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Mpeaucaosune

Llenu, OCHOBHbIE NPHHIMIBI H MOPSAOK TMpPOBEAEHHs paboT Mo MEXrocyaapCTBEHHOM
cranpaptusanyu ycraHoBieHsl TOCT 1.0—92 «MexrocynapcTBeHHas CHCTEMa CTaHAAPTHU3ALHH.
OcuoBnele nonokenuss» U ['OCT 1.2—2009 «MexXrocyqapcTBEHHasi CUCTEMa CTaHOAPTU3ALMH.
CraHOapTel MEXTOCYHAapCTBEHHBIE, IPaBUJIa M PEKOMEHIALMH IO MEXTOCyAapCTBEHHOM

crangaptuzanuu. [Ipasuna pa3paboTKy, IPUHATHS, NPUMEHEHHs, OOHOBJICHHUS 1 OTMEHBDY
Caenenusi 0 cTaHgapTe

1 TIOATOTOBJIEH ®enepanbHbiM TrOCYyJapCTBEHHBIM YHHTApPHBIM  HPEINpPUSITHEM
«BCepOCCHICKMH HayYHO-MCCIENOBATENIbCKUI HMHCTUTYT CTAaHOAPTH3aLWMH W CepTHUKALMH B

mammHocTpoennn» (BHUMHMALIT)

2 BHECEH ®enepaibHBIM areHTCTBOM IO TEXHHYECKOMY DPEryJIHpPOBAHHIO M METPOJIOTHH

(Poccranpapt)

3 TIPUHAT MexrocynapcTBeHHbIM COBETOM MO CTaHAAPTH3aLUH, METPONOTUU H

cepruduxaimu (nporokon Ne 41-2012 ot 24 mas 2012 r.)

3a npuHsTHE CTAaHAAPTA ITPOTrOJIOCOBAJIH:

Kparkoe HanmenoBanue ctpanbi o | Kox crpans! no CokpallieHHOe HaMEHOBAHUE
MK (MUCO 3166) 004—97 MK (UCO 3166) HAILMOHAJIBHOTO OpTaHa
004—97 10 CTAaHAAPTU3ALNA
Azenbaiimxan AZ A3zcTaHmant
Benapves BY T'occrannmant Pecnivonuku besapveb
Kazaxcran KZ Toccrannant Pecnvonuku Kazaxcran
Kriorezcran KG Kemrencrannant
Poccutickas @eneparms RU Poccranmapt
TamxukucTaH TJ TamxuKkcTaHmanT
V3bexucran Uz VYacranmapt

4 Tlpuxkazom @DenmepanpbHOrO AareHTCTBA IO TEXHHYECKOMY  PEryJIUPOBaHUIO U
metposoruu ot 01 HostOpst 2012 r. Ne 613-cT Mexrocy napcrsennsiii cranaapt I'OCT 31511.2-2012
(ISO 10651-2:1996) BBemeH B NEWCTBHE B KavyeCTBE HAIMOHAJIBHOIO CTaHAapra POCCHICKOM
®denepanuu ¢ 1 sasaps 2015 r.

5 Hacrosuuit craHnapt MonquUUUPOBaH MO OTHOIIEHHIO K MEXKIyHAPOLHOMY CTaHIApTy
ISO 10651-2:1996 Lung ventilators for medical use — Part 2: Particular requirements for home care
ventilators (Anmaparsl MCKyCCTBEHHOH BEHTIJIILMM Jerkux Memuuunckue. Yacte 2. HUactHble
TpeboBanust Oe30MaCHOCTH K anmaparaM HCKYCCTBEHHOM BEHTIIALUM JIETKHUX JUIS IPUMEHEHHs Ha

IOMY) 32 HCKJIFOUeHHeM copieprkanus 6.1 ae.

II
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Crenenb cooTBeTcTBHs — Monuduuuposansas (MOD).
Cranpapt noxarorosyied Ha ocHoBe rpumenerus [OCT P 51535-99 (MCO 10651-2-96).

6 BBEJIEH BITEPBLIE

Hugpopmayus o esedenuu 6 Oelicmeue (npexpaujenuu Oeiicmeus) HACMOAUE20 CHMAHOAPMA
NYBIUKYEMCSL 8 eHCeMECTHHO U30ABACMOM UHPOPMAYUOHHOM YKazamene « HayuonanvHvie CmaHOapmol ».

Hugpopmayus 06 uzmenenusx xk HacmosweMy Canoapmy nyoruKyemcs 6 exncec00H0 u30aeaemom
unghopmayuonnom yrasamene «Hayuonanonvie cmanOapmoly, d MeKCm USMEHEHUll U NONPAGOK — 8
eJCeMEeCAYHO  U30A8AeMOM UHQOpMayuonHom Ykazamene «Hayuonansuvie cmanoapmoly. B cayuae
nepecmMompa uau  OMMEHbl  HACMIOAWE20 CMAaHoapma coomeemcmeyowas unopmayus  Oyoem

ONyBIUKOBAHA 8 eJHCeMECTHHO U30ABAEMOM UHPOPpMaYUOHHOM YKasamene « Hayuonansrbie cmanoapmut »
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Beenenune

Hacrosimmii ctangapr ycraHaBnuBaeT TpeOoBaHms Kk ammapatam HBJL,
NpeIHa3HAUYEHHBIM NPEUMYINECTBCHHO YT UCIONB30BAHUA B JIOMAILTHUX YCJIOBHSX,
HO KOTOPBIE TAKXK€ MOTYT HCIONB30BaThCA MOBCIOAY (B OONBHHIAX) UL
ONPEACICHHBIX MAalMEHTOB B Cy4asx, KOorja mpuMeHeHWe amnmaparos WBIIL,
cootsercTBytomux TpebosanmaM ['OCT UCO 10651.1, we tpebyerca. [lanHbie
ycTpoiicTBa JIOJDKHEI COOTBETCTBOBATH OTIPC/ICIICHHBIM TpeOOoBaHMSM,
IpeNbABIIAEMBIM K anmaparaM 1BJI (aBromarnueckoe yBenndeHne Win obecneyeHue
BEHTWIAMM JIETKUX MAIWeHTa), HO 3a4acTyi0 MJaHHbIE ammapatsl  OyayT
HCTIONBb30BaThCA B JOMAIIHUX MU JIFOOBIX APYTHX YCIOBHSAX MEPCOHAIOM C Pa3HBIM
YPOBHEM MOJArOTOBKU. YCTPOKCTBA, MNPEAHA3HAUEHHbIE WCKIIOUUTENBHO Ui
YBEJIMYECHUS BEHTHJIALMM CaAMOCTOATENIFHO JBNIANIAX TAIlMEHTOB, MCKITIOYCHBI W3
HACTOAIIEr0 CTAaHIAPTA.

Ob6ocHoBanue Hanbosee BAKHBIX TPSOOBAHU IPUBEACHO B PHITOKEHUH M.

Hacrosamuii crannapr sBnsercs uacteio cepum cranaaproB SO 10651 mog
00IINM Ha3BaHWEM «AMMNApaThl HCKYCCTBEHHON BEHTHIIALMU JETKHUX MCEIHALIMHCKHAC)
U cOCTOAIMIEeH U3 CIIEAYIONMX YacTel:

Hacts 1. TexHnueckne TpeOOBaHHUA.

Yacte 2. YactHsle TpeOoBaHMSA 0€30MACHOCTH K ammaparaM HCKYCCTBEHHOMH
BEHTHIIAINHN JISTKAX JJIsl IPUMEHEHHUS HA IOMY .

Yacte 3. YacTHEIe TpeOoBaHMS 0E30MacHOCTH K amiiapaTaM HCKYCCTBEHHOM
BEHTIWJIALMK JIETKUX, NPAMEHSAEMBIM B 3KCTPEHHBIX CHTYalMsAX W TPAHCIIOPTHBIX

CPeaCTBax



rOCT 31511.2-2012
(ISO 10651-2:1996)

MEXITIOCYJTAPCTBEHHB U CTAHJAPT

ATIIIAPATBHI HCKYCCTBEHHOM BEHTH/IAIMHA JIETKUX MEJULIMHCKUE
Yacrtb 2

YacTHble TpeGoBaHus 0e30MACHOCTH K ANNAPATAM HCKYCCTBEHHOH BEHTHJISILIMM JIETKHX
AJIs1 IPUMEHEeHHsl HAa oMY

Lung ventilators for medical use. Part 2.
Particular requirements for home care ventilators

Harta BBegenns 2015-01-01

Pazgen 1. O0mue noJioxeHus

1.1 O6macts pacrpocTpaneHusi (CM. TIPHIOKeHHE M)

Hacrosmmuit cTaHAapT ABNAETCA OAHUM K3 CEPHUH CTAHIAPTOB, OCHOBAHHBIX HA
I'OCT 30324.0 (manee — obumwii cranaapr). Hacrosmmii craHaapt OTHOCHTCS K
pa3zeny 9acTHBIX cTaHAapToB. B cootBeTcTBHM ¢ 1.3 obrmiero cranmapra TpeGoBanwms
HACTOSALIEr0 CTAHAApPTAa HMEIOT MNPEUMYLIECTBO IepeA TPeOOBaHUAMHM OOLIEro
CTaHAapTa. B Tex crydasnx, KOTAa HaCTOSAIMM CTaHAApT ONpeenaeT, YTO MPUMEHAIOT
MYHKT OOINEro CTaHAapTa, 3TO O3HAYAET, YTO YCJOBHE MPHMEHAETCA TOJBKO B TOM
cilydae, Korja TpeGoBaHHSA TPHUMEHHMB K pPacCMaTPHBAEMOMY MEIUIMHCKOMY
anmnapaTy HCKYCCTBEHHOI BEHTWIALMH JieTKHX (manee — anmapat UBJT).

Hacrosmmii cranmapt umeer odmue tpedosanms ¢ [OCT 30324.12 u TOCT
HNCO 10651.1.

[Tpumensiot nyHKT 1 o0miero cranaapTa, co CISAYIOMNUMHE JOTIOTHEHUSAMU:

Hacrosumii cranmapt ycraHaBinuBaeT TpeOoBanus K ammaparam HBIJI,
[peAHa3HAYeHHBIM TJIaBHBIM 00pa3oM Julsi MCHOJIb30BAHUS B JTOMAUIHUX YCIIOBHAX,
HO KOTOPBIC TAK)K€ MOTYT HCIIOJIB30BATHCA JJIA COOTBCTCTBYIOIIUX NALUCHTOB H B
JIPyTUX MecTax (HampuMmep B OONBHHIE), T/Ie He TpeOyeTcs NCIOb30BaHKE anmnapara

HBJI, cootBerctByomero Tpebopanmsm [[OCT UCO 10651.1.

U3snanune opuunaibHOE
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VYerpoiictBa, npenHa3HAUEHHbIE  HCKIIOUUTEIBHO  JUIA  YBEIHUCHUA
BEHTHIAIMM CaMOCTOSTEIBHO BIIIANIAX TAHCHTOB, HCKITIOUCHBI M3 HACTOSIIETO
cTanaapTa, Hanpumep anmaparbl MIBJI ¢ xupacamu, KOTOpbI€ IpUiararoT K rpyaHon
KIIETKE OTPHUILIATENEHOE JABJICHHC.

Hacrosmuii ctanmapt He pacrnpoctpansercs Ha anmnaparsl UBJI, mpuBoaumeie
B JieiicTBUe oneparopoM (HampruMmep pyuHble annaparst UBJI ais oxusnenus).

TpeGoBaHMA HACTOSIIETO CTAHAAPTA ABIIAIOTCS 00SA3aTCIIEHBIMH.

1.2 HopmaTHBHBIE CCHLIKH

B  wHacrosmem cTaHZapTe HMCIONB30BAaHBI CCHUIKM HA  CIICAYIOLIHE
MEXTOCy TapCTBEHHBIC CTAHIAPTHI:

TOCT EN 556-1—2011 Crepunuzauus MEIWUUHCKHX YCTPOHCTB —
PexoMenmarmn a1 MEIUIUHCKUX YCTPOWCTB, KOTOPBIE OJKHEI IMETh MapKHPOBKY
«CTepriibHOY.

I'OCT 1ISO 8185—2012 VBnaxuurendn MeAMUUHCKHE. TexXHUYECKUe
TpeOOBaHUSA M METO/BI HCIIBITAHUN

I'OCT HCO 9703.1—2002 Curdansl ONACHOCTH [UIf aHECTE3UH H
HCKYCCTBEHHOM BEeHTWIALMY JerkuX. YacTh 1. BusyanbHble CUrHaNbI ONaCHOCTH

I'OCT HUCO 10651.1—2002* Ammapartsl HCKYyCCTBEHHO!H BEHTIJIALMH JIETKUX
memuimHckue. Yacts 1. Texauueckue TpeGoBanms

TOCT 24264.2—94 AnmnapaThl HHTAJIAIMOHHOTO HAPKO3a H HCKYCCTBEHHOM
peHTHAmMH derkux. Coenunenns kouudeckue. Yacts 2. Pe3p6oBhle coequHEHH,
HECYIIe BECOBYIO HAarpy3Ky

I'OCT 30324.0—95 (M3K 601-1-88) N3nenmst METUIMHCKHE 3JIEKTPHUYECKHUE.
Yacts 1. O6mue TpeGoBaHusa 6€30MacHOCTH

IoCT 30324.1.2—2012 (IEC 60601-1-2:2001) H3pmenusad MeOULIMHCKHE
anekrpuyeckue. Yacte 1. O6mue Tpebopanusa 6e30mMacHOCTH. 2. DEeKTpOMarHuTHasA
COBMECTHMOCTH

* B Poccniickoit ®eneparmn neficteyer OCT P 50267.12-2006 «H3penus MenuUHHCKHE

anextpuueckue. Yactb 2-12. YactHble TpeGoBaHUs OE30MAaCHOCTH K ammaparaM HCKYCCTBEHHOMH
BEHTWJISILIMH JIETKUX IS MHTEHCHBHOI Tepaniny»
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IoCT 30324.12—95 (MOK 601-2-12-88) MUzmenus MeaUIUHCKHE
anektpuueckue. Yacte 2. YactHeie TpeOoBaHMs O€30MAaCHOCTH K armaparam
HCKYCCTBEHHON BEHTUJISILIMM JIETKIX

I'OCT  30804.4.2—2002*  CoBMECTMMOCTb  TEXHHYECKHX  CPEICTB
AJIEKTPOMArHuTHas. Y CTOMUMBOCTD K JIEKTPOCTATHUYCCKUM pa3psdaM. TexXHHuecKue
TpeOOBaHMSA U METO/IbI UCIIBITAHWN

I'OCT 31513—2012 (ISO 7767:1997) Aranu3aTopbl KHCJIOpOaa I KOHTPOJISA
IBIXaTeNbHBIX cMeceil. TpeboBanus Oe30MacHOCTH

IroCT 31518.1-2012 (ISO 5356-1:2004) Amnmaparsl HWHraJIAIIAOHHOM
aHEeCTE3WH M MCKYCCTBCHHOMW BEHTWIALMY Jierkux. CoequHeHUs KoHuueckue. YacTh
1. Kornueckue narpyOku v rHe3/1a

I'OCT IEC 60601-1-8-2011  U3genus  MEOUIMHCKHE  BJICKTPHUECKHE.
Yacte 1-8. OOmme tpeboBanus GeszonacHocTH. O6mue TpeGOBaHUSA, MCIIHITAHUS H
PYKOBOJAIIME YKa3aHUSA IO TPUMEHEHHIO CHCTEM CHTHAIM3AlUH MEIMIHHCKHX
AIIEKTPUUECKUX U3IETHN M METUIMHCKAX IEKTPHYECKHAX CHCTEM

IIpumeuanue — [Ipu nosb30BAHUN HACTOAIINM CTAaHAAPTOM LEJIECOOOPA3HO MPOBEPHUTH
HeﬁCTBHe CCBUIOYHBIX CTaHAAPTOB MO YKa3aTeJro ((Hal.[I/IOHaJ'[beIe CTaHAApThD), COCTABJICHHOMY
IO COCTOSHHIO Ha | sHBaps TeKyLlero roma, M MO COOTBETCTBYIOLIMM HH(OPMAIIMOHHBIM
yKasareim, OHY6J'II/II(0BaHHbIM B TCKYILICM roay. Ecnu ccbinounslii CTaHAAPT 3aMCHCH (PISMeHeH),
TO IPU MNOOJB30BAHWKW HACTOAUNIMM CTAaHOAPTOM, CJICAYET PYKOBOACTBOBATHCA 3aMCHANOLIUM
(I/ISMeHeHHbIM) CTaHOapTOM. Ecmu cchutouHbIi CTaHAApT OTMEHCH 6e3 3aMECHBI, TO ITOJIOXKCHHE, B
KOTOPOM OaHa CChLIKA Ha HETO, IIPUMECHACTCA B YaCTH, HE 3a'rpamBa}omeﬁ 9Ty CCBUIKY.

