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MNMpeancnoBue

Llenn, ocCHOBHble nMpuHUMNBLI K o0bwue npaBuna npoBedeHns paboT no
MeXrocyaapcTBeHHOM cTaHgaptusauumn yctaHosrieHbl [OCT 1.0 «MexrocygapcTBeHHas
cuctema ctaHgaptusaumn. OcHoBHble nonoxeHusi» n FOCT 1.2 «MexrocyaapctBeHHas
cucteMa ctaHgaptusaumn. CtaHgapTbl MEXrocydapCTBEHHbIE, NpaBuna n pekoMmeHaaumm
Nno MeXrocyaapCTBeHHOW cTaHaapTudaumun. MNpasuna paspaboTkun, NPUHATUS, OOHOBMEHUSA
N OTMEHbI».

CBepeHus o cTaHpgapTe

1 NoAroTtoBJEH O6wecTtBOoM C OrpaHnUyYeHHoOMn OTBETCTBEHHOCTbLH
«MegrexctaHgapTt» (OO0 «MepgrexcrtaHgapT») Ha OocHoBe COOCTBEHHOro nepeBoga Ha
PYCCKUIN A3bIK aHIOSA3bIYHON BEPCUN CTaHAapTa, yKa3aHHOro B NyHKTe 5

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEryriMpoBaHuUiO MU
meTposoruun (TK 011)

3 TPUHAT MexrocygapCTBEHHbLIM COBETOM MO CTaHZapTu3auuu, MeTpororum wu
cepTuukaummn (NPOTOKON OT 202 _r. Ne )

3a npuHsATUE NporonocoBanu:

KpaTtkoe HanmeHoBaHue | Kog ctpaHbl no MK CokpalleHHoe HaMMeHoBaHue
ctpanbl no MK (MCO 3166) |(MCO 3166) 004-97 HauWoHanbHOro opraHa no
004-97 CTaHgapTusaumm

4I'Ip|/1|<asoM dJe,qepaanoro areHTctBa no TEexXHU4YeCKoMy perynmposaHnio u“

MeTporiormn ot 202 1. Ne MEXroCcyaapCTBEHHbIA CTaHOapT
FOCT IEC 60601-2-39-202_ BBeAeH B OeWCTBME B Ka4ecTBe HaUMOHanbHOro ctaHgapTta
Poccuinckon depepaunm ¢ 202_ .

5 Hactoawmn crtaHgapT maeHTUYeH MmexagyHapogHomy ctaHgapTy IEC 60601-2-
39:2018 «WM3pgenua meauuuHckme anekTpuyeckme. Yactb 2-39. YacTHble TpeboBaHus
6e30MacHOCTM C y4ETOM OCHOBHbIX (PYHKLUMOHAmMbHbBIX XapakTEPUCTUK K MEPUTOHEANTbHOMY
ananusatopy» (IEC 60601-2-39:2018 «Medical electrical equipment — Part 2-39: Particular
requirements for basic safety and essential performance ofperitoneal dialysis equipment,
IDT).

MexayHapoaHbIin cTaHgapTt paspaboTtaH NoAKOMUTETOM 62D IEC
«QnekTpoMeanunHcKas annapatypa» TexHun4yeckoro KomuTeTa 62
«dnekTpoobopygoBaHMe B MEOULIMHCKON NPaKTUKEY .

Mpn NpMEeHeHUM HaCcTOSALEero ctaHgapTa pPeKkoMeHOyeTCcs UCMOoNb3oBaTb BMECTO
CCbINTOYHbIX MEeXOYHapOOHbIX CTaHOAPTOB COOTBETCTBYIOLIME UM MEXIOCYAapCTBEHHbIE
cTaHOapTbl, CBEOEHNA O KOTOPbIX NPpMBEAEHbI B AONOMAHUTENBHOM NpunioxeHnn A

6 BBEJEH BINEPBbIE
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UHpopmayus o esedeHuu 8 delicmeue (npekpaweHuu deldcmeusi) Hacmosiueao
cmaHOapma U U3MEeHeHUlU K HeMy Ha meppumopuu yKal3aHHbIX 8bllie 20cydapcme
nybrukyemcsi 8 ykasamesisix HayuoHarbHbIX cmaHdapmos, u3dasaembiXx 6 3mux
eocyfapcmeax, a makxke 6 cemu WHmMepHem Ha calmax Cco0meemcmeayuux
HayuoHarsbHbIX op2aHo8 1o cmaHdapmu3ayuu.

B cnyyae nepecmompa, U3MEHEHUS Uuu OmMeHbl Hacmosuw,e2o cmaHdlapma
coomeemcmeyrow,asi uHgpopmauyusi bydem onybriukoeaHa Ha ogbuyuaribHOM UHMepHem-
catime MexaocydapcmeeHHo20 cogema [0 cmaHOapmu3ayuu, Memporsoauu U
cepmucbukayuu e kamarozae «MexeocydapcmeeHHble cmaHdapmbiy»

© IS0, 2018 — Bce npaBa coxpaHstoTCs
© OdbopmneHmne. PIbY «PCT», 202

B Poccunckon depepaumm HaCTOAWMA CTaHOAPT HE MOXeT

OblTb MOMHOCTLID UM YaCTMYHO BOCMNPOU3BELEH, TUPAXMPOBAH U

T pacnpocTpaHeH B KadecTBe oduumanbHoro wusgaHusa 6es

paspeweHus dPegepanbHOro  areHTCTBa MO TEXHUYECKOMY
perynmpoBaHuio 1 MeTposiormm
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CopepxaHue
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201.6 Knaccudumkaums ME NSOENUN U ME CUCTEM ...,
201.7 NoeHTudmkauunsa, MmapkupoBka 1 JokymeHTauma ME NSOENUN .o
201.8 3awwmta ot ONTACHOCTEW nopaxeHus anektpuyueckum Tokom ot ME U3OENNSA ...
201.9 3awmta oT MEXAHUYECKMX OMACHOCTEW, cosnasaembix ME U3AENNAMMU u
ME CUCTEMAMU ... asasasasssssssssssssssssssssnsnnnnnsnnnnnns
201.10 3awwmra o ONMACHOCTEW Bo3aeicTBMst HexxenaTenbHOro U Ype3MepHOro
T T )AL T
201.11 3awwmTa oT YpeamepHbix Temnepatyp u Apyrux ONMACHOCTEW ........ccccocvevevenee.
201.12 TO4YHOCTb OpraHoOB ynpasfieHnst U U3MEPUTENbHbIX NPUGOPOB 1 3aLmTa OT
ONACHbIX 3HAYEHUIN BbIXOOHBIX XAPAKTEPUCTUK ....vvvrrerrerrinnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnns
201.13 OMNACHBbIE CUTYALINWN n ycnosus Hapywenna ons ME USOENUA......................
201.14 NMPOrPAMMUPYEMBIE SNEKTPUYECKUME MEOVNUMHCKME CUCTEMbI

201.15 KoHcTpyKumsa ME UBOEJIUS ...
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201.17 OnekTpomarHuTHasi coBmectmocts ME U3OEJNIMA n ME CUCTEM ......coveveee...
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208* O6Lwme TpeboBaHWs, UCMbITAHUSA N PYKOBOASLME YKa3aHUSA MO NPUMEHEHUIO
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211 TpebosaHus k MEAVUMHCKUM SJTIEKTPUYECKUM U3OENNAM n
MEONLUNHCKNM SNEKTPUYECKM CUCTEMAM, ncnonb3yemsiMm Anis
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Mpunoxenne OA (cnpaBo4dHoe) CBeaeHMsi O COOTBETCTBUM CChINOYHBIX MEXAYHAPOLHbIX
CTaHAAPTOB MEXIOCY4aPCTBEHHBIM CTAHAAPTAM ...ccvvvvveeeeeeeeeeeeeeeeeeeeeeeeee
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BBeneHue

CuutaeTcs, 4YTO MUHUMAarbHble TpeboBaHWA 6Ge3onacHOCTU, NPUBEAEHHbIE B
HacTosileMm cTaHgapTe, obecneuynBaloT MNpPaKTUYECKyl cTeneHb 6e3onacHoCTU npu
akcrinyataumn ME U3OENUW ans NEPUTOHEAJTbHOIO OVANNSA.

Hactoawmn craHgapT uaeHTuYeH mexgyHapogHomy ctaHgapty IEC 60601-2-39,
nogrotoesrneHHoMmy nogkomutetom 62D IEC «3OnektpomeanuuHckasi annapatypay
TexHu4veckoro komuteTa TK 62 «OnekTpoobopyaoBaHmMe B MEANLIMHCKOW MPaKTUKEY.

TpeTbe wu3gaHMe OTMeHsieT U 3aMeHsieT BTopoe wu3gaHue |IEC 60601-2-39,
onybnukoBaHHoe B 2007 r. TpeTbe wu3gaHMe npeacTaBnseT cobon TEXHUYECKUN
nepecmoTp.

OTO m3gaHue BKMAOYaeT criedyllmne CyLeCTBEHHbIE TEXHUYECKME W3MEHEHUSA Mo
CpaBHEHUIO C NpeabIayLLMM n3gaHnem:

a) obHoBneHne ccbinok Ha IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012;
ccbinok Ha IEC 60601-1-2:2014 n ero TpeboBaHun; ccbinok Ha IEC 60601-1-6:2010 n IEC
60601-1-6:2010/AMD1:2013; ccbuiok Ha IEC 60601-1-8:2006 wn IEC 60601-1-
8:2006/AMD1:2012 n ero TpeboBaHun; u ccbinok Ha IEC 60601-1-11:2015 wn ero
TpeboBaHui,

b) penakuMoHHbIE YCOBEPLLUEHCTBOBAHMS;

C) ynyyweHue nyHKTa/MOAMYHKTOB, Kacawwmxcsa TpeboBaHMA K  OCHOBHbIM
PYHKUNOHANbHBIM XapaKTepUCTUKaM;

d) HoBble TpeboBaHMA K NPepbIBAHNIO 3MEKTPONUTAHWS.

Tekct IEC 60601-2-39 ocHOBaH Ha creayloLwmnx JOKYMeHTax:

OxkoH4YaTenbHbIN NPOeKT
OT4eT 0 ronocoBaHun
MeXayHapoaHoro ctaHgapTa

62D/1558/FDIS 62D/1586/RVD

MonHyto MHGopmaumio o ronocoBaHuu no yrteepxaeHuto IEC 60601-2-39 MOXHO
HaNTW B OTYETE O royI0OCOBAHUK, YKa3aHHOM B MPUBELEHHOM Bbille Tabnuvue.

Penakums wmexgyHapogHoro craHgapta noarotoerieHa B COOTBETCTBUU  C
Oupektneamun ISO/IEC, yacTb 2.

B HacTosilem cTaHgapTe NPpUHATBLI cneayroLmne WpudToBbIE BblAENEHUS:

- TpeboBaHMa N onpegeneHns — NPAMon LWPUAT;

- MemoOdbl ucrbimaHul — Kypcus;

Vi
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- WH(OPMALMOHHLIN MaTepuan, NpuBEAEHHbI BHe Tabnuy (NpyMmedvaHusi, npuMmepbl n
crnpaBo4vHadA MHd)OpMaLlVIFI), a TaKxe HOpMaTVIBHbIVI TEeKCT TaGJ‘IMLI, - LLIpI/ICbT YMEHbLUEHHOIO
pa3mMepa;

- TEPMWUHbI, OMNPEOENEHHBLIE B PASOEJIE 3 OBWENO CTAHOAPTA N B
HACTOALWEM CTAHOAPTE — SAITABHbIE BYKBHI.

B HacTosilem cTaHOapTe TePMUHbI O3HAYaloT:

- «NYHKT» — oAHa u3 17 yacten ctaHaapTa, YkasaHHbIX B COAEp)KaHUU, BKOYasi BCe
NOANYHKTbI (HANpUMep, NYHKT 7, BKNtoYasa ero nognyHkTel 7.1, 7.2 N 1. 4.);

- «MOAMYHKT» — TMPOHYMEpOBaHHasa MocneoBaTeNnbHOCTb MOAMYHKTOB  MyHKTa
(Hanpumep, noanyHkTbl 7.1, 7.2 n 7.2.1 aBRa0TCA NOANYHKTAMWU NyHKTa 7).

[Mepen ccbifikOM Ha MyHKT U nepeg ero HOMepoM B HacTosiweM cTaHgapTe Oypet
CTOATb CITIOBO «MYHKT», @ CCbIflka Ha NOAMNYHKT — OrpaHN4MBaThbCs NALLb €ro HOMEPOM.

B HacTosiwem ctaHgapTe cow3 «unm» OyaeT MCNoNb30BaH Kak BKIOYAOLEE <KUY,
T. €. yTBEPXAEHNE ByaeT UCTUHHBIM Npu Nobon KoMOGUHaL MK YCOBUIA.

