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MpeaucnoBue

1 NOANOTOBIEH O6LecTBOM C OrPaHUYEHHON OTBETCTBEHHOCTLIO «MeaTtexcranHaapm» (OO0 «Mea-
TexcTaHAapT») Ha OCHOBE COBCTBEHHOTO ayTEHTMYHOIO NEepeBOAa Ha PYCCKUI S3bIK MEXAYHAPOAHOIO CTaH-
JapTa, YKazaHHOro B NMyHKTE 4

2 BHECEH TexHu4eckum KOMUTETOM MO cTaHaapTtusauun TK 011 «Annapatbl U oGopynoBaHue Ans
nyquoﬁ ANarHoCTuku, Tepannm n JO3UMETPUNU»

3 YTBEP>XOEH /1 BBEJEH B JJEMCTBWE Mpukasom denepansHOro areHTCTea no TeXHUYECKoMy pe-
rynupoBaHuio u metponorin ot 29 uwonsa 2015 r. Ne 1022-ct

4 Hacrosawmn craHaapt uaeHTUYeH mexayHapogHomy craHgapty MCO 80601-2-55:2011 «W3genus
MEeAULUMHCKUE anekTpudeckne. Yactb 2-55. YactHble TpeboBaHusA 6e30nacHOCTU € Y4ETOM OCHOBHBIX (PYHK-
LUMOHanNbHbIX XapakTepUCTUK K MOHUTOPaM AbIxaTenbHblx cMecei» (ISO 80601-2-55:2011 «Medical electrical
equipment — Part 2-55; Particular requirements for the basic safety and essential performance of respiratory
gas monitorors»).

Mpu NPUMEHEHUN HaCTOALLEro CTaHAAPTa PEKOMEHYETCA UCMONb30BaTh BMECTO CChINTOYHbIX MEXAYHa-
POAHbIX CTAaHOAPTOB COOTBETCTBYIOLME UM HAaUMOHarbHbIe CTaHaapTbl Poccuiickon degepauumn, CBEAEHUA O
KOTOPbIX NPUBEAEHbI B AOMONHUTENBHOM MPUIoXeHun JA

5 BBEJEH BMNEPBbIE

lpasuna npumeHeHus1 Hacmosawieao cmaHdapma ycmaHoesneHbl 6 TOCT P 1.0—2012 (pa3den 8).
UHbopmauus 06 u3MeHeHUsIX K HacmosiuieMy cmaHoapmy nybrnukyemcs: 6 exe200HOM (10 COCMOSIHUIO Ha
1 aHeapsi mekyweao 200a) uHhopMauUOHHOM yKkasamene «HayuoHanbHbie cmaH0apmbl», a ohuyuanbHbil
meKem U3MEHEHUL U ronpasoK — 6 eXEeMECAYHOM UHGOPMayUOHHOM yKkasamene «HayuoHarnbHbie cmaH-
Oapmbi». B criywae nepecmompa (3ameHbi) unu OMMEHb! Hacmosuieeo cmaHléapma coomeememeayiouiee
yeedomneHue 6ydem onybriukoeaHo 6 briuxaliuiemM ebiflycke eXXeMeCcsIHH020 UHGhOPMaUyUOHHO20 yKa3amers
«HauyuoHaneHble cmaH0apmebi». Coomeemcemasyiouwias UHgpopmayus, yeedomMreHue U mekcmbl pasmewaom-
€1 maKxxe 8 UHhopMayuoHHOU cucmeme obuiez0 nonb3oeaHus — Ha oguyuanbHOM calime ®edepairbHo20
aseHmemeaa rno MexHU4YEeCKoOMy peayniuposaHuio U memposoauu e cemu MiimepHem (www.gost.ru)

© CraHpaptuHdopm, 2016

Hacrosiuuii cTaHaapT He MOXET ObiTb NOMIHOCTLIO UMK YaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B ka4yecTBe opuLmanbHOro usaaHus 6es paspeluenus denepansHOro areHTCTBa Mo TEXHUYECKO-
MY PETrYNMpPOBaHWIO U METPOMOrnK
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BBeneHue

MexayHapoaHasa opraHusaums no crangaprtusauyum (MCO) asnaerca BecemupHon deaepaymen Haumo-
HanbHbIX OpPraHn3auui No ctaHaapTusauum (komuteToB — yuneHoB MCO). Paspabotka MexayHapoaHbIX CTaH-
AAapTOB 00bIMHO OCYLLECTBRAETCA TEXHUYECKUMMMN komuTeTammn NCO. Kaxabiih KOMUTET-UNEH, 3aUHTEPECOBAH-
Hblli B AEATENLHOCTU, KOTOPOW 3aHUMAETCA TEXHUYECKMIA KOMUTET, UMEET NpaBo ObiTb NPEACTaBNEHHbIM B
3TOM KomuTeTe. MexayHapoaHble NPaBUTENbCTBEHHLIE U HEMPABUTENbLCTBEHHLIE OpraHu3auuu, uMeloLme
cea3u ¢ UCO, Takke NPpUHUMAIOT y4acTue B ee aeatenbHOCTU. OTHOCUTENBLHO CTaHaapTu3auuu B obnactu
anekTporexHukn UCO paGoTaeT B TECHOM COTpyaHM4ecTBE ¢ MeXxayHapoaHOW aMeKTPOTEXHUYECKOW KOMUC-
cuen (M3K).

MpoekTbl MeXAyHapoAHbIX CTaHAapToB paspabaTbiBaloT B COOTBETCTBUM C mpasunamu [upektus
NCO/M3K, yacrs 2.

OCHOBHas 3aaaqa TeXHMYECKUX KOMUTETOB 3aKMIOYAETCA B MOATOTOBKE MEXAYHAPOAHbIX CTAHAAPTOB.
MpoexTbl MEXAYHAPOAHLIX CTAHAAPTOB, NPUHATLIE TEXHUYECKUMU KOMUTETAMU, PACCHINAIOTCA KOMUTETaM-
yneHam Ha ronocosaHue. Nx onybnukoBaHue B kKa4ecTBe MexayHapOAHbIX cTaHaapros Tpebyer oao6peHusn
He MeHee 75 % KOMUTETOB-YNEHOB, NPUHUMAIOLLUX YHacTHe B roOfI0OCOBaHUN.

CreayeT uMeTb B BUAY, YTO HEKOTOPbLIE SM1EMEHTbI HACTOALLEro CTaHAaapTa MoryT ObiTb 0GLEKTOM na-
TEHTHbIX npas. MCO He MOXET HECTU OTBETCTBEHHOCTb 3a UAEHTUMUKALMIO OJHOIO MAW BCEX NATEHTHLIX
npas.

Hacrosiwumii crangapt Gbin nogrotoneH TexHuyeckum komutetom MCO/TC 121 «N3penuna ans aHecre-
31U U MEeAULUMHCKME AblXaTenbHble annaparbly, NogkomuteToM SC 1 «YCTpOKCTBA ANA AbIXaHUS U HAPKO3HbIE
annaparbl» U TexHudeckum kommteToM MOK/TC 62 «M3aenua meauumHCKue anekTpuyeckne B MeauLmMHCKON
npakTuke», NMogkomutetrom SC 62D «N3penma MeauLMHCKUE INEKTPpUYECKUue».

HacToawmuin ctaHgapT OTMEHsAEeT U 3ameHseT BTopoe nsgaHne NCO 21647 n UCO 21647/Cor. 1. Ha-
CTOALLMIA CTAHAAPT OCHOBAH HA HE3HAYUTENbLHOM TEXHUYECKOM NepecMOoTPe U COrnacoBaHnu C TPETbUM U3-
naHmem M3K 60601-1.

MCO 80601 cocTouT n3 crieayowmx 4acrtei nog obLwmm 3aronoskomM «Msagenua meanumHCKue anexkTpu-
yeckuey:

- Yactb 2-12. YacTHble TpeboBaHMsA 6€30NacHOCTU C YY4ETOM OCHOBHbIX (PYHKLIMOHAMBHBIX XapakTepu-
CTUK annapartoB MCKyCCTBeHHOV[ BEHTUNALMN NETrKnX Ans WHTEHCUBHOM Tepanuu.

- Yactb 2-13. YacTHble TpeboBaHusa 6€30MacHOCTU C YY4ETOM OCHOBHbIX (PYHKLIMOHAMBHBIX Xapakrepu-
CTUK aHECTE3UONOrMYECKMX KOMMIEKCOB.

- Yactb 2-55. YacTHble TpeboBaHmsa 6€30MacHOCTU C YY4ETOM OCHOBHbIX (PYHKLIMOHAbHbIX XapakTepu-
CTUK MOHWUTOPOB JibIXaTemnbHbIX ra3os.

- Yacrtb 2-56. YacTHble TpeboBaHua 6€30NacHOCTH C yYETOM OCHOBHbLIX (DYHKLIMOHAMBHbIX XapakTrepu-
CTUK MEOUUUHCKUX mepmomempos 011 uaMepeHus memnepamypb! mena.

- Yactb 2-61. YacTHble TpeboBaHusA 6€30NacHOCTU C YY4ETOM OCHOBHbIX (PYHKLIMOHAMBHLIX XapakTepu-
CTUK MYNbCOKCUMETPOB.

M3K 80601-2-30 «YacTHble TpeboBaHusA 6€30MaCHOCTU C YYETOM OCHOBHbIX (PYHKLIMOHAMNbHBLIX Xa-
pakTepucTuk curmomaHometrposy, M3K 80601-2-35 «YacTHble TpeGoBaHMa 6e30NacCHOCTU C YYETOM
OCHOBHbIX (PYHKLMOHAMbHbLIX XapakTepUCTUK NOKPbIBAM, NOAYLLEK UM MaTpaueB, NPeAHasHaYeHHbIX ANA
HarpeBa, MeAULMHCKOrO HazHa4yeHnsy, MOK 80601-2-58 «4YacTHbie TpeboBaHuA 6€30NacHOCTU C y4eTOM
OCHOBHbIX (DYHKLUMOHAMbHbLIX XapaKTEPUCTUK U3AENuii ANs yaaneHus fUH3 U BUTPIKTOMUM B odpTans-
mornoruveckon xupyprun», M3K 80601-2-59 «YactHblie TpeboBaHns 6€30MacHOCTU C Y4ETOM OCHOBHbIX
(hYHKLUMOHAMbHbLIX XapaKTEPUCTUK CKPUHUHIOBLIX TEPMOrpad)oB AN CKPUHWHIOBOTO onpeaeneHus de-
6punbHOW TeMnepatypbl Tena yYenoeekay u M3K 80601-2-60 «YactHble TpeGoBaHMA 6e30NacHOCTM C
YYETOM OCHOBHbIX (pYHKLIMOHANbHbIX XapakTepUCTUK CTOMAaTONorM4yeckoro o6opyaosanHua» nybnukyorcs
MO3K.

B HacTosiLem CTaHaapTe NPUMEHEHbI cneaytoLme WpudToBbIe BbIAENEHUS:

- TpeBGoBaHuA U onpeaeneHus: NPSIMON LLUPUAT;

- TexHu4eckue TpeboBaHUA K UCMILITAHNAM: KYPCUB;

- MHOPMALMOHHbIN MaTepuan BHe TabnuL, TakoW kak NPUMeYaHusl, NPUMEPDI U CCbINKK: LWPUAT YMEHb-
LLUEHHOrO pa3Mepa. AHanorM4YHO BbigENeH HOPMATUBHBIA TEKCT B Tabnuuax;

- TePMUHbI, ONpeaerneHHble B pasgene 3 OCHOBHOMO CTaHAapTa, B HAaCTosILLEM YaCTHOM CTaHAapTe Unm
BblJ€NEHHbLIE: Marbl€ NPOMUCHbLIE.
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OTHOCUTENBHO CTPYKTYPbI HACTOALLErO CTaHjapTa TEPMUH 03HAYaEeT:

- «pasgen» — ouH U3 17 NPOHYMEPOBAaHHbLIX OTAENOB B Npeaenax coaepxaHus, BKNovas Bce noaoT-
aenel (Hanpumep, pasgen 7 Bknovaer nogpasaenst 7.1, 7.2u 1. 4.);

- «noapasgen» — NPOHYMEPOBaHHLIA noaoTaen pasaena (Hanpumep, 201.7.1, 201.7.2 n 201.7.21 —
9TO nogpasaensl pasgena 201.7).

CcbINnku Ha pasgensl B npegenax HacTOALEro cTaHaapTa nNpeaBapsioTcs TEPMUHOM «pasaen» ¢ no-
cnenylowmMm HoMepoM pasgena. CChifkU Ha noapasaensl B pamkax HaAcTOALLEro craHgapra npeacrasfeHsbl
TOSIbKO HOMEPOM.

B HacTosiLem cTaHaapTe COL03 «UMU» UCNOMb3YETCA KaK BKIIOYAIOLLEee «<Mnux», T. €. yTBEMKAEHNE BEPHO
npu no6on komouHauumM yCroBuit.

naronbHble hOpMbIl, UCMONb3YEMbIE B HACTOSALLEM CTaHAapTe, COOTBETCTBYIOT ONMUCAHHBLIM B NPUIOXKE-
HuM H Oupektus MCO/M3K, vacTtb 2. B pamKax HaCTOALLEro ctaHaapra BCoMOrarerbHbIi rarost:

- «JOIDKEH» 03HaA4aEeT, YTO COOTBETCTBMNE TPEOOBAHUIO UMM UCNLITAHMIO 00S13aTENBLHO AN COOTBETCTBUS
HacTOsLLEMY CTaHaapTy;

- «CnegyeT» 03HAYaeT, YTo COOTBETCTBUE TPEOOBAHUIO UMM UCTILITAHUIO XKENaTenbHO, HO He 0bsi3aTenb-
HO ANsi COOTBETCTBUA HACTOALLEMY CTaHAApPTY;

- «MOXET» UCMOMNb3YETCA ANA ONUCAHUS BOSMOXHbIX CMOCOBG0B AOCTIKEHNS COOTBETCTBUS TPEOOBaHU-
AIM WUIU UCTILITAHUSAM.

3Hak (*) nepell HaMMEHOBaHWEM 3aronosKa Unu B Hayane absaua unu 3aronoska Tabnuubl NOKa3bIBaET,
YTO B NPUMOXeHUn AA NpuBeaEeHO PyKOBOACTBO UK 060CHOBaHWeE, Kacalowweeca AaHHOIO NYHKTA.

OOpallaem BHUMAHME KOMUTETOB-YYaCTHUKOB W HALMOHASbHBIX KOMUTETOB Ha TO, YTo MPON3BOAN-
TEJIN n3genwii u opraHm3sauum, npOBOASLUME UCMLITAHKUS, MOTYT HYXXAATbCA B NEPEXOAHOM nepuoae nocne
nybnvkaummu HOBOW, AONOMHEHHON UMK NEPECMOTPeHHON nybnukauun UCO unu M3IK, B TeueHue KoToporo
OHUW NPUBEAYT NPOAYKTbl B COOTBETCTBUE C HOBbIMU TPEOOBAHUAMU U CMOTYT OCHACTUTLCA ANSA NPOBEAEHUSA
HOBbIX UMM NEPECMOTPEHHbIX UCNbITaHUK. KOMUTET pekoMeHAayeT, 4ToObl coaepkaHue HacTosALero ctanaap-
Ta aaanTMpoBanoch AnsA 06a3aTenbHOro HaUMOHaNbLHOrO NPUMEHEHUS He paHee YeM Yepes Tpu roaa nocre
nyonukaumm Ans snepsble paspabaTsiBaeMblX U3JENUIA M HE paHee YeM Yepe3 NSATb NeT nocne nyénukauum
OJ19 y>Ke NPOU3BOAALLMNXCA U3LENUN.

\
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HAUMWOHANBHBIA CTAHAOAPT POCCUNCKOWN OEQLEPALUUMU

U3[ENUA MEOMUNHCKUE SNEKTPUYECKUE
YacTtb 2-65

YacTHbIe Tpe60oBaHMS 6€30MacHOCTHU € YY€TOM OCHOBHbIX (PYHKLMOHANBHBIX XapaKTepPUCTUK
K MOHMTOpPaM AbIXaTesNbHbIX CMecen

Medical electrical equipment. Part 2-55. Particular requirements for the basic safety
and essential performance of respiratory gas monitorors

Dara BBeaeHus — 2016—07—01

201.1 O6nacTb pacnpoCTpaHeHus, uerb, AONONHUTEeNbHbIe
M YacTHble cTaHAApTbI

Mpumensitor MOK 60601-1, pasagen 1, 3a UCKIIOYEHUEM CriedyIOLLEro:

201.1.11 *O6nacTb pacnpocTpaHeHus

SameHa:

HacTosawmii ctaHgapT onpeaenseT YactHole Tpedosanusa BESOMNMACHOCTU C YYETOM OCHOBHbIX
SYHKUMNOHATBHBIX XAPAKTEPUCTUK MOHUTOPOB [AbIXATEJIbHbIX FA30B (RESPIRATORY GAS
MONITOR, RGM) (nanee — ME U3OENUE), npeaHasHa4yeHHbIX AN NPOAOIDKUTENLHOIO peXxumMa PABOTHI C
MALMEHTAMM.

Hacrosumit craHpapT yctaHaBnuBaeT TpeboBaHus:

- K MOHUTOPUHIY aHECTE3UPYIOLLUMX ra3oB.;

- MOHWTOPMHIY ABYOKWUCHU yrnepoaa (KanHoMeTpus);

- MOHMTOPUHIY KOHLUEHTpaLun Kucnopoaa.

MpumedaHne 1 — RGM MoxeT 6bITb Kak otaensHbiM ME USAENTMEM, Tak u BCTpoeHHbIM B Apyroe obopyao-
BaHUWe, HanpuMep, B aHECTE3NONOrMYEeCKUin KOMMIEKC UNK annapat UCKYCCTBEHHON BEHTUIALMU Nerkux.

Hacrosiwmin craHaapt He npumeHum kK RGM, npeaHa3Ha4YeHHbIM A9 CNonb30BaHUA C BOCMITAMEHSI0-
WUMUCA aHeCTE3UPYIOWUMU ra3amu.
Bonpochl, kacatowmecs oKpyxaroLLen cpeabl, pacCMOTPEHbl B NpunoxeHuu BB.

MpumedvaHune 2 — [ononHuTenbHbIE BOMNPOCHI, KacaloLMecs HeraTMBHOMO BIMSIHUS Ha OKPYXaloLLyto Cpeay,
paccMoTpeHbl B UICO 14971 n M3K 60601-1-9.

Ecnu pasgen vnu nogpasgen cneuuansHo npeaHasHayvyeH Ans npumeHeHus toneko k ME U3OENNKO
unu Tonbko kK ME CUCTEME, B Ha3BaHWUM U COAepXKaHUK AaHHOTO pasaena unv nogpasaena 1o 6yaer oropo-
peHo. B npoTuBHOM criyyae pasaen unu nogpasaen npumeHstor kak k ME USOENUIO, Tak u k ME CUCTEME.

OMACHOCTW, XapakTepHble AN NPeAyCMOTPEHHbIX huanonornyecknx dyrkumin ME M3OEININ unn
ME CUCTEM, exogsawmx B o6nactb NPUMEHEHUA HACTOSILLEro CTaHAapTa, He NOKPbIBAKOTCA YacTHbIMU
TpeboBaHUAMM HACTOALWLEN0 YacTHOrO cTaHgaprta, 3a uckinoveHmeMm 7.2.13 n 8.4.1 OCHOBHOroO craHgapra
(M3K 60601-1).

MpumeuvaHne 3 — CMm. Takke 4.2 OCHOBHOro CTaHAapTa.

U3paHue ocbmuymansHoe
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201.1.22 Uenb

SameHra:

Llenblo HacTosLLero 4acTHOro cTaHaapTa sBnseTcs onpeaeneHue 4actHbix TpeboBaHUi EE30MACHO-
CTU C yY4EeTOM OCHOBHbIX (PYHKUMOHanNbHbIX xapaktepuctuk K ME U3AENNAM (RGM), COOTBETCTBYHOLLMX
201.3.210, n ux MPUHAONEXXHOCTAM.

MpumevyaHue — MPUHAGNEXHOCTW BKIKOUEHbI B Lenb CTaHAapTa, Tak kak KoMGUHaLUMs RGM 1 ero MPUHAL-
NEXHOCTEN forkHa ObiTe GesonacHoi. MPUHAANEXHOCTM MOrYT 3Ha4YUTENBHO BIUSTL HA OCHOBLI BEBOMACHOCTM W
OCHOBHbIE PABEOYME XAPAKTEPUCTUKN RGM.

201.1.33 JononHuTenbHble CTaHAAPTbI

LJononHexue:

Hacroawwmii YacTHbIi CTaHAAaPT CCbINAeTCa Ha NPUMEHWMbIEe JOMONHUTENbHbLIE CTaHAapTbl, NepeyYnc-
NeHHbIe B pasaene 2 0CHOBHOIO ctaHaapta u pasaene 201.2 HacTosALLEero YacTHOro craHgapra.

M3K 60601-1-3 HEe NPUMEHSAIOT.

201.1.44 YacTHble cTaHOapThI

Moapasaen 1.4 OCHOBHOrO CTaHAapTa 3amMEeHSIETCS CrneayloLmm:

B cepun M3K 60601 4acTHble CTaHAapTbl MOTYT U3MEHSITb, 3aMEHSATb UINU UCKIIoYaTb TPpeboBaHuUs!, coaepxa-
LLMECs B OCHOBHOM CTaHAapTe, kak HeoBxoaMMO Anst KOHKpETHoro pacemarpusaemoro ME USOENNA, u aobaBnsTsb
apyrue TpebosaHust K OCHOBAM BE3OMNACHOCTW u OCHOBHBLIM GYHKLIMOHANBHLIM XAPAKTEPUCTUKAM.

TpeboBaHUs YAaCTHOIO CTaHAapTa UMEIOT NPUOPUTET nepes TpeGoBaHUSIMM OCHOBHOIO CTaHAapTa.

Ona kpatkoctn MOK 60601-1 B HACTOALEM YACTHOM CTaHAApTe Ha3biBAETCH OCHOBHbLIM CTaHAapTOM,
CBsi3aHHbIE CTAHAAPTbI — MO UX HOMEpPaM.

Hymepauus pazaenos v noapasfenos HAaCTOALWEro YaCTHOTO CTaHAapTa COOTBETCTBYET HyMepaLuu 0C-
HOBHOro ctaHgapta ¢ npedukcom «201» (Hanpumep, 201.1 B AaHHOM CTaHAapTe OTHOCUTCS K COAEPKUMOMY
pasgena 1 OCHOBHOrO cTaHgapTa) Unu NPMMEHUMOro CBA3aHHOIO cTaHaapTa ¢ npedukcom «20x», rae x — 310
nocneaHui(e) cumeon(bl) HOMepa CBA3aHHOro ctaHaapta (Hanpumep, 202.4 B HaCTOSILLEM YACTHOM CTaHaap-
Te OTHOCMTCA K coaepxumomy pasgena 4 ceasaHHoro craHgapra MOK 60601-1-2, 206.4 — k coaep>xumomy
pasgena 4 ceAsaHHoro ctaHgapra MOK 60601-1-6 u 1. a.).

M3MeHeHuMs1 B TEKCTE OCHOBHOIO CTaHAapra 03HayaloT crieqyloLee:

- «3amMeHay» — pasgen unu nogpasaen 0CHOBHOIO CTaHAApTa MU NPUMEHUMOTO CBA3AHHOTO CTaHAapTa
MOSHOCTbIO 3aMEHSIETCA TEKCTOM HACTOSILLIETO YaCTHOTO CTaHAAapTa,

- «JOMNOSIHEHWe» — TEKCT HaCTOALLEero YacTHOro CTaHzapTa AononHAeT TpeboBaHUA OCHOBHOTO CTaH-
JapTta unu NPUMEHUMOTO CBA3AHHOTO CTaHAapTa;

- «nonpaska» — pasgen unu nogpasfaen OCHOBHOrO CTaHAapTa MM NPUMEHUMOrO CBA3AHHOTO CTaH-
Japra U3MeHSIeTCS, KaK yKka3aHo B HAaCTOSILLIEM YaCTHOM CTaHaapTe.

Mozpasaensl UNKU PUCYHKKM, KOTOPblE 400aBNSOTCA K UMEIOLLIMMCSI B OCHOBHOM CTaHAapTe, HYMepyloTcs
HaumnHaa ¢ 201.101. [lononHuTenbHbie NpUNoXeHus 06o3HadveHsbl AA, BB 1 T. 4. 1 AONOAHUTENBHBIE NYHKTLI aa),
bb)yur a.

Moapasaenbl UNKU PUCYHKKM, KOTOpblE 400aBNATCA K UMEIOLLMMCS B CBA3AHHOM CTaHAapTe, HyMepyioT-
¢ HaunHas ¢ 20x, rae «x» — 3T0 HOMEp CBSA3aHHOTO cTaHaapTa, Hanpumep 202 — ana MOK 60601-1-2, 203 —
ana MK 60601-1-3u T 4.

TepMUH «HaCTOSILLMIA CTaHAAPT» MCMONb3YIOT AN COBMECTHOM CChINKWM HA OCHOBHOW CTaHAapT, ntobble
NPUMEHNUMbIE CBA3AHHbIE CTAaHAAPTbl U HACTOSILLMIA YaCTHbIA CTaHaapT.

Ecnu B 4acTHOM cneumansHOM CTaHJapTe HeT COOTBETCTBYIOLLEN 4acTu, pasgena unu nogpasgena,
YyacTb, pasaen unu noapasaen OCHOBHOIO CTaHAapTa MM NPUMEHUMOTO CBSI3aHHOTO CTaHAapTa NPUMEHSIOT
6e3 U3MeHeHWii, XOTS OHW MOTYT ObITb HE NOAXOASALLMMM; eCNU HeobxoaumMo, 4ToObl Nbas YacTb OCHOBHOIO
cTaHaapTta unu NpUMEHUMOrO CBSI3aHHOTO CTaHAaapTa He NMPUMEHSNUCh, XOTsi OHU MOTYT BbITb NOAXOASLLMMM,
B HACTOSAILLEM YACTHOM CTaHAapTe NpUMBEAEHO yKa3aHue Ha 3T0 AelCTBUE.