1.3 TepMuHbI 1 onpeesIeHNsE

[IpuMeHsIOT yHKT 2 00IIET0 CTAHIAPTA, 32 UCKIIOYCHHEM

2.1.5 3amena

2.1.5 pabouass uvacrb: Bce uvactm anmapara WUBJI, mpennazHaueHHbie A

MPUCOEANHEHNS K MANUEHTY WK ABIXaTEIbHOMY KOHTYPY.
IIpumeuanue — OOpaTuTe BHUMaHUE HA OOOCHOBAaHHE, NPUBENECHHOE B MPUIIOKEHUN

M, u Ha onperneseHue, mpuBeneHHoe B [1].

* B Poccuiickoit ®enepauuu neficteyer 'OCT P 51317.4.2-2010 «CoBMeCTHMOCTb
TEXHUYECKUX CPEJCTB OJJIEKTPOMArHUTHAs. YCTOHYMBOCTE K 3JEKTPOCTATUYECKUM paspsiiaM.
TpeOoBaHHsT U METO/BI UCITBITAHMID
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Jononaenne

1.3.1 B3pocubie; OTHOCHTCS K MEIUBHAY Maccoi 40 kr u boree.

1.3.2 xaymbpoBaHHBI opran ynpasjeHusi: Oprad yInpaBieHUs ¢ YHUCIOBEIMH
OTMETKaMHM, MPEAHA3HAYCHHBIMH I HHAWKAIMK YMPaBIsIeMOro NapaMeTpa BHE
3aBHCHMOCTH OT TOTO, OBLIO JIM YCTPOHCTBO OTKAIMOPOBAHO MH/WBH/YaJIbHO.

1.3.3 smerko pasymuumbii: BusyangpHas —xapakrepucthka wHDOPMAIH,
coobmraemMoii 060pyIOBaHHEM, KOTOPAs TIO3BOJIAET ONEPAaTOPy YETKO PACIO3HABATh
(uneHTUUIMPOBATE) KAYECTBEHHBIC W KOJIMUECTBEHHBIE 3HAUCHUS WM (YHKINH B
OTOBOPEHHBIX YCIOBHAX OKPYKAIOIEH CPEIbI.

1.3.4 naBnenme mnepexmoueHusi: Jlapnerme B ammapare MBJI, kotopoe
WHULMUPYET IepekioueHne Ha a3y BJoxa WK BbLAOXA.

1.3.5 mpuBommoii ra3: ['a3, xoTopsrii mpuBoaMT B AcikicTBue ammapar WUBJI u
KOTOPHIH TAK)Ke MOXKET I10/IaBaThCs MALHEHTY.

1.3.6 oTBepcTHe MPHUBOAHOIO ra3a: BXogHOE WIIM BBIXOAHOE OTBEPCTHE, HE

HMMEIOIEeE CIEINAIbHOM KOHCTPYKLIMH, €CJIA OHA HE YCTAHOBJICHA.
IIpumeuanue — [Ipumepsl pacioNOKeHNs PUBEAEHBI B PUIIOKEHUH N.
1.3.7 BX0omHOE 0OTBepCTHE MPHBOHOIO ra3a: BXOQHOE OTBEPCTHE, K KOTOPOMY

nojaercs padbouwii ras.

IIpumeuganne — Cwm. npunoxenne N.

1.3.8 nomosHuTENIEHOE BIyCKHOE OTBepcTHe: BIyCKHOE OTBEPCTHE, ueEpe3
KOTOPOE MOXKET MPOTEKATh OKPYIKAIOIIMM BO3MyX, KOT/A TI0/[aua CBEXKEro ra3a H/HiH
rasa Jurd pa3ayBaHUSA HEOCTAaTOTHA.

IIpumevyanue — Cm. npunoxenue N.

1.3.9 Bo3mozkHoe ycioBue: HeoOxomumoe, HO He 0043aTeNbHO JAOCTaTOYHOE
YCIIOBHE JAJISl COBEPIICHUS ACHCTBHA.

1.3.10 BbiapIXaeMblii JbIxaTeibHbiii 00bem: OOBEM Ta3a, BRIXOAAIMN U3

JICTKUX MalliCHTa BO BPpEMsL (1)213])1 BbIAOXA.
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1.3.11 moToko3aBHCHMBIII KOMIIOHeHT: KOMIIOHEHT, 4epe3 KOTOPBIM IMOTOK
rasa JO/KEH IPOXOIWTh TOJIBKO B OJHOM HANpaBJICHHH IS MPABUIBHOW paboTh
WK 171 0€30IaCHOCTH NALUEHTa.

1.3.12 cBexwmii ra3: I'a3, mogaBaemblii B IBIXATENIbHBIM KOHTYDP ammapara
HBJI, 3a uckiroueHneMm:

a) BO3IyXa, MOCTYMAOLIEr0 Yepe3 BXO JOMOIHUTEIbHOMU IIOAaUH,

b) BO3@yXa, MOCTYMAIOIIETO B PE3YJIbTaTE YTEUKH B AbIXaTEIBHOM KOHTYPE
ammrapara BJI;

C) BBIOBIXaEMOT'O MALMEHTOM rasa.

1.3.13 BemyckHoe orBepcTHe: OTBepcTue anmapara MBJI, uepes koTopoe ras

BBIXOJUT B aTMocepy.
HDpumeuanue — Cum npunokenue N, pucyHok N.1 b)

1.3.14 Bxoanoe otBepctme: OTBepcTHE, Yepe3 KOTOPOE ra3 BBOAMTICA B

JbpIxareNbHbIi KOHTYp annaparoM UBJI wim nanueHToM.

Ilpumeuanus

1 Ta3s MoxeT mnOmaBaTeCs B 3TO OTBEPCTHE IO[ AaTMOC(EpHBIM JaBIEHHEM MU
naBieHHeM, ONU3KUM K aTMOC(epHOMy, HIH JAaBJI€HUEM KOHIA BbIOXA, MM OTBEPCTHE MPOCTO

MOJKET OBITb OTKPBITHIM B aTMOC(hepy.

2  Cwm. npunoxkerue N.

1.3.15 BxogHoe oTBepcTHE BBICOKOTO AaBJIeHHs: BxonHoe oTBepcTHE IA
[I0/1auy Tra3a mpu AasneHnn, npesbimaromeM 100 klla.

1.3.16 ammapar UBJI nomamHero mpumeHeHusi: ANNapar, NPUTOAHBIA A
BEHTWILILUN JITKMX MAlMEHTa B JOMAIIHUX YCIOBUAX 0€3 MOCTOAHHOTO
poeCCHOHATEHOTO HAOTIOACHUS.

1.3.17 BayBaemslii raz: Cexwii ra3, KOTOPbII NIPUBOIUT B JCHCTBUE allIiapar.

1.3.18 orBepcrue s BenTwisinuu BpyuHyro: OTtBepctue ammapara MBJI, k
KOTOPOMY MOXET ObITh TOACOCAMHEHO YCTPOMCTBO I BEHTWIALMH JIETKHUX
BPYUHYIO.

IlIpumeuanue — Cwm. npunoxenue N.
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1.3.19 makcumaibHoe orpaHHuMBaemoe nasjienwe Py, .. Hawsbicinee
JaBJICHUE, U3MEPEHHOE B OTBEPCTUH IS IPUCOEAMHEHHS MMAIUEHTa, KOTOPOE MOXKET
OBITh JOCTHTHYTO B ABIXATEIFHOM KOHTYPE BO BPEMs HOPMAJILHOTO HCIIOH30BAHHA
WIN B YCJIOBUAX CAMHAYHOTO HAPYILICHUA.

1.3.20 mmmmMaBLHOe orpaHHUHBaeMoe Jasienue Py, nmin: Haumensiee (camoe
OTPHIATENIFHOE ) AABJICHUE, H3MEPEHHOE B OTBEPCTHH [T MPUCOCAUHCHUS TTAIIMCHTA,
KOTOPO€ MOKET OBITh IOCTHTHYTO B JBIXAaTSJIBHOM KOHTYPE BO BPeMs HOPMaJIbHOTO
HCTIONTb30BAHUA WITH B YCJIOBHAX €ANHHYHOTO HAPYIICHHUS.

1.3.21 wnoBopo:xaeHHbII: UTHAWBUA Maccoit MeHee 5 KT.

1.3.22 monosxxenne oneparopa: [IpenycMorperHas opueHTalys oneparopa o
OTHOIIEHWIO K OOOPYAOBAaHHIO M €r0 HOPMABHOTO WCIMOJb30BAHHA B
COOTBETCTBUH ¢ MHCTPYKLHEH MO SKCIUTYaTALlHH.

1.3.23 pedenox: Uuaueua BecoM oT 5 10 40 kr.

1.3.24 ¢uapTp: YeTpolcTBo, NpeaHasHauYeHHOE IS CHIDKCHHS COIACPIKaHUA
OakTepmii 1 YACTHII BELIECTB B IIOTOKE rasa.

1.3.25 curHanuzampsi HeperyJsIpHOCTH AbixaHmsi: CHrHamuzaims, KoTopas
BKJIFOYAETCS, KOTJA 3a YCTAHOBJICHHBIH TMEPHOJ BPEMEHH HE MPOUCXOAUT
IHUKITHYECKHUX I/ISMepeHHﬁ NECPEMCHHBIX BCHTUIAINA MMAIlUCHTA.

1.3.26 Benmwmsmus V: O0beM rasa, BXOOMIIEr0 B JIETKHE MHAlMEHTA HWIH
BBIXOSIIErO U3 JIETKUX MAHCHTA 32 MHHYTY.

1.3.27 moixatensunlii koHTyp ammapata WBJI:  JlerxarenmsHbBIE  KOHTYD,
OrpaHMYNBACMBbIA BXOJHBIM OTBEPCTHEM HHU3KOTO JABJICHHSA, BITYCKHBIM OTBEPCTHEM
W OTBEPCTHEM I TPHUCOCAMHEHHSA MALMCHTA BMECTE C BIYCKHBIM OTBEPCTHEM

CBEJKETO T'a3a M BHIILY CKHBIM OTBEPCTHEM, €CJIH TAKOBBIC HMEIOTCA.
IIpumeuanue — OOpaTure BHUMaHNE Ha ONpeAeNeHNe ObIXaTeIbHOTO KOHTYpa B [1].

1.3.28 makcamanbHoe pabodee maBJienne Py, . Hausriciiee nasnenne npu
HOPMAJIBHO# padore anmapata VBJI, koTopoe MOXeT OBITh JOCTHTHYTO B OTBEPCTHH

JUTA TIPUCOCTMHCHUA MAalHEHTa BO BPEMA (baBbl BAOXa, HE3aBUCUMO OT YCTaHOBKH
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JIIOOBIX OPTaHOB YIIPABJICHHS, KPOME TPEAHA3HAYCHHBIX IS PETYJIMPOBAHHUS STOTO
JABJICHUA.

IMpumedanue — Jlaxke eciy MaKCHMalbHOe pabodee NaBleHHE HE PEryJIHpyeTcs, OHO
MOXKET 6blTI> MEHbIIC, Y€M MAaKCUMAJIbHOE OrpaHUYUBACMOC NABJICHUE.

1.4 O6umme TpedoBaHus

IpuMeHsIOT MyHKT 3 00MIEro CTaHaapTa co CIACAYIOLIMMH JOMONTHEHUAMHE:

IIpumeganune — Bce wactm anmapata MBJI nomkHbl ObITh CKOHCTPYHPOBaHBI H
HU3roTOBJICHBI TaK, 4TOOBI CHU3HTh J10 MUHHMYMa pHUCK JUIA 300POBbs MaLUCHTA H3-3a BbIXOJa WJIH
yTeuku cyOcTaHumii u3 anmapara npu ero padore.

3.6 j) [IpumMeHEMBIE YCITOBUS €AWHAYHOTO HAPYLLICHHS!

a) KOPOTKOE 3aMbIKaHHE U Pa3phIB LETieii KOMIIOHEHTOB WJIH OOMOTOK,
KOTOPbIE MOTYT BBI3BaTh:

- TOABJIEHHE UCKP WIH

- TOBBILICHHE SHEPTHH HCKP, HITH

- TIOBBIIICHHE TEMIEPATYPHI (CM. pa3aen 7).

b) HempaBHIbHBIC BHIXOJHEIC JAHHBIC B PE3YIbTATE OLIMOOK B IPOrPaMMHOM

obecreueHun.
IIpumeuvanue — Cum. Takxke 54.1.

3.6 k) VYreuka okucnurteneil, KOTOpas ocrajiach HEPACMO3HAHHOMN, HAPUMED
CUTHaJIM3alMeNl WKW NEPUOAMYECKON NPOBEPKOW, AOMHKHA PACCMATPUBATBCS Kak
HOPMAaJIbHBIE YCIIOBHS, A HE KaK YCIIOBHE €IMHUYHOTO HAPYILICHHUS.

3.61) OcsemenHocth — He MeHee 215 nk. M3MepeHHs OCBELIEHHOCTH
CITEMYET BBIMOJHATH OT TAHENH YIPABICHWS MO HAMPABICHUIO K TPOBEPICMOMY
o0bekTy. IIpoBepsiiorniee U0 MO/DKHO HMETh OCTPOTY 3PEHMs, paBHyIo 1, mpu
HEOOXOIMMOCTH OTKOPPEKTHPOBAHHYIO.

15 O6mue TpedoBaHHS K HCTIHBITAHUSIM

IIpumensoT myHKT 4 06mero cranaapra.

1.6 Knaccupukarms

[IpuMeHSIOT MyHKT 5 0611ero cranmapTa.
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IIpumeuanue — Annapar UBJI moxer umers paGovne 4aCTH pa3HbIX THUIIOB.

1.7 Wpenrnduxamus

IIpumMensoT myHKT 6 00IEero cranapTa, 3a HCKITIOYSHHEM

6.1 e) 3amena

JloskeH OBITH TaKke YKa3aH aJpec M3roTOBUTENA M (WIH) YIOJTHOMOYEHHOTO
MPEICTaBHTENA (€CIH 3TO MPUMEHHMO).

6.1j) 3amena

JlomkHa ObITh BHITMOJIHEHA MAPKUPOBKA BXOHONW MOIIHOCTH B COOTBETCTBHH C
6.1j) ofmero cranmapra, a TakkKe CyMMa HOMHHAIBHBIX TOKOB, MOTPEOIIEMBIX
anmnaparom MBJI 1 cienuanbHBIMA TOTIOTHATENIEHBIMH CETEBBIMH PO3ETKAMH.

JlononHenwne nociie nyHkra 6.1 z)

6.1 aa) Bce mocrymHble onepaTopy MOTOKO3aBHCHMBIC JIEMEHTHI arapaToB
UBJI nomammHero MpPUMEHEHHs JOJDKHBI MMETh TOCTOSHHYIO MapKHPOBKY YETKO
PA3IUYUMON CTPEIIKOH, YKa3bIBAIOLIEH HANPABJICHHUE MOTOKA.

6.1 ab) Jlro6oe BXOmHOEC OTBEPCTHE BBICOKOTO MAABJICHHS JOJDKHO OBITh
MApKAPOBAaHO HAWMEHOBAHMEM WJIA CHMBOJIOM MPEJHA3HAUYEHHOro Trasa B
COOTBETCTBHUH C [2], TMama3oHOM AaBICHUHN 1OAaBaEMOTO Ta3a, a TaKkke TPeOyeMbIM
MaKCHMaJbHBIM MOTOKOM (cM. 6.8.3 a), mepeuncnenue 5). MakcuMallbHOE TaBICHUE
JOJDKHO OBITh yKa3aHO B Kmtomackaisax (k[1a), a MmakcuManbHass CKOPOCTh MOTOKA B
JUTPaxX B MUHYTY (J1/MUH).

6.1 ac) JloctymHble As omepaTropa OTBEPCTHS AOJDKHBI OBITh MapKHPOBAHbI
HAOOKCAMH, IO MCEHBIIEH Mepe, Ha HAIMOHAJIBHOM WJIA aAHIJIMHCKOM SI3BIKE.
AJNBTEpHATUBHO MOYKHO MCIIONIB30BaTh CUMBOJIBI C MOSCHEHHEM B WHCTPYKIHH TIO
SKCILTyaTalllu:

1 BxOomHOE OTBEpCTHE MPUBOIHOTO Ta3a: «IIPUBOAHOM ra3y (driving gas input);

2 [OTOTHHUTEIHHOE BILyCKHOE OTBEPCTHE; «BHUMAHHUE:
JIOTIOJITHUTEJIBHBIN BO3YX HE ITEPEKPBIBATE» (WARNING: emergency
air intake — do not obstruct)

3 orBepcTHe BIOxa: «BHOX» (gas output);
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4 oTBepcTHE BEIIOXA: «BBLIOX» (gas return);

5 BBHIMYCKHOE OTBEpCTHE: «BhIMyCcK» (exhaust).

Ecmu 06beM Ta3a, BHIMYCKAEMBbli Yepe3 BHIMYCKHOE OTBEPCTHE, GOJBbIIE WITH
MEHbBINE BBHIIBIXaEMOro o0beMa, TO AOUKHA OBbITh JOMONHHTENbHad Haamuch: «HE
JUTA CTIMPOMETPA» (not for spirometer).

