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MNpegncnosne
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2 BHECEH TexHuuyeckum komuTeToM no ctaHgaptnsaumm TK 011 «MeguunHckue npubopbl, annapartbl
1 obopygoBaHme»

3 YTBEPX/EH U BBEJEH B IENCTBVE Mpukasom ®eaepanLHOro areHTCTBa No TeXHNYEeCKOMy pe-
ryiMpoBaHuio n Mmetposiornn ot 2 nonsa 2019 r. N9 351-ct

4 HacTtoswunii cTaHAapT MAEHTMYEH MeXAyHapoaHomy cTaHgapTy M3K 60601-2-6:2016 «W3pgenus
MeauUMHCKMe anekTpuyeckne. Yactb 2-6. YacTHble TpeboBaHMA 6€30MacHOCTU C YYEeTOM OCHOBHbIX (PYHK-
LMOHaNbHbIX XapakTepucTuK K annapaTamMm /1 MUKPOBO/SIHOBOWN Tepanuum» (IEC 60601-2-6:2016 «Medical
electrical equipment — Part 2-6: Particular requirements for the basic safety and essential performance of
microwave therapy equipment», IDT), Bkito4yas nameHeHvne A1:2016

5 B3AMEH IOCT P 50267.6—92 (M3K 601-2-6—84)

MpaBuna NpYMeHeHs HacTOoALEro cTaHjapTa YyCTaHOB/EHbl B CTaTbe 26 PefepasibHOro 3akoHa
0T 29 uioHs 2015 r. Ne 162-#3 «O cTaHgapTwusauum B Poccuiickoii Pepepaunmn». MiHdopmaumsa 06 uns-
MEHEHMAX K HacToALLeMY CTaHAap Ty Ny6ankyeTca B eXerogHom (Mo cocTOoAHUI0 Ha 1sHBaps TekyLero
rofa) MHhopMauMoHHOM yKasaTene «HauvoHanbHble cTaHAapThi», a oUUMasbI<bIi TEKCT U3MEHEeHWi
1 MOnNpaBoK — B eXeMeCAYHOM MHOopMaUMOHHOM ykasaTene «HaunoHanbHble cTaHjapThi». B cnyvae
nepecMoTpa (3ameHbl) UM OTMEHbl HACTOALLEro cTaHaapTa CooTBeTCTBYyLee yBeJoM/eHe byaeT
ony6/nMKoBaHO B 6GmKailleM BbIMYCKe eXeMeCAYHOro WHOPMaLMOHHOro ykasaTens «HauuoHabHble
cTaHgapTbi». CooTBeTCTBYLWAasa Hpopmauns, ysefjoMNeHe U TEKCTbl pasMeLlalnTcsa TakKke B UH-
chopMaLMoHHO cucTeme obLLero Nob3oBaHNa — Ha oduuvanbHoM caliTe PegepanbHOro areHTCcTBa Mo
TEexXHNYeCKOMY PeryimpoBaHuio 1 MeTponorun B ceTun NMHTepHeT (Www.gost.ru)

© CraHgapTuHdopm. odhopmrieHue. 2019

HacTosawwii ctTaHAapT He MOXeT GblTb MOIHOCTHIO UIM YACTUYHO BOCMPOM3BEAEH, TMPAXUPOBAH U pac-
MPOCTPaHEeH B KayecTBe ohMLManbHOro n3faHnsa 6e3 paspelleHns defepasibHOro areHTCTBa No TEXHUYECKO-
MYy peryaivMpoBaHuio 1 MeTposiorumn
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BeBepeHune

MuHMManbHble TpeboBaHUs 6e30NacHOCTU, yKka3aHHble B HACTOALWEM CTaHfapTe, cunTaloT obecneyn-
BalOLLMMMN NPaKTUYeCKnii ypoBeHb 6e30nacHoCTW npu paboTe annaparos, UCMO/b3YyeMbIX NPW NPoOBeAeHWM
MWKPOBOJ/IHOBOW Tepanuu

HacToAwwii ctaHgapT nsmeHsieT u gonosnHsaetT MOK 60601-1 «M3genna meanuMHCKUE anekTpuyeckue.
YacTb 1. O6wme TpeboBaHna 6e30NacHOCTM C YyY4ETOM OCHOBHbIX (PYHKLMOHA/bHbIX XapakTepucTuk», KOTo-
pblii fanee ynomuHaeTcs kak obwuii ctaHaapT (cm. 201.1.4).

TpeboBaHWA CONPOBOXAEHbI OMMCaHVEeM COOTBETCTBYIOLUX UCMbITAHWUIA

Pasgen «O6uive nonoxeHns n 060CHOBaHWE», cofepxaliuii HeKoTopble NOACHEHUs ANS Havwbonee
BaXKHbIX TPeO6OBaHWUIA HACTOSLLEro CTaHAAPTa, BKIOYEH B NpuioxeHne AA.

[MYHKTbI NN NOANYHKTbI, A1 KOTOPbIX B MpUioxeHnn AA npusefeHbl COOTBETCTBYIOLLME MOSACHEHUSA
OTMeuYeHbl 3HaKOM 3Be3404ku (¥).

MPUHATO cunTaTb, YTO 3HAHME MPUYKMH ANA 3TUX TpeboBaHW ByaeT He TONbKO Cnoco6CTBOBAaTL Mpa-
BUIbHOMY NPUMEHEHUI0 HACTOSALLEro cTaHAapTa, Ho U CO BPeMeHeM YCKOPATb Nobol nepecmoTp, 06ycnoBs-
NEHHbIA U3MEHEHUSAMUN KIMHUYECKON NPaKTUKN U COBEPLLUEHCTBOBaHNEM TexHonornu. OgHako npunoxeHve
AA He siBNsieTCA YacTbio TpeboBaHWii HaCToALWEro cTaHaapTa.

HacTtoswwmiA ctaHgapT MAEHTUYEH MeXAyHapoAHOMy cTaHfapTy M3K 60601-2-6. noaroToBfeHHOMY
nogkommteTtom 62D M3K «MeauumHckasa anektpoannapartypa» TexHuyeckoro komuteTta TK 62 «3nekTpo-
o6opyfoBaHMe B MEAVNLMHCKON NpaKTUKe».

BTopoe uspgaHne oTMeHsEeT 1 3ameHsieT nepBoe u3gaHne M3K 60601-2-6. ony6numkoBaHHoe B 1984 r.
BTopoe n3gaHve npefcraBnseT coboi TEXHUYECKUIA nepecmMoTp B Liensx cootBeTcTBMA M3AK 60601-1.

MpumeHsemoe 06beAUHEHHOE U3[aHne MexayHapoAHoro ctaHgapta M3K 60601-2-6 nmeet Homep 2.1.
OHO COCTOUT 13 BTOPOro nsgaHusa (anpenb 2012 r.), ocHOBaAHHOIo Ha fokyMmeHTax 62D/985/FDIS n 62D/1008/
RVD. a Takxe ero nameHenus 1 (anpenb 2016 r.), 0CHOBaHHOro Ha fokymeHTax 62D/1331/FDIS n 62D/1351/
RVD. TexHuueckoe cogepxaHne NaeHTUYHO codepxaHnio 6a30BoOro n3gaHua 1 USMEHEHUIO K HEMY.

Pefakumsa mexayHapofHoro craHgapTta noArotosnieHa B cooTseTcTBun ¢ [upektusamn NCO/M3K,
4yacTb 2.

B HacTosiem cTaHdapTe NPUHATBLI cneyloLme WpngToBble BblAEEHUS.

- TpeboBaHuA 1 onpefeneHns — nNpAMon LpUKT:

MeTOfbl UCNbITAHUA — KypCuB:

- MHOPMaLMOHHbIV MaTepuan, NpuBeAeHHbI BHe Tabnuy, (NpMMeYaHuns, NnpuMepbl 1 ClpaBoYHas UH-
dopmauus), a Takke HOPMaTUBHBIV TEKCT Tabnny, — WPNGT yMEHbLLIEHHOTO pasMepa;

- TEPMUWHbI. OMPEJENEHHbBIE B PA3AE/IE 3 OBWErO0 CTAHOAPTA N B HACTOAWEM CTAH-
OAPTE, — 3ArNABHbIE BYKBbI.

B HacTosiLleM cTaHAapTe TePMUHbI O3HaYaloT:

- «MYHKT» — oAHa 13 17 yacTeil cTaHAapTa, ykasaHHbIX B COAepXaHun, BkIoYasa Bce NOANYHKTbI (Ha-
npumep. NyHKT 7, BKIOYasA ero noAnyHkTel 7.1, 7.2 U T. 4.);

- «NOAMYHKT» — MPOHYMepoBaHHasa nocnefoBaTelbHOCTb NOANYHKTOB NyHKTa (Hanpumep, NOANYyHKTb
7.1. 7.2 1 7.2.1 ABAAIOTCA NOANYHKTAMMN NyHKTA 7).

Mepep ccbINKOl Ha NYHKT 1 Nepes ero HOMepPoM B HacTosLLLEeM CTaHAapTe 6yAeT CTOATb C/I0BO «MYyHKT»,
a CCblfIKa Ha MoANyHKT — OrpaHnYnBaTbLCS /UL Or0 HOMEPOM.