201.2 HopmaTtuBHbIE CCBINIKU

B HacTosILLEM CTaHaapTe UCMONb30BaHbl HOPMATUBHbLIE CChIMKM HA CrieayloliMe cTaHaapTel. Ons aatu-
POBAHHbIX CCbINOK MPUMEHSIIOT TOMNbLKO YKa3aHHble U3gaHuA. [OnsA HeaaTupPOBaHHbLIX CCbINOK NPUMEHSIOT ca-
Mble nocnegHue u3aaHus (Bkntovas nodble N3MEHEHUS U MONPaBKK):
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Mpumensior MOK 60601-1, paszgen 2, 3a UCKNIOYEHUEM CREAYIOLWEro:

3amena:

M3K 60601-1-2:2007 U3penua meguuuHckue anekTpudeckue. HYactb 1-2. O6wme TpeboBaHus 6esonac-
HOCTU C Y4ETOM OCHOBHBIX (PYHKLMOHANbHbIX XapakTepucTuk. [ONONHUTENbHLIN CTaHAAPT: NeKTPOMarHuT-
Hasi COBMEeCTUMOCTbL — TpeboBaHnus u metoabl ucnoitanui (IEC 60601-1-2:2007, Medical electrical equip-
ment — Part 1-2: General requirements for basic safety and essential performance — Collateral Standard:
Electromagnetic compatibility — Requirements and tests)

M3K 60601-1-6:2010 U3penua MmeamuuHckue anektpudeckue. Yacte 1-6. O6wme TpeboBaHua 6esonac-
HOCTM C Y4E€TOM OCHOBHbIX (PYHKLMOHANbHBLIX XapakTePUCTUK. JJONONHUTENbHLIN CTaHAapT: JKCnnyaTaLmoH-
Has npurogHocTb (IEC 60601-1-6:2010, Medical electrical equipment — Part 1—6: General requirements for
basic safety and essential performance — Collateral standard: Usability)

M3K 60601-1-8:2006 Uspenua meauuuHckue anekTpudeckue. Yactb 1—8. O6wme Tpebosanus 6esonac-
HOCTU C Y4ETOM OCHOBHbIX (DYHKLIMOHANbHbIX XapakTepucTuk. [lononHuTenbHbil ctaHgapt: Obyue TpeboBaHus,
MCMbITAHWA U PYKOBOASALLME YKA3aHUSA NO MPUMEHEHNIO CUCTEM CUTHANU3aLmMm MEeANLIMHCKUX ANEKTPUIECKUX 13-
Aenuin n MeauumMHCKMX anektTpuyeckux cucrem (MOCT P MOK 60601-1-8—2011) (IEC 60601-1-8:2006, Medical
electrical equipment — Part 1-8: General requirements for basic safety and essential performance — Collateral
Standard: General requirements, tests and guidance for alarm systems in medical electrical equipment and
medical electrical systems)

Hononxerue:

MNCO 7000:2004 MNpadpuyeckue CUMBOIbI, HAHOCUMbIE HA 060opyaoBaHue. NepeyeHb u cBogHan Tabnuua
(ISO 7000:2004, Graphical symbols for use on equipment — Index and synopsis)

MNCO 7010:2011 Cumonsl rpachuyeckue. Liseta u 3Haku 6e30nacHOCTU. 3aperucTpupoBaHHble 3Haku 6es-
onacHoctu (ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs)

MCO 14937 Ctepunusauus meauuMHCKOn npoaykuun. Obwme TpeboBaHusa K onpeaeneHuto xapaktepu-
CTUK CTEPUNU3YIOLLIETO areHTa u k paspaboTke, Banuaauumn U TeKyLLeMy KOHTPOMIO npouecca ctepunusauum
mMeauunHeknx usgenuin (TOCT P NCO 14937—2012) (ISO 14937, Sterilization of health care products —
General requirements for characterization of a sterilizing agent and the development, validation and routine
control of a sterilization process for medical devices)

NCO 15223-1:—") Uapenusi meanumHckue. CUMBONbI, MPUMEHSIEMbIE NPU MAPKUPOBKE HA MELULMH-
CKMX U3aenusax, STUKETKax M B CONPOBOAUTENLHOM AOKyMeHTauuu. Yactb 1. Obwme TpeboBaHuA. [lononHe-
Hue 1:2008 (TOCT P UCO 15223-1—2010) (ISO 15223-1:—"), Medical devices — Symbols to be used with
medical device labels, labelling and information to be supplied — Part 1: General requirement. Amendment
1:2008)

MCO 17664 Crepunusaums meaumuuHCKux usgenmii. Mudopmauus, npegocraBnsemasi U3rotoBure-
nem ansi 06paboTkM NOBTOPHO CTEpPUNM3yeMbIX MeauUuHCkux usgenuin (MOCT P UCO 17664—2012) (ISO
17664, Sterilization of medical devices — Information to be provided by the manufacturer for the processing
of resterilizable medical devices)

NCO 80369-1:2010 CoegnHutenn manoro guamMerpa ans XXMaKocTen u ra3oB B MEAULIMHCKNX YCTPOW-
ctBax. Yactb 1. O6uwme TpeboaHua (ISO 80369-1:2010, Small-bore connectors for liquids and gases in
healthcare applications — Part 1: General requirements)

NCO/M3K 806801-2-13:20112) Uapenusi meauLmMHCKkMe anekTpuyeckme. Yactb 2-13. YactHble TpeGoBaHus
6e30nacHOCTH C YYETOM OCHOBHbIX (PYHKLIMOHANbHBIX XapaKTepUCTUK K aHeCTE3MONorniyeckum komnnekcam (FTOCT
P NCO 80601-2-13-2013 pericteyet ¢ 01.01.2015 r.) (ISO/IEC 80601-2-13:2011, Medical electrical equipment —
Part 2-13: Particular requirements for basic safety and essential performance of an anaesthetic workstation)

M3K 60068-2-27:2008 WUcnbiTaHns Ha BO3AeNCTBME BHELLHUX (hakTopoB. YacTb 2-27. UcnbiTaHua. Uc-
nelTaHue Ea n pykosoacteo. Yaap (IEC 60068-2-27:2008, Environmental testing — Part 2-27: Tests — Test
Ea and guidance: Shock)

MO3K 60068-2-31:2008 NcnbiTaHns Ha BO3aeWCTBUE OKpyXatowen cpeabl. Yacrb 2-31. Ucnbitanus. Uc-
neiTaHue Ec. Yaapbl npu HebpexxHom obpalleHum, B NEPBYI0 ouepeab Ans TUNOBbIX 06pa3sLoB 060pya0BaHUs
(IEC 60068-2-31:2008, Environmental testing — Part 2-31: Tests — Test Ec: Rough handling shocks, primarily
for equipment type specimens)

1 MNy6nukyeTcs.
2) OTMeHseT U 3ameHsieT MCO 8835-2:2007, MCO 8835-3:2007, NCO 883504:2004, NCO 8835-5:2004 un

M3K 6-6-1-2-13:2003.
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MO3K 60068-2-64:2008 WcnbiTaHnA Ha BO3AEWCTBME OKpyXaloLlen cpeabl. Hactb 2-64. Metoabl ucnbita-
Hus. UcnbitaHne Fh. Cnyuvaiinbie konebaHus B LULMPOKOM AuanasoHe u pykosoacTseo [IEC 60529:2011 Crene-
HU 3awuThl, 06ecneumBaembie kopnycom (IP koa)]

lMonpaseka 1:2003

lMonpaska 2:2007

lMonpaska 3:2009 IEC 60068-2-64:2008, Environmental testing — Part 2-64: Test methods — Test Fh: Vibra-
tion, broad band random and guidance, IEC 60529:2001, Degrees of protection provided by enclosures (IP code)

Corrigendum 1:2003

Corrigendum 2:2007

Corrigendum 3:2009

MO3K 60601-1-9:2007 U3penua meauuuHckue anektpudeckue. Yactb 1-9. O6wume TpebosaHusa 6esonac-
HOCTY C Y4€TOM OCHOBHbIX (DYHKLIMOHASIbHbIX XapakrepucTuk. [lononHuTenbHbIl cTaHaapt. TpeboBanus k npo-
eKTUPOBaHUIO ¢ y4eToM TpeboBaHui okpyxatowen cpeansl (IEC 60601-1-9:2007, Medical electrical equip-
ment — Part 1-9: General requirements for basic safety and essential performance — Collateral Standard:
Requirements for environmentally conscious design)

MO3K 60601-1-10:2007 U3penua meauuuHckue anekTpudeckue. Yactb 1-10. O6wme TpeboBaHus bes-
OMacHOCTK C Y4ETOM OCHOBHBIX (hYHKLMOHANbHbIX XapakTepUCTUK. [lONONHUTENbHLIA cTaHaapt. TpeboBaHus
K pa3paboTke KOHTPONNEepoB ¢ dusnonornieckon odparHon ceasbio (IEC 60601-1-10:2007, Medical electrical
equipment — Part 1-10: General requirements for basic safety and essential performance — Collateral
Standard: Requirements for the development of physiologic closed-loop controllers)

M3K 60601-1-11:2010 N3aenua meauumuHckue anekTpuyeckue. Yactes 1-11. Obwme TpeboBaHus 6es-
OMAaCHOCTU C YHETOM OCHOBHBIX (DYHKLMOHATbHBIX XapakTePUCTUK. [JONONHUTENbLHLINA cTaHaapt. TpeboBaHus
K MEAMLMNHCKUM 3MEKTPUYECKUM U3AENUSAM U CUCTEMAM, UCNOMNb3yeMbIM ANs yxoaa 3a O0nbHbBIMU HA AOMY
(IEC 60601-1-11:2010, Medical electrical equipment — Part 1-11: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment)

201.3 TepMuHbI U onpeaeneHvs

B pamkax HacTosiLLero ctaHgapra NPMMEHEHbI TEPMUHBI U onpeaeneHus, npuseaeHHblie 8 MOK 60601-1,
MO3K 60601-1-2, MOK 60601-1-6, MOK 60601-1-8, MOK 60601-1-11 n ICO/M3K 80601-2-13, 32 uCknioueHu-
em cneayoLlero:

MpumedaHune — AndasuUTHLIN CNMCOK ONpeAENeHHbIX TEPMUHOB MOXHO HAaUTW Ha4vnHas ¢ 45-i c.

LononHeHue:

201.3.201 otBopgsAamMn RGM MOHUTOP AbIXATENbHbLIX FA30B C OTEOPOM NPOEbI [(SIDESTREAM
MONITOR) DIVERTING RGM SIDESTREAM MONITOR]: RGM, KoTOpbiit OTBOAUT YacTb AblXaTeNbHbLIX ra3os
u3 OBNACTU OTBOPA MPOBbI yepe3 NMPOBOTBOPHYIO TPYBKY k OATHUKY, koTopeiit yaaneH ot OB-
JTACTU OTBEOPA MPOBLI.

201.3.202 prei® (DRIFT): Mamenenne MOKASAHUW RGM ans panHoro FA3A, 0CTalOLMXCA NOCTOSH-
HbIMMW 3@ YCTAHOBMEHHbIN NEPMOA BPEMEHU B CTAHAAPTHLIX YCNOBUAX.

201.3.203 KOHUEHTPALUSA FA3A (GAS LEVEL): CogepxaHue onpeaeneHHoro ra3a B ra3oBon CMecu.

201.3.204 NOKA3AHUA RGM (GAs READING): MamepenHas KOHLIEHTPALIUA FA3A, otobpaxaemana RGM.

201.3.205 TOYHOCTb USMEPEHMI (MEASUREMENT ACCURACY): KauecTBo, KOTOpO€e XxapakTepuayer cno-
cobHocTb RGM o6ecneunBarb nokasaHus, 6nM3kue K ICTUHHLIM 3HAYEHUAM U3MEPAEMbIX BENUYUNH.

201.3.206 *MUHUMANLHAS AJIbBEOASIPHAA KOHUEHTPALMA, MAK (MINIMUM ALVEOLAR CONCENTRATION;
MAC): AnbBeonspHas KOHLEHTpauUs BAbIXaeMOro aHeCTe3npyIoLEero BeLwecTsa, KoTopasa B OTCYTCTBUE APY-
rMX aHEeCTE3NPYIOLLMX BELLECTB U B YCIOBUSIX PABHOBECUA NpeaoTBpaLuaeT aAsmwkeHne 50 % cybbekToB B OT-
BET HA CTaHAApPTHOE XUPYPruyeckoe Bo3aencTeune.

MpumMeyaHue — B pamkax HacTosuwero ctaHgapta MAK BbluMcnsieTcs Ans KOHUEHTpaLuuu rasa B KoHUe
Bbloxa.

201.3.207 HE oTBOAAWMNA RGM NONHONOTOYHLIN MOHUTOP ALIXATESNbHbLIX FA30B (MAINSTREAM
MONITOR NON-DIVERTING RGM MAINSTREAM MONITOR): RGM, ucnonb3ytowpmii JATUNK, USMEPAOLWNIN
MAPAMETPbI ObIXATEINbHbIX FA30B B npsAsMoM noToke.

201.3.208 NnAPUMANBHOE AABJEHME (PARTIAL PRESSURE): [laBneHue, kotopoe byaer npeaocrasnsatb
KaXAbli ra3 B ra3oBOi CMECU, €CMU OH OAUH 3allMeT 06beM CMeCU Npu TOK XXe TeMneparype.
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201.3.209 PE3EPBHbIA UCTOYHUK NMUTAHUA (RESERVE ELECTRICAL POWER SOURCE): Yactb ME UN3-
OENWNA, koTtopas BpeMeHHO o6ecneunBaeTt nuTaHue 3NeKTpUYECKo CUCTEMbI B Clydae npepbiBaHMA Nogaqum
OCHOBHOW 351EKTPO3HEPIUMN.

201.3.210 MOHUTOP AbIXATEAbHbIX FA30B (RESPIRATORY GAS MONITOR; RGM): ME U3EJUE, npea-
Ha3HaA4YEHHOE AN UMEPEHMUS KOHLUEHTPaLMKU 0AHOro unu 6onee rasoB B AbIXaTeNbHON CMECH.

MpumeyaHue — RGM cocTouT U3 o6opysi0BaHusi, ONpeAeneHHOro B 3KCrnyaTaLuoHHOM AOKYMEHTE Ha npea-
noriaraemoe ucronb3oBaHue RGM, BkntouatoLlero AaTunk, AUCIIER, CUCTEMY CUTHAnNM3aLUun, NPUHAANIEXHOCTU U Ans
otBoAsALMX RGM npoGooT6opHyto TpyGKy U TpyOKy Ans BbiBeAeHUs oTpaboTaHHoOl ra3oBoii cCMecu.

201.3.211 oBNACTb OTEOPA NPOBbI (SAMPLING SITE): Obnacte B OTBOOALLNX RGM, us kotopom oT1-
BOAATCA AbIxaTenbHble rasbl K ynaneHHomy AATUUKY ana nposeaeHns uamMepeHui.

201.3.212 nPOBOOTEOPHAA TPYBKA: Marucrpane aAns nepeHoca rasa us OBJIACTU OTBOPA IMNPO-
Bbl k JATUYUKY B OTBOOALLUNX RGM.

201.3.213 pATYMK (SENSOR): Yactb RGM, koTopas 4yBCTBUTENbHA K NPUCYTCTBUIO AbIXaTENbHOIO rasa.

201.3.214 OBLIEE BPEMA OTBETA CUCTEMbI (TOTAL SYSTEM RESPONSE TIME): BpewMs, npowejLuee ¢
MOMEHTAa CTyneH4aroro nameHeHua koHueHTpauumn NA3SA B OBJIACTU OTBOPA MNPOBbI ao goctuienusa 90 %
OT KOHeuHbIX TOKA3AHUIN RGM (noapobHee cM. 201.12.1.102).

201.3.215 oBBLEMHAS fonA (VOLUME FRACTION): O6bem ra3a B CMECH, BbIPAXXEHHBIA B BUAE NPOLIEH-
TOB OT 00LWero oobema.

201.4 O6wue TpedoBaHNA

Mpumenaior MOK 60601-1, pasgen 4, 3a UCKIIOYEHUEM CREAYIOLLEro:

201.4.3 OcHOBHbIe (PYHKLUMOHANbHbIE XapPaKTePUCTUKN

HononxeHue:

201.4.3.101 JononHuTenbHble TpeB0BaHNA K OCHOBHBIM ®YHKLIMOHATBHLIM XAPAKTEPUCTUKAM

JononHuTenbHble TPe60BaHNA K OCHOBHBLIM ®YHKLIMOHAIIBHBIM XAPAKTEPUCTUKAM MPUBEEHbI B NOJ-
pasaenax, nepeyncrneHHblx B Tabnuue 201.101.

Ta6nuya 201.101 — PasHeceHHble Tpe6oBaHUSA K OCHOBHBLIM ¢YHKLMOHANBHBIM XAPAKTEPUCTUKAM

TpeboBaHune Moapasaen
TOYHOCTb MBMEPEHWIN® 1 YCIOBUS CPABATBIBAHUA CUTHANMS3ALIMK MO MOKA- 201.12.1.101
3AHUAM RGM (GAS READING) 208.6.1.2
NN YCNOBUA CPABATLIBAHWA CUTHAITU3ALIMX MO TEXHUYECKUM NPUYNHAM 201.11.6.101.1

a) MeTogbl oleHkn TOYHOCTU U3MEPEHMW Kkak KpuTepuit NPpUeMKn nocne onpeaeneHHbIX NCMbITaHuii, He-
00X0AMMEIX COrflacHO HacTosLeMy cTaHaapTy, cM. B 202.6.2.1.7.

201.4.3.102 *OononHuTenbHble TPeOOBAHUA K KPUTEPUAM NPUEMKM

Bo MHOMMX pasgenax HacToSILLEro cTaHgapTa, KacaloLmMxcs UCMbITaHUI, ONpeaeneHsl KPUTEPUN NPUEeMKN
Ana napameTpoB YHKLMOHASBbHBIX XapakTEPUCTUK. STU KPUTEPUN NPUEMKN JOMKHbI HEU3MEHHO BbINMOIHATLCS.

Ecrm B SKCMNYATALUNOHHOM OOKYMEHTE U3rOTOBUTEJSIb onpeaenser ypoBHM COYHKLUO-
HanbHbIX XapakTepuCcTUK fy4lle, Yem onpegerieHHbIe B HaCcTOsILLeM CTaHdapTe, TO 3TU YPOBHU, OnpeaerneH-
Hble UBTOTOBUTEJIEM, CTaHOBATCS YPOBHAMM, MO KOTOPbIM HEOBXOAUMO NPOBOAUTL NPUEMKY.

Mpumep — lNpu onpedenerHom ypoeHe TOYHOCTU U3BMEPEHWW 3 %, RGM donxHbl o6nadamus TOYHO-
CTbHO UBSMEPEHWU 3 % Onsa ecex mpe6oeaHull, Harpumep, 80 epems UcinkimaHull Ha ycmoliyueocmeb.

201.4.6 *Yactu ME U3OAENNA unu ME CUCTEMBbI, Haxoaswuecs B KOHTAKTe ¢ NalNEeHTOM

HononHerue:

Yactu u MPUHALQNEXXHOCTU RGM, npeaHazHa4yeHHbIe AMA COEAUHEHUA C AbIXaTeNbHON CUCTEMOW,
OOJDKHbI COOTBETCTBOBATL TpeboBaHmam k PABOYMM HACTHAM B COOTBETCTBUM C AaHHbLIM NOAPa3genom.

201.4.10.2.101 *JononHuTensHblie Tpebosanua k MATAIOLLENA CETU ME U3OENA u ME CU-
CTEMbI
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Ona RGM, npegHa3Ha4yeHHbIX ANA UCNONb30BaHMS BO BpEMS NPOoceCCUOHanLHOro TpaHCNopTUpoBa-
Hua NMAUMEHTA 3a npegenamm MeaUUMHCKOIO yUpesKaeHusi, NPUMEHSIIOTCA xapakTepuctuku NMUTAIOLLEA
CETW, onpeaenexHble B MOK 60601-1, 4.10.2, 3a UCKNIOYEHMEM CREeAYIOLLETO:

- HanpspkeHue DC: ot muHyc 15 % ao nmoc 25 % ot HOMUHATBbHOIO 3HaueHus, unm

- HanpspkeHue AC: ot muHyc 15 % ao nmoc 10 % ot HOMUHATNBHOIO 3HayeHus, u

- yacrota AC: ot MuHyc 5 % ao nntoc 5 % ot HOMUHATNBbHOTIO 3HayeHus, U

- dhopma curHana AC: cuHyconaanbHas, npsiMoyronibHas u agpyras, onpegaeneHias 8 SKCMNNYATALUU-
OHHOM OOKYMEHTE.

Coomeemcmeue nposepsAom uHcnekyuel u, ecriu Heo6xo0uMo, Mymem hyHKUUOHAabHbIX UCTbIMaHul.

201.5 O6wme TpeboBaHNA K UCNbITAHNAM ME U3LENUA

Mpumensior MOK 60601-1, pasaen 5.

201.6 Knaccudmkauust ME U3AENUA U ME CUCTEM

Mpumensior M3K 60601-1, pasaen 6.

201.7 WpeHTuUdnkaumusa, MapkMpoBKa U AOKYMeHTauusi ME U3QENUIA

Mpumenstor MAK 60601-1, pasgen 7, 3a UCKMIOYEHUEM CIIEAYIOLLETO:

201.7.2.3 *O6paiuenune k AKCMNNYATALUMNOHHBIM AOKYMEHTAM

SameHra:

RGM AOMKHBI ObITb MapKMpPOBaHbI NpeaynpeauTenbHbIMU 3Hakamu 00 oBs3aTtenbHOM aeicTeuu: «Cre-
AYWATE MHCTPYKUMK No akcnnyaTtauun», MCO 7010-M002 (cMm. MOK 60601-1, Tabnuua D.2, Homep 10).

201.7.2.101 OononHuTenbHble TpeboBaHUS K MAPKMPOBKE HA BHELUHUX noBepxHocTax ME U3AENNA
unu vacren ME U3OENNA

Mapkuposka ME U3OENNSA, vacteit unn MPUHAOQNEXHOCTEW gomxna 6bite YETKO PA3NUYN-
MOW u BkniouaTth criegyloLuee:

a) nobble cneyuansHbie MHCTPYKLKUM NO XPaHEHUIO W/UN 0BCNy>KUBAHUIO;

b) cepwuiiHbin HOMep (unu cumson 5.16 MCO 15223-1:—), unm HOMep NOTa, UnNu HOMep naptTun (Mnu
cumson 5.14 UCO 15223-1.—);

c) ans RGM, ero vyacreit unu NMPUHALONEXXHOCTEW — uHbopMaUus no KOPPEKTHON yTUnm3aaumu,
€Ccnv NPUMEHNMO;

d) ana komnoHeHToB RGM, 3aMeHSAAeMbIX ONepaTtopoM, YyBCTBUTENbHbLIX K HANpaBfeHUIO NOToKa, —
CTperska, nokasblBalooLlan HanpaBneHue noToka rasa;

e) ansa exoaa obpasuos rasa orsoasiiero RGM — nu6o Tekct «OT60p 06pasuoB razay, NMOO CUMBON
NCO 7000-0794;

f) ana Bbixoga o6pasuoB rasza oteogswero RGM — nubo TekcT «Bbixog rasa», nu6o cumson
NCO 7000-0795;

g) ana MATUCTPAITIN ONA OTBOPA OBPA3LIOB TA3A — nubo Tekct «OTbBop 00pasuos rasay,
nm6o cumeon NCO 7000-0794;

h) ansa BeixogHbix Tpy6ok ans OTBOAALLMNX RGM — nu6o Tekct «Bbixoa rasa», nu6o cumeon
INCO 7000-0795;

i) ana MEPEHOCHbIX RGM — macca Hanbonee 4acto ucnons3yemoii koHdurypauum ME U3OENNA.

ME N3OENWA, wactn unu NMPUHALONEXHOCTW ¢ ycTaHOBNEHHLIM CPOKOM rOA4HOCTM AOMKHbI UMETb
YETKO PA3JTMYNMYHIO MapKkupoBKy C ykasaHueM Aatbl, NOCHe UCTEYEHMS KOTOPON UX He CreayeT NCnofb-
30BaTh U BbIPAXKEHHOI Kak roa u Mecsy. MoxeT ncnonb3osarbcsi cumson 5.12 NCO 15223-1:—.

Coomeememeue npoesepsom uHcnexkyuedl.

201.7.2.4.101 JononHutensHble Tpebosanus k mapkuposke NMPUHA ONEXKHOCTEW

Ons MPUHAONEXXHOCTEW, npeaHa3HaveHHbIX AN UCNONb30BAHNA OAHUM NMALUMEHTOM, ynakos-
ka unu camu MPUHA ONEXXHOCTU pomkHbl ObITb MapkmpoBaHbl C yKa3daHMeM TOro, YTO NPUHAANEXHOCTb
npeaHasHaveHa A4na uHAMBMAYyansHoro ncrnonb3osanusa oguum NMNAUMEHTOM.

Coomeememeue npoeepsiiom uHcnekyuedl.

201.7.2.13.101 *JononHutensHble TpeboBaHua K huanonorndeckum adpdpektam (3Haku 6esonacHocTu
n npeaynpexaaroLlime Hagnmcu)

6
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ME U3OENNA, yactu unu NMPUHALANEXKHOCTW, coaepxxawme HaTypanbHbli NaTeke, A0MKHbI UMETb
YETKO PASNTMYNMYHIO mapkupOoBKy C yKazaHUeM TOro, Y4TO OHW cogepxaTt natekc. MoxeTt ncnonb3oBarbes
cumBon MCO 7000-272. B MHCTPYKLMM MO SKCNNyaTauuu A0MKHbI ObiTh YKa3aHbl BCE KOMMNOHEHTLI, CoaepXa-
LUMe HaTyparnbHbIN NaTekc.

Coomeemcmeue npoeepsom uHcrnexkyued.

201.7.2.17.101 JdononHutenbHbie TPEOOBAHUSA K 3aLLUTHOMN YNAKOBKe

Ynakoska ME U3QENWA, yacrein unu NPUHAQNEXXHOCTEW pgomita umets YUETKO PA3NUNYN-
MYIO mapkupoBky:

a) C yKkasaHueM CneayloLLero:

- onucaHue coaepMMoro,

- UAeHTUMKATOpP HOMEepa napTuu, TMUNA WAWM CepurHOro Homepa nubo cumeonbl 5.14, 5.15, 5.16
MCO 15223-1.:—,

- Ans ynakoBoK, coaepalumx HaTypanbHbiin natekc, cnoso «JTATEKC» unu cumson UCO 7000-2725,

- ecnu npumeHumo, cnoso «CTEPUINbHO» unu oauuH u3 cumeonos 5.20—5.24 UCO 15223-1.—; ynakos-
ka crepunbHoro ME U3OENNA, yacrei unu MPUHAQNEXXHOCTEWN pomiHa obecneunsars noaaepkaHue
CTEPUIbHBIX YCIOBUI A0 €€ OTKPBLITUS, MU NMOBPEXAEHUS, UM A0 AOCTMKEHNSA OKOHYAHUS CPOKA rOQHOCTH;

b) ana Tex4yacren, KOTOpbIE NpeaHa3sHaYeHbl ANA 04HOPA30BOro UCNonNbL3oBaHuA, cnosa «OAHOPA3O-
BOE UCMOJIb3OBAHUE», «<HE UCIONb3OBATb MOBTOPHO», «HE ANA NOBTOPHOIO NCMNOJMb30-
BAHUA» cumeon UCO 7000-1051 unu cumeon 5.25 UCO 15223-1:—; ans onpeaenenHbix YKASATENEN
HA MOJENb NN TUN yka3aHne Ha oAHOPA30BOE UCNONb30BaHME AOMKHO ObiTb cornacoBaHo ¢ YKA3A-
TEJNIEM HA MOAENb UM TUM.

Heo6xoaMmo paccMOTpeTb BOMPOC YTUAM3ALUKN UCNONb30BaHHbIX YNAKOBOYHbLIX MaTepuarnos.

Coomeemcmeue nposepsiom rnposedeHuem UHCNeKyuu.

201.7.4.3 *EaMHULLI N3MEpEHUs

lonpaska:

Hobasume CHU3Y, KaK HO8ble cpoKu mabnuub! 1, eduHUUbI UsMepeHus, He exodawue e cucmemy edu-
Huy usmepeHusa CH, komopele moeym bbimb ucnonb3oeaxb! 0n1a ME USQETINA

Tabnuya 1
EAvHMLA usmepeHus
OcHoBHaA BennymMHa
HaumeHoBaHue Cumeon

% (OBBEMHAST 1ONS) -
KoHueHTpaLuus rasa

MM pTyTHOrO cTon6a® MM pT. CT.
KoHLieHTpaLys % (OBBEMHAST JONS) -
aHecTesupylolmx BeLecTs MUHUMATbHAST ANIbBEONSAPHAST KOHLIEHTPALIMAY MAK

2) KoHueHTpaunsa AbixaTefbHbIX ra3oB MOXET 6biTh BuipakeHa kak MAPLIMATNBHOE AABMNEHUE.
5 MUHUMANBLHARA ANbBEONAPHASA KOHLIEHTPALIMA MOXeT WCMonb3oBaThCs Kak AONONHUTENbHAs
eAnHULA N3MEpEHUS.

201.7.9.1 O6wwe TpeboBaHus

lonpaeka:

3ameHume nepebili dechuc criedyouwum:

- HauMeHoBaHWe unu ToproBoe HaumeHosauue u agpec USrOTOBUTENA;

- n, ecnu UBFrOTOBUTEIb He umeet agpeca B JaHHOM PerMoHe, aapec aBTOPU30BAHHOIO NpeacTaBu-
TEenA B 9TOM pPernoHe, Ha KoTopbiin MoxeT cocnarbca OTBETCTBEHHAA OPTAHU3ALUA.

201.7.9.2.1.101 *AononHutenbHble 06Lme TpeboBaHus

MHCTPYKUMA NO 3KCnyaTaumMm A0mKkHA BKIOYaTb CreayoLyo MHOPMaLMIO:

a) Ana kaxgoro RGM n NMPUHAONEXXHOCTEW onpeaenenue ucnonbsosauus RGM u MPUHA[-
NEXXHOCTEMW, kacatoweecs:

- rpynnul NALNEHTOB;

- 4actu Tena unu Tuna TKaHewn, C KOTOPbIMU OHU NMPUMEHSIIOTCA.

Tpumep 1 — lMpsamoli KoHMakm Yepe3 Ha3aslbHbIG Kamemep Uu JIUUeeyo MackKy.
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lMpumep 2 — Henpsimoli KoHMakm 3a cyem npoxoxdeHus 2a3a vyepes JATYUK/OBJIACTb OTBOPA Ob-
PA3LOB;

- NPUMEHEHUS.
lMpumep 3 — Okpyxaroujas cpeda, Yacmoma UcnoJb3068aHUs], PacrosloXeHue, MO6UILHOCMb;

b) yTBepaeHue, nosicHawowwee, obopyaosaH unu Het RGM aBTomaTnMyeckoi komneHcaumen 6apome-
TPUYECKOTO AABMNEHUS;

C) ecnu aBTOMarnyeckasi KOMNeHcaums He NpPeayCMOTPEHa, BusiHue 6apoOMETPMUYECKOro AaBNEHUs Ha
MOKA3AHWA RGM, Bblpa)keHHbI€ KONMYECTBEHHO.

Coomeemcemeue nposepsom uHcnexkuyued.

201.7.9.2.2.101 *OononHutenbHble TpeboBaHUA K NPeaynpexaeHuam 1 ykazaHusmM no 6e3onacHoCTu

MHctpykuust no akcnnyatauyum OTBOOAWMX RGM, obopyaoBaHHbIX COeauHUTENEM ANs Bblnycka
rasa, [lofkHa BKroYaTb npeaynpexzaeHuns, kacamoLmeca pucka nepekpecTHoro nHpuumposanuna NMALUEH-
TA npu BO3BpAaLLEHUM ra3a, B3ATOro B kayecTBe obpasua, B AblXaTenbHY0 cucteMy. ononHutenbHble Tpebo-
BaHUA MOXHO HawTu B 201.105.2.

Coomeemcemeue nposepsom uHcnexkyued.

201.7.9.2.5.101 JononHuTeneHele TpeboBaHus k onucanuio ME U3OENNA

MHCTpyKUMA No akcniyataumum JOImKHA BKIOYATh:

a) Cxembl, unnocTpupytowme ocobeHHoctn RGM 1 nokassiBawoLue pyHKUMM U pacnonoeHme BCeX
OpraHoB ynpaBsneHus, PerynupoBKM U KOMNOHEHTOB CUCTEMbI, HEOOXOAMMbIX ANS KOPPEKUUM paboThl;

b) onucaHue koppekTHon yctaHoBkM RGM 1 onucaHue cxembl oT6opa 06pa3sLoB 1 BCEX COeANHUTENb-
HbIX TPYBOK, €CNn NPMMEHNMO;

C) pacnonoxeHne Bcex KOMNOHEHTOB HA OCHOBE HATYpanbHOrO narekca, ecrnm NPUMEHUMO.

Coomeemcmeue nposepsiom uHcriexkyued.

201.7.9.2.8.101 *OononHuTensHble TpeBOBaHMSA K NpoLeaypam 3anycka

MHCTpyKLMa no akcnnyataumum JOSHKHA BKNHOYATh:

a) metoa npoBepku pabotbl Bcex CUCTEM CUTHANU3ALUN, nHactpamsaembix ONNEPATOPOM;

b) Bpemsa ¢ momeHTa 3anycka Ao obecneyeHus OCHOBHbIX oYHKUUOHANbHbLIX XAPAKTEPW-
CTUK.

Coomeemcemsue nposepsaom uHcnexkyued.