6.1 ad) Ha anmapare MBJI momkHa OBITH cIieAyronias 4YeTkas W HaIC)KHAsA
MapKHPOBKA, KOT/[a 3TO MPUMEHUMO!

| cnenmdudeckre HHCTPYKLMHU MO XPaHEHHIO U (MiH) 00paIleHHIO;

2 cneuuuueckre HHCTPYKIUH 10 SKCILTY aTalHH;

3 cniermduyecKke  TPEOyNPEXISHHA, OTHOCANMECS K  HEMEIJICHHOMY
BKJIIOUYEHHMIO alapara B JAeicTBue,

4 mpeaynpeKAAOIIHAE HANIUCH O TOM, YTO!

-ammapaT HeNb3A HAKPHIBAaTh WK YCTAHABIMBATH TakK, YTOOBI HAPYMIAIACH €TO
€CTECTBEHHAS BEHTIJISLIMSL, U

-HENmb3s  BKJIIOYATh  amnmapar HEMEUIEHHO TOCNie  XPaHeHHWs WA

TPAaHCOOPTUPOBAHUA B YCIOBUAX, BRIXOAAMINX 3a MPEACIIbI SKCILTY aTallMOHHBIX .

IIpumedganne — Ecmm pasmepsr ammapara HBJI, ucnosb3yemoro B AOMaInHHUX
YCJIOBHSAX, HE TIO3BOJISAIOT C/IEJIaTh MAPKHPOBKY B COOTBETCTBHH ¢ 6.1, TO Ha HeM, 1O KpaiiHei mepe,

ZI0JDKHA OBITH CIEMyOMas MApKHPOBKA:
- HAMMEHOBaHUE U3TOTOBUTEILS,
- UACHTU(UKALIMOHHBIH HOMED;

- cuMsoa 14 cornacho tabnmuue D.1 obimero cranpapra.

6.1 ac) VYmakoBka, cojepXKamiast ABIXATCNIbHbIE [PHHAMUICKHOCTH MM
Jpyrre KOMIOHEHTSI, PeHa3HAYEeHHBIE JUIsi OAHOPA30BOT0 UCMOIb30BAHMA, JOJKHA
HUMETh YETKYIO CIICAYIONIYIO MAPKAPOBKY, KOTa OHA MPUMEHUMA.

1 onmucaHue CONEPIKUMOTO;

2 magmace «OJJHOPA3OBOE TTPUMEHEHUE» WM CUMBOJI Ne 1051
1O [3];

3 magmucs « CTEPMJIBHO» unu « HECTEPHUJIBHO»
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4 HauMeHOBaHKE M (FIH) TOPTOBYIO MapKy W3rOTOBHTEIIA W/MJIH TIOCTABINHAKA,

5 mnenTAdUKaEo THIIA 000PYIOBAHNS, TAPTHH U CEPUITHOTO HOMEPA,

6 eclld  TaKOBBIE HMEIOTCA, TO YHAKOBKA, COJACPXKAIIAT KOMITOHCHTHI
BEHTHJIATOPA, M3TOTOBJICHHBIC M3 MPOBOMAIINX MAaTCPHAIOB, MOJDKHA HMETh YETKYIO
MapkupoBky Hagnucsmu «[IPOBOJIAIINE unu «kAHTUCTATHUUYECKHUE»;

7 CPOK COXpaHEHUS CTEPHIBHOCTH.

6.1 af) VmakoBka, comepkamas ABIXaTeNbHBIC MPUCIOCOOJICHAA WIH JIIOOBIE
JpyrHe  KOMIOHEHTH  BEHTHIIATOPA, TPEJHA3HAYCHHBIC JUIA  MOBTOPHOIO
(MHOTOKPATHOT0) HCIOIBb30BAHMA, OJKHA HMETh CJIEYIOIIYI0 MAPKHPOBKY

1 onmucaHue coaepKUMOTO;

2 HauMEHOBaHWe M (WJIM) TOPTrOBYKD MAapKy M3roTOBHTENS H  (WIIH)
TOCTABINHKA,

3 pexoMeH/1yeMble METO/Ibl OUMCTKH, Ne3UH(EKINH U CTEPUITU3ALINH.

IIpumeuanue — HekoTopble ObIXxaTelbHble NPHHAMJIECIKHOCTH MOTYT CONEPXKaThb
HO,E[O6HI:IC PEKOMEHAAIINH B UHCTPY KIIMH I10 3KCIUTY aTallkuH,

4 ymakoBKa  IBIXaTEIBHEIX  NPUHAJICKHOCTEH,  HM3TOTOBJICHHBIX U3
MPOBOJANIAX MATEPUAIOB, MAOJDKHA KMMETh YETKYI0 MApKHPOBKY: HAIIHCIMH
«ITPOBOJAIMUE» umu « AHTUCTATUYECKHUEY.

YnakoBKa ABIXATEIBHBIX NPHHAMICKHOCTSH IS WCIOJIB30BAHUS y ONHOTO
MALMEHTA WIA CMEHHBIX MPUHAUICKHOCTEH MOJDKHA MMETh YETKYIO0 MapKHPOBKY MO
CPOKY WX TTPUMEHCHUS.

6.1 ag) Ecnu mnpuMeHseTcs IBETOBOE KOMMPOBAHWE YCTPOHCTB A
PEryIUPOBaHUS TOTOKOB Ta3a M THOKWX IILIAHTOB, TO OHO JIOJKHO COOTBETCTBOBATH
[4].

6.8.2, mepeuncnenne a) Jomnonaenne

WnCcTpykiMa 1O 3KCIUTyarauMW JO/DKHA  JOMOJHHUTENIBHO — COAEPIKaTh
CIIeAyIONIEe:

1 OxunaeMyro JUTMTETEHOCTH U YCIIOBHS PabOTHI.

10



I'OCT 31511.2-2012

Hns anmaparos MBJI ¢ BHYTpEHHMM HCTOYHMKOM NHMTAaHUSA AOJDKHO OBITH
yKa3aHO mpeanoyiaraeMoe  BpeMsa  paboTel B YCINOBHAX, ONPEAETECHHBIX
HU3TOTOBHUTENIEM.

Ecnu BHYyTpEHHEro HMCTOYHHKA NHMTaHUS HET, TO M3rOTOBUTENb JOJDKEH
OIIPEJETUTh TOAXOAAUMN PE3ePBHBII MCTOYHMK THMTAaHHA, KOTOPHIH MOXET OBITh
NPUCOEAMHEH K anmapary Iy o0ecredeHus, IO MEHbIIeH Mepe, OJHOTO Yaca €ro
pabotsl. Oxunaemoe BpeMs paboTHl anmapara TakKe JOJDKHO OBITh YCTAaHOBIICHO B
YCJIOBUSX, ONPEAEICHHBIX U3rOTOBHUTENEM. J[OKHBI OBITh OMUCAHBI MMPUCOCIMHEHHE
anmnapara K Pe3epBHOMY MCTOYHHWKY TIMTAaHHA W CIIOCOOBI aBTOMATHYECKOTO
NEPEKIIOYEHUsT OJIHOTO MCTOYHHMKA HA JPYroi B Cilydae, KOTJa YPOBCHb THTAHHS
NEPBUYHOTO UCTOYHHKA MAJaeT HIKe TpeOyemMoro.

XKenarensHo, uTo6b! moboii ammapat MBJI ¢ 3IeKTpomprBOIOM, HE3aBHCHMO
OT HamWuus BHYTPEHHEW pe3epBHOH OaTapew, WMeT BO3MOXKHOCTH PabOTHI OT
BHEIIHEH pesepBHON Oarapen. Oxupaemoe BpeMs pabOTBI  JOIDKHO  OBITH
YCTQHOBJIEHO B COOTBETCTBUM C YCJIOBHAMH, OMNPEACICHHBIMH HW3rOTOBHTEIICM,
JO/DKHBL OBITh TAKXKE OMMCAaHBI CPEICTBA U CIMOCOOBI MPUCOCOMHEHHUS K ammapary
HUCTOYHMKA MHTaHWS, a TaKXKe CHnocod aBTOMATHYECKOTO TMEPEKITIOUeHHS Ha
BHYTPCHHHI NCTOYHHMK, KOT/Ia YPOBEHb MUTAHHUS BHEIIHETO UCTOYHHKA MAJAeT HIDKE
Tpebyemoro.

2 Meroa TmTpOBEpPKH CIICAYIOMICH CHUTHAJM3AUMH 10 MPUCOEIUHEHHS
JIBIXaTENbHOTO KOHTYPA K TAITHEHTY

a) CHTHAJIM3AI[MHA OMACHOCTH W OTPAHWYCHHE JIABJICHHS B CHCTEME BBICOKOTO
JIaBJICHUS,

b) curHaymzanyu 0 HePEryIAPHOCTH JbIXAHUA.

Ilpumeuanue — Ilpumepsl HEpEryJIAPDHOCTH [IbIXaHHS, KOTOpPbie MOIYT ObITh
OOHapy KeHbI, — 3TO YTEUKH WIIH PACCOEANHEHHE MPHHAIIEKHOCTEN IbIXaTENbHOTO KOHTY P,

C) CHTHAIM3AIMA O IOBBIIICHWH WIA CHHXKCHHH KOHIICHTPAIMH KHCIOpOoJa
(ecnu moCTaBIAETC MOHHTOP KUCIIOPOa),

d) curHanM3anuu 0 HEHMCIPABHOCTH MHTAHUS,

11
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€) AIPTEPHATHBHOrO WJIM PE3EPBHOr0 HCTOYHUKA [HMTAHUS, €CIA OH
TMPUMEHACTCS.

3 KourtponbHBIH JicT A1 Kaxpgoro ammapata HMBJI, B koTtopom
CYMMHPOBAaHbl BCE TPOBEPKH, PECKOMEHIYEMbIE H3TOTOBHTEIEM, KOTOPHIE
He0oOXOAUMO BBIMOJHHUTh JO HCTONB30BAaHUA ammapata B pabote. IlpumeHenmne
JJIeKTpOHHOro mwmciuiess, Hanpumep Ha OJIT, Takke COOTBETCTBYET HaHHOMY
TpeOOBaHHUIO.

4 IIpemycMotpenHoe mpumeneHue ammnapara VIBJI (Hanpumep y B3poCiibIX,
HOBOPOJK/ICHHBIX ¢ YKa3aHHEM IHana30Ha MacChl TENa).

5  PexomeHmauuu 00 aIbTCPHATHBHBIX CPEACTBAX BEHTHIALIHH.

6 IlepeueHp pPEKOMEHAYEMBIX H3TOTOBHUTENIEM YCTPOMCTB, TaKHX, Kak
MOHHWTODHI, CHTHAIM3MPYIOIMMEC W 3allWTHBIC CPEACTBA OT OMACHOCTEH u3-3a
MOTAJIaH|sT PHEPTUH Wil cyOcTanmuwii oT anmapara MBJI na marmenTa, Hampumep
KHCJIOPOJHBIH MOHHUTOp, Korja anmapat MBJI gns qomaniaero npuMEHEHHS MOXET
TIOJABATh KOHIICHTPAIHIO KUCIOPOA BEIIIE aTMOC(EPHOI.

7 3adBneHMEe O TOM, UYTO OIEPaTop MAOMKEH O00eCTedynuTsh, HYTOOBI
COTIPOTHBIICHHE BIOXY M BEIJOXY, M3MEPEHHOEC B COOTBETCTBHM C TpeOOBaHHAMH
56.16, He OymeT HPEBBHILIEHO B CIIy4ae WCIMOIB30BAHUSA B ABIXaTEIBHOM KOHTYPE
JOTIOJTHUTENBEHBIX TIPHHAICKHOCTEH MITH KOMITOHCHTOB,

8  HsroroBuTenp NOIKEH IPHBECTH 3HAYEHWE MAKCHMAIBHO JOCTHIAEMOTO
JABTICHUS] B OTBEPCTHM [UIS NPUCOCAMHCHWS IMAIMEHTa B YCIOBHAX CAMHHYHOTO
HAPYLICHHSI,

9 TIlpemympexmeHHe O TOM, UTO €CJIM KCIOIB3yeTca 00OpyAOBaHHE Kjacca
1, 3ammTHOE 3a3¢MIICHIE TOMAITHEH SICKTPOMTPOBOAKH JIOJDKHO OBITH TPOBEPESHO HA
6e30macHOCTh 1 3PHEKTUBHOCTD PabOTHI.

10 Ecnu anmmapar MBJI gomariHero nmpuMEHEHHS HE BBIIONHEH TaK, 4TOOHI
BBIACPXKATh MOJIsI  M3TydeHus, mnpesbimatomue 10 B/M, B wmHCTpykumu mo

OKCIUTyaTalu JOJIKHO OBITH OOIOJTHUTEJIBHO YKa3aHO, YTO BIIMJAHHE nojieH

12
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U3IYUCHUS, TPEBBINAONIMX 3TOT YPOBEHb, MOXKET HEeOJIArompuATHO CKa3aThCs Ha
6e30MacHOCTH 000PYJ0BAHMS.

6.8.2 mepeuncnenue d) JJomonaeHne

B MHCTPYyKIMH MO SKCINIYaTAWH JIOJDKHBI OBITH PEKOMCHIAMH IO YHCTKE
KOMITOHEHTOB CHCTEMBI, €CJTH TAKOBBIE UCIIONB3YIOTCA.

6.8.3 mepeuncnenue a) JlononHeHune

Texnuyeckoe  omucaHHWEe  JOJDKHO  JIONOJHHTENLHO  cOOOIMATh  BCIO
uHpOpMALHIO, HCOOXOAUMYIO Ui NMPOBEPKA MPABHIBHOCTH YCTAHOBKH armapara
HBJI B COOTBETCTBHU C MPABWJIGHBIM H 0€30MAacCHBIM MOPSIAKOM YCTaHOBKH. Taioke
HEOOX0MMO YCTaHOBUTE, KAKUM 00pa3oM M KaK 4acTO HOAJMEPKHUBATH TEXHHUECKOE
COCTOsAIHHE ammapara i obecrieueHuss ero 0e30macHOW M MpPaBHIIBHON paboTHI.
KenarenpHo, uroObl maHHas uH(OpMamus coaep)kalack B WHCTPYKIHH IO
SKCIUIyaTallMy alapara M BCEX JOMOJHHTEIBHBIX KOMHOHEeHTOB. Korma »T0
IIPUMEHNMO, HEOOXOANMO BKITIOUATH:

1 Crenyromyto nHPOpPMALMIO OTHOCHTEIBHO JABICHUSA:

- MaKCHMAJIbHOC OTPAHHUYHBAEMOE TABICHHUE Plim max;

- [Wana3oH 3HAYCHHA, HA KOTOPbIE MOXKET ObITh YCTAaHOBJIEHO MAKCHMaJIbHOE
pabouee nasjieHHe, M CPEACTBA, KOTOPHIMH OHO o0ecleunBacTca (HampuMep
JaBJICHHC TICPCKIFOUCHHS, CO3[JaHHEe OTPAaHHMYMBACMOTO IABJICHHUS), a TaKKe
CBEJIEHUS O BO3MOMXHOCTH OTPHIIATELHOTO AaBiicHUs B (hase BbIIOXA,

- MHHMMAaJIbHOE (OTPHUIATEIFHOS) OTPAHMIHBAEMOE JABICHUE Pl min;

- Juanas3oH 3Haqum>i, Ha KOTOPBIE MOKET OBITH YCTAaHOBJICHO MHHHMAJIEHOC
OrpaHMYMBAEMOE JABJIECHME U CPEACTBA, OOECTeUHBAIOIINE YCTaHOBKY 3TOTO
MUHUMYMaA.

2 JlnamasoH ClieyrOUMX IapamMeTpoB:

JAaBJICHUA NCPCKIIOYCHAA,

JABJICHUA B KOHIIC BBII0OXA,

NoAaBaeMOM  KOHIIEHTPAIMK KHCIIOPOJa, €CIM OHAa PeryIupyercs Ha
arrmapare.

3 Onucanue CPCACTB 3aIyCKa AbIXATCIILHBIM YCUJTUEM MTAITUCHTA.

13
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4 Ha3zHaueHnwe, THI, OUANa30H M PACHOJOKEHUE AAaTYMKOB M YCTPOHCTB
oToOpaxkeHus (muciuieeB), BcTpoeHHbIX B anmapatr MBJI wnm ke pexoMeHayeMbix
W3rOTOBUTENIEM IS HCTIONB30BAHMS C allllaparoM.