B HacTosWwem cTaHjapTe colo3 «uau» bygeT UCNOMb30BaH Kak BK/oYalolwee «uany», T. e. yTBepxXaeHne
6yAeT NCTUHHBLIM NpK NGO KOMOUHALMKN YCIOBUIA.

naronbHble YOPMbI, UCMO/b3yeMble B HACTOSILLIEM CTaHAapTe, coBnagatoT no hopmMe € onncaHHbIMU B
npunoxeHun H Aupektus MCO/M3K (4acTb 2).

3HauyeHve BCroMoraTe ibHbIX r1aronos:

- «[0/MKeH» — COOTBETCTBME TPe6OBaHUAM UM UCMbITAHUAM 065A3aTeflbHO A1 COOTBETCTBUSA HacTo-
AlleMy CTaHAapTy:

- «cnepyeT» — COOTBETCTBME TPebOBaHUAM WA UCMLITAHUAM PEKOMEHA0BaHO, HO He 0653aTefnibHO
AN COOTBETCTBUA HaCTOALEMY CTaHA4apTy

- «MOXeT» — OnucaHue AoNYyCTUMbIX NyTel [OCTMXEHUS COOTBETCTBUA TPebOoBaHWAM WU UCTbITaHU-
AM.

3Hak 3Be3704ku (*) y HOMepa MyHKTa, WAn NOAMYHKTa pasfena, Wav 3aronoska Tabnmubl ykasbiBaeT, 4To
B NpuioxeHun AA nprisefieHbl COOTBETCTBYHOLME MOACHEHUS.

\Y,
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HAUMOHANBbHbBIN CTAHOLAPT POCCUMCKOW OSEALEPALUMN

N3AENNA MEANUNHCKUNE S/IEKTPUYECKUE

YacTb 2-6
YacTHble Tpe6oBaHUA 6€30NacHOCTM C Y4eTOM OCHOBHbIX QYHKLMNOHAIbHbIX XapakTepucTuK
K annapartam gns MUKPOBOMTHOBOI Tepanuu

Medical electrical equipment. Part 2-6. Particular requirements for the basic safety and essential performance
of microwave therapy equipment

[fara BBegeHns — 2019—12—01

201.1 O6nacTb pacnpocTpaHeHus, Lesb U COOTBETCTBYOLME CTaH4apThl
MprmMeHsaoT NyHKT 1 0buwero ctaHgapTal®, 3a uckItoueHnem cneayoLuero:

201.1.1* O6nacTb pacnpocTpaHeHus
3ameHa:

HacTosiwumii ctTaHgapT pacnpocTpaHsieTcss Ha TpeboBaHus 6e3onacHocTn K AMNMAPATAM 419 MUKPO-
BOJ/IHOBOW TEPATUW, ncnonb3yeMbiM B MeMULIMHCKONM NpakTuke, Kak onpegeneHo B 201.3.204.

201.1.2 Uenb

3ameHa:

Llenb HacTosLwero ctaHgapTa — yCTaHOBUTL YacTHble TpeboaHnss K OCHOBHOW BE3OMNACHOCTW n
OCHOBHbIM ®YHKLIMOHA/IbHBIM XAPAKTEPVUCTUKAM AMMAPATOB /19 M/KPOBOJ/IHOBOW TEPA-
MNIN. kax onpegeneHo B 201.3.204.

201.1.3 AononHuTeNnbHble cTaHAapThl

JononHeHune:

HactosAwwmin ctaHfapT UCNosb3yeT CCbI/IKM Ha MPUMEHsieMble A0NOSHUTENIbHbIE CTaH4apThl, KOTopble
nepeuyncneHbl B NyHKTe 2 obuiero ctaHgapTa.

M3K 60601-1-2 NpUMEHSIOT C U3MEHEHUAMU, BHECEHHBLIMU B MYHKT 202. M3OK 60601-1-3 He NpPUMEHSAIOT.
Bce ocTanbHble AOMOMHUTENbHbIE CTaHAapThl, Ony6/nKoBaHHble B cepun MOK 60601-1. NpyMeHSOT B TOM
BMAE, B KAKOM OHV ONy6IUKOBaHbI.

201.1.4 YacTHble cTaHgapThbl

3ameHa:

YacTHble cTaHgapTbl cepun M3K 60601 MOryT usMeHsTb, 3aMeHsITb UM OTMEHATL TpeboBaHus, coaep-
Xalmecs B obLem ctaHAapTe 1 AONONHUTENbHBIX CTaHAapTax, UMeLUX NpsMoe OTHOLLEHNE K KOHKPETHOMY
ME WU3AE/NIO, a Takke MoryT o6asnaTth Apyrue Tpe6osaHns k OCHOBHOW BEE30MACHOCTV n OCHOB-
HbIM ®YHKUMOHANBbHBIM XAPAKTEPUCTUKAM.

TpeboBaHMA HaCTOALEro cTaHgapTa ABAATCA NPUOPUTETHLIMU MO OTHOLLIEHWIO K COOTBETCTBYIOLLUM
TpeboBaHMAM 06LLero cTaHgapTa.

[19 KpaTKOCTM M3N0XEHNS B HACTOSILLLEM CTaHAAPTE B KayecTBe 0bLero ctaHgapTa ykasaH MOK60601-1.
JononHutensHble cTaHgapTbl 0603HAYEHbI MO UX HOMEpaM.

1) O6wwii ctaHgapt M3K 60601-1 «M3genua meavumHckme anekTpuueckne. Yactb 1. O6wme TpeboBaHus 6e3-
OMacHOCTU C Y4ETOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTEPUCTUK.

M3paHue ouymansHoe
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Hymepauus nyHKTOB 1 NOAMYHKTOB HACTOSLLEr0 CTaHAapTa COOTBETCTBYeT 0bLiemy cTaHfapTy C npu-
cTaBkoii «201»{Hanpumep, nyHKT 201.1 HacToOsLLErO CTaHAapTa COOTBETCTBYET COZepXaHuto NyHkTa 1 o6Liero
cTaHAapTa) Win foNofIHUTENIbHOMY CTaHAAPTY C NPUCTaBKol «20x». rae «x» — 370 nocnefHas(mo) undpa(bl)
HOMepa [ONOMHUTENBLHOrO CTaHgapTa (Hanpumep, NyHKT 202.4 HacTosWero ctaHgapTa COOTBETCTBYET CO-
LepXaHuio nyHKTa 4 fononHuTenbHoro ctaHgapta M3K 60601-1-2, nyHKT 203.4 HacToALlero ctaHgaprta co-
OTBETCTBYET COAEpXaHWI0 NyHKTa 4 f0N0/HUTeNbHOro cTaHaapTa M3K 60601-1-3 n T. 4.). Mi3meHeHns TekcTa
obLero ctaHgapTa 0603HavYeHbl CefyoLmnmy cnoBaMmu:

- «3aMeHa» 03HayaeT, YTo MYHKT WM NOANYHKT obLero ctaHgapta Wiy CooTBETCTBYIOLWEro [0MOJTHU-
Te/IbHOTO CTaHJapTa MoJ/IHOCTbI0 3aMEHEH TEKCTOM HacToALWero ctaHjapTa,

- «[ONONIHEHNE» — TEKCT HacTosLWero ctaHjapta SABAAETCA AONOSHEHWEM K TpeboBaHUsAM 06Luero
cTaHfjapTa Wi COOTBETCTBYIOLLLETO [OMNOJIHUTE/ILHOIO cTaHAapTa.

- «U3MEHEeHWe» — MYHKT WAV NOANYHKT o6Llero ctaHgapta wan cCOOTBETCTBYIOLLErO AOMNOHUTEbHOIO
CcTaHgapTa M3MeHeH B COOTBETCTBUM C TEKCTOM HACTOSALLEro ctaHaapra.

MoAnyHKTbI, PUCYHKN UK TabnuLpl, KOTOPbIE ABNSAITCA AOMONHUTENbHLIMU K 3/1eMeHTam o6LLero cTaH-
fJapTta, NpoHymepoBaHbl HaunmHasa ¢ 201.101. OgHako BCieAcTBME TOro, YTO onpefesnieHnss B o6WemM CTaH-
JapTe npoHymepoBaHbl HaumMHasa ¢ 3.1 no 3.139. gononHUTeNbHbIE onpefesieHns B HacTosAlWeM cTaHjapTte
NpoHyMepoBaHbl HaunHas ¢ 201.3.201. lononHUTe NbHbIE NPUIOXEHUA 0603HayYeHbl 6ykBamu AA. BB T. 4.,
[ONONHWTENbHbIE NepeyncneHns — aa), bb) n . a.

MoAnyHKTbI, PUCYHKU 1AW Tabnuupl, KOTOPbIE ABAAIOTCA AOMO/THUTENbHLIMW K 31IeMEHTaM AOMOSTHUTENb-
HOro cTaHgapTa, MPOHyMepoBaHbl HaunHas ¢ «20x», rae «X» — HOMep AO0MOSIHUTENBbHOro cTaHjapTa, Hanpu-
mMep 202 gna M3OK 60601-1-2. 203 gia M3K 60601-1-3 U T. 4.