[maronbHble OpPMbl, UCNOMb3yeMble B HACTOSAWeEM CTaHgapTe, coBnagakT Mo
dopme ¢ onucaHHbIMU B npunoxeHun H Oupektus ISO/IEC (4acTtb 2).

3HayeHne BcrnomoraTesbHbIX rMaronos:

- «JOfMKeH» — cooTBeTCTBME TpeboBaHUAM UM UCMbITaHUSAM 0bdA3aTefnibHO Ans
COOTBETCTBUA HACTOALLEMY CTaHOAPTY;

- «cnepyet» — cOOTBETCTBME TpeboBaHNAM UNU UCMbITAHUSM PEKOMEHOOBAHO, HO
He o6a3aTenbHO ANsi COOTBETCTBUA HACTOALLEMY CTaHAaPTY;

- «MOXEeT» — OfnucaHuMe [OnyCTUMbIX NyTen  OOCTMXKEHUS  COOTBETCTBUS
TpeboBaHUAM UK UCMbITAHUAM.

3HaK 3Be3goyku (*) y HOMepa nyHKTa, Wnu nognyHKTa pasgena, Win 3arofnoska
Tabnuubl ykasblBaeT, 4TO B NpunoxeHun AA npneegeHbl COOTBETCTBYHOLLME MOSICHEHUS.

MepeyveHb Bcex yacten cepumn IEC 60601 nog obwmm HammeHoBaHuem «W3genus

MeOMLUMHCKME ANEeKTpUYeckme» MOXHO HanTu Ha Beb-canTte IEC.

Vi
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(V)

MEXIOCYODAPCTBEHHB UWCTAHAOAPT

M3DENNA MEOAUUUNHCKUE SNEKTPUYECKUE

YacTtb 2-39

YacTtHble TpEﬁOBaHVIFl Ge3onacHoOCTU C y4eTOM OCHOBHbIX

PyHKLMOHANbHbIX XapaKTepPUCTUK K NepUTOHeanbHOMYy Auanu3aTopy

Medical electrical equipment. Part 2-39. Particular requirements for basic safety

and essential performance ofperitoneal dialysis equipment

Harta BBegeHnsa — 20 — -

201.1 O6nacTb NPMMEHEHUA, Lenb U COOTBETCTBYHOLLIME CTaHOaPThbI

MpuMeHsoT NYHKT 1 obLuero ctaHaapTal), 3a UCKNYeHMeM creayoLero:

201.1.1 O6nacTb NpUMEHEeHUA

3ameHa:

Hactoawwmin craHgapT pacnpocTpaHsetca Ha Tpeboeanma k OCHOBHOW
BE3OINMACHOCTM n OCHOBHbLIM ®YHKUNOHAJIbHbIM XAPAKTEPUCTUKAM ME
U3OENUA pns MEPUTOHEANBHOIO [OWANU3A, kak onpegenedo B 201.3.208, B
panbHenwem wumeHyemblx 14  WUSOEMMA. On  npumennm kMO WUSOEJINAM,
npegHasHa4YeHHbIM AN UCNOoSIb30BaHUS MEeAULUHCKMM NepcoHanom unu nog HabnwgeHmem
MeanumHCKNX akcneptos, Bkntovas M4 U3OEJIMA, kotopbimu ynpasnset [MALUUEHT,
He3aBucMmo oT Toro, ucnonb3yetca nu N0 WNSOEJIME B 6onbHuue mnn B AOMAaLLHMX

YCNOBUSX.

DO6wmin ctanpgapt IEC 60601-1:2005 mn IEC 60601-1:2005/AMD1:2012 «W3pnenus meauumHcKue
anektpnyeckme. Yactb 1. O6wwue TpeboBaHWs 6Ge3onacHOCTM C YYETOM OCHOBHbIX (DYHKUMOHANbHbIX

XapaKTepUCTUKY.

lpoekm, RU, nepeas pedakuyusi
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Ecnu nyHKT vnn noanyHKT HACTOsALWero craHgapTa pacnpocTtpaHdaeTcs Tonbko Ha ME
NU3OEJINA unu tonbko Ha ME CUCTEMBbI, To 310 6ygeTt ykazaHO B 3arofioBKE U TEKCTe
AAHHOrO nNyHKTa wnu nognyHkta. Ecnv He ykasaHo obpaTHOe, TO MYHKT WM NOAMNYHKT
pacnpocTpaHsietcs n Ha ME USOENNA n na ME CUCTEMBbI.

OMACHOCTW, npucywme npegycMOTpeHHON duanonorndyeckon dyHkunen ME
W3OEJTINA nnn ME CUCTEMBbI B pamkax o6nactu npMMeHeHNss HacTosILLEero ctaHaapTa, He
OXBaTbIBAKOTCA YaCTHbIMU TpeboBaHNAMM HACTOALWEro CTaH4apTa, 3a UCKMOYEHNEM MYHKTOB

7.2.13 n 8.4.1 obwero ctaHgapTa.

MpnumevyaHume — Cm. Takke 4.2 obwero ctaHgapTa.

Hactoawun crtaHgapt Takke npumenHum k 0 WU3OEJTIMAM, wucnonbsyembiMm gng
KOoMneHcauumn nnm obneryeHmst COCTosiHUSA npu 3aboneBaHusx, TpaBMmax Unn MHBanMOHOCTU.

TpeboBaHMA HacTosLIEro craHgapTa He pacnpocTpaHsitoTes Ha JUANN3UPYIOLWNA
PACTBOP unu KOHTYP OUANN3NPYIOLWEIO PACTBOPA.

201.1.2 Uenb

3ameHa:

Llenb HacTosillero crtaHgapta — YCTaHOBUTL 4YacTHble Tpebosavua k OCHOBHOW
BE3OMNACHOCTN n OCHOBHbIM ®YHKUWNOHAIIbHBIM XAPAKTEPUCTUKAM T
N3OENWIA, kak onpeaeneHo B 201.3.208.

201.1.3 AdononHuTernbHble CTaHAAPTbI

HononHeHue:

Hactoswmn craHgapt wcnonb3yeT CCbIIKM Ha MpUMEHSEeMble  OOMONHUTENbHbIE
CTaHgapThl, KOTOPbIE NepeYncrieHbl B NyHKTe 2 obwero ctangapTta v B nyHkTe 201.2.

IEC 60601-1-2:2014, IEC 60601-1-8:2006 wn IEC 60601-1-8:2006/AMD1:2012 n
IEC 60601-1-11:2015 npuMeHslOT C u3MeHeHusamMu B nyHktax 202, 208 u 211
cooTBeTCcTBEHHO. IEC 60601-1-3 1 IEC 60601-1-12 He npumeHstoT. IEC 60601-1-9:2007 un
IEC 60601-1-9/AMD1:2013 He npuMeHsoT, Kak ykasaHo B nyHkTe 209. Bce ocTanbHble
AOMNONHUTENbHbIE CTaHO4ApPTbl, onybnukoBaHHble B cepun IEC 60601-1, npuMeHsA0T B TOM

BMAE, B KAKOM OHU OMNyGIIMKOBaHbI.
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201.1.4 YacTtHble cTaHOApPTbI

3ameHa:

YacTtHble ctaHgaptel cepum IEC 60601 MOryT M3MeHATb, 3aMEeHATb UM OTMEHSATb
TpeboBaHunsa, cogepxawmecs B o06LWeM cTaHOapTe W OOMNOSNHUTENbHbIX CTaHZapTax,
UMELLNX NPSIMOE OTHOLEeHME K koHkpeTHomy ME U3OEJNUIO, a Takke moryT nobaBnatb
apyrve TpeboBaHus K OCHOBHOM BE3OMNACHOCTHU n OCHOBHbIM
OYHKUNMOHAINBbHBIM XAPAKTEPUCTUKAM.

TpeboBaHMs HacToswWwero craHgapTa SBNSKTCA NPUOPUTETHLIMU MO OTHOLLEHUIO K
COOTBETCTBYHOLLMM TpeboBaHMsIM obLero ctaHgapTa.

[na KpaTKOCTM U3NOXEHUS B HACTOsILLEM CTaHAapTe B KayecTBe obuwero craHgapTta
ykasaH IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012. [JononHuTenbHble CTaHAapTbl
00603Hay€eHbI N0 X HOMEpaM.

Hymepauusa nyHKTOB M MOAMNYHKTOB HACTOSILWLEro CTaHgapTa COOTBETCTBYET obuiemy
ctaHgapty ¢ npuctaskon «201» (Hanpumep, nyHkT 201.1 HacToswero craHgapTta
COOTBETCTBYET coAepXaHuto nyHkTa 1 obuwero crtaHgapta) unmM  OONONHUTENbHOMY
cTaHgapTy ¢ npuctaBkon «20x», roe «x» — 3TO nocnegHss(ne) uudpa(bl) Homepa
AOMNOSHUTENbHOrO  cTaHgapta (Hanpumep, nyHkT 202.4  HacTosiwero craHgapTa
COOTBETCTBYET COAepXaHuo nyHkTa 4 gononHutensHoro ctaHgapta IEC 60601-1-2, nyHKT
203.4 HacTOslILero crtaHgapTa COOTBETCTBYET COAEpXaHU MNyHKTa 4 [ONOMHUTESNbHOMO
ctraHgapTta IEC 60601-1-3 nT.4.). MIameHeHnsa Tekcta obuwero ctaHaapTa o06O0O3HaYeHbI
cnegyoLwmnmMm crnoBamu:

- «3aMeHa» O03Ha4yaeT, 4TO MNYHKT WM  NOoAMYHKT obuwero cTanHgapTa wnu
COOTBETCTBYHLLErO AONOSTHUTENbHOrO CTaHA4apTa NOSTHOCTLIO 3aMEHEH TEKCTOM HaCTOSILLEro
cTaHgapTa;

- «OONOSfIHEHME» — TEeKCT HacTosAWwero craHgapta sBNAeTCAa AOMOSIHEHMEM K
TpeboBaHnAM obLlero ctaHgapTa Unn COOTBETCTBYIOLLIErO AOMOMHUTENBHOIO CTaHAapTa;

- «M3MEHeHMe» — MYHKT UNu NoAnyHKT obwero cTaHgapTa WM COOTBETCTBYHOLLEIO
AONOMNHUTENBHOIO CTaH4apTa M3MEHEH B COOTBETCTBMM C TEKCTOM HACTOSLLIEro cTaHaapTa.

MoANyHKTbI, PUCYHKM WM  Tabnuubl, KOTOpble SABMASKTCSA OOMNOMHUTENbHBIMU - K
anemeHTam obuiero craHgapTta, npoHymepoBaHbl HaymHasa ¢ 201.101. OgHako BcreacTeue
TOro, 4YTO onpegeneHns B obuwem cTtaHgapTe NpoHymepoBaHbl HavvHas ¢ 3.1 no 3.147,
AONONHUTENbHbIE ONpedeneHns B HacTosWeM CcTaHgapTe NpOHyMepoBaHbl HavvHas C
201.3.201. [JdononHuTenbHble npuroxeHuss obo3HayeHbl 6GykBamn AA, BB wurT. g,

AONOJSTHUTENbHbIE NepeyncrieHnss — aa), bb) n . a.
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MoAnyHKTbI, PUCYHKM WM  Tabnuubl, KOTOpble SBASKOTCA OOMNOMHUTENbHBIMU K
aneMeHTaM [OOMNOJSIHUTENbHOrO CTaHAdapTa, NPOHYMepoBaHbl HadnHaa ¢ «20x», rge «x» —
HOMep [JONOoSIHUTENbLHOro cTaHgapTa, Hanpumep 202 gna IEC 60601-1-2, 203 ans
IEC 60601-1-3 n T. 4.

TepMWH «HaCTOALWMN CTaHO4apPT» WCMNONb30BaH M5 COBMECTHOW CCbINIKM Ha 0o6LWwumn
cTaHgapT, nobble NpUMEHUMbIE [ONOSNHUTESNbHbIE CTaHA4ApPTbl M HACTOAWMK CTaHaapT,
BMeCTe B3dTble.

B cnyyae oOTCyTCTBMA COOTBETCTBYHOLLErO MyHKTA WM NOAMYHKTA B HACTOALLEM
cTaHgapTe MNpPUMEHSOT 6e3 M3MEeHEeHWN COOTBETCTBYIOLUMA MYHKT UMW NOANYHKT obLuero
cTaHgapTta unm npMMEeHUMOro AOMNONHUTENBHO CTaHAapTa, JaXe eCriv OH He pefieBaHTeH; B
HacTosILLEM CcTaHOapTe yKkasaHbl YCNOBUSA HENPUMEHUMOCTU JI060ro nyHKTa uUnm nognyHKTa

obLuero ctaHgapTa Unv NPUMEHUMOro AOMNONHUTENBHOIO CTaHaapTa.