5 Vkazanue ycnoBuit (Hampumep ATPD, BTPS)*, B koTOpbhIX OmpeseaeHs
mo0ble M3MEPEHHBIE WIM WHAMLUMPYEMble 3HAYeHHMA TIOTOKa, oO0BeMa WM
BEHTHJIAINH, a TAK)KE XapaKTEPUCTUKU M COCTaB ra3a B COOTBETCTBYIOIIEM JATUWKeE,
yTO0OBl WHIMKAIIAS COOTBETCTBOBAJia TPEOOBAHWAM TOYHOCTH, YCTAaHOBJICHHBIM B
519. Eciu wuHOE HE OroBOPEHO, MAapaMeTpbl JOKHBI OBITh BBIPRKEHBI B
COOTBETCTBHH ¢ yciioBuaMU ATPD.

6 s ycTpOWCTB, CHTHAIM3UPYIONMX 00 OMACHOCTH H HCMOJIb3YeMBIX B
anmnaparax UBJI, nomkHbl ObITh YKa3aHBI THI, BO3MOXXHOCTH, TPHHIIHI BBHISBJICHUA
OMAacHOCTH M, €CITH BO3MOXHO, HAJIMYME CPEACTB TMOJABJICHHA WM OTCPOYKH
CUTHAJTU3ALHH.

7 BHyTpeHHHH 00beM JI000# IbIXaTebHON NMPUHAUICKHOCTH WIH APYTroro
KOMIIOHEHTa, PEKOMEHAOBAHHOTO HW3TOTOBHUTENEM i PA3MCIICHUS  MEXAY
OTBEPCTUEM U1 TPUCOCIWHEHHUS TAIMEHTa W CaMHM IMAlUEeHTOM. H3roroButeins
MOJOOHBIX KOMIIOHEHTOB IOJIKEH 10 TPEOOBAHMIO TIOJIB30BATENS COOOITUTH METO B
WX MPOBEPKH.

8 ConpoTuBieHue, pacTssKUMOCTh B 00BEM TIOJTHOTO JBIXaTeIbHOTO KOHTYpa U
(unn) mo60ro NPUCOEOMHAEMOTO KOMITOHEHTA WM Y3JIa, HAIIPUMEP YBIAKHUTENI
Ui GUIbTPa, PEKOMEHIOBAHHOTO W3TOTOBHTENIEM ISl BKITFOUEHHS B JIBIXATEITBHBIH
KOHTYp ammapara.

JIomKHO OBITH YKa3aHO COMPOTHBICHHE BIOXY M BBIAOXY, M3MEPEHHOE B
COOTBETCTBUH C 56.16.

9 OyHKIMOHAIBHBIE XaPAKTCPUCTUKHA WM OOO3HAUCHHs TI0 CHCTEME
U3TOTOBHUTENA  KOMIIOHEHTOB  JOBIXAaTE€IbHOTO  KOHTypa,  KOTOPhIE  MOIYT

*ATPD — oxpysKarollias TeMIeparypa 1 JaBJICHHE, CyXOii ras;

BTPS — temnepartypa tena (37 °C), okpysKarolee 1aBiieHEe, OJHOE HACBIIEHNE ra3a
BOJOSTHBIM TIAPOM,

14
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[PHUCOSAMHATECS ~ OMEPaTopoM, BKIMOYAas  (UIBTPHL, YCTAHOBJICHHBIC  WIIH
PEKOMEHIyEMBIE H3TOTOBUTENIEM aniapara.

10 [THeBMATHYECKYIO CXEMy Aammapara W KaxJIOro ABIXaTEJBHOr0 KOHTYpA,
[OCTABIIAEMOrO MITH PEKOMEHIyEMOT0 H3TOTOBHTENEM.

11 detanw 1o mr00BIM OrPaHHYCHUSAM B MTOCICAOBATENbHOCTH TIPHCOCIAHCHHS
KOMIIOHEHTOB ~BHYTPH JBIXaTE€NbHOTO KOHTYpa, HAnNpUMEp, T[A€ HMEITCA
MTOTOKOUYBCTBHUTEITBHBIE KOMIOHEHTHI.

12B3auM03aBHCHMOCTh OPI'aHOB YIIPABIICHUS, €CITH OHA HMEETCA.

13 MudopManmo O TOYHOCTH W JWala30HE W3MEPAEMBIX BEIHYHH U

KaJTnOPOBAHHBIX OPTAHOB YIIPABJICHU.

IIpumeuanue — TOYHOCTH NOMKHBI OBITH BBIPAXKEHbl B (hOpPME MaKCHMAJIbLHOMN
MOTPELIHOCTH OTKJIOHEHHS OT HyJist B 00€ CTOPOHBI, BBIPAKEHHOH B COOTBETCTBYIOLIMX €AHHHULIAX,

TUTFOC MTOTPEITHOCTD 1Y BCTBUTEIIbHOCTH, NPEACTABICHHAA, HAIIPUMED, KaK MMPOLEHT OT MOKa3aHUH.

1.8 IlorpebdsisiemMasi MOIITHOCTH

[TpuMeHSIOT MyHKT 7 00Imero cTanaapra.

Paznen 2. YciioBusi OKpyRaroieii cpeanl

2.1 OcHoBHBIE KATEropuy 0€30MmacHOCTH

[TpuMeHTIOT MyHKT 8 0o0Lero cTanapra.

2.2 CpemHBI€ CPEICTBA 3AMIUTHI

[TpumensroT myHKT 6.1 z) 001wero cranaapra.

2.3 YcioBHS OKpYKAIOIIEH cpexbl

[TpumenstoT myHKT 10 obIIero cranaapTa co CIICAYIONIAMH JTOTIOIHEHUSAMH.

10.2.3 Dnextpudeckye U MHEBMATUYECKHE UCTOYHUKHA MUTAHUS

Ammapar WBJI npomkeH mpomoipkaTh (YHKIMOHHPOBATH B TIPEAENax
YCTaHOBIICHHBIX JOMYyCKOB BO BCEM [MANa30HE PHEPruM MPHUBOJA, ONPEJCIICHHOM
u3roToButesieM (cM. 51.5).

10.3 Pa6ota B 9KCTPEMAITBHBIX YCIIOBHAX
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HsrotoButens JODKEH COOOMMTH, KAKUM OOpa3oM BEHTWIATOP Oyner
pearupoBath Ha W3MCHCHHWS YCIIOBHH OKpYXKAIOWICH CpeAbl WIH MHTAaHHA [0
ONpEeACICHHBIX NPEAEIOB, U3MEHA KXKIBIH pa3 OAWH W3 MapaMEeTPOB, B TO BPEMS
KaK ApyrHe mapamerpsl OyayT MOAIePKHUBATHCS B HOPMAJTBbHBIX [TPeAeax:

- Temmeparypa okpyskatomei cpeast ot 5 °C mo 50 °C;

- OTHOCHTENbHAs BIAKXHOCTH OKpYskatomie cpeabl oT 10 % mo 95 %;

- komebanmsa atMoceproro masienus ot 60 xo 110 xITa (ot 600 mo 1100
m6ap);

- W3MEHEHHe HampshkeHus nuTanus ot MuHyc 20 % mo mmoc 10 %
HOMHHATEHOTO 3HAYCHUS,

- mpu TeMmmeparype oOkpyxawomiei cpeasl 45 °C M OTHOCHTENbHOM
Braxkaocta 75 %.

Bne ycnoBuit okpyxaromiel cpeasl M YCIOBHM IHTaHWUS, YCTAHOBJIEHHBIX B
10.2 ofmero crangapra, HO B Mpejaenax, OrpaHUUEHHBIX Bhille, anmapar MBJI He
JIOJDKEH HapyIIaTh 0€30MacHOCTh TAIHEHTa W OTIepaTopa.

IIpumeyanue — BeHtwiaTop MOXeT mnpomoKaTh paboTaTh U B YCIOBHAX,

BBIXOAIUX 32 PAMKH YCTAHOBJICHHBIX IOITY CKOB.

Pazjein 3. 3amura oT onacHOCTel MOPAKEHHSA IJICKTPHYCCKHM TOKOM

3.1 Ooume TpeGoBaHIs

[pumenstor nyHKT 13 o6mero cranmapra.

3.2 TpeGoBanmus, OTHOCSIHECH K KJIACCHPUKALIH
IIpumensoT myHKT 14 o6Imero crangapra.

3.3 OrpanndeHns: HATIPSHKEHAS H (WIH) SHEPIrUuH
IIpumenstoT myHKT 15 obmmiero cranaapra.

3.4 Kopnyca n 3aiiTHble KPBILIKHA

IIpumenstoT myHKT 16 obmiero cranaapra.

3.5 Paznenenne dacreii v neneit
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[IpuMeHsIOT MyHKT 17 001Iero cranaapTa.
3.6 3ammTHoe 3azemiieHMe, pa0ouee 3a3eMJIeHHe W BBIPABHHBAHHE
NOTEHIIHAJIOB
[IpumenstoT myHKT 18 obmero cranmapTa.
3.7 JdnuTe/bHBIE TOKH YTE4KH H AONOJHUTE/ILHbIE TOKH B LIENH MAIHeHTa
[TpuMEHSIOT MyHKT 00IIIEro CTaHIapTa, 32 HCKIMIOYCHUEM!

19 4, nepeuncnenue h) [lononHeHue
IIpumeyanue — CM. Takke npwiokeHHe M HAaCTOAIIETO CTaHIAPTA.

Tok yreukd Ha TANHEHTa AODKEH OBITH M3MEPEH OT BCEX BBIXOJHBIX
OTBEPCTHil ammapara M APYTUX dYacteii, KOTOphIe omnpeleaeHbl kak paboyne yacTi B
HAacToAImEM cTanjmapTe. Bce yacTw OAHOTO THMA AOIDKHBI OBITH 3MEKTPUUECKH
COEIMHEHbl BMECTE, 32 UCKIIIOUEHHEM YacTel, COeIUHAEMBIX € 3aKUMOM 3alLUTHOIO
3a3eMJICHH S, KOTOPHIE CIIEAYET NPOBEPATh OTAETIBHO OT COSIMHEHHBIX YacTeH.

3.8 DaexTpuuecKkasi NPOYHOCTL H30JISILM

[IpumenstoT myHKT 20 ob1ero cragapTa.

Pasnen4. 3amura or MeXaHHYeCKHX ONACHOCTe#

4.1 MexaHu4ecKas IPOYHOCTh
[TpumenstoT myHKT 21 o0mero cranaapra.
4.2 IBIKyLIHECs YacTH

[IpuMeHSIOT MyHKT 22 00IIEro craHaapra.
4.3 TloBepxHOCTH, YTJIBI H KPOMKH
[TpuMeHsIOT MyHKT 23 00IIero cranaapra.
4.4 YcroiunBOCTL NPH HOPMATLHOI IKCILTyaTaLMH
[TpuMeHsIOT MyHKT 24 00IIEro cTanaapra.
4.5 BsiOpackiBaeMble HaCTH
ITpumeHsmOT MyHKT 25 0611ero cranaapTa.
4.6 BuOpauus 1 mym

[TpuMeHOT MyHKT 26 00IIEro craHaapra.
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4.7 TIHeBMAaTHUYECKHE H MHIPABJIHYECKHE CHCTEMbI
IIpumensatoT nyHKT 27 o01iero cranaapTa.
4.8 TloaBemeHHBIE MACCHI

[TprmeHsIOT mMyHKT 28 001I1ero craniapTa.

Paznei 5. 3amura oT onacHocTell HeskeIaTe/IbHOT0 HIH Ype3MEpPHOro

H3JIydeHHs

5.1 PeHTreHOBCKOE H3JTy4eHHE

[IpumeHstOT myHKT 29 o0Imero cranaapra.

52 Ambda-, Oera-, raMma-HeHTpOHHOe H3JIyueHHe M H3JIyYeHHe IAPYrHX
YacTHIL

[MpumensoT myHKT 30 00mIero cranmapTa.

5.3 MukpoBo/JHOBOE H3Ty4YeHHe

[TpumenstoT myHKT 31 0bmero cranmapTa.

5.4 Bummamoe mtydenne (BKJIIOUAsT JIa3ephbl)

IIpumMensoT myHKT 32 00I1ero cranaapra.

5.5 WndpaxpacHoe niiiyuenue

IIpumensioT myHKT 33 obriero cranmapra.

5.6 YanTpadmoseroBoe m3TydeHue

[pumenstoT myHKT 34 00mero crangapTa.

5.7 Axycrudeckasi JHeprusi (BKJIH0Yas YIbTPA3BYK)

IIpumensioT myHKT 35 o6Imero cranaapra.

5.8 DJexrpoMarHuTHasi COBMECTHMOCTD

Tpe6osanus 'OCT 30324.0.2 npuMeHSIOT €O CIEAYIOUIMMH U3MEHEHHUAMH.

36.202.1) 3amMeHnTH WCTIBITATENFHOE HAMpsDKEHHE Ui mposeaeHus ESD —
HCIBITAHKS HA MCMBITATSIIBHOC HANPSIKEHUE CTEneHH kecTKocTh 4 cormacuo I'OCT

30804.4.2.
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36.202.2.1, nepeuncnenns a) u b) 3amenuts yposeHb 3 B/M Ha yposens 10

B/m.

Pa3znen 6. 3amuTa oT onacHocTeii BOCILIAMEHEHHSI TOPIOYHX cMeceii

AHECTCTHKOB

6.1 MecToHaxoskIeHHe H OCHOBHBIE TPeGOBAHMS

[IpumenstoT myHkT 37 001Iero cranaapra.

6.2 MapkupoBKa, FKCILTyaTALMOHHDbIE TOKYMEHTbI

TpeGoBanus myHkra 38 061ero cTaHAApTa HE NPUMEHSIOTCA.

6.3 OOmue TpedoBaHus 115 H3aemil kateropuii AP n APG

TpeGoBanus nmyHkTa 39 001IEeT0 CTAaHAAPTA HE NPUMEHSIOTCA.

6.4 TpeOoBanusi ¥ HCIBITAHHA s H3nemii kareropmn AP, mx 4Jacreil u
KOMITOHEHTOB

TpeGoBanus myHkra 40 o61ero cTaHIapTa HE NPUMEHSIOTCA.

6.5 TpeOoBaHHs1 M HCIILITAHMA 1IN M3Ae/Mil KaTteropun APG, ux vacreii u
KOMITOHEHTOB

TpeGosanus mynkra 41 ob1ero ctangapTa He NPUMEHSIOTCS.

Paznen 7 3amura oT Upe3MepHBIX TEMIIEPATYP U APYTHX ONACHOCTEH

7.1 UpesmepHble TEMIIEPATYPbI

ITpuMeHsIOT MyHKT 42 001I1eT0o cTanapTa.

7.2 Iloxkapobe3onacHocTb

[TpuMeHSIOT MyHKT 43 001I1ero cTanaapTa co CISAYIOMNMH JOTIOTHCHASAMH:

431 UYroObl CHM3WTH PUCK JUIs MAIMEHTa, APYTHX JHOJeHd M OKpYIKaromeH
cpelbl M3-3a [I0Kapa, BOCIIAMEHAIOLIMECS MaTEPHAIB B HOPMAIbHBIX YCIIOBUSX HITH
B YCJIOBMAX CIUHMYHOTO HAPYIIEHUS HE MODKHBEI OJHOBPEMEHHO IIOJBEPraTrhecs

BO3JCHCTBHUIO CIIeAYIOLHX (aKTOPOB:
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- TOBBIIIECHHIO TEMIIEPATyPhl MaTepUalia 0 €ro MUHAMAIbHON TEMIIEPaTyPhI
BOCIUTAMCHCHHS H

- HAJIMYUIO KOHTAKTA C OKHCIIHTEIIEM.

MuHuManpHasA TeMIlepaTypa BOCIUIAMEHEHWS MOJDKHA OBITH ONpeJelicHa B
COOTBETCTBHH C [5], UCMOIB3ys OKHCISIONMYIO CPEAy TPH HOPMANIBHBIX YCIOBHIX
WK B YCIOBHAX €AHHAYHOTO HAPYIICHHUS.

COOTBETCTBHE TMPOBEPAIOT MYTEM OMPCACICHUS TEMITCPATypHl, O KOTOpPOH
HArpeBaeTcsAd MaTepHall B HOPMAJIBHBIX YCIOBHSX WM B YCIIOBHSAX CIHHAIHOTO
HapyIIeHUs.

432 Ecnm B HOPMAJbHBIX YCJIOBHSIX WM B YCIIOBHAX CIMHATHOTO
HapYIIEHUs UMEETCS MCKPEHHE, TO MaTepUall, IOABEPKECHHBIH PACCEsHUIO YHEPIHH
OT UCKPBI, HE TOJHKEH BOCIUIAMEHSTHCA B OKHCIIIOMEN cpefe.

CooTBeTCTBHE TPOBEPAIOT HAOMIOJEHWEM BO3HHKHOBEHHS BOCIUIAMEHCHHA B
Hanbomee HeONArONPUATHEIX YCAOBHAX, B HOPMAITBHBIX YCIOBHSX WM B YCIOBHIX
¢AMHHYHOTO HAPYIICHUS.