TepMUH «HacTosILLME CTaHAAPTbI» UCMO/b30BaH A1 COBMECTHON CCbINIKM Ha 06LWWMiA cTaHAapT, Ntobble
NPUMeHNMble AOMOMHUTENbHbIE CTAHAAPTL! M HACTOALWMIA CTaHAapT, BMecTe B3ATble.

B cnyyae oTCyTCTBUSI COOTBETCTBYIOLLETO MyHKTa WAWN NMOAMYHKTA B HACTOALLEM CTaHAapTe NPUMEHSIOT
6e3 U3MEHEHW1 COOTBETCTBY LM NYHKT UM NOANYHKT 06LLero ctaHgapTa uan NpUMEHUMOr0o LOMNOMHATE Nb-
HO cTaHfapTa, flaxe ecnu OH He pefeBaHTeH, B HACTOALWEM CTaHAapTe yka3aHbl YC/I0BUS HENPUMEHUMOCTHN
No60ro NyHKTa Uan NognyHkTa obLwero craHjapTa Win NnpUMEHNMOro AONOMTHUTENIbHOTO CcTaHjapTa.

201.2 HopmaTuBHbIE CCbI/IKK
MpuUMeHAT NYHKT 2 obLlero ctaHagapTa.
201.3 TepMuHbI 1 onpegeneHnsa

B HacToslem cTaHAapTe UCMOo/b30BaHbl TEPMUHbLI U OnpefeneHns, npuseieHHsle B M3K 60601-1. 3a
UCK/TIOYEHUEM CefyoLwnX:

JlononHeHwne:

201.3.201 AMNMJNKATOP (APPLICATOR): M1KpOBO/THOBO n3nyyaTtesib A1 0OKa/bHOro BO34EeNCTBUA
MUKPOBOJ/IHOBOW 3Heprueit Ha MALIMEHTA.

MpumevyaHue 1 — Mpumepamu SBASKOTCA AUNOAN, AUNON C pedhiekTopammn, MOANMULMPOBAHHbIE AUMNONN,
peLueTkn BUGPATOPOB, OTKPbITbIE BO/THOBOALI U AN3NEKTPUYECKUE U3/TyHaTe .

201.3.202* KOHTAKTHbIV AMMUKATOP (CONTACT APPLICATOR): AMM/IMKATOP, KoTopsblit Ha-
xoauTcs B koHTakTe ¢ MALIMEHTOM u, cnegosaTtenbHo, aensetcs PABOUEN YACTLHO.

201.3.203 COIMACOBAHHAA HAIPY3KA (MATCHED LOAD): Harpy3ka C KOMM/IEKCHbIM MMMeAaH-
COM. NPV NOAK/KOYEHNN KOTOPOIl MOLLHOCTL, nogasaemas us AMMAPATA 419 MUKPOBOJIHOBOW TEPA-
MN B Harpy3ky, 6yaeT MakCUMasbHOW.

201.3.204 AMMAPAT A1 MUKPOBOJ/IHOBOIN TEPAMN (MICROWAVE THERAPY EQUIPMENT):
MEAVLUWNHCKOE 3NEKTPUYECKOE WU3AENMNE gna nevennsa NMALIMEHTA npv nomowmn pacnpocTpaHsio-
Lierocsl 3/1IeKTPOMarHMTHOro nons B AuManas3oHe yacToT cBbiwe 300 MIy. Ho He 6onee 30 ITw,

201.3.205* BECKOHTAKTHBbIV AMNMANKATOP (NON-CONTACT APPLICATOR): AMM/INKATOP, Ko-
TOpPbI HE HAXO4MTCSA B KOHTakTe unm He kacaetca MALUMEHTA.

201.3.206 PAHTOM (PHANTOM): YcTpoiicTBO, NpYHUMAIOLLEE M3MyYaeMy MUKPOBOJIHOBYH 3HeEp-
rMio 1 npegHasHavyeHHoe ans umutauuu NMALUMEHTA npv npoBeAeHUn UcnbITaHWiA.

201.3.207* HOMWHANIbHAA BbIXOAHAA MOLWHOCTbL (RATED OUTPUT POWER): 3HauyeHue mak-
C/MasIbHO BbICOKOYACTOTHOM MOLLHOCTH, KOTOPas MOXeT 6bITb nepegaHa B8 COMJTACOBAHHYHO HAMPY3KY.

201.3.208* HEXXENATE/NIbBHOE N3NYYEHWE (UNWANTED RADIATION): MukpoBO/SHOBOE u3ny4ve-
HVe. KoTopoe He HanpasfieHo Ha MALIMEHTA ¢ neuebHon Lenblo.
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201.4 O6uwue TpeboBaHuA

MpYMeHSAI0T NYHKT 4 06LLero cTaHjapTa, 3a UCK/IIYEHNeEM CriefyoLero:

201.4.3 OCHOBHbIE ®YHKUNOHANBbHbIE XAPAKTEPUCTWKW

[ononHeHwne:

201.4.3.101* AononHutenbHble Tpe6oBaHna K OCHOBHbLIM ®YHKUMOHAIbHbIM XAPAKTEPUCTN-
KAM

[ononHutenbHble Tpebosanna k OCHOBHbIM ®YHKLUMNOHANBHbLIM XAPAKTEPUCTWKAM npea-
cTaBfneHbl B Tabnumue 201.101.

Tabnunuya 201.101 — JononHutensHble Tpe6osaHns K OCHOBHbIM ®YHKLIMOHANbHBIM XAPAKTEPUCTUKAM

Tpe6oBaHu1e MoamyHKT

XapakTepuUCcTUKN He A0/MKHbI COAEPXKaTb HETOUHBIX YNC/OBLIX 3HAYEeHWUld, CBS- 201.12.1
3aHHbIX C NPOBOAMMOIA Tepanueii

201.5 O6wwme TpeboBaHns Kk ncnoeiTaHnam ME U3LENNA
MpMeHSAIOT NYHKT 5 o6Liero ctaHgapTa.

201.6 Knaccudpukauyna ME U3LENNA n ME CUCTEM

MpUMEHSIIOT NYHKT 6 06LLero cTaHgapTa.

201.7 NpeHTudmkauns, mapkuposka u gokymeHtaunsa ME WU3AENNIA
MPUMEHSIIOT NYHKT 7 06LLero cTaHaapTa, 3a UCKII0YEHNEM CreayroLlero:

201.7.2 MapknpoBKa Ha HapyxHbix noBepxHocTax ME U3AENMNA wnn vactax ME USAENNA

[lonoNHNT eNbHbIA NOANYHKT .

201.7.2.101 BbIX0oAHble XapaKTepucTuku

AMMAPAT A1 MUKPOBOJ/IHOBOW TEPAMWUW [oMXeH MMeTb MapKUpOBKy, COAEpXallylo Creayto-
Y0 MHdOPMALLKIO:

- HOMUHANBHASA BbIXOAHAA MOLWHOCTb. BT:

- COrMACOBAHHAA HAIPY3KA, Owm;

- pabouas yactota. My unm u;

- cumBon 5140 (HeMoHM3NpyloLLee 3N1EeKTPOMArHUTHoOE n3silyyeHune) B cooTseTcTammn ¢ MOK 60878.

CooTBeTCTBME NPOBEPAIDT NyTEeM 0CMOTpa.

201.7.3* MapkupoBka Ha BHyTpeHHUX noBepxHocTAx ME U3LENA unu yactoii ME U3AENNA

[ononHuTenbHble NOANYHKTb.

201.7.3.101 Cumon 5140 (HeuoHusMpyloLlee 3SNeKTPOMarHUTHOe W3NydeHne) B COOTBETCTBUM C
M3K 60878 pomkeH 6bITb HaHeceH Ha BHyTpeHHiolo CMOTPOBYHO KPbILWKY, ecnu cHATME Takoli KpbILLKM
MOXEeT npuBecTu K Tomy, uto ME U3AE/ME He 6yaeT cooTBeTCTBOBaTL TpeboBaHMio 201.10.3.102.

CooTBeTCTBY/E NPOBEPST NPOBEAEHNEM UCMbITaHus cornacHo 201.10.3.102 co CHATOMN BHY TPeH-
Heli CMOTPOBOW KPbILLIKOW B TOM cnyyae, ecnm oHa He MapKupoBaHa yKasaHHbLIM Bbille CUMBOJIOM, a
TakKXe CO BCeMU CHATbIMU HapyxHbiMu CMOTPOBbIMU KPbILLKAMW, KoTOpble He MeT 3TOro CUMBO-
na.

201.7.3.102 CwvmBOnbl 2 (06wWmini npegynpexgatrowmii 3Hak) n 10 (CM. MHCTPYKUMM MO 3Kcnayatauum),
npueefeHHble B Tabnuue D.2 npunoxeHus D obuero ctaHgapTa, A0/KHbI OblTb PacnofioXeHbl HA KOMMOHEH-
Tax. WA pAgoM C HAMK, UK Ha NaHensax, obecneynBaloLwmx AOCTYN K KOMNOHEHTaM, NOACTPONika Unu 3aMeHa
KOTOPbIX MOXeT NpMBecTn Kk HecooTBeTcTBUIO ME V3AE/NNA TpeboBaHnam M3K 60601-1-2 n nyHkTa 202.

CooTBeTCTBYVE NPOBEPSAIT NyTEM oCcMOTpa.