201.7.9.2.9.101 *QononHuTenbHbie TPeOOBaHMA K MHCTPYKLMSIM MO dKCNnyaTauum

MHCTpYKLUMA NO dkCnyataumm 4OSbKHA BKIIOYaTh cneayiollee:

a) auana3soH perynupyembix MPEOENOB CPABATbIBAHUA CUTHATIM3ALINU;

b) MakcumanbHbIl YKa3aHHbIA UHTEpBarn, BbIPAXEHHbIN B Yacax, Mexay nobbiMu He0bXoaUMbIMU BME-
warenbCTBamMmn oneparopa B CUCTEMY BrarooTaeneHuns, npu temneparype otpasua rasa 37 °C, KOMHaTHOW
Temneparype 23 °C u OTHOCUTENbHON BRaxxHoCTH obpasua 100 % (AaHHbIN MHTEpBan AOJPKeH ObiTb YCTAHOB-
NeH Kak Ana onpeaeneHHon MMHUMAarnbLHOM, Tak U MakCUManbHOW CKOpPOCTU oTOopa rasa);

C) NOpOr 4yBCTBUTENBLHOCTU ANl €AUHCTBEHHOTO ranoreHUPOBAHHOIO aHEeCTE3NONOrM4YecKoro rasa
(areHTa) B cMeCu ra3oB U NOpor(1) YyBCTBUTENBHOCTU A8 HECKOSIbKMX rarioreHUPOBaHHbIX aHECTE3MOoNoruye-
CKMUX ra3oB B CMECH ra3os;

d) ecnu npeaycmotpenbl MOKA3AHNA RGM-MAK, 3HaueHuss MAK unu anroputm onpeaeneHus 3Ha-
yeHuin MAK, otobpaxaembix RGM;

€) MeToj coeauHeHuna BbixogHoro nopta OTBOAALWEIO RGM ¢ CUCTEMOW OTBEOEHWA AHE-
CTE3NONOIMNMYECKUX N30B;

f) ckopoctu notoka ot6opa 06pasLoB rasa u ux gonycku ana OTBOAALLNUX RGM;

g) ecnu npuMeHuMmo, yTeepxaeHue, 4yto RGM noaxoaut Ans MCNONb30BaHWA B YCIOBUSIX MarHUTHO-
pe3oHaHcHow Tomorpadumn (MPT), BKMo4as MakCMMaribHYIO CUITy MarHUTHOro nong, npu kotopo RGM kop-
pekTHO paboraer;

h) ykazaHue Ha uameHeHue KoHueHTpauumn npu BeeaeHun FA3A ana OTBOOALWNX RGM, B KoTOpbIX
npeaycMOTpeHO BBeAeHMe obpasua rasa B AbixatenbHbiii KOHTYp, B kKoTopom KOHUEHTPALIMA FA3A ot-
nuyaercs otHocutensHo KOHLIEHTPALIMM B OBJTACTU OTBEOPA OBPA3LIOB.

lMpumep 1 — [lo6aeneHue KOMHamMHO20 8030yXa & pe3yJibmame asmoMamu4YecKo20 ebICMaesieHuUs1 Hy sl
lMpumep 2 — 3manoHHkIii 2a3, ucnonblyemsill 2azoesim [JATYUKOM;

1) HOMUHATIbHYIO yactoTy AbixaHus;
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j) mo6oe chmxenne TOUYHOCTU M3MEPEHUIN NMOKA3SAHUM RGM B KOHLE BbiAOXa KaK yHKLMIO
4acToTbl AbIXaHUSA U COOTHOLWEHUA I/E (COOTHOLLEHUS BpemMeHu Baoxa/sbiaoxa) B ux HOMUHANBbHbBIX auna-
nasoHax;

k) u3BeCTHOE HeraTMBHOE BNUSIHUE HA YCTAHOBIIEHHbIE (DYHKLUMOHANbHbIE XapaKTepUCTUKU CREAYIOLLIETO:

- KONMM4YeCTBEHHOE BRUSIHUE BNAXXHOCTU UMW KOHAEHcaTa B 06pa3uax rasa,

- yTeyeKk uny BHYTPEHHEW LupKynsuum o6pasuos rasa,

- uMknuyeckoro aasnenua go 10 kMa (100 cM BoAb!),

- APYrUX UCTOYHUKOB MOMEX;

I) MHdOpMaumMIo 0 XapaKTepucTUKax u TeEXHUYEecKux cakropax, Kkotopble, kak ussectHo U3rOTOBU-
TEJHO, moryT noaseprarbca PUCKY, ecnim RGM, ux yactu unu NMPUHA ANEXXHOCTW ncnonb3yiorca no-
BTOPHO, HECMOTpPA Ha To YT0 RGM, nx vactu unm NPUHAOJNIEXKHOCTW npeaHasHadeHbl 4ns 04HOPa3oBOro
UCMONb30BaHUS;

m) AaTty BbiNycka Unu NepecMoTpa MHCTPYKLUK MO IKCnnyaTauuu;

n) makcumansHyto KOHUEHTPALWIO FASA ang eaMHCTBEHHOrO ranoreHUpoBaHHOIO aHeCTe3nonoruye-
CKOTO ra3a B CMeCH ra3oB, KOTOPbI HE OnpeaenserTca Npyu NageHUn KOHUEHTpaUUU aHECTE3UPYIOLLMX BELLECTB.

Coomeemecmeue nposepsom uHcrnexkyued.

201.7.9.2.13.101 *AononHutenbHble TpeGoBaHUA K 06CNYyXMBAHUIO

MHCTpyKUMA No akcnnyartauum AOMmKHA BKMKYaTh cregyloulee:

a) MPOLEQYPbI kanubpoBku nepea unu Bo BpeMs UCNONb30BAHUS;

b) meToabl M 4aCTOTY PYTUHHBLIX MHCNEKUMIA U UCTIbITAHWUN.

Coomeemecmeue nposepsom uHcnexkyued.

201.7.9.2.14.101 *JononHutenbHble TpeboBanua k MIPUHAQNEXXHOCTAM, scnomorarenbHbiM u3ae-
nuaM, NCNonb3yeMbiM Marepuanam

VIHCTpYKUUSi NO 3KCnnyaTaummn JA0MKHa BKITIOYaTb:

a) BCIO U3BECTHYIO MHAOPMALUIO, KACalOLLYOCA TOKCUMHOCTU U/MNW BAUAHUA HA TKaHW MoObix MaTepu-
anoB, KOTopble MOTyT KoHTakTupoBaTtb ¢ MALVMEHTOM unu nioGbim apyrum nuuom;

b) HeobxoaMMyO MHOPMALMIO, KACAKOLLYIOCA TOT0, Kak NPOBOAUTL NOBTOPHYIO CTEPUNU3ALIMIO B CITy-
yae nospexaeHus crepuneHon ynakoeku, ecnu NPUHAANEXXKHOCTW, noctaBnaeMble B CTEPUNBLHON yna-
KOBKe, 10MyCKaT NpoBeAeHUe NOBTOPHON CTEpUNU3auumu;

C) COBETbI N0 KOPPEKTHOM YTUNM3auum cobpaHHbIX XXUAKOCTEN.

I'lpumep — Xudxocmu eo enazoomdenumene MHO20KpamHo20 Ucnojlib308aHusl.

Coomeemcemeue nposepsiom uHcrekyuedl.

201.7.9.2.15.101 *AononHuTenbHblE TPEOOBAHUA K 3aLLUTE OKPYXXAIOLLENR cpebl

MHCTpYKUMA NO 3KCnnyaTauum AOIDKHA BKIIOYATh Crieayioulee:

a) COBeTbl N0 KOPPEKTHON YTUNU3aLUKU KanmbpOBOUHLIX (3TANOHHLIX) ra3os;

b) coBeTbl N0 KOPPEKTHOW yTUNU3aumm o6pasLOB rasos.

Coomeemcmeue nposepsiiom uHcrnexkyued.

201.7.9.3.101 *AononHutenbHble TPeOOBaHMA K TEXHUYECKOMY ONMCAHUIO

TexHu4eckoe OnMcaHue JOIPKHO BKIMIOYATh:

a) Kpartkoe onucaHue MeToAo0B UCMbLITAHUS, CNONb3yeMbix Ana onpeaeneiuss HOMUHANBbHOIO aua-
Ma30Ha YacTOThbl AbIXAHNSA U €€ BNUAHUS KaK (PYHKLMM YacTOThl AbIXaHWs Ha TouHoCTb NMOKA3AHUA RGM B
KOHLIe Bblaoxa, Tpebyembix B 201.7.9.2.9 i) u j);

b) 4acToTy nonyyeHus AaHHbIX;

C) onucaHue METoA0B, UCTIONb3YeMbIX ANnA Bblaucnenns MOKA3SAHUIN RGM B koHLue Bbiaoxa.

Coomeemcmeue nposepsiiom uHcrnekyued.

201.8 3awura or ONMACHOCTEW nopaxeHuns 3neKTpMYeCckMM TOKOM

MNpumensior MOK 60601-1, pasaen 8.

201.9 3awuTta OT MEeXaHNYECKUX ONacHOCTEN, CoO3AaBaeMbIX
ME U3OENTUAMU u ME CUCTEMAMMU

Mpumensior MOK 60601-1:2005, pasgen 9.
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201.10 3awmuTta OoT ONACHOCTEN BO3AEUCTBUSA HEXenaTeribHoro
WUNKU YPE3MEPHOTro U3NYyYEHUs

Mpumensitor M3OK 60601-1, pasgen 10.

201.11 3awmTa OT Ype3mMepHbIX TemnepaTtyp v Apyrnx ONACHOCTEN

Mpumensator M3OK 60601-1, pasgen 11, 3a UCKNIOYEHMEM Crieaylowero:

201.11.6.4 YTeuka

HononHenue (dobasumb rocre cywecmayouie20 mekema):

M3TrOTOBUTENb gomkeH yuntbiBats B MPOLLECCE MEHEIXXMEHTA PUCKA PUCKW, cBasaHHble
C BbIMbIBAHWEM WM YTEYKOI BELLECTB B rasoBbIX MyTsX:

aa) us OBNACTU OTBOPA OBPA3LIOB NA3A n

bb) rasoebix nyten, npoxogawmx yepeza RGM v MPUHAQNEXXHOCTU, ana OTBOAALWNX RGM, ao-
nyckarLLUMx Bo3BpaT 00pa3UoB rasa B AblXaTenbHY CUCTEMY.

Ocoboe BHUMaHWEe crneayeT 06paTuThb Ha BELLECTBA, KOTOPLIE SABMAOTCA KAHLEPOreHHbIMU, MyTareHHbI-
MU UMW TOKCUYHBIMU ANSA PENPOAYKTUBHON ChYHKLMMK.

Yactu unu NMPUHAONEXXHOCTW, copepxawme ranatbl, KOTOPble KNaccuUUUPYIOTCA Kak KaHue-
POreHHbIe, MyTareHHbIe UMM TOKCUYHbLIE ANA PENPOAYKTUBHOW (DYHKUMK, AOIDKHBI MapKMpOBaTLCA HA CaMoM
n3aenun unu Ha ero ynakoBKe Kak cogepxawuue dpranatol. Ecnu, kpome Ttoro, MPEAYCMOTPEHHOE MNMPU-
MEHEHWE RGM u ero yacteit unn NMPUHALONEXXHOCTEW Bkmiouaer paboty ¢ aeTbMu unu paboTy ¢
OepeMEHHbIMU UNK KOPMALLMMU KEHLLMHAMU, cneuuanbHoe 060CHOBaHNE UX MUCNONb30OBAHUA AOMMKHO ObITh
Bkmio4eHo B AT MEHEIDKMEHTA PUCKA. MHCTPYKLMA NO 3KCMMyaTaLmn A0MKHA coaepxaTb uHgopma-
yuio no OCTATOYUYHBIM PUCKAM ans gaHHoi rpynnel MALVMEHTOB u, ecnu npuMeHnMo, No NPUMEHUMbIM
Mepam NpeaoCTOPOXKHOCTH.

Coomeemcmeue rniposepsiom uHecnexkyueli ®A WUMNA MEHE)XMEHTA PUCKA 0ns onpederneHus
moeo, yameH nu PUCK ebimbigaHus unu yme4ku sewecms 6o spems HOPMAJIbH OU SKCITYATALMU u
A6n1AIMCes U Mamepuaribl MOMEeHYUanbHO KaHUEPO2eHHbIMU, MymazseHHbIMU Uil MOKCUYHbIMU 051 penpo-
OykmueHo Ul chyHKUUU.

201.11.6.5 *MNpoHukaHune Boabl unu TBepabix yactuy B ME USOEJTUA wnu ME CUCTEMbI

Samena:

KOPMYC RGM gomkeH obecneunBaTb CTENEHb 3aLUUTbLI OT BPEAHOTO NPOHUKHOBEHMUS BOAbI:

- Mo KpanHen mepe IPX1, n

- ans RGM unu ux 4acrei, npeaHasHa4YeHHbIX ANsi UCMONb30BaHUSI BO Bpemsi NpodheCCUOHanbLHOro
TpaHcnoptuposaHua NMALIMEHTA 3a npegenamm MeQUMLUMHCKOTO ydupeXxaeHus, no kpanHen mepe IPX2.

Coomeemcmeue npoeepsiiom memodamu, u3noxeHHbiMu 8 MOK 60529 dna RGM, pasMeweHHbIX 8
HaumeHee KomgopmHoe rnonoxeHue npu HOPMAJIbHOW SKCIITYATALMU. Mocne nposedeHus amux
npouedyp nposepsaom, ymo BE30ONACHOCTb C YYETOM OCHOBHbIX ®YHKLIMOHATIbHbBIX XAPAK-
TEPUCTUK nodmeepxdaemcs.

201.11.6.6 *Ouunctka u aesmHcpekyua ME N3AENNA u ME CUCTEMbI

lMonpaska (006asumpb AononHumenbsHoe mpebosaHue kak HO8bIll nepebili ab3au):

Masoeble Nyt RGM u ero MPUHAONEXXHOCTEW, He npeaHasHayYeHHble ANS UHAMBUAYANbHOIO
MCNOMb30BaHNA, KOTOPbIE MOTYT 3arpsiI3HATLCA BbIAENAEMbIMM XXUAKOCTAMM TENA UIU BblAbIXaEMbIMU ra-
samu npn HOPMATIbHOW 3KCMNYATALIUU unu 8 YCNOBUAX EAVUHUYHOIO HAPYLLEHUA, rassl
M3 KOTOPbIX MOTYT BAbIXaTbCs MOBTOPHO, AOMKHbI ObITh pazpaboTaHbl TakuM 06pa3oM, YTOObLI NO3BONSATH
NPOBOAUTbL OYUCTKY U Ae3UHMEKLMU UITM OYUCTKY U CTEpUNM3aumio (A0NONHUTENbHbIE TPeBoBaHUSA MOXHO
HanTn B MOK 60601-1, 11.6.7 u B 201.105). Aina arou uenu RGM unu NMPUHALQNEXXHOCTW moryT pas-
Gupatbes.

lMonpaska (0o6asumpb AononHumMenbLHoe mpebosaHue U 3aMeHUMb UChblMmaHue Ha coomeememeue):

Kopnyca RGM gomkHbl ObiTh pazpabotaHbl Takum o6pasom, ytoObl NO3BONSATL NPOBEAEHUE OYUCTKU
1 Ae3uHdEKLUUM NOBEPXHOCTU ANS CHWXKEHUs1 A0 npuemMnemoro ypoHAa PUCKA nepekpecTHOro sapaxeHust.

WHcTpykumn no MPOLIECCAM 06pabotkn u/unu nosTopHoro ucnons3osaHus RGM u ux MPUHAL-
NEXXHOCTEW pgomkHbl cooTBeTCcTBOBaTH MCO 17664 1 MCO 14937 1 A0M¥HbI GbiTh BKIIOYEHBI B WUHCTPYK-
LMIO MO 3KCnsyaTauumu.

MpumevaHue — B UCO 14159 npusegeHbl pykoBoaCTBa Mo pa3paboTke KOpNycoB.

10



FOCT P UCO 80601-2-55—2015

Ecnu coomeemcmeue HacmosweMy cmaH0apmy Moxem 6bimb HapyLWeHO 8 pe3ynbmame O4UCMKU
unu 0esuHgekyuu RGM unu ux yacmelti nubo NPUHALJIEXH OCTEMU, oHu oquwaromes u Oe3uHguyupy-
tomes 30 pa3 & coomseememeuu ¢ memodamu, rpueedeHHbIMU 8 UHCMPYKUUU N0 3KCnilyamayuu, exmovas
mobble nepuolbl oxnaxoeHus unu cywku. lNocne nposederus amux NMPOLELYP Heobxodumo ybedumbcs
8 mom, ymo BE3SOITACHOCTb C YHYETOM OCHOBHbIX ®YHKLINOHATTbHbIX XAPAKTEPUCTUK nod-
depxusaemcs. [anee nposodam urHcnekuuo ®AUNA MEHE)XMEHTA PUCKA dns nposepKu moao, 4mo
N3O TOBUTETIb oueHun enusiHUe MHO20KPamHbIX UUKII08 06pabomku, a makxe ux 3ghgheKkmueHoCMe.

201.11.6.7 Crepunusauma ME USOENTUA n ME CUCTEMBbI

lMonpaska (0obasumb npumedaHue neped ucnbimaHueM Ha coomsemcemesue):

MMpumedarnHue — [ononHutensHble TpeboBaHWA Takke MOXHO HaikTu B MOK 60601-1, 11.6.6.

201.11.6.8 COBMECTUMOCTb C BELLECTBaMM, ucnonedyemoimm smecte ¢ ME USOENUEM

lMonpaska (0o6asumb neped ucrbimaHuemM Ha coomsememaue):

Heobxoaumo 0bpatutb 0cob60e BHUMAHUE HA TOKCMYHOCTb MaTepuarnosB U MX COBMECTMMOCTL C Belle-
CTBaMM U rasamm, ¢ KOTOPLIMU OHW KOHTakTMpyloT npu HOPMATNBbHOW 3KCMNYATALIMW. JononHuTens-
Hble TpeboBaHua MOXxHO HanTu B 201.11.6.4.

201.11.8.101 JononHuTtensHele TpebosaHus k npepbiBannaM nutanna/MUTAIOWEN CETU ME U3-
OENNA

201.11.8.101.1 *TEXHUYECKUNE YCNNOBUNA CPABATbIBAHUA CUTHANM3ALMU npu otkase no-
Aaduu nuTaHua

Ecnu nogava nutaHus BeIXOAUT 3a Npeaenbl 3Ha4YeHUI, ONpeAeneHHbIX AN HopManbHoW padots, RGM
OOMKEH:

a) aKTMBMPOBATb CpabaTbiBaHWE NO TEXHUYECKUM NpuymMHaM curHanudauum CPEOHETO NMPUOPUTETA;

b) octaHasnuBaTb AEMOHCTPaALMIO aHanu3aTopa cocrasa AblIXaTenbHON CMECH.

MpumedyaHune — He Tpebyetcs, Utobsl CUTHATNNM3ALIMA noBTOpANack B Te4eHNe HeONpeAeneHHoro BpeMe-
HUW Nnocre HapyLlweHUs NUTaHns,

¢) npekpatutb oTobpaxeHne MOKASAHUNA RGM.

Ecnn pabota RGM nogaepxusaerca nogkniodeHuem BHYTPEHHEINO UCTOYHUKA SNEKTPO-
OHEPI'MIN, CPABATbIBAHUE MO TEXHUNYECKUM NPUYNHAM CUTHANU3ALIMN CPEOHEIO MNPK-
OPUTETA, ykasblBaioLllee Ha 0TKa3 NUTaHUS, HE AOIDKHO akTUBUpOBaThCs. Jloboe nogobHoe noaknioyeHne
BHYTPEHHEIO MCTOYHUKA IJNNIEKTPO3HEPINN pomxHo oTobpaxartscsa B Buae MH®OPMALNOH-
HOIo CUMHANA unu TEXHUYECKUX YCNOBUN CPABATbIBAHUA CUTHATNU3ALMKN HU3SKOIO
MPUNOPUTETA.

Coomeemcmeue npoeepsiom (hyHKUUOHaIIbHbIMU UCTbIMAaHUSIMU.

201.11.8.101.2 *CoxpaHeHune HaCTpOEeK U AaHHbIX NOCME KPaTKOBPEMEHHOIO OTKMIOYEHUS UK aBTOMa-
TUYECKOro NepekIioueHNs NUTaHUs

Ecrnn CETb, MMTAIOLWLAA RGM, otknioyaercsi meHee Yem Ha 30 ¢ unu npoucxoaut aBToMaruyeckoe
nepeknioueHue Ha BHYTPEHHUN MCTOYHUK SNEKTPOSHEPTUN, AOMmiHbI COXPaHATLCA BCE HACTPOIA-
Ku v aaHHble MALUMEHTA.

Mpumeuyanne 1—RGM He gonxeH obecneunsaTs oTobpaxerne MOKA3AHUM RGM Bo Bpems nepe6oes B
MATAIOLLIEN CETW.

MpuMmeuaHmne 2 — HacTpoitku BKnovatoT HacTpoitkn ONEPATOPA, HacTpoiikn OTBETCTBEHHOW OPTA-
HU3ALWNU u pexum paboThbl.

Coomeemcmeue nposepsaiom cyumbieaHuem Hacmpoek RGM u coxpaHeHHbix daHHbix MALIMEHTA ¢
nocnedylowum omkmoderuem [MUTAIOLENA CETU na 25 u 30 ¢ 3a cvem omcoedureHus LWHYPA MMNTA-
HUA. lNocne soccmaHoeneHus numaHusi nposepsiom HeUSMEeHHOCMb HaCmMpPOeK U COXPaHeHHbIX GaHHbIX.

201.11.8.101.3 *Pabora nocne AnuTenbHOro OTKNIOYEHUs

B SKCIMJITYATALUMOHHOM OOKYMEHTE aomkHa 6biTb onucaHa pabota RGM nocne oTknioveHus
NMUTAIOWEM CETW npu ycnosuu, 4TO BLIKNIOYATENL MUTAHUSA OCTAETCA B nonoxenun BKI, ¢ nocneayiowmm
BOCCTaHoBneHuem yepe3s 30 ¢ unu bonee.

Coomeemcmeue nposepsiom uHcnekyueli SKCMNTYATALIMOHHOIMO JOKYMEHTA.

201.11.8.101.4 *PE3EPBHbI UCTOUYHUK NMUTAHNA

Mpu pabote RGM ot PESEPBHOIO UCTOYHUKA MUTAHUSA aomkHa NnpuCyTCTBOBaTh NOCTOAHHASA
BU3yanbHasi UHAUKALMS.
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Ecnu RGM cHatxen PESEPBHbIM UCTOYHUKOM MUTAHUA, oH gomkeH obecnednsarhb no Kpaii-
Hel Mepe 30 MUH. HOpManbHOI PaboThbl B YCIOBUSIX, ONPeAESieHHbIX B UHCTPYKLIMKM NO KCNAyaTaLmy.

Coomeemcemeue npoeepsiom ¢hyHKUUOHAIbHBIMU UCTbIMAaHUSIMU.

201.11.8.101.5 *PE3EPBHbIA NICTOUYHUK MUTAHUSA ans TpaHCnopTUPOBaHUs 3a Npegenamu me-
OVUMHCKOTO yupeXxaeHus

RGM, npeaHasHayeHHble AnA MCNONbL30BaHMS NpU NpodeCccUOoHarIbHOM TpaHcnopTupoBanuu MALU-
EHTA 3a npeaenamn mMeauuuHCKOIO y4pexaeHus, 40mkHbl ObiTb 06opyaoBaHbl ninbo BHYTPEHHUM UC-
TOYHUKOM 3SNEKTPO3HEPINU, nn6o PESEPBHBLIM NCTOYHUKOM MUTAHUA, cnocobHbIM noaaep-
XUBAaTb MO KpanHen mepe 1 4 HopManbHOW paboThl.

Coomeemcmeue nposepsaom nodmeepx0eHuemM mozo, 4mo rocsie 0mMcoe0UHEeHUsI 0CHOBHO20 LCITOY-
HUKa numanus e meyverue o KpaliHell mepe 1 4 Moxem roddep;xueambCcsa HopMarbHas paboma nubo 3a
cyem PE3EPBHOIMO UCTOYHUKA NMNUTAHWA, nubo 3a cuem BHYTPEHHEIO NCTOYHUKA OJ1EK-
TPOSHEPIUN.

201.12 TouHOCTL OpraHoOB ynpasfieHUA U U3MEPUTESIBLHBIX NPUGopPOB
M 3alMTa OT ONacHbIX 3HA4Y4€HUN BbIXOAHbLIX XapaKTepUCTUK

Mpumensior MOK 60601-1, pasaen 12, 3a UCKMIOYEHUE CNEayIOLLErO:

201.12.1 ToyHOCTbL OpPraHoB ynpasrieHUA U U3MepuUTesribHbIX NPpM6bopoB

lonpaska (0o6asumb rnocne cyuecmsyrouiux npednoxeHutl):

MapknpoBKka OpraHoB ynpasneHnsi RGM A0MmkHa 6biTe YETKOW, pasnnumMmoli B yCrioBUsX, OnpeaeneH-
Hbix B MOK 60601-1, 7.1.2.

Coomeemcmeue nposepstom nposedeHuem ucnbimaruli MGK 60601-1, 7.1.2.

HononHumensHbie nodpasdensi:

201.12.1.101 *TOYHOCTb M3SMEPEHWI

201.12.1.101.1 O6Gwme nonoxeHus

[nAa kaygoro AbiXaTenbHoro ras3a, KOHTPOrb KOTOPOro npeaycMoTpeH B RGM, AOMmMKeH 4OCTUraTbea ypo-
BeHb TOYHOCTU USMEPEHWW, onpeaenenHsiit B Tabnuue 201.102. Auanason MOKA3AHWW, norpeluHocTb
usmepeHuit RGM n gna OTBOJALMX RGM MuHMMansHas CKOpoCTb notoka o6pasua, npu KOTOPO BbINOMN-
HatoTeA Tpe6osanna k TOYHOCTU MSMEPEHWW, aomiHbl BbiTb YKa3aHbl B MHCTPYKLMK MO SKCRnyaTaLum.

Ta6nuya 201.102 — MOMPELUHOCTL M3MEPEHMIA KOHLUEHTPALIMU FA3A, % OBBEMHOM JONU

las MorpewHocts USMEPEHWUN
[anoreHUpoBaHHbINA o
MHFANALMOHHBIA AHECTETHK + (OBEbEMHAA AONA 0,2 % + 15 % oT nokasannii RGM)
Yrmekucnelit ras + (OBEBEMHAA AO0NA 0,43 % + 8 % oT nokasanuih RGM)
3akuck asota + (OBbEMHAA AO0NA 2,0 % + 8 % oT nokasanuit RGM)
Kucnopoa + (OBbEMHAA OO0NA 2,5 % + 2,5 % ot nokaszaHuit RGM)

Coomeemcmeue npoeepsiom UHCTieKyuel UHCMPYKYUU 10 3KCrlyamauuu U criedyiowum UcnbimaHuem:

a) ycmanaerueaiom u kanubpyiom RGM e coomeememeuu ¢ uHcmpykyuel no akcriiyamayuu;

b) ucrnonb3yiom coomeemcemeyiowyio UCTbIMAamenbHyr0 CMecb 2a308, onpedesieHHyio e mabnuye
201.103, ¢ donyckom, He npesbiwiaowum 0,2 om donyckos, npueederHHbix 8 mabnuue 201.102.

MpuMmeyaHune — lcnbiTaTenbHble rasbl C COOTBETCTBYIOWENW TOYHOCTLIO MOTYT GbITb NONYYEHbL! OT U3roTOBM-
Tenen ucnbitaterbHbIX (3TaNOHHLIX) ra3oB UNU ¢ NOMOLLLIO COBCTBEHHOrO NMPOM3BOACTBA HEOOXOAUMBIX UCTIbITATENBHBLIX
(3TanoHHLIX) CMeceii ra3oB ¢ YPOBHAMU rasos, onpefeneHHbIMU ApYrUMU MeETogaMu (HanpuMep, Macc-CrneKTpoMeTpuei
unu pedppakrometpuein). JononHUTENbHYIO MHOPMaLUIO MOXHO HAaWTW B npunoxeHun CC;

¢) nony4aiom NMTOKA3AHUA RGM npu onpedeneHHbix KOHLEHTPALIMAX KAXKOOIO IA3A, koH-
mpornb Komopoz2o npedycmompeH 6 RGM;

d) nposepsiom, umo TOYHOCTb M3MEPEHWIA 0na kaxd0z0 2a3a, KOHMPOIIb KOIMOPo20 npedycmMo-
mpeH 6 RGM, Haxo0umcs e npedenax, onpedeneHHbix 6 mabnuue 201.102.
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Heobx00umo yyumbieamb KOPPEKMHYI0 ymunu3ayuio ucibimamesibHbIX (3marnoHHbIX) cmecell 2a3086.

201.12.1.101.2 *OPEN® NMOKA3AHUIN RGM

NS KaKO0ro AbIXaTenbHOro rasa, KOHTPOSb KOTOPOro npeaycMotped B RGM, IIPEU® TOYHOCTU
N3MEPEHWUWN pomkeH coOTBETCTBOBAaTL TPEBOBAHNAM K TOUHOCTM, OnpeaeneHHbIM B Tabnuue 201.102,
B TeYeHue He MeHee 6 4 Npu UCNONL30BaHUU B COOTBETCTBMU C UHCTPYKLMEN NO JKCnfyatauum ¢o CMECSIMM
rasos, npuseeHHbIMKU B Tabnuue 201.103. IPEU® TOYHOCTU U3MEPEHUWN aomkeH GbiTb yka3aH B UH-
CTPYKUMM NO IKCMsyaTauuu.

Ta6nuya 201.103 — CMmecu ansa uamepennss TOUHOCTU USMEPEHUWA, IPEU®A n OBLLErO BPEMEHU OT-
BETA CUCTEMbI YPOBHW FA3A, % OELEMHOW AONKU

Yrnekuc-

3akucb ranotan? OHdprio- Usodnio- CeBo- Hecdrio- ymexie

Asot asoTa paH® paH?) driopan? pan?

Kucnopoa

OcTanbHoe 30

OcTanbHoe 654

OcTanbHoe 0,5

OcTanbHoe 1,09

OcTanbHoe 4,009

OcTansbHoe 0,5

OcTansHoe 1,09

OcTarnsHoe 5,00).9)

OcTansHoe 0,5

OcTanbHoe 1,09

OcTanbHoe 5,00.d)

OcTaneHoe 0,5

OcTansHoe 1,09

OcTarnbHoe 5,00).d)

OcTansHoe 5

OcTansHoe 100

OcTansbHoe 15b).d)

OcTansHoe 0,0

OcTanbHoe 2,5

OcTanbHoe 5,004

OcTansHoe 10,0

OcTansHoe 15,0

OcTansHoe 21,0

OcTansHoe 40,0

OcTanbHoe 60,004

OcTansHoe 100,0

a) Bkntovaetcsi, ecnit RGM npefHasHa4eH AN UCTOMB30BaHUS C STUM ra3oM.

b) Ynu MakcMManbHO BO3MOXHOE NaKasaHue, €CInN_OHO HUXe, YeM U3MEpEHHOe 3HaYeHue.

©) 3Ty cMecb UCTMONB3YIOT ANA UchbiTaHna Ha JPEN® TOYHOCTU M3MEPEHWS (ecnin npuMeHnmMo).