7.3 Ilepenms, paciLieCKUBAHIE, YTEUKA, BIAKHOCTL, MPOHHKAHIE JKHIKOCTEH,
OUHCTKA, cTepIm3aLus U aesuHdexims

[TpUMEHSIOT MyHKT 44 06IIeTo CTaHIaPTa, 32 UCKITFOUCHHUEM

443 3amena

Bo BpeMs u mociie MPoOBEpKH, yKa3aHHOH B 44.3 obmiero crangapra, anmapar
WBJI momkeH mpomopkathk paboTaTh B TIpeaeNiax JONYCKOB, YCTaHOBIICHHBIX
H3TOTOBUTENEM [UIA paboTHI anmnapara B HOPMAJIBHBIX YCIOBHSAX.

44,7 JlomonHeHue

YacTH JBIXaTeBPHOTO KOHTYpa, TPEAHA3HAYCHHBIC i MHOTOKPATHOTO
HCTIONTb30BAHMSA, JOJIKHEI HMETh KOHCTPYKIIHAIO, HO3BOJNAIOMYIO HX JEMOHTHPOBATH
JUTSL YMCTKH, CTEPHITM3AIIAHY TITH Je3nH(peKnmm.

7.4 Cocyabl 1 4aCTH, HAXOSILIHECS O] JABJICHHEM

TIpuMeHSIOT MyHKT 45 00IIEero CTaHAApPTA CO CIICAYIONIAM JOTIONTHCHACM.

45 Tleperiit ab3am. JomonaeHIe
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TpeboBanusa myHkra 45 o0miero craHzapra HE NPUMEHSIOT K JbIXaTEJIbHBIM
KOHTypaM anmnaparos UBJIL.

7.5 OwuOKH yenoBeKka

He ucnone3osasn.

7.6 DJeKTpocTaTHYecKHE 3aPsiabl

He ucnons3osasn.

7.7 Marepuajibl padounx 4Yacreii, HAXOAAIIMXCH B KOHTAKTE C TeJIOM
MALAEHTA

He ucnons3oBan.

7.8 IIpepbiBaHHE JIEKTPOIATAHUS

IIpumensior myHkT 49 oO0miero craHaapTa cO CIAEAYIOLIUMHU JONOJHEHHUAMHU
(cm. 51.5):

JlomxkHBI OBITH MPEAYCMOTPEHBI CpencTBa, MPEI0TBPAIAIOTINE
HEIPeIHAMEPEHHOE OTKITIOUEHHUE anmapaTa CETEBbIM BBIKJIIOUATEIEM.

49.5 CamocToATenbHOE IBIXaHHE BO BPeMs HApYILIEHHUS 37IeKTPOINUTAHU

Konctpykiuss ammapara WBJI  momkHa ofecnieunBaTh  BO3MOXHOCTH
CaMOCTOATENIbHOTO  JIBIXaHUSA  MallieHTa TPH  HAPYIICHWH  DJIEKTPO- WU
MTHEBMOTIUTAHMSI,

Bentunarop nomxeH ObITH CHAOKEH CPEICTBAMU MOAAYH PE3EPBHOTO MUTAHUS
(cM. Takxe 6.8.2 a), mepeuncienue 1).

IIpumeuanne — Takumu cpeacreamu MOTYT OBITh, HATIPHUMEP, BCTPOCHHBIC PE3EPBHBIC
HWICTOYHHKY S3HEPTUH WM K€ PAa3bEMBbI IUIA IOAAYN SHEPIUH OT BHELITHUX HCTOYHUKOB.

Bo BpemMsa HeucIpaBHOCTH TMUTAHHUS CONMPOTHUBJICHHE ABIXATEIHHOIO KOHTYpa
anmapara Ha BAOXE M BBIJOXE HE JOJDKHO TPEBHIIIATh 3HAUYECHWH, MPUBEICHHBIX B
56.15 (em. 10.3 HacTOSIIETO CTAHIAPTA).

IIpumeuannme — KOHCIpykuwsi OpIXaTeqbHONO KOHTYpA almaparta AODKHA CBOOUTH K

MHMHHAMYMy TIOBTOPHOE BIBIXaHHE BBIIOXHYTOTO Ta3a.

Pa3nen8 TouHoeTh paGoynMx XapaKTepUCTHK M 3aIIMTA  OT

NPEACTAB/IOIIHUX OITIACHOCTh BBIXOAHBIX XaPAKTECPUCTHK
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8.1 TouHoCTh paGoYHX XaPAKTEPHCTHK

[TpumersOT myHKT 50 001IeT0 CTaHIapPTa CO CIEAYIOMMMH JTOTIOTHEHUAMHY,

Korga ammapar KMBJI pabotaeT B HOPManbHOM peXHUME, BCE IIOKa3aHUA
U3MEPSACMBIX BCJTUUMH TOJDKHE MMETh TOYHOCTP B YKA3aHHBIX M3TOTOBUTEIEM
[ara3oHax MpH MPOBEPKE B yCIOBUAX, MpuBeAeHHbIX B 10.2.2 obmero cranmapra u
10.2.3 B 2.3 HacTOAIIETO CTAHAAPTA.

[oanyskter 3.6, mepeuncnenue 1) u 51.12, nepeuncieHre C) HACTOSIIETO
CTaHAapTa OMpPECIIOT TPeOOBAaHWA H METOOBl TMPOBEPKH, OTHOCALIWECS K
Pa3IMUUMOCTH MapPKUPOBKH OPTaHOB YIIPABJICHUS W HHIANKATOPOB.

8.2 3ammra 0T MPEICTABJSIONINX ONIACHOCTH BHIXOHBIX XapAKTEPHCTHK

[IpumenstoT myHKT 51 o0mero cranmapra co CICAYIOMAMH JOTOTHCHUSMH.

51.5 Curnanmsanus 0 HEUCHPABHOCTH ITATAHUS

51.5.1 Dnektpo- Wik MTHEBMOMHUTAHUE

B anmapare j0/pKHa OBITH MPEAYCMOTPEHA CHTHAIM3ALMS O HEMCIPABHOCTAX
MUTaHUA, KOTOpas JOJDKHA BKIIIOYATh 3BYKOBOH CHIHANI THTEIBHOCTBIO HE MEHEE
120 ¢, ecnmn mogava HIEKTPUUECKON HIIM MHEBMATHUECKON SHEPTHH MagacT HIDKE
YPOBHS, YCTAHOBIIEHHOTO U3rOTOBHTEIIEM.

COOTBETCTBHE MPOBEPAIOT MMHUTAILMCH TMAACHHA TTHEBMATHUSCKOH W (WIIH)
JIEKTPUUYECKOM OSHEPrud HIDKE 3HAUEHHH, YCTAHOBJIEHHBIX M3TOTOBHTEIEM U
Tpebyromuxcs 1A paboTH anmapara 1o Ha3HaYeHHIO.

51.5.2 AnbprepHATUBHEIC U PE3CPBHBIC HCTOUHUKH MTUTAHHS

IepexmoycHne (aBTOMATHYCCKOE MJIM BPYYHYIO) HA aJbTCPHATHBHBIN HIH
Pe3epPBHBIM MCTOYHUK MIMTAHUS JOIDKHO TOATBEPIKAATHCA 3BYKOBBIM CHTHAJIOM.

51.6 OrpaHudeHue TaBICHHI

MakcuManbHOE MaBjCHHE B OTBEPCTHH IS TPUCOSAWHCHHS MAIMEHTa B
HOPMA&IBHBIX YCIIOBMSAX M B YCIOBHAX EIWHINYHOTO HAPYIICHWS HE JOMKHO
npessimath 8 k[1a (80 cm Box. ct.) wnu 120 % MakcuManbHOTO pabodero JaBICHUL
(ato GombIre).

51.7 CpencTBa M3MEpEHNU NaBICHUS B ABIXaTEIIFHOM KOHTYpe
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Ona  paBneHuss B AblXaTeNbHOM  KOHTYpe [O/DKHO  ObiTb  NpeayCcMOTPEHO
N3MepUTE/IbHOE YCTPOMCTBO. 3HAYEHUS, CUUTbIBAEMbIE OMEPaTOPOM, AO/MKHbI UMETb
npefenbHY NOrpewHocTs + (2 % nonHoW WKanbl Nac 8 % AelCTBUTENbHOMO
3Ha4YeHns).

CooTBeTCTBME MPOBEPAIOT BM3yaSbHOW MPOBEPKOA W MOATBEPXKAEHMEM
TOYHOCTM.

51.8 CurHanmsaumsa o nosbiLeHUN
[aBneHns

[omkHa  ObITb  nNpegycmoTpeHa
CUTHaM3auma 0 MOBbILEHUN [aB/IEHUS.
OHa [o/mKHa BK/KYaThCA, Korja AasneHue
Ha B[OXe AOCTUraeT OnacHOro YpOBHSA W
nocne He 6onee yem Tpex
noc/ieoBaTe lbHbIX [bIXaTeNbHbIX LVK/IO0B.

YCTaHOBKa [aHHOr0 YPOBHSA BblLLe
MaKC1MasibHOro [aBfieHus,

orpaHM4YmMBaemoro B COOTBETCTBUN C 51.6,

[0/MKHA ObITb HEBO3MOXKHOM. 1—  anmapar  WBJI, ~ T—nposepaemoe
YCTPOWCTBO  ANA  M3MepeHus obbema; 3 —
conpotuefieHve: 4 — Mojenb Nerkux; 5 —

CmrHanmau,mo NPOBEPAKOT BO BPEMA  gatuuk fasneHus; 6 - perucTpatop AasreHus ¢
npeaesnbHoi NOrpeLlHOCTbIO +2 %

o eUICTBUTENLHOTQ  3HAYeHWs  Ans  NPOBEPKM
yNpaBnAeMoil BEHTUAALMM MOAENN NErKNX  foinocru yCTpOWCTBa mzmepeHmﬁnoﬁbenﬁa —

AbIXaTeNbHbIA KOHTYP
(cm. pycyHok 1 m Tabnuuy 1) 1 BO Bpems
MMUTaLMN  COOTBETCTBYIOLLUX  YCOBUIA
PucyHok 1— Cxema npoBepku

eANHNYHOro HapyLeHus. l£||;;1|;;j'|e|-|[/|e U3MepeHUs AbIxaTenbHoro obbema
U3MepstoT B 0TBEPCTUN ans
NPUCoeANHEeHNS NauneHTa.

MpumeyaHne — PacnonoXeHne yCTPoONCTBa ANA U3MEPEHUS 06beMa 2 NPOU3BO/LHOE;

OHO MOXET GbITb MOMELLEHO B /IIO6OM MECTe AbIXaTe/IbHOr0 KOHTYpa 7.
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Tabauua 1 — YcaoBust U3MEPEHUI BBIIBIXAEMOr0 00beMa
Ycnosue npoeepka
Perymupyemslii mapameTp
Y B3pPOCIBIX y meTel
JlpIxaTenbHbIit 00BeM V1, MIL, H3MCPCHHBIH 500 100
JATYHKOM JABJICHUS HA Moaeu JerkuX (V1= Cp,, max)
YacTOTA ABIXATC/IBHBIX LHKIOB I, MuH 10 30
OrtHomeHue //F 1:2 wmm 6mwkaiiinee 1:2 umm 6nmmxaimee
ComnpoTuBeHrE MOTOKY R, K[1a 1 1+¢ ™! 0,5+10) % (1£10) %
H3orepmudeckas nogarmasocts C, /Kl 1a (500£5) % (30£5) %

IMpumeyanue — Touynocts At C H R MPUMEHHMA KO BCEMY JHANA30HY H3MCPCHHH.

51.9 VYcrpoiicTBo 115 H3MEPEHHs BBIIBIXaeMOT0 00beMa

JloJokHO OBITH 00ECTIEYeHO YCTPOWCTBO Ul U3MEPEHHUS BBIABIXAEMOTO HIIU
MI0JIaBaEMOro JbIXaTenbHOro o0beMa. [IpenenbHas morpemHoCTh TaKOro yCTpOMCTBa
+20 % OT AEHCTBUTENBHOrO 3HAUCHHS B TUANa30HE, ONMPENEICHHOM U3TOTOBHTENIEM.

CootsercTBHE TPEOOBAHUIM NPOBEPSAIOT BHU3YaIbHO M NMPOBEPKOH TOYHOCTH,
UCIOoNb3ys 000pyioBaHue (PUCYHOK 1) M MpUBEACHHBIE HIDKE JTAHHBIC.

Perynupyembie mapameTphI:

a) JlerxarenpHbiit 00beM V', MJI, H3MEPAIOT C TIOMOIIBIO AATYHKA JABICHUS )

Ha MOJCJIH JIETKUX 4 1o opmyiie
V=C DPw max

rae C — u30MeTpuUecKas pacTsKUMOCTh, MIT/KI1a;
DPw max — MaKcUMaybHOE pabouee masienue, klla.

b) Ornomenue [/ ycTaHaBIWBAIOT PaBHBIM 1:2 wimu OmvkaliieMy K STOH
BEJIMYNHE 3HAYCHHUIO,

¢) YacToTa ApIXaTeIbHBIX ITUKIIOB f MI/IH_l;

d) Comporusienue notoky R, k[la ¢

ITorpemuocty 3Hauennii C 1 R TPUMEHSIOT BO BCEM IHANA30HE U3MEPECHUMN.

51.10 Curnanm3zamms 0 HEPETyIIPHOCTH BEHTUIIALNN

HomxHa OBITH TIPEIyCMOTPEHA CHUTHAIM3ALMA O HEPETYJIAPHOCTH JBIXAHHA.
3BYKOBOW M BU3YaIbHBI CHTHAQJBl JO/DKHBI BKJIFOUAThCS, KOTAA HM3MEpseMble

MNEPEMEHHBIC OTKIIOHAIOTCA OT 3aaHHBIX IoKa3aresie IbIXaHus:
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- BO BpeMs yNpaBJIieMOi BEHTUIIALUHN GoJiee yeM Ha 15 ¢ win

- BO BpeMs MPHHYAWTEIbHOW NpepbiBUCTON BeHTHWIAnMH (IMV) Gonee uem
Ha 1 uuxi IMV, Ho He Gosiee uem Ha 45 ¢, win

- BO BpEMs peXHMa CaMOCTOATEIbHOH BEHTWIALWH 0ojiee YeM Ha NEPHOI,
YCTaHOBJIEHHBIH H3rOTOBUTEIIEM.

JloyokHbl  OBITH  MPEAYCMOTPEHBI CPEACTBA I CHH)XKEHHS TPOMKOCTH
3BYKOBOT'O CHTHAJIA.

IIpumeuanue — llpuMepsl CUrHAIM3aLMHU O HEPETYISIPHOCTH:

- BKJIIOUYCHUC CUTHAIU3AIWU B CJIyda€ OTCOCAMHCHMA IMAllMCHTA OT aIrlapara HBJI unu B
IPYTHX CIy4asx MafgeHus MoaaBaeMoro oorema;

- CHUTHAJIbHOE yCTpOﬁCTBO AITHOS JJIA l'[pepblBHCTOﬁ, Kox—n“pomzlpyemoﬁ BCIIOMOTIaTeJIbHOM
HJIH CIIOHTAHHOI1 BCHTUJIALIMH, KOTOPOE€ BKJIHOYACT CHTHAIM3aMIO B TEX Clydadx, Koraa
ABIXaTCJIbHOC YCUIIHE NMAlUCHTAa HCYE3JI0 HA yCTaHOBJIeHHbIﬁ nepuon BpEMEHU.

51.11 MOHHMTOpP KHCIOPOAA H CATHATH3AINS

Ecmm ammapar HMBJI cHaGxeH MOHUTOpPOM KHCIOpOAA, TO OH JOJ/DKEH
coorBerctBoBarh 'OCT 31513 u wuMeTh CHTHAIM3AOWIO 10 KOHIIEHTPAIlUH
KHCJIOpOJa C PETYJMPYEMBIMH HIDKHEUM W BepXHHM mpedenamu. Korma
YCTAaHOBJICHHBIC TPEIACIBl IMPEBBIINAIOTCS, JOJKHBI BKIIOYATHCS BH3YaIbHAS H
3BYKOBAsi CHTHAJIM3AIIHH.

IIpumeuanue — Ecau anmapar no3BoJsieT yCTaHABIIMBATh BABIXAEMYI0 KOHLEHTPALIHIO
KHUCJIOpOAa BBINIEC KOHLEHTpPALIUU B Opr')Ka}OLLleﬁ cpene, 1O KI/ICJ’[O[_)OZ[HI)IIZ MOHUTOP MOXKET
HOHaJ:[O6I/ITbCH AJIs1 U3MEPEHUsT BI{I:IX&GMOﬁ KOHLEHTpauu KUCJIOPOaa.

CootBeTcTBHE NPOBEPSIOT BU3YAIIbHBIM OCMOTPOM M OMpoGOBaHUEM (yHKITHI
IIOCPEACTBOM UMHUTALIMU KOHIIEHTPAIMH KHCIIOPOa, TIPEBBIIIAIOIINX YCTAHOBICHHEIE
HWDKHUW M BEPXHUH yPOBHH cpabaThIBAaHHS CUTHATM3ALIMH.