201.7.4.2* OpraHbl ynpas/sieHnsa

JlononHeHune:

BbIXOAHOW opraH ynpaBfieHns AO/HKEH UMETb LUKany W/ CBA3aHHbIA C HUM UHAMKATOP, KOTOPbIE MO-
Ka3blBaloT BbIXOAHYO MOLLHOCTb MUKPOBOJIHOBOTO U3nlydeHus. Lindppa «0» He gosmkHa 6bITb MCNO/b30BaHa,
3a UCK/TIOYEHVEeM Tex CrlyyaeB, Korfa BbIXOAHas MOLHOCTb MUKPOBOJTHOBOIO M3/y4eHUs Npu JaHHOM MoJsio-
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XeHnm meHee 10 MBT. Ecnv BbIXOAHasA LWKana UM BbIXOAHON MHAMKATOP MOKa3biBAOT 3HAUYEHWE BbIXOLHOM
MOLLHOCTM, Bblp@XXeHHOe B BaTTax, TO OHW AO/XHbl 6biTb MapKMpOBaHbl COOTBETCTBYIOLLMM 06pa3om.

CooTBeTCTBUE NPOBEPAIDT NyTEM OCMOTpa.

201.7.9.2 WNHCTpyKums no akcnayaraumm

JonoNHNT eNbHbIA NOANYHKT:

201.7.9.2.101 [onosiHnTe bHble MHCTPYKLUKM NO 3KcnayaTauum

VIHCTpYyKL MK MO aKcnyaTauuu, B cayvyae NnpuMeHeHns, AO/KHbI coAepxaTb cnefyoLwyo nHopmaumio:

a) npegynpexgenue, uto AMMAPAT /19 MUKPOBO/IHOBOW TEPAMVN He crneayeT MCMOMb30BaTh
B6/IM3M NNETKOBOCM/IAMEHSIOLLMXCA aHEeCTETUKOB:

b) onucaHue 0XWAaeMoro Bo3AelCcTBNA Ha TKaHb-MULLEHb (Hanpumep, Anddy3Hoe yMepeHHoe Harpe-
BaHve, /I0Ka/IM30BaHHOE YMepeHHOe HarpesaHue, 10Ka/IM30BaHHOEe NHTEHCUBHOE HarpeBaHune C Lefbio pas-
pyLeHVsa TKaHn 1 T. 4.);

C) onucaHue 061acTy XenaemMoro Bo3aelicTBra Ha TKaHb € y4eTom mcnonbdyemoro AMM/IMKATOPA:

d) TouHble npoueaypbl Ans nosuunoHuposanua AMNMIMKATOPA ans npoBefeHUs KOHKPETHOW neve6-
HOW npoueaypbl NP MUHUMK3ALMN 06NyYeHns APYruX YacTen Tena:

€) pekoMeHAauuo 0 TOM. YTO BbIXOAHYH MOLLHOCTb CleayeT BbIKIOUNTL NMPU BbINOSIHEHUN NO3ULVOHK-
poBaHusa AMMJIMKATOPA gnsa npoBefeHnst ne4ebHON npoueaypsbl;

f) yKkaszaHue o noTeHUMasnbHbIX ONAcHOCTAX, CO3fJaBaeMblX NPOBOAAWMMMN NpeaMeTami uaM marepua-
namu B6ausn NAUMEHTA, B yacTHoOCTK:

- BO3[eiCTBMIO MUKPOBOJTHOBOTO U3/TyYeHNA He cnefyeT nofasepratb UL, C HAAETbIMU MeTannyecku-
MV IOBENTMPHBIMW U3AENUAMN UK B Ofex[e, cogepxalleli MeTanamyeckne Matepvassl (Hanpumep, metaniu-
yeckune nyrosuLbl, 3aCTEXKN WA HUTK),

- yvacTtu Tena MALUVEHTA, cogepxalwme MeTa/IMyeckue vMniaHTarbl (Hanpumep, MeTanmyeckuii
WTNGT), He cnegyeT noAsepratb BO3AENCTBUIO MUKPOBOTHOBOIO U3/TyYEHUS, 38 UCK/IOYEHNEM Tex C/yyaes,
Korga nonyyeHsbl cneuuasbHble MegULMHCKUE pekoMeHaauuu,

- C/lyxoBble annapartbl cnefyeT CHATb.

- NAUMEHTAM ¢ uMnAaHTMPOBaHHLIMU 3/IEKTPOHHLIMM YCTPOWCTBAMU W/UN 3NEKTPOAaMN He creay-
€T NPoBOAUTL MpoLeAypbl C UCMOIb30BAHUEM MWKPOBOJIHOBOTO U3/TyYEeHUss U UX He criefyeT AonyckaTb B Te
nomeLleHus, B KOTopbix pabotaetr ME N3AE/INE;

4) npeaynpexaeHne 0 TOM. YTO HY)XXHO OblTb OCTOPOXHbIM Npu o6pauieHun ¢ AMMIVMKATOPAMW, Tak
Kak HebpexHoe obpalleHne MoOXeT UIMEHUTb AnarpammMmy HanpasneHHocTn nsnydenusa AMNMINKATOPA,

h) uHopmauwnto o Tune n pasmepe AMNMIVKATOPA, pekoMeH[,0BaHHOIo ANSA /leYeHnss pasnyHbIX Ya-
CTeli Tena, N 0 MakcMMasibHON MOLHOCTH, gonyckaemoi ans AMMJIMKATOPA KOHKpeTHOro Tvna,

i) B npouecce ucnonb3osaHns BECKOHTAKTHbLIX AMM/TNKATOPOB:

- ykasaHue o Tom. 4yto NMAUMEHTOB c NOHWXEHHOI TemnepaTypHOW YyBCTBUTE/IbLHOCTLIO B HAMEUYeH-
HO 06n1acTn BO3AENCTBUA, Kak NpPaBuo, He cnefyeT nogsepratb MUKPOBO/THOBOM Tepanun ¢ UCMO/b30BaHN-
em BECKOHTAKTHbIX AMNM/INKATOPOB,

- ykasaHue o ToMm. 4To MALUMEHTOB, KOoTOpble He MOryT 06ecneynTb 06paTHYIO CBS3b B peXrMe peasib-
HOro BpEMeHM Mo BonpocaM, Kacarwmumcs xoga nevebHol npoueypsl, Kak npasuio, He crefdyeT nogseprartb
MWKPOBOJ/IHOBOI Tepanuu ¢ ucnosnb3oBaHnem BECKOHTAKTHbIX AMNMIVKATOPOB.

- ykasaHue o Tom, 4To BECKOHTAKTHbI AMMIVIKATOP He crieflyeT HanpasAaTh Ha rasa uu Myx-
CKue MooBble Xenesbl (AUYKu),

- ykasaHue o Tom. yto MALIMEHTA, npu Heob6xoanmMocTu, cnegyeTt obecneuntb cneymnanbHbIMU OUKamu,
3alMaloLWuMmn 0T MUKPOBOJTHOBOTO U3/yYeHus,

- nNpegynpexpaeHne o TOM. 4TO iMuam, He nojsepraemMbiM levyebHoV npoueaype, cnegyet HaxoauTbes
Ha paccTtosHun 6onee 1.5 M oT BECKOHTAKTHOIO AMMJ/IMKATOPA B npouecce MUKPOBO/THOBO Tepanuu.

- onucaHue noTeHumanbHbIX onacHocTein ana OMEPATOPOB.

201.7.9.3 TexHuueckoe onucaHune

201.7.9.3.1 O6Lme NonoxeHns

[ononHeHue k nepsomMy naparpaagy:

- WHCTPYKLMW NO NPOBEfEHNI0O NMPOBEPKN BbIXOAHOM MolHOCTU AMMAPATA A1 MUKPOBOJ/IHOBOW
TEPAMAW;,

- ecrm AMMAPAT A5 MUKPOBOJIHOBOW TEPAMU umeeT perynnpoBKy YPOBHSI BbIXOLHON MOLL-
HOCTU:

- Anarpammy, nokasbliBatoLLyo YpOBEHb BbIXOLHOV MOLLHOCTY B 3aBUCHMOCTY OT HACTPOEK ynpaBneHus
BbIX0OM Ha COTMTACOBAHHOW HAIPY3KE;
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- MHdOpMaLMIO 0 NPeAO0CTOPOXHOCTAX, KOTOPbIE A0/MKHbI ObITb CO6I0AEHDI, €CNN UCNO/b30BaHbI Npes-
ynpeanTesibHble CUMBOJIbI, YKka3aHHble B 201.7.3.101 w/unu 201.7.3.102.

201.8 3awmta oT ONMACHOCTEW nopaxeHus afekTpuyeckum Tokom oT ME WU3OENNSA

MpYMeHAI0T NYHKT 8 06LLero ctaHfapTa, 3a UCK/IIYEHNEM CreayoLero:

201.8.7.1* O6wue TpeboBaHUA

[JlononHeHve K nepeyncneHnio b):

- NPV OTCYTCTBMWN MUTaHUS Ha BbIXOAE MUKPOBOIHOBOIO U3/y4YeHUs1, HO Tak, YTOObI He Bbl10 BANSHNA Ha
TOK YTEYKM 1 OMNONHUTESIbHbBIA TOK B LEEMW NALUVEHTA.

