehoBaHKa K OTJeneHbIM CyHELWARM HAaDmogeHWa, T3 Kak JKT
HHBZIWEHOE OABMSHHE W NYNECOKCHMETEHA. HacTHeIE CTAHGADTE, CERAIZHHEE C ITHMK DAIA0IOTMYSCKMMKA M-
pamMeTpamK, onpegenawnT Tpebopauka © Todkk apeHrA oTaensHoro ME M3OENKA. HacToAwwi cTangapt pac-
CMAaTPHMBART paanuYuA, ceadadHee ¢ MHOMOOYHKLIMOHANBHBIM MOHWTOPOM NALIMEHTA, Tak Kak Takoe
Hagenve WsmeeT Donee wWpokoe NPEQYCMOTPEHHOE NPUMEHEHME, Yen otaenedos ME M3OENME.

201.1.2 Uenk

JaMeHa.

Llens HACTOAWErD CTAHAApTa — YeTaHoBuTE TpeBoearwa K OCHOBHOW BE3ONACHOCTM » OCHOB-
HilM @YHKLWMOHANBHBIM XAPAKTEPMCTKAM MHOMOMYHEKLMOHANBHBIX MOHWTOPOEB NALMER-
TA, kak onpegeneHs 8 201.3.63.

T amened Ha GO 15223-1: 2016 « Manenms MegmuaHciss . CUManisl, NPRMEHSEMBEE NP0 MEDKAPOBAHAK HE ME-
OALMHCHAXY MI0ENHAX, STUKETHAX W B CONPpOSOGUTENEHON QoayMedTauwne. HMacte 1. Obwwe tpedosaqwan, DgHako g6R
QaHOaHaYHOM CoBnaeHne TpeloBaHME HECTOAWE D CTEHASPTE, BLIPSMEHHIND B JETHPOBEHHON COBINKE, PREOMEHOYVET-
CA WCNONLI0EATE TONLKD YHAZEHHOE B 3T0R COLUIKE MANSHWE.

Wznauue odiunan sHoE
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201.1.3 JononyurenbHbie cTaHgapTel

Hononwesie:

HacTosWwKkh cTaAHGapT WCMoNbIYeT CObINKKM Ha NpHMEHAEMBbIE QONONHATENLHEE CTAHGAPTE, KOTORBIE Me-
pEYHMCTIEHEl B NYHETE 2 0BWwero crasgapta « B nyskre 201.2 MoK 60601-1-2, 1 M3K 80601-1-8 npuMesanT o
HameHeHWAMK B NyHkTax 202 1 208 cooteeTcTaeHHD. M3K 80601-1-3 He NpUMeRAioT. Bog oCTankeMee QONon-
HATENBHEE CTAHOAD TR, FEpedrcnedHse 8 MIK 06011, NouseHAKT B TOM BUOE, B KAKOM OHK OnNyBNKEoBaHE .

201.1.4 YacTHuie CTAHAAPT L

JamaHa;

YacTHbie CTAaHOapTe cepu MK 606071 MoryT MakMeHATE, JaMEHATE WK OTMEHATE TREEoBaHKA, cogep-
®AUMECH 8 ODWeM CTAHOAPTE M QONONHETENEHEE CTAHZARTAX, KMELWAY NDAMOE OTHOWEHWE K HOHKDETHOMY
ME W3NENWMID, a Tawxe AobaenaTe apyrie Tpebosanun kK OCHOBHOW BE30MACHOCTHW u OCHOBHBLIM
PYHEKUMOHATNBEHBIM XAPAKTERMCTHRKAM.

TpeboBarKda HACTOALEND CTAHGADTA ABMAKTCA NPHODHTETHLIMK N0 OTHOLWEHWKD K COOTBETCTRYRILL MM
TpebopaHuAM 0GWers cTaHaagpTa.

ONA EpaTRoCTH MANHeHHA B HACTOALWEM CTaHdARTe b Ka4YecTee obWero cTaddapTa yiasad MIK 60601-1.
OononHETeNsHEE CTAHOARTE 0B0IHAYEHLL D WX HOMEDAM.

Hymepauua nyHETOs W NOONYHKTOR HACTOAWErD CTAMJAQTa COOTSETCTEYeT obWwemMy cTadpapty o
npHcTaskod «201» (Hanpusep, nyssT 2011 COOTEETCTEYET cogepwaHuss nydkta 1 obwero cradnapral
WM OCNONHATENBHOKMY CTAROAPRTY C NPACTABKOR «20xs, e «xe — 310 nocnedwaave) uudpals) Home-
pa ACNonHATENBHOMD CTaH0ApTa (HanpuMmep, NyseT 2024 coOTEETCTEYET COnepEaHMn MyHETa 4 DononHK-
TeNeHarD cTakgapTa MK 60601-1-2, myMeT 203.4 — cogepwadiio NyHETa 4 AonNonHATENsHSMo cTasaapTa
PAZK 60601-1-3 ¥ T 0.). Mamededss TercTa oSWers cTaudapTa cboaHaqeHsl CNeqyiol il CNoBasin;

= rIAMEHAN OIHAYAET, H4TO MYHKT WK NOANYHKT 0SLWErD CTAMAAPTa WM COOTRETCTRYIOWETD JOMOMNH K-
TENLHOIS CTAHGAPTa NONHOCTLIC JAaMEHEHLI TEKCTOM HACTORALErND cTaHgapTa;

- @QONMIHEHWE — TEKCT HACTOALErD CTaHOapTa ABNASTCA JononHeaHdeM K Tpebomadwam obiwerd
CTAHOARTA MK COOTERTCTEYHILWENRD JONoNHATENEHOTD CTaHOapTa;

- AHIMEHEHMER — MYHKT KWW NoONyHKT obWent cTakdapTa Wik COOTBETCTRYIOWEND O0NCMHATETEHOTD
CTAHAADTA M3MEHEH B COOTBETCTEMM C TEKCTOM HACTOALLErD CTAHOApTa.

MoOnyHETEL, PACYHEA WA TaGNWUsl, KEOToDbIE ABMAKOTCA QONONHATENEHEIMKE K 3NeMeHTam obwero cTas-
OapTa, NpoHYMEepoBank HadvHan ¢ 201101, Oouako BCheacTBWE TOM, 4TO onpedeneéHkia B ofWwem CTaul-
OapTe NPoHYMEDOBaHEl HaddHas © 3.1 no 3,139, QononHCTeneHbIe ONDEIENeHHA B HACTORLEM CTAROapTE
NpoHyMepoBaHsl HavyuHaa © 201.3.201. JononHyTensHee Npunoxerka oboaHasers Oyksanme A48 BB n T 4.,
OONCNHHTENERBIE NMYHKTH — aa). bbyu T O.

MognyHETE, PHCYHEER W Tabnuysl, KOTOPRE ABNRAIOTCA OONONHWTENLHEIMIA K INSMEHTAM W3 JON0nHK-
TENLHONS CTAHOARTA, NPoHYMEpoEaHL HAYHHAA ¢ «20Ks, [O8 «Xn — HOMED JONCNHWTENSHOMD cTasdapTa,
HanpuMep 202 gna M3K 80601-1-2, 203 gana M2K 60601-1-3 4 T. a.

TephiH #HACTOAWMWE CTAHOAPTE S HCNONBICEAH ONA COBMECTHONR CObIMKEKM Ha 0BWWA cTaMdapT, nobsLiea
MNEAMEHMMEIE QONONHATENLHEIE CTAHOAPTE W HACTOAWMIA CTAHZART, BMECTE BIRTHE.

B cny4ae oTCyTCTEWA COOTBETCTEYKIWETD NYHKTA WKW NOGNYHKTE B HACTOAWEM CTARAAPRTE NDHMEHAWT
Baa HAMEHEHWA COOTRETCTEYIOWMI MYHET MNW NognyHET obWand CTaHgapTa uik NpEMEeHy Mond GononHETEs-
HO CTaHJARTA, O3HE SCMK OH HE PENeB3HTEeH; B HACTORLEM CTaHA3QTE YHAZAHL! YONoEWA HENDHMEHMMOCTH
Moo MyHETa WK NognyHETa oOWers cTasgapTa “vnv NDHMEHKMCTD JONCNHWTENLHOTDS CTaMgapTa.

201.2 HopMaTUEHbIE CCLINKK

MpUMeEsIoT NYHET 2 00Wers cCTadnapTa, 38 UCKMOoMeHHEM CIIeOyIoWwero.

Jariena;

[EC 60601-1-2:2007, Medical electrical equipment — Part 1-2: General requirements for basic safety
and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests?!

21 ZameHed Ha M3K B0601-2-2:2017 ola0enva MeguUMHCKAE 3NeKT peHeEckne. MacTe 2-2. MacTie Tpefosarvs Gaa-
CASCHOCTH G YHETOM OCHOBHLUE Gy HKUMOHANEHEIE XAPAKTEPHCTHE K BEICOKOHSCTOTHRIM GNakT PONARYREIE-ECHAM annapatan
M BRICOKDHECTOTHEN SNEKTROXHEYDITHECHAM NRHHEAMSEHOETAM:. OoHER0 ONA ogxossaqHone cofmogsHnA Tpefosarmi
HACTOALETD CTAHOAPTA, BEPAMEHHOIT B SaTHROBRHHOR CORINKE, PEROMEHOYETCR HENONLI0ESTE TONBKD YHIZAHHOS B 3T0R
CCLIMKE M3GaHHE.
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[PnekTpoannaparypa Meguudickan. Hacte 1-Z2. Obwwe TpedopankA K Gai0eci DEI0NACHOCTH M OCHOBHON
AKCNANYETALNOHHDON ¥apakTeproTige. Jonontaiowni cTAHAaRT. JNeKTROMATHKTHAA COBMECTHMOCTE, Tpebo-
BAHWA W WCNBITAHHA)

IEC 60601-1-8:2006, Medical electrical eguipment — Part 1-8: General requirements for basic safety and
eszential performance — Collateral standard: General requirements, tests and gquidance for alarm systems
in medical electrical equipment and medical electrical systems (Magenia MeEgWUMHCKHE JNEKTRHUYECKHE.
YacTe 1-8. Obwme Tpebopanda BEI0NACHOCTH C YYETOM DCHOBHER DYHKUWOHANBHEEY XapasTepreTy. Jonomn-
HATEMNLHEIA CTaHgapT. DOWwwWe TPEBoRAHWA, MCNBTAHWA W PYKOBOOALME YEIIAHMA N0 NPUMEHEHWID CHCTEM
CHTHAMNMIALWA MEJWULAHCKWE INSKTPHYECKHME HIOENHA W MEQAUWRHCKHY ANeKTEHYeCKHN CHCTEM)

150 1522312007, Medical devices — Symbols to be used with medical device labels, labelling and
infarmation to be supplied — Part 1: General requirements?! (YoTpoicTea MegMUuMHcEre. CHMBOMND!, MCNOMNB3Y-
EMBIE HA ARNEKAY MEOWUMHCEMY YCTOORCTE, NPY MADKAPOBKE W B NPEJCCTARNASMOA MHBODMAaLKA. YacTe 1.
Cewme TpeboBaHMA)

Lonanwenrue!

IEC 60601-2-2:2008, Medical electrical equipment — Part 2-2: Particular requirements for the basic
safety and essential performance of high frequency surgical eguipment and high frequency surgical accesso-
negt (Annapartypa anexkTprYackan Meguuuickan. YacTe 2-2. YacTuwe Tpefopanma K Gasoeol BeaonacHocTi
W CYLUBCTEEHHLIM XapakTEpHCTHEAM BbiCOROHACcTOTHON XMPYRrWHEcKkol annaparyp M BulCORIHacTOTHEIM K-
EYDrHHECKHM NDWCnocolne kam)

IEC 60801-2-27:2011, Medical electrical equipment — Part 2-27: Particular requirements for the basic
safety and essential performance of electrocardiographic monitoring equipment (AnnapaTtypa anekrpuHeEckan
MEQWUMHCKAA, HacTe 2-27. YacTheie TReDoBaHMA K OCHOBAM SEICNACHOCTH W BANMEIM pabOYKM XapaKTe -
CTHESM ANEKTPOKApIMOrpad iy eCyod KOHTDONEHOR annapaTtypel)

IEC 60601-2-34:2011, Medical electrical equipment — Part 2-34: Particular reguirements for the basic
safety and essential performance of invasive blood pressure monitoring equipment (Annapatypa MegHUmMH-
CEAR INeKTpU4eckan. HacTs 2-34. HacTHee TpebosaHda ¥ Be30nacHocTH annapaTtypsl 08 HHEAIKEHOMD KoM=
TPONA KPOBAROMD JaBNeHKA, BENIOYAR 28 OCHOBHLIE PaboHue XapakTepucTiKmM )

201.3 TepMmuHbI U onpegeneHUA

MpamasaHng — ANDEEATHRR YEI38TENE TEQMWKOE NPHESOEH B KDHWE HACTORLWEND CTAKOAPTA.

B HacToRWeM CTaHZapTe MCNoNk30BaHE TERPMAHE M SNpeJened|a, npHeedeHnke B MAK 60609-1:2005,
38 WCKMNIOHEHBERM CNeqyioLax;

JameHa.

201.3.63 MHOMO®YHKLMOHANBHBIA MOHMTOP NALUMEHTA; ME W3OENWE (MULTIFUNCTION
FATIENT MONITORING EQUIPMENT, ME EQUIPMENT ). MogynbHoE WNH NPE0sapHTENEHD CRoRDWIYpHMpo-
BAHHOE MAOENWE, NPEOHAIHSEYEHHOE ANA HaDMGOEHHA 33 COCTOAHMEM NALKMENT, MMEKCLEE He Donee oOHoro
nogknicdenua k MATAKOLWEA CETH, exmoyanwee Gonee oasors GPUIHONOMAYECKOMD MOHWUTOPHOMD
ENCKA, npegHazHadeHHore ONA NOAYYSHMs OUIKoNOrHdeckuy cirkanos ogruoro MALWEHTA. obpaboTik
ATHY CHIHANOE ANA OTOBpAREHHA PeaynkTaToR i DopMupoeanna CAMHANDE OMNACHOCT.

Lomansumenbieie onpedanasus.

201.3.201 MHOXKECTBEHHAR ©YHKUMWA (MULTIPLE FUNCTION): Mameperde Gonee oouors dmnan-
ONOTHYECKOnD NapaMeTpa oaMoi PABCMEN YACTLID.

201.3.202 YACTUYHbIW TOK YTEYKM (PART LEAKAGE CURRENT): Tow, npoTexamimia ot acex CO-
ENMHEHMIA C MALUMEHTOM EQWHHMYHON $¥YHKLIWKW PABOMEM YACTH ¥ ocTaneHeim COEAMHEHMAM
C MALUMEHTOM apyrvx EQMHWHYHBIX OYHKLUMIA Toh xe PABOYEN YACTH 1 #e npeiHasHade Mt 1na
PHIHONOMAYECKOND BO3JSWCTRWA,

U Zamenen Ha MO0 15223-1:2016 aMapenvs menuumHcsia. CUMann, MPAMBEHAS MR MK MAPEADOEAHWA HE M-
OWALMHCHAX WI0ENHAK, STURETHSX WM B CONPpOSOaUTENEHON doEyMadTaune. Macte 1. Obwwe rpebopadunn. DgHako gnR
QAHOIHAYHOD COBNKaeHnR TpefoBasME HECTOAWE CTEHAPTE, BLIPEMEHHOND B JETHPOBEHHON CORINEE, PERDMEHOYET-
CA WCNONL30EETE TONBKD YHAZEHHOE B 3TOR COBINMKE ManaHue,

U Famesod va M3K G0601-2-2-2017 «Manenn MeauMHCTe anexTpryecied. Macte 2-2. YMactiee Tpebosanvn Gedonac-
HOGTH C YHETOM OCHOBHED IYHELAOHENEHER SEpasTapHcTIR K BRICOHIHACTOTHRIM ANETRCRHMPYRrMHECEMM BNMEparam ¥ Beico-
KOHACTOTHEM 3NEKTROAPYETHHSCHAM NPHHAONERHOCTAR . THAEND ONA QOHOIHEHHOM cobNogEHWs TpeboeaHnR HaCToRWETD
CTAHAARTE, BEPEHEHHIT B DATUPOBAHHON CORINMEE, PEROMEHIYETOR MONONEI0EETE TONLKD YEIISHHIS B 5T CCRINKE HEGAHME.
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201.3.203 ®PU3MONOTMYECKMA MOHWUTOPHBIW BNOK {PHYSIOLOGICAL MOMITORING UMNIT):
Hacte ME MIOENMA, npeadaztadexHan ana chbopa vupopsausdy o chr3sonorsdeckoi| M) dhyHELK(AX) 4 a8
OEPADCTEA C UBNEH MOHUTODMHIE K, BOIMOEHD, OHArHOCTHHSCHHY LENeRA.

201.3.204 EQMHUYHAR ©YHKUMA (SINGLE FUNCTION): Masmepe Hie ogHOM GHIHonornd4eckon na-
pameTpa coHos PABOYEN YACTHRIO.

Mpumedadie — DUALONAOMHECKMMA NAPAMET DEMK AEMAKTCA TaMnepaTypa Tena, KT, KN oeixaHne (Mmne-
OBHCHLIA METOS), MHEBIMEHOE W HEWHESIVEHOS ORENEHWE KPOEK U T. O.

201.4 OBwue TpeboraHUA

MpUMeHzioT NYHKT 4 oflWero cTaMgapTa, 33 MCKIINHEHHEM CNeOyIoweno:

201.4.3 OCHOBHbIE @YHELIHOHANBHBLIE XAPAKTEPHCTHKW

201.4 3101 JononHumeneHee Tpeboeadua K OCHOBHBIM $YHELAOHANBEHEBIM XAPARKTEPHMCTIAEAM
DononrurensHse Tpeboeanikna £ OCHOBHBIM ©YHELIMOHANBHEIM XAPAKTEPMCT MEAM MHAOMD-
PYHEKUWMOHANBHBLX MOHWTOPOB MALMEHTA npragiess 8 NOONYHKTAX, YEAIAHHEX B Tabmage 201,101,

Tabnuya 201.101 — Tpaboeanws x QOCHOBHBIM ©YHELIMOHANBHBIM XAPAKTERMCTHAKAM

Tpebouarme Magnywse
Jawmura o1 papAga asthnbpunnATopE 201.8.5.5.1
SNEKTEOCHPYRrAHECKHE BMESATENLETES 202.6.2.101
JEOEPHEA BE3aMMOOSACTENA & oionx Hanpaenernysx 8 PACMPEOEN EHHOM CCTEME TPEBCH- 208.6.4.2

HOW CArHANM3ALIMI

201.4.5" JxpueaneHTHaA GezonacHocTe ME W3OENWA wnu ME CUCTEMbI

Hdononnesue:;

Korga WecsonbKo YacTHblX CTAHOAPTOR OAHoBpemMeHHo npumenanT Kk MHOMOOYHKUMOHANBHEIM
MOHMTOPAM NALUWMEHTA, sce cooTRETCTEYIOWME TREOOBAHKS ITHX CTAMJADTOR SONMHE DeTe coBnoge-
Hil. ECny TpefoBadMA YacTHeIX CTAHZADTOR NPOTHBODEYAT Apyr gpyry, aonsed BulTe npuseHed NPOUECC
MEHEQXMEHTA PUCKA ona onpedensHyA cTawdapTa, TpebosaHuA KOTopore NpMMeHims. MNpw atom KM3-
MOTOBWTENAM HacTOATENLHS PEKOMEHIORARO NO MEDE BOIMOMHOCTH 0TJa8aTe NpednoqTeHke TpeGosa-
HHMAM HACTOALLAND CTaHOapTa.

Ecnm TpafoBakMA K CHIHANHIALAW, YCTAHOBNEHHLIE B QPYTHE YacTHeX cTargaptax £ MHOMOEY HKLIA-
COHANBHBIM MOHMTOPAM NALWMEHTA, npotiaopedat TpeGoBaHWAM HACTOALWEN: CTaddapTa, 7o Tpedosa-
HHA K CHIHANM3ALMK, YCTIHORNHHBIE B HACTOALEM CTAMAARTE, NONMHE! MMETE MPHUODMTET MO OTHOWEHMID K
TpeSoBaHWAM Opyrvx CTAKAApTOE.

201.5 Obwwme TpeboeaHuA K vcneiTaHuam ME M3OENKWA
MpuMeHRIOT NYHET 5 08Wero cTadnapTa, 38 MokmoHdeHden crieayioweno:

201.5.4 Mpoyve YyCNOoBHA KCNLITAHKA

LiononHenLe;

Ecnu He yEaiaHo UHOE, TO WCMkTadue gonwsHo BeiTe npopegeqHo © NPUHAONERHOCTAMM, nepedinc-
NEHHBIMK B HHCTPYKUKA N0 TRARME HEHAID,

Ona ME M3AENHA ¢ BHYTPEHHWUM MCTOYHWMKOM MATAHIMA 8 Tom cnydase, eon peayNsTaT Mokl
TaHUi 3aBKUCKT OT HanpsseHka BHY TPEHHEND MCTOYHMEA NMATAHWMA, oenTadye 5onsHo GelTe BhINGN-
HEHD © NPAMEHEHHEM HawMeHes GnarcnpyATHoMS HanpAkedna BHYTPEHHEMD MCTOYHMEA MATAHKMA,
yvEasaHHuro WArOTOBHMTENEM. Mpk HecbroolMocTd ANS NPoBEdeHA HCTIRITAHRA MOMYT BbiTh WCNONB30-
BaHbl BHELUHHA AEKYRYNIATOD WNH HCTOYHAR NATIHWA NOCTORHHOND ToKa 4N8 ObecnaqeHyA HeobxXogrmong M-
MsTaTENsHoMo Hanpakesus (ca. 201.11.5.101).
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JHAYEHWA DENHYHH, HCNONLIYEMBIE B HCNBLITATENLHBIX CRXEMAX, BCNKW HE YEAIAHO HHOS, J0NMHE MMETE
MorpEWHOCTE, MPenenk KOTOPGR NPUBGaaHE: HIAKE:

- CONpOTHRNEHHA — 1 %;

= BMEOCTH — +10 %,

= MHAyKTOpOoR — 10 %,

= MCNBITATENEHBIX HANPAMEHER — +1 %,

201.6 Knaccudmkauymwna ME U3OENWA u ME CUCTEM
MpusiaHanT NYHET & oBWers cTaHIapTa, 33 MCKMOYSHUEM CRemysoweno:

201.6.2* 3awmTa OT NoOpaMeHWA INEKTPUYSCKHM TOKOM

Jamena nocmedHess napaspacha.