2 HopmaTuBHbI€ CCbISNKU

MpnmevyaHune — MHpoOpMaLMOHHLIE CCbISIKM NpMBeaeHbl B bubnmorpadum.

MpuMeHSAT NYHKT 2 obLiero ctaHgapTa, 3a UCKIMIOYEHNEM CrieyHLLEro:

3ameHa:

IEC 60601-1-2:2014, Medical electrical equipment — Part 1-2: General requirements
for basic safety and essential performance — Collateral Standard: Electromagnetic
disturbances — Requirements and tests (U3genus meanumHckmne anektpudeckue. Yactb 1-2.
Ob6wwme TpeboBaHUA H6e30NaCHOCTU C Y4ETOM OCHOBHbIX (PYHKLMOHANbHbBIX XapakKTepUCTUK.
JononHutenbHbln  CTaHOapT. ONEeKTpoMarHUTHagd  COBMECTUMOCTb. TpeboBaHus u
NCMbITaHUSA)

IEC 60601-1-6:2010, Medical electrical equipment — Part 1-6: General requirements
for basic safety and essential performance — Collateral standard: Usability (M3penus
MeanuuHckmMe anekTpudeckme. Yactb 1-6. Obwme TpeboBaHusi 6e30MacHOCTM C y4eToM
OCHOBHbIX PYHKUNOHANbHbIX XapaKTEPUCTUK. JononHuTenbHbIN cTaHaapr.
QkcnnyaTaynoHHasa NpUrogHoCTb)

IEC 60601-1-6:2010/AMD1:2013

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 (M3genna megmumnHckue anektpudeckue. Yactb 1-8. Obwmne tTpeboBaHus
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6e30MacHOCTM C y4EeTOM OCHOBHbIX (DYHKUMOHAmNbHbBIX XapaKTepucTuk. [OnonHUTENbHbIN
ctaHgapT. O6wume TpeboBaHMA, UCMbITAHUA W PYKOBOASALWIME YKasaHMs MO NPUMEHEHWIO
CACTEM  CUTHanM3aumMm  MEOULMHCKMX  JMEeKTPUYECKUX  U3denun  un  MeaULMHCKUX
3NEKTPUYECKMX CUCTEM)

IEC 60601-1-8:2006/AMD1:2012

[lornonHeHue:
IEC 60601-1-11:2015, 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 (U3genus meguumHckue anektpudeckune. Yacts 1-11. Obwwme
TpeboBaHNA 6e30NacHOCTM C Y4eTOM OCHOBHbIX (PYHKLUMOHAmNbHbIX XapaKTepPUCTUK.
HdononHutenbHbIn cTaHgapT. TpeboBaHMA K MeOULMHCKMM SMeKTPUYEeCcKUM u3genvsam u

cucTeMaM, UCMonb3yeMbIM AN MeAULMHCKON NMOMOLLM Ha A0MY)

3 TepMuHBbI U onpeneneHus

B HacTosiwem ctaHgapTe MCnonb30BaHbl TEPMUHbI U OnpedeneHnsi, NpuBeAeHHbIE B
IEC 60601-1:2005 n IEC 60601-1:2005/AMD1:2012, IEC 60601-1-2:2014, IEC 60601-1-
8:2006 wn IEC 60601-1-8:2006/AMD1:2012, IEC 60601-1-11:2015 npUMEHNMbIX
pononHutenbHbiX ctaHgaptax |IEC 60788:2004, a Takke cnegywwme TepMUHbl C

COOTBETCTBYIOLLMNMU onpeaeneHnamn.

ISO n IEC nogpepxuBaloT TepMuHomnormdeckne 6asbl OaHHbIX ONA NPUMEHEHUS B
cdepe cTaHgapTU3aLMK NO CneayLmMM agpecam:

- Onektponeaunsa IEC goctynHa no cebinke: http://www.electropedia.org/.

- nnaTtdopma oHnarH-npocmMoTpa ISO gocTynHa no cebinke: https://www.iso.org/obp;

MpnmevyaHne — AndaBuTHbIM YyKasaTenb TEPMWHOB MNPUBEOEH B KOHLE HacTodALero

cTaHpapTa.

LononHeHue:
201.3.201 AnAa ME U3AOEJIUE (APD ME EQUIPMENT): ME U3OEJIME, ncnonb3yemoe
ansa ABTOMATU3SNPOBAHHOITO NMEPUTOHEAJIBHOTIO ANATTASA.


http://www.electropedia.org/
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201.3.202 ABTOMATU3UPOBAHHbIA TMEPUTOHEANbHbLIA OWANU3, ANA
(AUTOMATED PERITONEAL DIALYSIS, APD): Cnoco6 npoBegeHusas Aauvanmsa c
aBTOMaTU4YECKMM OOMEHOM XNOKOCTU B OpIOLLNHE.

201.3.203 AMANU3UPYIOLLUA PACTBOP, N PACTBOP (DIALYSING SOLUTION,
PD SOLUTION): >XngkocTb Ha BOASIHOM OCHOBE, cofep)Kallas aNeKTposniMThbl U, Kak NpaBusio,
Bydep 1 rnokosy, 1 npegHasHavdeHHas ans obmeHa pacTBOPEHHbLIMM BeLeCTBaMU BO BpeEMS
MEPUTOHEAJTIBHOIO OWAJTNSA.

Mpumeyvyanune — JUANTU3UPYIOLLIMA PACTBOP moxeT 6biTb M3rOTOBREH NpeaBapuTesisHo
Kak (papmaueBTUYECKMA MpenapaT B COOTBETCTBUM C NPUMEHMMOW hapMakonenHonW cTaTben U
yrnakoBaH B MeLLKn unu 6uiTb npurotosneH N4 USOENMEM vnu nogseprHyT nameHenuto coctasa N[
N3OENVEM.

201.3.204 KOHTYP OUWANN3UPYIOLLEINO PACTBOPA (DIALYSING SOLUTION
CIRCUIT): YacTb X1OKOCTHOrO KOHTYpa, KoTopas nepeaaeTt ANANU3UNPYIOLLNA PACTBOP
n3 Mo U3OEJNINA B 6prowHyto nonoctb MNMAUMEHTA, a 3atem B ApeHaHbI MELUOK Unu

ApeHax, nnun nposogdume 4actu, NOCTOAHHO NOAKIKOYEHHbIE K XXNOKOCTHOMY KOHTYPY.

MpnumevyaHume — 310 PABOYAA YACTD.

201.3.205 MPUTOK (INFLOW): ®asa, BO BpeMsa KOTOpPOW 3arnonHsieTcss OprolHas

NoJioCThb.

MpumeuvaHue — TepMUH «3arnonHEHMe» OBbIYHO WCMOMNb3yeTCA Kak CUHOHWM TepMuHa
«MPUTOK».

201.3.206 OTTOK (OUTFLOW): ®asa, BO BpeMs KOTOPOW OMOPOXHSAeTCs OproluHas

NnoJioCThb.

MpumevyaHune — TepMnH «cnnB» 0BbLIYHO NCNONB3YETCA Kak CMHOHUM TepMmnHa « OTTOKY.

201.3.207 NEPUTOHEAIbHbIA AUANN3 (PERITONEAL DIALYSIS): MPOLIECC, npu
koTopom JVNANN3NPYIOLWMIA PACTBOP BeoasaT B 6ptoLuHyto nonoctb MALIMEHTA u 3atem

yoansior.
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MpumevyaHue — JUANM3UPYIOLLMA PACTBOP moxeT 6biTb OCTaBfieH B OpIOLIHON

NOJIOCTU Ha HEKOTOPOE BpeMA UM MOXKET HerNnpepbiIBHO 3aMEeHATbLCA.

201.3.208 ME U3AENMUE ONA NEPUTOHEAJIbHOIO OUWAINU3A, N WU3OENUE
(PERITONEAL DIALYSIS ME EQUIPMENT, PD EQUIPMENT): ME WS3OEJINA,
ucnono3yemole ana nposeaeHna NEPUTOHEAJIBHOIO OUWAINUN3A, sknwouvaa AL ME
N3OENNA.

201.3.209 CUCTEMA 3AWNTbI (PROTECTIVE SYSTEM): ABTOMaTu4eckas cucrtema
UM KOHCTPYKTMBHAsA 0COBEHHOCTb, crneunansHo paspaboTtaHHas gns 3awutbl NMAUMEHTA
oT OMACHbIX CUTYALIUI.

201.4 Obwme TpeboBaHUA

MpuMeHsT NYHKT 4 06LLero ctaHaapTa, 3a UCKIMIOYEHNEM CrieyoLLEro:

201.4.3 OCHOBHbIE ®YHKUUOHAJIbHbLIE XAPAKTEPUCTUKIA

[ononHeHue:

201.4.3.101* AQononHutenbHble TpeboBaHua Kk OCHOBHbIM ®YHKLUMOHAJIbHbIM
XAPAKTEPUCTUKAM

Ecnm npumennmo, OCHOBHBLIE ®YHKUMOHAINBHBIE XAPAKTEPUCTWKW T4
N3OENAN BkntoyaloT, HO He OrpaHM4YMBalOTCA UMK, (PYHKUUKM, yKa3aHHble B MOAMYHKTaXx,
npusegeHHbIx B Tabnvue 201.101, KOoTOpble OOMKHbLI BbIMNOMHATECA B npegenax OOnyCcKoB,
yka3aHHbix USTOTOBUTENEM ana HOPMAJIIbHOIO COCTOAHNA.

Tabnuua 201.101 — TpeboaHns kK OCHOBHbLIM ®YHKLINOHATIbHbIM XAPAKTEPUCTUKAM

TpeboBaHue MoanyHkT

Ckopoctb notoka AVNAJTM3NPYIOLWLENO PACTBOPA Bo Bpems | 201.4.3.102
MPUTOKA/OTTOKA

BanaHcuposka obbema OUAJTTMSUPYIOLWENO PACTBOPA (o6bem | 201.4.3.103
NMPNTOKA/OTTOKA)

Bpemsa npebbiBaHnsa (Bpems Bblaepxkun) Ha NMEPUTOHEAIIBHOM | 201.4.3.104
ANANN3E

Cocras ANAJIM3UPYIOLLEIO PACTBOPA 201.4.3.105

Temnepatypa OVAJIM3NPYIOLWEIO PACTBOPA 201.4.3.106
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NMpumevyaHne — Hekotopple OCHOBHbIE ®YHKLUMOHAJIBHBIE XAPAKTEPUCTWKW,

nepeydncneHHole B Tabnuue 201.101, 3aBUCAT OT XapaKTEPUCTMK pacxogHbIX MaTepranos.

201.4.3.102* Ckopoctb notoka [OUAJIUSUPYIOLLENO PACTBOPA Bo Bpewms
NMPUTOKA/OTTOKA

TouHocTb ckopoctn notoka OUAINTM3UPYIOWLENO PACTBOPA, nogasaemoro [
U3OEJMIMEM Bo Bpems TMPUTOKA/OTTOKA «k TTAUMEHTY w©n oT Hero, p[JomkHa

cooTBeTcTBOBaTb TpeboBaHuam N3rOTOBUTEJSIA.

MpumeyaHue - Ckopoctb notoka OVAJIMSUPYIOWEINO PACTBOPA Bo Bpewms
NMPUTOKA/OTTOKA Hwke yCTaHOBIIEHHONO 3HA4YEHMsI CUUTAETCs BpenoHOW Ansa CcTaHAapTHOro

neyeHunsa.