51.12 Curnanusarms

a) XapaKTepUCTUKHA 3BYKOBOW CHTHAJM3ALMM JO/DKHBL OBITH  OIMHCAHBI
U3TOTOBUTEJIEM.

b) BusyanpHas curHammzaims nomkaa cootserctBoBats I OCT MCO 9703.1.

)KeﬂaTeJ'H:HO, 4TOOBI 3BYKOBas CHUI'HaJIW3allMs anmnmaparoB, HMCIIOJIB3YCMEBIX B
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JOMAITHUX YCITOBHAX, ObUIa TakoH, 4YTOOB HENpO(ECCHOHANBI, HCIIOJNb3YIOLIHE
MOJO0HBIE anmaparsl B 3THX YCIIOBHAX, MOTJIH ONPEICTHATh HApYIICHHE MPEaCSIOB.
XKenarenbHo, 4ToOBl CHTrHANIbBHOE YCTpoiicTBO ammnapara WBJI, ucmomp3yemoe B
JIOMAalIHUX YCIIOBUAX, UMEJO 3ByYaHHe, KOTOPOE HEBO3MOXKHO CIyTaTh CO 3BYKaMH,
OOBIYHO TIPUCYIIUMH JIFOOOMY JIOMY .

¢) Bcrpoennsie B anmapar UBJI Bu3yasibHbIC HHAUKATOPH, CBA3AHHAS ¢ HUMH
MapKHPOBKa U MPEAYNPEKAAOIIE HANTHUCH, KOTOPBIE TOJKEH BHAETH ONEPATOp CO
CBOETO MeCTa, JOJDKHBI OBITh JIETKO PA3THYHMBIMH IPH CIECAYIONICH IPOBEpKe:

IIpoBepsolee MO JOMKHO HAXOAUTHCS Ha paccTosHuu 500 MM oT annapara
HBJI. Pe3ynbsTar NpoBEepKH CUMTAIOT MOJIOKUTENIBHBIM, €CJIA TPOBEPSIOIIEE JIUIO
CMOKET CO CBOETO MECTA MPABUIIbHO HACHTH(HIHPOBATH BCE OPraHbl YIIPABICHUS H
WHIUKATOPHI, NOATBEPANTH BCIO KAYSCTBEHHYIO U KOJNHUSCTBCHHYO MH(OPMAIHIO 1
MIPOYUTATH BCE TPy NPEIATEILHBIE HAITHCH.

Ilpumeuanue — 3ByKOBbIE CHIHAJBI OMacHOCTH MOryT coorsercrsosath 'OCT IEC
60601-1-8.

51.12.1 Jlomkabl OBITh  OPEAYCMOTPEHBI  CPEACTBA  [UIA  WHAUKALWH
YCTaHABJIMBAEMBIX IIPEIETIOB CUTHAITH3AINH.

51.12.2 MaxkcuManbsHOe BpeMsi OTKIIFOUCHHS 3BYKOBOro curHana 120 c.

51.12.3 Ecnm omeparop MOXET OTKIIOUWTh 3BYKOBYIO CHTHAIH3AINMIO, TO
JIOJOKHA OBITH TIPEAYCMOTPEHA BH3YAJTbHAS WHWKAINS €€ OTKITIOYSHU.

51.12.4 Korpma curHajau3zamus BKIHOYMIACh, HO 3aTeM YCIOBHA BKIFOUECHUS

HCUYC3JIH, 3BYKOBad CUTHATTA3ANNA OOJIKHA BBIKITIOYATHCA.

Paznen 9. HenopmMasibHasi paGora HW  yCJIOBHSI — HAPYIICHUA;

HCIILITAHUSA HA Bo3JeiicTBHEe BHEIIHUX (GAKTOPOB

9.1 HenopmabHasi paGoTa H yCJI0BHSI HAPYIICHHST
[TpuMeHSIOT MyHKT 52 00miero crangapra.

9.2 HcnbiTaHus Ha Bo3AeliCTBHE BHEITHUX (DAKTOPOB
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[IpumensoT yHKT 53 o0miero cTanaapra.

Paznen 10. TpeboBanns K KOHCTPYKLIHH

10.1 Ooume moo:keHust

TIpuMeHsoT IyHKT 54 00mIero cTaHAapTa cO CIEAYIOIUMHU AOMOJHEH UMY

Jlnst obneryeHus: nepefaud JIAHHBIX MEXAY Pa3IMYHBIMH MOHHUTOPHBIMH
yCTPOMCTBAMU MOXET OBITh HCIONb30BaHa cuctreMa BUS s nepenaun nanHbIx.

54.1 CornacoBanHOCTb (yHKIMHA

YCIIOBUS ¢IWHWUYHOTO HAPYIICHHUS HE JO/DKHBI CTaTh NMPUYUMHON BBIXOJA U3
CTPOST MOHHMTOPHBIX W (MJIM) CHTHQJBHBIX YCTPOHCTB 1O mnyHkry 51 w
COOTBETCTBYIOMUX (YHKIMHA BEHTHIALWM TakuM 00pa3oM, uToObl (yHKIMK
MOHHUTOPHHIA OJHOBPEMCHHO BBHIILUTM M3 CTPOS, B PE3YNBTAaTe Hero CTano OBl
HEBO3MOIKHO ONPEACITUTH HAPYIICHHE KOHTPOIMPYeMoi GyHKIMY anmapara.

CoOOTBETCTBHE MPOBEPSIOT MMHUTALMEH YCIOBUSA €IMHWYHOTO HAPYUICHHA H
(WH) BU3YaJbHO.

54.3 3anmTa OT HEMPAaBWIBHOTO PETYIMPOBAHUSA

JlomxHB! OBITH MIPEIYCMOTPEHBI CPEICTBA, MPEAOTBPAINAONINE HENPABHILHOE
pEeryJIMpOBaHHE OPraHOB YIPABICHHSA, €CIH OHO MOKET IPUBECTH K ONACHBIM
TIOCIIEACTBYISM.

1T puMedYaHue — C‘{I/ITa}OT MPUEMIICMbIMH MEXaHUYCCKUE METOMABI 3AIMUTBI, TAKHE KaK
3aMKH, 3alllMTHBIC KPBIWIKH, IIOBBILICHHOE TPCHUE. HJ’IS{ Ha)XMMHBIX M €MKOCTHBIX TMaHeJeii
YOpaBJICHUA W OPUCHTUPOBAHHBIX Ha MUKPOMNPOLECCOPHBIX «MSIIKUX» OpraHax yIpaBJICHUA
CUHUTaCTCs LlE:J'IGC()()()pﬂSHbIM HCIIOJB30BATH Cl'IeLII/I(bI/I‘JECKy}O IOCJICAOBATCIBHOCTD HaXXaTHsA
KHOIIOK IUIH BBIKJTIOUaTeNeH.

CooTtBeTcTBHE POBEPSIOT BU3YAIBHO COTVIACHO MHCTPYKIMU U3TOTOBUTEINA.

10.2 Kopmyca ¥ KPBIIIKH

[TpumenstoT nmyHKT 55 obmero cragaapra.

10.3 KomrmoHeHTbI H 001IAas8 KOMIIOHOBKA
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ITpumenstoT myHKT 56 00mero craHgapra CO CIICAYIONIMMH JONOHEHHAMH.

56.3 JlomomHeHHE

a) KoHHEeKTOp BXOJHOTO OTBEPCTHS Ta3a BEICOKOTO JABJICHUS

Ecnmu uMeercs Takoif KOHHEKTOP A BXOJA JbIXATEIbHBIX a30B MO BBICOKHM
JMaBieHueM ¥ (WiM) Takod KOHHEKTOP TMpenHa3HadeH I TOJACOSAWHEHHS K
TEPMHUHALY LEHTPAIN30BaHHOM! 1101241 I'a3a, TO OH JOJDKEH COOTBETCTBOBATH [2].

b) KoHHeKTOpHI ABIXaTeNBHOTO KOHTYpa anmapara MBJI

Konnueckne KOHHEKTOPHI IBIXATENbHOTO KOHTYPA, €CITH OHH TPETyCMOTPEHBI,
JOJDKHBL MMETh  HOMHUHA&IBHBIE pa3Mmepbl 15 wau 22 MM B COOTBETCTBHH C
TOCT 31518.1.

¢) KoHHEKTOPHI BOYCKHBIX OTBEPCTHEA

KoHHeKTOpBl BIyCKHBIX OTBEPCTHI Ta3a, €CM OHH TPEIYyCMOTPCHHI, HE
JIOJDKHBI OBITH COBMECTHMBI C KOHHEKTOpamu, cooTBercrByrommmu ['OCT 31518.1.

d) JlonmonHuTenbHOE BIyCKHOE OTBEPCTHE AN BO3AYXA

JomxHO OBITE TPEAYCMOTPEHO MOMOJHUTE/IBHOE BIIYCKHOE OTBEPCTHE JUISA
BO3/yXa, U MOObIe ero KOHHEKTOPHI HE JOJDKHEI OBITh COBMECTHMEI ¢ KOHHEKTOPaMH,
cootsercTBytomMu I'OCT 31518.1.

IIpumeuanue — JIOMONHUTEILHOE BIYCKHOE OTBEPCTHE UL BO3AYXa HNOJKHO OBITH
CKOHCTPYHPOBAHO TaKUM 00pa3oM, 4TOGBI OHO BO BpeMsi pabOThI anmapara He MepeKpPbIBajIoCh.

€) KomHeKkTOpbI OTBEpCTHS BAOXA M BHIAOXA

Konuueckne KOHHEKTOPHI OTBEPCTHS BIOXA M BbIIOXA JUIsi OTBEPCTHIA BAOXA U
BBL0XA JOJDKHBI OBITH CIEAYIOIIHAX Pa3MEPOB:

- aua annaparop  MBJI, mpeaHasHaueHHBIX s B3POCHBIX, 22-
MHJUTMMETPOBBIE KOHMYECKHE KOHHEKTOPHI, cootBeTcTByfomme ['OCT 31518.1 u
T'OCT 24264.2.

- nana annapatos MBJI, mpeaHasHayeHHBIX JUIs NMPUMEHEHHS B TeAHATPHH,

15-mMunnumMeTpoBBle KOHIYIECKHE KOHHEKTOPBI, cooTBeTcTByomue ['OCT 31518.1 u

I'OCT 24264 2.
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- KOakcHaipHble 15/22-MUNIAMETPOBBIE KOHWYECKHE KOHHEKTOPHI [UIS
MPUMEHEHH KaKyB3pOCIBIX, TaK U B neauatpud, cootsercTBytomue I'OCT 31518.1
uTOCT 24264 2.

f) KonHekTOp BBIITyCKHOTO OTBEPCTHA

KoHHEKTOP BBIMYCKHOIO OTBEPCTUA, €CIH OH TIPEAYyCMOTPEH, MOJDKEH OBITH
BBITIOJIHEH Kak oxsarbiBaeMbli (M) 30-MHIITMMETpOBBIH KOHHYECKHH KOHHEKTOD,
cootBerctBytommii ['OCT 31518.1 u [OCT 24264.2.

g) KonHekTOp oTBEpCTUSA I NIPUCOSAUHEHHNS TTAIINCHTA

Ecnu 3TOT KOHHEKTOD KOHMYECKHH, TO OH JODKEH HMETh CJEIYIOLIYIO
KOHCTPYKIHIO:

- nmna anmaparos MBJI, mnpeaHasHaueHHbIX Ans  B3pOCHbIX, — 22-
MUJUTHMETPOBEIN OXBarbiBaeMblii (M) koHHEKTOP, cootBercTBytomuidi [OCT 31518.1
uTOCT 24264 .2;

- ana anmaparos MIBJI, nmpenHa3sHaueHHBIX A OPHMEHEHHSA B MEAUATPHH,
— 15-munmumerpoBbiii oxBarbiBaomuii (F) kornekrop, cootsercTByfomuii [ OCT
31518.1 u TTOCT 24264 2;

- KoakcHanmbHbI 15/22 MM KOHMYECKHH KOHHEKTOD, COOTBETCTBYIOIIH
T'OCT 31518.1 uI'OCT 24264 2.

h) Orsepcrre mrst UBJI Bpyunyto

Otsepcrus mis UBJI BpydHyo HE HOJDKHO OBITb.

i) JIOnONMHUTENBHOE OTBEPCTHE

Ecmn mpexycMOTpeHO AOTMOMHHTENBHOE OTBEPCTHE, TO OHO HE JIOJDKHO OBITH
comecTMbIM ¢ koHHekTopaMu 1o ['OCT 31518.1 u T'OCT 242642 u [OJBKHO
HWMETH CPEJICTBA JUTA HAJICKHOTO TOAKIIFOUCHHS H 3aKPHITHS.

IIpumeuvanue — Takoe oTBepcTHE Hallle BCETO HCIIONB3YIOT U 0TOOpa Mpod rasa uim
BBEJICHUS TEPANeBTUUECKUX a9PO30NEHi.

j) Orteepcrue s raTYMKA MOHHTOPA

Ecmu mpeaycMOTpeHB! OTBEPCTHSA WIS AATYHKOB MOHHTOPA, TO OHH HE HOJDKHBI

ObITh coBMecTHMbI ¢ koHHeKkTOpamu mo [T'OCT 31518.1 u TOCT 24264 .2; moixkHs
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IpenycMaTpuBaThCs CpeAcTBa i (UKCAIMKM JAaTUMKOB, a TaK)Ke CPEACTBa s
HAJEKHOTO IEPEKPBITHA OTBEPCTUA TOCIIE Y IATCHHS JaTYUKOB.

ITocne 56.11 1ONOJHHUTH MYHKTaMH.

56.12 JlprxareabHbie MEIIKH U IUTAHTH

56.12.1 JlpixaTenbHbIE MEIIKKM, MpPeAHA3HAUYECHHbIE JUIA TPUMEHEHHS B
IbIXaTeNIbHOM  KOHType anmapatoB MBJI, momkHBl  COOTBETCTBOBAaTH  [6].
JlpIXareapHble [IJIAHTH, UCTIOJb3yEMBIE B JbIXaTeIbHOM KOHTYype ammapartoB MBI,
JOJDKHBI COOTBETCTBOBATH [7].

56.12.2 Tleperu® u nepexxumMaHue bIXaTEIbHBIX MUTAHTOB

Urto0bl CBECTH K MUHUMYMY BO3MOXHOCTb Teperuda U nepexuMaHus, IIaHTH
JOJDKHBL OBITH JOCTATOYHO JKECTKMMH (HAMpHUMEP C MPOBOJIOUHON OTUIETKOW) WITA
M3TOTOBIICHBI COOTBETCTBYIOIMM 00pa3oM (Hampumep rodpupOBaHHBIE), YTOOBI
MPEIOTBPATUTh MEPEKPHITHE, KOrJa B CepeAuHe |-MeTpOBOro HUIaHra Ha Y4acToK
JUTHHOHM 5 cM BO3JIEHCTBYeET TPy3 Maccoit 2,5 kr (cM. Takke npunoxenue M). Takne
IIUTAHTH CIEAYET MPOBEPATH CACAYIOIHAM 00Pa30M.

Jlo Hauana MpOBEPKU BCE LIJIAHTH CIEAYET BHIACPKUBATh B TEUECHUE Yaca Mpu
temmeparype 42 °C u otHocuTesHOM Biaaxkaoctr 100 %.

a) Ileperu6

[Inanr nnuHONW HE MeHee 1 M MPH KOMHATHOM TeMIepaType HaMarbiBalOT Ha
METAUIMYECCKUN TWIAHAP amameTpoM 2.5 cm. Ha kaxaslii KOHEN IUIaHTa
nmoasemmBaoT rpy3 0,5 kr. Uepe3 mUIaHr NpoOIyCKAarOT MOCTOSHHBIN MOTOK rasa,
paBHBIH 75 j/MuH (25 J/MHUH [UI OUIAHTOB BHYTPEHHUM THAMETPOM MEHBIIE 22 MM,
KOTOpBIE TIPEIHA3HAYCHBI JJIsi MPUMCHEHHUA Y JICTEH M HOBOPOXKIASHHBIX). M3Mepsior
MOJIOKUTEIbHOE NaBlieHHue Ap, HeoO0XO0AMMOE M MOJA4YM MOTOKAa uYepe3 IUIAHT.
[TpoBepky cumrtaroT BhIMONHEHHOU, ecmu Ap He mpessimaer 0,98 klla (10 cM Boa.
CT.).

b) Ilepexxumanue

I'py3 maccoit 2,5 KT ycTaHaBIUBAIOT HA S-CAaHTUMETPOBBIHN Y4acTOK B CEpEANHE

nutanra giuHok 1 M. Uepes HutaHr HMpOIMyCKarOT MOCTOSHHBIA MOTOK rasa 75 j/MuH
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(25 n/MWH a7 UDTAHTOB BHYTPEHHUM AMAMETPOM MeEHbIIE 22 MM, KOTOpPbIE
MPEJHA3HAYCHBI JUIS [PUMCHEHHWA Y MOeTed W HOBOPOXICHHBIX). 3MepsioT
TMONOKUTETIBHOE TaBlieHHe Ap, HeoOX0auMoOe UIA MOAAYH TOTOKA depe3 IIIIaHT.
ITpoBepky cumTaroT BHMONMHEHHOH, ecimn Ap He mpessrmaet 0,98 xIla (10 cm Box.
CT.).