9 371y cMechb ucnonbayloT AnA ucnbiTaHna Ha OBLLEE BPEMA OTBETA CUCTEMbI (ecnu npuMeHUMO).
Ons ucneitanns Ha OBLLEE BPEMSA OTBETA CUCTEMbI gonycTiMo MCMonb3oBaTh UCTbITAaTENBHYIO CMECh rasoB
C MeHbLWEN TOMHOCTDLIO.
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Coomeemcecmeue npoeepsom UHcneKyuel UHCMpyKUUU 1o 3Kcrayamauuu U crniedyowum UCTbIMaHueM:

HAna RGM, ycmanroeneHHo20, omkanubposaHHO20 U pabomaiowjezo 8 coomeememeuu ¢ UHcmpykyued
no akcnnyamauuu, npoeodsam ucnsimaHusa 201.12.1.101.1, ucnone3ys ucnbimamernbHbi€ (3MarnoHHbIe) 2a3bl
ona ucnbimanus JJPEVI®A TOYHOCTU UBMEPEHUS, ykasaHHble 8 mabnuue 201.103. Ocywecmensiom
3abop obpa3syos onpedeneHHbIX UcfbimameribHbIX (3ManoHHbIX) cmecell 2a3o8 Kaxobie 3 4 o kpaliHel mepe
mpu pa3sa (scezo 6 4). Mex0y momeHmamu 3abopa obpa3syos nocpedcmeom RGM 0osmkeH 6bimb 8bINOSTHEH
3abop 0bpa3syos sHewHeza0 8030yxa. Heobxo0umo y4yumbleame KOPPEKMHYIO ymunu3auyuro ucnbimamerisb-
HbIX (3MarioHHbIX) cmecell 2a3oe.

lposepsom, umo mpebosarHus k TOYHOC TN UBMEPEHUA, npueedeHHbie 8 mabnuue 201.102, ebi-
nosHaomes 0na kax0020 3abopa obpasyos 05151 kax0020 ucneimamensHozo YPOBHS MTA3A.

201.12.1.101.3 *TOYHOCTb MSMEPEHW MAPAMETPOB A3A B CMecsX ra3os

[na kaxaoro AbIXaTenbHOro rasa, KOHTPOINb KOTOPOro npeaycmorpeH B RGM, gomkHa gocturatbCs
TOYHOCTb USMEPEHUIN NMOKA3SAHWIN RGM B cmecsix rasos, onpeaenerHas B Tabnuue 201.102, npu
UCMNONb30BaHUM CMECEN ra3oB, onpeaeneHHbIx B Tabnuue 201.104.

Coomeememaue rnposepsaom UHCneKyuel UHCMpYKUUU o SKCniyamauuu U criedyouwium UcrbimaHueM:

Yemanaenuearom u kanubpyrom RGM e coomeememeuu ¢ uHcmpykyuell no sKkcrniyamayuu U nposo-
0am eeo ucnbimaHus, Ucrornb3ys UcrblimamersibHble (AManoHHbIe) easbi, onpedeneHHbie 8 mabnuue 201.104,
npu memnepamype okpyxaruwiel cpedbi (23 + 2) °C. Ona kaxdoeo YPOBHA dbixamenbHoz20 TA3A,
omobpaxaemoeo 8 yucrio8oMm sude, nNpPosepsaom, 4mo 8binonHeHbl mpebosaHus k TOYHOCTU U3-
MEPEHWH, onpedeneHnbie e mabnuye 201.102. Heobx00umMo yyumeieamb KOPPEKMHYIO Ymunu3ayuto
ucnbimamenbHbIX cMmecell 2a308. Mcrnonb3yiom coomeememeayowyro UcnbimamernbHyl0 CMEeCh 2a308,
onpedeneHHyo 8 mabnuuye 201.104, ¢ donyckom, He npesbiwarouum 0,2 om 0onyckos, npueedeHHbIX 8
mabnuye 201.102.

Tabnuya 201.104 — Cmecu Ans onpefenerns TOYHOCTH M3MEPEHMIN KOHLUEEHTPALIMW FA3A, % OBBbEM-
HOW Jonn

Yrnekuc- 3akuch b) Fano- SHnto- WUsodpnio- Cesodnio- Decdnio-
bl ras asotal) Kucniopoa Asor Tan?) pan@ paH@ pan® pan@
5 30 40 Octane- 20
5 30 40 Octane- 2,0
5 30 40 Ocrane- 2,0
5 30 40 Octane- 20
5 30 40 Octane- 8,0
OcrTarnb-
5 h0e©) 30
OcTanb-
5 Hoeo) 60
a) Bkntovaetcsi, ecn RGM npegHa3Ha4YeH Ans MCrnosrib30BaHUS C 3TON CMEChIO ra3oB.
b) Ina ucnbiTaTenbHbIX (3TaNOHHLIX) FA30B, NOArOTOBMAEMBLIX HA MeCTe, 3aKUCh a3oTa MOXeT BbiThb yBennyeHa
0 ypoBHA «OcTarnbHoe», a a3oT UCKIIOYEH U3 CMecH.
©) Ecnm He npefycMOTPEeHO NPUMEHEHNe 3aKUcK a3oTa, UCMONL3YIoT asoT.

201.12.1.102 *ObLUEE BPEMA OTBETA CUCTEMBbI u Bpems HapacTanus

MOCTOAHHAA BPEMEHU OTBETA CUCTEMBbI aomkHa 6biTb yka3aHa B MHCTPYKLMK MO 9KCMnya-
Tauuu. Ana OTBOAAWMX RGM B MHCTPYKUMM NO 3KCnnyaTaumu AO0MKHO ObiTb ykaszaHo OBLLEE BPEMA
OTBETA CUCTEMbI n Bpems Hapactauus ¢ 10 a0 90 % npu HOMUHANBHOW ckopocTu notoka rasa B
orBoaswem yyactke. MOCTOAHHAA BPEMEHU OTBETA CUCTEMbI u Bpema HapactaHust MOTyT ObiTb
OTAENbHO yKa3aHbl AN pa3HbiX KOHUIypaLun AbiXaTenbHON CUCTEMBI.
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Coomeemcmeue nposepsiom UHCIeKyuel UHCMPYKUUU 110 KCrilyamauuy U credyrowum ucibimaHuem:

Ycmaraenueaiom RGM e coomeemcmeuu ¢ uHempykyuel rno skcniyamayuu u nodcoeduHsiiom ezo K
ucrnbimamesbHOU ycmaHoeke, cobpaHHoOU coanacHo npuseedeHHol Ha pucyHke 201.101. Heobxodumo y4u-
mbleamb KOPPEKMHYIO ymunu3ayuio uciibimameribHbIX cmeceli 2a30e.

CoeduHaom RGM ¢ coomeemcmeyrouwum yempodlicimeom 3anucu.

[na coomeemecmeyiowiux cmeceli 2asos, npueedeHHbix 6 mabnuue 201.103 (GononHumensHyo UHpop-
mayuio cMm. e cHocke d) mabnuubi 201.103), npu ckopocmu rnomoka 60 n/muH 0nsa omeepemus duamempom 20 Mm
(unu akeusaneHmMHol cpedHeli nuHeliHol ckopocmu 2a3a 0ns omeepcmuli Opyaux duamempos) Npu ycrosuu,
umo duamemp omeepcmusi usmepsaemces ¢ OBJTACTY OTEOPA OBPA3L0OB, ebinonHAiom Uuknu4deckoe om-
KpbleaHue U 3akpbleaHue KnanaHa(os) u ¢uxcupyrom OBLUEE BPEMS OTBETA CUCTEMBbI u dna OTBO-
AALNX RGM epems Hapacmanus ¢ 10 0o 90 %. lNoesmopsitom npouedypy 0nsa daHHOU e0UHCMEEeHHOL cMecu
2asoe 20 pa3 u onpedensom cpedHee OBLEE BPEMSA OTBETA CUCTEMBbI. Ana OTBOAAWNX RGM
nosmopsiom npu kaxool onpedeneHHOU ckopocmu 2asa e ydacmke omeederus. Noemopsiom npoyedypy onsa
Kkax0oli KoHbuzypauuu ObixamenbHOU cucmembl, onpedeneHHol 6 UHCMPyKUUU 1o dKenyamayuu.

6
2 =
= 5
n . 1
3
T
9 IFT‘ il 8
.4
2 -
= -—5
s =
4

1 — vcnbITyeMblli RGM; 2 — ¢rioyMeTp; 3 — KanubpoBaHHbIN (3TanoHHLIN) ras;
4 — cxaTblil BO3AYX UMW KannGpoBaHHbIN (STarOHHbIN) ras; 5 — OTKPbIThIA BLIXOZ BO BHELLIHIOW cpeay;
6 — ABa 3-X00BbIX KNnanaHa (He CMeLLMBAaIOLLMX), KOHTPONMPYEMbIX NoJayei MUTaHuUS;
7 — DATYMK/OBNACTb OTBOPA OBPA3LIOB; 8 — Tpy6Ka (npenAaTcTyloLjan o6paTHOMY NMOTOKY); 9 — noaaya nuTaHus

MpumeyaHune — HeobxoanMo NPUHATE Mepbl ANS MUHUMU3ALMK ANUHBI TPYBOK Mexay knanaHamu n OBJA-
CTbtO OTBEOPA OBPA3LIOB.

Pucyrok 201.101 — UcnelTaTenbHas ycTaHoBka ans onpegeneHua OBLLEMO BPEMEHU
OTBETA CUCTEMBbI ana RGM

201.12.1.103 *OtobpaxeHue eguHuy uameperuns B MOKASAHUAX RGM

EanHuupl namepenna MOKASAHUM RGM pomkHb 0TOGpaxKaThes MMB0 NOCTOSHHO, NuBo no 3anpocy
OMNEPATOPA. Ecnu ONMEPATOP MeHseT eauHULbI M3MePeHUst C €4UHUL, U3MEPEHUS MO YMOSIHaHUIO, onpe-
aeneHHbix U3SFTOTOBUTENEM unu OTBETCTBEHHOW OPTAHUSALIMEN, eauHunLpl M3aMepeHns JOmkHbI
oTobpaxaTbCs HEMPEpPbIBHO.

Coomeememeue nposepsiiom uHcnekyueli MapKuposku U UHCMPYKUYUU 110 3Kcryamayuu.

201.12.1.104 *OtoOpaxkeHue pexuma padboTbl

Pex#Mbl, OTNMYHbIE OT HOPMAnbLHOTO peximMa paboTbl (HanpuMep, AEMOHCTPaLMs, CaMOAMArHOCTHKA, yCTa-
HOBKa, >XOYLUWUI PEXUM U T. 4.), AOIDKHbI 0TOOpaXKaTbCa HenpepbIBHO. Mo ncrevyeHun 1 muH. 6e3 BMeLaTenLCTBa
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oneparopa Apyrue pexxMMbl, KpOMeE KAYLLEro pexxumMa, AOIMKHbLI aBTOMATUYECKU BO3BpaLLaTbC B HOpMarsb-
HbIW (LUTaTHbLIA) pexum paboTbl.
Coomeemcmeue rposepsom yHKYUOHAITbHbIMU UCTIbIMAaHUIMU.

201.13 ONMACHBbIE CUTYALUU n ycnoBus HapylieHUA
MNpumensior MOK 60601-1, pasgen 13.

201.14 NMPOrPAMMMUPYEMbDIE 3NIEKTPUYECKUE MEAULUHCKUE CUCTEMbDI
(PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS, PEMS)

MNpumenaior MOK 60601-1, pasgen 14.

201.15 KoHCTpyKUusa ME U3ENUA

Mpumensior MOK 60601-1, pasaen 15, 3a UCKNOMEHNEM CNEAYIOLLETO:

HononHumernbHbie nodpa3oernbi;

201.15.3.5.101 *JononHutenbHble TpeboBaHusa ansa rpy6oro obpalueHus

201.15.3.5.101.1 *Ynap v Bubpayusa

RGM MINU UX 4aCTU, HE NPEAHA3HAYEHHbIE ANA UCNONb30BaHUA Npu NpodeccuoHanbHOM TPaHCNOPTUPO-
BaHuv NMALMEHTA 3a npeaenaMn MEAULIMHCKOTO YYPEXAEHUA, AOIDKHbI UMETb aeKBaTHYI0 MEXaHUYECKYIO
NPOYHOCTL MPU BO3AEHCTBMM MEXAHWYECKMX HArpy3oK, Bbi3BaHHbIXx HOPMAJIbHOW 3KCMNYATALIMEWN,
TONKaHWeMm, yaapom, nageHmem u HebpexHboiM o6pawennem. CTALIMOHAPHBLIE ME N3OENNA ocBoGox-
aatorcsa ot TpeboBaHuMin JaHHOIO noapasaena.

Mocne cneayoWmMX UCNbITaHUII RGM A0MKHbI coxXpaHaTb BESOMACHOCTbL C YYETOM OCHOBHbIX
SYHKLUMOHATIbHBIX XAPAKTEPUCTUK.

Coomeemcmeue nposepsom nposedeHuem credyowux ucrsimaxut.

a) Ucnbimanue Ha yOap e coomeememeuu ¢ MOK 60068-2-27, ucnonb3ya cnedyrouue ycrnosusi.

MpumevaHune 1—Tpeacrasnser MOK/TP 60721-4-7, knacc 7M2.

1) Tun ucnbimarua: mun 1

- nukosoe yckoperue: 150 m/c2 (15 g);

- npodomkumesnsHocmb. 11 Mc;

- ¢hopma umiynIbea: MosnycuHyc;

- yucno ydapos: mpu ydapa 8 Kax00M 0CeeoM HarnpassieHuu (ecezo 18).
2) Tun ucneimaxusa: mun 2

- nuxosoe yckopeHue: 300 m/c2 (30 g);

- IPOOOILKUMENBHOCMb. 6 MC;

- ¢hopma umrnynbca: nonyCcuHyc;

- qucrno ydapos: mpu ydapa e Kaxx00oMm 0Ce8oM HarnpasneHuu (eceeo 18).

MpumevyaHue 2 — MNEPEHOCHBLIE RGM, cOOTBETCTBYIOLWME TpeboBaHmam MOK 60601-1, 15.3.4.1, cunTatotcs
COOTBETCTBYIOLMMU AaHHOMY TpeBoBaHuIo.

b) UcnbimaHue Ha wupOoKOronocHyo criydatiHyto aubpauuro 8 coomeemcemeuu ¢ MOK 60068-2-64, uc-
nonb3ys cnedyujue ycrnosusl.

Mpumevyanune 3 —Tlpeactaensetr MOK/TP 60721-4-7, knacc 7M1 n 7M2.

1) Amrnnumyda yCKOpeHUs:

- om 10 0o 100 Iuy: 1,0 (M/c2)/Tu;

- om 100 0o 200 y: -3 06 Ha okmasy;

- om 200 do 2000 Iu: 0,5 (M/c2)2/Ty.

2) *MpodomkumenbHocmb: 10 MUH. Ha KaxOyi0 83aUMHO NepreHOUKYISIPHYI0 0Cb (8ceeo mpu).

PexomeHOyemcs npodomkumernbsHocmb 30 MUH. Ha Kaxoylo e3aumMHO NneprneHOUKYIISIPHYO 0Ck (8ceao
mpu).

¢) lMposepsaom, ymo coxpaHsetca BESOMNACHOCTb C YYETOM OCHOBHbIX »YHKUMNOHANb-
HbIX XAPAKTEPUCTUK.
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201.15.3.5.101.2 *Ypap v BuGpaumsa npu npocheccuoHanbHOM TPAHCNOPTUPOBAHUN

RGM MU MX YacTK, NpeAHasHa4YeHHble AN UCNONbL30BaHUs Npu NPoPeccuoHanbHOM TPaHCMOPTUPO-
BaHuu NMALMEHTA 3a npeaenamu MeAULMHCKOTO yUpeXaeHUsl, 4OIDKHbI UMETb aAEeKBaTHYI0 MEXaHUYECKYIO
NPOYHOCTL NPU BO3AENCTBMM MEXAHMYECKUX HArpy3oK, Bbi3BaHHbIXx HOPMANBbHOW 3KCMNYATALIMERN,
TONKaHWEM, yaapoMm, NageHmeM u HebpexxHbiM obpaLLeHmeMm.

Mocne npoeeaeHus cneaylowmx UCNbITaHU RGM A0IDKHbI coxpaHaTb BESOMNACHOCTbL C YYETOM
OCHOBHbIX ¢YHKLUWOHAJIbHbIX XAPAKTEPUCTUK.

Mpumevanue 1—ME U3OENNA, cooTBeTCTBYIOWME, NOMHOCTLIO NN YAaCTUYHO, NO pe3ynsrataM UCTbITaHUA
TpeboaHuam 201.15.3.5.101.2, cuutatotcsa cootseTcTBylOWMMU TpeboBaHuam 201.15.3.5.101.1.

Coomeemcmeue rposepsiom cnedylowumu UcrbiMaHusmu.
a) HcnbimaHue Ha yOap e coomeemcemeuu ¢ MOK 60068-2-27, ucnonb3ya cnedyrouue ycrnosusl.

Mpumeyvanue 2 —Tpeacrasnsetr MOK/TP 60721-4-7, knacc 7M3.

1) Tun ucnbimaHus: mun 1

- nukosoe yckoperue: 300 m/c? (30 g);

- npodormxumensHocmb: 11 Mc;

- hbopma umrynbca: rnofyCcuHyc;

- yqucro y0apos: mpu yoapa e kaxx0oM oceeom HanpaeneHuu (eceeo 18).

2) Tun ucnbimaHus: mun 2

- nukosoe yckopeHue: 1000 m/c? (100 g);

- npodormKkumernbHocmp: 6 Mc;

- ¢hopma umryrnbca: nosnycuHyc;

- yqucro ydapos: mpu ydapa e kaxx0oM 0ceeoM HanpaseneHuu (ecezo 18).

b) Ucnbimarue Ha WupoKononocHyio cry4daliHyto eubpayuro 6 coomeememeuu ¢ MOK 60068-2-64, uc-
nosnb3ys credyujue ycriosus.

MpumevaHune 3 —Tllpeacrasnaet MOK/TP 60721-4-7, knacc 7M3.

1) Amnnumyda ycKkopeHus:

- om 10 00 100 'u: 5,0 (M/c2)%/lu;

- om 100 0o 200 I'y: -7 0b Ha okmasy;

- om 200 8o 2000 Iy: 1,0 (M/c2)2/u.

2) lMpodomkumenbHocmsb: 30 MUH. Ha KaXOyi0o 83aUMHO NEPNEeHOUKYIISPHYIO OCb (8ces0 mpu).

¢) CeobodHoe nadeHue e coomeemcmeuu ¢ MOK 60068-2-31, ucrionb3ys NMPOLIEAQYPY 1 u cnedyio-
wue ycnosus.

MpumedaHue 4 —Mpeacraensetr MOK/TP 60721-4-7, knacc 7M2.

1) Bbicoma nadeHusi:

- 0na maccol meHee 1 ka: 0,25 m;

- Onsa maccbiom 1 udo 10 ke: 0,1 Mm;

- Ona maccel om 10 u 8o 50 ka: 0,05 m;

- 0na maccel MeHee unu paeHo 50 ke: 0,01 m.

2)* Yucno naderuli: 00HO 0ns Kax0020 0rnpedeneHHO20 MOSIOKeHUs.

PekomenO0yemcs dea nadeHus 0ns Kax0020 ornpedeneHHO20 NOoXeHUs.

Ana MOPTATUBHbBLIX RGM, Ans KOTOpbIX NPeayCMOTPEHO UCNonNb3oBaHue dyTnsapa Ans NePeHOCKu,
3T10T hyTNAP MOXKET ObITb HapeT Ha ME U3OEJIVE B0 BpeMs UCNbITAHUSA.

d) lposepsiom, umo coxpaHsemcs BESOMNACHOCTb C YYETOM OCHOBHbIX ®#YHKLINOHAIb-
HbIX XAPAKTEPUCTUK.

201.15.101 *Pexxum paboTbI
RGM aomkeH noaxoautb ana NMPOAOIPKUTENbHOIO PEXKMMA PABOTDI.

Coomeemcmeue npoesepsiiom uHcreKyuel UHCMPYKYUU 1o SKcryamauyuu.
201.16 ME CUCTEMbI
Mpumenaior M3K 60601-1, pasgen 16.
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201.17 SnekTpomMarHUTHass COBMECTUMOCTb ME U3AENUA N ME CUCTEM
Mpumensior MK 60601-1, pasgen 17.
Hoeble pasdernsbi:

201.101 *BnuaHuve npumecen rasos 1 napos

KonunuyectBeHHoe BnmsaHue (ecnv oHo npucytcteyeT) Ha TASOBbBIE NMOKA3AHWA npumeceit rasos ¢ YPOB-
HAMW FA30B, nepeuncrneHHbiMu B Tabnuue 201.105, 40mKHO ObITb YKA3aHO B MHCTPYKLUMK NO SKCMyaTauuu.
Coomeemcmeue nposepsm UHcrnexkyuel UHCmpyKyuu rno sKkerayamayuu.

Tabnuya 201.105 — VcnbitatensHble (stanoHHble) KOHLEEHTPALIMW FTA3OB U TNAPOB B coctase cmeceit KOH-
LIEHTPALWMA FA3A, % OBBbEMHOW JONN

a3 unu nap YPOBEHb rA3A
3aknck asoTa 602)
lanoTaH 43)
OHdniopaH 52)
W3odritopaH 52)
CesodniopaH 52)
KceHoH 80b)
Fenuit 509
[MponenneHThl J03UPYOLMX UHMaNSTOPOB Onpegensetr USTOTOBUTEb
JecdniopaH 152)
OTaHon Onpegensetr USTOTOBUTETb
M3onponaxon Onpegensetr USTOTOBUTEIb
AueToH Onpegensetr USTOTOBUTETb
MeTaH Onpegenser USTOTOBUTEIb
WcneitatensHeliln YPOBEHbB FA3A pgomkeH 6biTh B npegenax + 20 % oT onpefeneHHoro ypoBHs.
3) Ecnn npeaycMOTPeHO UCMONb30BaHNe C ranoreHMpoBaHHLIMIA MHraNALNOHHEIMN aHeCTETUKaMN.
) Ecnn npeaycMOTPEHO UCMONb30BaHNe ¢ KCEHOHOM.
©) Ecnv NpeflycMOTPEeHO UCNONL30BaHMe C renmnem.

201.102 *YTeuka rasa

Ckopoctb yTeukn vepes JATUNK HEOTBOOALWEIO RGM He gomkHa npebiwatb 10 Ma/MuH npu
nasneHuun 60 rMa (60 cM BoAbl).

Coomeemcemeue npoesepsiom ¢ ucrnosib3osaHuem Gamyuka 0aenerus, umeoueeo TOYHOCTb N3ME-
PEHWU + 3 2la (3 cm 600bi), u yempolicmsa Orisi UsMEpeHUs CKOpoCmu romoka, umeiowe2o TOYHOCTh
UBMEPEHWM + 2 mn/mun. Cobuparom RGM makum 06pa3om, ymobsl JATUYNK 6birt yemaHoeneH 8 rnodxo-
oawull no pasmepam ropm ucneimamerssHOU yemaHoeKU, skirodarouieli 6X00HO coeduHumerb, Ha Komopbli
nofaiom ucnbimamernbHbill ea3 U K Komopomy nodkmodeHo yempolicmeo 0518 U3MepeHus: CKOpocmu rnomoka.
CoeduHsom Gamyuk dasneHus ¢ mpempeUm ropPMOM UCTbImamerisHoU yemaHosKu. [1nasHo peaynupyrom cKo-
pocme iomoka mak, ymobbl docmuaHymb 0aeneHus 8 ucneimamernsHol ycrmaHoske (cMm. pucyHok 201.101) e
60 ella (60 cm e00b1). Onpedensaiom CKOPOCMb IoMoka, Heobxodumyro Ans noddepxaHus 3mMo20 daesieHusl.

201.103 *CoeguHutenu (koHHekTOpbl) noptoB ana OTBOAALLNX RGM

Coegunutenu noptos OTBOOALLIMNX RGM 1 ux npuHagnexHocren 4omkHbl cooTBeTcTBOBaTh MICO 80369-1.
Coomeemcmeue nposepsom uHcrexyuedl.
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201.104 *“MuHuManbHas CKOpOCTb NOTOKa Ana oréopa obpasuos

Ecnn B OTBOOAWLNX RGM BO3HWUKaeT CUTYaLusl, KOTa HEBO3MOXHO MOAAEPXNBATbL CKOPOCTbL MOTO-
ka, Heobxoaumyto ang HOPMATJTIbHOW SKCIMNYATAUWMWN, at0 4OmKHO BbiTh OTOOpaXXeHo.
Coomeemcmeue rposepsitom hyHKUUOHaNbHbIMU UCTIbIMaHUSIMU.

201.105 *3arpAa3HeHne gbixaTernbHbIX CUCTEM

201.105.1 TPYBKA (MATMCTPAJIb) ANA OTBOPA OBPA3LIOB

JomkHa ObITb UCKMOYEeHa BO3MOXHOCTb MOMEHATb HanpasneHue notoka yepes TPYBKY (MATU-
CTPAIb) ANA OTBOPA OBPA3LIOB 8 OTBOAALWLNX RGM.
Coomeemecmeue nposepsaom uHecrnekyuel U ¢hyHKUUOHAaNbHBIMU UCTbIMaHUSIMU.

201.105.2 BuixogHasa TpyOka

Ecnu B HOPMAJIbHbIX YCITOBUAX n YCIIOBUAX EOMHNYHOIO HAPYLWLWEHWA cywecTsyeT He-
npuemnemsin PUCK nepekpectHoro 3apaxenusd, RGM gomkHbl ObiTb paspaboTaHbl Takum 06pas3om, 4Toobl
obpasLbl ra3oB He BO3BPALLANUCh B AbIXaTENbHYIO CUCTEMY.

Coomeemecmaue nposepsom uHcrnekyuel u uHenexkyuel QANTIA MEHE)KMEHTA PUCKA.

202 JneKTpomarHUTHass COBMeCTUMOCTb. TpeboBaHUsA N UCnbITaHUSA

Mpumensior M3OK 60601-1-2, 32 UCKNIO4EHUEM CRneayLEro:

202.6.2.1.7 *Mogenupoanue MALUMEHTA

HononneHue (GononHumenbHbil napazpad):

ns nposepkn YCTONUYUBOCTU RGM ¢ kaxabiMm JATUMKOM, npuBeaeHHLIM B MHCTPYKLIMU MO 3KC-
nnyaraymm, RGM gomkeH npoxoanTb UCMbITAHUE CO CMECLIO ras3oB, KOTOpas 00ecneymBaeT COOTHOLUEHUE
curHan/wym, moaenupyrollee xyawuin sapuaHt dusunonoruyeckoro curHana NMALUUNEHTA. Ecnu RGM He
otobpaxkaet MrHoBeHHble MOKA3AHNA RGM B HOpManbHOM pexxumMme paboTbl, MCNbITAHUA MOTYT MPOBOAUTb
B CNeLmanbHOM PeXxXumMe Unm ¢ MCnonb30BaHMeM CneumuanbHOro NporpaMMHoOro obecneveHuns, B KOTOPOM OTO-
OpakaloTCst MTHOBEHHLIE 3HAYEHWS.

202.6.2.1.10 *KpuTepun cooTBETCTBUA

3ameHa:

Mpu YCNOBUAX UCTMBbITAHUA na YCTONUYMBOCTD, onpeaenenHbix B MOK 60601-1-2, 6.2, RGM
JOIDKHbI NpoAOmKaTe 06ecne4nBaTb BE3OMACHOCTL C YYETOM OCHOBHBIX ®YHKLIMOHANBHBLIX XAPAKTEPUCTUK.

MpumedvaHue — B pamkax HacTosiwero ctaHgapta RGM He cuuTatoTes xm3HeobecneuunBatowmmm ME U3-
OENUAMU unn ME CUCTEMAMMU.

JOMmKHbI NPUMEHATbL CNEAYIOLIME YCIOBUS, CBA3AHHbIE C BESOMNACHOCTLIO C YYETOM OCHOBHBIX ®YHK-
LIMOHANBHbLIX XAPAKTEPUCTUK:

aa) npu nobbix YCNOBUAX MCMbITAHUA Ha YCTONYMBOCTD, onpeaenenHbix B MOK 60601-1-2,
6.2 1 202.6.2.3.1 @), HE NPOUCXOAMUT NOCTOSHHOTO YXYLLUEHUS UM HEBOCCTAHABNMBAEMOTO HapyLleHusi pabo-
Tbl, CBA3aHHbIX ¢ nospexaeHnem ME U3OEJTMA (KOMNOHEHTOB) UnM NPorpaMMHOro obecneyeHuns, a TaKke
NOTEPU AAHHBIX;

bb) He npoucxoaut nameHeHune pexxuma padoTsl;

cc) pabora B onpegeneHHbix npeaenax TOYHOCTU U3MEPEHUWM unu cpabatbisanue CUTHANN-
SAUWN NO TEXHNYECKUM MPUNYNHAM;

dd) B cnyyae HapylwieHusi paboTbl BO BPEMS UCTbITAHUA Ha ycTomumBocTb No M3K 60601-1-2, 6.2.2,
6.2.4,6.2.5 1 6.2.7, RGM pgomkeH BOCCTaHOBUTb (PyHKLMOHMpOBaHKUe nocne c6osa B TedyeHue 30 ¢ 6e3 Bme-
watenscTea OMNEPATOPA.

202.6.2.3.1 *TpeGoBaHus

HononHeHue [0obasumb K a)]:

B nononHeHue k atum TpebosaHmam RGM, npegHasHayveHHbI ANs UCNONb30BaHWUA npu Npod)eccuo-
HanbHOM TpaHcnopTuposaHun NMALMEHTA 3a npegenamu MeULMHCKOrO YYpexXaeHuUs, LOMMKEH COOTBET-
cTeoBartb M3K 60601-1-2, 6.2.1.10 ans UCNbITATENBHOIO YPOBHSA npu NCMbITAHUN HA YCTOW-
UNBOCTDb 20 B/m (80 % amnnuTtygHO-MoaynupoBaHHbiv npu 1000 Mu) B AgnanasoHe ot 80 My go 2,5 My
(cm. MOK 60601-1-2, Tabnuua 9).
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Coomeemcmeue npoesepsiiom nposedeHuem ucrbimaruli no MOK 60601-1-2, 6.2. OueHusarom omeem
RGM 80 epems U r1ocne amux ucrnbimaHuli co2/1aCHO yKa3aHUaM, npueedeHHbIM ebille.

206 JkcnnyatauuMoOHHas NPUrogHOCTb

MpumensaoTr M3K 60601-1-6, 3a UCKIIIOYEHUEM CREAYIOLLETO.

206.6.2.2.2 OCHOBHbIE PABOYNE ®YHKLNN

Ana RGM OCHOBHbIMU PABOYMU ®YHKUUAMU pgomxHbel cuutats cneayowme:
aa) nHabnionenne NMOKA3SAHUW RGM.