201.9 3awmta oT MEXAHWUYECKWX OMACHOCTEW, cospgaBaembix ME U3AENAMUN u ME CU-
CTEMAMUA

MpUMeHSAIOT NYHKT 9 06Liero ctaHgapTa.
201.10 3awmTa oT ONACHOCTEW B03AeiicTBUA HexenaTenbHOro Wau Ype3MepHoro U3fyyeHuns
MpumeHsatoT NyHKT 10 obLiero ctaHagapTa, 3a UCKIIYEeHNEM CleyIoLLero:

201.10.1 PeHTreHoBCKOe u3nyvyeHue
OTOT MYHKT 0o6Liero ctaHAapTa He NPUMEeHSIoT.

201.10.2 Anbda-, 6eTa-, raMma-u3siy4yeHus, HEMTPOHHOE U3JTyYEHUE N N3NYYEHUSA APYTUX YaCTuUL,
OTOT NYHKT 06LLero ctaHgapTa He NPUMEHSIOT.

201.10.3 MuKpOBOJIHOBOE M3NyyeHue

JlononHeHune:

201.10.3.101* HEXENATE/IbHOE WU3NYYEHNE

HEXXENATE/IbHOE N3MYYEHUE He gomkHo npeBsbiwaTe 10 MBT/cM2 Ha paccTosiHAM 1 M OT nepeaHei
yactm BECKOHTAKTHOIO AMM/IMKATOPA 1 0.25 m oT 3agHei yactn BECKOHTAKTHOIO AMM/IMKATOPA
npv NpoBeAeHnn NUCMbITaHNsA, ONUCAHHOIO HNXeE.

CooTBeTCTBWE NPOBEPAIOT NPOBEAEHNEM C/leAyHOLWEero UCrbITaHus.

PerynvpytloT MOLHOCTb BbIXOAHOIO U3/y4eHWs, AOBOAA ee [0 MakCUMasbHOl BEeNINYMHbI, YKa3aHHO
ons kaxgoro BECKOHTAKTHOIO AMNTMJIMKATOPA. N3MepAalnT N0THOCTb MowHocTu HEXXE/TATE/IbHO-
o N3NYYEHWNA nocne pasmew,eHna BECKOHTAKTHOIO AMNTIJIMKATOPA Ha MakcMmasibHOM pacCcTOAHUN
oT cooTBeTcTBylwero PAHTOMA, pekomeHgoBaHHoM N3TOTOBUTE/NIEM. Ecnun cooTBeTCTBYOLWMiA
®AHTOM He onucaH N3FTOTOBUTEJIEM, To (haHTOM AO/IKEH COCTOSTb U3 LUUINHAPUYECKOTO KOH T eliHe-
pa gnameTpom 0.20 M 1 anvHol 0.50 M. M3roTOBNEHHOTO U3 MaTepuana c MasbiMu NoTepAMK, HanpuMep
13 aKpuIoBbIX NiacTMacc, HanosHeHHoro pacTsopom NaCl 9 r Ha 11 Bogpl.

201.10.3.102* YTeyka MUKPOBOJIHOBOIO U3/Ty4eHNs

YTeuka MUKPOBOMTHOBOrO M3syyeHuns dyepes KOPMYC ME U3AENNA, kabenn unu BOSIHOBOALI U Yepes
KabesibHble/BONIHOBOAHbIE COEAMHUTENN He A0/KHa npesbiwaTb 10 MBT/CM2 npu NpoBefeHun nUsMepeHus,
OMUCaHHOTO HUXeE.

CooTBeTCTBYE NPOBEPAIT NPoBeAeHNEM ClefyloLwero UcnbITaHus.

MogxniouatoT AMMAPAT A/19 MUKPOBOJIHOBOW TEPAMWW k COMIACOBAHHOM HAIPY3KE u
npusoaaT ero B geiicTene npu HOMUHAJ/IBHOWM BbIXOAHOW MOLIHOCTW. Ucnonb3ays Kann6posaHHbI
30H[ 4719 U3MEepPEeHUS HaNPSHXXEHHOCT Y NONA, U3MepPAIT NJI0THOCTb MOLWHOCT U MUKPOBOJIHOBOIO U3NyYe-
HWSA B Pa3/IMyHbIX TOYKaX Ha BHELLUHUX NOBEPXHOCT AX U3Aenusi, pa3bemoB 1 Kabsnei/BoTHOBOLOB.

MpumeuaHne — MpunoxeHne AA COAEPXUT PYKOBOACTBO, KOTOPOE NOMOXET M0/b30BATEN0 NPY NPOBEeAEHN
MOBTOPHbIX N3MEPEHUIA.

201.10.3.103 OrpaHuyeHre MOLLHOCTM MUKPOBOJ/THOBOIO U3/Ty4YeHUs

HOMMUHA/IbHASA BbIXOAHAA MOLWHOCTb AMMAPATA A4/19 MUKPOBOJ/IHOBOW TEPAMUN, nmeto-
LLLero OiMH BbIXOAHOW KaHan WM HECKOJIbKO BbIXOLHbIX KAaHaN0B, 3 KOTOPbIX B KOHKPETHbIi MOMEHT BpeMeHW
MOXeT paboTaTb TONIbKO OAWH KaHan, He foskHa npesbiwarts 250 Br. HOMWHA/IbHAA BbIXOAHAA MOLL-
HOCTb AMMAPATA 159 MUKPOBOJ/IHOBOW TEPATMMUW ¢ HECKONBbKAMU BbIXOAHLIMU KaHanamu, KoTOpble
MOryT paboTaTb OAHOBPEMEHHO, HE AO/KHA NpeBbllaTh 125 BT Ha kaxablil kaHau.

CooTBeTCTBME NPOBEPAIT NYyTEM 0OCMOTpPa MapKUPOBOK, YKa3zaHHbIX B 201.7.2.101.
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201.11 3awuTa OT Ype3MepHbIX TeMmnepaTyp u Apyrux OMACHOCTEN

MpumMeHAT NyHKT 11 obuwiero ctaHgapTa, 3a UCKIYEHNEM CNeayoLWero:

201.11.1.2.1 PABOYNE YACTW, npegHasHayeHHble ana nepegaum tenna NAUNEHTY

JononHeHwue:

KOHTAKTHbIE AMNMJIMKATOPbBI ssnsotca PABOYVMU YACTAMW, npefHasHavyeHHbIMW 415 nepe-
fauu Tenna NAUMEHTY B xofe LleNeBOro KIMHUYECKOro Bo3aelicTBusA. MNpeacTaBneHne 3HadeHnii Temnepa-
Typbl He TpebyeTcs.

201.11.4* ME U3SAENMNA n ME CUCTEMbI gna skcnayatauun ¢ BoCnjaamMeHAWUMNCA aHecTeTu-
Kamu

3ameHa:

AMMAPATbI 159 MUKPOBOJIHOBOW TEPAMWW He AOMKHbI COOTBETCTBOBATbL KNaCCUUKALIMOHHBLIM
TpeboBaHMAM, ycTaHOBNEHHbIM Ans ME V3JENNIA KATEFOPUW AP unu ME U3JENUNIA KATETOPWU APG,
W. cnepoBsaTesnibHO, 3TW annapartbl He AO/KHbI O6bITb UCNO/Ib30BaHbI B NPUCYTCTBUW /TETKOBOCMIAMEHSAIOLLMXCA
aHeCTeTUKOB.

201.12 TOYHOCTb OPraHoOB yNpaB/eHUs N U3MepPUTEbHbIX NTPMOOPOB 1 3almTa OT ONacHbIX 3Ha-
YEHWI BbIXOAHbIX XapakTepucTuk

MPUMEHSIIOT NYHKT 12 06LWero ctaHgapTa, 3a UCKIOUYEHNEM CleayioLLero:

201.12.1 TOYHOCTb CPefAcCTB ynpaB/ieHUs U U3MepUTENbHbIX NPUBOPOB

JlononHeHve:

Jto601i BCTPOEHHBIA MHANKATOP BbIXOAHOW MOLLHOCTM MOXET MOKa3biBaTb YPOBEHb MOLLHOCTY B abco-
NIOTHBIX e4MHULLAX UM B OTHOCUTE/TbHBIX eANHULAX.

[nsa nHgukauny B abCONOTHLIX eAnHULAX U3MEPEHHAs BbIXOAHAsA MOLLHOCTb He lo/IKHA OT/INYaTLCSA Mo
BE/IMYMHE OT NoKa3blBaeMOro 3HaueHus 6onee yem Ha +20 %.

CooTBeTCTBUE NPOBEPAIDT NyTEM U3MEPEHUS BbIXOAHON MOLLHOCT W, BbINOMHAEMOrO CAeayoLnm
ob6pasom:

3ameHa0T AMMINKATOP COMMTACOBAHHOW HAMPY3KOW 1 n3MepsioT MaKCUMabHYIO BbIXOHYIO
MOLLHOCT b.