PABOHIME HACTH aomsHsl BulTe knaccuwdrurpoBads kak PABOYME YACT TWMNA BF wnk PABCOHME
YACTH THUNA CF o, 7.2.10 1 8.3 obwero ctadgaptal. PABOHWME HYACTH aonsHe GuiTe sNaccHUyMpoasa-
Hi kaK PABOYME HACTH C 3AWLMTOM OT PASPAOA AEGUEPMNNATOPA (oM. B.5.5 ofiwers cTangapTa),
I3 WCEMOUSHMER CRYYaR, Korga Opyron YacTHeA cTadgapT gonyceaseT PABOYME HACTIA Gea JALIMTEI OT
FAZPALDA OETCHUBPHMNNATOPA WNKM TEXHWYECKWE OTpaHMYEHHA NpenAaTcTEyioT paapadoTke PABOYMX Ya-
CTEWN C SALIMTOM OT PASPALA OECHMEPHMNNATOPA.

201.6.6 Pexusm padoTe

JamoHa.
ME WM3OENHE nonsus GeTe KNaccHdyynposado kax anenue gna NPOOOIMKHTENBHOMD PEXAMA
PABOTE! {cm. 7.2.11 obwero craqpapra).

201.7 MaeHTUMKALMA, MapKHPOBKa W AOKyMeHTauwa ME M3OENMA
MpustaHADRT NyHET T 0BWEer CTAH0ApTa, 38 MCKMOYSHWEM CNeyRUens AononHEHHA;

201.7.2 MapkvpoBKa Ha HapyMHkIX nopepxHocTAX ME M3OENWA wnu YacTtax ME W3OENKMA

201.7.2.2 MpeHTidMKau¥s

Honankenue!

Kawabit @M3WONOTMYECKHMY MOHWTOPHBIN BNOK, ecni oM cheMHblii, 0orsed BuiTe nOeHTHdK-
UHpOBaK CredyiowMmMe MapsHpoBKoR M Ropsaue:

a) Hanmexosanme MAFOTOBMTENA wnu ero ToBapHBIA M3k,

b} oboaHaseve MOOENW NOCDSOCTROM HAWMEHOBAMMA MOOENH, MK HOMEPA, MNK SYKBEHHOND OD0IHEYEHKHA;

C) CEpHRHRR HOMEED,

d) gnAa npuHagnexdoctel PHIWONONAYECKOID MOHMTOPHOMD BNOKA: ko napTHE, CHMBOMNE
5,14, 515 1 5,16 no MCO 15223-1, ecniid NEHMEHMMO.

201.7 210 PABOYHME HACTIA

Aonanexue!

Ona exoanex coeavuurenai ¢ NALUMEHTOM v ana NPUHAONEXHOCTENW MHOMO®YHKLUMOHANL-
HblX MOHWTOPOE MNALWMEHTA gon#He OwiTe NpHMEHEHE CNeqyoWHe JononHATenbHEEe TpebopaHuA «
MapKHPOBKE:

a) kAot coeguinTens COEQWHEHWMA C NALIMEHTOM na PABOYEM YACTH nonses aMeTs map-
KHPOBKY GNA WOEHTHEWEALWA COOTEBETCTEYIOWEA KL

Mpumasadwne — Hanpamep, TAXMMEA GyHELARME MOryT Boite KT, JET geixanve vny TEMneparypa;

by* NMPAHAONERXHZCTIA ME M3OENHMA (ranpunep, KABENK NMALKWEHTA, NMPEOBPAZOBATEN
HNH DaT4MER), HE JalWeHHsE oOT paspAda gedwbpunnATopa, onEHsel DeTe MAPEHpoOBRaHLl cHMBonom 10
Tabnuue 0.1 npdnoxedna D obwero ctaxdnapTa [oM. Taoke 201.7.9.2.9.101 &)).

201.7.9.2.5 MHCTPYKUMK MO 3KCNMYaTaL|K

Lomanseruve:

2017922101 DononHUTeNaHBE HHCTEYELHA N0 MCNONbI0BRHWED

MIHETPYELLMIA MO 3KCNNVATALWA JON#HE BEMOHATE CNEnysues:

Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 9/40

CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-60601-2-49-2018


https://gostexpert.ru?utm_source=pdf&utm_medium=58814
https://gostexpert.ru/gost/gost-60601-2-49-2018?utm_source=pdf&utm_medium=58814&utm_term=page

MocT P M3K 60601-2-49—2018

a) MPEOY¥CMOTPEHHOE NPMMEHEHME ME M3OENWVA, exnicyas yoNoBHA IKCNNYATALMMK,

&) npumeneHre ME M3OENKMA ona eoHui NnalkesTs,

o) MHCTpyELMK no nogomoseHie NMPOBOOA BhIFPABHWMBAHKA NOTEHUWMAIAS, ecnu 370 NpAMEHKRD,

d} gocTarcdEyio MHDODMaULKK (M HOMED THNE, 8cnd 370 Heobxogrmo) ANA HEeHTidrkaunn NPUHALD-
NEXMHOCTEW, Takux kaxw KABENM NALMEHTA wim NPECBPAIOBATENK, KoTopble NonHsl BTk MCNOMNE-
I0EAHSLI ANA COBCNeHEHKS 3AWMTEL OT paapAna AshubprnnsTopa W OT Ceoros,

) Mepel NPeJSCTOROMHOCT NDH MCNoNs30Bad@sy fedubprnnatopa Ha MALWMEHTE: cnucaume Torg,
Kak paigag gechHbprnnaTopa snvAeT Ha ME WM3OENWE,; npegynpexieHde o TomM, 470 gna obecnedaHHA
JAWMTE o7 paspada JedrBpunnATopa HEeoBxodWMs HCNoNeLI0BaTe yEadadHwe WITOTOBMTENEM MPH-
HAONEXHOCTH, sxniovas KABENK MALKWMEHTA u NMPECERPAICBATENK. Donkkel OeiTe NpeaccTasne el
creudguianl (Mnn Homep Tina) Tasux NPMHAONEMHOCTEW. Mepk NpeaocTopoHocTH, KOTOPLIE He-
OEXOOMMO NPWHATE, BCNK Kononesoeade NMPHHAONEMHOCTH, mapkvposannee no 201.7.2 10 (kag #e 13-
WM HHEIE OT pazpana gedubprnnaTopal;

fl yeegomnerre OMNEPATOPA o sockienero o, veseer jw ME M30ENME BeTposHHble cpedoTia, He-
OEXOOMMEE ONA 3awuTe MALUWMEHTA oT oxoroe npy Hononke3oeadkn BEICOKOYACTOTHOMD (BY) XHMPYP-
MAHECKOMD ANNAPATA . DonsHil GbiTe DaHe DEKCMEHAALKMA OTHOCKTENBEHO pacnonoseHda INEKTPOOOB
w MPEOBPAIOBATENEM 1 T. 4. C UENbI0 YMEHBLLIEHWA CNACHOCTH CHOMOE B cny4ae dedexta HEWMTPANb-
HOMo JNEKTROOA BY XHMPYPTWHECKOMD AMNMAPATA.

Mpumedadie — oHEWTPANBHbLIA SNEKTPOO: & aadHoM Criyyas TEpMAH, onpaaenedHwi e MAK G0601-2-2;

Q) BelGop M NPHMEHEHNE ONPETENEHHEIX MPYUHAONEXHOCTEW;

h}* pelosmeHdaUHd W ONKcaRWe Npouedyp npoaepok pabotocnocobHocTd ME WM3OENHA w NMPKUHAL-
NEXHOCTEM, nporogumbx exeguesko (OMEPATOPOM) M No pacnvcaHuio (Kak 4acTe TEXHUHECKora ofcny-
HUBAHKA). AKLEHT JONHeH BeiTe caenad Ha Tos, kak ONMEPATOR MoseT NpoBEpUTE BA3YANBHEES KW ABYEOBLIE
CHMHANB OMACHOCTIA,

i) oedTHdkaumo gpyrug SU3HUONONrMYECKHX MOHWTOPHBIX BNOKOB ME W3OENMA, npeaoxa-
IHAYEHHBIX OA WCNONLIOSIHWA]

|} HACTpOWKW MO ysonNuadue (Hanpduep, YCTAHOBKKM CHUMHANM3AUMK,. NMPEOBAPHMTENEHBIE
YCTAHOBEW CHMTHANWM3ALMK, pesunsl paboTsl M HACTEORKK dvneTpal,

K) NpoCThle METOOL DEeWeHna NpoENen, © NoMOoWED KoTopex OMNEPATOP MOMET HARTH NEMYMHY, M3-33
KoTopoi ME M3OENWE ©yHELHOHUPYET HENPaBHNbHD,

I'F'|:| HMEYaHHE — 370 OTHOCWTOR K CNOMHOSTRM B SECNYETAaUAH, HO HE K TEXHWHECEMM Hamnanagram,

[y paneHeiwyse akcnnyatagme ME W3OENWMA nocne nponagaqsa HANPAXEHWA MATAKLWEWM CETKH
Gonee Jes Ha 30 c{cu. 201.11.8);

M} pexoMeHIaUMK Mo NpegnodTrTensHbik YCTAHOBRAK CHUMTHATNMIALUMIA W onddrypagssm Cl-
CTEMB! CUTHANMM3AUMIA, korna NPEOYCMOTPEHHCE NPMMEHEHME nogpaiyMeBaeT MOHUTORHHT CO-
croRHrA MALWEHTA Ges nocToRHHOMD NprcyTeTEMA OMNEPATOPA;

n} NEpoueoypy HACTRONEM, KoTOpas nosponAeT nepeactuTe CHIHAN OMNACHOCTA B HHERTHEBHDO-
BaHHeEe coctoAarua (CHMMHANMIALIMA NPUMOCTAHOBNEHA, 3BYKOBAH CHUMMHANMIALIMA NPWMOCTA-
HOBNEHA, CHIMHARNW3ALIMA OTENMKOHEHA, 3BYKOBAR CHMIHANWIALMA OTKNKOHEHA), o dyHKuymo
CEPOCA CATHANM3ALIMIA & pexam grcTaHynorHD ynpaenasna (cu. 208 6.11.101), ecnn 310 NpeaycMo-
TPEHD!

o) onWcanue Tor, kak oTemoduTe CHMHATBL ONACHOCT wa-3a soaddeHoBaHns TEXHMUYECKAX
TPEBOMHBEIX CUTYALIMK, korga gatyuid, 30HO4E WM MODynK oTknodeds OTEPATOPOM HaMepenHo.

201.8 3awmTta or ONACHOCTEMW nopameHHA INEKTPHHYECKMM TOKOM
ot ME M30ENKA

MPUMEHSIOT MYHKT & oflWero CTAKOADTE, 33 MCKMHeHHEM CNeayIowen:

201.8.3 Knaccudpurauma PABOYUX YACTEN

Jarena NepayUCTERURA C):;
c) PARCHAR HACTD, He noonagakKwas nog ongefeneqye NepeLucneHya a) iy bl aonssa Oemes PA-
BEOYEM YACTBED THUMNA BF unu PABOHEN HACTHKD THUMA CF.

B
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201.8.5 PaapeneHye 4acTewr

201.8.5.2.3° OTeegendn NALWMEHTA

Hamankenue!

Nxbo# coeguHWTENs, NPEAHAIHAHEHHEIR ONA ANEKTRWYECKMX COROMHEHWR C oTRenernem MALIMEHTA,
KOTOPLA HAXOOWTCA Ha KOHUE OTEEOeHWA, yoanavHom of ME M3OENKMA, gonwed DuTe CHOMCTRYMPOBEM Ta-
ki 0B pazom, HToBbI YEAZEHHAR HacTh HE MOMMa NPHMX00ATE B KOHTEKT © 3BMNEH KN SNacHEIM HENDAKSHAENM,
korga apyrve COEAMHEHMA C NALMEHTOM Toi we EOMHWHSHOM @YHELWK wnw MHOMECTBEHHOMW
SYHKLIMW atoi xe PABOYEN YACTI naxonatca B kouTakte o MALMEHTOM. Ona PABOMIAX YACTEW,
uMeowmnx Heckonsks COEJWHEHWA C MALMEHTOM, niofoll coeguHMTeNs OTBEOEHMA, MMEIOLMA anek-
TpHYeckre coedduerna ¢ ME M3OENWMEM, oonwed cOOTEETCTEO0BATE OOHOMY W3 CNEqYEoWKE TReDOBaHKA:

- BOAOYLUHEIA 33300 MEHDY KOHTIKTAMK COBOWHUTENA M NNOCKON NOBSDRHCCTL OCMHEH SbiTh HE MEHEE
0.5 saM; 1M

= DOA¥HE GBiTe COBMoEeHsl Npeaent: nonoro TORS YTEYEW HA TALMEHTA ME M3OENKMA, sxiasawn-
HEE BHEWHAM HanpaeeHien Ha COEOMHEHWK C MALUMEHTOM [cw. B.7 « Tabnquy 4 obwero ctangapta),
MpK WaMmepeHnn mexny pasnyHseiad EQVHWYHBIMA $YHELLMAMA (oM. prcysor CCU3).

201.8.5.5 PABOYME YACTK C 3ALLWTON OT PA3PAOA OEQHMEPHMNNATOPA

201.8.5.5.1" 3awwWTa oT pazpana gedubpinnATopa

Lofankerue ¥ nepeyucimeru a).

- Hencnonsayemen COEQMHEHWAX C NALWEHTOM mobuix apyrux MHOMECTBEHHBLIX ¢YHKLLAK
ToW we PABOHEN HACTH.

Jamema nepeyuciesus b)

Mocne poagercTadA HanpAxeddA Jedudpunnaropa ME M30ENWE aon#He Bo3acbHOBHTE HOPManNLHYIO
paboTy 3a spewmA, He NpeEewEaniwes 15 ¢, Gea avewarenscTea ONEPATOPA, 3a MCKNOHYEHEEM CNy4Yan, Kor=
03 gpyroe BpemMa BOCCTAHORNEHHA NPEQYCMOTDEHD DPYTHMA YacTHeIMK cTadgapTamu. ME M3OENWE oons-
HO BOIOBHOBHTE HODMANEHYIC paboTy B NPpedsioywes pexune, Des notep yoradopox OMNEPATOPA wmk
COXpaHEHHLIX JaHHBX, W COOTBETCTRoBATE Tpebosawuam OCHOBHOW BE3OMACHOCTH w OCHOBHBIX
TYHEUWOHANBHBIX XAPAKTEPWMCTHE.

Ldonankerue:

aa) ME M3O0ENWME ponsmo OwiTe N0 HANPEEaHEEm MM WCNETaHWAX B cHndasdos v grpdeperym-
AMNBHOM PEKAMAX,

201.8.7 TOKM ¥TEYKW » JONONHATENBEHEIE TOKK B LENKA NALKWEHTA

201.8.7.1 Dbwpe Tpetopadda

Hononkenrue!

201871101 HACTHVMHBIE TOKW ¥YTEHKIA

HACTHYHBIE TOKK Y TEMKA PABOMM X HYACTEW nomeHE cOOTBETCTROBATE CNENYHHLMM TReSoBaHKAM:

a) HACTHUHHBIA TOK YTEHKK PABOHMX YACTEW TUMA BF

B HOPMANBHOM COCTORHMM YACTWYHEIM TOK YTEUKKM He gonsen NpeBLIWATE aHaYeHHi J0-
MONHATENBHOMD TOKA B LEMM NALKMERTA, vikasansHsix B Tabnkde 2 obwero cTaddapra ang PABOY X
YACTEWM TWNA BF. YCNOBWA EAMHWYHOMD HAPYLLEHWA, yraianusie B B.7.2 ofiero cTaHpapra, He
MPHRMEHAKDT NDH 3TOM WCNBTAHAME,

HACTHMHHbBIM TOK ¥YTEYKK PABCUEN YACTH TWUNA BF gonwes Beme vamepen meway moboi QOOW-
HOYHOW @YHKUMEM v octanetbmd OOWHOYHBIMKA $YHKLMAMMW Toit we PABOYEN YACTM nooyepea-
Ho. Boe COEOMHEHWA C NALMEHTOM gon#Hel GoliTe COS0WMHEHL BMECTE.

Coomaemomaue noo0mesp» aemcs MEM, Ym0 UIMEDERHBIE MOXU HUME INIYaHUL, YEaIFHHEX 8 ma-
finuye 3 ofweso cmandapma dns JOMONHKTENBHOM TOKA B LEMK MALMEHTA PABOMIX YACTEW
THIMA BF ¢ HOPMARNBHOM COCTORARMK. YCMOBMA EQMHYHOND HAPYIWEHKMA, yrazamssie a 8.7.2
plEad cMandapma, He NOUMSHANNT! DL IMOM UERBITIENLL.

b) HACTHUYHBIA TOK YTEYKIA PABOHMX YACTEW TWUMA CF

B HOPMANBHOM COCTORHMA YACTUYHBIA TOK YTEYKM He acnweH NpeBLIlLATE aHaYeHui 00-
MONHATENBHOMD TOKA B LENMKM NALKMEHTA, yrasanHsix B Tabnkue 3 obwero ctadaapra ang PABCOY X
YACTEW THNA CF.

Ona PABOYWX YACTEW TWMA CF YACTWUYHLIE TOKM YTEYKK gonsHe GuiTk NOOYEPEOHO MAMEDE-
Ml MEsOy kasaen COEQWMHEHWEM C MALMEHTOM OOMHOYHOM $YHKLIMIKA 4 ocTanssbitan OOWHOH-
HilMK ©YHELMAMEK. cosavHe HHbikE BMECTE.
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Coomaemcmeave nodmeemadasmcd Man, Yo UaMepetHae MOoKY HUNE IHaYeHUD, YRaIaHKHbix & ma-
fnuue 3 obwezo cmandapma dna JOMOMHMTENLHOMD TOKA B UEMH NALMEHTA PABOYHX YACTEW
THMA CF & HOPMAMBHOM COCTOHHMK,. YCONOBMH EAQWRMSYHOND HAPYIWEAMH, ywasanime @ 8.7.2
ofiyeso cmandagma, He TPUMEHRION NPL 0 HCTITIEHUL.

Mpumedadie — Cw npaMepsl KOHGUypaunia B npanoseqan CC.

201.9 3awmMTa oT MexaHuveckux OMNACHOCTEWN, coznaBaeMbix
ME W3OENWMAMKW w» ME CUCTEMAMM

MpumersioT nyveeT 9 obwero cTangapta.

201.10 3awmra or ONACHOCTEW so3geiicTEMA HEXeNaTeNnsHOro
MK YPE3MEPHOTO MINYYEHHUA

MpumersioT nydkT 10 obwero cTangapTa.

201.11 3awmMTa oT 4pe3MepHbIX TemnepaTyp v apyrux ONACHOCTEW

MpumersioT NyHET 11 oBlwern cTaHgapTa. 38 HCKNICYEHRERM CRENYWEnD:

201.11.6.5° MNpoHyEaHKe Bodsl wik TEepoeE YacTry 8 ME M3DENWA » ME CHCTEMBI

Dononuvetie.

NEFEHOCHBIE TPAHCNOFTHRYEMBIE ME M3OENWA wnk Yactk ME M3OENWA, koTopsie npogon-
*a0T hYHELWOHWDOBATE NMOCNE STOENEHAA, O0NKHE GbiTh CKOMCTPYMPCOEaHE: TaMM 00pazom, JYTobsl B Cily-
HAE YTEYEW HMOKOCTH (CNyYaiibie CMaqMBaHnA) He Boadnkano OMACHBIX CHMTYALUMK o npoxvkHOBEHMA
HHOKOCTIA BHYTDb.

ME M3JENWE aonsHo coOTEETCTEOBATE TREboBaHMAM INEKTPUHECKOH NPOYHOCT H30NALMK, yRa3aK-
Hieibd B 8.58.3 oBwers crasgapta, i TpebopaHMaM HacToRALWLErs CTasgapTa.

Coomaemcmeue mpelosanui Npoeepsiam credyiowun UCisimanuem;

Mowmewarwm NEPEHCCHOE TPAHCIOPTHEYEMOE ME M3OENHE unu sacme ME HMIOENHA & vau-
MeHee asizoduoe nonowenue HOPMATTEHOW 3KCMNYATALMM. Modeepzarnam ME M3OENWE uckyccmeen-
M ccadkas © pacxodon 3 MAMLUE, Nadaowuid SepmUKansye ¢ aeicomed 3.5 M Ha sepxiorn Yacme ME
H3OEMMAMA, @ mevenue 30 ¢

HonsnmamensHoe yempodemeao NoKkazano #a pucyrre 3 MK 60525,

Mowem Oeimb vchonbiceano mepawdaowes yempolomao dng ofecieyesus npodamswuimensHocy
LICTBITaHLA,

Cpazy nocng J0-cekyidkoso aoadelomeln ydammom eddusyo amnaay Ha KOPMNYCE.

HenocpedcMEaHHD MOCTE ONUCANNLIX BLILLE UCNLIMaHUD Tposepmom [Myman aoMompal, sma mobas
@oda, komopans nonana & ME HIOEMAE, ne mowem ompuyamensHo enuame Ha OCHOBHYHD BEZONTAC-
HOCTE ME M3NENMHA. Nposepaom, sma ME H3OENMHME spdepsueaem Coomasmomayioute densimaHus
an&xpmpuw&m:}ﬂ ApOHMoCmy wsonAauuy {ca. 8.5.3 obwezo cmandapma) u He eoanukaem NTACHBX CHTYA-
LiEAi.