TMpumep — KoHuyeHmpayuu codepumMozo Kucrmopoda 8o edbixaeMoll cMecu, y2rieKUucsIo2o 2a3a, aHecme-
3upyrowux eeujecme;

bb) ycranoska MPEJENOB CPABATbIBAHUA CUTHATNTN3ALINN;

cc) otknoyenne CUTHANA CUTHATTU3ALNN,

dd) ana OTBOOALWNX RGM perynupoBka CkopocTtu oTGopa raza B obnactu oreeAeHusi, ecnu
npeaycMoTpeHa;

ee) obnactb nogcoeauHeHus garvuka, unn OBJTACTU OTBOPA OBPA3LIOB, unu k gbixatenbHou CUCTEME;

ff) sanyck RGM nocne oTknio4eHus;

gg) 3anyck RGM u3 xayLero pexumMa.

208 OcHoOBHble TpeboBaHUA, UCNbLITAHUA U PYKOBOACTBA ANA CUCTEM
curHanmsauum B ME U3OENTMAX u ME CUCTEMAX

Mpumensor M3K 60601-1-8, 3a UCKNIOYeHNeM creayloulero:
208.6.1.2 *Mpuoputetr YCINOBUN CPABATbIBAHNA CUTHANTUSALINN

MpumedaHune — B paMkax HacToswero cTaHgapTa 3HadeHua MAK cuuTaloTea TakMmn, Kak ykasaHo BO BKNa-
Abllle B ynaKoBKe NneKapcTBa ANA KaX[oro uHranaunoHHoOro sewecrsea.

[nsa kaxgoro aAbixatenbHOro rasa, KOHTponb koToporo npeaycMmorpeH B RGM, CUCTEMA CUTHANK-
3ALMN pormkHa dopmmuposats YCITOBUA CPABATBIBAHUA CUTHANUSALIMU ans MOKA3SAHUN RGM
C MUHUMATIbHLIM NMPUOPUTETOM, YKa3aHHbIM B Tabnuue 201.106.

Ecnu RGM cnocobeH onpeaensats Hanuume 6onee 4em 0gHOTO ranoreHMpPOBaHHOTO aHECTE3UPYIOLLIETO Be-
LLIECTBA B [430BOW CMECH, HO HE OMPEAENsITh KonuyecTeeHHo YPOBHU FA3O0B ¢ otobpaxernem MOKA3AHUN
RGM 3T0ii cmecy, TO AomiHa GbITh NPEAYCMOTPEHA BO3MOXHOCTL popmmuposanus YCIIOBUW CPABATbIBA-
HWA CUTHATIM3ALUN CPEOHETO NPUOPUTETA B npucyTCTBUM AaHHOM cMeck (CM. Tabnuuy 201.106).

Ecnu RGM cnocobeH onpeaensatb Hanuune, KONMYeCcTBO U 0TOGpaXkaTb 3HAYEHUS ANA CMECH rasnoreHm-
POBaHHbLIX UHrANSALMOHHBIX aHECTETUKOB, RGM a0smkeH:

- ¢opmupoBarb YCINOBUA CPABATbIBAHUA CUTHANU3ALUUN HN3KOTO NMPUOPUTETA B nio-
6om crniyuae, koraa RGM oOHapyXun cMecb ranoreHUPOBaHHbIX MHFANAUMOHHBIX aHECTETUKOB MeHee 3 MAK
(cm. Tabnuyy 201.107), n

- dopmuposare YCINOBUA CPABATbIBAHUA CUTHANUSAUUWN CPEOHEIO NPUNOPUTETA B
nmo6bom cnyyae, korga RGM o6GHapyxun cMechb rafnioreHUPOBaHHbIX UHTANALMOHHBIX AHECTETUKOB, PaBHYIO
unu 6onee 3 MAK.

CuCTEMbI CUTHANM3aUMK, KOTOPbIE aBTOMATUHECKU MEHSIKOT NPUOPUTET YCAOBUIA CpabaTbiBaHUA CUrHaNU3aumm
6e3 BMeLLaTenLCTBa ONeparopa, He AOIPKHbI MEHATb NPUOPUTET HUXE ONPEAENEHHOTO B HACTOSILLEM CTaHaapTe.

Ta6nuya 201.106 — YCITIOBUSA CPABATBLIBAHUA CUTHATNU3ALIMU ana MOKA3AHUA RGM u npuoputeTsl

Home [A30BBIE MpuoputeT YCTOBUIM CPABATbI- | Mpuoputer YCNOBUWN CPABATbI-
oT OKE MOKA3AHUS BAHUSA CUTHANU3ALNU ana BAHUA CUTHANUBAUWN ana
p Huskux MOKA3AHUUN RGM Bbicoknx MOKA3AHUN RGM
BabixaeMble ranoreHocogepxalyne - a -
1 aHecTeaupyloLyle BELECTBa HU3KUA NPUOPUTET?) CPEOAHWU NPUOPUTET
2 BhifibixaeMblii yrnekucnblii ras CPEOQHWUN MPUOPUTET CPEOHWUN MPUOPUTET
3 BpbixaeMblii yrnekucnblii ras CPEAHWUN MPUOPUTET
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OkoHyaHue mabnuupsi 201.106

Home FASOBbIE Npuoputet YCIIOBUN CPABAThI- | Mpuoputet YCINOBUIA CPABAThI-
- OKI‘/)I NOKA3AHMNS BAHUA CUTHANTU3ALUN ana BAHUA CUTHANTU3ALWUU ana
P Huskux NMOKA3AHUN RGM Bbicokux MOKA3AHUN RGM
4 Bobixaemas 3akich as3ora HU3KUI MPUOPUTET? CPEAHWUM NMPUOPUTET?
5 BabixaeMblit kucriopog CPEOHWUN NPUOPUTET CPEOHWN NMPUOPUTET®
6 Babixaemblii kucnopog meHee 18 % BbICOKWI MPUOPUTET
MpucyTCTBME HECKOMbBKUX rano- .
7 reHMpPOBaHHbLIX aHEeCTE3NPYIOLLUX CPEOHUU MPUOPUTET

BeLlecTB

MpucyTcTBME HECKOMbKWX ranore- .
8 HUPOBaHHbIX aHECTE3NPYIOLLMX Be- HU3KNUU NMPUOPUTET
LecTB MeHee 3 MAK®

MpucyTcTBUE HECKOMbKWX ranore- .
8 HUPOBaHHbIX aHECTE3NPYIOLLMX Be- HU3K1UN NMPUOPUTET
LecTs MeHee 3 MAKS)

MpucyTcTBUE HECKOMbKWX ranore- .
9 HUPOBaHHbIX aHECTE3NPYIOLLMX Be- CPEOHUU NPUOPUTET
LecTB = 3 MAK®)

MpumMevaHne — [lepeyucrieHHble MPUOPUTETHI ABNSOTCA MUHUMaNbHBIMU NpUopuTeTaMu. MoryT GbITh Takke
NpeAycMOTpeHb! YCIoBUS cpabaTbiBaHUs CUTHaNM3aUumn No BbiAbIXaeMblM YPOBHSIM rasa.

3) Ecnu npegycMoTpeHbl 3T HeobsisaTenbHble YCrioBus cpabaTbiBaHUA CUrHaNM3aLnui, OHN 0MKHLI UMETh YKa-
3aHHbIA YPOBEHb NpUOpUTETA.

b) Ecnn RGM cnocobeH onpeAensiTb HanuuKe, HO He cNocoBeH ONpeaensiTb KONMYECTBEHHO U oToBpaxarh no-
Ka3aTenu Ans CMecu rarnoreHMpoBaHHbIX aHECTE3UPYIOLMX BELLECTB.

©) Ecrim RGM crocobeH onpeensTh Hanuuue, KONUYecTBo 1 oToBpaxaTh NoKasaTenu Ans cMecy ranoreHupo-
BaHHbIX @aHEeCTEe3NpYIOLLUX BELecTs.

Tabnwnya 201.107 — MpuMepbl 3Ha4eHuin MAK

AHecTesnpyloljee BeLecTBO MAK (B cMecu aHecTeTuKa ¢ kucnopogom), % OBBEMHOM 1ONK
[anoTaH 0,77
OHdniopaH 1,7
M3odniopaH 1,15
DeconiopaH 6,0
CesodniopaH 21
3akuck asota 1052

Ha MoMeHT nybnukauum HacToswero ctaHaapta 3HaveHuss MAK, npuBeaeHHble B AaHHOW Tabnuue, cooTBeT-
CTBOBaNU 3Ha4eHUAM, onybnukoBaHHbLIM YNpaBneHnem no KOHTporo 3a npoaykramu u nekapcrsamu CLLA ans sagopo-
BbIX 40-NETHUX MYX4UH.

MoryT 6bITb Ucnonb3oBaHbl Apyrue 3HaveHuss MAK. 3navenna MAK mMoryT onpegenste No anroputmam.

a) OgHa MAK ans 3akncy a3ota MoXeT 6biTb AOCTUIHYTa TOMNbLKO B rUnepbGapuyeckoil kamepe.

208.6.5.1 *O6uue TpeboBaHun

lonpaeka (0obasums kak rnocnedHee rnpednoxeHue e absaye neped ucrnbimaHuem Ha coomeemecmeue);

B NMPEABAPUTEJIbHbIX HACTPOUKAX CUTHATNIM3ALNWN aomiHa BbIT CKMIOYEHA BO3MOXHOCTb
ycraHasnueate MNPEEJT CPABATbIBAHUA CUTHATU3ALUNKN ana nwkHero yposHa MOKA3SAHUA RGM
Ansa BAbIXaeMoro kucnopoga Hmxe 18 %.

HononHumernbHbie nodpa3sderns):

21



FOCT P UCO 80601-2-56—2015

208.6.6.2.101 *JononHuTensHble TpeboBaHua k perynupyemsim MPEOENAM CPABATBIBAHUA CUT-
HANM3ALUNN

MPELEN(bl) CPABATBIBAHNA CUMHATNUSALINW ans kaxasix npegycMoTpeHHsix YCITOBUIA CPA-
BATbIBAHUA CUTHANUSALNWN ans MOKA3AHUA RGM, 3a ucknioueHuem Bbicokoit KOHLIEHTPALIUUA
BAbIXaeMOM 3aKucK a3oTa, A0MKeH(Hbl) MMETb BO3MOXHOCTb perynupoBku ONMEPATOPOM. Onsa perynupos-
kn MPEOENOB CPABATbBIBAHUA CUTHANMNSALINN ONMEPATOPY aomkHbl TpeboBaTbCA LieneHanpas-
NeHHble AeNCTBUA. [ONONHUTENEHBIE LENeHanPaBneHHble AeiCTBUA HEOOXOAMMB! ANS YCTAHOBKW HUXXHEro
MPEQENA CPABATbIBAHUA CUTHANU3ALIUWN ana MOKA3SAHUIN RGM anga sosIXaemoro kucropoaa
Huxe 18 %.

Coomeemcemaeue nposepsom uHcrnexkyuel u oyHKUUOHANbHBIMU UCTbBIMaHUSMU.

208.6.8.5.101 *dononHutenbHble TpeboBaHua k coctoaHusamM geaktusaunn CUTHANA TPEBOIN, oTo-
OpaXkeHuto 1 BO3AENCTBUIO

Wutepsan BPEMEHHOIO OTKNMKOYEHUA 3BYKA unu BPEMEHHOTO OTKNKOYEHNA CUTHA-
JIMSALUWMU RGM, onpeaenenHbiii U3FTOTOBUTEJIEM no ymonyaHuto, He AOMKEH NPEBbLILATL 2 MUH.

Coomeemcmeaue nposepsiom hyHKUUOHaTbHbIMU UCTbIMaHUAMU.

209 TpeboBaHMA K MPOEKTUPOBAHUIO C YUETOM TpeboBaHuM
OKpyarwlen cpeabl

Mpumensitotr MOK 60601-1-9.

210 Tpeb6oBaHUsA K pa3paboTke KOHTPOJIEpPOB ¢ PU3NOMOrMYecKon
obparHoWm cBsA3bIO

Mpumensaor MAK 60601-1-10.

211 TpebosaHusa k ME U3OENTUAM u ME CUCTEMAM,
Mcnosb3yeMbIM B YCIIOBUAX obecneyeHUss MeAULMHCKOro yxoaa Ha aomy

Mpumensior MOK 60601-1-11.
HononHeHue:
MpumensioT npunoxenuns MK 60601-1, 3a ucknioueHneM cneayoLero:
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Mpunoxexue C
(cnpaBouHoe)

PykoBOACTBO NO MapkupoBke U TPeGOBaHUSA K HeW
ana ME USAENUN n ME CUCTEM

201.C.1 MapKupoBKa Ha BHELWWHUX NOBEPXHOCTAX ME U3AENUN, ME CUCTEM UNN UX YacTel

,ElqnonHMTeanble TpeboBaHNSA kK MapKUpPOBKE Ha BHELLHWUX NOBEPXHOCTAX RGM, UNK Ux YacTeid, unn NPUHAONEX-
HOCTEMW npuseaeHbl B Tabnuue 201.C.101.

Tabnuya 201.C.101 — MapkupoBka Ha BHELUHUX NOBEPXHOCTAX RGM UMK WX YacTei

OnucaHne mMapKUpoBKU Moapasgen
JTioBble cneynanbHble MHCTPYKLUW NO XpaHEHUIO W/Wnu obcnyXuBaHuo 201.7.2.101 a)
3Hak 6esonacHocTu «CneayiTe MHCTPYKUMK NO IKCNnyaTaLumn» 201.7.2.3
Ona NMEPEHOCHbBIX RGM — macca Haubonee 4acto ucrnonb3yemoit koHcpurypauun ME N3- 201.7.2.101 i
OENNS 721011
Ons Bxoga rasa RGM ana otbopa obpasyos — TekcT «OT6op 06pasuoB rasa» Wnu CUM- 201.7.2.101 e)
son MCO 7000-0794 e

Ona Beixoga raza RGM gnsa ot6opa 06pa3sLoB — TekeT «Bbixoa razay unu cumson MCO 7000-0795 201.7.2.101 f)

Ona TPYBOK ANTA OTBOPA OBPA3LIOB — Ttekct «OTbop o6pa3syoB rasa» unuM cum- 201.7.2.101 g)
Bon VICO 7000-0794 feA01 9

Ona NPUHAONEXHOCTEW, npeaHasHa4YeHHLIX AN UCTIONb30BaHUS OfHUM NAUMEHTOM, —

TekeT «OpHopasoBoe ncronsaoBaHue» Ha MPUHAOJIEXXKHOCTU unu ynakoBke 201.7.2.4.101
Ons BbixogHblx Tpybok ana OTBOAOALUMX RGM — TekcT «Bbixog rasa» WAM CUM- 201.7.2.101 h)
Bon MCO 7000-0795 7.2,

[ns KOMMOHEHTOB, 3aMeEHAEMbIX onepartopoMm, YyBCTBUTESNIbHbIX K HanpaBlieHU0 NOoTOoKa, —

CTpesiKa, noKasblBatlowasd HanpaBrieHUe NoToka rasa 201.7.2.101 d)

[ns ynakoBOoK — ykasaHWe Ha cofiepXaHue HaTypanbHOro narekca 201.7.2.17.101 a)

[nsA ynakoBoK, coAepXalyux YacTu, npejHasHavyeHHble ANS OAHOPa3oBOr0 UCMONL3OBAHUSA, —

TekeT «OHOpa3oBoe UCMONb3oBaHUeE» 201.7.2.17.101 b)

[ns ynakoBok — onucaHue cofepXXumoro 201.7.2.17.101 a)

[ns ynakoBOK — ccbifika Ha HoMep NapTuK, TUMa U cepuiHbln Homep 201.7.2.17.101 a)

[ns vacreii unn MPUHALNEXXHOCTEW, cogepxalumx dTanaThl, — yKasaHUe Ha 3TO Ha CaMoi

YacTh UK ee ynakoBke 2011164
Ecnu npumeHnMMo AnA ynakoBKu, yKazaHue Ha CTEPUIbHOCTb COAEPXKUMOro 201.7.2.17.101 a)
Ecnu npumenumo, aata, nocre UcredeHue KoTopoil He cneayeT UCMoNb3oBaThb 201.7.2.101
Mpu HanW4uK ykasaHne Ha copepXkaHue HaTyparnbHOro natekca 201.7.2.13.101
OnucaHne MapKUpoBKK Moapasaen
KoppekTHasa ytunusaums 201.7.2.101 ¢)
CepuiiHblil HOMep, UK HOMep 1oTa, UK HOMEp NapTuK 201.7.2.101 b)

201.C.4 OKCNAYATALMOHHLIE OKYMEHTbI, o6Le NonoxeHus
HononHutenkbHble TpeboBaHUA K SKCMnyaTaLMoHHbLIM JokymeHTaM RGM npusegeHsl B TaGnuue 201.C.102.
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Ta6bnuya 201.C.102 — SKCNNYATALMOHHBIE JOKYMEHTbI, 06LLWe NonoxeHns

OnuncaH1e MapkMpoBKU

Moapasgen

HOro npeacraBuTens

HaumeHoBaHne unu Toprosoe HaumeHosaHwe u agpec USFTOTOBUTENSA unu aBTopusoBaH-

201.7.91

Pa6ota RGM nocre oTkniodenmns MUATAIOLWEN CETU wa 30 ¢ unu Gonee

201.11.8.101.3

201.C.5 OKCNNYATALMOHHBIE LOKYMEHTbI, UHCTPYKLMUA NO SKCNIyaTauum

HononHuTtensHble TpeboBaHWUA K MHCTPYKLUMK MO 3KCnnyaTauum RGM npuBefeHsl B Tabnuue 201.C.103.

Ta6bnuya 201.C.103 — OKCMNNYATAUNOHHBIE BOKYMEHTbI, UHCTPYKLKUSA NO 3KChnyaTayuu

OnucaHue

Moapasaen

PekoMeHAaLMK No KOPPEKTHON yTunusayumn cobpaHHbIX XUaKocTel

201.7.9.2.14.101 ¢)

PekoMmeHaaLmMK No KOPPEKTHOR yTUNU3aLumn kKanubpoBoYHbIX (3TanoHHLIX) rasoB

201.7.9.2.15.101 a)

PekoMeHAaLWK MO KOPPEKTHOI YTUNU3aLUn 06pasLIoB rasos

201.7.9.2.15.101 b)

Mo6oe cHmxeHne TOUHOCTU MSMEPEHWIA MTA30BLIX MOKA3AHWM B KoHLe Bbi0Xa,
KaK yHKUUA YacToThl AbixaHusA U cooTHoweHuA I/E B ux HOMUHAJIbHBIX guanasoHnax

[ata Bbinycka unu nepecMoTpa MHCTPYKLWK NO 3KCTisyaTaLmu

201.7.9.2.9.101 m)

Mopor 4yBCTBUTENBLHOCTU ANSA ranoreHUpOBaHHOIO aHECTE3UONOMMYECKoro rasa(oB) B cMe-
CU rasoB

201.7.9.2.9.101 ¢)

CxeMbl, unntoctpupytowue ocobeHHocT RGM 1 nokasbiBatoLme yHKLMU U pacriornoxe-
HWe BCeX CUCTeM YrpaBleHusi, perynupoBKi U KOMIMOHEHTOB CUCTEMbI, HEOOXOAUMLIX AN
KOpPEKTHO paboTbl

201.7.9.2.5.101 a)

JOPEWN® TOYHOCTU M3MEPEHWA

201.12.1.101.2

Ana OTBOAALMX RGM, obopyaoBaHHbIX COefUHWUTENEM ANA BbINYCKa rasa, —
npeaynpexaeHus, Kacarlimecs pucka nepekpectHoro nHgpuymposanua NALUNEHTA npu
BO3BpaLleHUn 06pa3LioB rasa B AblXaTeNbHY CUCTEMY

201.7.9.2.2.101

Ana OTBOAALLMX RGM — ckopocTu noToka 06pa3LoB rasa u Ux 40nycku

201.7.9.2.9.101 f)

Ana OTBOOALMX RGM, B koTopbix NpedycMoTpeHo BBeAeHUe obpasya rasa B gblxa-
TenbHbIA KOHTYP, B koTopom YPOBEHbL MASA n3aMeHsieTcA oTHOCUTENLHO ypoBHA B OB-
JIACTU OTBOPA OBPA3LIOB, — ykasaHue Ha nsmeHeHve YPOBHA BeegeHHoro MA3A

201.7.9.2.9.101 h)

Ona RGM 6e3 aBTOMaTU4eCKOIA KOMMNEHcaLMn — BNUsiHUE 6apOMETPUYECKOro AaBlieHNs Ha
FA3OBBIE MOKA3AHWA, BeipaXkeHHOe KONMYeCTBEHHO

201.7.9.21.101 ¢)

Mpn ofHOPa3oBOM WCMOMb30OBaHUN — UHGOPMaLMSA O XapakTepUCTUKaxX U TeXHUYEeCcKUX
dakTopax, koTopble MoryT nogaepratscs PUCKY npu NOBTOPHOM UCMONb30OBaHUN

201.7.9.2.9.101 1)

Ana MPUHAONEXXHOCTEMN, nocTaBnsieMblX cTepUnbHLIMU, — WHgpOpMaLms, KacatoLla-
AICA NPOBEAeHUsI NOBTOPHON CTepuUnNu3aLmmn B criydae noBpexeHNs CTepurbHOM ynakoBKuy,
ecrnu JorycKaeTcs MoBTOpHasa cTepunusaums

201.7.9.2.14.101 b)

[OnanasoH FTA3OBbLIX MOKA3AHNN

201.12.1.101.1

MakcumaneHblil YPOBEHb FASA ans eQUHCTBEHHOrO ranoreHUpoBaHHOMrO aHecTe3nono-
rMYecKoro ra3a B CMecu ra3oB, KOTOPLIW He onpefenseTcs Npy NageHnn KOHLEHTPpaLun aHe-
CTe3MpYyHLMX BELLECTB

201.7.9.2.9.101 n)

Ecnn npumeHumo, yteepxaenune, 4to RGM nogxofuT AnA UCMONb30BaHWUA B YCNOBUSAX Mar-
HWTHO-pe3oHaHcHoW ToMorpadun (MPT), BKIo4as MakcUMarbHY CUIy MarHUTHOMO nons,
npu koTopoit RGM KoppekTHo paboTaeT

201.7.9.2.9.101 g)

Ecnu npumeHnMo, onucaHne KoppekTHol yctaHoBkm RGM u onucaHune cxeMbl oT6opa 06-
pasLoB W BCEX COEANHUTENLHBLIX TPYOOK

201.7.9.2.5.101 b)

Ecnin NPUMEHNMO, pacnonoXeHne Bcex KOMNOHEHTOB Ha OCHOBE HaTypanbHOMo faTtekca

201.7.9.2.5.101 c)

24




rocT P NCO 80601-2-55—2015

OkoHYaHue mabnuuyps 201.C.103

OnucaHue

Mogpasgen

Mpu Hanu4Uu ykasaHue Ha cofepXXaHue HaTyparbHOro nartekca

201.7.2.13.101

Ecnu npegycMmoTperbl NOKA3AHUA RGM-MAK, 3HayeHus MAK unu ucnons3syemblid an-
ropuTM €ro onpefeneHusi

201.7.9.2.0.101 d)

MHdopmMaumsa 0 TOKCUMHOCTU U/MNKU BAMSAHUM Ha TKaHU Miobbix Marepuanos, KOHTAKT C KO-
TopbiMKn Bo3aMoxXeH y NALIMEHTA wnu gpyroro nuua

201.7.9.2.14.101 a)

UHdopMauua o HeraTUBHOM BRUSIHUM Ha YCTaAHOBIIEHHbIE (DYHKLMOHAamNbHLIE XapaKTepu-
CTUKU

201.7.9.2.9.101 k)

MakcumansHbIi OI'Ipene.l'IEHHbIVI WHTepBan mexay nobbiMU HeOBXOAUMBIMA BMeLlaTenb-
CTBaMU onepaTtopa B CUCTEMY BriarootgeneHus

201.7.9.2.9.101 b)

TOYHOCTb USMEPEHUI

201.12.1.101.1

Metop npoBepku pabotbl Bcex CUCTEM CUTHATIM3ALWMW, HacTpanBaembix OMNEPA-
TOPOM

201.7.9.2.8.101 a)

MeToabl 1 YacToTa PYTUHHbIX I/IHCI'IEKLWIVI W UCnbITaHUA

201.7.9.2.13.101 b)

MuHumanbHas ckopocTk noToka obpasua, npu koTopoii cobritofatoTcs TpeboBaHUA OTHOCK-
TensHo TOYHOCTU USMEPEHWUW ana otBogsawmx RGM

201.12.1.1011

MPOLIEAYPbLI kannbpoBku nepeg, nnu BO BpeMs UCMONb30BaHWUA

201.7.9.2.13.101 a)

UncTpykuumn no NPOLIECCAM o6pabotku u/unu nostopHoit RGM u ux NMPUHANEXK-
HOCTEW

201.11.6.6

KonnvecTtBeHHoe BrivaHue (ecnu oHo npucytcteyeT) Ha NMOKA3AHUA RGM-npumeceii ra-
30B C KoHUeHTpauusmu FASOB, nepeuncnerHsiMy B Tabnnue 201.105

201.101

Ovana3soH perynupyemeix NMPEAENOB CPABATBIBAHWA CUTHANTU3ALWA

201.7.9.2.9.101 a)

HOMUWHAJIBHA# YacToTa gbixaHus Ai)
OCTATOYHbIE PUCKMW, cBsizaHHbIe € Mcnonb3oBaHMeM dhTanaToB ¢ LeTbMU, epeMeHHbI-
MU UM KOPMALLMMU XeHLUHaMK, W, ecrn NPUMEHUMO, UHopMaLNSA O COOTBETCTBYHOLLINX 201.11.6.4

Mepax NpeaoCTOPOXKHOCTU

Onpeaenexne ncnonssosaHns RGM u MPUHALNEXKHOCTEN

201.7.9.2.1.101 a)

WMHpopMaLms 06 oTCyTCTBUM UMK Hanuuumn oBopyaosaHus RGM aBToMaTUYECKOI KOMTEH-
cauumn 6apoMeTpUYecKoro AaBneHus!

201.7.9.2.1.101 b)

Bpems ¢ MomeHTa 3anycka RGM pgo obecneveHns OCHOBHBIX ®YHKLUMOHATIBHBLIX
XAPAKTEPUCTUK

201.7.9.2.8.101 b)

OBLLEE BPEMA OTBETA CUCTEMBbI

201.12.1.102

201.C.6 SKCMNYATALMUOHHBLIE AOKYMEHTbI, TeXHUUYECKOe onnucaHue

HononHutenbHble TPEOOBaHNUA K TEXHUYECKOMY OMMCaHUio RGM NpuBeaeHsl B Tabnuue 201.C.104.

Tabnuya 201.C.104 — BKCMNYATALMOHHLIE JOKYMEHTLI, TEXHUYECKOE OnncaHme

OnucaHune nHdopmaymm

Mogpasgen

YacToTa nony4veHna gaHHbIX

201.7.9.3.101 b)

OnucaHue MeTodoB, UcMonb3yeMelx AnA BblumcneHna TA30OBbIX MOKA3AHWI B KoHue
BblOXa

201.7.9.3.101¢c)

KpaTkoe onucaHie MeTOAOB MCMbITAHUSA, UCnonb3yeMblx Ans onpeaeneHns HOMUHATb-
HOIMO ananasoHa 4acToThl AbIXaHUs U ee BNUsHMA Ha TodHocTk NTOKA3AHWNI RGM B KOH-
Lie BblAOXa, Kak PYHKLMM YacToThl fbIXaHus

201.7.9.3.101 a)
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MpunoxexHune D
(cnpaBo4HOE)

CUMBO/bI N8 MapKUPOBKHU

MpumeHsaoT M3K 60601-1, npunoxeHue D, 3a UCKNHOYEHNEM CliefytoLLero:
JononHeHune:

Ta6bnuua 201.D.101 — [lonosHMTENbHbIE CUMBOJIbI /19 MapPKNPOBKU

26

CumBon

YYYY-MM)

STERILE

STERILE A

STERILE EC

STERILE R

STERILE

Ccblfika Ha cTaHgapTt

Cumson 5:12
NCO 15223-1.—

Cumson 5:20
MCO 15223-1.—

Cumson 5:21
NCO 15223-1.—

CumBon 5:22
NCO 15223-1:—

CumBon 5:23
NCO 15223-1.—

Cumson 5:24
NCO 15223-1:—

HasHaueHne

Vicnonb3oBartb A0 AaThl

CTepunbHO

CTepunnsoBaHo ¢ UCMNOMb30-
BaHVeM MeTofoB acenTuye-
CKOli 06paboTKK

CTepunnsoBaHo C UCMNOMbL30-
BaHNeM 3Tu/eHokcnaa

CTepunnsoBaHo C UCNOMb30-
BaHVem paguauun

CTepunu3oBaHo ¢ UCMosb-
30BaHMeM Mnapa Wam Cyxoro
xapa



OkoH4YaHue Tabnmubl 201.D.101

Homep CvmBon

LOT

REF

L
SN
L
10
L
L
12

JononHnTenbHble nogpasaensi:

Ccblfika Ha cTaHgapTt

Cumson 5:14
MCO 15223-1:

CumBon 5:15
NCO 15223-1:

CumBon 5:16

NCO 15223-1:

MCO 7000-2725

MCO 7000-0794

NCO 7000-0795

HazHauyeHune

Homep naptumn

Homep no katasory

CepuiiHblii HoMep

MpucyTCTBME WM Coaepxa-
HVe HaTypasbHOro natekca

Bxop,

Bbixop,

FOCT P NCO 80601-2-55—2015
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MpunoxeHue AA
(cnpaBouHoe)

CneuuanbHoe PyKOBOACTBO U 060CHOBaHMe

AA.1 O6uee pyKOBOACTBO

[aHHoe npunoxeHne coaepXuT 06OCHOBaHWe HEKOTOPLIX TPEOOBaHWIA HACTOSLLEro YacTHOro cTaHaapTa U npea-
HasHa4YeHo ANA TeX, KTO XOpOLUO 3HaKOM C MpPefMETOM HACTOSILLEero YacTHOro CTaHAapTa, HO He NpUHUMan y4acTtue B
ero paspa6otke. MpegnonaraeTcs, YTo NOHUMaHUE NPUYMH, NEXaLUUX B OCHOBE 3TUX TpeGoBaHUN, KpailHe BaXKHO ANS WX
KOppEKTHOro NpuMeHeHusi. KpoMe TOro, cYMTaETCs, YTo, Tak Kak KIUHUYECKas NpaKkTMka U TEXHOMOrMU MeHsiiotest, 060-
CHOBaHMWe CylLecTBytoLMUX TpeGoBaHuit obneruuT noGoii NepecMoTp HACTOSLLEro YacTHOro CTaHAapTa, KoTophlii GyaeT
HeoBxofMM B pesyrnbTaTte STOTO Pa3BUTHUS.