Coomeemcmeue ycmaHaenuearom rpu cnedyrowux yCcrao8usix UcbimaHus:
- Ycmanaesnuearom [N U3SLEJIME Ha obbem 3arnonHeHus unu obbem UuKra pasHbIe
2,0 1 unu Ha ykasaHHble USFTOTOBUTEJIEM coomeemcmesyrouwue obbem 3arnosiHeHUs unu
yukna.
- lModknroyarom 14 U3LOESIME «k modenu TALUMEHTA, codepxauwel cnedyrouwue
3/1eMEeHMbI:
- Mycmod unu Yacmuy4yHo 3arofiHeHHbIU MewoKk  0ns XKudkocmu
coomeemcmeyru,e2o pasmepa, umumupyrouwut 6prowHyro nonocms MALUUNEHTA, u
- OepaHu4qumenb nomoka Ha nuHuu mexdy 4 USOE/IMEM u mewkom 0ns
Xudkocmu, — umMumupyrowuli  KOMOUHUPOBaHHOE  COMPOMUBIIEHUE  [OMOKY
rnepumoHeanbHO20 Kamemepa, Habopa Ons nepenueaHuss U coeduHumersns 8
coomeemcmeuu ¢ pekomeHOauusamu MU3FOTOBUTESIA. OepaHudumesis nomoka
Moxxem, Harpumep, npedcmasnisame cobol cunukoHosyto mpybky OnuHou 60 cm ¢
8HympeHHUM duamempom 2,67 Mm.
- Ycmanasnuesarom memnepamypy ANATINSUPYIOLEMO PACTBOPA Ha 37 °C, ecrnu
rpUMeHUMO.
- Ycmanaenueatom [ U3LOEJIME Ha MuHumarnbHoe epemsi Uuknia uiu Ha epemsi
8bI0epXKKU pagHoe O MUH.
- Ycmanasnuearom 14 USOEJIME Ha pabomy 0o mex rop, noka ece KOMMNOHEeHMbI
ANATINSUPYIOLETO PACTBOPA He 6ydym ompabomaHsi.
- lNomewarom modenb NALMEHTA Ha eecbl, pacrionioxeHHble Ha 50 cm ebiwe [
USOETINA, unu Ha makcumarsHO dornycmumou ebicome, Kak ykaszaHo U3OTOBUTEJIEM.
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- YcmaHaenuearom MakcumaribHyro CKOpOCMmb [MPUTOKA u OTTOKA
LANATINSUPYROLLEIO PACTBOPA, ecnu npumMeHUMo.

- UNamepsrom nomok AUATINSUPYIOLEIO PACTBOPA e meyeHue 5 ¢as NPUTOKA
u OTTOKA coomeemcmeeHHO, peaucmpupysi MpoOo/mKUMebHOCMb Kaxoou ¢ha3bl U eec
MeuwkKa € XUOKOCMbIO 8 Hayarsle U 8 KOHUe Kaxoou ¢hbasbl.

- YcmaHaenuearom HauMeHbW )Y CKOpoCMb lTPUTOKA u OTTOKA
LANATINSUPYROLLEITO PACTBOPA, ecnu npumMeHUMO.

- Namepsrom nomok AUATINSUPYIOLLEIO PACTBOPA e meyeHue 5 ¢as NPUTOKA
u OTTOKA coomeemcmeeHHO, peaucmpupysi Mpooo/mKUMebHOCMb Kaxoou ¢ha3bl U eec
MelwKa € XUOKOCMbIO 8 Hayarsle U 8 KOHUEe Kaxool ¢hbasbl.

- lNMomewarom modenb MNALMEHTA Ha eecbi, pacrionoxeHHble Ha 50 cm Huxe [/
USAOETINA, unu Ha MuHuMarnbHO Oorycmumou ebicome, Kak yka3aHo N3 OTOBUTEJIEM.

- YcmaHaenuearom MaKkcumMaribHyro CKoOpoCcmb lMPUTOKA u OTTOKA
LANATINSUPYROLLEITO PACTBOPA, ecnu npumMeHUMo.

- UNamepsrom nomok AUATINSUPYIOLEIO PACTBOPA e meyeHue 5 ¢as NPUTOKA
u OTTOKA coomeemcmeeHHO, peaucmpupysi MpoOo/mKUMenbHOCMb Kaxoou ¢ha3bl U eec
MewkKa € XUOKOCMbIO 8 Hayarsie U 8 KOHUe Kaxoou ¢hbasbl.

- YcmanHasnuearom HauMeHbW )Y CKOpOoCMb lMPUTOKA u OTTOKA
LANATINSUPYROLLEITO PACTBOPA, ecnu npumMeHUMO.

- UNamepsrom nomok AUATINSUPYIOLEIO PACTBOPA e meyeHue 5 ¢as NPUTOKA
u OTTOKA coomeemcmeeHHO, peaucmpupysi MpoOo/mKUMebHOCMb Kaxoolu ¢ha3bl U eec
MewkKa € XUOKOCMbIO 8 Hayarse U 8 KOHUEe Kaxxdoul ¢hasbl.

3HaueHusi ckopocmu nomoka AUATIN3NPYHOLEMO PACTBOPA dormxHbl Haxo0umbcs
8 npedenax doryckos, ykazaHHbix USFTOTOBUTEJIEM e uHCmMpyKyusix rno 3Kcrisiyamayuu.

201.4.3.103 banaHcupoBka ob6bema OUAITM3UPYIOLLUENO PACTBOPA (o6bem
NMPUTOKA/OTTOKA)

TouHocTb NMPUTOKA n OTTOKA ONATTM3NPYIOLENO PACTBOPA gns N4 W3OENNA

AOIMKHA JocTuratbes B cooTBeTCTBMM € TpeboaHuamm N3FrOTOBUTENA.

MpumevyaHune 1 — OucbanaHc o6vema JUNATIUSUPYIOLWLETO PACTBOPA, npesblwatoLwmi

yCTaHOBJ1eHHO€E 3Ha4YeHune, cCHnTaeTcAa BpeaHbiM OAna CtTaHAapTHOro yie4eHna.

Coomeemcmeue ycmaHagnugarom rpu credyrouux yCrio8usix UcrbiMaHUs:
Ucnbimanue ons Al ME U3OETINA
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- Ycemarasnuearom N4 U3LOEJIME Ha makcumarbHbil ob6beM 3arosiHeHus1 unu obbem
yukna.

- lModknroyarom M4 U3LOEJIME «k modenu TALUMEHTA, codepxauwel crnedyrouwue
3/1eMEHMbI

- [Mycmod unu yacmu4yHo 3arofiHeHHbIU MewoKk  0na XKudkocmu
coomeemcmeyru,e2o pasmepa, umumupyrouwuti 6prowHyro nonocms MALUMEHTA, u
- OepaHu4umesnb nomoka Ha nuHuu mexdy [ USOE/IMEM u mewkom Ons
Xudkocmu, — umumupyrowuli. - KOMGUHUpPOBaHHOe  cormpomuesieHue  OMmoKy
rnepumoHeanbHoO20 Kamemepa, Habopa Ond nepenueaHuss U coeduHumersns 8
coomeemcmeuu ¢ pekomeHOauusmu UN3MOTOBUTESIA. OzpaHudumernbs nMomoka
Moxxem, Harnpumep, npedcmasnsames cobol cunukoHosyto mpybky onuHou 60 cm ¢
8HympeHHUM duamempom 2,67 MMm.

- Ycmanaesnusarom memnepamypy ANATINSUPYIOLEO PACTBOPA Ha 37 °C, ecrnu
MPUMEHUMO.

- Ycmanasnuearom [ USOAEJIME Ha MuHUManbHOe 8peMsi UuKnia unu Ha epemsi
8blI0epXXKU pagHoe 0 MUH.

- Ycmanaenuearom 14 USOEJIME Ha pabomy 0o mex rop, rnoka ece KOMMNOHEeHMbI
LANATINSUPYROLLEITO PACTBOPA He 6ydym ompabomaHsi.

- lNMomewarom moldenb NMALIMEHTA Ha eecbl, pacrionoxeHHbie Ha 50 cm ebiwe T[]
U3OETINA, unu Ha makcumarsHo dornycmumou ebicome, Kak ykazaHo U3OTOBUTEJIEM.

- Usmepsarom obvem AUATINSUPYIOLIEMO PACTBOPA 8 5 ¢asax TNPUTOKA u
OTTOKA coomeemcmeeHHOo, peaucmpupysi eec modenu NALUMEHTA e Hayane u 8 KOHue
Kaxoou ¢hasbl.

- lNomewarom moldenb NMALIMEHTA Ha eechl, pacriofioxeHHble Ha 50 cm Huxe [
U3OETINA, unu Ha MuHUMaribHO dorycmumou ebicome, Kak yka3aHo N3O TOBUTEJIEM.

- Nsmepsrom obvem [AUAJTTIMSUPYIOLUEIO PACTBOPA e 5 ¢paszax NPUTOKA u
OTTOKA coomeemcmeeHHO, peaucmpupysi eec modenu NALUMEHTA e Hayane u 8 KOHue
Kaxxoou ¢hasebl.

- Yemanaenuearom [f] USOEJIME Ha muHuUmarnbHbIlU 0bbem 3ariofiHeHusi usu obbem
yukna.

- lNMomewarom molenb NMALIMEHTA Ha eecnl, pacronoxeHHble Ha 50 cm ebiwe T[]
U3OETINA, unu Ha makcumarsHo dornycmumou ebicome, Kak ykazaHo U3MOTOBUTEJIEM.

- Usmepsiom obvem AUATINSUPYRKOLUEO PACTBOPA e 5 ghazax TNPUTOKA u
OTTOKA coomeemcmeeHHO, peaucmpupysi eec modenu NALUMEHTA e Hayane u 8 KOHue

Kaxxdou ¢hassbl.
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- lNomewarom molenb NMALIMEHTA Ha eecbi, pacrionoxeHHblie Ha 50 cm Huxe [
UBLOETINA, unu Ha muHumarnsHO 0ortycmumol ebicome, Kak ykazaHo M3FOTOBUTEJIEM.

- Usmepsrom obvem AUATINSUPYIOLEMO PACTBOPA e 5 ¢paszax TNPUTOKA u
OTTOKA coomeemcmeeHHO, peaucmpupysi eec modenu NALUNEHTA e Hayarne u 8 KOHUe

Kaxxoou ¢hasbl.

Mpumevanune 2 — [Ona MO WN3OENMNA gna npunmBHOro neputoHearnbHOro Auanusa

NCMNOSb3YIOT YaCTUYHO 3aMONHEHHbIA MELLOK ANA XXUAKOCTU, nmutupyrowmn NMALMEHTA.

3HaveHuss ~moyHocmu  obvema AUAJTIMSUPYIOLEIO PACTBOPA  OOmXKHbI
Haxodumbcs e npedesniax Oornyckos, ykasaHHbix U3IOTOBUTEJIEM e uHcmpyKkuusix ro
aKcrnyamauyuu.

201.4.3.104 Bpemsa npebbiBaHuAa (Bpemsa Bbigepxku) Ha NMEPUTOHEAJIbHOM
ONAJTU3E

ToyHOCTb BpemeHun npebbiBaHus Ha gunanmze ana N0 WU3OEJINA  pomkHa
cootBeTcTBOBaThb TpeboBaHnam N3 OTOBUTEJIA.

Coomeemcmeue ycmaHasnuearom nymem npoeedeHusi oyHKUUOHasIbHbIX UcrbimaHud,
rnpedHa3Ha4dyeHHbIx Onsi ornpeodesrieHUss e8pemeHuU rnpebbigaHuss Ha Ouarnuse, yKa3aHHbIX
U3FOTOBUTEJIEM.

201.4.3.105 Coctas AUAJIU3UPYIOLLUEIO PACTBOPA

MeTog wvcnbiTaHna Ha TodHocTb coctaBa OUVATTMSUPYHOWLENO PACTBOPA gorkeH
ObiTb ykazaH M3FOTOBUTEJIEM. To4dHOCTb cocTaBa AofmkHa OblTb COOTBETCTBYHOLLMM

o6pa3om npoBepeHa Ha COOTBETCTBME.

MpumevyaHune — 310 wucnbiTaHne He npumensoT k M0 U3OENUKO, wncnonbeaylowemy
npeasapuTensbHO npurotosneHHsIi JUATTM3UPYIOLLIMA PACTBOP B meLukax.

201.4.3.106 Temnepatypa OUAJNTUSUPYIOLLEIO PACTBOPA
Temnepatypa OUATTM3NPYIOWENO PACTBOPA M4 N3OEJINA gomkHa gocturaTbes

B cooTBeTCcTBMM C YkaszaHnamu N3rOTOBUTEJA.

MpumevyaHune — 310 wucnbiTaHMe npumeHumo Tonbko K [0 WU3OEJINIO, umetowemy
HarpesaTenb ans QUANTUSUPYIOLLETO PACTBOPA.

Coomeemcmeue ycmaHagiugarom rpu credyrouux ycr1o8UsixX UCrbIMaHUs.

11
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- Jarom 14 U3LOEJTIMKO pabomamb 00 mex rop, roka OHO He JdocmuaHem
mepmuYecku cmabusibHo20 COCMOSIHUU.

- Temnepamypa okpyxarouiel cpedbl Haxooumcs 8 rpedenax om 20 °C do 25 °C.

- Ycmanaesnuearom memnepamypy AUATINSUPYIOLEIO PACTBOPA Ha 37 °C, ecrnu
rpPUMeHUMO.

- Ycmanaenuearom 14 USLOEJIME Ha pabomy 00 mex rop, rnoka ece KOMMNOHEHMbI
ANATINSUPYROLLEITO PACTBOPA He 6ydym ompabomaHsi.

- Ycmanaenuearom makcumarbHbit nomok AUATINSVPYIOLE O PACTBOPA.