Mocre npoeederUR 3Mas0 ueNeLMaKuR ydocmosepaom, umo ME H3OEMNWE coomaamomayem mpabo-
E3HLUAM HACMOAWESD cmandamma,

201.11.8* Npepuiadve nuTanua/MMTAKOLWENW CETW ME M3OENWA

Hononwesins.
Ecnu Hanpamerse MATAOWEW CETW ME M3OENWA Gwno npepeado Ha 30 ¢ HNM MEHEE, HACTPOMHKNA
ONEPATOPA pe 0omsHsLl MIMEHWTECA M BCE COXpAHEHHBIE paudee TTALMEHTA DomsHbl BeTe Q00T NHEL

MpopuMmeuyaHne — ME M3OENWE mawmer He paBoTarts NpM NDEPRIESHAN Hanpawmaqna TTMTARWER CETK.

Coomaemcmens MpOeEDROm npoaepxol peslira pabomes ME MIOEMAA, wacmpoex CITERPATOPA u
COXPAHEHMEX JaHHBIX DU NPepeEasUl Hanpawxesus MHTAKLWEW CETH na epema om 25 do 30 ¢ omkmo-
sesligs WIHYEA MHTARHKA,

Ecnu sHanpsasesue MATAKLWEWN CETH npepeisaeTca Gonee dem Ha 30 ¢, NOCNEOywes dyHKLNGHK-

pOBAHEE QOMHHD ObiTh OOHIAM K3 CHEOYHLLKE.
2]
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- BOABRAT K HacTpobkam VAFrOTOBMTENA no yMonHasmio, }
- BOIDPAT K NPEHHAM HACTRORKAM MO YMOMaHmio, coenadHet OTBETCTEBEHHOM OPTAHMBALIMEN; wnin
- BOIBDAT K NOCREIHKM HCNoNBICEAHHEBIM HACTRORKaM.

Mpumadadwe — Ons OMNEPATORPA moryT BhiTe NEEOYCMOTREHE CREACTEE ONA BRISOPE OOHOM MW Bones 13
ShILLENE fESHCTNEHHbIE BEPUAHTOE.

COommasmoimaus NoogeDaam By LLONATEMbLIRL LCTEIMaHUARL,

Ecnu ME M30ENWE conepsut BHYTPEHHWUHA MCTOYHWK MATAHMA 1 sanpasexue NMATAKDWEW
CETW npepeaHc, 7o ME W3OENWME ponxHo npogonsats @YHKLHOHHPOBATE B O0bIMHOM DEmHME NYTEM
ABTOMATWHECKONS Nepekninseqra Ha pabtory or BHYTPEHHETD WMCTOUHMEA MWTAHMA, npw atom pe-
#im pabotel, Bee HacTpolekd DMNEPATOPA W coXpaHeHHbIE DAHHEE HE DOMHKHEl HAMEHATRCR. SHeproche-
pEFAIDWHE MEDL MOryT BulTh NPAMEHEHLI NDK YoNoBHK, 4TO ME M3OEMNHWE npogon#xaseT cooTBETCTBOBATE
HACTOALEMY CTAHZAPTY.

ME W3OENWE pgonsHo BrayansHo HHAWWKpCoEATs paboTy o BHYTPEHHEMO MCTOYHMAEA MIATA-
HIAA.

Coomeamcmaus Npoaepmom NYMEeM Npepeieaqus Hanpaxenus TTHTAIOWEN CETH u nadmodenus
moeo, Ymo Hacmpodky CITEFPATORA U coxpanalHele Janbise He U3MeHLnuce, Mo HopMansHas paboma
NOOGEMRASMCA U YN0 UMEemMCcR ausyantnan ubdurayus pabomesl ME M3OENHA om BHYTPERHEND HC-
TOSHEKA NMHATARHA. Nepexmovament on-off Somses oomasambecs 8 NOTCHENLL 0N (GRTYENO].

Honanserue:

201.11.8.101 JawmTa oT paapadks Gatapex

ME M3OENMWE npu nTaniia o BHYTPEHHEMD MCTOYHKMKA MM TAHWMA He gonkHdo coagaeates OTAC-
HbIX CUTYALMIA ans MALIMEHTA., korga yposeHs 3apafa Gonslue Me moxeT nogaepsueate HOPMANb-
H¥H» 3KCNNYATALWMKS ME WM3OENHA (caa. 201,154 .4 101). Npw atom ME W30ENWE aonsko doopeampo-
pate TEXHHUHECKY KD TPEBCHHY D CATYALIMKZ, sudopsrpyiowsya OMNEPATOPA O COCTORAHWA Da3nAgKiA,
H BLKFANATECA KOHTPONKPYEMEIM 0BDaI0oM, KaKk ONWcaHo Janes

a) ME WMIOENWE gonwko dopmuposate TEXHWYECKYHD TPEBOMRHYHD CATYALMED He MeHze Yem
3a 5 s ao Toro, kak ME M3OENHE Goneuwe He CMOMeT Gy HELMOHHUPOBATE B COOTRETCTEWK CO cneyxdika-
yrein M3rOTOBWMTENA npk nutasdu ot BHY TPEHHEND MCTOYHHMEA MMTAHA.

Coomasmcimaus RDOSE0AINT Gy HKLUUOHANTENEML UCTbIMaHLAML.

b)* Koroa ypoBeds 3apAga BHYTPEHHEMS WMCTOYHMEA MATAHKMA Ttaxkoe, 4To ME M3OENWE
DonblUe He MOKeT YHELHOHMPOBATE B COOTESTCTEMM Co cneyudmeaumen MIrOTOBMTENA, ME M3-
OENWE AcnHO BRIEMCYMTECA TakMM 0BpasoM, 4ToBw He cosnasate OMNACHBIX CHUTYALKMKM ana MNA-
LUHMEHTA.

Coomaamamaus npoeepam npu pabome ME MEOEMHS am BHYTPEHHEND HCTOYHKHKA NATA-
HME L R L LOHANEHEIML LCTBTEHURAL.

201.12 TOMHOCTE OPraHoB YNpaeneHua U HAMepPHTENkBHBIX NPpUBOPOE KW 2aWKTa
OT OMNACHbIX 3HAYEHHH BLIXOAHbLIX XapakTEpHCTHK

MpusenanT NyHET 12 obwers cTaHZapTa, 28 MCKNKOHYEHHEM CNenyHLLEro:

201.12.3 CHcTeMbl CHMHANMAALWA

Hdomansenrue!
ME W3OENMWME ponsso Geite obopyposadHo CHUCTEMOW CUITHANM3ALMM, kak ykalaHo B nyH-
kTe 208.

201.13 ONACHbIE CHUTYALMW n ycnoBuA HapyLWeHWA

MpuseHAnT NyEeT 12 obwers cTavgapTa.

201.14 NPOrPAMMMPYEMGLIE 3NEKTPUYECKWME MEOWMUMHCKWE CUCTEMbI
(PEMS)

MpuseHaoT NyHsT 14 obwers cTasgapTa.
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201.15 KoncTpykuywa ME U3OENAWA

MprrmersioT AyHET 15 oblero cTaHOapTa, 38 MCKMToYEHREM CNEDYIoWETo:

201.15.4.4 MronkaTopil

LononHenie;

201.15.4.4.101 MHgukaTop padoTe BaTaped W COCTOAHKA JapAga barapew

ME WM3OENHE goneHo BMavansHo OTOSpEHaTe CBOE PYHELHWOHKWpoBaHWe oT BHYTPEHHEND WMCTOY-
HHKA MATAHKWA, 33 vcknmoderren cny4Han, Korga oo OYHELHOHMDYeT MeknksuTensHo of BHY TPEHHED
HMCTOMHMEA MTATAHIAA.

ME M3OENWE ¢ BHYTPEHHKM MCTOHHWEOM NMUTAHIMA gomuiHe BUayaneHo oTobpasars ooTap-
WHACA 3apag npy gyHELMOHWpoBaHdK of BHYTPEHHEND MCTOYHWEA MATAHIAA.

Coomeaemcmele APoEepaam OCMMTDOM U UIMEDSHLIFMLL

201.16 ME CUCTEMbI

MyHET 16 0BWeros CTaHZapTa He MPHMEHEAB.

201.17 nekTPOMarHNTHan coBMecTUMocTs ME W3OENUWA u ME CUCTEM

MpuMessioT NyEET 17 oflWerno cTaqiapTa, 38 WCKNoYeH s CReayiowens:
G, nyrer 202

202 3NeKTPOMArHWTHaA COBMECTHMOCTE. TpeDOBaHMA M MCNLITAHKA

MprMensioT MK 60601-1-2:2007, 33 WCKNDYEHHEM Cnedyiowens:

202.5.2.2.2 TpeGosanra k ME M3OENMAM u ME CUCTEMAM. 0TAMYHbIM OT TEX, KOTODLIE NPEIHIIHE-
YEHBl AMA ACNONEACEAHKE TOMNBKD B IKDAHMPOBAHHOM NOMELLEHAK

Dononnesis.

MHOTMOEY HKUMOHANBHBIE MOHWTOPBI NALMEHTA. i vx NMPHHAONERHOCTH He gonmie c4m-
Tateca ME M3OENWMAMKM MAZHEQBECTIEHEHWA.

202.6 3ANEKTPOMATHUTHAA COBMECTUMOCTb

202.6.1 ANEKTPOMATHWTHAR 3MACCHA

2026.1.1.1" Tpebopauus

Hononyesue:

MoovneHEE 4 NpegsapuTensHo choHdUrypupoearHeie ME MAOENWMA ponmHe BaiTe HONBITaHLl & MaK-
CHMaNsHEIM Yacnom PUIHNONONMHECKUE MOHWTOPHBIX ENCKOE. Boe ykazaddwe SHAINON0ONAYE-
CEME MOHWMTOPHBIE BENOKKW gon#ie BolTe MoNbiTakol. [NpegcTaprTensHsle obpaiuk KaOoro ceMencTea
KABENEM MALUMEHTA wiwnk MPEOEPASOBATENEN ¢ aHanorMysoi KOMCTPYKLMEN, NEREYMCReHHEE B
SECNMYATALWMOHHBX DOKYMEHTAX, ponkHe OpiTe HCNBTaHE BMECTE ¢ COOTRETCTEYRILMK T IMON0-
MAHECKUM MOHWTOPHBIM BNOKOM.

202.6.1.1.2 Vicnetaken

al* Kabenu MALWEHTA

Jarana;

ME H3OEMAA domwes Saime vohsimans ¢ kabenamu [MPEQEPASCOBATENER u KABENAMY MALIH-
EHTA, wrazannpiviy M3FOTOBHTENEM, co acemu kabenamu CHIHANLHEX BXOOOBBEXCIOE (SIE/
SOP), nadsnmoverHesy & ME WISOEMHD fom. pucydkd 202707 u 202 102}, Mo amor pacomoauua Maxdy
cacbodiitin konyol SIFYS0P-kabened U monoM (2az2eMTEeHHO0 MoGeDXHOCMbD) dadsiks Deims 2 40 om. Eciu
H3ANOTOBMTENE yxazmeaem KABEMM MALMEHTA unu kafeny dna NMPEQEPAIOBATENEN paxnuakod
AMuHE, Moneko odun npedemaaumensisl ofpasel damses Seime UCTBIMAaK.

RC-Lenouy fﬂp. RD,:I U MEmanauyeckyis nnacmusy {61, npedcmaanemibie Ha pucyrke 202102, we uc-
TSMbIVIOT TEL UCTBITIaHLAX Ha ANeKMDOMESHUMHKI0 JMUCTLI,

10
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i) ’,—'"— Prmmpu & urpe

ATA A & 7

=

f carepsd k2fenk (Bond npreednsa); F — kafens CHrHANEHOM paxoga; J — £Tan 23 MA0NALKDHEGTE RMETE R
§ — pontaryemas ME WAOENWE, § — paanven e safend BLOO BT CHrana o nogenoderrssg NMPECEPAICEATENAMA,
OATUMHAME 1AW S0HAAME [ECOH NEAMEEI R B NMPEQEPAICEATE DL, pamrank ane doHg; 7 MRMTETOE [EERE TEd W EHE e
[AIpanuprean ¥, scnn neafeoanaa, ceafmen HUNETDAMA HEIHE YACTAT GNS ¥MEHBLEHAS BNAAHAE DA0MO%aETOT)

Pucynor 2021017 — YCTHHOBKS ANA ACTEITEHNR HE HABOOMMYHD 1 PEOACHECTOTHYHD SMUCCHHI
1 HE NOMEXOYSTORSHEOGTE © HENpoBoOSWER PABCHEKM YACTEED (ow. 202.6.1.1.2)

Passers 5 vwerpes

1 cereaor gafane, 2 eafene CHMTHANLSHOMD BXOQABRIXNOOA (SIP/EOPY, 3 — orinm M #30NAUHGHHDIT W ETEprana

4 — ponmryewss ME MAOQENHE, § — MHOMECTEEHHWE COEQMHEA WA C NAUMEHTO M. KABENKH NALUMEHRTA

T,

B = mMBTAnnAeeCcKan nnacTrs; CF 230 Ny, |'1‘r_ 510 Om
MNocregoeatensHoe coeguHeHws O v B, MuuTipyar Tenoc NALKMEHTA

PucyHor 202,102 — Yoradoeka AnA MCNkITaAHMA Ha HEBOOMMYHD M PEOHOHACTOTHYE SMHACCHIO
H HA NoREYCToRYREDCTE Npw COEAMHEHIKM C MALWMEHTOM [202.6.1.1.2 a))

1
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202.6.2 NOMEXOYCTOWYHMBOCTE

202.6.2.1.1 VcneiTaTenkHee YPOBHK NPW MCTLTadKuax sa MOMEXOYCTOMYUMBOCTE

Dononnesis.

MoayneHee @ npegeapHTensHo ckoHdUrypupoeanHee ME MIOENHMA gonsie BuiTe ACNBTaHsl © MaK-
CHMANBHEM Ydcnos PUSACNONHECKHE MOHWUTOPHBIX ENCOKCE. Boe ywazadHwe DAIAN0ON0NAYE-
CEME MOHMTOPHBIE BENCEKW gonskie GelTe MoNbITavsl. [NpegcTasdTenesHsbie obpaiukl KAO0ro cemMencTea
KABENEWM MALUWMEHTA witnk NMPEOEPAZOBATENEN © aHanorvuHoid KOMCTPYKUMEN, NEDEYUCNEHHBE B
SECNAYATAUMOHHBX DORKYMEHTAX, nonkHe OeiTh HONWTARE BMECTE ¢ COOTRETCTBYRILWMK S IMON0-
MAHECKUM MOHWTOPHBIM BNOKOM.

202.6.2.1.10 KpuTepyn cooTEETCTBWA

HononHesue:;

ME M30ENWE gonkKo CooTEETCTROBATE TpeboaaHMAM MIK 60601-1-2:2007, 3a nckno-asHen ciiydan,
KOROA B ADYTHY Y3CTHEN CTAHOAPTAX YEIAIAHE KOHKPETHEE KPUTE DMK COOTEBETCTEMA ANA JaHHOM NogNyHETA.
Pucyror 202101 npumessioT.

202.6.2.2 SNEKTPOCTATUHECKKWE PASFAOLI

202.6.2.2.1 TpeGosaHMA

LjononHesLe;

ME HM3IOENHWE moxeT nokaiaTe ppemelnoe ¥YXYOQLWEHWE (KAHECTBA d¥HEUWMOHWUPOBAHKA)
B npouecce pazpAaga. B tededqe 10 c ME M3OENKWE aon#Ho BOCCTAHOBWTE HODMaNesHYK paboTy & npe-
OEAyWeEs paGodes pexkme Bes noTepk HacTpoek DFEPATOPRPA MNK cOoxpadeHHbx GavHblX KW Npogon-
#aTk BbIMONHATE CBOW NPEAYCMOTDEHHYD $yHEUWIO, Kak Manowedo p IKCTIMYATALWMOHHBIX OOKY-
MEHTAX.

202.6.2.3 Wanyyaembie paguoYacToTHLIE JMeKTPOMArHMTHEE Nona

202.6.2.3.2 YicneiTanun

Dononnesis:

aal moboil xabens SIES0P w WWHYP TMTHTARMA pacnonazsaim, Kaxk MoKazaHs Ha pucyHike 202 107,
Mexdy kabenauu SIP/S0P u nonos (azemMnesnod noeepxHocmen) cobmodaom paccmoanus = 40 ca.

202 6.2 4 HaHoCesyHOHBIE MMNYNBCHER MOMEKK

202.6.2.4.1 TpebosaHKA

Hdononnesue:;

MpK BoANBRCTEMM HAHOCEKYHOHBIX MMMYNBECHEXK NoMex (EFTE) no WHYPY NMATAHKMA ME M30OENWE
OOMHHD NOOLONHKaTE BEHMEONHAT: CBOK NPeayCcMOoTpeHHys Gy HELMO, Kak danosero 8 IKCINYATALMOH-
Hiblx JORYMEHTAX.

WMecnerasue KABENEW NALUMEHTA, kaGenei NMPEOBPASOBATENEN v cosavHUTensHex kabenei
ANAHCHE Bonee 3 M MOKET NoKalaTe spemedHos YXYIOWEHWE (KAHECTBA $YHKLMOHMPOBAHWMA] npu
BOIOEHCTEMK HAHOCEEYHIHEIX WMNYNECHBIX Nomex. B Tededde 10 ¢ ME M30ENWE goneHo BOCCTAHOBHTE
HopManeky paboTy B npeasaywes padodem pesine Ses notepl Hactpoex ONEPATORA vnk coxpanes-
HilX SaHHBX W NPOAGEEATE BRMONHATE CROH NPeSyCMOTREHHYED MYHELWK, K3k danosero B JKCINYATALM-
DHHBELX OOKYMEHTAX.

202.6.2.4.2 VicnuTasna

HononuHasie.!

aa) ME M3AENHE donsno SeiMe DACTONGKENs Ha Seicome (0.8 £ 0,08) M #ad onoprol Jalesmneskod
ToESEEHOCITIE,

b winyp Aumanua, nocmaenfeMsild o ME HIAEMHMENM, domwen Sbime uvcionsaoead Aaa nodumoyesus
ME M3IOEMMA k eeixody EFT/B senepamopa.

202.6.2.8 KoHAYKTHBHEIE NOMEXH, HEBEOEHHEE DAGWOHACTOTHEMK INEKTDOMArHHTHEIMA NOMAMA

202.6.2.6.1 ToebosaHMA

Dononwesis.

aa) Npy BO3GEACTEMH KOHOYETHEHBLIX NOMEX, HAESOEHHEIX PAAMCHACTOTHEIMI INEKTROMATHUTHEIMIA RO-
nawe, qepea WHYP NATAHWA ME M30ENWE aon#Ho NPpogon#ate BeNONHATE CEOK NPEOyCMOTREHHYHY
LM 1 noogepsueaTe OCHOBHBIE ¢YHELMOHATIEBHBIE XAPAKTEPMCTHER.

bb) KABENWA NALUMEHTA # kaGenu NMPEOBPAZOBATENEW occanfomaeHst oT atTaro Tpefosanus.

202.6.2.8.2 VicneiTakkn

Hononwesis.

aa) nepedrcned-a c) 1k el noanyueTa 6.2.6.2 MOK 60601-1-2:2007 He nouMeHAoT.
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Hononserue;

202.6.2.101" BnvaHWEe anekTpoXHpypriseckors obopyEosaq-a

Ona MHOMOYHEUWMOHANBHBLX MOHATOPOB MALUMEHTA, npegHasHaYesHbx NS NEMMEHEHKA B
npucyTeTErW BY SNEKTPOXWMPYPIAYECKOMD ANMAPATA, gonkHel OeiTe NpEdyCMOTPEHEl CpaOcTEa ONA
IALYATE 0T HEWCNPAEHOCT M, BR3BaHHON anekTpoxupypreei. MpMmMessioT MCnblTAHKE, OTIMCaHHOE HAWE, C BC-
nonesoeaHnem mobex KABENEW MNAUMEHTA, NPOBOOOBR OTBENEHMK, NPEOBPAIOBATENEM, npu-
HBOMEHHOCTER MNH HACTPOSE, pEKOMEHAYERBIX MIZTDTOBUTENEM.

Horga ME W3OENME woenoneayioT coesmectHo © BY INEKTRPOXHMPYPIMHECKKM AMNMNAPATOM, olw
BON#HO BOCCTAHOOWTE NPEdsI0YLWLHA pekM padoTe & Tedenne 10 ¢ nocne Bo3geRcTBra NonA, Co3gaBaekons
BY SNEKTPOXMPYPMAYECEMM ANMAPATOM, Bea noTepk COXPaHEHHEBIX DaHHBIX.

Coomaamomaus NpoSERmem LCNEMERUEaL Ha YOIMaH0ekax CosmacHso plcywia 202,103, 202104 wunu
202105 Pucynsu 202103 w 202,104 npedcmasmani UonbIMamensReis VomMaHoart, KOMmopse Lemams3ayrom &ma
COEOUMHEHMM C MALMEHTOM, & mo Gpess kax Ha pucyrie 202 105 Noxkazaqa UCnbIMamensHan yomanoaka,
HOMODI0 LCAOMes 3T G wenpoecdmuiy PABCHY YACTEW ME MAGEMAA KTACCA | unu KTACCA Il

Henoneaywom BY JTEKTPOXIMPYPIMYECKIAM AMMARAT, namopiid coomaamomayen moefosa umii
AN B0607-2-2 UMEET MURLIMANTEHYI0 MOWHOCHTE @ Deume peaakud J00 Bm, MubLusMans s MOLMOCITE &
pexuse koasynauud 100 Bm v pabodyio sacmomy 400 xklMy £ 70 %,

a) Menpimandue & pexumse pelaHun

YOrmaHaaTLuGakTT GhXIdRI0 MOLLHOCTE BY SNERTPOXHPYEMAYHECKOMD ANMARPATA Ha ypoane 300 Bm.