201.12.4 3auwuTa OT OMACHbIX 3HAYEHUI BbIXOAHbIX XapakTepucTunk

201.12.4.2 WHAMkaums, cBa3aHHas ¢ 6e30nacHOCTbI0

JlononHeHue:

201.12.4.2.101* WNHAukaTop Ha BbIxoAe

AMMAPAT A5 MUKPOBOJ/IHOBOW TEPAMUW fonxeH u3gaBaTb 3BYKOBOUM CUTHAM MPU W3/ydeHun
MWUKPOBO/IHOBOI 3Heprun. YpoBeHb FPOMKOCTU U34aBaeMOro 3BYKOBOrO CUrHasa [O/KeH 6blTb He MeHee
30 a6 ana BECKOHTAKTHbIX AMTJIMKATOPOB n He meHee 40 ab ana scex gpyrux AMMJIMKATOPOB Ha
pacctosHuu 1 m oT nepepHeii yactn ME U3AENNSA.

CooTBeTCTBME MPOBEPAIT NpoBefeHneM PYHKLNOHA/IbHbIX TECTOB U NyTEM U3MEPEHUS YPOBHSA
Lwyma.

JononHuTenbHble NOANYHKTbI:

201.12.4.101* CpeAacTBa YMEHbLUEHUS BbIXOAHON MOLLHOCTH

AMMAPATbI 419 MUKPOBOJ/IHOBOW TEPAMWW, ucnonbaytoume BECKOHTAKTHBIE AMMINKATO-
Pbl. fOMKHBI MMETbL CPefCTBa ANA CHUKEHNSA BbIXOAHOW MOLWHOCTY A0 5 % unn MeHee OT MakCUMasibHOW Bbl-
XOZHOW MOLLHOCTW 418 KaXA0ro AnanasoHa/pexuma nav o 10 BT, B 3aBUCMMOCTU OT TOTO, Kakoe 3HayeHue
MeHblLe.

Co0TBETCTBUE NPOBEPSHT NYyTEM UIMEPEHNS BbIXOAHOM MOLLHOCTY B cOOTBeTCTBUM ¢ 201.12.1.

201.12.4.102* lMopaya NUTaHUA Ha BbIXO4

AMMAPATbI 419 MUKPOBOJ/IHOBOW TEPAMWW, ucnonbaytoume BECKOHTAKTHBIE AMMINKATO-
Pbl, 8O/MKHBI 6bITb CKOHCTPYWPOBAHbLI TakMM 06pa3oMm, YTO6LI nofada NUTaHWa Ha BbiXog Gblna Uck/veHa
[0 Tex nop. noka perynaTop BbIXOAHOW MOLLHOCTU He OyAeT YCTAHOB/IEH B MOJIOXEHWE, COOTBETCTBYIOLee
MWHWUMasIbHOW BbIXOLHOM MOLLHOCTMU.

9710 TpeboBaHne [O/MKHO ObiTb Takke BbINOSIHUMO NOC/E NPepbIBaHUA U BOCCTAHOB/IEHUSA CETEBOro
nMTaHus.

CooTBeTCTBUE NPOBEPAIDT NYyTEM OCMOTpa ¥ NpoBefeHNneM OYHKLNOHANBHOIO UCTbITaHus.



FOCT P M3K 60601-2-6—2019

201.12.4.103* Perynupyemblii Taiimep

AMMAPATBI 4719 MUKPOBOJ/IHOBOW TEPATMUW, ucnonbayiowme BECKOHTAKTHBIE AMMIMKATO-
Pbl. AO/MKHbI BbITb CHabXeHbI perynupyeMbiM TaiiMepom, obecneymBaroWwnuM OTK/IIOYEHNE IMTAHUS Ha BbIXO-
[le No UcTeyeHUn npeaBapuTesnibHO YyCTaHOB/IEHHOTO BPEMEHU npoueaypbl. TaiiMep Ao/mkeH umeTb pabounii
AvanasoH, He npeBbiwakwwmii 30 MUH. ¥ TOYHOCTb +1 MUH.

CooTBeTCTBME NPOBEPAIOT MyTeM OCMOTPa, NpoBefeHneM (PyHKLUMOHANbIIOIo UCHbITaHna u n3-
MepeHns BpeMeHn paboThbl.

201.12.4.104 OTKNKHOYEHVE NUTAHUA Ha BbIXo4e

AMNMAPATbI 4151 MUKPOBOJ/IHOBOW TEPAMWU f0MXHbI UMETb cpefcTBa AN PYYHOro OTK/IOYeHUs
NUTaHWs Ha BbIXOZe MUKPOBOJTHOBOIO U3/lyYaTensi B NPOM3BO/IbHbI MOMEHT BPEMEHW He3aBUCKMMO OT cTaTyca
No60ro aBTOMaTMYECKOTr0 yNpaBAsioLero ycTpoiicTea nnv Taivepa.

CooTBeTCTBUE NPOBEPAIT NposBefeHneM hyHKUMOHAIbHBIX TeCcTOB.

201.12.4.105 MakcumanbHas BbIXo4HasA MOLLHOCTb

Mpw n3amepeHnn, NPoBOANMOM He3ame/IMTEesIbHO Noc/ie OKOHYaHUsA nepuoja nporpesa annapara, yka-
3aHHOIO B MHCTPYKUMKW NO 3Kcn/yaTauuv, MakcuManbHas BbIXO4HAsA MOLLHOCTb He Ao/xHa 6biTb 60/1ee uem
3Hauenne HOMVHA/IBHOW BbIXOAHOW MOLLHOCTW nnioc 20 %.

CooTBeTCTBMe NPOBEPAIT cneaywowmnm obpasom: 3ameHsaoT AMMJINKATOP Ha COIMTACOBAH-
HYO HAMPY3KY, ycTaHaBIMBalT BCe PerynsaTopbl BbIXo4a Ha MakCUMyM W U3/XOPSOT BbIXOLHYH MOLL-
HOCTb.

201.13 ONACHBbIE CUTYAUWMW nycnoeusa HapyweHna agna ME N3OENNA
MprMeHsaT NyHKT 13 obLero ctaHgapTa.

201.14 NPOrPAMMUNPYEMBIE SNEKTPUYECKWE MEOVNUMNHCKUNE CUCTEMbI (PEMS)
MpumeHSAIT NYHKT 14 obuwiero ctaHgapTa.

201.15 KoHcTpykuusa ME U3OENNA
MprMeHsaoT NYHKT 15 o6Lwero ctaHAapTa, 3a UCK/IYeHeM CrieayoLLero:

201.15.4 KomnoHeHTh ME U3LENVI n o6uas c6opka

[onoNHNTeNbHbIA NOANYHKT:

201.15.4.101* KOPMYCA v KpblILLKK

NMo6bie CMOTPOBASA KPbILWKA nnm KOPMYC, cHATUE KOTOPbIX MOXET MpUBECTU K Tomy, 4to ME AN3-
OENWE He 6ypeT cooTBeTcTBOBAaTH TpeboBaHnsamM 201.10.3.102. A0/KHbI CHAMATLCA TObKO € nomoLbio NH-
CTPYMEHTA.

CooTBeTCTBY/E NPOBEPAIT NyTem ocmoTpa.

201.16 ME CUCTEMBbI
MpyMeHsaOT NyHKT 16 obwero ctaHgapTa.

201.17 dneKkTpoMarHuTHas coBMecTumocTs ME U3OENNW n ME CUCTEM
MprMeHsaT NyHKT 17 oblwero ctaHgapTa.

202 3nekTpoMarHuTHble noMexu. TpeboBaHMA U UCNbITaHUA

MpumeHaoT M3K 60601-1-2, 3a UCKIHOYEHUEM CliefyIoLero:

202.4.3 O6Lme ycrnosusa UcnbITaHui

[ononHNTeNbHbIA NOANYHKT:

202.4.3.101 O6uas cxeMa ucnbiTaHus

VcnbiTaHne AMMAPATA ANA MWKPOBOJIHOBOW TEPAMUW Ha cooTBETCTBUE TpeboBaHNsM LOMKHO
npoucxoA4uTb C UCMNosb3oBaHNeM cooTtseTcTBylowero PAHTOMA, ykasaHHoro N3TOTOBUTEJIEM, Ha KoTo-
pbliii HANpaBNSAT n3ny4yeHvne, unu npu 3ameHe AMNMNJIMKATOPA Ha COIMJIACOBAHHYHO HATPY3KY.
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MpunoxeHuns

MPUMEHSIOT NPUIOXKEHUs O6LLEro CTaHAAPTa, 3a UCK/YEHNEM CleayoLLMX:

MpunoxeHue C
(cnpaBoyHoE)

PyKkoBOACTBO Mo Tpe6oBaHMAM K Mapkuposke ME U3AENA n ME CUCTEM

201.C.1 MapKupoBKa Ha HapyXHbIX NoBepxHocTax ME U3AE/INA, ME CUCTEM unn ux YacTsax

JlononHnTenbHble TPeGoBaHUS K MapKMPOBKE Ha HapyXHbIX NoBepxHocTax AMMAPATA 4151 MUKPOBO/THOBOW
TEPAMWW npeacTasneHs! B Tabnumue 201 .C.101.