- lodknwyarom 14  U3OQEJIME  «k  nycmomy  MewkKy  Ons Xudkocmu
coomeemcmeyruw,e2o pasMmepa, umumupyrowemy bprowHyr nonocme [MTALUVEHTA
(«modenb MNALIMEHTAY).

- Usmepsom memnepamypy Ha exode modenu NMALIMEHTA.

Peaucmpupyrom memnepamypy 8 medeHue 5 ¢pas NPUTOKA.
Ycmanasnusarom HaumeHbwut nomok AUATINSUPYIOLENO PACTBOPA.
Usmepsirom memnepamypy Ha exode modesnu NMALIMEHTA.

Peaucmpupyrom memnepamypy 8 medeHue 5 ¢pas NPUTOKA.
3HauerHusi memnepamypsi JUATINSUPYIOLEMO PACTBOPA 00mKHbI HaxoOumbCs 8

rnpedenax Oonyckos, ykasaHHbiIx USTOTOBUTEJIEM e uHcmpyKyusix no aKcrayamauyuu.

201.4.7 YCNOBUE EQUHUYHOIO HAPYLWWEHUA ana ME U3OENUA

JononHeHue:

201.4.7.101 HOPMAJIbHOE COCTOAHME wn YCJNIOBUE EAOUHUYHOIO
HAPYLWUEHUA pna ME U3OENUA

Bbixog u3 ctpos nwbon CUCTEMbI 3AWNTBI. Mpumep YCNOBUA EOUHUNYHOIO
HAPYWEHNA - otka3 CUCTEMbI 3AWNTbHI (cm. 201.12.4.4.101, 201.12.4.4.102,
201.12.4.4.103, 201.12.4.4.104, 201.12.4.4.105).

201.5 O6bwwme TpeboBaHuA K nucnoitannam ME U3LOEJINA

MpuMeHAT NYHKT 5 06LLIero cTaHaapTa 3a UCKMIoYEHMEM CrieyoLLero:

201.5.4 [Mpouue ycnoBusi UCNbITaHUN

JlononHeHue:
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aa) Ecnm Ha pesynbTaT uCObITaHUA MOXET MOBMUATL MCXOA4Has TemnepaTypa
OVNATTMSUPYIOLWENO PACTBOPA, To B Ha4ane ucnbiTaHus oHa omkHa ObiTb MeHee 4 °C
(MM MMHUManbHoe 3Ha4veHue TemnepaTypsl, ykasaHHoe 3T OTOBUTEIEM).

bb) Ecnu TemnepaTypa XpaHeHuUs U yCroBUS TPaHCNOPTUPOBAHMS MOTYT NOBMAUSATb Ha
HOPMAJIbHYIO SKCITYAJTALMIKO BCcKOpe nocrne TpaHCNOpPTUPOBaHUS, 3TO AOSMPKHO ObiTb
paccmoTtpeHo B NMPOLECCE MEHEIKMEHTA PUCKA.

201.6 Knaccudmkauma ME U3OENTUA n ME CUCTEM

MpumeHsoT NYHKT 6 obuwero ctaHgapTa.

201.7 UWpeHTndpukaumsa, mapkmpoBka u aokymeHTaumsa ME U3OENUIA

MpUMeHSAIT NYHKT 7 06LLEero ctaHaapTa, 3a UCKIOYEHEM CrieayoLLEero:

201.7.9 IKCMNNYATALUUNOHHbLIE OOKYMEHTbI

201.7.9.1 O6wme nonoxeHus

[lononHeHue:

SKCIMJNTYATAUMOHHBIE OJOKYMEHTbLI  gomkHbl  OOMONHUTENBHO  CoaepXaTtb
cnegywoulee:

- coobLleHne O TOM, YTO criegyeT NPUHATb 3aliMTHble Mepbl ANs NpefoTBpalleHus
cndpoHHoro acppekta B nnHMmM OTTOKA.

Mpumep 101 — CoobweHue, yKa3biearoujee Ha 8aXXKHOCMb 8030yWHO20 3a3opa Mexoy
koHmypom OUAJTN3UPYHOLLEIO PACTBOPA u cnueom Onsi npedomepauwjeHusi cughOHHO20
agpgpekma 8 nuHuu OTTOKA.

Mpumevyanune 101 - Tlockonbky ApeHax 06biMHO  nopcoeavHsieT  MAUMEHT,
N3rOTOBUTEJIb HeceT otBeTcTBEHHOCTb 3a npegynpexaeHne MAUMEHTA o HeobGxoammocTn
3aWmTbl OT cMdoHHOro adbdpekTa, a NAUMEHT HeceT oTBeTCTBEHHOCTL 3a obecnevyeHue Toro, YTobbl

370 GbINO cAenaHo NPaBUIIBHO.

201.7.9.2 WUHcTpyKUMA NO IKcnnyaTauum
LononHumernbsHbIU MooOnyHKm:

201.7.9.2.101 [ononHutenbHble TpeboBaHus, kacatowmecs MO ASOENTNA
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WHCTpYyKUMM MO NPUMEHEHUIO AOMKHbI AONOMNHUTENBHO coaepaTb cnegytoLlee:

a) onucaHue MeToga(oB), C NOMOLLBID KOTOPOro npoBoauTcs nobas Heobxogmmas
AEe3NHEKLMA Unn cTepmnmsaumns;

b) coobwieHne o TOM, 4YTO npouedypa WUCMbITaHMS, C MOMOLLBID KOToporo 6bina
npoBepeHa 3PEKTUBHOCTL MOOON CcTepunmsauumn wnu OesnHdekuun, [OCTynHa no
3anpocy;

c) coobuieHne, koTopoe obpallaeT BHUMaHWe onepaTtopa Ha ONacHOCTU, CBA3aHHbIE C
NOAKMIOYEHMEM U OTKITHOYEHNEM NAUNEHTa;

d) ob6bsAcHeHWe OencTBMA onepaTopa, HeobXoaMMbIX AN pearMpoBaHUs Ha CurHanbl
ONacHOCTU OT N0OON CUCTEMbI 3aLLUTHI;

€) CNMCOK KOHTYPOB OManu3npylowero pacteopa pekoMeHayeMbIX Afsi MCMOMb30BaHNS
c N4 N3QENVEM;

f) coobweHne O BO3MOXHbIX OMACHOCTAX, CBSA3AHHbIX C  3NEKTPOMarHUTHbIM
n3ny4yeHnemMm, KotTopble MOryT noenusaTb Ha 6e3onacHyto akcnnyataunio ME U3OENNA. 310
cooblleHne [OSMKHO BKMOYaTb npumMepbl TunuuHbix ME W3OENWA, koTopble MOryT
reHepypoBaTb TaKkoe W3fy4yeHuMe, a TakKe Y4YuTbiBaTb MOTEHLUMamnbHble YCIoBUSA Mpu
oKasaHuM MegULMHCKON NOMOLLU Ha AOMY;

g) coobllieHne O BaXHOCTU KadecTBa 3alUTHOrO 3a3eMrieHusi B YCTaHOBKe, Koraa
ncnonesyetca ME U3OEJIME KITACCA |,

h) onncaHme npunoxeHun, B  KOTOpbIX cregyet ucnonb3oBatb [1IPOBO[
BbIPABHUBAHUA MOTEHUWNATNA,

i) coobweHne, kotopoe obpawaet BHMMaHuMe OFEPATOPA Ha noTeHuuanbHble
OMACHOCTW, BosHuKkalowme B pesynbTaTe HenpaBWUibHOW YCTAHOBKM W MOAKMIOYEHUN
KOHTYPA ONANTU3SUPYIOWEIO PACTBOPA,;

j) coobwieHne, kotopoe obpawaer BHuMmaHue OIFNEPATOPA Ha noTeHuuanbHble
OMACHOCTMW, cBsizaHHble ¢ HenpaBuribHbIM Bbibopom JUATTUSUNPYIOLETO PACTBOPA.

k) onmcanua noeegenns MO W3OENNA  BHe  ycrnoswii  HOPMAJNBHOW
OKCINYATALWNWN, onpeaeneHHbIx B ero cneyndukaumm.

Coomeemcmeue  ycmaHaenuearom ymeMm  pacCMOMPEeHUs  UHCMpyKyul o
3Kcrnyamauyuu.

201.7.9.3 TexHuyeckoe onucaHune

HononHumernbsHbIU NodnyHKmM:

201.7.9.3.101 [ononHutenbHble TpeboBaHus, kacatowmecs N0 N3OEJTNA

TexHn4Yeckoe onucaHne A0MKHO AOMNONMHUTENbHO CoAepXKaTb creayoLLlee:
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a) KOHKpeTHble Mepbl UK yCrioBuUs, KOTopble HeobxoaumMo cobrnogaTtb npu yCTaHOBKE
na USAEJIMA vnn BBOAE ero B akcnnyaTauuio, BKNOYasa ykasaHus no TUMY U KONU4YecTBy
NCNbITaHWIA, KOTOPble HEOBXOAMMO NPOBECTH;

b) Tmn n TouHocteb CUCTEMbI SALLNTDI, Tpebyemble B 201.12.4.4.101;

c) Bpems, Ha koTtopoe 3BykoBor CUITHAJT ONACHOCTW, Tpebyembin B 201.12.4.4.101
b) n 201.12.4.4.105 b), moXeT BbITb 3aaepaH;

d) nepvopg pexunma 3BYKOBAA CUTHANTU3ALNA NMPNOCTAHOBIEHA;

€) AnanasoH YpOBHeW 3BYKOBOrO [AaBreHus Noboro perynupyeMoro 3BYKOBOIO
CUI'HANA OINACHOCTW;

f) makcumanbHoe nonoxutenbHoe W/wnu oTpuuaTenbHOe AaBreHue, KOTOpoe MOXET
co3gaBatbCa  MOObIMM  Hacocamu, UCNOMNb3yeMblMM  ONA  COAEWCTBUSA  OOCTaBKM
OVANTN3NPYIOWLENO PACTBOPA B wwunn wn3 OprowHon nonoctn  TMALUMEHTA;
N3rOTOBUTEJIb gomkeH ykasaTtb, rae u Kak 6b1510 Nony4eHo MakcumarnbHOE AaBIEHME;

g) MeToA M YyBCTBUTENbHOCTb, ucnosnbdyemole ansa CUCTEMbI SAWLUTDI, Tpebyemble
B cooTBeTCTBMM C TpeboaHusamn 201.12.4.4.103;

h) metoa n vyyBCcTBUTENBLHOCTL, Ucnonb3yemble and CUCTEMbI SALWLNTbI, Tpebyemble
B cooTBeTCTBMM C TpeboBaHnsammn 201.12.4.4.104.

Coomeemcmeue ycmaHaenuearom rnymem paccmompeHus IKCIITTYATALUNOHHBIX
HJOKYMEHTOB.

201.8 3awmTta ot OMACHOCTEN nopaxeHusi 3neKTpUYECKUM TOKOM
ot ME U3OENUA

MpumeHsoT NyHKT 8 obuwero ctaHgapTa, 3a UCKIKYEHMEM CreayoLLero:

201.8.7 TOKW YTEYKU v AONOJNIHUTEJIbHbIE TOKW B LLEMNU NMNALUMUEHTA

201.8.7.4 WU3mepeHue TOKOB

201.8.7.4.7 WN3mepeHne TOKA YTEYUKN HA MALMNEHTA

UsmeHeHue:

MepeuuncneHne h) ncknoyeHo.

HononHeHue:

aa) Toyka wu3MepeHusa p[ormkHa Haxogutbca Tam, rge KOHTYP  OUMATTM3HOIO
PACTBOPA coeguHsieTca C neputoHeanbHbIM KaTeTepoM. B TeyeHue Bcero ucnbiTaHus
ONATTU3UPYIOLLIMA  PACTBOP pomkeH noctynate B KOHTYP  OUWANM3HOIO
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PACTBOPA. T4 WSOEJIME pomkHo  ObiTb  noOMHOCTbO — obopyaoBaHo — Angd
MPEOYCMOTPEHHOIO NMPUMEHEHWA, kak ykazaHo U3TOTOBUTEJIEM.

201.9 3awwmta ot MEXAHUYECKUX OMNMACHOCTEMN, co3paBaembix ME
M3OEMNAMU n ME CUCTEMAMU

MpumeHsoT NyHKT 9 obuiero ctaHaapTa.