MNpukacanames AKTHERBIM JTEKTPOGOM & mMemannuyeckol NNacmuMe Uocnsimamensnol yomasnog-
KU [Cd. pucyricy 202 103—202.105] v mednenso ydansiom anexmpod Ang nomywesud Jyau.

MNpoespaom, dmo ME H3AEMHE & mevesue 10 © docomanasenwsasm npedodyviued pexwus pabomel
Bea nomepy COXpaHaHbix JaHHETX.

MNoamapmom Noouedyey Nams Das.

b) Henpimasie @ pexume Koasymauuy

MToramopmom UCNsMasue, OnNUCaNHos & NEPEYUCIERUU a), W © abixodHol Mowgnocmers 100 Bm.

Mensimadua & pexlise cnpel-KoasyTauguL He npoaodam.

EUT

|
o

BY INEKTPOXMPYPIAYECKME ANMARAT; 2 — weranpwyacias nnacTena; 3 — AKTHEHLIN JREKTPCO BY
SNEXTPOXWPYPIAYECKOMD ANMNARPATA; 4 weTannpusckas nnacTana/HEMTRPANGH LIV INEKTPROLO M) B4
INEKTPOEWMPYPIAYECKCMD ANINAPATA; 5 — uens ceraa; § — COEQUHEHME C NALWMEHTOM, KAEBENL NAUMEHTA,;

i ME H3OENMWE, &, 500 0w, 200 Br (Manan deaykTMBErecte, = 5 wlH, mogenspyer amneganc MALLKEFTA); IL“:J - 47 Hib
(AnE MAHAMWIALHN BAAAHAA JAIHEE Tanoe kadctpyegimn BY ANEKTPOXWPYPIAYECKCTD ANMARPATA); Rs 51 kOm
LR: COSOANEHHOE M FanmemsHa © C:’.' HOOSAMEFET W NedAHG BOwA] C.,' 47 v R.L.F.C, N COEOQUHEHWR C NALMEHRTOM

Mpumedadna — MMpoToKon BCNkITEHHA QOMEEH CO0apHEaTE MGEHTAMUMPYIIWYH HHODMAUAK O NPUMEHRS-
wemcs BY ANEKTPOXMPYPIMYECKOM AMNMAPATE.

Pucynok 202,103 — Cxema MCNbITATENEHOA YOCTEHOBEM 4NA ONPE0aneHis 381K Tel o7 BM anextpoxupyprad
g coorsaroTene ¢ 202.6.2. 101 npn COEOWHEHKI C MALWMEHTOM
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I BY NEKTPOXAPYPIMHEC KM ANNAPAT, 2 METANAMYECKEDA NaacTiiea, 3 ANTHUEHLIKM JNEXTFOO B4
DNEKTPOXMPYPTWYECKOND ANNAPATA; 4 AEMTPANEHE W JNEKTACO BY ANEKTPOXMPYPIAYECKOMD ANMARPATA;
s uEne cenad [sEosmauesa 5 va pecydne 202 103); & KAEENL NALIWMEHTA; 7 Wens Tyamae ME MIOENAE; § MHT AW AF
CETk; 2 STOMN M3 WADNRUHIHHOMD MaTepdand; 10 — coggpnenae ¢ MPOEDEHEKOM SAWLMATHOMD IAIEMNIEHHA

PucyHor 202,104 — MonsiTarensHas yoTaHOERS N8 anpeaanSHMe 3awET el 07 BY SAexTposMpyDrie B COoTesToTerm
¢ 202.6.2.101

;1 / \Z\\ EUT
/ _ ™
5 e
5 % Cl

— J |
I"n | I
i BEY FNEETROXHUPYPIMHECKHEMA ANMNARPAT, 2 METAMAMYECEAS nAacTAES, 2 AKTHEHEI W 3INEKTPOO BY
SNEKTPOXHPYPIWHECKOID ANMAPATA,; 4 MatanauaEckan nhacrHaHERTPANEHE WM JAEKTEO0 (M) BY
SNEEKTPOXAPYPITAHNEC KOTD ANMAPATS; 5 MEgQHAR donsra, COROHHERHEN O METANNAYECEOA NRACTAHOR; © HAELTE OB Oy, H
PAEOYAH YACTE, garurs und NPECEPAIOBATENE ¢ corgumuTenaHeM rabenew; 7 — ME WIGENMWME, § — gna ME H3AGERMA
KMACCA I merannmuackas nnactiia'HEATPANLH LI W INEKTPOO (M) BY JINEXTPOXWPYPIHYECESID AMNMAPATA coeguHera
t KOPOYCOM ME A30ERAA; 2 — gne ME MIOENHWKM KRACCA IF: merannuuecsan mngctnna’HEMTPANEHENA SREKTPOO (M) BY
ANEXTPOXWPYPIHYECKOID ANMNAPATA cosguHesa megHoR honkrad, oBeprytad pogpyr KORTTFCA ME HAOENWS; |'~':|_, S00 D

200 Br (maEnam dHdykTHBHACT, = 5 wlh, mogenspyer nmnegars DAUREHTAL © A7 B [QNA MHHAMASIWHE ERASHAR 3930 HYHE K
tanon kowcTpysaee BY IEETPOEAPYPITMHECKOTD AN MAPATAY

Mpumedarne — [MpoTokon MCNLTEHAA A0NHEH COOEPEETE HOSHTAGWLMD YWY MHEOPMALHED O NOWMEHAR-
werstA BY INERKTPOXMPYFTAMECKOM ANMAPATE.

Pucydor 202105 — Crama MCNeTaTENbHOR YCTEHOBKK ONR ONPEJENSHWA 23aWnTe T BY anaktpoxkpypnam
B coorgercTedy ¢ 202.6.2.101 ¢ nenpoeogrwwmy PABCH M YACTHMIA
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208 OBbwme TpebOBAHMA, MCNLITAHWA U PYKOBOOALWME YKAZAHWA
no NpUMeHeHno CHCTEM CHFHANW3auuy MeAWUMHCKUX 3NeKTPUYECKUX M3aenun
U MEOWLUMWHCKWUX 3NeKTPUYeCKUX CUCTEeM

Mpusenaot MIK 60601-1-8:2006, 38 dckmicHe e CNeayIoWErs (M. TacKe AsarpaMiel CHrHankaa-
Uid B npanoxedds BB

208.6 CHCTEMbI CUTHANMW3ALUA
208.6.1 TPEBOXHAA CUTYALIUA

208.6.1.2* NpuoputeT TPEBOMHHBIX CHUTYALIMA

Lofanserue.

ME WM3OENME, NPEQYCMOTPEHHOE NPHUMEHEHWE koToporo knicdasT B ceba MoHHMToORWHEr A=
LUMEHTOB, npw koTopom B ycnoawax HOPMANBHOWM SKCNMYATALMW we TpebyeTcA HeNpepLiBHOE NPH-
cyTeTEde OTIEPATOPA, gonwH OTHOCHTE TPEBOMHYHD CATYALMED, peayneTaTomM EOTODOR MOryT DibiTe
HEIHIYUWTENEHEIE TRAEMEl W OTNOREHHDE HACTYNNeHME BoamoxHoro BPEQA, k TPEBOHHBIM CHUTYALLAAM
HIAZKOTD NPUOPHATETA (caa. Tabnuyy 208 101,

SHCNNYATAUMOHHBIE OCOKYMEHTEl aonmHel oniceiBare, kag JTBETCTBEHHAR OPTAHWIALKA
MOMET BENIOYHTE MO OTKMOHATE aByroasie CHMHANB ONACHOCTH s TPEBOHHBLEX CUTYALIMAX HA3-
KOS NMPHOPWMTETA. Mokmedsior TpeGosadna 6.7 MK 606801-1-5:2006.

MNpumavadne — Takas 3panTauws Tpebyer JonoNHATENBHELE BOIMOMHOCTER KoHdurypawme SnA gadHom ME
HINEMNMA. 31a eoaMomHacTe HeoBxogwma, soma 8 OTBETCTEEHHOW OPTAHMIALIMW HywHe asyveoene CHAMTHAMNLI
CHACHOCT 2 TPEBCHHEBIE CHTYALLMAX, HMIKOTD NMPUOPWTETA, Hanpumsp Ons oT4anaHqie MHTEHCWMBHRON TERS-
MK B OTCYTCTENME UEHTDENEHOM MOHNTORHHIE,

Tafinuua 208.101 uavensem mafinuyy 1 — Mpuopumems: TPEBOMHEIX CHUTYALMA dna ME M3-
ﬂEﬂHH.. MPEOYOMOTPEHHOE NMPMMEHEHIME xomopkix axnioqaem & cels mosuwmopusz NALIMEHTOS,
npu KomapoM & yonoeuax HOPMAMEHOM SKCNAVATALMM ne mpebyemcA HENPEpLIEHOEE NOUCYMCIMaus
OFIEFATORA.

TaGnuua 208.101 — Mpuoputers TPEEOMHBLLY CUTYALIMA ana ME M3OENAA, NFPFEAYCMOTPEHHDE NPHUME-
HEHWE roropes skn-ast 2 cabi moduTopudr NALMEHTOB, npy kotopon 2 yonoedas HOPMANBHOM SECTITYATA-
L1 re rpefyeTcr HanpepeiedHoe nprcyTeTEra DNEPATORA

. BoisMEHOSEHME NOTERLAAREHArT Bpena®
MoTedudanbHs#d peEIsyneTal neseprod peagns 8 cnyyas TPEBOKHCK
CHUTYALIMK g
Hewennerra? Eoictpos Aawesnemnad

CMEpTL MW HEOBPaTHMEIE TPEBME] ELICTKIAN BBICOKWMA CPEOHIKIA

NPACPHUTET® | NPUOPKUTET MNPHACPHUTET
OBpETAMLIE TREEME BhICOKIA CPEOHIIA HA3KAWR

MPACSPAUTET MNMPUCPKUTET NPMoPMTET
Mermie TpasMeEl 1M guekoldaps CPEQHIA HU3KMIA HIA3KAMA

NPFAOPHUTET MNMPHUoOPWUTET MNPHMCPMUTET

MpOABNASTR,
EPYHHYID NOOBOAWTE KOPPERLIMH.
HYHI MPOEOOWTE KOP P kL.

rpade sbeicTpo®.

{CM. TAKKE CODTEETCTEVHILLWE HYACTHLIE CTAHOSOTH).

A MNoreneHwes noTadUMansHomm BPELA cqMTasTos MOMEHT, XDME NEOWCNOOWT TREEME, 8 HE EDMEa oHa
b CywecTeyeT BOAMOMHOCTE DEIENTHA coBRMTHA B NEepMOM BpemMend, CHsMHD HENDCTETONHEIR ONA TOT0, Y706k
E CyLLeCTEYET BOSMOEHOCTE PAZERTAA CODBITHA B NapHon BREmMEaH, DELMHO QOCTATONHEBIN ONS TOr, STo05 Bpy--
4 CylyesTeyeT BOIMOMHOCTE PA3EHTHA COBEITUA B HEONDEMENEHHLIA NEPHO, BpaMEHd, BONLLNR, YeM YE33aH0 B

© Mpd sozmarHocT ME M3AOENAE © Tepansenideckod dyHEUMER BENHIYSET SETOMITIHECEME JTWHTHEE Mexa-
HHaMBl ONR NPEACTEPSEHHE HEMSONEHHEA CMERTH MNKM HEODPATMMBIX NOBJEROSHAN, BeidBadswy ME M3OENKEM
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208.6.3.3 Jeykoswe CUTHATB! ONMACHOCTIA

208.6.3.3.1" XapakTepucTHEKE apyRoBsix CHMTHANOR ONACHOCTIA

Dononwesie;

Ans ME W3OENKA, NMPEOY¥CMOTPEHHCE NMPMMEHEHWE soTopors eknYasT B cebR MOHMTORHHT
NALUWMEHTOB, nps kuTupoa B yenoekax HOPMANBHOW 3KCMNYATALIMIA He TpeBYETCA HENpEDLIBHOE Np-
cyTeTere OIEPATOPA:

- apyroBble CUMTHANBI OMACHOCTH poncsssl onoeewate o TPEBOHHBLX CATYALIMAX HMIKOM
NPHOPHUTETA (voankTe cHocsy «dr Tabnuue 3 MIK 60601-1-8:2006);

- JAMEHWTE «= 15 ¢ MM HeT NOBToOpEHKMAx Ha «oT 2.5 go 30,0 c» B rpade «CHUMHAN ONMACHOCTH
HAIKOMD NPHUOPHWTETA» Tabnuue 3 M3K 80601-1-5:2008;

- apykuBbie CUTHANB ONACHOCTI gurkiel unuBeweTe o TEXHWHECKOW TPEBOMHOW CUTYALIMIA.

Tabnuwya 208.102 vaexsem mabnuyy 3 — Xapasmepucmuky CEPHH MMMYNECOE sapkoamy CHI-
HAMOB ONACHOCTH 3na ME M3LENMHA, MPEOYCMOTPEHHOE NPMMEHEHME komopeix akmoqaem &
cofA MonWumoplne MTALMERTOR, mpu Kumopol o yoloeuAy HOPMATEHOK IKCATVATALIMK e mpegy-
SiMcA Henpepsenoe npucymemave ONEPATORA,

Tabnuuya 208.102 — Xapaxtepuctied CEFMK MMMYNBCOB seykoesx CATHANDE OMACHOCTHA ana ME W31E-
N, NPEAYCMOTRFEHHOE MPUMEHEHKWE soropein sknersaet & cela monwroprdr NALKMEHTOBR, nper kotopom &
yonoedAe HOPMANBHOW SHCTUTYATAL M #a tpelyeTcl HENpapeIBRoEe npucyToTers OMNERATORA

CHrHan CHIHAN CHIrHADN
T — OMACHOCTH ONACHOCTH CMACHOCTH
BT S BECOKOMD CPEQHETD HMIKOID
NMPHOPKTETA MPHCPUTETA NEAOPKHTETA
Kanwuacreo MMMYNTBECOE e CEPMAE-& 10 3 1 wnn 2
Mutepean mexgy VIMITYILECAMIA £ (om. taBniegy 208.101)
Meskay nepeeia M eropsme MY TECOM X ¥ ¥
Mesoy eropsiv B TpeTeMM MMMYTIECOM X ¥ He \mcnoneayenca
Meskoy TpETEMM 1 HeTeepTem WMIYTNIBC M 2x + 1y He wenonekayarcs He wenoneayerca

Mesoy yeTaepTn M naT=M FIRTTY NS00

X

He mocnoneayarcs

He wononeayeTtcA

Mesay naTem wweactsre MM IECOM

COr0,35001.30¢

He HCMNL3IyaTCH

He FMICNONE3YeTcA

Meskay WwecTeim 1 cepsmsm MMOYNTBCOM

X

He HCIHHRIYETCH

He wenoneayencA

Meskay ceabmMent W sockmMe PIMIYITECOM

X

He HCTHNB2YaTCH

He WEnoneayeTsA

My BoCkMBIM W geeATeM MMOYITBCOM

E.ar+|":|

He wenoneayarcs

He \McnoneayencA

Meskoy SesATEM 1 gacATeiM FIMITY N0

K

Hez HCMONBEYaTCH

He HMCNONE3YBTCA

MHTEFBAMN MEXOY CEFPWAMK MMNYNBCOB =

Or25p0150c

Or 2500300

=250 300c

Paasvua amnnetys sesny niobee geyma WM b
CAMIA

Makcarayre 10 gb

Blarcuwym 10 b

Mazcuumyra 10 b

X B awangacHe oT 30 oo 125 me.
¥ e ananaioHe ot 125 no 250 me.
Mamerarar x 1 ¥ B Capuk gonsHs DeiTe B mpeasnax 2

5 .

WMutepean {, + y CUTHANA ONACHOCTA CPEAHEND MPHCPHATETA nonsed Bwire Gones Wil paBed BHTapeany
{4+ x CUTHANA OMNACHOCTIA BRICOKCTD NPHMOPHMTETA.
A Ce. Takse rabnagy 4 MIE B0601-1-8: 2006 ane sapasraprctig MM YNECOEB.
Y Ecnm MHOSE HE yEEISHO B HSCTHOM CTaHOEPTE 4R koHepeTHoro ME M3OENAA.
SAEAMCTOBUTENAM peromMeHgyioT MCNoNL308aTe CaMed gnutenchmd MHTEPEBAN MEMOY CEPHMAMA MM-

MN¥NBCOE g coorearcTard © AHANMIOM PMCEOB. Aptopam YaCTHRIE CTAHOADTOR DEHOMEHOYIOT PACCMATEVEETE
CaMeR aneTenedeit MIHTEFBAT MEX DY CEPMAMA MMNYNECOE 2eywoecrs CHIHANA OMACHOCTW 4nA “8cTHO-
o npamaHedsA CUCTEMEB! CUMTHANKM3ALMIE. Dnetenesee WHTEPBANBL MEXOY CEPHANMKA MIMINTYNECOE moryT
NpH GNPESENSEHHEL YOIOBAAE ENMATE HE BOEMONHOCTS NPEHENNEHD 1 CEOSBPEMEHHD DECTIDIHATE MoToHHaE TPEBDM-
HOW CATYALAL.

% Ecnw He neakTuswposado ONEPATOPOM, npu TPEBOHHBIA CHTYALKMAX CPEOHEND ww HIMZKOMD MPK-
COPHUTETA ponskHe 3aBEpWIKMTECR NGO KpaaHel Mepe opHa CEPWMA MMIOYNBCOE, a npr TPEBOHHBLX CATYALIMAX
BEICOKOMD MPWMOPMTETA — no kpadsel mepe nonoersa CEPMA MMMyYNeCO0B.
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SKCMNYATALWMOHHBE JOKYMEHTEl aonsusl anucssare, kak OTBETCTRBEHHARA OPTAHM3ALLMA
MUMET BRMHATE MM GTEMRYHTE sBykuBble CMMTHANBl ONACHOCTH npy TPEBOMHOW CHUTYALLMKM HU3-
KOTC NPHUOPHTETA 1 MoweT orpaHd4dTe SocTyn K ynpaeneqsio CEPHAMM MMIMTYTNIBCOB soex 3ayvkoBbix
CHrHANOE ONACHOCTIA. MpusseHanT Tpebosarua 6.7 MAK 60601-1-8:2006.

MNMpumavadne — Takas apanTauws Tpedyer JonohHATENBHLEE BOIMOMHOCTER soHdwurypawme anA gadHom ME
HINENMA. 31a eoaMomHacTe HeoBxoguma, soma 8 OTEETCTEEHHORA OPTAHMIALIMK HywHe aeyroene CHAMHAMNLI
TPEBOIMA s TPEBOHWHELY CTYALMAX HAIKOMD NPUOPKITETA. Hanprmsap ANA OTOSEEHNEA BHTEHCHEHDR TEDENHH
B OTCYTCTEWE LEHTRENEHOND MOHWMTORWHIE.

Ina onpegeneqys Makcimanesoro MHTERPBANA MEXHLDY CEPHMAMK MMNYNECOB apyropmx CHIM-
HANOB OMACHOCTH, cersadueix © BEICOKMM, CPEOHMM u HU3KKMM NMPUOPWUTETOM TPEBOMHOW
CHUTYALIMK, gon¥ed SeiTe npumeHed MEHEOAXKMEHT PHUCKA

Coomaemaomaus nooespaom paceMompatiued DAKTA MEHEANMMERTA FICKA.

208.8.3.3 2 MNpomkocTe 3eykoasx CHIHANOR ONACHOCTH v MHSOPMALIMOHHBEX CUTHANOE

Lonansenue:

208.6.3.3.2101" MNpomeocTe 3eykoeex CHMHANOE OMACHOCTH, yweHbluaesman 00 HyNA

Ecnu ONEPATOP yMeHbl@aT ypoBeHE 3Bysobblx CHMHANCE OMNACHOCTA oo Hyna (3eYE oToyTCTEy-
T}, AoM#HD BbliTh MHOWWWPORAHD COCToAHWE IBYKOBAR CHIMHANIMIALIMA OTENMOYHEHA, 3a HCEnIo4YeHAE M
cnyqan, korna ME W3OENWE sensetcA yacTess PACMPENENEHHOW CHUCTEMBI CUTHANM3ALMIA. B koTo-
poll CHUTHANE ONACHOCTW noeTopMOTCA yaaneHHsMA koMnodesTamy PACNPEQENEHHOW CHCTEMbI
CHMHANA AL,

Coomaamamaus NoosEDaam EyHELLOHATEHLIML UCMLIMaHLAML,

208.6.4.2° 3anepsid BIaMMOOeRcTEMA B ofoux Hanpaeneuwax 8 PACMPEQENEHHOWM CUCTEME
CHMHANK 3ALMIA

AdonanKesue!

IADEPHEKA GOPMUPOBAHWA CUMHANA ONACHOCTH npw @WM3WONOMMYECKOW TPEBOWHOW
CHUTYALMK 1 npu TEXHWIECKOW TPEBOHHON CHUTYALIMWM Ha yoanenxom obopyaoeanys JonwHa Buims
arpasyqeHa TakkM obpaaos, 4Tobe B npougcce neverka NMALWMEHTA He BoIHMKan0 HEOoNYCTUMOR 3306 k-
k. Ans onpeaeneHva MakcimaneHomn spesedd IANEPHE CHUIHANA ONACHOCTH, koTopos ABNSeTCA
npUesMnemMsisa 0o nogady CHIHANOB ONMACHOCTIA yaaneH s koMnoHeHTamn PACMPEAENEHHOM CK-
CTEMbBI CHTHANMIALKWIKA, gomsed BeiTe npdmesed MEHEDHMEHT PHCEA.

Coomaemomaus npoespaiom paccMompeliuen DAKMA MEHEONMEHTA PHCKA.