56.12.3 JlpIxaTenpHbBIe TA30MPOBOIIINHAE KOMIOHEHTHI (00e33apakiBaHUE U
YIaKOBKA)

56.12.3.1 Bce uvactu anmapara WBJI, koTopsie NMOABEPrarTCsa 3arpA3HEHUIO
BBIIBIXaEMBIMH Ta3aMH BO BpeMsa JHoOoH (opMBI BEHTWIAIMM W KOTOPBIS
MPEIHA3HAYEHHl JJIsI MHOTOKPATHOTO HCIIONB30BAHMSA, NOJDKHBI OBITH YCTOWYHBEL K
JIe3nH(EKITNI U CTEPUITH3ALIIH.

Ilo 3ampocy H3rOTOBHTENb AODKEH YKa3aTb METOJbI, HCIIONB3YEMbIE IS
obecrieueHus YUCTOTHI JABIXATEIFHOTO KOHTYpa Kak BO BPEMS H3TOTOBJIEHHA, TaK W
BO BpeMS ITIOCTaBKH.

56.12.3.2 Ecnmr Ha MapKHpOBKE YKAa3aHO, YTO HM3ICTHE CTECPUIIBHO, TO OHO
JIOJDKHO OBITh CTEPHJIM30BAHO, HUCIIONB3YA COOTBETCTBYIOIIHE METOABI M MPOBEPKY,
kak 310 onucaHo B craHmaptax [8], [9] u TOCT EN 556-1 ma crepmimzannio
MEIHUIMHCKHAX YCTPOMCTB.

56.12.3.3 CucreMbl ~ yMakOBKH  HECTEPWJIBHBIX  YCTPOHCTB  JOJKHBI
obecreunBaTh YUCTOTY YCTPOHMCTB, KOTOpHIE TOJDKHBI CTCPHIIM30BATHCA TIEpen
TMPUMEHEHHEM, Ha MpPEAyCMOTPEHHOM YPOBHE W CBECTH K MHHHMYMY PHCK
MUKPOOHOTr0 3arpsa3HeHus.

56.12.3.4 YmakoBka W (WIH) MapKUPOBKA CTCPHJIBHBIX W3EITHIA, HMEIOIIUXCS
Ha PBIHKE, JOJKHBI OTJIMYAThCA OT COOTBETCTBYIOIMMX TOKa3areneil HeCTePHIIbHBIX
MOJOOHBIX MITH TTOXOKUX W3AEIIHIA.

56.13 IloTOKOYYBCTBHTEIBHBIE KOMIIOHCHTHI

Ecniu KOMIOHEHTH ABIXaTENIBHOTO KOHTYpa SIBIISIOTCS YYBCTBHTEIHHBIMH K
HAIPaBJICHUIO NIOTOKA U ONEPaToOp MOXKET UX JAEMOHTHPOBATh, TO OHU JAOJDKHBI OBITH
CKOHCTPYHPOBaHBI Tak, 4TOOBI MX OBIIO HEBO3MOXHO YCTAHOBHUTH B MOJIOKEHHE,

npeacTaBIAIOIICC OMACHOCTDh AJIA MMAallHCHTAa
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56.14 VYBIaXHUTETU U TEILJIO- U BJIAr00OMEHHUHUKH

JIroGble yBIaXXHUTEITH WK TEIJIO- U BIArOOOMEHHUUKHU, BCTPOCHHEIE B armapar
HBJI wmm xe pekoMEHJOBAHHBIC W3IOTOBUTENEM MJIA MPUMEHEHHUA B amnmaparax
WBJI, nomxusl coorsercrosars ' OCT UCO 8185, [10] u [11] cooTBeTcTBEHHO.

56.15 OumbTpPHI HaCTHI]

OWIBTPHl YaCTHUI], YCTAHOBJICHHBIC B anlapare WIH PEKOMEHIOBAHHBIE IUISA
HCTIONIb30BAHMST B JIMHHMSAX BAOXa W (MIM) BBIJOXA JBIXATEIBHOTO KOHTYPa, KpoMe
OJIHOPA30BHIX (PHITHTPOB, JOJDKHBI BHIJIEPKUBATH CTEPUITU3AIIHIO, OMTUCAHHYIO B 44.7,

6€e3 MOBpeXKICHUA.
IIpumedaHnue — OUIBTPHI JUIs IMHUM BBIIOXA MOTYT OBbITh HATPEBAEMBIMH.

56.16 CompoTHBieHHE BIOXY U BEHIIOXY

ConpoTHBICHAE BIOXY W BHIJIOXY BO BPEMsS CaMOCTOSTENBHOTO ABIXaHHA H
Tpu HOpMasbHOH padote annapara MUBJI e momxxo npessimars 0,6 klla (6 cM BoA.
CT.) TIpH cKopocTtH motoka 60 n/MuH Tt B3pocibiX U 30 J/MHAH U IPUMEHEHUS y
neTeit.

CoOTBeTCTBHE TIPOBEPAIOT (HYHKIMOHAJBHBIM WCIBITAHHEM C HM3MEPEHHEM
MOTOKA M JABJICHU B OTBEPCTHH VTS MPUCOSANHEHHS MAACHTA.,

10.4 CereBble HaCTH, KOMIIOHEHTHI H MOHTAXK

IIpumenstor nyHkr 57 o0iuero craHmapra o CASAYIOMIUMH IOMOIHCHHAMH.

57.3, nepeuncienne a) JomojaHeHHE

Cereroit mHyp ammapatoB HMBJI ¢ 2JeKTpONPHBOAOM JODKEH OBITH
HEOTAENAEMBIM WU 3alIUIIEHHBIM OT CIy4aifHOro oTrcoenrHeHus ot armmapara UBJI
mox neiicteuem cmtsl 100 H.

CooTBeTcTBHE IIPOBEPSIOT OCMOTPOM, a i anmaparos MBJI ¢ mpubGopHEIM
COSAMHHTENIEM aKCHANbHAs CHIIA PAaCCOCAMHCHWS, TIpUIIaracMas B TeUcHHWE 1 MHH,
nowkaa Oeite Gonee 100 H.

57.6 [omonHeHue
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Anmapar VBJI u kaxnas AONOMHUTENbHAsA CETEBas pO3€TKa JOJDKHBI UMETH
OT/ICJIbHBIC IUIABKAE MPEAOXPAHUTEIIH WIH PA3MBIKATEIN, aHAJIOTHIHBIC TPeOyeMBIM
JUTST OTACTTEHBIX W3ICITHIA.

CoOoTBETCTBHE  CIICAyeT TPOBEPATH OCMOTPOM M Harpy3kod  Bcex
JOTIOJIHUTENNBHBIX CETEBHIX PO3CTOK MAKCHMAJBHBIM YCTAHOBJICHHBIM JUIA HHUX
TokoM. Kaxkmast JOTOTHATENIbHAS CeTeBast PO3ETKA JOJIKHA OBITh, B CBOIO OYEpEb,
neperpyxena ¢ koddduuuentom neperpysku ot 5 mo 10. Bo Bpemst 3Tx mpoBepox
armmapar UBJI nomkeH paboTaTh B CBOEM HOPMAJIBHOM PEKUME.

10.5 3ammrHOe 3a3eMIIeHIIE — 325KHMBI H COSTUHCHHSI

[TpumeHsTOT MyHKT 58 obImero cranaapra.

10.6 KoHCTpyKiMsi H MOHTAXK

[TpuMeHsIOT MyHKT 59 obmiero cranaapra.
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[punosxkennst

Ipumenstot npunoxerns A — L obmero craaaapTa COBMECTHO ¢ IpunoxkeHrsMa M, N
HACTOAILICTO CTAH/IAPTA.

[Mpuno:xennie M

(cripaBouHOe)

O6ocHoBanue

JlaHHOE TIPHANOJKEHUE TIPEIICTABIIET CO00H MOSCHEHHS K HEKOTOPBIM TpeOOBaHHAM
HACTOSINETO CTaHAAPTA U NPEJHA3HAYCHO UL TEX, KTO 3HAKOM C IIPeIMETOM CTaH/apTa, HO
He TMPUHUMAJT yIacTHs B ero pazpabotke. [loAnManme mpuarH BOSHUKHOBEHHSA TPEOOBaHUIA
BOXHO [UI1 TNPABIWIBHOTO IPHUMEHEHHA HACTOSIIETO CTaHAapTa. bomee TOro, MOKHO
TIPEATIONOKHTH, YTO [0 MEPE U3MEHEHHUS TEXHOJIOTHH W KJIMHUYECKOH MPAKTHKK JAHHBIC
HOSICHEHMSI CMOTYT OOJerdWTh MNEPecMOTpP HACTOALIETO CTaHAApTa, HEOOXOMMMBIH
BCJICIICTBHC STHX M3MEHEHUIH.

Hymepanps IyHKTOB OTHOCHTICS K HACTOSIMIEMY CTaHJApTy, TOJTOMY OHa
HETIOCIICI0BATEIbHAL.

1.1 Ilemsro HACTOAIIETO CTaH/APTA ABJIACTCS HOPMHAPOBAHHUE YaCTHBIX TPeOOBaHHIl K
Oe3onacHocTu annaparos BJI, ucnosb3yembIx B IOMAIIIHKUX YCJIOBHSAX.

1.3 Onpenencare pabodeit gacta B ISO 10651.1 smnsierca 0CHOBO#M 1 NOACHEHUA
TpeOOBaHMUIi K TOKaM yTEUKH HA MALHEHTA, a TAKOKE K HX U3MEPEHHIO.

OnHako HEBO3MOXKHO BKIIFOYHTh B HACTOAINMIA CTaHIAPT MoObIe TpeOOoBaHMA MO
TOKaM YTEUKH OT BCEX IIICKTPUUECKUX TPHHANICKHOCTEH, TaKUX KaK YBIOKHUTEIH H
HArpeBaTCIBHBIC YCTPOMCTBA, KOTOPHIE MOXKHO TIPACOCIMHATE K IBIXaTeIbHOMY KOHTYDY,
TaK KaK THITBI TIO00OHBIX TIPHHANIC)KHOCTEH, IOJICOSIMHACMBIX B KITHHITYECKOH MPAKTUKE K
pazmuHbiM annaparam MBJL, u3roroButeny U ucnsiTaresbHbie Ja0OPATOPHH NPEIBHACTD

HE MOTYT.
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UYactw, BetpoeHnkie B ammapar MBJI, Takue Kak JaTuvky TeMIIepaTyphl M IBY OKHCH
yIepoma, KOTOpBIE MPEIHA3HAYEHBI A KOHTAKIa C IAMCHTOM W SICKTPUIECKH
COC/IMHEHBI C aIaparoM, PACCMAaTPUBAIOTCS KAaK YacTH, HA KOTOPBIE PACIPOCTPAHSIOTCS
TpeOOBAHMS [0 TOKAM YTEUKM HACTOSINETO CTaHapTa. Taku|e yacTy [O3TOMY BKIIOUCHEI B
onpeneneHus pabouett yacTy.

1.3.14 B mprxatensHOM KOHTYpe armapata MBJT HeoOxomima SHeprus yist CHIDKSHHS
JapneHust Hike atMocdepHoro. [1oaToMy, Korja ra3 mocTymaer yepes BIyCKHOE OTBEPCTHe
no aeiicTereM atMocepHoro (M ONUZKOTO K HeMy) IaBIEHHS, TOJDKHA ObITh 3aTpadeHa
pabora ammaparom MBJI (ucnomb3ys 3HEPruro, HAPEMED, OT IEKTPUYECKOI0 HCTOYHUKA
WIW 3HEPTUIO NPUBOIHOTO Ta3a) WK MAIEHTOM, YTOOBI CHU3HTH JIABJICHHE B JIHIXATETHHOM
KOHTYpe [0 YPOBHA, NOCTATOYHOTO [UIA TOCTYIUICHHS IIOTOKA Ia3a 4epe3 BIYCKHOS
oTBepcTHe. B naHHOM cMBICTTe ra3 kak Obl «BCAChIBAETCS» B IABIXATENBHBINA KOHTYP. 3TO K
OTHOCHTCS M K CIIydYasM, KOTZa ra3 MOCTYIAeT K BIYCKHOMY OTBEPCTHIO MOJ HEOOJBIIHM
HOJIOKATEIBHBIM ~ JIABJIEHWEM V11  TOrO, 49ToO0bl CKOMIIGHCHPOBaTb IPUMEHEHHE
TIOJIOXKUTEIIBHOTO JIABJIEHUS B KOHIIE (pa3bl BEIIOXA.

[Iynkr 1.4

3.6j) Oumbku B IpOrpaMMHOM OGECTICYCHHH, €CITH OHU CITYHAIOTCS, HE JIOJDKHBI
TIPEJICTaBIATH OIIACHOCTb VIS [IALMEHTA UK TI0JIb30BaTENIsL.

JauHoe TpeOoBaHMe, OAHAKO, SKBHBANCHTHO TpeOoBanmio 3.1 obmero craumapra,
KOTOPOE TIIACHT, UTO BCE YCTPOHCTBA HE IOJDKHBI CO3/1aBaTh YIPo3y Oe30MacHOCTH MAlMEHTa
B HOPMAJTBHBIX YCIIOBHSAX U YC/IOBHSIX €IMHIYHOIO HAPYLLICHMSL.

He Tompko sormHecks 060CHOBAHO, HO ¥ BIOJHE Pa3yMHO YUHTHIBATH BO3MOXKHOCTD
c00s1 TIPOrpaMMHOTO O0ECTIEUEHHUsI KaK YCIIOBUE SAMHUYHOIO HAPYILIEHHS, YTOOBI YCHIUTh
COOTBETCTBHE IPOrPaMMHO YIIPABIIAEMBIX YCTPOHCTB MPHHIIMITAM OOLITEro CTaHIapTa.

JlaHHBIH TOMXOA PEKOMEHAyeTCS I JOKa3aTeNbCeTBA cooTBercTBUst 3.1 0diero
CTaHAapTa, OCOOSHHO NP aHATM3E TMOCIICICTBHI OTKA30B.

3.6 k) HeBbisBIICHHBIC YCITIOBHSI CIMHAYHOTO HAPYIIEHHS MOIYT CYLIECTBOBATH
JUTATENIEHOE BPEMA. B Takux 00CTOSITENbCTBAX CUNTAETCS HEIPHEMIIEMBIM PACCMATPUBATH

JaNbHEHIIe HapyIIE€HNUA KaK BTOPUYHBIC, KOTOPBIC MOYKHO HE IIPUHHMATh BO BHUMAHHC.
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Cutyarms ¢ oJ00HBIM HEPBbIM HAPYILLIEHHEM JIOJDKHA PACCMAaTPUBATHCS KaK HOPMAIlbHbIE
YCIIOBHSL.

Ilynxr 1.7

6.8.2 a), mepeuncrienne 1) Bpems paboTsl MOKET M3MEHATBCA 3HAUMTEIIHHO, W HA
HETO MOJKET OKa3bIBaTh BJIMSHKE KaK TEMIEparypa, Tak M CKOPOCTH 3apsaa M paspsiaa
Garapey.

6.8.3 a) B manHoi#t yacTy cTaHmapTa He TPUBOIATCS TEPMHHBI TIAPAMETPOB TTAIMCHTA
B TIPOTHMBOMOCTABJICHWH TTapaMeTpaM ammapara, TaK Kak 9TH Pa3Indus Y)Ke MPUBEICHHI B
o0IIeM cTaHzapre.

Iprvepsr mapamerpos armmapara VIBJI TakoBel: «pasoBelii oObeM», a He
«/IbIXaTeNbHbI 00bEM», «IE€HEPUPYEMOE HABJICHHE», a HE «JABJIEHHE B JIBIXATeNIbHbIX
TyTSX», «YCTAHOBJICHHAS BCHTWIIIW), a HE «BCHTHIALMA Ha BBIIOXE», «IABJICHHE B
OTBEPCTHH BBIJIOXa», 3 HE «/IABJICHHE B JABIXATEIHHBIX M TIX) (UTO KAacaeTcs MOCNISAHEro, TO
YPe3BEIYANHO BRKHO Pa3NAYaTh STH MOHATHS TIPH HCTIONB30BAHUH HEKOTOPBIX allaparoB
WBJI, npeHa3HAueHHBIX [T HOBOPOXKICHHBIX).