201.10 3awwmTa ot ONMACHOCTEW BO3oeACTBUA HeXenaTenbHOro unm

Yype3mMepHOro Usny4veHus
MpumensitoT pasgen 10 obwero crangapTa.
201.11 3awwmTa OT Ype3MepHbIX Temnepatyp u apyrux ONACHOCTEN

MpumeHsitoT pasgen 11 obuwero ctaHgapTa 3a UCKNIOYEHNEM CIeayHoLLEro:

201.11.6 MNepenuB, pacnrneckuBaHue, yTe4yka, NMPOHMKaHWe BOAbl UNU TBepAbIX
yacTul, O4YMCTKa, Ae3uHdeKkuus, cTepunmsauusi 1 COBMeCTUMOCTb C BellecTBaMM,
ucnonb3yembimu BMmecte ¢ ME U3[OEJIUEM

201.11.6.1 O6wue nonoxeHus

LononHeHue:

Bce nonoxeHust nyHktoB 11.6.2-11.6.4 HeobGXoOUMO MNPUMEHSTb C MUCMNOSIb30BaAHUEM
OVANTUSUPYOLWEIO PACTBOPA.

201.11.6.3 PacnneckuBaHue xugkocten Ha ME USOEJNIME n ME CUCTEMY

3ameHa:

na M3OEJIME pomkHO OblTb CKOHCTPYMPOBaHO Takum obpasom, 4Tobbl B criyvae
pacrnneckuBaHus  >XMOKOCTEM Kn3  pesepByapa ana xugkoctm  wunu  KOHTYPA
OVANTUSUPYIOWEIO PACTBOPA, yctaHoeneHHoro ana [MPEOYCMOTPEHHOIO
MPUMEHEHWA, He BoaHukano OMACHOW CUTYALIUW.

Coomeemcmeue ycmaHasnugarom rnymem rnpoeedeHusi crnedyru,e2o UcrblimaHUus.

Kozda [ W3AE/IME ycmaHosneHo & nonoxeHue Ona HOPMAJIbHOU
SKCITIYAHAUUN 3 n ONATIMSUPYROLLEMO PACTBOPA unu makcumarsbHbIl 0b6bewM,
npucymemsyrwuld 6 pesepsgyape 0Ons xudkocmu u KOHTYPE [AUVATIN3VPYHIOLEMO
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PACTBOPA (8 3asucumocmu om mo20, 4Ymo MeHbwe), OO/mMKHbI bbimb 8bITUMbI Ha
sepxHroto rnosepxHocms N USLEJTINA. Pacmeop criedyem nume HENpepbIi8HO 8 medYyeHue
15¢c.

Cpasy nocrie ucnbimaHusi nposepka OO/mkHa rnokasamb, 4mo [AVAJINSUPYIOLINNA
PACTBOP, komopsbit mo2 nonacms 6 [N USLEJINE, He Hamo4unn 0emaru, Komopbie Moasnu
661 ebizeamb ONNACHYHKO CUTYALNIKO. B cny4yae eo3HukHoeeHusi comHeHuu M4 U3OEJTTNE
O0/MKHO b6bimb MO00BEP2HYMO UCMbIMAHUK Ha 3/1IeKMPUYECKY [MPOYHOCMb U30/I8UuUU,
onucaHHomy 6 nyHkme 8.8.3 o0bwez2o cmaHdapma, u [ W3OEJIME OJomxHO

GbYHKUUOHUPOBamMb KakK rpedyCMOMmpPeEHO.

201.11.8* NpepbiBanne nutauua/NMATAIOLLEW CETU ME U3OENUA

HononHeHue:

a) Nna N3OENVE 6es BHYTPEHHEIO MCTOYHUKA MATAHUA ona BoccTtaHoBNEHNS
unm ¢ BHYTPEHHUM NCTOYHUKOM MNMUTAHUA ona paboTbi:

B cnyyae npepbiBaHus nutaHus/MATAIOLWEN CETW NO U3OENUA [omkHbl 6biTb
AOCTUrHYTbI criegytoLime ycrnosms 6€30nacHOCTU:

- aktmBaumsa 3sykoBoro CUMHAJIA OMNACHOCTW, gnaweroca He mMeHee 1 MUHyTHI,
ecnn notok OUNATTM3UPYIOWLWENO PACTBOPA «k TMAUMEHTY wnu OT Hero He
npekpaLLaeTcs NofHOCTbIO;

- MOryT noTpeboBaTbCs [AONOSNHUTENbHbIE Mepbl, onpegeneHHble [MPOLIECCOM
MEHEI>XKMEHTA PUCKA N3TOTOBUTENA;

- N4 W3OEJIME wmoxeT aBTOMaTMyecku nepesanyckatbCs Mpu  BOCCTAHOBIEHUN
nUTaHWs TONbKO B TOM Crfy4ae, ecnu 3TO He NpuBEeAEeT K BO3HUKHOBEHWUIO Kakon-nnbo
OMNACHOW  CUTYAUUWN pagna TMAUMEHTA, «kak onpegeneHo [POLIECCOM
MEHEI>XKMEHTA PUCKA N3TOTOBUTENA.

Coomeemcmeue ycmaHasnueaom rymem paccmompeHuss ®ANIA MEHEDKMEHTA
PUCKA u nposedeHuemM hyHKUUOHarbHbIX UCMbliMaHuu.

b) Nng N3QEIVE ¢ BHYTPEHHUM NCTOYHWUKOM MUTAHUA ana BocCcTaHOBNEHWUS:

B cnyyae npepbiBanus nutanus/MATAIOWEN CETU NO WU3OEJIMA pomxHbl 6biTb
AOCTUTHYTbI cregytoLine ycrnosusi 6e3onacHoCTu:

- aktmBaumsa susyanoHoro CUMHAJIA ONMACHOCTW,

- B cnydyae paboTbl C BHEWHMM nuTaHMeM aktmBaums 3sykoBoro CUIMHANA
OMNMACHOCTW yepes nHTepBan BpemeHu, ykasaHHbin USTOTOBUTEJIEM,;

- MOryT noTpeboBaTbCs AONosiHUTENbHble Mepbl, onpegeneHHble [MPOLIECCOM
MEHEI>XKMEHTA PUCKA N3ITOTOBUTENA;
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- ecnn coyHkumn MO N3OEJTMA 6binm ocTaHOBMEHbI BO BPEMS NPepbIBaHUS NUTaHKUS,
OHM MOryT aBTOMAaTM4eCcKn nepes3anyCcTUTbCA NpU BOCCTAHOBMEHUM MUTaHUS, TOMbKO €Cnu
9TO He npuBeaeT K kakon-nmbo OMACHOW CUTYALUUWN ana MALUMEHTA, kak onpeaeneHo
MPOLEECCOM MEHEI>XKMEHTA PUCKA N3TOTOBUTESA;

- ecnn  BHYTPEHHUM  WUCTOYHUK QJNEKTPOMUTAHUA paet cBoit  wnm
paspskaetca, MO WSOEJIME pomkHO cooTBeTcTBOBaTb TpebOBaHUSAM, OMUCAHHbIM B
201.11.8 a).

Coomeemcmeue ycmaHasnueaom nymem paccmompeHuss PANIA MEHEDKMEHTA

PUCKA u ¢pyHKyUOHannbHbIMU ucrbimaHusiMu.

201.12 To4yHOCTb OpraHoB ynpaBfieHMA U U3MepuTesibHbIX NpubopoB

M 3awWmTa OT ONacCHbIX 3HAYEHUN BbIXOAHbIX XapaKTepuctTuk

MpumeHsaoT NyHKT 12 obuwero ctaHgapTa 3a UCKNIYEHNEM CreayoLLero:

201.12.4.4 OTKNOHEeHWe BbIXOAHbIX XapaKTEPUCTUK OT YCTAaHOBIEHHbIX 3HAaYeHUN

JononHeHue:

201.12.4.4.101 Temnepatypa QUNATTM3NPYIOLWEIO PACTBOPA

a) Ecnm MO W3OENUE BknwyaeTr cpeacteso Harpesa [OUAJIUSUPYIOLWENO
PACTBOPA, MO U3OEJIME ponxHo 6biTb cHabxeHo CUCTEMOW 3ALLNTBI, HezaBucumon
oT nbon cucTeMbl KOHTPONS TemnepaTypbl, KOoTopas npegoTBpallaeT AOCTUXKEHUe
OVNATTN3NPYHOWLMM PACTBOPOM Ttemnepatypsbl, npesbiwatowien 41°C, namepeHHon Ha
PABOYEWN YACTWU co cTtopoHbl MALIMEHTA. 3To n3mepeHne MoXeT 6biTb BbIMOMHEHO B
anbTepHaTUBHOM MECTE, HO AOSMKHO ObiTb NPOAEMOHCTPUPOBAHO, YTO TeMNepaTypa B TOUKE
BnuBaHusa NMALUMEHTY coctasnsieT meHee 41°C.

Heobxogumocte B 6onee Hu3kom TemnepatypHom npegene AVAJIM3VPYIOLWENO
PACTBOPA pomkHa 6biTb paccmotpeHa B [NIPOUECCE MEHEOXMEHTA PUWCKA
N3rOTOBUTEA.

MpumevyaHune — HeuenecoobpasHo M3MepATb Temnepatypy npu nogknoveHnn NMALMEHTA.

b) Aktuauus CUCTEMbI 3ALWUWNTbl gomkHa obecneumBatb crnegylolme ycrioBus
6esonacHocTu:

- octaHoBka ANATTMUSNPYHOLWLEITO PACTBOPA v Tennosoro notoka k NMAUMEHTY;

- akTmBauusa 3BykoBbiX U BudyanbHbix CUTHAJIOB OMNACHOCTW. 3Bykoson CUIMHAI
OMACHOCTW moxeT 6bITb 3agepxaH, kak ykasaHo U3TOTOBUTEJIEM.
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Coomeemcmeue ycmarasnusarom rymem paccmomperuss PANIIA MEHEDKMEHTA PUCKA
u usmepeHuss memnepamypbi OUATIN3UPYIOLEIO PACTBOPA Ha PABOYEW YACTU co
cmopoHbl NMALMNEHTA. UcnibimaHue 0omkHO nposodumscsi 8 caMbix Heb1a2onpusimHbIX YCr108USsIX
rnomoka.

201.12.4.4.102 [aBneHue

Ecnn MO U3OAENUE Bkno4aeT Hacoc, nNpegHa3HayeHHbI Ans COAEeNCTBUS nopade
OVATTMSUPYIOLWLEIO PACTBOPA B 6ptowHyto nonoctb NMALMEHTA, Hacoc He gorkeH
cos3gaBaTb NOMOXWUTESNbHOE [aBfieHue, MpeBblllalllee MakCcuManbHoe [aBreHue,
ykaszaHHoe N3TOTOBUTENEM.

Ecnn MO U3OENMME BkntoYaeT Hacoc, npeaHasHavyeHHbld Ons obnervyeHus oTeoda
ncnonsdosaHHoro ANATTMSNPYHOLLEITO PACTBOPA ot NMAUMEHTA, To Hacoc He gormkeH
cosgaBaTb OTpuuaTernbHOe [daBfieHue, MnpeBbllalllee MakcMmanbHoe  [daBreHue,
ykazaHHoe N3TOTOBUTENEM.

MpumeyaHue 1 - YpesmepHoe AaBNeHNE MOXET NPUBECTU K NMOBPEXAEHNIO GPIOLLIMHBI.
MpumeyaHne 2 — WN3ObITOYHOE [AaBreHWe MOXET ObiTb MpPeAoTBpPaLleHO C MOMOLLbO

BHYTPEHHEN KOHCTPYKLMM Hacoca unu gononHutensHon CUCTEMbI SAWUNTHI.

Coomeemcmeue ycmaHasugarom rnymem rposedeHusi (hyHKUUOHasIbHbIX UCrbimaHuu.

201.12.4.4.103 BBepeHue Bo3ayxa

a) Ecnu N4 N3LOEJIME BkntoyaeT Hacoc, npeaHasHavyeHHbI ONa COAeNCTBUSA nogade
OVATTMSUPYIOLWLETO PACTBOPA B OGptowHyto nonocte MAUUMEHTA, MO0 WU3OENUWE
[IOMKHO 6bITb CcHabxeHo CUCTEMOW SALUNTDBI, koTopas npepoTBpallaeT nogady
poctatoyHoro, 4tobbl BbizBaTe OMACHYHO CUTYAUUKO, obbema Bo3gyxa B OPHOLLHYHO

NMONoCTb.

MpumedyaHne - Hebonblimne o06beMbI BO3dyXa, TakMe Kak OTAENbHble MNy3blpbkn B
OVNATTM3UNPYIOLLEM PACTBOPE, He paccmaTpuBaloTCs kak  OINACHOCTb npu
NMEPUTOHEAJIbHOM OVAJTN3E.

b) AktuBauma CUCTEMbI 3AWWNTblI pomkHa nubo npenatcTBoBaTb MOMagaHuo
Bo3ayxa B PABOYYHO YACTDb, nubo obecneunBatb cnegyrowmne ycnosus 6€30nacHoOCTu:

- OCTaHOBKa Hacoca;

- aKkTmBaums 3BykoBbIX U Bu3yanbHbix CUTHAJTOB OMNACHOCTW.