AA.2 O6ocHOBaHMe YaCTHbIX pa3fernoB U noapasaenoB

Hymepauus crnegytowmx o60cHOBaHMiA COOTBETCTBYET HyMepaLUu pasfiefioB U NMojpasfenos B HACTOsILLEM YacT-
HOM cTaHfapTe. CrnefoBaTenbHO, HyMepaLus HenocneAoBaTenbHa.

Noapasznen 201.1.1 O6nacTb pacnpocTpaHeHUsA

RGM, ucnonbsyemble B nabopaTopHbIX UCCMefOoBaHUAX, YacTo NpefcTaBleHbl B 3KCNepUMeHTanbHbIM BapuaHTe
Unun npefHa3Ha4YeHbl B NEPBYIO o4epeab AMS HEMEAMLMHCKOrO ucnonb3oBaHus. CobniogeHune TpeboBaHuiA HACTOALLErNO
cTaHaapta ana RGM, ucnonbsyemblX AnNs UccrnegoBaHWA, MOXET U3MULLHE OrpaHWYUTb pa3paboTKy HOBLIX MOME3HbIX
METOAMUK MU KOHCTPYKUMA RGM.

MpepoTBpalyeHue HeNpeayCMOTPEHHOMO COXpaHeHUsl co3HaHMA nog oblueil aHecTesnelt ocTaeTcs TpyaHopa3pe-
LUMMOWA Npobnemoii. Hepef ko Takue cry4aun BO3HWKaOT NpM XOJOCTOM 3arycke obopyfoBaHUs AN JOCTaBKU aHECTE3UPY-
FOLLMX BELLECTB WS NPU ero yMmblLWeHHOM OTKNto4eHnn npu nepemeryedumn NALIMEHTA ¢ nocnegyowmum HeyMblLUeH-
HbIM HEBKIHOYEHUEM.

OaHHble RGM n YCNOBNA CPABATBIBAHUA CUTHATU3ALIMU mMoryT 6bITb LLEHHBIM AOMOMHEHNWEM NpU Bbl-
SABNEHUM Nofo6HbIX crydaes. K coxaneHuto, nogobHas MHdopMaunsa 06bIMHO HEAOCTYMHA NPU UCTIONL30BaHWUM 3T1IEKTPOH-
Horo MHTepdpeiica. TeM He MeHee pa3paboTka MHTennekTyansHeXx CUCTEM YOANEHHOW CUMHANU3ALIMM moxeT
cnocoBeTBOBaTL BOSMOXHOCTU ANA npeaynpexaeHns ONMEPATOPA o cutyauuax nogo6Horo poaa.

HaHHble RGM Takke HeoBxoguMbl AN CO3LaHWUA MOMHON U TOYHOW 3MEKTPOHHON MeAuUUHCKoW KapTel. Cnego-
BaTeneHo, MBTOTOBUTEJIAM RGM pekoMeHAyeTca fenaTh 3TU AaHHble JOCTYNHLIMU TPETBUM fMLAM NOCPEACTBOM
CTaHAaPTHOro OTKPLITOro 3MeKTPOHHOro UHTepdeiica obMeHa AaHHBIMU.

OnpepeneHve 201.3.206 MWHMMANBHAA ANLBEOAAPHASI KOHLEHTPAUUA, MAK (MINIMUM ALVEOLAR
CONCENTRATION, MAC)

MAK MoxeT MeHsTbCA B 3aBucuMocTu oT Bospacta NMALUMEHTA, u, cnegoatensHo, ONEPATOP gomxeH umeTb
BO3MOXHOCTb BBoga BospacTa MALIMEHTA B RGM c TeM, 4yTobbl 3Ta MHopMauyus Geina ucnonbzosaHa RGM ans co-
OTBETCTBYHOLLEN KOPPEKTUPOBKM NpeaenbHoro aHadeHuss MAK. AHanormyHo B 3aBUCUMOCTH OT BBICOTbI MEHAETCA hU3no-
JIorM4ecKoe BrUsiHME OTHOCUTENBHOI KOHLEHTpaLMKU aHecTe3UpyoLmMxX BellecTB (06beMHble %).

Mogpasgen 201.4.3.101 JononHuteneHble TpeboBanna k OCHOBHLIM ®YHKLIMOHANBHBLIM XAPAKTEPUCTU-
KAM

KomuTeT cuutaet, yto TOYHOCTb USMEPEHUSA NMOKA3AHUN RGM ponxHa 6bITb BKAloYeHa B Tpe6oBaHUS K
OCHOBHbIM ®YHKUNOHAJBbHBIM XAPAKTEPUCTUKAM; KpUTMYeckne KNUHUYECKUE peLleHNUA MOryT 6blTb OCHO-
BaHbl Ha 3TUX NOKa3aHWAX, YTO MOXET NpMBECTU K HaHeceHuio Bpega MNALMEHTY, ecnu BBIACHUTCA, YTO 3TU NOKa3aHWA
HeTouYHble. Punocoduna OCHOBHOIO CTaHAapTa 3akrtoyaetcs B ToMm, yto ME UBJOEJIUME aonxHo ocTaBaTbecA 6e3onacHbIM
Aaxe B cnyyae YCITOBUW EAMHUYHOIO HAPYLLEHUSA, yTo NpuBoauT K HeobxoauMocTh dopmuposanns TEXHU-
YECKWX YCITOBUA CPABATLIBAHUA CUTHATIM3ALIMW, ecnin He MoxeT 6bITk o6ecnedeHa TOUYHOCTb MSMEPE-
HWW. HekoTopble ycroBus,, Tak1e Kak yTeuka B Tpybke (Maructpanu) Ans ot6opa o6pasLioB Unn ee COeANHUTENSIX, MOTYT
He BbISABNATLCA U, criefoBartensHo, He ¢popmupoate TEXHUYUYECKUE YCITOBUA OANA CPABATBIBAHUA CUTHATN-
3ALWWN. [Ina aaHHbLIX yCNoBUiA BO3MOXHO BKIIOYEHME COOTBETCTBYIOLMX NMPEeAYNpexaeHniti 1 mep NpeaoCcTOPOXHOCTU B
SKCMNYATALUMOHHBLIE AOKYMEHTbLL.

NMoapasnen 201.4.6 Yactu ME U3OEJIUA unu ME CUCTEMbI, HaxoasiymecA B KOHTaKTe C NaLUEeHTOM

MHorue HeanekTpudeckue TpeboBaHUA OCHOBHOro craHfapta npuBsidaHbl K PABOYUM YACTSAM. BaxHo, uTto-
66l atn TpeboBaHua npumensnucst k NMPUHAONEXXHOCTAM abixatensHoi cuctembl RGM. XoTa Hao NpuaHaThb, YTo
MHorue TpeboBaHus, kacawlmecs PABOUMX YACTEW, umeloT oTHOLLIEHWE K 3NeKTpU4ecTsy, Apyrie TpeboBaHus ero
He kacatotrca. HecMoTpa Ha 310, HekoTopble [TPUHALANEXXHOCTU RGM uMeloT cBsA3aHHbLIE C HUMKM 3rieKTpuyveckue
komnoHeHTsl. Ecnu MPUHAONEXXHOCTW ghixatenbHoit cucteMbl RGM He cuuTatotcst paGouumm YacTsimu, To BaXHble
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TpeboBaHUA OCHOBHOIO CTaHAaapTa He OyayT NPUMEHATLCS, YTO MOXET NoBnuATb Ha 6esonacHocTb RGM ¢ yyeTom, B
Yucrie NpoYero, YACTKM, COBMECTUMOCTU C BeleCcTBaMU, BUonornyeckoi COBMECTUMOCTU U MOBLIWEHHBIX TeMNepaTyp.

Moapasgen 201.4.10.2.101 JononHuTenbHble TpeboBaHUa Kk I'IMTAlOLLlEI?I CETWU ME U3AENNA n ME CWU-
CTEMbI

Borbluas YacTb cTaHgapToB ANna 6biToBLIX anekTpudeckux npubopos, Takux kak MOK 60335-1, MOK 60065 n MOK
60950-1, ponyckaet ans MUTAIOLLIEW CETU oTknoHeHue + 10 % Ana u3aenuii, npeaHasHaueHHbLIX AN JOMaLUHero 1c-
nonb3oBaHusa. OTKNOHEHUA I'IMTAIOLLlEM CETW ot munyc 15 % go nntoc 10 % 6binu npusHaHel 6onee nogxoaswumm ans
ME U3OENWIA, ncnonbayembix 8 YCIOBUAX OBECMNEYEHUSA MEAVULMHCKOIO YXOOA HA AOMY, obecneumnsa-
toumu Gonee ctporne Tpebosanus k nogaepxannio OCHOBHbBLIX ®YHKLMOHANBHBLIX XAPAKTEPUCTUK. HuxHee
3HayeHne otknoHerns ana NMUTAIOLLEN CETU munyc 15 % OCHOBaHO Ha HWKHEM 3HaYeHUM OTKNOHEHWUS — MUHYC 10 %,
NPU3HaHHBIM HOPMarnbHbIM, U Ha AONOSIHUTENBHOM NageHun — MUHYC 4 %, AONYCTUMOM AN SMEeKTPONPOBOAKN 3AaHUIA
[16], [19], nntoc ewe muHyc 1 % — Ana 3anaca.

OTknoHerune ana MUTAIOWEN CETU MUHYC 20 % ana XXM3HEOBECMEYMBAIOLLMX ME M3AENUA n ME
CUCTEM pgonyckaeT paboTy B YCNOBUAX «4aCTUHMHOMO 3aTEMHEHUS» U NO3BONSAET UCNOMb30BaTb HEAOPOrUe reHepaTo-
pbl AnA aBapuiiHbix cnydaeB. OHO Talke cornacyeTcs ¢ TpeboBaHWAMM B CyLLeCTBYIOWUX CTaHAapTaxX ANA annapaTtoB
MCKYCCTBEHHON BEHTUNALWUKN NErkux, NpefHasHadYeHHbIX Ana ucnonb3osaHua B YCIOBUAX OBECMNEYEHUA MEOWN-
LMHCKOIo YXOOA HA AOMY ana NMALUUNEHTOB, nogkntoYeHHbIX K annapaTaM UCKYCCTBEHHOW BEHTUMALMMN NErKnX.

Ona NUTAIOLLMX CETEW noctosHHOro Toka B TpeboBaHUAX ycTaHoBreHa noaaepkka paboThl OT CBUHLIOBO-
KWCNOTHBIX aKKyMynsATOpoB U aBToMoGUnei. TUNUYHLIA CBUHLIOBO-KUCIIOTHLIN akkyMynaTop Ha 12 B umeet HanpsixeHue
XONOCTOro xofa Npu NonHon sapagke 12,65 B. [laHHoe HanpsikeHWe nagaeT npumepHo Ao 12,06 B npu ypoBHe 3apsf-
kn 25 %. Kpome Toro, aBTOMOGUNbHBIE CBUHLOBO-KUCIIOTHBIE aKKyMYNATOPLI paccHuTaHbl Ha obecneyeHne fonycTUMOi
TOKOBOW Harpy3ku npu nogaepxxaHuun 7,2 B 8 MOMeHT 3anycka Asuratens. Mpu paboTatowemM gBuratene cuctema sapsgku
6aTtapeun 06bIMHO 06ecnevnBaEeT NOCTOAHHOE HanpshxeHue mexay 12,8 B u 14,8 B [28], [31].

Mogpasaen 201.7.2.3 O6pawyeHune k SKCMNYATALUNOHHBIM AOKYMEHTAM

[ns HekoTopbIx TUNoB ME U3AENNW (Hanpumep, annapaToB WCKYCCTBEHHOW BeHTURALMM nerkux) RGM sensietcs
cpeactsom YMPABINEHUA PUCKAMW. Mostomy GesonacHocTe MALIMEHTA 3aBucuT oT koppekTHoi pabotel RGM.
Kpome TOro, B MHCTPYKLMIO MO SKCNyaTauun AomxHel BbiTb BKIOYEHB NpeaynpexaeHna. CnepgoartensHo, Heobxoau-
MOCTb fieTanbHO M3y4nTb MHCTPYKLUMIO Mo aKkcnnyaTtaumn RGM ana ONEPATOPA senseTcs BaxHbiM cnocobom YTPAB-
JIEHNA PUCKAMW. MapkupoBka RGM, ykasbiBarowan Ha AaHHyo HeobXoauMOCTb, — TONLKO OfJUH U3 BO3MOXHBIX
cnocobos YIMNPABNEHUA PUCKAMMN.

Mogpasgen 201.7.2.101 JononHuTenbHble TpeboBaHWA K MapKupoBKe Ha BHeluHel noBepxHoctu ME U3OEJINA
unu vyacteh ME U3OENUNA

Ons ucnonesoBaHua RGM Tpebytoresa pasnuyHble Yyactu unu NMPUHAONEXXHOCTWU. ONEPATOP pomkeH yMeTb
NAEHTUDULMPOBATL, KOPPEKTHO NOACOeANHATL U cobupaThb TM YacTu Takum obpasom, UTobel RGM Mor KoppekTHO pabo-
TaTb. MapkupoBka Yactei unn MPUHAONEXXHOCTEW ¢ ykaszaHueM aaHHON MHGOPMaLN rapaHTUPYeT ee A0CTYMHOCTb
OMNEPATOPY B Heobxo4MMbIA MOMEHT.

MapkupoBKa ¢ ykasaHueM macchl cuuTaeTcsl BaxkHol, Tak kak ONMEPATOPAM moxeT noHagobutbcs nepeaBUHYTb
UNi YCTAHOBUTb U3AENUSA, U C TOUKM 3pEHUA OXpaHbl TPYAa BaXHO 3HATb BeC NpeAMeTa O MOMEHTa ero nepeMeLleHus.

Moapasaen 201.7.2.13.101 JononHuTtenbHele TpeboBaHWA K ousmnonornyeckum adpdektam (3Haku 6esonacHoctu u
npeaynpexgaroLme Haanumcu)

MN3BecTHO, YTO HaTypanbHbIiA NaTeKe BhI3LIBAET TAXENbIE annepruieckne peakuymm y Hekotopbix MALMEHTOB u
OlMEPATOPOB. XoTa B HacTosLLeM cTaHfapTe MOXHO 3anpeTuTb MCMONb30BaHWe HaTypanbHOro natekca, 310 Ypeamep-
HO OrpaHWYUT BO3MOXHOCTW pas3paboTku, Tak Kak natekc AOMyCTUM ASS NPUMEHEHWSA SOmnbLUMHCTBY NnWL, MapkupoBka
KOMMOHEHTOB, cofepXallux AaHHbIi annepreH, no3sonut ONEPATOPAM npy Heo6x0gMMOCTH BLINOMHUTL COOTBETCTBY-
towuii Bei6op MPUHAONEXHOCTEW ana npeoTspallernst PUCKOB.

Moapasgen 201.7.9.2.1.101 JononHutentsHele obue TpeboBaHus

[Ans 6esonacHoro ucnonssosaHns RGM u ux MPUHALNEXHOCTEW onepaTopy BaxHO 3HaThb onpeAeneHHoe
MPEOYCMOTPEHHOE MPUMEHEHWE. Tak kak MHorme RGM u 6onblunHetso MPUHALNEXKHOCTEW nmetoT He-
GonbLLO pasMep, HENPaKTUYHO YKa3sbiBaTb AaHHYI0 MHEDOPMaLMIO Ha KaxaoM U3AeNuM crocoboM, He YAOBHEIM AN npo-
yTeHns ONEPATOPOM. TakuM 06pa3oM, eAUHCTBEHHLI BO3MOXHbIA crnocob JoHecTH HeoBXoaUMYH UHGopMaLmio 40
OlMEPATOPA — 3T0 UHCTPYKLUMA MO aKchnyaTauuu.

MokasaHusi, Ha OCHOBAHUM KOTOPbLIX MOTYT NPUHUMATBLCS KIMHUYECKUE PELLEHUS, JOMKHbI ObITb CKOPPEKTUPOBAHBI
¢ y4eToM BapomeTpuyeckoro AasrieHus. Ecnu usgenve He fenaeT 3Toro B aBTOMaTUYECKOM PeXuUMe, HeoBXoguMo WH-
dopmupoBats 06 aTtoMm ONMEPATOPA.

Mogpasgen 201.7.9.2.2.101 JononHuTenbHble TpeboBaHWs K NpesynpexaeHnsaM U ykasaHusM no 6eaonacHocTu

PUCK Toro, 4To AbIXaTenbHblii ras nepeHoCcUT MUKPOOPraHu3mbl, KOTOpble MOryT MHdULMpoBaTL cnegytolero MA-
LIMEHTA, He oueBugeH ans scex ONMEPATOPOB. Ecriv OTBOOSALLMM RGM nmeeT HeaoCTaTouHyto 3aLLMTy OT 3arpsia-
HEeHWsA MUKpOOpraHnaMamu 1 No KNUHUYECKUM U TEXHUYECKUM NpUYnHam Bo3BpaT o6pa3LioB ra3a B AblXaTeNnbHYH CUCTEMY
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Heobxoaum, OMNMEPATOP gorxeH oco3HaBaTb pUCK NepekpecTHoro uHduumnposaHnua cnegytowero MALIMEHTA, utobbl
OMEPATOP mor ucnons3osarts agpyrve cnocobel YIMPABJTIEHNA PUCKAMMW.

Mogpasgen 201.7.9.2.8.101 HononHutenkeHble TpeboBaHMA K NpoLeaypaM 3amnycka

MenbiTanue pabotel CUCTEMbBI CUTHATTM3ALIMU sBnsetca obwenpuHsaTeiM cnocobom YTPABITEHNA PU-
CKAMW pns onpegeneHus YCIOBUI EAMHUYHOMO HAPYLLEHWUSA B CUCTEME CUMHANUSALMMN, Hanpumep,
oTKa3a AuHaMuKoB. Mepnoguyeckne UCNbITaHUA OrpaHNYMBalOT NPOAOIKUTENBHOCTL HapyLLEHNUA PYHKLMOHAMbHOCTH.

HekoTopble RGM TpebytoT cylLyecTBeHHOro nepuoga nporpesa Unu KanubpoBKU JO LOCTUXEHWSA onpeaeneHHoM
TOYHOCTU UBMEPEHWNA. ONMEPATOP pomkeH n3beratb nogobHLIX 3afepxeK, Tak 4To MOryT ObiTb MCMONb30BaHbI
Apyrue cnocobbl KOHTPONSA AbIXaTeNbHbIX rasoB.

Mogpasgen 201.7.9.2.9.101 JononHuTenkbHble TpeboBaHWA kK Nopsaky paboTsl

MpW yBENUYEHUN YacToThl AblXaHUS U COOTBETCTBYIOWEM CHWKEHUWN BPEMEHHbBIX MHTEPBAanoB BAOXa W BbI40Xa B
KexKOOM [bIXaTerbHOM LiMKNe oCTaeTcs MeHbLUe BPeMEeHU AN AOCTUXEHUSA cUrHanoM ypoBHS nnato. Mostomy RGM ¢
6onbLlUWM BpeMEeHeM YCTaHOBMEHUSA curHana He cnocobHbl AOCTUYb 3TOMO YPOBHS MaTo 3@ KOPOTKMIA LMK AbIXaHUSA, YTO
NpUBOAMUT K Bonee HUSKUM 3HAYEHUAM KOHLIEHTPaLMK B KOHLe Bbloxa, YeM peanbHas KOHLIEHTPALIMA FA3A. Hanpu-
Mep, AN KanHOMETPOB AaHHbI 3 deKT MOXKeT OblTe HE3HAUUTENBHBIM (HanpuMep, napa MM pT. cT.) AN 6onee GbICTPLIX
HE OTBOAALLMX RGM unu 6onee cyliecTBeHHbLIM (HanpuMep, HECKONBKO MM pPT. CT.) ANns Bonee MegneHHbx OTBO-
OAWLNX RGM. Oxunpaetcd, uto RGM obecnevnBaeT TOMHOCTb M3MEPEHWNSA BO BCEM HOMUHAMNBHOM [Mana3oHe 4acToTbl
AbIXaHus.

BaxHo, 4ToBbl Nio6oe cHkeHne TOYHOCTU MSMEPEHWEA gns TA3OBLIX MOKA3AHWW B koHLe BLigoXa, Kak
PYHKLUMSA YacTOThl AbIXaHWSA U COOTHOLLEHWS BpEMEHW BAOXa U Bbl40oXa BO BCEM HOMUHANBHOM AWanasoHe, Obino ykasaHo
B MHCTPYKLUMM MO 3KcmnyaTauuu.

BornblwnHcTBo RGM MMetoT HUXHUMIA Npefen oTobpaxeHus, npu koTopom RGM ycTaHasnueaeT Hynesble MOKA-
BAHUA RGM npu oveHb HU3kux YPOBHAX FTA3A. JaHHyto MeTogMKy MCMOnb3yroT AN nogasneHus wymos B MOKA3A-
HUAX RGM n OPENDA npu odeHb Husknx YPOBHSAX TA3A. OgHako uarotoBuTensm RGM, N3MepPSIOLLNX aHecTe3n-
pyloLiMe BeLlecTBa, CrefyeT YYUTLIBaTb, YTO fJaHHas MeTogMKa MOXET Bbi3BaTbk KNUHUYECKUe NpobnemMbl MO OKOHYaHWUK
aHecTe3nu. AHecTeanpyoLlme BellecTBa XpaHsaTes B TkaHax NMALUMEHTA u meaneHHo BeicBoboxaatoTcs, ecnu Babixa-
eMas KOHLEeHTpaLus MeHbLUe KOHLEHTpauUuKu B TKaHsSX. B KoHLUe AelCTBUA aHecTe3nn, 0COBEHHO Koraa WHranauuoHHas
aHecTe3ns NoAAepXMBaeTCA BHYTPUBEHHbIMU NekapeTBamu, NMALIMEHT He MOXeT OTOWTH OT AEeNCTBUA aHecTe3nn, noka
KOHLEHTpaLusa aHecTe3npyoLWnX BELECTB B KOHLE BbiJoXa He LOCTUrHET OYEHb HU3KOFO 3HAYEHUA — BO3MOXHO, 6nuns-
KOro ¢ HWXHWUM npegenom otobpaxeHus RGM. 3To npuBoaWT K BO3HUKHOBEHUIO HEOAHO3HaYHbLIX cuTyauuin ana OMNEPA-
TOPA, korga RGM oTobpaxaeT Honb, a MALMEHT He npuxoauT B CO3HaHWEe U3-3a HU3KOrO, HO KIMHUYECKW 3HaUUMOro
YPOBHS BblAbIX@eMbIX aHECTE3UPYIOLLMX BELLEeCTB. B HacTosLLeM cTaHgapTe YyCTaHOBNEHO, YTO STOT NMOPOroBLIA YpOBEHb
JornxeH BbiTb ykasaH. Kpome Toro, pekomMeHgyeTcs, 4Tobbl RGM oTobpaxan pasHuly MeXay COCTOAHMSIMW «He obHa-
PY>XE€HO aHeCTe3UPYIOLLMX BELLECTBY U «YPOBEHb aHECTE3UPYIOLLMX BELLECTB CIMLUKOM HU3O0K A1 TOUHOTO U3MEPEHUSI».

Moapasgen 201.7.9.2.13.101 JononHuTenbHele TpeboBaHus K o6cnyxuBaHuto

PerynspHas kannbpoBka, UHCMEKUMS M UCMBITaHUS SBRSAOTCA NpUu3HaHHBIMKU MeTogamu YITPABJIEHUA PUCKA-
MW 1 HeoBxofuMbIMU gNA gnuTenbHoi GesonacHoi paboTel RGM. OTgenbHO cregyeT paccMoTpeTb 3 EKTUBHOCTb
aTux Metogos YIMPABJIEHUA PUCKAMU, ecnu OTBETCTBEHHAA OPTAHU3ALINA BeINONHAET AaHHBIE AeiAcTBUSA
HeperynsipHo.

Mofpasgen 201.7.9.2.14.101 JononHuTenkbHble TpeboBanua k MPUHAONEXXHOCTAM, BcnoMoratensHbIM M3ge-
WAM, UCMOMb3YEMBIM MaTepuanam

PUCK Toro, 4To AbIXaTenbHblA ras nepeHoCUT MUKPOOPraHW3Mbl, KOTOpble MOTyT MH(ULUpOBaTL criefyioLlero
MALUWMEHTA, He odeBuaeH ansa Bcex ONMEPATOPOB. Hanpumep, MoryT ObITh 3arpsis3HeHbl XKuKkocTu, cobupaemeie B
napoocyLUUTene, COOTBETCTBEHHO, HeOBXogMMa KOppeKTHas yTunusaumsa ana obecnedeHnsa Toro, UTo Apyrve nuua He
MHMDULMPYIOTCA OT 3TUX XKUAKOCTEN.

Mogpasgen 201.7.9.2.15.101 JononHuTenbHble TpeboBaHUS K 3aLLUTe OKpyXatoLleid cpeabl

Kak kannbpoBoYHkle rasbl, Tak 1 obpaslisl rasoB MoryT cosgasate PUCK Ha pabodem MecTe U LS OKpyxXatoLlei
cpepbl. OTBETCTBEHHAA OPTAHU3ALINA fomkHa noHMMaTk 3Tu puckn u obecneunsats NPOLEYPBI koppekTHO-
ro obpalleHus ¥ yTUNn3aLum aaHHbIX rasos.

Mogpasgen 201.7.9.3.101 JononHuTenbHble TpeboBaHUA K TEXHUYECKOMY OMUCaHUIo

MeTogbl BEIYUCIIEHNS 3HaYeHNIA AN KOHLA BblAoxa OTRuYaleTes y pasniuHbix M3FrOTOBUTENEN n moryT BnsTh
Ha TOYHOCTb MpU KNUHUYECKOM WCMOMb30BaAHUM W, CrefoBaTenbHO, JOMKHbLI ObITh yKasaHbl. [JaHHble 3Ha4eHUs BIUstoT
Ha NPUHATUE KITMHUYECKUX peLLieHN A, 0COBEHHO eCrn 3TW 3HaYeHUS cryXaT BXOAHLIMU AaHHLIMW AN JpYrux anropuTMoB
(HanpumMep, ynpasrneHns annapaTom UCKYCCTBEHHOW BEHTUNALMN NErkux ¢ o6paTHoi CBA3LI0).

CoobLyeHne 06 0cHOBHoI YacToTe BEIBOPKM NpU U3MepeHUK NnapameTpoB curHana B RGM HeoBxoanMo Kak ¢ Kiu-
HWUYECKOR, TaK 1 C TEXHNYECKOWR TOUKM 3peHUs. YacToTa BLIGOPKM MPpK U3MEPEHWUM (Kak U B crydae HegocTaToqHon MO-
CTOSIHHOWM BPEMEHWM OTBETA CUCTEMbI) MOXeT Bbi3BaTh CHUXEHME MO aMMNTYAE NMKOBLIX 3HaYeHWiA curHana
W, KaKk cnefcTsue, CHWXeHne oTobpaxaeMblX 3Ha4YeHWd B KoHUe Bblfoxa. CHUXEHWE TOYHOCTW MOMyYeHus curHana
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NPUBOLMT K 3aMETHOMY FalLEHUIO UMK CrMaXWBaHWIo CUrHamna v MOXeT «CMasaTby UMK YMEHBLUMTE KITMHUYECKU 3HaUYUMble
apTedaKThl, Tak1e KaK «KapAnoreHHble koneGaHus» 1 0cobeHHO «paclyenuHa Kypape». [ns Bcex cucTeM cbopa faHHbIX
YacToTa BLIGOPKM MW U3MePEHUU CUTHara SBIMAETCS KIoYeBLIM NapaMeTpoM AN OLEeHKW orpaHuyeHui AaHHOR cucTeMb
W ANsA BCex pUaMonormdecknx opM curHana. CyllecTByeT MUHUManbHas YacToTa MonyveHus JaHHbIX, HeoOxoaumas
ANSA WX 0TOBpaXeHUs ¥ BblgeneHns 0coBeHHOCTeN curHana.

Mogpasgen 201.11.6.5 MpoHukaHue Boasbl Unu TBepabix YacTtuy 8 ME U3OENUA unu ME CUCTEMbI

B cpefe MHTEHCMBHOI Tepanuu 1 peaHUMaLMK PErynspHO BCTPEYaOTCS XULKOCTHU (BKNKOYAS NOT, KPOBb U KUAKOCTH
Tena). Mopaepxanune BEZOMACHOCTU C YYETOM OCHOBHBIX ®YHKUMOHANBHBLIX XAPAKTEPUCTKK nocne
pa3yMHOro npefckazyemoro CTONKHOBEHWUSA ¢ XuakocTamMK sawuaet ONEPATOPOB n MALMEHTOB oT Henpruemnembix
puckoB. KOMUTET cyHuTaeT ypoBeHb IPX1 gocTaTouHbIM 4NA 3aluTel B Cpefe UHTEHCUBHOM Tepanuu n peaHnmaLym, npu
OCYLLIECTBNEHWN KOTOPOW YacTo UCNOMb3YIOT BHYTPUBEHHbIE NIUHWU W KanenbHUL b, KOTopbIe MOTrYT MpoNMBaTh XUAKOCTb
Ha RGM. Bonee cTporne Tpeboarus IPX2 npumeHstotes kK RGM, npegHasHa4deHHbIM 415 UCNONb30BaHWA Npu npodec-
CHOHanbHOM TpaHcnopTupoBaHun MALMEHTA 3a npegenaMun MeAULMHCKOro y4YpexgeHus, npu kotopoih RGM 6onee
YA3BUM (HanpumMep, Npu MCnone3oBaHWK 3a Npejenamn MallMH CKOpor NOMOLLW, NPU Ype3BblYaitHol cuTyaLMu, npu nmno-
XOW noroge).

Mogpasgen 201.11.6.6 Oumnctka n geanHdpekuma ME U3OENUA n ME CUCTEMbBI

OuuncTka U gesaunHdekuuns rasosbix nyteit B RGM un ux NMPUHAONEXHOCTAX saxHa Ana cHuxkeHns PUCKA
nepekpectHoro uHpuuuposarua NMALIMEHTOB. B YCIIOBUAX ux EOAUMHUYHOIO HAPYLUEHWA, Taknx kak Hapy-
LUEHWe LeNOoCTHOCTU UNETpa AbIXaTenNbHON CUCTEMBI, €CIM MoKasaHo, YTO PUCK 3arps3aHeHUs rasoBblX NyTei sBnseTcs
npueMnemMsIM, OHWU MOTyT He noTpeboBaTbes.