208.6.6 NPEJENLI CHTHANW3ALIMKA

208 6.6.1 Obwue TpedoBaHnA

Lonankserve.

2088 6.1.107 DPUIHONOMMYECKME TRPEBOMHEBIE CHUTYALMK, NMPEQENEI CHUTHANKMIALIMIA 1
BREMA 3anepxrd duskonorisecerx CUTHANOE ONACHOCTA

SAOEFHEA DOPMWUPOBAHWA CHUMHANA ONACHOCTH duavonordecsiy: CUTHANOE ONACHO-
CTH soweT GblTh HACTRAWBAEMON.

Nna OTBETCTBEHHOW OPTAHM3ALLMM nacTpoika 3ANEPHHM GOPMUPOBAHWMA CHMTHANA OMNAC-
HOCTI dmanononmecisx CHCHATOEB ONACHOCTI gomera SoiTe orpaduHesa (oM. 6.7 MK 80801-1-8:2008).

Comwmaemcimaus MoogEDAIon ComMOmDaos.

Nuanaaodsl #amedeHna NMPEJENOE CHMHANMMIALMKM » paspewamwiuan cnocobHOCTE HacTpOoR-
kn NMPEAENCE CHMMHANAIALMK gonwHe GeiTe yeazads 2 IKCTHIYATAUWMOHHEX OOKYMEHTAX
[caa. 201.7.9.2.9.101 j}].

Coomaemaimauns NoOSEDAm CoMOmDoM.

208.6.8 CocroAarMA vuakTueaur CUMTHANOEB ONACHOCTH

208.6.8.3 MNobansHele BECCPOYHBIE COCTOAHKA MHakTUeauwk CAMHATIOB OMNACHOCTIA

Adonankexue!

208.6.8.3.101" MobansHsle BREMEHHEE COCTORHMA MHakTHeaudys CHMMHANOE OMACHOCTK. Mpo-
OONEATENEHOCTE MOoGaneHsK cocToAHMA CHMMHANM3ALIAA NMPMOCTAROBNEHA 1 3BYKOBAHA CHIMHA-
NAZALWA MPUOCTAHOBINEHA

MakcumansHas mobansHan NpoaoMEMTENEHCCT CocToRHHE CHMTHANM3ALWA NPHUOCTAHOBNEHA
M 3BYKOBAA CHMTHANKM3ALKMA NMPHUMOCTAHOBNEHA moxeT OwiTh HACTRaAWBAEMOK. YEasaHHbe CpedcTea
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NoMsHbl ObiTe HEOOCTYNHBIMK ANA perynupossd OMEPATOPOM npw HOPMANMBHOM 3HCNTYATALMM
{caa. 6.7 M3K 60601-1-8:2006). Cpeactea orpaHnyenua aoctyna OTBETCTBEHHOW OPTAHMIALIAM &k wa-
MEHEHHID MPOOCMEHTENEHOCTH cocToAHKA CAMHANTMIALIMA NPHUOCTAHOBRNEHA » 3BYKOBAR CHUIMHA-
NR3alKa NPACCTAHOBNEHA gonsHe GwiTe onvcade B SKCMIMTYATALWOHHBIX DORYMEHTAX. MNpw-
MeHRKT Tpebosadua 6.8.5 MK 60601-1-8:2008.

MobanesHan NpoOoMsEHTensROCTE cocToRMKkA CHUMHAMM3ALKMA NMPUOCTAHOBNEHA w 3BYKOBAH
CHMHANMIALMA NMPHUOCTAHOBNEHA ponsHa GuiTe couHazcaod onA ecex CHMHANCE ONACHOCTH
MHOMODYHELWMOHANEHOTO MOHWMTORPA NMALUMEHTA.

Coomagmcmene Aooasaom iy RELUSHANEHEML UCEIMaNLRMLU,

Lononuumenakbil nodmyEsm:

208.6.8101" TEXHWHECKWE TPEBRCHHBIE CHTYALLMM

Muaktheadywa CUTHANOCE ONACHOCTIA (CHTHANWM3ALUKWMA NPUCCTAHOENEHA 1w CHIHATIAIA-
LA OTENHHEHA):

a) enayansksie CUMHANBl ONACHOCTM TEXHWYECKOW TPEBOXHOWM CHMTYALIMM, ¢ numouiss
KOTORRIX WaeHTHEWUMPYST © paccTorHKa 1 m oT ME M3OENAA kouepetHyio TPEBOHHYHD CATYALIMKD M
BE NPAODHTET, HE O0MEHsl GETE KHAKTHEA POBA MK,

B} moryT BeiTe MHAKTHBMDORAHL BMayvaneHee CHUIHANBI QOMNACHOCZTH, ykazadHwe B 6.3.2.2 b)
MK B0601-1-8.

OnA ranonoriHeckis HIMepeHWd, GNA KOTOPLIE OTCYTCTEYHT KOHKDETHBE YacTHEE CTAHQAapThl, GNA
MEMHATHA pelleHUA, chedyeT N9 conpuBokgaTe dHakTHsagwmo CUMIHAMOE OMNACHOCTH (npr nosos
CHMMANAIALUMA NPUCCTAHOBNEHA mnk CANHANKMIALIMA OTKMEDHEHA) ogHOBPEMEHHTR WHAKTHBA-
uked BrayansHex CUTHANCE ONACHOCTM TEXHWYECKOH TPEBOMHOW CHUTYALMA. nonweo Geime
NpwMesHern ¥TIPABMEHWE PHUCKOM.

B cny4ae TEXHWYECKOW TPEBOMHOWM CHUTYALIMK nwofoe(sie) vaMepeHHoe(me) 3HadeHne{a)
napamMeTpalon) JomsHo(bl) SeTe oTODpaKEHO L) TakM 0Gpazon, YTobbl QOCTOREDHOCTE MAMEDEHHOTD{BIX)
aHa4eHHA(A) sorna beiTe onpegene-a ONEPATOPOM.

MpumedaHne — Bo spams TEXHAMECKOW TPEBOMHOM CUTYALMK thwanonor4eckmiaua) napametp(s)
MOHETIMANYT ) HE NPOABATECA Kak PHENONoOrMYECKWME TPEBOMHBIE CUT¥ALIMK.

Ecnu MPEOEPAIDBATENM, KABENM MALWMEHTA, 0aT4neM, 30HOLI WM MOJYNW HAMEDEHHD OTKNIO-
yeHel ONEPATOPOM, kak ykasado MAMOTOBMTENEM, nprw CEPCOCE CHIHANKM AL A BOAMORHD OTHINO-
uyeHHe anayansHone CHMHATNA ONACHOCTIA TEXHWHECKAX TPEBOMHBIX CATYALIMIM. Takkne Bosmom-
HOCTH QONKHE GoiTh QOKYMEHTHROBAHE B WHCTRYELHWA N NpUMeHeHA0 [owm. 201.7.9.2.9.101 o]l

CoOmagmcmane Mooaepaem OCMomDoM.

208.6.9° CBPOC CHIrHANMU3ALIMA

Jardana;

Ona ONEPATORA Oomersl BuiTh NPedyCMOTpEHL CREOCTES, NOIBONAKLWHME akTHEWpoBaTe CBEPOC
CHAMHANK3ALUMKA CUTHANOE ONMACHOCTM.

Mocne astieaduy CEPOCA CHUMHAMMIALME:

a) apyrkobbie CUTHANE ONACHOCT ©UIMONOTMAHECKMX TPEBCOHHBIX CATYALIMA nunmwsHsl npe-
Kpawarecq, nosesnaf CUCTEME CHMHANMIALIMKA peanposaTte Ha nocnenyviowye TPERBCHHLIE CHTYA-
Ly,

b} euavaneuse CHAMHANB ONACHOCT @MKCUMPOBRAHHEIX TPEEBOMHBLX CMTYALIMKM, kutupbie
GoNeWE HE CyWBcTaYIoT, QOMKHE NperpateTecA oM. 201.7.8.2.9.101 o) » 208.6.8.101];

c) evayanbHeie CMTHANBI ONACHOCTW anA mobeix cywecteayowmx TPEBOMHBLX CHTYALIWM
LMMHHE NPUAUEEETEGA Gu Tex Nup, Noka Takkie TPEBOHWHEIE CHUTYALMEK cylyucTeywT;

d} cHoTEMa cHrHanWIaunK gon#Ha OhiTe HEMEANEHHD BEMWKHEHA, 4ToDLl OHa MOrfna pearknpoBaTte Ha
nocnegywowes TPEBOMHBIE CHTYALIMM,

&) auayaneHeie CHMHANB OOACHOCTH TEXHMHYECKWY TREEBOHHBLIXY CWTYALIMKY He aunsHb
NperpalaTscA 0o Tex nop, noxa Takke TEXHWHECKHWE TPEBOHHBLIE CHTYALIMK cywecTeyioT.

Cpegerea ynpasneduna CEPOCOM CHMHANMMIALMM ponsHel OwiTe MaApEMpOBaHEl CHMBOMOM
BIK 60417-5300 (2002-10) {cM. MK 60601-1-5.2006, cimaon 2 Tabnuue C.1 WANK TEKCTOBDR CTPORGH 3
Tadnuusl C.2).

CoomeemcMEne Apoaspanm OCMOIMpOM.
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208.6.10" HEPWUKCHPOBAHHLIE v PMKCHPOBAHHBLIE CHITHANEI ONACHOCTH

Ldofansexue ¥ nepeomy absauy.

Nna ME M3AENKMK, cosetaowmx SUKCHMPOBAHHBIE CUMHANL! OMACHOCTH u HESUMKCHMPOBAH-
HbelE CHUIMHANE ONACHOCTW, gomsvsl BeiTe NPEOyCMOTDEHR CREOcTEA, Noaponswwwe OTBETCTBREH-
HOW OPTAHW3ALIMW HacTpouTs ME M3JENMWE Takum obpazom, 4Tobs nonysuTs sce PUKCHMPOBAHHBIE
CHIHANE OMACHOCTA wnk ece HEPHMECHPOBAHHBIE CHMITHARBI ONMNACHOCTH gna GAZMONOrMYE-
CKMX TPEBOMHbIX CHTYALMM 1 uTobm orpasMyuTs QOCTYT K 3TOMA KoMgMrypaluwn Tonsko ona OTBET-
CTEEHHOW OPTAHMSALIMIA.

Mpumadadwe — J1o Tpedosaqke NoDSBNASET BOZMOMHOETE KOHGWMIYPHPOBEHMA NPW MCNONeI0EAHHA B OT-
AENEHNAY MHTEHCUEHOR TEDANHA. B XOTOPLIX HyHE PAKCHPOBAHHLIE CUMHANBI DNACHOCTA gnA scex TPEBOH-
Hblx CHATYALLMIA.

Coomeemcmale NposepAm GyHKLLONANEMAIML UCMLIMaHUAMU.

Honanserue!

208610101 HEQUMECHMPOBAHHEIE CHMITHANRI ONACHOCT ans TEXHUUYECKKMX TPEBOMWHBIX
CUTYALIMIA

HEDUKCHUPOBAHHBIE CHMITHANE OMNACHOCTI gonmue: GeTe npucaosss TEXHWYECKIMM TPE-
BOMHBIM CUTYALIMAM, ecniv HHOE HE YEa3aHE B APYIHX Y2CTHLIX CTAHA3RTAX.

208.6.11 PACNPEOENEHHAR CUCTEMA CMITHANW3ALIMKA

208.6.11.2.2" OTeas QUCTaHUMOHHOR CBRaWM oW TPEBOMHBLLE CHTYALMAX

Jamena nepeduchieHus B

b} ponxea dopMdpoeatecs TEXHMHECKAR TRPEBOXHAR CATYALMA B Nnioboix noBpesgeHHLIX Ya-
cTax PACNPEOENEHHOW CMCTEMBI CUMHANM3ALMIA. koTopeie MoryT reHepupoears CUTHAMB ONAC-
HOCTI.

Lofansenue:

Ecni B 1O Bpesa, korga ME W3OENME waxogwtca B cocTosdud IBYKOBAA CHMIHANKMIALIMA OT-
KMKOHEHA, ME M3OENWE obHapysueaeT choi cesan ¢ PACNPEOENEHHOW CUMCTEMOM CUIHANM3A-
LM, aTo gunsso oTMeHETE cocTuRAHde 3BYKOBAA CHIMHANMIALMA OTKMOHYEHA W OursHa HaddHaTeEuR
TEXHWHECKAR TPEBOMHAR CHTYALIMA,

Aofamsumenbree o0y RKma.

208.5.11.101" MuakTveayua'akTieau ks CUMTHANOE ONACHOCTH Ha yOumeHHLX KudMiuHeHTax PAC-
MNPEOQENEHHOM CUCTEME! CAMHANMIALIMIA

Ecni cornacHo ¥TIPABNEHWHES PHUCKOM ato DyOeT NpydIdado QonycTHMBIM NEH NDESYCMOTREHHOM
npuredeHdas ME M3OENKWA, ouo moweT BuiTe cHalweno cpeacteami gna OMNEPATOPA, nuasonfwlgism
AKTHEBMDORATE # MHakThekposate CHMTHANB ONACHOCTKM ME M3OENKWMA ank wamensTe YCTAHOBKA
NPEAENCE CUMHANMM3ALMK ¢ nomowsi yoaneHHslx koMmnomentoas PACMPENENEHHOKM CHUCTEMbI
CHMTHAMAZALMIA, & dmeHo:

- BOIMORHOCTE NG00 HHAKTHEWDOBAHHOMD COCTORAMKMA, KOTORLIE HACTpOeHE B ME M3OEMNKMIKA {CKMHA-
NAZALIMA NPWMOCTAHOBNEHA, 3BYVKOBAA CHIHANMIALIAA NPUOCTAHOBNEHA, CHIHANM3ALIMA
OTEMHIHEHA wnn 3BYKOBAR CMIHANMIALIMAA OTKMNIOHEHA), » akTieauxs diyHeus CEPOC CAMHA-
NA3ALIMA.

- NPEEPALEHXE HHAKTHEHMDOBAHHOMD COCTOARKA.

ME WIOENHE, npedocTaBN\0WEee CHEcTES JHCTAHUNOHHOR AKTHBALMHA W WHakTHRaWMH CHIHATIOB
OMNACHOCTHM, nonss-Ho Take NPELOCTABNATE CRPEOCTEA ONA HACTROMEN (DaIpelueHAE WNK 3anpeT) yoaneas-
HOW SKTHEALAWIMHAKTABALMIA ONA KEXO0ro cocToAHKA. na Toro 4Todel NPEOoTApaTHTE MIMEBHEHKE ITOH Ha-
cTpoikkn OMNMEPATOPOM, gefcTene TakMx cpedcTe AonwHe ObiTe orpaduseHa OTBETCTE EHHOW OPTAHW-
SALMEN (oM. 6.7 M3K 60601-1-8:2006).

Commaamomaus NooOsEDRIoNT CoMOmDod.

NprunoxeHKa

MpuseANT NpUNoxeswa obwero cTasgapra.
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Mpunoseswe Al
{cnpaso4YHoe}

OBwWHe nonoxeHHA W obocHOBaAHWE

B HacToAWEr NEpMNCEEHHN NPMBEOEHD Kparroe 080cHoOBaHME BaMHEy TPeBoBaHMA HacTORAWEM cTasoapTa. Oxo
NPEOHEAHEYEHD IR TEX, KTO SHAKOM © NPEgMEToM HACTORWEN CTAHOSPTE, KO HE YHECTEOBEN B aro paspabore, MNolu-
MEHWE LENEA JCHOBHEIE TREE0BaHMA CHMTAETCA Heol oML AR HEONSEWETD NPUMEHEHHA HECTOALWE M STEHgaPTA.
Kpome 1000, B YENOBMAX KMMHAHECHOE NMPEETHENR W M3MEHEHHR TEXHONOMAR CHATSETCA, 410 BOCHOBaHNE HECTORALLME TPE-
Gosanul Byoer cnocoGoTEOEaTE GyOyLWEMY NEPECMOTEY HECTOAWEM CTEHAAaPTE, abyEnoBNBHHOMY STMMHA CoDeTHMRMK,

MNeognyurr 201.1.1 OGnacTe pacnpocTpaHEHWA

HacToRumMi CTEHAAPT yoTasaanueaaT TpebosadwA k OBLEW BEZONACHOCTIA v DCHOBHBIM &YHELMOHANb-
HElM XARPAKTEPHMCTHEAM ana MHOMSYHELWOHARBHCOMD MOHMTORA MALMENTA, kax onpenenedo e 201363
CICHOBHEIME KPATEDMAME ONPE0SNEHRA, KOTOE CNEnyET NDAMEHATE HACTORLWME CTAHOEPT, RENRETCH CHEOyHILLWE. §HANW-HE
Ganee ogHora PHUIMON0OMASMECKOTD MOHTOPHOMD BNOKAY W cywacTayaTr nw Hectxoonmocts obeapywamn TRE-
BOHHBE CHTYALIMW 1 dopanpoeasms CHMHANDE ONACHOCTM S (HanpaMep, OnH OCyLIECTENEHNA MOHWTORWHIE anac-
wocTer). B o we spens apymme ME WM30EMNAA, ramse s8x aHnorpaderacis NaboparcpHele CHETEME WNK GHCTEME! 405
CTRECC-TECTOR, MMenT Gonee ogHond PHIADNOIMYMECKOND MOHWUTOPHOTD BITOHA, Ho 3T clcTams, HE BINDIHARLLME
MOHATODMHD GNSBCHOCTEN, S noanaganT nog onpeaenesne MHOMCEYHELWMOHANTEHCTD MORHMTORA MALMEHTA

Mognyuur 201.4.5 SxereanesTHan GeaonacHocTe ME W3OENWA wunw ME CUCTEM

YECTHRIE CTAHOAPTE ONA GW IB0NoTEYSCEHY HAMBDEHIA, TERME tak 3K, MHB3IREH0E JEENSHNE, NYNBCOKCHMETEHA,
ONpESENAT TPeSoBEHMA G TOYEH ZpeHWA oarHo-Horn ME W30ENKMA, 2 1o epEMs Kax Mx KOHGWy DUPOBaHWE KWMA MO-
AYNEHOCTE Gones GUasananduHe 1 BanIbesHa nMenT Gones abwwpHoe NMPEQYCMOTPEHHCE MPMMEHEHKE, uem
OOMHOHHEE MAGETMA, 3TV PEINWHHE OON#KHEl PRCCMETOWEETE COOTEETCTEEHHD.

MHOMEYHELLMOHANBEHBIE BMOHWTOPE! NALWMEHTA MHTErpUpYIT paane-HEE H3M0NOMAHECEHME MEMEREHMR
(Hanpamep, 3K, HHBEIMBHOE 11 HEMHEAZWBHDE NABNEHHE KpoBW, Spl,, TemMnepatypa v T A} 8 egusoe ME WM3OENWE.
InA obecnesssnn Tord, 4Tobe Taeos veTerprpoBadbos ME M3OENWME sorng BuTe GE30nacHD Npr MCNONL20SaHAW | 3KE-
NMAYSETRUACHHAR NPWIMOR0CTE cormacyo M3k 60601-1-8 v M3E §2386), wecbxogumo, 410l CREYWANEHBIE KE8paKTap-
CTHEM 3TUH CHCTEME (HENPAME]D, NPSERBAHNE NATEHWA, JRUWKWTA OT paidpAgd Garapar wne CHCTEMA CHMHATMIALMIA)
EbInM NOCHEA0EaTEnNsHD PEAMMI0EaHE GNA BOEE AOCTYNHEM 3MoNOrMYScEAx ramspesHur. bedonacHoote MALWMEHTA »
YOODCTED MCNONEIOBAHWA, BEPOATHD, Oy 0yT Nog yrpoaoi, ecny TpeboeaHna YECTHRIX CTAHZERTOR ONA OTOSnsHe X drawo-
NOTAHECEMY MARSEMETDOE NPWMEHAKT HEodgyManHe ans rosmmnakcHom ME M3OENMA.

CIEEcnEqEHME HAOERHDA PaBoTel EPMTHHECHA BARHD ANF noao@pEaden BeaonacHosmd NMALWMEHTA B mHTerprposaH-
HOW crnoTeme, Mpenctasste cabe X80, Bcny PazHee TRECOBIHMA NPEPLIBAHAR ANEETRONMTAHWA, Hanpamap MaK 80601-2-27
(3ET], MK 50607 -2-34 (MeEaaweHoes aaanaHwa) W VOO BOG01-2-56 (remnaparypa), OyoyT npisesaHs OH0BpEaHH0. To $He
CEMOE MIHHD CHAZATE W RO NOBOOY TREX PaIrMHHE X MPOSOrEEMTENEH0GTER cotrarsMA CHIHANM3ALIAA NPWMOCTAHOBNE-
HA B yxaaaHMLe Tper cTaHgapTas. B nydllem criydaa peanvEanii pEanndHEx KOHUSNWAR 3T CTAHOES0TOE ONA OTansHb
AAMONONEackHE Masepernn Syayt nyTare DNEPATOPCE. yro cozgact ONACHBIE CHTYALIMM ons MALMEHTOB.

Mognyuer 201.6.2 3awuTa oT NopaMeHHA INSETRPUYECHMM TOKOM

MHOMHEYHELIMOHANBHBIA MOHMTOR MALWMEHTA 48cTo MCRONLIYETCR B YONDBAAX, KOMGE DRYIHE MEgHLIMH-
CHHE WE0EMAA mOgkn-arel £ romy xa NALWEHTY, Moatomy peroreHgagud no PASCMKA YACTHM THNA B wokneea-
KT, Tak Kay grA Gezonackocti NMAUMEHTA easHo, 4Tobs: BCE 3TW YCTROACETBE MMmenw PABDMWME YACTA THMA BF snw
THMA CF, vro nozeonAeT wabamars HEanarsneHlx TOROE yTa4KH HE 3amni. Coagaqve MHOMOOYHELMOHANLHOMD
MOHWTOPA NALUMEHTA ¢ PABCMARMK HACTHMM TANA BF wnn TWNA CF He npeacTasnReT TEXHHYECHARE TRYOHOSTEN.