Coomeemcmeue ycmaHaenugarom rymem rpoeeodeHus: hyHKUUOHasIbHbIX UCMbImaHud.
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201.12.4.4.104 NEPENOJIHEHME ONANN3NPYIOWLMM PACTBOPOM

a) N4 WSOENME pomkHO OblITb OCHAaLLEHO CUCTEMOU 3ALLNTBI, koTopas
npegoTBpawaeT nonagaHve wu3bbITo4HOro obbemMa XMOKOCTU B OPIOLHYK MOMOCTb U
BO3HMKHOBeHne OMNMACHOWM CUTYALUN.

b) Aktuauus CUCTEMbI 3AWWNTblI pomkHa obecneumBatb cregylolime ycrioBus
6e3onacHocTu:

- npekpawenue nogaun ANAJTIM3NPYIOLWEINO PACTBOPA MNMAUMEHTY;

- aKkTmBauus 3BykoBbIX U Bu3yanbHbix CUTHAJTOB ONMACHOCTW.

Coomeemcmeue ycmaHasnuearom rymem rnposedeHusi pyHKYUOHarbHbIX UcrbimaHud.

201.12.4.4.105 Coctas JUANTM3NPYIOLWEIO PACTBOPA

a) Ecnu npumennmo, 1O WSOEJIME pomkHo Bknodate CUCTEMY 3AWATHI,
He3aBuMCMMYKDO OT JIoboM  CUCTEMbl  KOHTPONSA  MOATOTOBKW  XKMOKOCTWU,  KOTopasd
npegotepawaet nogavyy OUNAJIMSUPYIOLWEITO PACTBOPA, coctaB KOTOPOro MOXET
npusect kK ONMACHOW CUTYALUUW, NALIMEHTY.

b) Aktusauusa CUCTEMbI 3ALWWNTbI pomkHa obecneumBatb crnegylowme ycroBus
6esonacHocTu:

- octaHoBka OVAJIMSUPYIOWEIO PACTBOPA w»n auddy3snoHHOro noTtoka K
MALUNEHTY;

- akTmBauus 3BykoBbiX U BudyanbHbix CUMHAJIOB OMNACHOCTW. 3sykoBon CUIMHAI
OMACHOCTW moxeT ObITb 3agepaH, kak ykaszaHo M3 OTOBUTEJIEM.

Mpnmevyanme — CUCTEMA 3AWLUUTBLI He TpebyeTtca gna MO U3OEJTNA, ncnonbayrowero
TONLKO NpeaBapuTEnbHO NpurotoBnenHbIn JUAJTIM3UPYIOLLMA PACTBOP, kauecTBO KOTOPOrO
KOHTPONUPYETCHA B YacTU COCTaBa, U cocTaB KoToporo He uameHsietcs M4 N3OENMEM. Hanpumep

ncnonb3oBaHne NpeaBapuTensHO NpurotTosneHHbix mewwkos ¢ AUATTM3UPYIHOLWNM PACTBOPOM.

Coomeemcmeue ycmaHaesnugarom rnymem rpoeedeHus1 hyHKUUOHaIbHbIX UCbimaHUud.

201.12.4.4.106 CUCTEMbI SALLNTBI

JTtobon cbon CUCTEM SALLUNTBI, Tpebyembix B cootBeTcTBUM ¢ 201.12.4.4, nomxeH
ctatb oyeBuaHbiM ans OMNEPATOPA go Havana kaxgow npoueaypbl.

Kaxgbin otkaza CUCTEMbIl SALWWNTHbI, tTpebyemon B cootBetctBuUM C 201.12.4.4,
OOJDKEH MPenaTCTBOBaTb BbIMNOMHEHUIO COOTBETCTBYIOLWEN (YHKUUN, KOHTPONMpyemomn
cootseTcTByOWen CUCTEMOW 3ALLINTHI.

Coomesemcmeue ycmaHassiusarom rnymem rnposedeHusi hyHKYUOHasIbHbIX ucrbimaHul

U MoOesupoBaHUsl 0OMKas308.
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201.13 OMNACHbIE CUTYALUUUN u ycnoBusa HapyLueHUSA

MpumensaoT nyHKT 13 obuwiero ctangapTa.

201.14 NMPOrTPAMMMUPYEMbIE 3NEKTPUYECKUE MEQOULIMHCKUE
CUCTEMbI (PEMS)

MpumeHsoT NyHKT 14 obuwero ctaHgapTa.
201.15 KoHcTtpykuus ME U3OENUA

MpumeHsoT NyHKT 15 obwero ctaHgapTa 3a UCKITIYEHMEM CreayoLero:

201.15.4 KomnoneHTbl ME U3OEJNTIUN n o6wan c6opka

LononHumernbHbIl noonyHKM:

201.15.4.101 PykoBopactBo no KOHTYPY OUANTN3UPYIOLLEITO PACTBOPA

Ecnn HenpaBunbHasa yctaHoBka KOHTYPA OAVANTM3NPYOWENO PACTBOPA moxeTt
npuBecT K BO3HMKHOBeHMio OMACHOW CUTYAUUW ana NALUMEHTA, gomkHbl ObiTb
npegycMoTpeHbl cpeactBa pAnd obecneyeHuss npasunbHoro  kpenneHns KOHTYPA
OVWATTMSUPYROLLENO PACTBOPA k M4 WSOENUNIO.

Coomeemcmeue ycmaHaersiuearom rymem ocmompa.

MpnmevyaHme — [N OUEHKM XapaKTEPUCTUK HECOBMECTUMOCTU CoeguHuTenenm c
HebOoMbLWNM BHYTPEHHMM OMAaMETPOM Ha OCHOBE MPUCYLLUMX UM KOHCTPYKLMK N pa3MepoB, C LENbHo
cHmkeHna PUCKA HenpaBunbHoro coeauHennsa mexay Mo M3AENVMEM n NMPUHAONEXXKHOCTAMA
cm. ISO 80369-1:2010.

201.15.4.102 OTTOK

OTTOK pomxeH 6bITb 4OCTYNEH B Ntob6oe BpemMs BO BpeEMs Tepanuu.

Bo Bpema TMNPOLEOYPbl moxeT notpeboBatbcsa orpaHnumte OTTOK B TeyeHue
KOPOTKOro nepuoa BpeMeHu, YTobbl BbINMONMHUTL ONpeaeneHHble warn, TakMe Kak HacTponka
n npegBaputenbHaa obpaboTka, npexae yem NMALUMEHT 6yaet noakntoyeH.

Coomeemcmeue ycmaHaeniugarom rymem rpoeeodeHus: hyHKUUOHasIbHbIX UCrbimaHud.
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201.16 ME CUCTEMbI

MpumeHstoT NyHKT 16 obwero ctaHgapTa.

201.17 dnekTpomarHuTHasi coBmecTumocte ME W3OENMWUA u ME
CUCTEM

MpumeHstoT pasgen 17 obwero ctaHaapTa.
202 OneKTpomMarHuTHasi COBMeCTUMOCTb. TpeboBaHUA N UCNbITaHUA

MpumeHstoT IEC 60601-1-2, 3a UCKITOYEHMEM CrEeaYIOLWEro:

202.8 Tpe6oBaHuMA K anekTpomarHutHoi MMOMEXOYCTOMYMBOCTU ans ME
W3OENUA n ME CUCTEM

202.8.1 OGLwWue NonoxeHus

JononHeHue:

N3OENMME ONA TEPUATOHEAJIBHOIO OWAJIM3A OomkHO COOTBETCTBOBATb
cnegylowmm  kputepmsim  [TIOMEXOYCTOMYMBOCTW/otkasa ana  OCHOBHOW
BE3OMACHOCTN n OCHOBHbIX ®oYHKUMNOHAIBbHBLIE XAPAKTEPUCTWUK B OTHOLWEHWUN
ONEKTPOMAIHUTHbIX MOMEX:

- OCHOBHAA BE3OIACHOCTb: ME W3OEJIME wnn ME CUCTEMA [omnxHbl
npogomkaTte pabotatb B NpeagycMOTpeHHOM pexume 6e3 Bmewartensctea OIMNEPATOPA.
Mpn npegycmotpeHHom npumeHeHnn ME U3OENNA wnn ME CUCTEMbI He ponyckaetcsa
CHWXKeHMe PYHKUMOHASbHbIX XapaKTepPUCTUK HMXKE YPOBHS, YkaszaHHoro 3rOTOBUTESIEM.
Kak anbtepHatmBa, ME WSOEJMME wnn ME CUCTEMA pomkHbl Aoctudb 6Ge3onacHoro
COCTOSIHUS.

- OCHOBHbIE ®YHKUWMOHAJIbHBIE XAPAKTEPWUCTUWKW: Tocne wucnbitanna ME
U3OENMME wnn ME CUCTEMA pomkHbl npogofmkate paboTtaTtb B nNpegyCMOTPEHHOM
pexume 6e3 BmewaTtenoctea OMNEPATOPA. lNpu npegycMoTpeHHOM npumeHeHun ME
M3OEMA wim ME CUCTEMbI He pgonyckaetca  CHWXeHWEe  YHKUMOHAaMbHbIX
XapaKkTepUCTUK Hmxe YpoBHs, ykasaHHoro W3IOTOBUTEJIEM. Bo Bpemsi ucnbiTaHus

OonyckaeTca CHMxXeHune (byHKLI,VIOHaJ'IbeIX XapaKkTepucTuk.
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- Opyrve dyHkuuu: [lonyckaeTtca notepsa (OyHKUMU NPU YCrOBUKU, YTO DYHKUUS MOXET

ObITb BOCCTaAHOBIIEHA CAaMOCTOATENbHO WM BOCCTAHOBMEHa C MOMOLbK YyrpaBreHus
OMNEPATOPOM B cootBeTcTBUM C MHCTPYKUmsmn U3SFTOTOBUTETA.

Mpnmevanne 101 - N W3OEJIME He cuuTaetcs wu3genvem  uanm  CUCTEMOMN
XnsHeobecneveHns, NOCKOSMbKYy NpexaeBpeMEHHOE NpeKpalleHne npoueaypbl Ananusa Bpsg nu

npuseneT K cepbe3Hon TpaBme nnu cmeptn NMALUNEHTA.

202.8.9 UCNbITATENbHbIN YPOBEHb nPU NCMNbITAHUAX HA
NMOMEXOYCTOUYMBOCTb

[ononHeHue:

Mpumevanune 101 - MO WM3OEJIME o06biMHO wncnonb3yeTcsa B Creaylowmx cpepax
ONEKTPOMAIHUTHbBIX NMOMEX:

- MEOMUMHCKAA NOMOLb HA OMY (Hanpumep, AOMaLLUHUA UNX NOPTaTUBHLINA ANanns);

- npodeccuoHanbHasi cpega  MeOMUMHCKOW opraHusauum (Hanpumep, LEHTPbl Avanvaa,

OTAENEHUS UHTEHCMBHOW Tepanuu Unu oTaeneHus ananusa B 6onbHULax).

208* O6wue TpeboBaHUA, UCMbITAHUA U pyKoBoOAsILLUE yKa3aHUA MO
NPUMEHEeHUIo CUCTEM CUTHANMN3ALUU MEOULIMHCKUNX
ANEKTPUYECKUX W3OENMMA w MEOUUMHCKUX 2JNEKTPUYECKUX
CUCTEM

MpumenstoT IEC 60601-1-8:2006 n IEC 60601-1-8:2006/AMD1:2012 3a WUCKMNOYEHNEM

creayoLLero:

208.6.1.2 Onpepenexne OMNACHbLIX CUTYALWWN n nprcsoeHne npuoputeTa

LononHeHue:

OMNACHbIM CUTYAUUAM posmkeH ObiTb MPUCBOEH BbICOKUA, CPEOHUN UMW HU3KUN
npuoputet Ha ocHoBe [MPOUECCA MEHEOIXXMEHTA PUCKA WU3TOTOBUTENA. 3t0
pacnpegeneHne AomkHO cooTBeTcTBoBaTh Tabnuue 1 IEC 60601-1-8:2006 n IEC 60601-1-
8:2006/AMD1:2012. Nockonbky PUCKW gna MALUMEHTOB npw N[, kak npaBumio, HEBEMWKM,
MOXET ObITb MPUEMNEMO OTKNOHUTLCS OT Tabnuubl 1, Ha3Ha4YMB Gonee BbICOKME NPUOPUTETHI
Oaxe Ans cuTyauun ¢ 6onee Huskum PUCKOM, ocoberHo ans MEOVLIMHCKOW NMOMOLLM
HA IOMY.