Moapasgen 201.11.8.101.1 TEXHUYECKNE YCITOBNA CPABATbLIBAHUA CUTHATIM3ALIMW npu oTkase no-
Jauun nuTanus

TpeboBaHWA HacToswWero craHgapTa otHocutensHo TOYHOCTU M3MEPEHWA ocHoBaHbl Ha AoMyLUeHMH, YTO
RGM rapaHTupyeT cootBeTcTBUE 3aseneHHoi TOYHOCTU MBMEPEHWA Tonbko B HOMUHAJIBHOM paunanasone
XapaKTePUCTKK NUTaHWA (T. €. NPU BO3MOXHOCTU HopManbHol paboTkl). CnegoBatensHo, gaHHaa TOYHOCTb U3ME-
PEHWA He rapaHTMpoBaHa Npu XapaKkTepucTukax NUTaHUA 3a npeAenamu guanasoHa, UTo NpUBOAUT K HeoBXo4MMocTH
npekpalleHns oToBpaxeHns MOKA3AHUW B RGM n resepupoBaHns cooTBeTcTBytoLmMX YCITIOBUWA CPABATBLIBAHUSA
CUMHATM3ALIMW. 3Tn feitcTBus npeoTepallatoT oTobpaxeHne RGM noTeHUuansHo HeTouHbix MOKA3AHWIA, koto-
pele MoryT npuBecTy K NnpuHaTUo ONEPATOPOM HeBEpHOro KITMHNYECKOTO peLLeHus.

RGM sBrsieTes cnocobom ynpaeneHuss puckamn ana HekoTopblx Tunos ME U3AENMIA (Hanpumep, annapatos
WCKYCCTBEHHON BEHTUNALMK Nerkux). Mostomy BesonacHocTb MALIMEHTA 3aBucut ot koppekTHow pabotel RGM. Ecnu
RGM npubnuxaeTcs kK MOMeHTY, Koria 6onblue He MOXeT obecneunBaTbCA NUTaHWE B AUanasoHe, HeobxoauMOM ANA
HopMarbHoi pabotel, ONIEPATOP gomkeH 6bITb HeMeaneHHO onoBeLLeH o0 npubnuxarowemcs otkase. Jlioboe nocneay-
loLLlee CHMXKEHUE NpUBEAET K oTKItodeHuo RGM.

Ecnu HopmarbHas paboTa NoaAepXvBaeTca BO3MOXKHOCTLIO NepekntodeHns Ha BHYTPEHHWUWA UCTOYHUK NK-
TAHWSA, onacHocTb oT otkasa MUTAIOLLEN CETU cywectBeHHo MeHblwe. ONMEPATOP fomkeH WHGOpPMUPOBATLCS O
nepeknioderumn ot MUTAIOLLEN CETW, Tak kak BHY TPEHHUIA MCTOYHUK MATAHWUSA nMeeT orpaHndeHHYIo eMKOCTb.

Mogpasnen 201.11.8.101.2 CoxpaHeHWe HacTPOeK U AaHHbIX NOcNe KpaTKOBPEMEHHOMo OTKNIYeHUa UNu aBToMa-
TUYECKOro NepeKITiodeHns

Bbibop HacTpoek, cootBeTcTBytowux NMALUMUEHTY, HacTpaneaeTr RGM ana aaHHoro NMALUMEHTA. BHesanHbll n
HeoXuAaHHLIA cOPOC 3TUX HACTPOEK, OCOBEHHO €CNU ANSA YCTpaHeHUs HeOXWAAHHOrO HapyLeHUA NUTaHWA Tpebyetca
BmeLuatenbctBo OMNMEPATOPA, moxeT 6biTb HenpuemneMeim PUCKOM ana NAUMEHTA. Ana HACTPOEK CUTHANN-
3ALIMU cornacHo MK 60601-1-8 Heobxoanmo, 4Tobbl npu kopoTkom oTkmiodeHun NMUTAIOLLEN CETU unu asTomMatn-
YeCKOM NepPEeKIioYEeHUU HacTpoiku ByRyT COXpaHATLCA.

Moapasgen 201.11.8.101.3 Pabota nocne ANUTENBLHOIO OTKITIOYEHUSA

Tak KaKk npu AnuTenbHoM oTkmiodeHun MUTAIOLWLEN CETU ana coxpaHeHus HacTpoek u gaHHbix NALIMEHTA
MOryT noTpeboBaTLCs 3HAUUTENBHLIE YCUNUSA, MUHUManbHBIM TpeboBaHneM sBnseTca onucaHue B SKCIITYATALIMOH-
HbIX JOKYMEHTAX Toro, kak paboraeT RGM nocne ANMUTENLHOrO OTKIMIOYEHUS.

Moapasnen 201.11.8.101.4 PE3SEPBHbIN UCTOYHUK NMUTAHUSA

Ecnu RGM pabotaet ot PESEPBHOIMO MCTOYHUNKA NMUTAHUA, To nogaqa nutaHua ot ocHoBHoi MUTAIO-
LLEM CETW ne ocywectenserca. OTNIEPATOP forxeH oco3HaBaTb, UTO Ha KOPOTKWiA Nepuof BpeMeHn paboTa yeTpoii-
cTBa npepbiBaetca. MNepuog B 30 MUH. cHUTaeTCA AocTaTOMHLIM ANs 6e3onacHoro saseplweHns npoueaypbl UMK BOcCTa-
Hoenexns MUTAIOLLEN CETU (cm. Tarke obocHoBaHue 201.11.8.101.3).

Moapasaen 201.11.8.101.5 PESEPBHbLIN UCTOYHUK MUTAHUSA pnsa TpaHCnopTUpoBaHUS 3a npeAenamu me-
AWULMHCKOrO yupexaeHus

Mpu npodeccrMoHanbHOM TpaHCNOPTUPOBaHWMKM 3a MpeAenaMi MeAULMHCKOTo yupexaeHusa Tpebyetca Gonblias
AnuTenbHocTb pabothl 0T PEBEPBHOIO NCTOYHUKA MU TAHUA, Tak kak B aHHBIX YCNOBUSAX CNOXHee B NiaHe 6e3-
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onacHocTu BoccTaHoBuTb MATAIOLLYIO CETb unu 3aBepwuts npoueaypy. Beposithee Becero, MAUMEHT mMoxeT 6bITb
MPUHAT B COOTBETCTBYIOLLIEE MEAMULIMHCKOE yYpexaeHue B npegenax 1 4 pesepBHOro BpeMeHM (CM. Takke obocHoBaHue
201.11.8.101.4).

Mogpasgen 201.12.1.101 TOYHOCTb NBMEPEHWI

TOYHOCTb UBMEPEHMWA RGM sensetcs OCHOBHOW ®YHKLIMOHATNBHOW XAPAKTEPUCTUKOW

Cnepytowuit naparpad SBRsSeTCA nepenevaTkoi 060cHOBaHUA K3 [28], HA MOMEHT U3JaHUs KOTOPOro ranoTaH,
sHnopaH U usodniopaH 6biNM eAUHCTBEHHBIMU KIIMHUYECKN AOCTYNHLIMU ranoreHUpoBaHHbLIMK BelecTBaMmn. B Ha-
cTosIlLee BpeMsl OCTYMHbI iBa AONOAHUTENBHBIX FANoreHUpOBaHHbIX BelyecTBa: ceBodniopaH U gecdniopaH. Komuter
onpeaenun TOYHOCTb UBMEPEHWA ana aaHHBIX ranoreHMpoBaHHbIX BELECTB TakK Xe, KaK 3To Aenar UCXOAHLINA Ko-
muteT. UcnbitaHna TOYHOCTU MBMEPEHWNA npoBoaaT BO BCeM AnanazoHe M3MepUTENbHBIX BO3MOXHocTell RGM,
U BepuduKaLus NpoxoanT € UCMONb30BaHUEM UCMbITAaTENbHBLIX MA30B, COAEepXKallUX rarnoreHMpoBaHHLIE BeLecTBa C
HU3KUMU, CPEAHUMU N BBICOKUMU 3HAYSHUAMWN KNUHUYECKN UCMNONb3yeMbIX YPOBHEW IA3A. O6ocHoBaHMe Ans Tou-
HOCTM u3MepeHua us [28].

Tpebyemasi TOMHHOCTb U3MEPEHUS ANA ranoreHMpoBaHHbIX aHECTE3UONOrMYECKUX rasoB U 3aKucu asoTa 6bina, Bo3-
MOXHO, CaMblM WHTEHCMBHO obcyxaaeMbiM BONPOCOM BO BpeMsA coBeljaHua Komuteta. Kpome Toro, Komuter yunThl-
Ban pesynbrartbl akTMBHBIX 0BCYKAEHUI Ha MEXAYHAPOAHOM YPOBHE B HEKOTOPLIX cybbekTax. OKoHUYaTenbHOe peLueHne
6bIN0 NPUHATO Nocre onpefeneHus KNMHULUCTaMK, Kak HauUOHanNbHbIMK, Tak U MEXAYHapPOAHLIMMU, UX «KIMMHUYECKUX
TpeboBaHUIA» K OTKIOHEHUIO OT pearibHbIX 3Ha4Y€HU NPU Pas3fYHbIX YPOBHAX rasa ranoreHUpoBaHHbLIX aHECTE3UPYHOLLMUX
BELLECTB U 3aKUCK asoTa (T. €. KIUHUYECKN JONYyCTUMON HETOYHOCTU NOKa3aHui).

MpuMevyaHue — KOMUTET NepecMOTpen AaHHOe UCTOpUYecKoe OBOCHOBaHWE U OMPEeAEenun, YTO OHO NOo-
NpeXxHeMy aKTyanbHO.

Moapasnen 201.12.1.101.2 APEN® TOYHOCTU UBMEPEHWIA

HekoTopble BO3MOXHbLIE METOAUKN U3MEPEHUA rasoBblX NokazaTenen MoryT 6biTb HeROCTATOMHO CTabUNbHEIMU B
TedyeHne BpeMeHU AN COOTBETCTBUA MUHUMANBHBIM KIIMHUYECKUM HyxaaM. RGM gomxeH ocTaBaTbCA B onpeaeneHHbIX
npeaenax ana obecneveHns oTcyTcTBus Henpuemnemoro PUCKA.

Tabnuya AA1 — PeanbHble kKnuMHMYeckne TpeboBaHWA ANA AblXaTeNbHbIX ra30B AN KOHEMHBIX YHKUMOHANbHBIX
XapaKTepucTuk

YPOBEHb l'A3A, KnuHnyeckue TpeboBaHua TOUYHOCTb UBMEPEHUN,
% Kk TOYHOCTU USMEPEHUU onpegeneHHas ansa RGM, %

MarnoreHUpoBaHHOE aHecTe3upylolLee BeLLECTBO, %

0,50 +0,20 +0,23
1,00 +0,30 +0,30
1,50 +0,30 +0,38
2,30 + 0,50 + 0,53
4,00 +1,00 +0,75

3akuch asoTa, %

40 +50 +52
50 +50 +6,0
60 +6,0 +6,8
80 +8,0 +84

Mogpasgen 201.12.1.101.3 TOYHOCTb N3MEPEHWW ans FTA3OBLIX MOKA3AHWUI B cMecH rasos

B knuHudeckoi npaktnke RGM ucnoneayetes Ha MAUWMEHTE u co cmecamu rasos, kotopbiMu abituut MALUMUEHT.
B 3aBMCMMOCTM OT TexHomnoruu, npuMeHsieMoit B RGM, HeKoTophle rasbl B CMeCH MOTyT NPUBOAMTL K OLLMGKE U3MEepPEeHHS.
RGM ponxeH obecnedmBate OCHOBHbIE ©®YHKLMNOHAIIBHBIE XAPAKTEPUCTUKU ans Bcex rasoB unu cmecei,
npeAycMoTpeHHbIX Ans RGM. CMecw, npuBegeHHbIe B Tabnuue 201.104, obecneunsatot oueHky TOYHOCTU UBMEPE-
HWNA onsa cMmeceit ra3os, BcTpevaeMblX B KNMUHUYECKON MpakTUKe.

Mogpasgen 201.12.1.102 OBLLEE BPEMA OTBETA CUCTEMbI 1 Bpema HapacTaHus
OMEPATOPbBI RGM pomnxHbl NpUHUMaThL BO BHUMaHWe 3agepku, npucywyne RGM, yto obneryuT um noHUMaHue
Bcel paboTkl U peakuum RGM. Ha 3TV 3aepXKU BIUAIOT Tak1e BeLLM, Kak ckopocTb oT6opa npobebl.
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Tpebyetca usmepats OBLLIEE BPEMA OTBETA CUCTEMbI ans kaxaoi KoOHUrypauuu AbixaTenbHOW cucTe-
Mbl, ONpeAeneHHOW B MHCTPYKLUMK MO 3KcnnyaTayuun. [JonyckaeTcsi ykasaHue ofjHOro 3Havenusi, otpaxatowiero OBLLEE
BPEMA OTBETA CUCTEMbI npu koHpUrypaummn gbixaTenbHOro KOHTypa, obecrneynsaroliein camblil MefiNeHHbI OTBET.
N3TrOTOBUTENIO pekoMeHayeTcs ykasbiBaTb otaensHo OBLLEE BPEMA OTBETA CUCTEMbI ana kaxaoro Tuna
MPUHAANEXHOCTEW (Hanpumep, oTAenbHO ANs OTBOAAWNX RGM, ucnonb3aylowux HasarnbHble KaHonu u aaarn-
Tepbl BO3AYLWHbIX NyTel).

Moapasaen 201.12.1.103 OtobpaxeHns eauHuL, usmMepeHus FA3OBbLIX MOKA3AHUN

TOYHOCTb NM3BMEPEHWUA He umeeT Gonbloro 3HadeHus, ecrniu OMEPATOP He 3HaeT eAWHUL, U3MEPEHMS.
CneposatensHo, BaxkHo, 4Tobbl OTNTEPATOP Mor nerko onpegenuTe eanHULLI U3MepeHus. Ecnu HacTpoiikn perynupyet
OlNEPATOP, 10 3Ta nHdopMaums fomkHa oToGpaxaTbCs NOCTOSHHO, Tak Kak npefbiaywmit ONMEPATOP mor nusaMeHuTb
e MHALBI U3MEPEHNS.

Moapasaen 201.12.1.104 OTo6paxeHns pexuma paboTbl

B nio6omM pexume, OTIIMMHOM OT HOpManbHOro pexuMa koHTpons, RGM gomkeH otobpaxaTtb, YTO OH HE KOHTPOIU-
pyet MAUNEHTA. B KnuHU4YeCcKoii npakTuke BO3HUKaNU cutyauum, korga RGM 6bin B pexxume gemoHcTpauyun, a ONMEPA-
TOP cuutan, 4to oH koHTponupyeT MALIMEHTA. Bot novemy Heobxoaumo, YTobbl MHPOpMaLUA O HEKOHTPOIUPYIOLLEM
pexume otobpaxanacb noctossHHo. RGM aonxeH aBToMaTUYeCKU BO3BpaLLaThCs B pEXUM KOHTpona 6e3 BmeluaTtens-
cTBa oneparopa.

Moapasgen 201.15.3.5.101 JononHutensHble TpeGoBaHWa ans rpyboro o6palyerus

Mpn HOPMAJIbHOM UCTIONIb3OBAHUN ME U3OENNUA, srniodas RGM, noagBepraroTca MexaHUY4eCcKUM Ha-
rpyskam (Hanpumep, Bubpauuu, yaapam) u cnyqaitHsiM 06pasom AONONHUTENBHBIM Harpy3kam. CneaosatenbHo, ME U3-
OEJIUA pomxHbl 6bITb OCTAaTOMHO NPOYHBIMK, YTOOLI BbiAEPXMBaTL BUOPaLUIO, yAapbl, CTONKHOBEHWUS N NageHUs, BO3-
HUKatloLwKUe NP HOpMaribHOM UCMONb30BaHUN.

OTN ucnbiTaHus 6binn BbIGpaHbl Ha OCHOBaHWUK NPeABapUTENbHOW KaYECTBEHHOW OLIEHKU OTHOCUTENBHOW TAXECTU
cleHapueB Ans pasnuuHbx cpea [T. e. JOMALLUHEN CPEALI NO YXOAY 3A BOJIbHbBIM, cpeabl cneyuansHoro Me-
JOMLMHCKOTO y4pexaeH!si U crneLuanbHoro TpaHenopTa (Ha3eMHOro U BO3AYLWHOro)] Ha pa3nuyHbiX pasMepax U Tunax ME
WMBOENUA (. e. PYUYHOE, MEPEHOCHOE n NEPEABUXHOE). Pesynerathl aHannsa KomuTeTa npuseaeHl B Tabnu-
Le AA.2 4Ns pasnUYHbIX TUNOB YAapoB U Bubpayuu, KOTOpbIE MOrYT BO3HUKHYTb.

O6ocHoBaHNe obbeUHEHNS AOMaLUHel U FOCNUTanbHOW cpeabl cneaytollee: KOMUTET NpU3HaET, YTo ANA cnyya-
eB yaapa, BubpaLumn 1 CTONIKHOBEHUA AOMALLHAA cpefa SABnseTca 6onee MArkon, YeM Ans crneyuanbHbiX MegULMHCKUX
yYpexpeHunii. Tem He MeHee 6bINo NPUHATO pelleHUe 06bLEeAUHUTL 3TU ABE KaTeropum — kak AN NPOCTOTHI, Tak U Mo Toit
npuynHe, 4to MHorne ME U3OEJTUA pyTMHHO NepeMeLLaloTcsa U3 cneyuansHoro MmeguuuHekoro yupexaenus 8 JOMALL-
HIOKO CPEAY MO YXOAY 3A BOJIbHLIM 1 obpartHo.

Tabnuya AA2— KadecTBeHHasi oLeHKa cpeg Ha yaap u Bubpauuio RGM

PacnonoxeHune

KaTeropus CTaHfapTHble cpefbl TpaHcnopt
ME U3OENUA

MeauumHckoe

Fow yupexaeHue

HasemHblii TpaHcnopT ABuaTpaHcnopT

MepeaBuxHoOE D1 S1 V1 D1 S2 V1 D1 S3 V2 D1 S3 V3

[MepeHocHoe D1 S2 Vo D1 S§2 4l D1 S3 V2 D1 S3 V3
Py4Hoe D3 S1 Vo D3 S§2 V1 D3 S3 V2 D3 S3 V3
CrauunoHapHoe Het HeT He npumMeHsieTea

S — ypap; V — Bubpauusa, D — nagexue
Knace: 0 — He UCTbITHIBAETCS, 1 — HaMMeHbLUas THKECTb unu 7M12); 2 — cpefHss TaXecTb unu 7M2; 3 — Hau-
Gonbluas TAXecTb unun 7M3

) OBo3HaveHust 7Mx onpepeners B MOK 60721-3-7.

Mocne Ka4yecTBEHHOR oLeHkM KOMUTET OLeHWUN MexXayHapoaHble cTaHaapTel cepun MOK 60068 Ha ncnbiTaHua Ha
YCTOWYMBOCTb CPeAaM U COOTBETCTBYIOLLME 060CHOBaHMS, a Takke ceputo MOK 60721 pyKoBOGALLMX JOKYMEHTOB.

Mpu BeIGOpe TpebosaHuit KomuTeT nayvan gpyrne MCTOYHUKU Ha MpeAMeT MaTepnanos, KacatoLmMXecs STUX UcnblTa-
HWiA (Hanpumep, FDA Reviewer Guidance for premarket notification submissions, Mil Std 810, etc. [33]), ogHako HanGonee
COOTBETCTBYHOLMMU NpUsHan MOK 60721-3-7 1 MOK/TP 60721-4-7. [JaHHble MexayHapogHble cTaHAapThl NOMTHOCTbLIO CO-
oTBEeTCTBYIOT TpeboBaHUAM, onpefeneHHbIM B Tabnuye AA.2. B BbiLeynoMsAHYTLIX MEXAYHapPOAHLIX CTaHAapTax onpe-
JeneHo Tpu Knacca MexaHuyeckux ycrnosuid: 7M1, 7M2 n 7M3. KoMuTeT cuuntaeT, 4To Knaccel 7M2 n 7M3 nydlue Bcero
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NpeAcTaBnNAT yCroBus, Habnwogaemele BO BpeMs TPAaHCNOPTUPOBaHWS NaLWeHTa B Npefenax MeAULMHCKOro yupexze-
HWS 1 NpK NPOodeCCUOHanbHOM TPaHCMOPTUPOBAHUM NaLMEHTa 3a Npejenamn MEAULIMHCKOTO YUPEXEHNs COOTBETCTBEH-
Ho. KomuTeT ycTaHoBMA, 4To B oTHowweHnn ME U3OENUW, npeaHasHaueHHbIX 4nS UCMONb3OBaHNSA B MeLULMHCKUX Y-
pexaeHusx, n ME USOENUW, npumeHsieMsIx npu npodeccroHansHoM TpaHenopTuposanun MALIMEHTA 3a npegenamm
MeWNLIMHCKOro Y4pexaeHNs, JOMKHbl NPOBOAUTL PasfnyHbIe NCMbITAaHUA U Ha Pa3fMYHbIX UCTbITaTENbHBIX YPOBHSX.

MpuaHaHo, YTo HET HeobxoauMoOcCTM B npoBepke Toro, Yto ME N3OENWE paboTaeT B npegenax crneyudukalmm
N3rOTOBUTEJIA Bo BpeMA NpoBeAeHUs UCMbITaHWiA Ha BUBpaLuto (criydaiiHyo U cuHycouganeHyto). Mocne Twarens-
HOro paccMoTpeHunst KoMUTeT peLunn, YTo NogobHbIe UcnbITaHWs ByAyT U3NULLHE OrpaHUYMBAOLLMMM W YTO MOBbILLEHHAS
CTOMMOCTb He ByfeT onpasAaHa 13-3a He3Ha4uTeneHoro yny4yweHus 6esonacHocti MALMEHTA. MpoBepka KoppeKTHO-
cTu paboThl Nocrne 3aBepLUeHNs UcnbiTaHuii Gblna npusHaHa 4ocTaTouHOM.

Moapaspen 201.15.3.5.101.1 Yaap v Bubpayus

RGM, npeaHasHadeHHble Ans HOPMATNbHOW PABOTbI B npeaenax cneLunansHoro MeauLMHCKOro YUpexXaeHus,
OyAyT nopBepraTtbCA MeXaHU4YeCKUM HanpspKeHWsM (HarnpuMep, Bubpauws, yaap) v criyqaitHsiM ob6pa3oM JononHUTeNb-
HbIM HanpsbkeHusam. CnegosarensHo, ME U3OEJINA, npefHasHadeHHble ANs UCNONL3OBaHUA B crneunanbHbIX Megu-
LIMHCKUX YYpeXAEeHNsX, AOIMKHbI ObITb 4OCTATOMHO MPOYHBIMK, YTOOLI BhigepXuBaTh UCMbITaHUA Ha Bubpauuto u yaap,
onuncaHHble B MBGK 60721-3-7 ypoBeHb 7M2. B M3K 60721-3-7 ykasaHo, 4TO JaHHbIA Knacc NPUMEeHAETCS Npu UCNonb3o-
BaHWU B 1 Npu NPSMOM MepeMeLLeHnN MexXay 06nacTAMM TONBKO C HU3KUM YpOBHEM BUOpaLmu Unm co CpeaHUM YpOBHEM
BO3MOXHbIX YAApOB. B aTUX yCnoBusAx HEoBX0AUMEI OCTOPOXHOE obpalleHue N BepexHblii nepeHoc NPoaYyKLUMM.

KomuTeT BbIGpan NpofomKUTENsHOCTb ANS UCTIbITAaHUIA Ha cryYaiiHyto Bubpauyto 10 MUH., XoTs pekoMeHgyeMasn B MOK
60721-3-7 npoponmxuTenbHocTL cocTansaeT 30 MUH. — ans obecnedveHns coBMeCcTUMOCTU UcnbiTaHnii ¢ MICO 21647. B nep-
BOW nonpaBKke K HacToALWeMy YaCTHOMY CTaHfapTy KomuteT npeanonaraeT yBeNMM4UTe NPOA OIMKXUTENTIbHOCTL 10 30 MuH.

Mogpasaen 201.15.3.5.101.2 Yaap v BubpaLus npu npoeccuoHansHoM TpaHCNOpTUPOBaHUM

Mpn HOPMAJITBHOW PABOTE ME WU3AENNSA, Britodas RGM, ucnonbayemble npu npodheccoHanbHOM TpaHe-
noptuposaHun MALIMEHTA 3a npesenamu cneuvansHOro MEAULMHCKOTO ydpexaeHusi, 6yayT noaBepratbCsi MeXaHm-
YeCcKUM HanpspKeHnaM (Hanpumep, BubpaLus, yaap, CTONKHOBEHWe U NageHue) n cnyyvaiHbiM obpasoM AONONHUTENb-
HbIM HanpshkeHusm. CneposatensHo, ME U3OEJINA, npegHasHadYeHHble A4S UCMONb30BaHUA NpU NpodeccuoHanbLHOM
TpaHcnopTuposaHuu MALIMEHTA 3a npegenamu cneynanbHOro MegUUMHCKOro yupexaeHus, A0MKHbl BbiTb 4OCTaTO4HO
NPOYHBIMU, YTOOBI BbIAEPKMBATL UCMBITAHWSA HAa MEXaHUHECKYI0 NMPOYHOCTB, onucaHHblie B MOK 60721-3-7 ypoBeHb 7M3.
B M3K 60721-3-7 ykasaHo, 4TO B [JONOMHEHNE K yCNOBUAM, NOKpbiBaeMbIM KnaccoMm 7M2, knacc 7M3 npumeHsieTcs Ans
1CMonb30BaHUs B U NpW NepeMeLLeHnn Mexay 06nacTamm co 3HaunTeNbHO| BUbpaLueil Unu ¢ BLICOKUM YPOBHEM YAapoB.
B 3TUX YCrOBUSIX NpeanonaraeTcsi HEOCTOpoXHOe obpalleHne n nepeHoc ME U3OENUA.

B HacTosLee BpeMs OTCYTCTBYIOT 06LyMe NporpamMMbl UCTIbITaHWUMA, KOTopble Gbl TOHHO BOCNPOU3BOAUMW AWanNa3soH
ycriosuid BUGpaumii n ygapos, ucnoityeMmolx ME USAENTMAMM npu ux yctaHOBKE Ha BO3AYLUHOM UMM HAa3€MHOM TpaHC-
nopte. CneaoBaTenbHO, AMHAMUYECKUE UCNBITAHUS, ONpeaeneHHble B AaHHOM nogpasgene, 6uinm ogobpeHbl, Tak kak
ME U3OEJTNA, ncnbitaHHbIe B 3TUX YCNOBUAX, BEPOATHEE BCero, ByayT BblAepXuBaTb HOpMaribHOe IMHaMU4eckoe pac-
npeaenexne, KOTopoMy oHn ByayT noaBepraTbCa NPU UCMNONBb30BAHUN HA HAa3EMHOM U BO3AYLLUHOM TpaHcnopTe (BKovas
BEpPTOSNEThl), KOTOpble Yalle BCcero 3ageicTBYIOT Npu npodeccuoHansHoOM TpaHcnopTuposanuu NMALIMEHTOB.

MpumeHerne ME USOETNUA Ha Xene3Hoa0pOXHOM TPaHCNOpTe, caMoneTax U BepTomeTax, BOEHHbLIX Kopabnsx u
T. A. MOXeT NoTpeboBaThb AONOMHUTENBHBIX UCNBITAHWI U NPOBEPKN 6E30NacHOCTU NPU UCMONBL30BaHNK B aHHbIX cpefax.

Ana vcnbiTaHnit Ha cBobogHoe nageHue, onucaHHbix B M3K 60068-2-31, KoMuTeT ucnonb3oBan o60CHOBaHMS
pasnuYHbLIX YPOBHEN ANSA OLUEHKM TSXECTU UCNbITaHWUSA, OCHOBLIBaACh Ha pesynbraTtax Tabnuuybsl AA.2. ina NEPEHOC-
HbIX ME U3ENNNA 6bina BrIbpaHa KaTeropua UcnbiTaTenbHbIX YpoBHei, cootseTcTBytowas NMEPEHOCHOMY o6o-
pyaoBaHuto. KomMuTeT cornacurcsi ¢ Tem, 4To B UCMbITaHUAX Ha nageHne RGM gonxeH cOOTBETCTBOBaTbL YPOBHAM AN
cpefibl NpoeCCMOHaNLHOro TPaHCNOPTUPOBaHUS, a Taloke ¢ Tem, 4To ana MEPEHOCHBLIX ME U3AENWUNA ageksaTHbIM
ucnbiTaHueM GyaeT nageHne B Ux 3alUTHOM dyTRspe, Tak kak 3To ByaeT MakcMMmanbHO COOTBETCTBOBATb pearibHbIM yC-
nosuam. [ns NEPEOBUMXXHBLIX ME U3OENUIN 6bin BuiGpaH MeHee cTporuit ypoBeHb, Tak kak atu ME U3JENUSA, kak
npaBuno, TAXenee.

KomuTeT BLIGpan ogHO naieHne Ansa Kaxgaoro onpeaeneHHoro NoNoXeHns Ans UcrnbitaHna Ha ceobogHoe nagexue,
HecMoTpsA Ha To uTo B MOK 60721-3-7 pekoMeHAo0BaHbLI ABa NageHUa — AN noaAepXXaHns COBMECTUMOCTU UCTNBITaHUA C
MNCO 21647. B nepBoii nonpaske K HaCToALWEMY HYaCTHOMY cTaHaapTy KoMUTET npeanonaraet yBenuy4uTb YNCNO NageHnin
10 ABYX.

Noppa3sgen 201.15.101 Pexum pa6otbi

KonTponb MALIMEHTA npepnonaraet HenpepbiBHoe nonyderne NMOKA3SAHUIA RGM, Tak uTo RGM gonxeH pa-
60oTaTb HenpepbIBHO. HET NpUYMH JoMycKaTb Takue KOHCTpyKuuu RGM, koTopble TpebyloT, Hanpumep, NepruogoB oOXnax-
LeHusi Mexay nepvogamn HopMarsisHoi paboThl.

Moapasgen 201.101 Bnusinue npumMeceii rasos u napos

B knuHuyeckoW npakTuke npegycMotpeHo npumeHeHne RGM Ha MALIMEHTE u co cmecaMun rasos, KOTOpbiMU
Abiwumt MAUUEHT. B 3aBucuMOCTM OT TeXHONOrnu, ucnonbdyemoii B RGM, HekoTopble rasbl B CMeCH MOryT NpUBOAUTL
K olwnbke nameperus. RGM gomxeH obecnevnts OCHOBHBLIE ®YHKLUMOHAJIBbHLIE XAPAKTEPUCTUKWN ana Beex
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ra3oB UrM cMecel, UCNONb3oBaHWe ¢ KOTopbIMU NpegycMmoTpeHo Ana RGM, Bknodas npumecu rasos. CMecu, npusegeH-
Hble B Tabnuue 201.105, o6ecneunBatoT OLEHKY KONMYECTBEHHOIO BIIUAHUS U3BECTHBIX MPUMECel ra3oB, BCTpeYaeMblX B
KITMHUYECKON NpaKTuke.