Kpome TOr, HECTORWMI CTEHIapT agantvpoead k A0 M3K 605131924 «[Ans npHMEHSHMA HE HE OTEPLITOM
CEQOUS CYLUBCTEYET 3HEYMTENLHAA pazdua mexgy PASOMARMMA YACTAMK THNOE F w TUNMGE B npa cnyqadbssE KOH-
TEHTHY NAUMEHTE © CHTERRIM HanpReHMes . PABROMAR YACTE TIMNA F orpaHw-HEssT mpoTEXaiiLHiE 4epea HeS TOK Ha
AocTaTOUHD BEIONACHAM YDOEHS, B T4 BPEMA K&K Tok, npoTekamwni s PABDOYER YACT THMA B. orpaHyHeH Toneso
wranenaHcom MALMEHTA 1 mosar NpeacTasnaT s CEpea3Hy D ONACHOCTE NODEMSHNA SNELTOWECKHM TOROM .

Mognyser 201.7.2.10 b) PAROMME “YACTH

He sce NMPAHAODNEHHOCTM, yeadanHus MITOTOBMTENEM i1 e, koxrpetHma NPECBFAIOBATENM wrw par-
YK FEWAWLEHE ANH MoryT DeiTh 2aWWMILEHE OT pazpRoa gedmbpnnATORa. 5310, K85 NQEasHng, TEXRONoCIMYEssra orpa-
Huqaidn. W ato ossasaer, yro rame NPUHAONEMHOCTH moryT Beime wenopyeHs Bo spemA gadwbpuannagya. Monone-
zoeanne Tawx NPUHAONEMHOCTER rpefyer, yrofe ONEPATOPH! otkrstuany MPHHAONERHOCTIA, He MMBmwme
FEWATEI oT paspRoa gedwbpunnatopa, or NAUKMEHTA oo momesTa gedubprnnaued. Mapiwposka Tasex NPMHALDNE -
HOCTEW gamiHa nprenexars BHHMaHne OMNEPATOPA Ans NpMHATHR HBOBKOOMMLIX MED NPEa0CTOpROMHOCTH.

Mogny=er 201.7.9.2.5.101 h) DonorHiemensHele ARCTRYELHA N0 MENOnbI0BEHMH

FTe TPE00BAHNE PACNDOCTREHASTOA KAK HE YECThIE [EXE0HEEHEIS) NPoEEDKA, NpoBoarMee OTNTEPATOPOM, tak 1
Ha Bones pagxues. HO BRN-aRLWE Bones NONHBIE TEXHHYSCHAR GCMOTE ONA BEABNEHWUA MEXSHIHECKHE NOBREMIEHEA 1
NoOBPEHGEHMA KAGaNed ¥ T. 4.
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Mogryrer 201.7.2.2.9.101 o) JononsvTensHSE HHETPYELAK MO WCTNONE3088aHWED

CAMHANEl CNACHOCTH TEXHWMYECKME TPEBOHHELE CATYALAM Taoke soasmkaw, korga NMPEOEPAZOBA-
TERK, oamwira, 30H0s i sMa0ynn HaMeparsHo oTknress ONEPATOPOM. rax kax ME M3OENME momer He paznw4ats
NpEJHEMEPEHHOE M HENPEOHEMEPEHHDS oTRNAEHMe. B rex cnyqanx. korpa NPECEPAIOBATENL, natqmek, 30HO W
MOOYNE HaMapsaHHo ot knoqas ONERFATOPOM, pecixonuue CpencTea, NoIBONAKILME HAQONMD OTEAKMATE BAIYEMLHEE
CHUrHANB ONACHOCTH 8 ramax TEXHUHYECKKMY TPEBOHHBLL CHTYALIMAX, BosmosHe! CHTYEUMM, HKOrO8, HINpW-
ME[E, MHERZMEHDE MEIMEPEHNE BRTSRNENEHDM JARNEHWA HEMEDEHHD OTHMIHEHD, NOTOMY ST0 HEWHBAAWEHOE HIMEDEHWE
OABNEHKA ABNSAETCR OOCTATUHHEM K CBR2aH0 © Banes Axagkm puckan onA MALKEHTA.

MNogayner 201.8.5.2.3 Creagens MALKMEHTA

Ecte gea Habopa YoRosE B OTHOWSHAW J30WKWTE

- Bo-nepewy, AnA PABOYIX MACTEW THNA BF » TWUNA CF e gonwHo Beime BOAMOSHOCTH CHyHaRHOM COBmM-
HeHuA MALMEHTA © asmned sepea nboe oreensque NMALUMEHTA, kortopos maxet beite organseso ot ME M3OENKWA
ank ot MALKMEHTA. Oosago HACTORIWAMA CTAHSAET HE YTOMHAST MEPb! 33WMTEl BHYTPH camol drvHigrn. Tpaboeamma gnA
KEHOOA thyHEL WA YHA3AHE! B COOTEETCTEYHIWEM Y3 THOM CTAHOAPTE;

- BO-ETOpeX, AnA ecex THANOE PABOYMXY YACTEM He goneHo DwiTe BO3MOMHOCTH CNYHREHOMD CoSgMHEHHA [4-
LIMEHTA o neobts onacHeir HanpromaH9e i e ped mobos oreagenae NMALWEHTA, wotopos MomeT Beite orgeneHo ot ME
MEOENKA v ot NMALKMEHTA.

BrinonHeHws sTu TpefoBaqul NEE0oTEpallEsT, HENPHMEE, MCNONLIOBEHME OTKPEITEY METAMMMYSGHAE COBOMHN-
TENSH, TAKAX KaK BAMKa-DaHaH, KMWNckl M T. 4., Ha npoaogax KT

Kax yxa3aHo 8 npunoseHan A4 oBwero ctangapra. GeionatHocTe nayweHTa obacnequegeTcR cobnogedren Tpe-
BORIHUA OTHOCHTENEHD A3WMTEl HAOSWHDW BIOARUMER coagueHuTens MALKMEHTA (scex coanuHuTensd ans COEOMHE-
HIA C NMAUMEHTOM). Mpe 310k ny T yTEYHH QonxHbl DeITe HE mMedes 1.0 M, 8 3anauTpr<EackEas NPO-HOCTE BI0NALHKY —
HE menae 1500 B.

HacToAwmi nognyHsT yoraHaenueasT TPe0oeaHHA OSECneEYeHMA 33WKHTE K 3NSETPHYSCENM COBOUHNTENAM OTES-
aabuie NMALMEHTA. korapse MoryT Beime otganaqel ot MAUWMEHTA. Oresganus NALMEHTA, kax npaswno, nogrns=asT
KABEMAMK MALMEHTA unkw COEOQMHEHKMHARIK C NALUMEHTOM K anaeTpogas Wik gpyrias 4arsdeast. OTocoeguHEHIa
arsgoeHud MAUWEHTA wmv MPOBOAOE OTBEOEHMM momeT nprEcoMTs K BoaHMsHoEEHMD OMACHBIY CHTYALIMA,
Kak onwcano Beiwa. BO3AYVIUHBIM AA30F ymesswed 4o 0,5 mm Ong oBacnaqeHeR 381N Te, 8 THOHE ANMA NoL0SpsEaHIR
HEOEMHOM 3NekTprYsckon cosguHieHns © ANEXTPOOAME wnv gameame.

Pucyron AAT wnncTpHpyar Tpaboeanrs v obocHosaqrse B.5.2.3 obwsaro ctaspapra.

Fucyror AA.2 WAMGCTPMpYET Heckonsko EQMHWHHBE $YHKUWIA oosoin PABCYEM YACTI v EQWHWMHBIE
BYHELMM Heokomsrax PABOMAY YACTER.
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1 ME HIGERME; 2 — gononmuriensHan waanauyna PABOHYEN HACTH c goyms &¥HELAAMK, 3 WRMMCTPANGHER Kabene (MacTe
*AGENHA NALUWMEHTAY, 4 — HABENE NALWMEHTA « NPOEOOAMM OTEEZEHMM: 5§ — PABOYAR YACThL: §, 7, ¥ — npoaasmyes
coeginense © MALMEHTOM (8.5.2.3 oBuwero ctangapra) 1 mred1500 B, 2o COEGMHEATEND MOENS DETE0HTE 0 CATEDYK POIETEY
wrw He argened ar acex COEQMHEHEW C NAUMEHTOM agnwm CPEQCTEDM SALWMTL NAUKEHTSA (MOPF), 2 COEQUHERME

MAUMEFTA & saseneHEDA NOBSREHOETER wipes PABDYY R YACTE Honandedae 201 8525 poaaywmsd sasap 0,5 mm
nomogAwee coeguseade ¢ NALMEHTOM, snnctpupyowes B.5.2.5 afusere cTaniapTa: coladrd Tany, yaanamHe e
ar MALKMEHTA - nposagawss cosgdnenre c MALHEHRTOM, annocrpapyicwers 8.5.2.3 obyero ctangapta: COBQURRTENH,
woanesnee ar ME M3OENKA; & praseHes MALWEHTA (o), sarapoe Ha nagensssds K NALHEHTY

O00aHIHEHWA T & 00 O WANECTOUIYIT NPOSOGAWLNE COBOMHEHMA, oTHOCAWMECH K TTALMEHTY. bea npuMaHaHHs
ZEWNTE PAILEOHHEHHE NPOEOGRALLEND COEBSUHEHWA MOMET NPUE0oWTE K coeguHEHHED MALUWMEHTA © jazamneqsHon no-
BEPHHOCTERD.

Prcyrar Af. T — Ogusoqinan PAEDMAH YACTE C MHOMECTEEHHBIMA $YHEUWMAMI v COEQMHEHIMA
C MALUWMEHTOM
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O

ME MILENWE; 2 — gonomprtensHan wionsywa MECSMOEYH KA GHATBHOA PASCOYEK YACTH: 3 — gononddrensHs
WIGMSILMSE HECKDRLKENYL pabouds yactad: 4 WA panEHE A Eafene (vaste SAGENA MNALMEHTALY 5 AAGENE NALMEHTA
c NPCBEOOAMM OTEEQEHWE; & oauhaanis MHOMDeYHELWOHAD EHAR PABDYAR HYACTL: 7 Hecganske PABDYWX UACTEW
& OO HOY HEB M 2FHEL EAM A n npoagdawes coaguasiee o MALMEHTOM, annocrpupyowes 8.5 2.3 ofwero crangapra
COBOMEATENR, yoanerams at [TALMEHTA -.- npoBogaeas casgudesse & MALMEHTOM annoctpepyriwgee B85 2 3 ofuwgern
CTAHdARTE: casaunnTeny i orosgannn NALWEHTA, yaananinwe or ME M3OENKWA

PucyHok AA2 — Opunoqnan PABCMAR HACTE (&) co MHORECTBEHHBIMK @YHELIMARM v COEQMHEHMAMIA
C MNALAEHTOM 1 mHosecTBeHHBIe PABDYME HACTH {7) ¢ EOMH“HBIME &Y HELAAMA 1 COEOMHEHMARM
C MALIMEHTOM

Mogryner 201.8.5.5.1 3awura o1 paspana pedisbpunnaTops

I ror HTobel NPegenyTe, ABNABTCA MW nonsTra Aedwbpannsaw NALMEHTA yenewdoir, 8 ME M3OENM K neob-
EOOMRD DECTPOR BOCCTAHOBNSHWE OT NEPETRYIEN MO0 yCMmMTENR Ka-28 nMnymsca 0eduipnnzwan. Bpeme soccTaHoe-
nerwA 15 ¢ canTamT yooEneTE0pUTansHLIM ONR npoespsd 3gcbarraHocTr aedmbpannaues. Opynes YacTHEE CTEHIEETE
MOryT TpaboEaTh MEHBLWSE BPEMA BOCCTAHOBRMEHAA, STo0kI 0DaCHEYHTe HEONEMEWYED peskgrs ONEPATORPA

Mogayser 201871101 YACTHMYHBIE TOKIA YTEMEM

CinpagansHes MACTHHMHOTD TORA YTEHEW ofoaHaqasT ero 88 TOE yTE4EN, KOTOPEIA MOXET NpOTEXETs NpH HOR-
MAMLHON SHCNAYETALMM Meskny EQHIEHBIMK SYHELWAMM ooHoi o Toi me PABCMER YACTI. YACTHHHBLIE TOKK
Y¥TEUKIA Ha CBRIAHE C NOLOENMAHHEN NPEEMHEHOR paboTal tysruae PASOYERN “ACTH, kak, HENDUMED. TOK CMELLEHAR
YOMAMMTENR WA TOK, MCHOMGIYEMBIR A0S WEaapeHUR uenedaqca. B ornwsae ot QONOAHATENBHOMD TOKA B UEMK
MALMEHTA, YACTHYHLIA TOK ¥TEYKM sensetcr napaawrend TOKDM YTEYKM, mropeiil BRZEEH PEIHOCTEID NOTEHLM-
anoe EOMHIAYHBIX S HELIFIA 1 1w anasTpuecm [NPoEngsimm | COSmeHEHIEM HE GOHOR 1 Tak e PABOYEM HACTI.

ManeputensHas yoTanoEsE M HCnbITETENEHBIE YROEHW COnocTasMmMel o namapearan DOMNONHWUTENEHOMD TORA
B UEMK MALMEHTA [cm. Tasee npunosedHwa CC, pecyawn CCU1, CCZ). TOHKAMA YTEYKM mesagy EQWHMYHBIMIA
PYHELIMAMK paannyse PABCHAX YACTEM momHo nparebpesb N0 CRegyiwLy npuduHan:

- pEznwdHBE PABOYME YACTH anestpudeckl maormpoears OCHOBHOW MA0DNBUWMEN (nouH MOPP):
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- mameparne TOKA YTEYEM HA NALMEHTA, kar yrazano 8 201.8.7.1.101, srniHasT vaonaumoHHEN Sapeap
=DCHOBHOWM M30DMALMM: unu ogws MOPP mawty PABDMIMMK YACTAMIA gaxe 8 YCNOBWAX EQMHNYMHOMD HA-
FYIUEHIA (CETEBOE HANPAMEHKE Ha PABOUE HACTIA).

UACTHYHEIR TOK ¥TEYKM — 310 To8, koTopsA momer npotekars mesgy EQWUHWMHBIME @YHKLMAMK agroi
1 Tod e PABCMER YACTI yepea MALMEHTA npu HOPMANEHOR 3KCTIYATALW. B ormmme o1 ONONHATENb-
HOMD TOKA B LEMW MALMEHTA YACTHYHLIA TOK YTEYKIK — HemenataneHeIR TaK, KOTOpLIR HE ABNAETCR Heobko-
AUMEN ONR YHELAM MEMapernA. MACTHYHBIA TOK ¥YTEYKM — criegcTede Daine-€ui HANDAKEHIA, KOTOPSE MOryT
cylwecTeoEaTe Memgy EQMHMHBIMEK $YHELMAMK. Sdderte YACTAMHOMD TOKA YTEYH anm MALKEHTA rakue
we, K3k 1y QONONHWTENEHOMD TOKA B LEMA NALUMEHTA. Tawm obpaaom, YMACTHYHBIM TOK YTEYEW gomwes
CbiTe OrpaHM~EH JHSYSHMAMKM, KOTOPBIE WASHTHYHE 3HaseddAan QOMONMHUTENBHOMD TOKA B LEEMW NMALMEHTA &
HOPMATNBEHORM COCTOAHMK {cw. Tabmagy 3 obwero cradgapral.

PutcyHie CC.1, CC2 mnrmoctprpyesT HamepeHds SYACTHHHOMD TORKA ¥YTEMKH, mamepuransHan yCTaHOBKE Cpas-
HHME C namspasnes QONONHWTENEHOMD TOKA B UEMM NALMEHTA.

Mognyser 201.11.6.5 MNposveades Bods MW Teepdsx gt 8 ME M3OENKMA v ME CHCTEMbBI

ManorabaputHes ME MAOEMNAR »wnw vabonbwwae 4actd ME M3OENMA moryt Bume yCTEHOENSHE HA CTOREH ONA
kEnEnsHAY v pRgor o MALMEHTOM. Tarkos vonanezosadwe prgon o FIALWEHTOM noseiwasT BEpoATHOCTE TOM, 470
ME M3OENVE criydaiko Gyaar 3abpriarado npn HOPMATBHOW SKCMMYATALM. Nocne sraqveaduwn npr HOPMANb-
HOM SKCMMYATALM ME WM3OENWE porskso npoponsate obecnsusekme OBWEM BE3OMACHOCTIA 1 QCHOBHEIX
YHELUMOHANBHBIX XAPAKTEPWUCTHE 1 vatnogesna 1a coctosHues NALMEHTA.

Mognyer 201.11.8 Npepeieasve nuTanwaMATAKDLWER CETH ME W3OENKA

Mepefon B MATAKIWEN CETH maHes 4am Ha 30 ¢ B OCHOBHOM BLIZBEHLI NEPEXOHAM HE ABAPMFHLIRA HOTOHHAK
nutaHus. Tame nepebon anexTpocHafmerns cuerant HOPMANBHOMW SKCMMYATALME M. 1, cneqoBatensHa. oW HE
AOMRHED MOWB0AHTE K BozHrkHoEaRMD ONACHBX CMTYALUWA gnA MALWEHTA Mpw BoCcTEHOENEH neTaHuA ME
WMAOENME oonsao soachHoerTe TOT M pexyne palors o BoccTadoenTs Bog HacTpakkw ONEPATORA v pasHee MALIM-
EHTA, komopee Suine A0 Tara MamMedTa, koraa Hanpssanme NATAHILWER CETH Guna npapaano. MpMMapasy THNE-HHEE
COXPAHREMER JAHHEY, KOTODEIS MOMNT ROENUATE Ha BeaonacHocts NAUMEHTA, renAnteca pesiar patotel, ¥CTAHOBEM
CHMHATMIALWMA {rpomeocte asyrogoro CUMTHANA OMNACHOCTH. NMPEDENS] CHMHAMMEALMA, CHMHATIMAALMA
COTENOMEHA v 7o), TREHOL QaHHEX, DOSASNSHUE MMIYNLECS KApOWoCTMMyNATopa, acnk eulbpana ONERATOROR.
B otneea o7 3THX NEpaMETPOE MIHDBEHHES IHEYEHRA SACTOTE Nyneca wn oTobpaxeaanan Ha gnennae 3K He nogna-
SEH0T MOg ONPEOSNSHHME COXPAHABME DEHHBIX.

MagnyseT 201118101 b) Zawwrta o paapraks Bataped

PazprkerHan Darapes momeT Deime CMOOSNPMpOEEHS © NOMOWED NabopaTopHarg WCTOHMHMES NATEHWA, YOTEHOE-
FIEHHOM HE HWEXK0E BblXOOHOE HANDAKEHWE © NOCNEQOEATEMLHEM CONPOTHEMEHHERM, YTO0bI MMHTHDOBETE NMOSLILEHHOE
BLIXOOHOE CONPOTHANSHAE CaTapal, HOPMAMEHOE B 3THX YENOBRAK. 3HAYSHWE NOCNE00EE TENEHOND CONPOTHENEHIA DHpe-
ZENART 3HCMNE PAMEHTAMEHD.

Mognywer 202.6.1.1.1 Tpeboeanna v nognyrst 202.6.2.1.1 WVcnematensHels YpoBHK NPW BENETadHuAs Ha NOME-
XOYCTOMYKMBOCTE

MonynbHse ¥ NpEgBAPKTENEHD CROHEMMypypoBadHele MHOMOEYHKUMOHATBHEIE MOHWTOPEI NALIMEHTA,
HOTOREE BENONLIVIT B HECTORALES BPEMA B OTOSNSHAAYE MHTEHCHEHDH TEPANKMH MMM ONEPAUMOHHER, OOMyCHEHIT RA2NHY-
Hbg gomduHanan HIMONoON-ECEN X MOHHUTOPHRIX BNOKOB. TpebosaHWa 3THE NOOMYHETOE DCHOBEHD Ha Npeano-
noskeHEd, 4To ME M3OENWE, cxondaryprpoBadHos o0 BeemK yEasaHHemn SHINON0IMYECEMK MOHMTOPHLIMA
BENOEAMM. npEOcTARNRAET HAMXYIWWA CNy4ar KoHGHIYPELWMKM ONA ACNETEHWA SNSETROMETHWTHOR COBMBCTHMOCTH. M-
NETEHWMA BCEX BOIMONHBIX sombrHauni $H3N0NOTMYECHKME MOHHWTOPHEIX ENCKOE co scame yES3aHEEIMA NpH-
HEAONEMHOCTAMK FKOHODMHYSCEA HEUSNSCoaDpaiHkI.

Magnyser 202.68.1.1.2 a) Meneitarsas. Kabenw NMALMEHTA

KABEINE MALWMEHTA, MPECBEPAICBATENL, gatde ¥ coOTEETETEYVIOWMA Kafens, HapRay ¢ uanAMe BRYTEH ME
MAOEMHA, moryT BRICTYNETE B KB4ECTEE SHTEHH, HAMYHEHLWAE ANaKTROMEBTHATHES MOMEXA.