23



24

FOCT IEC 60601-2-39-202_
(npoexkm, RU, nepeasi pedakuyus)

208.6.3.2.2.1 BuayanbHble CUTHAJIbI OINTACHOCTW Ha paccTtosHumn 4 m

JlonornHeHue:

Mogpasgen 6.3.22.1 wn Tabrmmua 2 I|EC 60601-1-8:2006 u IEC 60601-1-
8:2006/AMD1:2012 He npumeHsitoT k MO U3OAENMNAM, npegHasHayeHHbIM UCKMIOYNTESBHO
ana MEOUUMHCKOW NMOMOLLI HA IIOMY, nockonbKy, kak npasuno, ONEPATOP (06bl4Ho
MAUMEHT) ncnone3yeT TonbKO 0AWH annapar.

208.6.3.3 3BykoBble CUITHAJIbI ONACHOCTU

208.6.3.3.1 Xapaktepuctukm 3sykoBbix CUTHAJIOB OMNACHOCTU

HononHeHue:

Ecnu N N3OENWVE npegHasHayeHo ucknouutensHo ansg MEOULMHCKOW MOMOLMN
HA OOMY, U3FTOTOBUTEJIb moxeT ncnonb3oBaTb 3BykoBble CUMHAJIbI OMNACHOCTWN,
oTnuyarowmeca ot 6.3.3.1 IEC 60601-1-8:2006 n IEC 60601-1-8:2006/AMD1:2012, pns
yaoBnetsopeHust notpebHocten cndawero [MMAUMEHTA, kotopbin 06blMHO sBRsieTCA
OMNEPATOPOM M4 N3OENNA.

208.6.3.3.2 'pomkocTb KU xapaktepuctukn 3BykoBblx CUITHAJIOB OIMNACHOCTU n
NHO®OPMALUMOHHBLIX CUTHAJTIOB

HononHeHue:

B HacTporkax no ymonyanuio, yctaHosneHHblix V3ITOTOBUTENEM, MNA W3OEJNWE
OOIMKHO reHepupoBaTb YpPOBEHb 3BYKOBOrO [aBfieHUS CWUrHana oOracHOCTU He MeHee

65 aob(A) Ha paccTosiHum 1 M.

Mpumeyvanme 101 — Anroputm, KOTOpbIN ycunmuBaeT akTuMBHble 3BykoBble CUIHAJIbBI
OMNACHOCTW nytem yBenuyeHUs ypoBHS MX 3BYKOBOrO OABMEHUS C TEYEHUEM BPEMEHWU, MOXET

ObITb Nnoaxoadawmm ans cndawero NMALMEHTA, kotopbin 06bivHO siBngetcs ONEPATOPOM.

Coomeemcmeue ycmaHasnugarom ymemM U3MepeHUs KOPPEeKmMupOB8aHHO20 YPOBHS
38yK08020 OaerieHUs 110 xapakmepucmuke A ¢ rnoMowbto rnpubopos, coomseemcmayrouiux
mpebosaHusiM K uamepumeribHbiM ripubopam knacca 1 8 coomeemcmeuu ¢ IEC 61672-1 u
ycrnosusiM c80b00H020 oS, yka3aHHbIM 8 ISO 3744.

208.6.3.3.3 Perynunpyembin ONNIEPATOPOM ypoBeHb 3BYyKOBOIO AaBreHnUs

LononHeHue:

Ecnn OTBETCTBEHHAA OPIrAHU3ALMA MoXeT yMeHbLWTb FPOMKOCTb 3BYKOBOIO
CUTHANTA OMACHOCTW po Hyns, OOMKHbI CyLlecTBOBaTb alnbTepHaTMBHbIE CPeacTBa,
Hanpumep PACIMPEOEJIEHHAA CUCTEMA CUTHAITM3AUMW, pana yBegomneHus
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OMEPATOPA 06 OIMNACHOW CUTYAUUWN paxe npu YCNOBUME EOVHWYHOIO
HAPYLWEHUA.

LononHumernbHbIt noonyHKm:

208.6.3.3.101 CneumanbHble xapaktepuctmkm 3BykoBbix CUITHANOB OIMACHOCTU
ans NO N3OENUIA

3sykoBble CUMHAJIbI ONTACHOCTW gomkHbl oTBeYaThb crieaytowmm TpeboBaHmsM:

a) ecnu ectb BO3MOXHOCTb npuoctaHoButb 3sykoBon CUMHAJT ONMACHOCTW, nepuog
pexuma 3BYKOBAA CUTHAJTIM3SAUKMA MPUOCTAHOBJIEHA He porkeH npesbiwatb 10
MUHYT;

b) ecnrm B  TeyeHne nepuoga pexuma  3BYKOBAA  CUTHANUN3AUUNA
NMPNOCTAHOBJIEHA  BosHukaetr pgpyras OINNACHAA  CUTYAUWUA, Tpebyrowasn
HemeaneHHoro pearnpoBaHuss OlMNEPATOPA, 710 nepuog pexuma 3BYKOBAA
CUTHANMN3AUUA NMPUOCTAHOBIJIEHA gomkeH 6biTb NpepBaH.

Coomeemcmeue ycmaxagrnusarom rnymem rnpoeedeHus (byHKUUOHaIbHbIX UCMbImaHudl.

209 TpebGoBaHUA K KOHCTPYKLUM C YH4ETOM IKOJNTOrM4YeCcKux npoodnem

IEC 60601-1-9:2007 n IEC 60601-1-9:2007/AMD1:2013 He NpUMEHSIIOT.

MpumevaHne — IEC 60601-1-9 He coOOepPXMT 3HA4YMMbIX CBEOEHUN, Kacarowmxcs
OCHOBHOW BE30OMACHOCTU u OCHOBHbIX OYHKUMOHAJBbHBIX XAPAKTEPUCTUK B
obnactn NEPUTOHEAJIIBHOIO OUNAJTM3A, ana NMAUMEHTOB n OINEPATOPOB.

211 Tpe6oBaHua k MEOUUUHCKUM SNEKTPUYECKUM U3OEJIUAM m
MEOUWLUUHCKUM J3NEKTPUYECKMUM CUCTEMAM, ucnonb3yemMmbiM AN
MEOUWLUMHCKOW NOMOLLUM HA OOMY

MpumensaoT IEC 60601-1-11:2015 3a ucknoyeHnem cnegyoLero:

211.6 Knaccudumkauma ME U3OENUA u ME CUCTEM

[lononHeHue:

MpumeuaHue — IEC 60601-1-11 gonyckaeT ucnons3osaHne ME U3OENNIA KITACCA | gna
MEOULIMHCKOW NMOMOLLI HA IOMY TonbKo NpyU HanWuum onpeaeneHHbIX JONOMHUTENLHBLIX Mep.
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MpunoxeHuns

MpUMeHSOT NPUNOXKeHWs obLero ctaHaapTa 3a UCKHYEHNEM CreayHoLLEro:
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MpunoxeHune G

(o6sa3aTenbHoOE)

3awmTa ot ONMACHOCTEMW Bo3ropaHusi BOCNNaMeHSIOWMNXCA CMecei aHeCTETUKOB

MpunoxeHue G obLero ctTaHgapTa He NPUMEHSIHOT.
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MpunoxexHne AA

(cnpaBoyYHOE)

O6wue nonoxeHuss 1 ooocHoBaHue

Hwnxe npmneeneHbl 0bocHoBaHus KOHKPETHbIX 3JIeMEeHTOB HacTtodullero craHgapta, C HOMeEpoMm,

COOTBETCTBYHOLLMM HOMEPY B TeJle HacTodlwero craHgapTa.

MoanyHkT 201.4.3.102 — Ckopoctb notoka AUAJIMUSUPYIOLLEIO PACTBOPA Bo Bpems
NMPUTOKA/OTTOKA

Mpn npuvnusHom MEPUTOHEANIBHOM OWAJIM3E u HenpepsbiBHoM TMEPUTOHEAIBHOM
OVNANN3E addbekTMBHaAsE CKOPOCTb  3aMeLLUeHUss  XMOKOCTM Oonee  nokasaTenbHa, Yem
nugueuayanbHble ckopocty NMPUTOKA n OTTOKA.

Ona w3genvi, UCNoNb3ylWUX TakMe MeTodbl, MUCMbITaHMs MOryT ObiTb M3MeHeHbl [Ans
n3mepeHns a(pPEeKTUBHON CKOPOCTU 3aMeLLEeHUs XUOKOCTM No obliemy BpemMeHu, Heobxogmmomy
ANs BNMBaHUA M CnuBa 3afaHHoro obbema AvanvanpyroLLero pactesopa B nocreaoBaTenbHbIX dpa3ax
MPUNTOKA n OTTOKA.

MoanyHkT 201.11.8 — MNpepbisanue nutanns/MATAIOLLENA CETU ME U3OENUA

OcHoBHOe BHuMaHue B pasgene 201.11.8 yoendetcsa npepbiBaHUO padoTbl BHELHUX UMK
BHYTPEHHUX ncTovHmkoB nutanms n ONMACHbIM CUTYALUUAM B cniydae npepbiBaHns unn nepepbiBa
C nocneayLmM BOCCTaHOBNEHNEM.

Cniegyioulee aBndeTcs NpumMepoM AOMNONHUTENbHbBIX MEpP, KOTOpble MOryT NOTPeboBaTLCS;

- octaHoBka NMPUTOKA/OTTOKA k/ot MALMNEHTA.

MyHkT 208 — O6GWMe TpeboBaHUsA, UCNILITAHUA U PYKOBOASALIME YKa3aHUA NO NPUMEHEHUIo
CUCTEM CUTHANU3ALUUN MEOULMHCKUX INEKTPUYECKUX U3OENUA n MEOULMHCKUX
ANEKTPUYECKUX CUCTEM

MO U3OENME B GonbluMHCTBE crnydaes ucnonbayloT ans MEAVMLUMHCKOWM MOMOLLM HA
OOMY. lMockonbKy MCMONb30BaHME B YCNOBUSX amMBynaTOPHON MOMOLLM UMW MHTEHCUBHOW Tepanuu
BCTpeyaeTcs oyeHb peako, CUCTEMbl CUTHANMU3ALUMW ans NO U3OENUW, ncnonb3yembix Ans
MEOULIMHCKOW MOMOLWWM HA [OOMY, HyxpaoTca B ApyrMx NpuoputeTax Mo CPaBHEHMIO C
IEC 60601-1-8.
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Mpunoxexnne A

(cnpaBo4HoOE)

CBefneHns 0 COOTBETCTBUN CCbINMOYHbIX MeXAayHapoAHbIX CTaHOapTOoB

MeXrocygapcrBeéHHbIM CTaHOAapTam

Tabnunuya OAA

O603Ha4eHne CCbINIOYHOro CteneHb O603HavyeHre 1 HaumMeHoBaHe COOTBETCTBYIOLLEIO
MeXAyHapOoA4HOro craHaapTa | COOTBETCTBUSA MEXrocyapCTBEHHOro cTaHaapTa
IEC 60601-1-2:2014 IDT FOCT IEC 60601-1-2—202_ «3genus

MeaULUNHCKue anekTpuyeckue. Yactb 1-2. Obuwime
TpeboBaHusa 6e30MacHOCTU C y4eTOM OCHOBHbIX
PYHKLUMOHATbHbIX XapaKTePUCTUK.
MapanneneHbIn cTaHgapT. AnekTpoMarHuTHbIe
nomexu. TpeboBaHMsa 1 UCNbITAHNUS»

IEC 60601-1-6:2010 - *

IEC 60601-1-8:2006 IDT FOCT IEC 60601-1-8-202_ «M3penus

MeauLUNHCKMe anekTpuyeckue. Yactb 1-8. Obwme

TpeboBaHMa 6e30MacHOCTM C Y4€TOM OCHOBHbIX
YHKLMOHAmbHbIX XapaKTePUCTUK.
JononHutenbHbI cTangapT. Oowme
TpeboBaHMWs, NCNbITAHUS U PYKOBOASALLME
yKasaHusi N0 NPMMEHEHUIO CUCTEM CUrHanu3auum
MEANLIMHCKUX 3NEKTPUYECKUX U3aenui n
MEANLIMHCKUX 3NEKTPUYECKUX CUCTEMY

IEC 60601-1-11:2015 - *

* COOTBETCTBYHOLUNA MEXroCyAapCTBEHHbIN CTaHO4apT OTcyTcTByeT. [Jo ero npuHATUA

pekoMeHayeTCs UCMonb3oBaTb MEepeBod Ha PYCCKUA SA3bIK  [AaHHOMO  MeXOyHapoaHOro
cTaHgapTa.
MpumeyaHue - B HacTodAwen Tabnuue WCNonb30BaHO crieaylollee YCroBHOe

0003Ha4YeHne CTeneHn COOTBETCTBMS CTaHOapTOB:

- IDT — ngeHTn4yHble cTaH4apThl.
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