Noapasnen 201.102 YTeuka rasa

MpW KNUHUYeCKOM ucnonb3oBaHWUK yTedka Yepes JATHUMK HE OTBOOALLEIO RGM MoxeT noenusaTs Ha TOU-
HOCTb MBMEPEHWI 1 Tem cameim nedenmne MALIMEHTA. KomuTeT BbiBpan ypoBHIN yTEHKM, AN KOTOPLIX MCTOPUYECKM
NpoAEeMOHCTPUPOBAHO, YTO OHW NO3BOMAIOT MPOBOAUTL afeKBaTHOE U AP EKTUBHOE NEUEHUe.

NMoapasnen 201.103 Coeannutenu nopros ana OTBOAALLNX RGM

B cBeTe paboT, BbINoONHEHHLIX 06beanHeHHoR paboyeid rpynnoit MCO/TC 210 n M3K 62D, n oTyeToB 0 criyyasx
HeBepHOro CoeAnHEHUs, Ucnons3oBaHne coeguHuTeneit Jlroapa Gonblue He ABnaeTca NnpuemnemsiM. HesepHoe coefiuHe-
HWe MOXHO afeKBaTHO NPefOoTBPaTUTb, MCMONb3YA COEAUHUTENN Manoro JuameTpa, paspaboTaHHble AN NpeaoTBpaLle-
HWSA Nofo6HOro HEBEPHOro NOACOEANHEHNS.

Moapasznen 201.104 MMHMManNbHaA CKOPOCTb NOTOKa AnA ot6opa obpasuos

AZlekBaTHas CKOpOCTb NOTOKa AN oT6opa 06pa3LoB KpaiiHe BaxHa Ans TouHocTn FTA3OBbLIX MOKA3SAHWUN B
OTBOAALLUNX RGM. Ecnu ckopocTb NoToka Ans oTOopa o6pa3uoB najaeT HUXe 3HavyeHus, Heobxoagumoro aAnsa obe-
cneverHns TOYHOCTUN MBMEPEHKNA, ONMEPATOP pomkeH 6biTh NOCTaBIEH B U3BECTHOCTL O BO3HUKHOBEHMUN JaHHOIA
OMACHOW CUTYALMW gns Toro, 4Tobbl OH MO ee ckoppekTupoBaTb. CrnefioBaTtensHo, Ana nogaepxanns OCHOB-
HbIX GYHKLUMOHATBHbLIX XAPAKTEPUCTUK Tpebyetca Hannune TEXHUYECKUX YCIIOBUIA CPABATLIBAHUA
CUTHANM3ALINK ans npepynpexaeHna OTNEPATOPA o HeafekBaTHON CKOPOCTU NOTOKa AN oTbopa o6pa3uos.

Noapasnen 201.105 3arpssHeHUe AbiXaTeNbHbIX CUCTEM

B uensax OCHOBHOWM BEE30OMACHOCTU MALMEHTA Heobxogumo, 4tobel OTBOASALME RGM He nepeHo-
cunu MukpoopraHusmel ot ogHoro NMALIMEHTA k apyromy MALIMEHTY 4vepes abixaTenbHyto cuctemy B YCNOBUAX
EAMHNYHOIO OTKABA. Tak kak counsTp AblxaTenbHol cuctemsl He aensetca KOMMOHEHTOM C BbICOKOW CTE-
MEHBIO MHTETPALIMW, Henb3s paccuuThIBaTL Ha TO, YTO OH ByaeT NpeaoTBpaLyaTh 3arpsAsHeHne B TedeHne OXKNOA-
EMOIO CPOKA CJTY>KBEbl RGM. Mpu ucnonb3osaHun hunstpa gbixaTenbHoi cucTemMbl HeobxogMmMo Hanuune BTOporo
CpefcTBa 3allMThl ANSA CHKEHWA BEPOATHOCTU TOMO, YTO MUKPOOPraHU3Mbl NPOHUKHYT yepes OTBOAALLUMA RGM u
OMATb MOMaayT B AbIXaTenbHyto cuctemy, uaywyio Kk NMALIMEHTY, ecnu o6pasupl rasa Bo3BpaLlaloTcs B AblXaTembHYIO
cucTemy.

Mogpaspen 202.6.2.1.7 MogenupoBanue MALIMEHTA

[ns npoBepku JocTaTouHOM YCTONYUBOCTU OATUUKA RGM npuv NpoBeAeHNU UCTbITAaHWIA HeOBXo0aUMO U3Me-
puTb o6pasel| rasza B yCroBUsX, onpefeneHHbIX B JaHHOM nogpasaene. B yactHocTn, RGM AormkeH U3MepUTb KOHTPONb-
HYI0 CMEeCb rasos.

Mogpasgen 202.6.2.3.1 O6wme nonoxeHns

WNanyyeHune B cpefe npu npodeccmoHanbHoM TpaHcrnopTupoBanun NMALIMEHTA 3a npegenamu cneyuansHoro Me-
LOVLMHCKOro yYpexaeHus (Hanpumep, HaseMHbIA U BO3AYLLUHBIA crieuuarnbHblil TpaHCNopT) UHTEHCUBHEE, YeM B O6LIMHON
cpefe cneuuansHoro MEAULMHCKOTO yuYpexaeHns. OTo mMaBHbIM 06pa3om CBA3aHO € TEM, YTO B AaHHOW cpeae o6bluHO
HaxoAUTCA [BYXCTOPOHHAS CUCTEMa pajMoCBA3MN, KOTopas HEMpPEPbLIBHO U3ry4YaeT ANeKTPOMarHUTHYIO aHepruto. B aTux
cpefax RGM, cootBeTcTBYIOWMI TpeboBaHusam MOK 60601-1-2, gomkeH 6bITb agekBaTHO 3aLULEH OT CryYalHbIX UC-
TOYMHUKOB 3MEKTPOMAarHUTHOro usnyyYeHus. JononHuTenbHbIe UCTbITaHUs, Heobxoaumele ANa npuaHaHna RGM rogHbim
ONS STON cpefbl, 4OMKHbI YYNTHIBATb TOMBKO AOMNOSHUTENbHEIE Yrpo3bl.

YcTpoicTBa ABYXCTOPOHHEN CBA3M NepefatoT Kak ronoc, Tak U AaHHble nayueHTa. MpakTuka nokasana, Yto obbiv-
Has HanpsXeHHoCTL nons [35], aMepeHHas B faHHOW cpeae, MOXeT focTurate 20 B/M. Monoc v gaHHble naumeHTa obbIy-
HO UMeIT LUMPUHY Monockl MoAynsuuu, npesbilatoLyto 1 kL, ¢ UeHTpanbHOW Toukon Ana moaynauum ronoca 1 ki,
OcHoBbIBasICh Ha CTaHAapTe Ha yCcTo4mMBOCTb K ManydeHuto (MOK 61000-4-3), KomuTeT BbIGpan eAUHCTBEHHYIO UCTIbITa-
TenbHY TOYKY, MPeACTaBMAOLLYHO TUMMYHYIO NOMOCY MoAgYNALUK uHdopmauuu, — 80 % aMnnUTyaHO-MOZYyNMPOBaHHbIA
npu 1 KMy curian, uMerLnii HanpsxeHHocTs 20 B, /M 1 pasmax 90,5 B.

3amMeHa Ha 20 B/M Takxke cornacyetcs ¢ TpeboBaHusamu [33].

Moapazgen 208.6.1.2 MpuoputeT YCITOBUIA CPABATLIBAHUSA CUTHANM3ALIMA

B HacTosweM cTaHaapTe Tpebyetcs, utobbl RGM reHepupoBan YCIIOBUA CPABATBIBAHUA CUTHANUBA-
LIMA npu oBHapyxeHWn Bonee ofHOro ranoreHMpoBaHHOrO aHecTE3VNPYHOLLEro BelecTBa B BblAbIXaeMblx rasax. 3To
nomoraeT onpefenuTb NepenornHeHne UCNapuTens W BbISBUTb OTKas cUCTeMbl «BnoknpoBKku» ncnapuTens. Heckoneko
aHecTe31oMorM4ecknx rasoB B CMeCH TakKe MOXET BO3HUKATb NpU NpeaHaMepeHHoN CMeHe BellecTB BO BPEMSA aHecTe-
3un. OnpepeneHo ABa pasHbiX TpebosaHusa k YCITOBUAM CPABATBIBAHUA CUTHANMIALIMA. YCITOBUSA CPABA-
TbIBAHWA CUTHANUBALIMM HUBKOTO NMPUOPUTETA Heobxoaumel ansa RGM ¢ aBToMaTn4eckum onpeaeneHnem
OTAEnNbHBIX ranoreHNpoBaHHbIX BELLECTB B CMeCH rasoB, cogepxalleil 6onee 04HOro ranoreHnpoBaHHOro BELLECTBa, Npu
yenosuu, 4to objas MAK MeHbLue 3. ing RGM, KoTopble He MOryT aBTOMaTU4ECKU ONPeAenuTh YPOBEHb rasa oTaeNbHbIX
ranoreHUpoBaHHbLIX BELLECTB, HO MOryT onpeaenuTe Hann4dme cMecu, Heobxogumo, Ytobsl YCITOBUA CPABATBIBAHUA
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CUMHANMUIALWMU umenu no kpaiineit mepe CPEAHWIA NPUOPUTET. JaHHble Tpe6GoBaHWA NO3BONSAIOT BLIMOMHUTL 3a-
MeHY aHecTe3upyloLero BellecTBa 6e3 hopMUpOBaHUA MELIAIOLLEro CUrHamna curHanuaayuu.

3HaveHna MAK onpefensiotca kak sHadeHus, nepeducnerHele USFTOTOBUTENEM Ha Bknagbilwe B ynakoBke
NeKapcTBEHHOro npenapara (415 340POBLIX B3pOCnLIX), 3ajaBaeMble U nepecmatpusaemele US FDA, unm ¢ nomo-
wbto Niobbix anroputMos, koTopble UBTOTOBUTESNDL pewunT ucnone3osatb. MAK MoxeT 6bITb Ucnonb3oBaHa And
3pPeKTUBHOrO CpaBHEHMS ranoreHMpoBaHHLIX aHeCTE3NPYIOLWNX BeWecTB 1 AnsA Ntobbix NoA0BHLIX BelecTs, KOTopble
noseaTcs B 6yaywiem. PeanbHoe 3HaueHne MAK Ans KOHKPETHOrO NuLUa 3aBUCUT OT BO3pacTa, 300poBbs M Apyrux dak-
TopoB. ObasaTenbHas KOppeKLUMsi C yYETOM Bo3pacTa CNUWKOM 6bl orpaHuunBana KOHCTPyKUUIo, 0coBeHHO Ansi aHe-
cTesnonorndeckux pabounx ctaHuuid, OCTaBNSAIOWMUX TONBbKO OAHO ranoreHupoBaHHOE aHecTesupylollee BeLLEeCTBO.
KomuTeT onpepenun, uto ypoBeHb 3 MAK sABNsieTcs pasyMHbIM ypOBHEM, AOCTUXEHUE KOTOPOrO rasioreHMpoBaHHbLIM
aHecTe3NpyLLUM BELLECTBOM SABMSAETCA N0 YMOMYaHWUIO BEPXHUM npeaenom cpabaTbiBaHWA curHanusauum ansa 6onb-
WKHeTBa RGM.

Mogpasgen 208.6.5.1 O6bwue TpeboBaHus

CMecb BAbIXaeMbIX ra3oB ¢ cofepxaHueM Kucnopoga MeHee 18 % ABNAETCA IMNOKCUYHON K, criefoBaTefibHo, onac-
HoiA. XOTs BCTpeYatoTcsa pefkue cryyvaun, Korga nogobHas cMech ABNAeTcs HeobxoauMoN, paspelleHne yCcTaHOBNEeHUs
NPEABAPUTENBHBIX HACTPOEK CUTHATTM3ALIMA HWKe AaHHOrO YpOBHA ABNAETCA KIMHUYECKN Hebe3onacHbIM.
CUCTEMA CUTHATTNM3ALIMI, nosBonstoLlas BEICTaBUTb TaKMEe HU3KWE NpeaBapUTENbHbIE HACTPOIKKA, MOXET NPMBECTU
K ToMy, 4To OMEPATOP MOXeT He o6paTuTb BHUMaH1e Ha npeaynpexaeHne o ToM, 4To OyaeT ocyllecTBreHa nojada
FMNOKCUYHOW CMecH ra3os.

Moppasaen 208.6.6.2.101 JononHutensbHble TpeboBaHus k perynupyemeim NMPEAEJIAM CPABATBIBAHUA CUT -
HANN3ALNK

OMNEPATOP HyxpaaeTcs B BO3MOXHOCTM ycTaHoBky [MPEOENTIOB CPABATBIBAHUA CUTHAJTIM3ALIMNA, cooTBeT-
CTBYIOLLMX KOHKPETHBIM KITMHUYECKUM MpoLeaypam, KoTopble TpebyroT onpeaeneHHbix koHueHTpauui FA3A. [ins npegot-
BpalLleHns crny4vaitHoi perynmpoBky faHHbiX HacTpoek oT ONMEPATOPA Tpebytotcs LeneHanpaeneHHble AeNCTBUS.

B pepkvx crnyyasx onpefeneHHble KMHUYeckue npoLeaypbl MoryT TpeboBaThb BbLIXaeMOI ra3oBOW CMeCU ¢ Cofiep-
XaHveM kucnopopa meHee 18 %, 4To NpMBoAUT K ToMy, 4To ONEPATOPY HeobxoaUMMO MMETb BO3MOXHOCTb YCTAHOBUTL
cootBetcTBytowme NMPEAOESIBI CPABATBIBAHUA CUTHANM3ALMN ana npepoTBpalleHns OTCYTCTBUA KOHTPOMA 3a
MALUMEHTOM. Onsa npegotBpallyeHns crnyyaitHoro Bbibopa nogo6HbIx, B ApyroM criydae onacHbIX, HacTpoeK Ans ycTa-
HoeneHua MPEAENA CPABATBIBAHUA CUTHANU3AUWNU ana sabixaemoro kucriopofa Huxe 18 % ot ONEPATOPA
TpebyroTca AoNOMNHUTENbHbIE LeneHanpasiieHHble AeWCTBUS.

Moapazaen 208.6.8.5.101 JononHuTenkbHble Tpe6oBaHuA K cocToAHUAM geaktusauun CUTHANM3ALWN, otobpa-
XEHUIo 1 Bo3feicTBUIo

MHTepBan, paBHbIA 2 MUH., NpefcTaBnsieT coBoil MakcumanbHbIil MHTepean MPUOCTAHOBKWM 3BYKOBOW CUT-
HATNM3ALIMW, BosMoxHbIi 6e3 npeaHamepeHHoro BMeluaTenbctBa OTBETCTBEHHOM OPFAHUS3ALIMM unu OMEPA-
TOPA.
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MpunoxeHue BB
(cnpaBouHoe)

AcneKTbl OKpyXarowen cpeabl

OTBETCTBEHHbIE 3a NPOEKTUPOBaHNE W pa3paboTKy NPOAYKTOB, K KOTOPLIM MPUMEHUM HACTOSALLMIA CTaHAAPT, 4 OrXKHbI
YYUTHIBATb BIUSIHUE NPOAYKTa Ha OKPYXaloLLylo Cpefy B TEHEHWE BCErO ero XWU3HEHHOro Lukna. BosaeiicTBre Ha okpyxa-
FOLLYIO CPEQY CO CTOPOHbI RGM, BLINOMHAIOLWMX aHanu3 AbixaTenbHbiX ra3os, 06bLIMHO OrpaHUHeHo CNeayoWUMN crnyYasmu:

a) BMUsIHUE Ha MECTHYIO OKpyXatoLLyto cpeay npn HOPMASBHOM SKCMNYATALMU; .
b) yrunusauua sarpsisHeHHbIX 06pa3LoB rasa u 6uonoruyeckux xuakocteit Bo Bpema HOPMANIbBHOW SKCMNY-

ATALIUW,

C) MCMONb30BaHNe, YNCTKA M YTUNM3aLNA PacXOAHLIX MaTepuanos Bo BpeMs ucnbitaHuii 1 HOPMAMBHOW 3KC-

NNYATALIUN,

d) yTunusayms B KOHLE XU3HEHHOTO LMKIa.
[na ocBelleHUA BaXXHOCTN CHUXKEHNS Harpy3ku Ha OKPYXaloLLylo Cpefly B HacTosILLEM CTaHfapTe NpuBeaeHbl Tpe-
60oBaHNUA UNM pekoMeHAaLuK, NpeAHasHavYeHHbIe A1 CHUKEHUA BO3[ENCTBUSA Ha OKPY>KaloLLYIO Cpeay, BbI3BaHHOMO 3TUMK
acnekramu Bo Bpemsi pasfnuyHbIX 3TarnosB XU3HEHHOro LiuKna RGM.
B Tabnuue BB.1 npuBeeHa cxeMa CBA3U XXM3HEHHOIO LIMKIa RGM C acnektamMu oKpyatoLein cpegbl.

Tabnuya BB.1— AcnekTbl okpyxatoLLieidl Cpefbl, 3aTPOHYThIEe B pa3fienax HacTosILLEero craHaapTa

ACNEKTbI OKpyXatoLLel cpebl
(BX0AHbIE W BbIXOAHbIE)

YKnsHeHHbIi LyKn usgenus

MpousBoACTBO
W npeaBapuTenbsHoe
Npon3BO/CTBO
Craana A

Pacnpeaenexue
(BKITIOMAA yNAKOBKY)
Cragua B

Skcnnyarauma
Cragua C

KoHel cpoka
cnyxo6bl
Cragna D

PaccmoTtpeHo
B pasgene/
nopgpasaene

PaccmoTtpeHo
B pasgene/
noapasaene

PaccmoTtpeHo
B pasgene/
noapasgene

PaccmoTpeHo
B pasgene/
noapasaene

1 | Wcnonb3oBaHue pecypcoB

209

209

201.7
209

209

2 | MoTpebneHue aHepruu

209

209

201.11
209

209

3 | Beibpochl B BO3AYX

209

209

201.7.9.2.15.101
201.9

201.10
201.11
201.15

202

208

209

209

4 | Beibpochkl B BoAY

209

209

201.11
209

209

5 | Mycop

209

201.7.2.17.101
209

201.11
201.15
201.7
201.7.2.101
209

201.7
201.7.2.101
209

6 | Wym

209

209

201.9
208
209

209

7 | MepemelyeHne BpeaHLIX
BeLlecTB

209

209

201.9
201.11
201.15

201.7

201.7.2.101
209

209
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OkoHyaHue mabnuupl BB.1

Kn3HeHHbIH LumKN usagenua

MpoussoacTeo
1 npepjsapuTenibHoe (Bisrz:zznye%ekgﬁy) SkennyaTauus Kogﬁymcspbcika
AcnekTbl OKpyxatoLein cpeabl Npon3BoACTBO Craaus B Cragna C Cragus D
(BX04HbIE U BbIXOHbIE) Cragna A A
PaccmoTpeHo PaccmoTpeHo PaccmoTpeHo PaccmoTpeHo
B pasgene/ B pasgene/ B paspene/ B pasgene/
noapasaene rogpasaene noApasgene roapasaene
8 | BnusaHue Ha no4sy 209 209 209 201'27029'101
201.9
Pucku ansa okpyxatoLlei 201.11
cpeabl, CBA3aHHLIE C aBa- 201.15
° pvei unu HenpaeBWIbHBIM 209 209 201.7.2.101 209
UCronbL3oBaHNeM 208
209
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MpunoxeHue CC
(cnpaBouHoe)

UcnbiTaTenbHble (3TarOHHbIE) CMECH ra3oB A KasIuOPOBKH

N3rOTOBUTEJIb MoxeT nokynaTb Wnu roTOBUTb KanubpoBaHHbIE (STanoHHbIE) rasbl, UCNONL3yeMble ANS Kanu-
6poBkM RGM B COOTBETCTBUM C HACTOSLUMM CTAHAAPTOM.

MoaroToBKa W aHanu3 KanmbpoBoOYHbLIX CMECel ra3oB ¢ UCMONb30BaHUEM 0BLEMHLIX METOL0B NoApPOBHO onucaHsbl
B Apyrux ctaHgaptax [1], [2], [3], [15]

MeTofbl co3gaHus KanMBpPOoBOYHbLIX CMeCceil rasoB € UCTONb3oBaHUeM pedpakToMeTpun NoApobHo onucaHsl B ony-
GrnuKoBaHHbIX MCTOUHMKaX [34], [35], [38] n cBegeHbl B Tabnuuy 201.CC.1.

Tabnuuya CC.1 — CBogka KoapdULMEHTOB ANns pedpaKkynm

Bewecrso [(I;I,':e_q')o M?géo rl.ll.gamﬂoconco??g:igcl\';g aBpe’ %%%TE;] BupunanbHblii koadduLMeHT, n/Monb
a). b) © npu 20 °C/npu 25 °Ca). b) npu 23 °C°)
[anoTtaH 1608,3 1603,2 -1,279/-1,228 -2,00
OHdpnropaH 1553,2 1540,4 -1,625/-1,504 -1,93
WM3odntopaH 1550,4 1563,3 -1,559/-1,473 -1,84
CeBodontopaH 1543,7 1538,3 -2,169/-2,020 -2,53
HecdnropaH 1235,3 1211,7 -1,231/-1,166 -1,11

3) B cOOTBETCTBUM C CChINKOIA [34].
b) B cooTBeTCTBUM C CCLINKON [35].
©) B COOTBETCTBMM C CCbINKO [38].
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MpunoxexHue DD
(cnpaBouHoe)

CCbINku Ha OCHOBHbI€ npuHUMNLbI

HacToawmin ctaHaapT NOAroToBneH AN nogAepXKn OCHOBHLIX NPUHLMNOB 6e30MacHOCTU U yHKLMOHANBHBIX Xa-
PaKTEPUCTUK MOHWUTOPOB [bIXATENBHbIX TASOB Kak MEANLIMHCKUX U3genuii B cooteeTcTBUM ¢ UICO/TP 16142. HacToAwuit
CTaHAapT npedHa3Ha4veH Ana npuMeHeHUA B Lenax OLeHKN COOTBETCTBUA.

CooTBeTcTBUE HacTosLeMy CTaHaapTy NpefcTaBnsaeT oguH 13 cnocobos AEMOHCTpaLmn COOTBETCTBUA cneLuanb-

HbIM OCHOBHBIM MpuHLMIaM, npuseaeHHsbIM B npunoxeHun A UCO/TP 16142, BosMOXHbI Apyrue crnocobel. B Tabnu-

Le DD.1 npusefeHa cxema COOTBETCTBUS pa3ferioB 1 NojpasfennoB HACTOSLLEro YacTHOrO CTaHAapTa OCHOBHBIM MPUH-
yunam NCO/TP 16142.

Tabnuya DD.1 — CooTBETCTBME MEXAY HACTOALMM CTaHAAPTOM M OCHOBHLIMU MPUHLIMMAMM

OCHOBHOI NpUHLMM Coome:c;‘l;}ggﬂzflop;_sanHe:;gggpasnen KommeHTapum
1,2,3 Bce
2 201.4.101, 201.7.2, 201.101.1, 208
3 201.4, 201.4.102, 201.101.1
4 201.11.8.101, 201.15.3.5.101, 201.101.1
S 201.15.3.5.101, 201.101.1
6 201.4, 201.4.102, 201.4.1032, 201.7.9.2, 201.11,
201.12.1, 201.12.4, 201.101.1, 208
7.1 201.11,201.101.1
7.2 201.11
7.3 201.11
7.4 — He npumeHsercsa
75 201.11,201.11.6.4
76 201.11.6.5.101, 201.101.1
81,811,812 201.11
8.2 201.7.2.17.101, 201.101.1
8.3 201.11
[aHHbLIA OCHOBHOW NpUHLMN
8.4 — He paccMOTPEH B HaCTOsILLEM
cTaHpapte
8.5 201.11
8.6 201.7.2.17.101
e DA
201.101.2, 201.102, 208
9.2 201.156.3.5.101, 201.101.1, 202
9.3 201.11
101 201.12.1, 201.12.4.101, 201.4.102, 201.101.1
10.2 201.12.4.101, 201.4.102, 201.102, 2086, 208
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OCHOBHOI MpUHLMN

CooTBeTCTBYIOWMI pasaen/nogpasgen
HacToslLLero cTaHaapTa

KommeHTapum

10.3 201.7.4.3

11.1 201.1011

11.21 201.9, 201.10
11.2.2 201.10, 201.101.1
11.3 202

11.4 201.7.9.2.1.101 ¢)

11.5.1,11.5.2,11.56.3

He npumeHsaeTca k RGM

121

201.14

12.2 201.11.8.101, 208

12.3 201.11.8.101, 208

12.4 201.7.2.101, 201.12.4.101, 208
12.5 201.101.1, 202

12.6 201.8,201.101.1

12.7.1 201.15.3.5.101, 201.101.1
12.7.2,12.7.3 201.9

12.7.4 201.8, 201.15

12.7.5 201.11, 201.101.1

12.8.1 — He npumeHsaetca k RGM
12.8.2 201.11

12.8.3 201.7, 206

13.1 201.7.2,201.101.2
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Mpunoxexnue JA
(cnpaBouHoe)

CBeaeHUs 0 COOTBETCTBUU CChINIOYHbIX MeXAYHAPOAHbIX CTaHAAPTOB
HaLUMOHanNbHbIM cTaHaapTaM Poccuickon Pepepauumn

Tabnwuya OA1

OBo3Ha4eHWe CCbINOYHOro CreneHb OGo3HaveHVe N HaMMeHOBaHWe COOTBETCTBYHOLLIETO
MeXAyHapoAHoro cTaHAapTa COOTBETCTBUA HaLMoHankeHoro cTaHaapTa
M3K 60601-1-2:2007 — *
M3K 60601-1-6:2010 — *
M3K 60601-1-8:2006 — *
MCO 7000:2004 — *
NCO 7010:2011 — *
NCO 14937 — *
NCO 152231 — *
NCO 17664 — *
NCO 80369-1:2010 — *
MCO/M3K 80601-2-13:2011 — *
MOK 60068-2-27:2008 — *
MOK 60068-2-64:2008 — *
M3K 60601-1-9:2007 — *
M3K 60601-1-10:2007 — *
MG3K 60601-1-11:2010 — *

" CoOTBETCTBYHOLIMIA HALMOHaNLHLIA CTaHAapT OTCYTCTBYeT. [0 ero yTBepX/AeHNs peKOMeHAYeTCs UCMoMb3o-
BaTk NEPEBO Ha PYCCKUI A3LIK AaHHOMO MeXAyHapogHoro ctaHaapTa. [epeBof AaHHOro MexAyHapo4HOro cTaHgaprta
HaxoguTcsa B defeparbHoOM UHDOPMaLMOHHOM (hOHLE TEXHUHMECKWUX PErMaMeHTOB U CTaHAapTOB.
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CUTMHAN MHOOPMALIMOHHBIM . .. .. ... ... i M3K 60601-1-8:20086, 3.23
CUCTEMA MEAVLIMHCKARA 3NIEKTPUYECKAS MPOrPAMMUPYEMAS
(PROGRAMMABLE ELECTRICAL MEDICAL SYSTEM, PEMS) . . .. . ... ... ..., M3K 60601-1:2005, 3.90
CUTMHAN CUTHATIUBALIMM . . . . . . e e M3K 60601-1-8:2008, 3.9
CUCTEMA CUTHAJIUBALIMM . . . ... . e M3K 60601-1-8:2008, 3.11
CUCTEMA YTUNN3ALUMUA AHECTE3UPYIOLUMXTA3OB. . ............ ... ... ...... NCO/MIK 60601-2-13:—"
201.3.207
CUCTEMA 3NEKTPUYECKAA MEOULMHCKAA (ME CUCTEMA) . . . .......................... M3K 60601-1:2005, 3.64
CUTYALMSA OMACHAST . . . . . . e M3K 60601-1:2005, 3.40
COCTOAHUE HOPMAJIBHOE. . . . . .. . o e M3K 60601-1:2005, 3.70
CPABATbIBAHUA CUFHANU3ALMU NO TEXHUYECKUM MPUMUHAM. . . .. .................. M3K 60601-1-8:2006, 3.36
CPE[IA YXO[A 3A NALUMEHTOM BOMALLHSAS . . . . .. .. ... M3K 60601-1-11:2010, 3.2
CPOK CIIYXKBbl OXKMBAEMDBIN. . . . . ... ... .. e M3K 60601-1:2005, 3.28
CTALMOHAPHDBIM . . ... .. e e M3K 60601-1:2005, 3.118
TOUHOCTBL UBMEPEHMM . . . . .. o e e e 201.3.205
TPAHCMOPTUPRYEMDIM . .. .. .. o e e M3K 60601-1:2005, 3.130
TPYBKA MPOBOOTBOPHAR . . . . .. .ottt e e e e e 201.3.212
YOAPABIEHME PUCKOM . . . ...t t  eeeeedecc M3K 60601-1:2005, 3.105
YCNOBUA EAUHUYHOIO HAPYLLEHMST . . . . ... ..ot M3K 60601-1:2005, 3.116
YCNOBUA CPABATBIBAHUA CUTHANUSALIMWN . . .. ... ... .. . i M3K 60601-1-8:2006, 3.1
YCTAHOBKM CUFHANMUSALMU NPEABAPUTENBHBIE . . . . .. ... ... i M3K 60601-1-8:2006, 3.6
YCTOMUMBOCTD . . . ..o ov oot e e e e e e e M3K 60601-1-2:2007, 3.13
YPOBEHb MPU UCTbITAHUAX HA YCTOMUUBOCTL KOHTPONBHBIA . .. . ... .. ... ... ... .. M3K 60601-1-2:2007, 3.15
GAUN MEHEBXKMEHTA PUCKA. . . . . . . M3K 60601-1:2005, 3.108
OYHKLUMA PABOYAA OCHOBHAS. . . . . . ... it M3K 62366:2006, 3.6
XAPAKTEPUCTUKU OYHKLUUOHANBHBIE OCHOBHDBIE . . ... .. ......... ... .. MO3K 60601-1:2005, 3.27
UACTB PABOUASR. . . . o o oo oot e e e e e e e e e M3K 60601-1:2005, 3.8
YETKO PASIIMUUMMDBIN . . . . . o oot e e e M3K 60601-1:2005, 3.15
WHYP MUTAHUS . . . o o e M3K 60601-1:2005, 3.87
BKCMAYATALMSA HOPMANBHAS . . . . . . ... M3K 60601-1:2005, 3.71

) My6nukyetcs.
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