Magnyskt 202.68.2.101 Bnuadne anexTpoxvpyprisackord obopyioeaqus

He CylecTEYET WOSANBROTD MCNETATENEHOM METOOS ON8 CO30SHWA BNUAHWR 3NEXTPOXHDYDrisackoro obopyoo-
BAHWA B WCNEITATEMLHOR NADOPATORMK, HO TE, 4TO NpHEsgaHal Ha prcyHead 201101, 200102, nokazsieassT Bocnpowi-
BOOMMEIS DEIYMETATE, SHAMDIWHHES TEM, EOTOP6IE HAOMOGE0T B XMPYEIVHECKDR npasTire. Mensitanue gonsHe Btk
BOCNPOMEENOMMEM W NPOEOGHTECA B HOPMansHOM pabosan aeanazose BY SNEKTPOVGAPYPTMHMECKOMD ANMARPATA
(Harpyana okona 500 Ol

Mowaxy, codgasaemers BY SNEKTPOXMPYPTIAYE CKIAM ANMAPATOM, cqntant HOPMATEHOWM SKCMNYA-
TALMEW, ¥, crenoBaTENkHD, OHW HE OUMHHE RpMEOSUTs & ONACHOCTH ans NALMEHTA. Tamm ofpazam, nocne
COOTEETCTEYHILEND BpEMEHK BocoTaHoBnEHHR ME M3OENWE sonsHo ao20bHORMTE HOpMAansHy:D pabory Bea norape
COXDAHEHHEE Q3HHEX. TpMsMepamy TANHHHBE COXPaHAEMBIX SEHHBIE, HOTODEIE MOTYT NOBMNWATE HE GE3DNACHOCTE
MALWMEHTA, sensuTcA pasus pabore. YCTAHOBEW CHMTHANMIAUMIA {rpomeccts 3eyeoBora SHMITHANA OMAC-
HOCTK, NPEJENLI CHMHANMMIALWMK, CATHANMAZALMA OTENHOYMEHA v 1. 0.). B otne-we o7 3T Napamerpos
MIHOBEHHBIE JHAHEHWA Y3CTOTE MyNLCE WNW oToOpakaamad ka gucnnas 3KM He noonagasT nog onpedsneHwd co-
APEHEEMBIX JEHHBIX.
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Hawbonee EpUTHHSCHAM MCOBITSHNEN ABNRSTCA CHHGE3IHaR noga4a BM-HanprRrasds, Kas NOKazaHd HE PRCYHRE
202103, EMeCSTHAR CERIL NG BRCORAR YECTOTE © EYHELWIHANEHBIM 3E38MNAEHIBEM MOKST NpRecdnTe ME M3OENWE B8
COCTORHWE, KOMGE HEBOIMOHHD BOCCTEHOBNEHWE B TEHEHWE YHEISHHOM BREMEHK, BCiv Boobwe sosmosao. Mo arok mpe-
YHHE HET HEOEXOOWMOCTIH NPOBEISHNAR 3TOMN MCNBITAHWA B gudidsapabuwansHom paxuea BY-ranprmeHun.

MopryHer 208.6.1.2 Npuoputer TREBOMHBIE CUTYALIMA

MepecEHEHNE KONOHEA ¢ 2aMennesHos 1 CTposn «l1erkue TDEEMb Ik guckordopTs & Tabnisue 1 M3 60601-1-8:2006
comepwnT aHaveHwe cHWIKWMA MPMOPWTET wnwm sar CUTHANA ONACHOCTW. Bediop curyaumd sHet CATHANA
OMACHOCTH e smoeT SeiTh noaxonswws grA TPEBOHHOW CUTYALMA & Tex yvonosuax. ros OMNEPATOP HenpepwiBHa
HaBrogaset 2a NALWMEHTOM npy HOPMATEHON 3ECINYATALMM.

Ho taxoi Beibop va nogxonut ongs ME WIZOENWA, za koropem oToyTCTRYET HENpEpwBHDe HabnogeHia npw HOP-
MANBHDI IHCTINMYATALIAM, Tax kax oToyToTame agykoeoro CATHANA OMACHOCTIA darmidecia nasavuaaT, 4ta CH-
CTEMA CHMIHATIAIALMA orrni-eHa gnrR Tamms TREBOMHBLX CIATYALIME.

Mogryrer 208.6.3.3.1 Xapaerepnotie 3gykossx CATHANDE ONACHOCTH

3eyrosor CHIHAN OMACHOCTH, HOTOpLIR BOZHAKAET TONEXD OOAH D33 (MNH HE BozHBRaET, & Talnuge 1 MOK
G0G01-1-8: 2008 ) mceket Bee rogeoqrmm gnA TPEBOHHOMD COCTOAHMA HAIKOMS NPMOPMTETA B tex yonoBm-
Ax, ¥oma OMNEPATOP Henpapwero Habnmpaer 3a NALMEHTOM npy HOPMANBHOW 3KCTINYATALLMA.

TakoR Bebop He nogxogat ans ME M30EMAR, 3a «oTopeir GreyTereyaTl Henpepserioe sabmogeqne npn HOP-
MAMNEHOI 3KCANYATALIMM, 1ax kak HenobTopesme agykoss: CHITHATOE OMNACHOCTH nasauaer, 4o TPEBOHHAR
CHTYALUA, chopes soaro. He pacnoIHaHE.

Mopryser 208.6.3.3.2.101 Mpomeocte 3eyiosex CAMTHANDE ONACHOCTH, ymeHswaeman oo Hyns

CIEHOBHOW WHOHEETOD ON3CHOETY, KOTOPEIR NPMENSR3ET BHMMaHws ONEPATORA, — apyroear CHMHAT ONAC-
HCOCTH, oeodenso gnr ME M3OENWA, NPERYCMOTPEHHOE NPMMEHEHMETNPESRY CMOTPEHHOE HAIHAMEHME
roTopors BxnoasT Habnonedwe 2a NMNAUWMEHTAME npe HenocTorHHow npacyTeTede OTNEFATOPA. THRHYHLIMA MECTS-
MH HENDCTOAHHOMD NpUoyToTEnE ONEPATOPA AENAOTCR DTOSNEHWA HHTEHGHBHOA Tepanuy (OMT). Kax npaawna, ONE-
PATOP crnagnt 33 HOCKOMLEHMMHE NaguaHTam. MosToMy OTCyToTEYET BOIMOKHOCTE HEONKOATL 38 BEEMK MOHWTODEMH
NEUWEHTOE OOHOBREMEHHD, YTo0 SeiTe B KYDCE BCEX BMayaneHeix CHTHANDOE OMNACHOCTK, wotopss HE CER3EHKI
oo agyeoseimd CUMHANAMA CNACHCOCTH. B rapns obCcToATENLCTESR YMEHRIWEHHE MPOMKOCTH agyeoes: CHMTHANOE
ONACHOCTM oo wynA azda~ast, S1o CHCTEMA CHMTHANTMZALME exonut 2 cocrossda 3BYKOBARA CUMTHANKMIALKA
OTENHOMEHA, soTopos garmsHn BeiTh 0OodHaqaHs,

B Taxqx yonoSuAs peROMEHOYIOT OMPEHWHWEAT L DEryNRDOBEKyY FROMEOCTH 2ayoBex CATHANDE OMACHOCZTI M-
HHIMYMOR IEYEOEOMND JAEENSHNA.

B PACMPEIENEHHOIWM CUCTEME CHUTHANMIALMK, roe yianesHee romnoseste: PACTIPEOENEHHON G-
CTEMBl CHIHANM3AUWK mogamor CAMHANBl ONACHOCTW. rpomeccte aeykoselx CHTHANDE OMNACHOCTH mo-
#ET OuiTh YMEHLWEHE g0 HyNA (De3 38yKa} B AZAMWCHMOCTA OT HCNONBIYEMON MOOend [CM, BTopoR atiay oboCHOBEHWA
208.6.4.2).

Mogrmyuer 208.6.4.2 3anepsis eaauMoneRcTera B obony Hanpaanesrsx 8 PACTIPEOENEHHON CHCTEME ClAT-
HAMMIALMK

ME HMIOENKE pearwpyer, cozpasan CHIHAN OMACHOCTH B otear va TPEBOHHYKD CATYALIMED, roTopar
obrapymena. Eonu gavnoe ME WANENWE aenserc sacteie PACMPEOENEHHDW CHCTEMBI CHIHATIM3ALIMM, PAC-
NPEOENEHHAR CUCTEMA CHIHAMMIALMM moskeT onospwEts CATHATIAMK ONACHOCTIA o Tari TPEBOMWHOWM
CHTYALMA © nomMowsn yoaneHHss xomnoHedtoe PACTIPEOENEHHOW CUCTEMB! CHIHANMAALMIA. Ona pacnpo-
cTpaHEHER Methopaalas o TPEBOMHOW CHTYALIAM 0 eoem koMnodesTam PACTIFELENEHHOW CMCTEMBI ClAr-
HANMIALMIK secbxogume HexoTopose spemA. Bo mHOMe Cnydanx a1mo BpemMA 04eHE MEN, OO0HEKD KOHERETHRIS XKE-
paktapucTike PACTIPEOENEHHOW CMCTEMB! CHMIHATMIALMIA MOMyT IHEYWTENEHD I30BMHATE BOCNPOMIBEARHIE
CHMHANDE ONACHOCTIA yoaneHH:Me KOMIOHEHTEM PACTIPEOENEHHOW CUCTEMB! CATHANMIALIMIA

Weronezaeadne mogensd 8 DT moset noTpebossts, 47006 yoanesHoe cbopygoesyire padorand K3k NeperwHos
CHrHanNkHOe COOpYODEaHME (HANpAMap, Npa BosHMEHDEaEnn TpeBorn ME WM3OENWME sacTpoedo takam abpazom, 4o
rposEocTe apykoeoro CHIHANA ONACHOCTH chrseda 4o HynA, T. 8, 38yE OTCYTCTEYET ). B TakMy yonoBWAR NpHMEHS-
HWA OBLES BREMA 3A0E0HEM YIANEHHER KoMIoHeHToe PACTIPEQENEHHON CMCTEMBI CHMHATIMZALIMIA oo nogaqm
CHMHANCE DMNACHOCTH gonsio Beme OrpasHM4eH0 3HAYSHWAMK, BITOPEIE NOIBANAKT Epa4yY PEAMDOEET: HE dokan-
ONOTHHECKHE TRERMHEHEIE CHTYEUMY (HENPUMED. CCTEHOBRKE CRpaud, duBpunnAumMA HENy4oHE0E, BEICORDE CHOTONMHEIKDE
OABMEHWSE 1 T. 0.}

Hepomyctumos epema aggapssy CHUFHANDE OMACHOCTK s PACMPEOENEHHOW CUMCTEME CMMHANMAA-
LI moset 3a0apsErs NEYeHuE NauWeHTos. HAacToATENEHD DEEOMEHOYIST, 4yTobel MEHEOHMEHT PACKA Ben nanpas-
NaH HA CNPEEEMEHHE A08XBATHON BAMHYNHE, fHE NPEBSILSHILER: BpeuMs Jagapwed CHUTHANDE CNACHOCTH La yoa-
NEHHE KOMIosesTax PACNPEOENEHHOW CMCTEMB! CHMHAMMAALIMA.

Mogryrer 208.6.8.3.101 MofanesHes BpamMEHHLE COCTOAHHA MHAETVEAWNKE CAMHBNOE ONAECHOCTH. TPoaanMTans-
HOCTE rnofaneHss cocToAsa CHTHATMZALWMA NPWOCTAHOBNEHA WM 3BYHOBAR CHMIHANTMIALIMA NMPMOCTA-
HOBREHA

MHoODaNEHYH HHAETHEAUMK cotToRHme JBYEOBAR CHMMTHANMIALMA NPKMOCTAHOENEHA v CUTHANMIALIMR
NPHCCTAHDBNEHA ooyiu@cTENAKT OTHNEHMEHHEM SEYEOBEE WKW 3BVEDER W BHavaneHEE CUHTHATOE OMNACHCCTH
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poex BAAMONOTMYECKME TPEBOHHBLIY CHTYALMIA 1 aeyroBsx ciersanos scex TEXHWHE CHIAX TPEBOMHLIX Cli-
TY¥ALIMKA Ha 330 aHHER MHETEPEEN BpamMEHd. FHakTweauWa cocToRrn 2BYROBEAH CHMMHANMAALWMA NMPHUOCTAHOBIE-
HA w CHIHAMMZALKWMA NPUOCTAHDBNEHA noszanaet ONEPATOFY npegoTspalya e NOMHEIE TREEGNA B KNMHMHECKMY
yonoerAs 0T, Takme kax yeTaHoekas obopyooBsaHUA, NpOUasypes NEYSHAA NEWMEHTE, BIATHE AHANW30E, YMBIBSHNE W T. 4.
Kas MoBansHER CNyHal, TWIAYHER NPOOOTENTENEHICTE 3THXE KNMHMHSCENL NPOUS0yD ADNEHS ONpEOENATE GNATENLHOCTE
cooToOAHKME 3EYEOBAH CHUTHANWIALMA NMPMOCTAHOBNEHA v CHUIHANMZALMA NPHMOCTAHOBENEHA. Crapo-
patensHo, ME W3OENWME gormdHo uMmEte cpegorea aqantagde npooonsuTensHooTd coctaaden 3BYROBAH CHMHA-
NH3ALKMA NPHUOCTAHOBNEHA 1 CHTHATNM3ALIAR NPHOCTAHOBNEHA EnvHM4EckiK NoTpaBHOCTAM, OOHERD 378
NPOOONHUTENEHGETE QOrmdHa Baite oguHakoeor ghA soax CHMITHATOE ONACHOCTH MHOMO@YHELMOHANEHOMD
MOHWTOPA NAUMEHTA. ¥sasanwe paanimHearg BpEMeHd ONA paznmHiLx Euanonari=acons H3MEREHWA MORET Hera-
THEHD NDEMNMATE Ha SKCTNYATALUWMOHHYED NPWMIOOHOCTE ME MAOEMKMA.

Mognyset 208.6.8.101 TEXHMYECKHME TPEBCHHBIE CHTYALLMIA

WHakTHEaUKMA curHanuiagke B coctorHnE: CHUMHAMKMIALIMA OTENHYMEHA » CUMHANTKMIALKWA NPAOCTA-
HOBNEHA noagepsdeast GyHHUMOHANEHEIE BOZMOMHOCTA, KOTODLIE REMAKTEH CYLUSCTESHHBIMK ONA oBopyoosaqds
roHAaTOpuHrE TTALWMEHTA: 2 obonx coctoRHuAxE wHakTheayud [CAMTHANM3IALMA OTEMOMEHA o CHMIHANMEALMA
MNPUOCTAHOBENEHA) 4ne pabote SNEKTPOEAPOAOT PATRMYECEOND MOHWTORPA neobaogumo, wTobs snayansqpe
CHMIMHANBlI OMACHOCTH TEXHWYECKMY TREBOMHBLY CUMTYALMA orofpasannce. Lene 3THx snayansHwx CH-
HANMDE ONACHOCTHM — wathopameposadee CHNEPATOPA pame npy veakTMEagpe coctosHad CHIHANAZAUWMA OT-
KITHZMEHA u CHMMTHANMAALMA NPUWOCTAHDBREHA o Tom, Yra ME MAOENME {nnn yacts ME M3OENMA) va patoraar
ua-aa TEXHWHECKOMW TPEBCHHON CHUTYALMIA, kak, vanpumen. «obpwe oTeegasmin 3HM:, KoTOpLIR NpEpLIB3ET Ko-
HuTopuHr KT MTALKEHTAL

TEXHAYECKAR TPEBOHHAA CHTYALMA roseT BAMATE HA DODCHOBAHHOCTE HAMEBPEHHOM 3HEHEHKA. TAK, Ha-
npumap, TEXHHMYECKAR TPEBCHHAR CMTYALMA «0bpwe oreanedwd SEN OK33LIB88T BAMAHWE HE HACTOTY Cepaed-
Hblg coxpaweH@n (YCC) npy ea sempcnesny 1 otobpasedne, TTponorEeHMe MHOHEALEY DECCHMTAHHOH DEHEE YacToTe
MyNsCa MEGHET NPRBCOATE K HENPESMNeHOMY TankaaaHwn DNEPATOPOM, tak kax 3T 3HaHEHWA HEKOPPEETHE B0 BREMR
TEXHWMHMEC KO TPEBOMHOW CUTYALMM. CooTesToTay HWMMIK CHBOCTERMH KHOMKELMA TOM, ST0 HHAMLWPYETCA He-
BapHOE aHa4aHHa MOC, moryT Bate MHOMEAUHA Ny CThix SHa4aHun YOG un HBROTOROM CHMMEGNE B TOM MBGTE, TS oTo-
Bpasantch 3HaqeHns .

B npyrix cny4ans BNMEHNE MOMET CHE3LIBETECR HE NOTPELHOCTH MIMEDSHHEIE IHEYEHEA MKW BIMEPEHWE MOHET
BhiTe HEROCTOEEDHEM. B tasux chydan: OMNEPATOR gonsed Deite npodHfopMupoBad O ToM, 910 orobpasaoman e
HACTOALWKWA MOMEHT H3 OWMCNNES BENW-HHE MOET BbiTe COMHWTENEHON. OTobpasaemos 3HaveHe QorHo Beite obo-
SHEHEHD COOTEETOTEYEILMM Epatm,

Mognyurr 208.6.9 CEPOC CHTHANMIALIMKA

ONEPATORP npr CEPOCE CHMHANMIALIMK axmremavpyer CRegyowms NeAcCTEMA: BO-NSPELIE, OCTAHAENHBAET
zaykoBod CHMMHAN ONACHOCTH, Bo-BTops6, OCTAHEENWEAST BHayanedee SHECHPOBAHHBIE CHMIHANBL! OMACHO-
CT TPEBOMHGLIX CUTYALK, kotapeir BOMBLE HE CYLWECTEYET, B-TPETEHE. NPEKPELUEET EMHAHKE HE BMIYANLHLIE
CHIMHATBl ONACHOCTIA gnr TPEEDMHEBIX CHMTYALIMI, koTopeie NpogorsasT cyUScTE0RaTE (3T CHIHAanNLl Npoann-
HEKITCA 0o Tax nop, noka TPEBCHHBIE CHUTYALWMKW we npekparAtcA). B-4eTteepts, nodaonmar CHUICTEME CHIHA-
NHZALWMK HEMeonaHHD peardposars Ha nocnegyowns TREBORHBIE CATYAUMKM. Yeteeproe neicTBRE No3IpOnsaT
CHMCTEME CUMTHANMIALIMK HemagnasHn otnisdTe dyHewn CEPOCA CATHATMIALMIA ot MHEKTHBALMA COCTORHMR
CAMTHATIMIALIAA NPUCCTAHOBNEHA, 3BYEOBAR CHIMHANMM3ALMA NPUOCTAHOBNEHA, CHUTHAMKMIALIMA OT-
KINHMEHA w 3BYHKDBAR CHUMHANWIALMA OTHNHIYMEHA

B otnayme oT MHaETHealak coctorden CHMHANKMIALMA NPWOCTAHOBNEHA, 3EYEOBAR CHIHANMM3ALMA
MNPACCTAHOBNEHA, CHTHANM3ALMA OTENMCMEHA u 3BYKOBAR CHMTHANMIALAR OTENHMEHA, roTopeie Bpe-
MEHHD MMM OROH4aTansHo oTenawnt CACTEMY CAMrHANTM3ALMKM ME WAOENKMA, dyHeunp (peectene ONEPATOPRA)
CEFQOCA CUMHANWMAALMK coxpanper CUCTEMY CHIHATMZALMA 8o 8KNEHEHHOM COCTORHMW, HO NDHMEHRET diyHE-
LMK, yEa3aHHbE B nognyHeTe 208.6.9, mepedncnesdns of &) 4o &), 313 dyHEUWRA ooTadaenueast agyroene CHIHALI
CMNACHOCTH. perynrpyar enayanedsie CHIHANBL ONACHOCT B 2880cHMOGTH OT CYLWBCTEYHIMLHY MM NpEXpaTie-
wiecA TPEBOMHBE, CATYALIMIA W, kax yrazano ewwe, coxpasAer CHCTEMY CUMHANM3ALAM 20 BinoqeHHDM co-
crofHed. B paaynerara CHCTEMA CHMHATM3ALWM smotat HemennasHo pearwpoBate Ha nocnegyrowy TREBOH-
H¥ D CHTYALMED Ges rpebyrolein AoncnHiTeneHels gerctard ONEPATORA artveauqw CUCTEMB! SHMHANM3ALLIM.
Oro tacks obeRCcHAST. nodewy coctoRHwe IBYHOBAR CHMHANMKZAUMA NMPAOCTAHOENEHA He sammAeTcA nogoba-
HALMM COSTORHWEM, TEE HAE DHO HE NOIEONRET COOTBETOTEYHMLMM GDpazom yNpDSENATL BLINONHEHHEM 3THE yHELWR
CEPDCA CHMMHANMAALLM.

C nosmowesn dyssgus CEPOCA CTHMHANTMIALIA ONEFATOP eavHOMON MOSTEEMHEOZET SKTWEHDS COCTOAHWE
CHCTEMBI CUMHANWM3ALIMK 1 va nonsed GecnoxonTeCA O Bxnoqsnnre CHCTEMBl CHMTHANMM3ALMKA aHoes, noTomy
yro CHCTEMA CHATHAMAZALMI ocTaeTcn BO BEROYEHROM COCTORHWA. Kax pasynetar, tiyHeunA CEPOCA CHMITHADNA-
AALAM morn~asT BoaMorHocTe g ONEPATOPA 2a0e1Te artmarpoate CACTEMY CHMHANM3AL MK sHoB.

Moanydrr 208.6.10 HEPUKCHPOBAHHBIE w PUKCHPOBAHHBIE CHMTHANB! ONMNACHOCTH

Pazmm4anwt mogene npuseHesda ME WMZ0EMNWA: 1) npy nocrosHHos npuacyteTedd ONEPATOPA (Hanpumep, 2
OAEPAUMCHHLIE] B 2 NP HENOCTOAMHOM npdcyTeTedn ONEFPATOPA (Hanpumep, B OWT). B yonosaax QT wnn ortge-
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NEHMAX CEOPOA NOMOWH, [4e HET NocToARHDM Habmogequs aa MALMEHTAMK, ONEPATOR kak npaenno, cregudT 2a
Heckonegsd TTALMEHT AMLA.