Ta6nuya 201.C.101 — MapkupoBka Ha HapyxHbIX NoBepxHocTax AMMAPATA /19 MUKPOBOJIHOBOW TEPAMUA
UK ero yacTax

OnucaHvie MapK1pOBKU MoaryHKT
HOMWHAJIbHAA BbIXOAHAA MOWHOCTb 201.7.2.101
COIMMACOBAHHAA HAIPY3KA 201.7.2.101
201.7.2.101

Pab6oyast yactota
201.7.2.101

CVIMBO/T HEMOHU3MPYIOLLIETO U3MyYeHns
201.C.2 MapKkupoBKa Ha BHYTPEHHUX noBepxHocTax ME U3AENNNA. ME CUCTEM unu ux vacreii
[JononHuTenNbHble TpeGoBaHNS K MapKUPOBKe Ha BHYTPEeHHUX nosepxHocTsx AMMAPATA /19 MUKPOBOJ/THOBOW

TEPAIMWW npepcTasneHbl B Tabnvue 201 .C. 102

Ta6nnya 201.C.102— MapKupoBka Ha BHyTPeHHUX noBepxHocTax AMMAPATA /19 MKPOBO/IHOBOW TEPAMUU
NN ero YacTax
OnucaHvie MapKUpOBKU MoanyHkT

CUMBOJT HEVOHWN3MPYIOLLLETO N3/TyYeHUs 201.7.3.101

Cumsonbl Ne 2 1 Ne 10 Ta6auupl D.2 npunoxenus D B 06Liem cTaHzapTte 201.7.3.102
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MpunoxeHne AA
(cnpaBoyHoe)

O6wune nonoxeHnss n 060cHoBaHue

AA.1 O6uee

B 9TOM NPUMIOKEHUN N3MOXKEHBI KPaTKNE 06BACHEHNSI BaXHbIX TPE60BaHUI HacTosLWero cTaHaapTa. OHO npeaHa-
3HAYEHO A/151 TeX. KTO 3HAKOM C OGLEKTOM HACTOSLLETO CTaHAApTa, HO He MPUHUMAUT ydacTus B ero paspabotke. MoHu-
MaHWe OCHOBHbIX TPEBGOBAHUI CUMTAETCS BaXKHBIM A/ NPABUILHOTO NPUMEHEHUS HACTOSLLETO cTaHaapTa. Kpome Toro,
Tak Kak KNMHUYEecKas NpakTuka 1 TEXHOMOTMN MEHSIIOTCS, CYUMTAETCS, YTO 06bACHEHUS TEKYLLMX TpeboBaHuii o6neryaoT
No60oii nocneayowmii NepecMoTp HACTOALLETO CTaHAAPTA, BbI3BAHHbIA 3TUM Pa3BUTUEM.

AA.2 O6BSACHEHUE YACTHbIX MYHKTOB M NOAMYHKTOB

[Janee npuseaeHbl 06bACHEHUS YACTHBIX NYHKTOB W MOAMNYHKTOB HACTOALLETO CTaHAapTa, Npyu 3TOM HoMepa NyHK-
TOB 1 NOANYHKTOB aHa/IOMMYHbI TEM. KOTOPbIE MCMO/b30BaHbl B HACTOSILLEM CTaHaapTe.

MognyHkT 201.1.1 O6nacTb pacnpocTpaHeHus

O6nacTb pacrnpocTpaHeHs HacTOALLEro cTaHgapTa paclumpeHa, A8 Toro YTobbl BKIOUNTL AOMOSHUTE IbHbIE BO-
NpOChI UCMOMb30BaHNSA 3HEPTUN MUKPOBO/IHOBOIO U3/Ty4eHNs B MEAULIMHCKOM 060pyA0BaHUK, pa3paboTaHHOM C MOMEH-
Ta nybnvkauum nepBoro M3gaHusa ctaHfgapra. Hactoawmin ctaHgapT nepBoHavyasibHO pa3paboTtaH Ansi MUKPOBOTHOBBIX
YCTPOICTB, KOTOPbIE UCMO/Ib30BA/INCH A1 YMEPEHHOTO HarpeBaHus TKaHeli kak CpefcTBa AN ynyudlleHns KpoBoobpa-
LeHns. HoBble MPYMEHEHUs SHEPTMU MUKPOBOSTHOBOIO M3/lyHeHWUs BKIKOHAIOT YCTPOICTBa, KOTOpPbIe NCNOMb3yTes ANs
MHTEHCMBHOIO Harpesa TKaHel o TeMnepaTyp, KOTOpble BbI3blBAOT rMbGesb KIeToK.

MoanyHkT 201.3.202 KOHTAKTHbIM AMM/IMKATOP

310 AMMNNKATOPBI, koTOpbIE NpegHa3HayYeHbl /19 HENoCcpeACTBEHHOro KoHTakTa ¢ Teniom MALMVEHTA v ans
BBefeHuA B Tesio NMALUVEHTA Bo BpemMsa npoBefeHns npoueaypbl. HasHayeHne KOHTAKTHOIO ANMJIMKATOPA — uc-
No/ib30BaHNe MUKPOBOJSTHOBOTO M3/y4YeHNs 415 HarpeBa onpefesieHHol 061acTy TkaHu [0 TemnepaTypbl, JOCTAaTO4HO
[ANs OMepTBeHWs 3Tol TkaHu. KnuHuyeckoe 060CHOBaHWeE 419 NPOBEeAEHUs Takoi npouesypbl MOXET BKIovatb (HO He
orpaHuyMBascb 3TUM) TepMoycajKy TKaHel W yaaneHue nopaxeHHblX TkaHei. B 3aBMcuMMOCTU OT BUAa NPOBOAVIMONA
npoueaypbl MAUVEHT MoxeT Nnbo HaxoauTbes, /MO0 He HaxoAMTbCA NOJ HapKo3oM. DTO onpejeneHve BBefeHO AN1a
TOro, 4TO6bI ycTaHOBUTb YeTkoe oTanune KOHTAKTHbBIX AMM/IMKATOPOB ot BECKOHTAKTHbIX AMNM/IMKATOPOB.

MoanyHkT 201.3.205 BECKOHTAKTHbIV AMMJIMKATOP

BECKOHTAKTHbIE AMTIIMKATOPbI — 3710 AMNMJIMKATOPbI, KOoTOpble He npeAHa3HayeHbl /19 KOHTaKTa C Te/IoM
MALIVEHTA BO Bpemsi UCMONb30BaHKSA, UX UCMONbL3YIOT A4/19 YMEPEHHOro HarpeBaHus TkaHeli MALIVIEHTA. Kak npasuso,
npu nposegeHun npoueaypbl MALIVMEHT Haxoautca B CO3HaHUM U MMEET BO3MOXHOCTb COOOLMTL O guckomdpopte wim
60711 NpU HarpeBaHWu.

MoanyHkT 201.3.207 HOMNHAJ/IbHAA BbIXOAHAA MOLWLHOCTb

Bbi60p 060py0BaHNS U METOAMKN U3MEPEHNA MOLLIHOCTW ByAeT 3aBMCETb OT TOr0, ABNAETCA /N U3/TyYEeHUe Ha Bbl-
X0fe HenpepbIBHbIM UM UMMYNbCHBIM.

MoanyHkT 201.3.208 HEXXE/IATE/IbHOE N3NTYYEHUVE

MWKPOBOMHOBOE M3/y4YeHUe, KOTOPOe He CAYXWUT 718 CO3[aHUA Xenaemoro KamHuyeckoro adhdekra. 310 onpe-
[eneHve no3sonseT hopmMynmposatb TpebosaHWsA W pa3pabartbiBaTb WCMbITaHUA, NpefHasHauyeHHble 4719 U3MepeHus
3HEPrUMn 3TOro U3MYUYEHUs, YTOObI 3aLUMTUTL TKaHW, KOTOPblE HE HAXOAATCSA B 30HE TepaneBTUYECKOro Bo3aeicTens. ITo
OTHOCUTCA K TKaHAM Kak MALVEHTA, tak n ONEPATOPA.

MoanyHkT 201.4.3.101 [fononHuTesnbHble TpeboBaHns k OCHOBHbLIM ®YHKUWNOHA/IbHBIM XAPAKTEPUACTW-
KAM

Ecnn ycTpoiicTBO OTOBpaxaeT YAC/OBbIe 3HAYEHWS BbIXOAHON MOLLHOCTU, TO TOYHOCTb 3TUX MOKa3aHWA JOMKHA
paccmaTpuBaTtbes B kavectse TpeboBaHus K OCHOBHbBIM ®YHKLUWVOHATIbHbIM XAPAKTEPUCTUKAM.

MopgnyHkT 201.7.3 MapknpoBka Ha BHYTPEeHHMX noBepxHocTax ME U3AENNA nnn vacteil ME USOENNA

Llenb MapkunpoBku — 3awmtiute OBC/TY)KVBAIOLLMIA MEPCOHA/ ot Bo3aelicteus HEXXENATE/ILHOIO U3/1Y-
YEHWA 1 yBeOMUTL €ro 0 TOM. YTO NPU TEXHNYECKOM 0B6CYXMBAHUN UM PEMOHTE MOXET 6bITb YXy/LLEHO nojasneHne
QNIEKTPOMAIHUTHBIX MTOMEX.

MopnyHkT 201.7.4.2 OpraHbl ynpasfieHus
Tak Kak MOLLHOCTb, NofiaBaemas Ha Harpysky, 3aBUCUT OT COMPOTUB/IEHNS Harpy3Kku, rpalynpoBka B OTHOCUTESIbHbIX
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eVHMLax cuMTaeTca npuemnemoi. Ecnm otobpaxaertcsa undpa «0», ONMEPATOP oxunaaeT HyneBoi BbIXO4 MOLLHOCTU
npY 3TOM NONOXEHUN 3NIeMeHTa ynpasneHus.

MopnyHkT 201.8.7.1 O6wwme TpeboBaHWs

Tak kak nsmepeHve Hebosnblumx TOKOB YTEUKW Ha yacToTe ceTu He MOXET 6bIThb /IErKO BbIMOSIHEHO NPY HANYMUM
BbICOKOYACTOTHOIO 13/ly4YeHUs!, BbICOKOYACTOTHBIV reHepaTop Ha BpeMs UCMbITaHW OTKHYatoT.

MoanyHkT 201.10.3.101 HEXXE/IATE/IbHOE U3NTYHYEHVE

370 TpebosaHue orpaHnunsaeT HEXXEJIATE/IbBHOE W3/TYYEHWE un onpegensieT «30Hy 6€30MacHOCTV» BOKPYR
BECKOHTAKTHOIO AMM/IMKATOPA. Mpu HOPMA/IbHOW 3SKCIMIYATALMV OMEPATOP He nopasepraeTcsi NOCTOSH-
HOMY BO3JEWCTBUIO MWUKPOBOJIHOBOTO M3/lyyeHus. Mpu BbINOIHEHUN No3numoHmpoBanusa MALIVEHTA n BECKOHTAKT-
HOIO AMMNNNKATOPA Bbixog, annapata A0/HKeH OblTb OTK/OYEH, U MHCTPYKLMW MO 3KCNyaTaumm AO/MKHbI COAEPXaTb
npeaynpexaexHvne o ToM. 4to ONEPATOPY cnepyeT HaxoguTbCa Ha paccTosHun 6onee 1.5 m ot BECKOHTAKTHOIO
AMNMNUKATOPA B0 BpeMs NpoBefeHns npoueaypbl.

MoanyHkT 201.10.3.102 YTeuka MUKPOBOSTHOBOTO U3/Ty4eHNs

3710 TpeboBaHue orpaHnuneaet HEXKESTATE/NIbHOE N3/MTYYEHWE, cBsizaHHOE C yTeukamu u3nyyeHus yepes KOP-
MYC. kabenu, BONHOBOAbI U kabe lbHbIe/BONTHOBOAHbIE COEUHUTENN.

[insa Toro 4To6bl 4O6GUTLCA BOCNPOM3BOANMOCTY M3MEPEHUIA, NPpeAnaraloT BbINONHUTL Cneaytoline AencTBms:

- onpefensoT ypoBeHb OCHOBHOW W rapMOHNYECKOl COCTaBNAIOLLLEN pagmodacTOTHOrO U3NyYeHUs, reHepupyemMoro
ME U3OE/MEM, gnsi KOTOPOro HE06X0AMMO BbINOIHUTB U3MEPEHNS;

- BbIGMPAIOT M3MepUTeNb'aaTunK ANS NPOBEAEeHUS U3MEPEHNWIA, YUnTbIBas TpeboBaHUs ANa AaTunka/uameputens,
yKa3aHHble HUXE;

- HacTpauBaloT U3MepuTe/ib Ha u3MepeHne. MBT/CM2. 1 MepPeBOAAT ANCT/IEN B PEXVM, KOTOPbI OTobpaxaeT Teky-
Lee nokasaHune (6e3 ycpeHeHus):

- Mef/1eHHO ¥ HENPepbIBHO NepemeLLatoT 30H4, NPOBOAA CKaHMPOBaHWE MccneayeMblX NOBEPXHOCTEN U yaepKu-
Basl 3/1eKTPUYECKMNIA LIeHTpP faTumnka Ha paccTosiHUM He 6onee 38 MM OT uccnegyemoii noBepxHocT. OTMevatloT MecTo(a),
B KOTOPOM(bIX) NOKa3aHWsA NPEBbLILLAKT UM paBHbl 5 MBT/cM2;

- CTMpalT AaHHble B U3MepuTene, BKIIYaT OYHKUMIO YAepXaHUs MakCcMasibHOro nokasaHus v uccnegytoT no
OTAE/IbHOCTN MeCTa, yKa3aHHble Bbille. [ToBopaunBatoT NOBEPXHOCTL 30Ha TakuM 06pa3oMm, 4Tobbl BCA OCb 30HAa 6blna
nofBeprHyTa BO3AeliCTBUIO U3/yUYEHNSs, UCXOAALLEro OT UCciedyeMoro MmecTta. 3anucbiBatoT MakCMasibHOe nokasaHue u
NOBTOPSIOT M3MEPEHME ANA BCEX OTMEUYEHHbIX MeCT.

- y6exaaloTcs B TOM. YTO BCe MakCUMasibHble MoKa3aHWa MeHee N paBHbl NpefesibHOMY 3HaYeHuIo.

PekomeHA0BaHO, UTO6bI MCMO/b3YEMbI PAAMOYACTOTHbIN AaTUMK ABASICA AaTYMKOM 3/1IEKTPUYECKOro Nosis co cre-
OYOLWUMY NN NYYLLIUMN XapaKTepUCTUKamMu:

- MakcuMasibHbIii pasmep fatunka — 70 MM B juaveTpe;

- YaCTOTHbIA OTKIMK AaTyMKa U U3MEPUTENS BKIIOUAET Camylo HU3KYI U3MepsieMyto 4acToTy BMIoTb 40 camoi
BbICOKOIA rapMOHMKN — +1 aB.

MpumevaHne — KambpoBKa MOXET GbiTb BbINOSIHEHA HA BCEX MHTEPECYHOLLMX YACTOTax, €C/IM 30H/ He npes-
Ha3HaueH A5 NOKPbITUS BCEro TpeGyeMoro ananasoHa 4yacToT, Npy YC/I0BUM, YTO OTK/IMK 30HA4A HE YMeHbLuaeTcs 6onee
uem Ha 6 AB No CpaBHEHMIO C YacToTamu B Npegesnax ero 3aaHHoro AnanasoHa:

- W30TPOMHbIV OTKAMK JaTyumka U U3MepuTens nydile, Yem +2 Ab Ha yacToTe B npefenax KambpoBaHHOTo gua-
nasoHa [aTynKoB;

- MakcuMasibHoe paccTosiHue mexay aatumkom u ME U3LAE/IVIEM — 38 MM OT LeHTpasibHOM TOYKU AnameTpa
Aartumka fo nosepxHoct ME U3AENNA.

MoanyHkT 201.11.4 ME N3AENTNA n ME CUCTEMBbI ansa skcnnyaraumy ¢ BOCM1aMeHALWUMNCA aHecTeTun-
Kamu

MWKpPOBO/THOBOE U3/yYeHe MOXET NPUBOAUTL K ObICTPOMY HarpeBy J1erKOBOCM/IAMEHAIOLLMXCS ra3osB A0 Temne-
paTypbl BCbILWLKY, NoaTomy AMMAPATbI /19 MUKPOBO/IHOBOW TEPAMWW HuKkorga He cnefyeT UCnofb3osaTth B Npu-
CYTCTBUM SIErKOBOCTI/IAMEHSIOLLINXCA aHECTETUKOB.

MoanyHkT 201.12.4.2.101 WHaukaTop Ha Bbixoge

HenpepasuaeHHoe BO3HMKHOBEHWE MUKPOBO/IHOBOTO U3nyyeHus npegctasnsetr ONACHOCTbD gna ONEPATOPA.

MoanyHkT 201.12.4.101 CpeacTsa yMeHbLUEHUSI BbIXOAHO MOLHOCTU

B AMMAPATAX A1 MUKPOBOJ/IHOBOW TEPAMWW, wucnonb3ayowmx BECKOHTAKTHBIE AMMIVKATOPHI,
[OMKHa 6bITb NpefycMOTpeHa BO3MOXHOCTb NpoBefeHns npoueayp Bosgelictems Ha MALUMNEHTA MUKPOBO/THOBLIM U3-
Nly4yeHnem masioii MOLLHOCTW.

MoanyHkT 201.12.4.102 MNogaya NUTaHWA Ha BbIXO4

OT0 TpeboBaHWe YCTaHOBEHO A1 UCKTHHYEHNS BO3MOXHOCTU CnyyaliHoro Bo3geictaus Ha MALVMIEHTA mukpo-
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BOJTHOBOrO U3/1y4YeHNS C N36bITOYHBIM YPOBHEM MOLLHOCTH.

201.12.4.103 Perynupyemsiii Taiimep

AMMAPATbI A1 MAKPOBOJ/IHOBOW TEPAMWW, ucnons3ytoume BECKOHTAKTHBIE AMM/INKATOPI, moryT
NpyMeHsATb 6e3 HenpepbIBHOTO HabnogeHns. Mo3ToMy 418 TakMx annaparoB HeO6Xo4UM TaiMep AN BbIKAYEHUS nn-
TaHWs Ha BbIXOAe.

201.15.4.101 KOPTIYCA ¥ KpbILLKM

[letanu, KoTopble BaxHbl A5 akpaHuposaHus HEXXENATE/IbHOIO N3NYYEHWSA, He AOMKHbI CHUMATLCS 6e3 nc-
nosnes3osanHns MHCTPYMEHTA.
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