CMNEPATOPDBI, kotopeie yxasveawt z2a Heckonekwse MMALUWMEHTAMIA, e woryt sabnuooare ecex MNALWMEHTOR
agHoepeseHHD. OMNEPATORLI He roryT nerso noeHTHdHuMpoBaTE KpaTkocpoqiwe TPEBOHEHLIE CUTY AL ME W3-
OENKA, xoropeis conpoBosaaTes HEPUECHUPOBAHHBIMI CHMMTHATAMK ONACHOCTIA whw crecesn HEDMECHAPO-
BAHHEIX » DHUECHPOBAHHLEIE CHMHANCE ONACHCOCTH. 31a secnocofHocTe BERBEMTL ¥ BLICTRD pearpoBaTs Ha
BakHwe kopoTmae TPEBOHHLIE CATYAUKMMA (Hanpumep, KOpOTEHe TEXMEApOWK ) coagaet OMNACHBIE CHMTYALMK anr
MALMEHTOE.

CooTeeTCTEYROWARA HAcTRoRka ME M3IOENMA va dopuupaeadne tansko PHECUPOBAHHBLX CHUTHANDOB OMNAC-
HOCTW zacrasnsat OMNEPATOPOE oveesare va saskayiy TPEBOHHYHD CHTYALMED. Xath amd soHUSMTYANLHD Kopo-
WHER Moasd, HacTes noxHes TPEBCMEHEIE CHTYALMK »a-2a aprediasroe Wnv HenpaeMneHor yerasoexw NPEOENCE
CHMHANM3ALLMA coapamnT owyTiMy A0MAHWCTDETHEHYED Harpy2ry Ha ONEPATORA

EMKCHMPOBAHHBIE CHMHANLl OMNACHOCTH MoryT BeiTh npagnoHTATEnEHEMK npe PACMIPEOENEHHOW CH-
CTEME CHIHANMIALWIA, rae yoanedHoe obopyaoeadne ME CHCTEMbl va wumesT nocToRHHoM npycytotena ONE-
PATOPOE. HEPHMKCHMPDBAHHBIE CHMMHANB! OMNACHDCTEI moryT DeiTe Nnpagno~THTENEHE MW B Yyonoersa:, karoa ME
MIOENME nocToAHHD HEXOOMTEA Nog Habnopssnes CONEPATORPA.

Mogayser 208.6.10.101 HERMECWPOBAHHBIE CHUTHANE! ONACHOCTH gna TEXHWMHECKME TPEBOMHbBIX
CTYALIAA

TEXHWHYECKAA TRPEBOMHHAR CHUTYALIMA yraapiaaaT Ha 70, 470 IHIMONOMIHECKME MEMEEEHHR HE BLINONHEHB]
WK NPEPBSHE N0 TEXHAHSCHAM NPWEHHEM. TENE TEXHHYECHNE NPEPEIEESHAR HIMEREHMA MOryT OuTh BRIZBEHEI HENPSOHE-
MEEEHHEM OTHRHeHren NPEQEFAIOBATENH v NPOEBCOA OTBEOEHWA. Hanpumep, TEXHIYMECKAR TREBCH-
HAR CHMTYALLMA, nokasweanwan, ST0 SaTHEE OTEMOHEH, O3HE4E8T, 4TO COOTEETETEY HIWME hH3nonoryEckne BENW-HHEI
HE WIMEDRIOTCA W HE DTODPAXE0TCA, 370 03HI4AET, YT0 YBOTOTE NyNECE HE KOHTRONMMEYETER W, KHK CASOCTERE, NOTEH-
umaneHes TPEBOMHBIE CATYALIAK He moryT Beite oboanayeds. Tpebosadwe HEDRKMECKHPOBAHHBIX CHMIHANTOE
OMACHOCTH grr TEXHMHYECKMK TPEBOMHEIX CATYALIWK canaqaer, wro CHMHANL OMNACHOCTH oroBpaseercs
Tak gonro, noga TPEBOWEHAR CHMTYALUMA npuoytocreyet. m npespawanTch Bea emswaranscrea OMNEPATORPA, soima
TEXHAYECKAR TPEBOMWHAR CHATYALIAR vcnpaenara wnw NPEOEPAICDBATEND nogrnmyeH.

Nogayrer 208.6.11.2.2 Oreas pactasupossal ceqzd npe TPEBCHHBX CHTYALIMAX

ME M3NENWE kax yacte PACMPEQENEHHOW CHCTEMBI CUMHANM3ALIMM npagHaHaYera 0nA obacnaHeHun
BecnepefaPrHOR CHIHANMIAUMKY B YONOBWAR OTOYTCTEMR NOCTORHHOrD Habnwngenwn. Mo sral npesrae ME AJOENKE,
LOTOPOE NONBOAsT B 00NAcTs MPUWMEHEHMA HECTORLIEND CTEHABPTA, OOMEHO DeITh CROHCTRYMPOBEHD TakMM 0Dpaaom, YTo-
G OBHapy=sKrBaTe choR paborw cerad 1 oboanadate CHMTHATNBE ONACHOCTA npw cooteetoreyowms TEXHMYECHEAX
TPEBOMRHBIX CATYALUWMAX. Maprapossa taxore ME M3AOEMNKMA o npegynmpesneHMes o ToM, 4T0 HE CNagyaT Nonarans-
oA HE nonysadne CATHANDOE ONACHOCTH. e nogxogkT ans cHakaHie PHCHA, somoposy NOOEepraimtA KpHTHHesKua
MALMEHTEL

MNepecxorpeddbe Tpebosadwa 208.6.11.2.2 b) npumeHume tansko gna ME M3OENKWA, roropoe nonagaar B ob-
NACTE NPUMEHEHUA HACTOAWEND CTAHAPTR. TO ME CAMOE NDEMEHNMD KO BOEMY COOQ8EHEHMH HECTORLWEND CTAHOSPTE.
Opyre HoMOOHEHTS MAM 4acTi PACMPEJENEHHOR CUCTEMBl CUMHANMIALMIA. Tasme k&K NOPTATHEHRE YOTROR-
CTEA, CHOTEME! BRIDBE {NERIMEDE ) MITH DEHES COTOBLIS TenadaHs, HE NOgNE0AMKT RO QEACTBME HECTOALLETD CTAHOEpTE;
AN# AaHHE YETRORCTE npdmeHar M3K G0601-1-8.

Meogmyner 208.6. 11,1071 Meastweaunrfaktisaywa CTATHANOE OMACHOCTH Ha yoaneHHs: soMnodHedTas PAC-
NPEOENEHHON CMCTEMBI CHMHATMIALAL

PACMPEOENEHHAA CHUCTEMA CAMHANKM3ALWA gyEanpyer CHUMHAN QNACHOCTH Ha yoamesHsx komno-
HEHTEX PACTIPELQENEHHOM CMCTEME! CIATHANMIALMIA, TaxWx KAK UBHTPANEHEA CTaHUWA. B 188MCHMOCTA OT Mo-
[ErH MPYMEHEHUA, B KOTOROA YIANEHHBIE KoMIoHERTE PACTFEOENEHHOWM CUMCTEMB! CHMIHATMIALMK amwaHo
NCROALIYHITCH KAk yacTe PACMPEQENEHHON CWUCTEMB! CHMMHAMMIALMK, MMesT GMEICT SKTHBMPOEBATE |(NpEKpE-
WHETE MHAETHBaUMK) coctorHwe CHUTHANKMIALUMA NMPHOCTAHOBNEHA, 3IBYEOBAA CHTHAMAIAUMA NMPWOCTA-
HOBNEHA, CHIHANKMIALWA OTEMKCHEHA wnv 3BYKDBAA CHUTHANWMIALMS OTHENHOYEHA (8 3asmciMocTa OT
KOHEMMYDELUAN] 1 SKTMBKpoEaTE CEPOC CHIMHATNMZALMKM Ha yoanemHs soMnoHeHTax FACTIPEQENEHHON Ch-
CTEMBI CUMTHANKMAALIMK,. Kak yrazawo padHes, TARME BOIMOKHOCTH QACTAHUMOHHOM YyMpEANEHMA 388MCAT OT MOOEMH
NEAMEHSHMA B HOHEDETHRIX YONOBWAX HCNONE30E3HMA, Takky kakr OWT. MNo sror npesdse ronsso OTBETCTBEHHAR
OPFAHWMZAUWMA gormeHa vmeTe QOCTYN ¥ CODTBETCTEVKILWEMY KOHEMMyDUpoRaHMI. KOHEErypaumsa, KoTopEA MMeseT
iy HELMH YORNEHHDA SETHEALMA M NPERPSWEHWA rMMobankHorg cocToRHEA rHagTHEaguy (CHIHATMZALKMA NIPMOCTA-
HOEBNEHA, 3BYKOBAR CHMIMHANWMAALMA NPHOCTAHDBNEHA, CHIHANMIALKMA OTENKCMEHA wnw 3BYEOBAR
CHMrHAMM3ALMA OTENEDHNMEHA) v yoganedsor astreagua CTEPOCA CHMHANM3ALKMK, gonsHa Duite 33wmugesd.
i ABUMLBHHOCTEY  DaHaHaEaT, yta DMEPATOR ME W3OENMA HE fonsed wMeTs aoocTyna npa HOPMANBHOW 3KC-
MMTYATALMIA ¢ embopy BOSMOEHOCTH BETHBMPOBETE K NPEEDATHTE [MODAENEHYH MHAKTHEALUMKD COCTORHMA [CHTHATTA-
3AUMA NPMOCTAHOBNEHA, 3BEYREOBAR CHIHAMWMIALUWA NMPWUCCTAHOBNEHA, CAMHAMA3ALKMA OTHETOME-
HA wnw 38YEOBAR CHMMHAMMIALKA OTENHOYEHA} W guctasusoHeoR aktreagna CEPOCA CHITHATMZALLMM #a
KoMNoHEHTL PACTIPEQENEHHON CUCTEMBI CHIHAMMIALMKM, Mexaduwivel SOBKBATHOR JSWHTE ONUCEHL B 6.7
MK G0601-1-B:2006.
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Mpunosenwe EB
{cnpaso4YHoe}

OdHarpammisl CHrHANW3IauKWKH no nyHETY 208 M3K 60601-1-8:2006

Cragy HwWne Qrarparidbl KNNOCTPARYIT 28YEOBEIS ¥ BayansHee CUMHANB OMACHOCTH ana @HKCIHPOBAH-
HbIX wne HEDPWKCHMFOBAHHBIX CHIHANDE CMACHOCTH, kax onpegsenano 8 B, 10 M3K 60601-1-8:2006 v 208.6.9.

TPEBDKHAR
CHTYALRAR

Smanasi CHIMHAN
ANACHOCTH

Beoarsseal CHMIHAN
AMACHOCTH

CEPOC
CHMMHAMM3ALMA

H_
; | |
H_
; | |
H_
’ | |

"

H— BTVENROSEHHOS COOTORHAE, L — HERETHBWDORE HHOS GOATON HNE

Pucyron BB 1 — HEPMECHMPOEAHHBIE CHIMHANBL ONACHOCTA Goz CEPOCA CHAMHANMIALMIA

Wnneocrpauwn HERPHMECWPOBAHHBLX CHIHANCE OMNACHOCTH (oM. puoyHox BB.1). kaw yxasado B E.10
MK 60601-1-8: 2006 Baz seawarensctea ONMEFPATORPA apykopws v auayanesHss CHMTHANBl ONACHOCT obosqaysa-
wTcA, nokda TPEBCHHAR CHMTYALIMA cywesteyer. Kak toners TPEBOHHAR CHTYALMA noyeaser, 3eyroBmea 1 Bnay-
anbHeE CHUTHANE] OMNACHOCTH nparpawanTes aaTomariseck Bea emewarenecrea OMNEFPATORPA.

TPERPHAR
CHTVAL

LHE 4

M-
L

L

1
T ____

I

H— ﬁ
L

H_

X I

M — Sxrveyetedsa D SOETOER RN | — Hialn TP AR SOOI

Pucynor BB.2 — HEDMECHMPOBAHHLIE CHMHANB ONACHOCTH 1 CEPCC CHMMHATM3ALIAM

Wnneecrpauwa HERMKCWPOBAHHBIX CAMHANICE ONACHOCTH v cvrnana CEPOC CHUTHATAIALMIA (oM. pu-
cyHow BB 2), kak yxazado 8 6.10 M3K 60601-1-5:2006 v 8 208.6.9: aktveayns CEPOCA CHMMHANMIALIMK cotaHaan-
paet apykasor CHMHAN ONACHOCT. Kax roneka TPEBCHMHAH CHTYALMA npexpawastes, evavaneswin CTHTHAD
CMNACHOCTH nperpawasaTcs Tome.
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Smwceci CATHAN |
QMACHOGTH i i i

Buayarmiasi CHTHAN

QMACHOCTH 5 | |
CEPOC )
CHIHAJMSAL M L |

H — ESCTMERA PO Y CXRCTOSEH WS, L — HMRTMEMPOSEHHOS COCTONRH /Al
PucyHok BE.3 — $HECHMPOBAHHBIE CHIHANL! OMNACHOCTIA v CEPOC CHMHAMTMIALA

Hinnwocrpagns PUECHPOBAHHBIX CHUMHANCE CNACHOCZTH v CEPOCA CUMHANMIALLMM (o, prcynox BB 3),
Kak yradado 8 510 M3K 60601-1-82006 v 8 208.6.9: Hbea smewaransctea OMNEPATOPA seyioBee 1 BUIYENEHEE T -
HANE! ONACHOCTI apTwBHs HaorpaHuHeHHoe apems. DMEPATOR eeivyosH chpoture CHMTHANBL CGMACHOCT W did-
INONOMAYECKDR TPEBOHHOW CATYALMK, astuenaupya diyssume CEPOCA CAMHANMIALIMK. Mocne aktyeaumm
CEPCCA CAMTHANMMIALLM crrHanyaanqen MosHo cpagHuts © HERKMECHWPOBAHHBIMEK CUMTHANAMM ONACHOCTIA.

TPEBOWHAR H_l
CHUTYALIMA 1

H;

CHTYALMA 2 I I
Sayucacd CWTHAT N

OMACHOCTA L | I I I I

Bwrarsnsl CHIHAN o,

QMAGHOGTW 3 I |
CEPOC i

CHIHATASALPM ; | |

H — ST DO O DENTTONH WA, L — HAETVERMECRBHHOE OOOTORHU
PucyHox BE 4 — Oee TPEBCWHBIE CHMTYALMIK w CEPOC CHITHATAZALLLAM
WnnwocTpagus geys TPEBOWHBIX CUTYALME u CEPOCA CMTHAMMIALIMK (ow. puoyHor BE.4), kEk ywaia-

Ho B G100 M3K 60601-1-8:2008 w2 208.6.9: nocnepyrowas DAIMONCNAYMECKAR TPEBOMHAR CUTYALA apyroro
DHARONOTAHECKDID MEADEMETRS akTrHEMRMDyaT 3gykoeod CATHAN ONACHOCTIA
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Mpunosenwe CC
{cnpaso4YHoe}

MpuMepkl cosgUHEHHWA HaMepUTENLHOMD yeTpoAcTEa MD ana wasmepedda TOKA YTEHKKA
HA MAUWEHTA w JONONHWTENBHOMO TOKA B UEMK NALMEHTA

Ha creayiowmn: pUCYHESX NPpUEESEHLI NpUMSPE NOOEMEHSHEA pabouny Y8CTeR gnA MaMmepeHsA o7 abwer
TOKA YTEYK HA MAUWMEHTA v YACTHWYHOND TOKA ¥TEYEM, ysaagHHbx 8 tabnuuax 3 v 4 obwero cranpapran e
201.8.7.1.101.

MHOMOEY HELIMOHANBHBIA MOHMTOR MAUMEHTA coctonT Ha PABOMIX WACTEW THMNA BF 1 TINA CF: soe
COEQMHEHMA C NALUMEHTCM PABCAMAX MACTEM afHom o TOMD #e TANA COSOUHEHS BMECTE.

| S

$54%

A
$118

e
PARDMAH YALTTH
TMIMA BF
& MHOMECTEEHHOM
tvHLMEA A
(!
=i I
MD

— T

MHO M OY HELMOHANLHEIA MOHATOP NALWEHTA o PABOYEM YACTEK THMNA BF
mexny noban EQMHEYHCHA @Y HELWMEY w ccrapwempca EQWHAYHEMA 2¥HELWAMH
nooYsEpanHo

KOPNYC ME MIAENKA: 2 — PABCHAR HACTE, Py — COEJUHEHWE
CNALMEATOM EQMHEYHON $YHELLAK

Puoyros CC.1 — Wamepeanne YACTUMHOMD TOKA ¥ TEYKK PABOUIE
HYACTEWM THNA BF c MHOMECTBEHHOK @YHELMEM {cum. 201.8.7.1.101)
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Fy
O
MD
Fy
2\ st
o o
PABCAMASI MACT L Oesb
TWA BF
& MHCHECTBEHHOA]
YHKLIHER
Fy
vt )
Py
es
L F
el

T

MHOMO®YHELMOHANEHE N MOHETOP NAUMERTA ¢ PABOUEN YACTELID THMA CF:
wexay nifmm cgpiauiuam COEQMHERWEM C NALMEHTOM EQMHIAYHCM by HKL MM
i e gpyrase COEQMHEHHMAMA C NALWMEATOM 108 me PABOYHEM HACTH
COBAMHAHHEE BRMBCTE

1 KORMNYC ME MIOENRKWA; 2 — PAROYHAR YACTH: Py — COEQMHE HME
C NAUKMEHTOM EQHAHIAYHCH by HEKLLELA

Puicynok G52 — Hamepering MACTIMHOTD TOKA ¥TEMEKW PABCHIAX
HACTEM TWMA CF co MHOWECTBEHHOM &Y HKLIMEL (cw. 201 .87.1.101)
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PABCAME HWACTY
THINA.BF wm GF

1 — KOPMYC ME WEOENWA; 2 — PAERDUYAR YACTE co MHOME CTEEHHE! MIA S HEL M A8 1
Py, — COEAHMHEHHKE C MALMEHTOM mowar cactorts w2 KAGERA NALUKEHTA » NPOSCI0R
OTEEAEHWH; Py 4 — coeppnarend PAEOHEA HACTH & COEOMHEHMED C MALHEHTOM;
Py o — cosganutiens KABERA NALKEHTA w NPOBOO0E CTEEQEHRA: By 5 — NPOBOOA
OTBEZEHHH Fl-: rENoQAW AR yacts {nanpameap, NMPOBOOA OTEEQEHKMH), naxaamuyanca
B ORCHTAETE & SAISMIEHHON ROBEEXHOCT B

Pucymor CC.3 — DEwmi TOK ¥TEMKM HA MALWEHTA PABOYMN WACTEM TWIMNA BF

i CF co MHOMECTEEHHEIMA ¥ HELMAMI. shizBadHHmA BHEWHKM HENPRHEHWEM
Ha COEOWHEHWMI C MALWMEHTOM {ow. 201 8.5.2.3)
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Mpunoxexrne OA
{cnpaBoyHoe)

CeeoeHWA O COOTEATCTEHM CCLINOYHBIX MEMAYHAPOOHLIX CTAHOAPTOE HAUHOHANLHBIM CTAHOAPTaM

TaGnwua OA.1

DEpaksusHAE CORPHMHOID
WSS Y HAPOOHO D CTiEH LS ET

Crenims cOoTBETCIB

Do iHsdEHAE W HEH S EH O AHWE COLTARTE THYD L &Era
HAYAOHANEHIME CTAHIADTS

150 16223-1:2007

IoT

MICT P ACO 15223-1—2010 «ManenmA mEgqUmHSENS,
CrMBOnEl, NEHMEHREMBIE MPKH MEPEMPOESHNK HE MagH-
L{HHCHAY WQENHRY, 3THEETEAX W B CONPOEOgHTEnkHOR
AgoeymeHTagnue. Macte 1. Obwuae TpeboBaHEAR

IEC 60601-1-2:2007

IoT

MCT P M3K 60601-1-2—2014 «Magenwa megmumH-
CHAE anedTpH4gceds. HMacte 1-2. Obwwa tpabosasis
ER3OnacHOCTH © VHETOM OCHOBHBGE PyHEUMOHAMBHERX
XEPAETERMETHE. TapannensHei CTAHGERT. SNSETROMar-
HHMTHERA COBMBCTAMOGCTE, TPeboBaHNA 1 MCNsTaHNA Y

IEC G0601-1-B:2006

IEC BOG0T-2-2:2000

I0T

MOCT P MK G0601-2-2—2073 £ Magenun MeguuuHcEe
anesTpu-EcEde, Yacts 2-2. YactHeie TpeboeaduA De3o-
NACHOCTH © YHETOM OCHOBHBIE yHHLWORANEHBIE XApPEK-
TEEMCTHE K BhICOKDHACTOTHRIM SMEHTROXMPYDIAHSCEMM
ANNAPETEM W BECOKOHSCTOTHBIM 3NEETROENDYDIMHECEMM
MPAHE D TEHHIIT A

IEC 60B01-2-27:201

10T

MICT P MIE G0801-2-27—2013 «Magentn mMaguUdH-
CHAE ZNekTpEHeckka. Yacre 2-27. HMattHeie Tpabosanns
EE20NACcHOCTA o W4ETOM DCHOBHB YHELWOHAMEHERR
XAPAXKTERWCTHE ¥ SNekTROEapOHorpadHEchim MoHITO-
pam

IEC 60601-2-34:2011

*CODTEETCTEYHOLWMA HEUWMDHAMLHER CTEHAADT OToyToTEyar. [0 ero NpWHETAR PEKDMEHOYETCR WCNDNEIDBATE ME-
DEEON, HA PYCCEMA AIkIE QEHHOM MEXIYHAPOOHOM CTaHiapTa. OhuumansHeld Nepesng QEHHOM MERGYHAPOIHOMD
CTEHOADTE HAXOOWTCA B TenepansHom MHbopMasoHHoM ioHge cTaHgapTos.

Mpumedaune — B HECTORWEA TEEMMUE WCNONBE3I0EAH0 CREOyHIWESE YOCNoEHoE 0B0IHAYEHWE CTENEHN CO0T-

EETCTEMA CTAHOEPTOR!

- 10T — HOSHTW-HHES CTEHOApPTS.
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EuGnuorpadgua
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