Hexoropeie ycioBus HapyIeHWs, TakWe KakK COMPOTHBIICHHE WM YTEYKH, MOTYT
CTarb MPUYMHOMN Cephe3HON pasHHIIBI MEXAy oObeMaMH W JaBiicHusMu anmapara VBJI u
COOTBETCTBYIOLTAMH OOBEMaMM M [ABJICHHAMH Yy TIAIMCHTa, HO W JPYTHC YCJIOBHS
HapyIIeHWs], HalPUMEP TIOBBIINICHHAA CEKPEIHs WM HAKOIUICHHE KOHICHCATA B JIMHHH
mepesaun  [ABJICHHA, MOTYT CTarh MPHYAHOM CEPhE3HBIX IOrPEINHOCTCH MpH
HENOCPEACTBEHHOM M3MEPEHHH MTapaMeTPOB MAIMEHTA.

6.83 a), mepeuncienre S5) M3MeHeHHMS HEKOTOPHIX XAPAKTCPUCTHK (HAPUMED
TEMIIEpATYP, JABJICHHS) Ta3a M €r0 COCTABA MOTYT M3MCHHTH YyBCTBHUTEIIHHOCTE K TIOTOKY M
00bEMy HEKOTOPBIX THITOB JATUMKOB. VI3MEHEHWS JTHX XapaKTCPUCTHK MOTYT TakoKe
IOBIMATH HA KOPPEKIWEO, TPEOYIOIIYIOCA I TPUBCACHUA TOTOKAa, OObeMa WM
BEHTWIALIMK K HEKOTOPHIM CTAHIAPTHBIM YCJIOBHSM. BBIXOMHON CHTHAT W3MEPHTEITHHOTO
YCTpOHCTBA, pPEearupyroLlero, HanpuMep, Ha H3MeHeHwe o0beMa NpH HOPMAILHOM
HCTOB30BaHMH, OyZeT TPOTIOPIWIOHATICH COCTOSHHIO Ta3a BHYTPH 3TOrO YCTPOWCTBA.

OnHako ecii JaTyrK MHeBMOTaxorpada, IPUCOSAMHEHHOTO K OTBEPCTHIO BRIIOXA AlMapara
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UBJI, ucrions3yercs i U3MEPSHHS BBIIBIXaeMOTO 00BEMa, TIPUBEICHHOTO K YCIOBHAM
BTPS, 1o nokazaxue nHeBMOTaxorpada npr TeMreparype B Hem Bbiibixaemoro rasa 30 °C
OyIeT MEHBITIC, YeM PealThbHBIH BEIIBIXaeMBIH 00beM B ycmoBrsix BTPS.

683 a), mepeumcrnemme 13) HeoOxomamo BMeECTE ¢ TOTPEIIHOCTHIO
YyBCTBUTEIILHOCTA HOPMHPOBATH TIOIPEITHOCTh HYJIA, €CITH [IePEMEHHAS MOKET IPOXOIUTh
Yepe3 HyJIeBOE 3HAYCHHC, WM B HEKOTOPBIX CIyYasxX TMPUMCHECHHS IWANa30H W3MEpPCHHUS
COCTaBIIET HEOOJBIIIYIO YacTh MAKCUMyMa.

[Iynkr 2.3

10.2 Jlansblii  nogumyHKT OOIIEro craHpapra OnpeAeisier Habop  yCIOBHi
OKPY’KaIoIel cpenpl (TeMreparypy, OTHOCHTEIBHYIO BIIXHOCTh, 0OapOMETpHYECKOe
JIABIICHUE, TIOfABAEMYIO SHEPTHIO W T. JI.), TIPH KOTOPBIX ME/HUIMHCKOE M3/EIIE JIOJDKHO
COOTBETCTBOBAaTh TPEOOBAHMAM HACTOAILETO CTAHAAPTA. OTH YCIOBHA OTHOCATCI K
YCIIOBHSIM OKPYKAIOITIEH Cpe/ibl B OOBHHIIE.

Hexoroprie MemviuHCKHE W3eWs, OJHAKO, HCIONB3YIOTCS BHE OOJBHHYHBIX
ycnoBuii, Hampumep ammaparsl MIBJI mns moMammHero WMCmonp30BaHUA, YCTPOWCTBA,
TIPAMEHAEMBIE B SKCTPEMAITBHBIX YCIIOBHSIX U HA TPAHCIIOPTE.

Ha Takue ycrpoiicTBa mAeHCTBYIOT OoJiee CYpOBBIEC YCIIOBHS, Y€M OIpEJENCHHBIE B
10.2.1. TIpemrokeHO ycTaHOBHTH A ammaparoB VIBJI, Wcrmoib3yeMbIx B JOMAIIHHX
YCIOBHSAX, TeMreparypHsle mpeneist ot S °C mo 50 °C smecto ot 10 °C g0 40 °C.

Uto0BI COOTBETCTBOBATH BCEM 3KCTPEMAJGHBIM CHTYAIAsIM M JAKE TIPUHATH BO
BHIMAHIE HX HanOOIee BEPOSTHBIE KOMOMHALMH, IPOSKTUPOBAHME 1 H3TOTOBJICHUE TOIHKO
OIHOTO THWINA W3ENUA, HECOMHEHHO, TIPHBEACT K UPE3MEPHOMY M HEOOXOOUMOMY
YBEIMUEHHUIO €10 CTOMMOCTH.

Heobxommo Tarke SCHO HOHMMATh, YTO TOAOOHBIC SKCTPEMAIBHBIC CHTYaIMH
MOI'YT BO3HHKATh TOJIBKO B HEKOTOPBIX OTPE/ICIICHHBIX PaliOHaX WA BO3HUKAIOT JOBOJILHO
pemxo ® 4Yr0 OONBIUMHCTBO MOMB30BATENCH MOJOOHBIX YCTPOKMCTB IPUMEHSIOT B
3HAUMTENBHO CY)KEHHBIX YCIOBHSAX. bBorpmmas wacte ycioBwit paboThl B JIOMAIITHHX

YCIIOBHAX COOTBETCTBYET TPEOOBAHIIIM K OONIbHUUHOMY 000py 1oBaHuro 1o 10.2.
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IToaroMy JOIDKHBI OBITH KCCIIENOBAHBI IIOCTEACTBHS HCIIOJIE30BAHUS YCTPOMCTB,
Ppa3pabOTaHHBIX B COOTBETCTBHM ¢ TPEOOBAHIAME OOILETO CTaHAAPTA, BHE HOPMHPOBAHHBIX
3TUM CTaHIAPTOM YCJIOBHI.

YCTpoiicTBO HE AOMKHO CTaTh MPUYMHOM BO3HUKHOBEHMS OMACHOCTH JJIs MAlAEHTa
WA OTIEPATOpa, €CM OHO WCHONB3YETCS BHE TIPETICNIOB YCIOBHI OKPYIKAroIel Cpemsl B
coorBerctBur ¢ 10.2.1 oOmiero craHaapra, TOECTh BCE MEXaHM3MbI, OOCCIICUMBAFOIIIIE
030MacHOCTB, TOMKHET (PYHKITHOHHUPOBATH, HO TTAPaMETPhI PabOTHI CaMOTO armapara MOryT
CHUBUTHCS HUKE FX OTIPEIICIICHHOTO TPEOOBAHUSMI YPOBHSI.

Tem He MeHee, JODKEH ObITh YCTaHOBJICH MpPENEN, KOTNA CHIDKSHHE pabodmx
XaPAKTEPUCTHK JIOCTHTACT YPOBHS, TP KOTOPOM PHCK JTABHEHITICTO MPUMEHEHHS OyaeT
[IePEBELMBATE MOJIb3Y allapara. JTOT MPESIE] HEBO3MOYKHO BBHIPA3HTh B aOCOMIOTHBIX H
HE/IBYCMBICIICHHBIX 3HAYEHHMSX CTAH/IAPTA.

Jns permerust mpoGrmeMbl  ObIIO  MPEIOXKEHO ONMPEICIMTh Habop BEPOATHBIX
SKCTPEMANTHHBIX CHTYalldif TIpH HYACTHOM WCIONB30BAHAM, HANpUMep M1 armaparos,
HCTIONIE3YEeMBIX B JIOMAIIHAX YCJIOBHAX, KOTOPBI BBIXOAWT 3a PaMKU YCJIOBHH B
cooterctBuH ¢ 10.2.1 ofrmero cranaapra.

M3roroputens A0MDKEH OroBOPHTH, KaK Ha paboume XapaKTEepHCTHKW armapara
BO3NCHCTBYET OOHO W3 OKCTPEMANBHBIX VCIIOBHIA, KOLJa OCTIbHBIC YCIIOBHA
TIO/IIEP>KUBAIOTCS B TIPUEMITEMBIX TIPEICIIAX.

Takass wmHGOpPMALKS MO3BOIMT IONB30BATENIO BHIOPATh OMPESCACHHBINA THIT
anmapara, KOTOPBIM TOJXOAWT JUIi €T0 KOHKPETHOM CUTyallMW, WM K€ IPUHATH
OIpPEIENICHHBIE MEPBI MPESIOCTOPOKHOCTH Jjisi KOPPEKTHPOBKH YCIIOBHEL paboTHI armapara,
HAIPHAMEP YCTAHOBKY KOHIMITHOHEPA Ik KOHTPOJIS KOMHATHOM TEMIIEPATyPhl B OCOOSHHO
JKapKOM KJTMaTe.

IIynxr 3.7

19.4, nepeunicnernve h) Cm. mosicerwe 1.4

Ilyrkr 7.2
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43 Cnydan TOXKapoB, BBI3BAHHBIX MENULMHCKUMH YCTPOHCTBAMH, OYCHb PCIKH.
OmHaKo eciy TOXKaphl BO3HMKHYT B OONBHHUIIE WIH B JOMAIHAX YCIIOBHAX, OHH MOTYT
HUMETh TPArHyeCcKHe MOCIEACTBHSL.

Prck norkapa BO3HHKAET MU HAJIAYWH:

- TOPIOYHX MATCPHANIOB;

- TEMIEParypbl, PaBHOM WIM TPEBBIIAIOMEH MHHAMAIGHYIO TEMIEpaTypy
BOCIUIAMEHEHHs] Marepuana, WIM K€ MCKD, SHEPIHsl PaccesHusi KOTOPbIX paBHA WK
TPEBBINACT MEHUMATBHYIO SHEPIHI0 BOCIUIAMEHCHHS MATEPHATIOB;

- OKWCITITEJIL.

Iostomy, crnegys OCHOBHBIM KOHLEMIMAM 0€30MacHOCTH OOILEro CTaHaapTa,
KOHCTPYKIHst 000pYIOBaHHS JIOIDKHA 00SCTICUHTh O€30TacHOCTh €ro paboThl B HOPMAIBHBIX
YCJOBMSIX, B YCIOBUSX GIMHUYHOIO HApyIUGHHs M TPH HAIMYMM OKHCIHTENIEH,
BO3JCHCTBHAIO KOTOPHIX MOTYT TIOIBEPTaThCs MATCpHUaIBl. TeMIeparypa Marepuaia He
JIOJDKHA TIPEBHIIATh MHHFMAIGHYIO TEMICPATypy €ro BOCIUIAMEHEHHA, WIH SHEprus
WCKPEHUS HE JOJDKHA TPEBBIATH YPOBEHDb SHEPIHH, HEOOXOMMMBIH IS BOCTUIAMCHCHHS
Mareprana. AJIbTePHATHBHO OMACHOCTh HE BO3HHKACT, €CIIH BOCIUIAMCHEHHE B 3aKPBITHIX
YacTAX CaMOOTPAHMYEHO (HANMpUMEp TIPSAOXPAaHWTEI WM PE3WCTOPHl  BHYTPH
TePMETH3MPOBAHHOTO MPOCTPAHCTBA).

MuHnMaTbHas —TEMIeparypa BOCIUIAMEHCHWS Uil OONBIIOTO  KOJIMYECTBA
MareprajioB XOpOIO M3BECTHA W3 OMyOIIMKOBAHHBIX WCTOUHHKOB, OOBIYHO TOJIBKO JUTS
Cpe/ibl BO3/lyXa 1 YMCTOr0 KUCIopoaa. MUHUMANIbHAS TeMIeparypa BOCILIAMEHEHHST MOXET
B 3HAUUTENBHOM CTENEHM 3aBHCETh OT KOHLEHTpaumu okuciurenell. Ecmm tpelyrorcs
JAHHBIE 110 TEMIEpParype BOCIUIAMEHEHHs JPYrHMX MAaTepUalioB WM Pa3IUYHbBIX
KOHIICHTPAIMH KUCIOPO/IA, TO MX MOMKHO ONPEACITHTE, HCTIONB3YsS METOIBI M armaparypy,
OTWICaHHEIE B [5].

IIpu paccMOTpeHHH BOCIUIAMEHSIOLIMXCA MATEpHANIOB ClieayeT obpamiars ocoboe
BHUMAHFE HAa Marephaibl, KOTOPHIE MOTYT HAKAIUIMBAaThCA B PE3YNbTATe JUIMTEIIHHOIO
HCHOJb30BAHMA, HAIPHUMEP YACTHUIBI OyMar W XJIOIKa, CoZiepyKalliiecs B BO3AYXE.

Pruck moskapa, BBI3BAHHOTO HCKPEHHEM B MIEKTPHUECKUX LEISX MEAMLMHCKHX

w3/ieTmii, OOBIYHO CUMTAeTCA HE3HAUYWTENIBHBIM, TAaK KAK TOBBIILICHWE TEMIEparypbl OT
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paccesiHIs SHEPruK UCKPEeHKs OOBIIHO HE IOCTUTaeT yPOBHS TEMIIEPATYPhl BOCITIAMEHEHHS
TBEPIBIX MATEPHATIOB, HCTIOIB3YEMBIX B IIPAKTHKE CO3IaHMA 000Dy AOBAHMA.

OmHako eciy UCHONB3YIOTCA MaTepHaIEl ¢ HU3KOM TeMmepaTypod BOCIUIAMEHEHM,
OUYCHb HHBKOM TeMIOEMKOCTBIO U CIIOCOOHBIE HAKAIUTHBATECS, TAKUE Kak OyMara, BaTa Wi
OPTaHMYECKUE BOJIOKHA, TO HE MPEICTABIIACTCS BOMOXKHBIM ONPEAENUTh TEMIIEPATYPY
[OBEPXHOCTH, [OJBEPracMyl0 OSHEPIMM HCKpeHws. [lostoMy i obecrieueHus
6€301TaCHOCTH MOTYT CTaTh HEOOXOMMMBIMU CIIEIMATEHBIC IPOBEPKU HA BOCILIAMEHEHHE B
ITHX yCIIOBHAX.

B psame npuMmeHseMbIX B HacToslllee BpEMsA CTaHAAPTOB TPEOOBaHMA IO
MHMHHMHA3ALMH PUCKA TMOXKApa OCHOBAHbI HA OrPAaHMYCHWH a0CONFOTHBIX 3HAYSHMH
TEMIIEPATYPBL, MMEKTPUUECKON SHEPIUM U KOHIEHTPALIUA OKUCIATENA.

Ha ocroBarmM maHHBIX TATEPATYPHBIX HCTOUHMKOB OBITIO CHENAHO JOMYyILEHHE, YTO
temmeparypa 300 °C MOXKeT CUMTaThCs NPHEMIIEMBIM HPEAENOM A MEIMIMHCKOTO
0060py IoBaHMS TP 000TAIIEHHOM KUCIOPoIoM arMocdepe.

[IponcxoxaeHne UCIONIb3yeMOM IEKTPHUYECKO SHEPIMM MEHEE ACHO, U KaKETCS,
YTO NPH OTCYTCTBUH CIHELMATBHBIX POBEPOK MPUBE/ICHHEIC 3HAUSHHUA OB 3aHMCTBOBAHEI
W3 IPYTHX Oy OMKOBAHHBIX CTaHAAPTOB. OHAKO MPOCTHIE MPOBEPKY U [ICTATHHBIH aHATH3
YK€ U3BECTHBIX (PAKTOPOB, MOBIIMSABIIMX HA BO3HMKHOBEHHE TI0XKAPOB B CPENE KHUCIOPOa,
TOKA3aJIi, YTO 3TH 3HAYCHMA WIHM CIMIIKOM OTPAHWYEHBI, WM TIOTSHIHATBHO ONAcHHI, B
3aBHCHMOCTH OT C1I0c00a PacCesTHIS SHEPryH, GJIM30CTH H «TOIUTHBAY.

Ceityac o0LIEPH3HAHO, YTO HE CYINECTBYCT ¢/TMHBIX W YHABEPCATBHO MPHMEHAEMBIX
JUATA30HOB TEMIIEPATYPBL, SHEPTHH U KOHIEHTPALMH OKUCIIHTEITS, KOTOPBIE 00eCTIeUUBaIH
OBl 0e30IacHOCTh BO BCEX OOCTOSTENBCTBAX. B KOHIE KOHIIOB, TOJNBKO SIEKTpHYCCKas
SHEpTrHA UMeeT 3HAUCHHE B CBETE €€ BO3MO)KHOCTH TIOBBIIIATH TEMIICPATYPY
BOCIUIAMEHAEMbIX MAaTe€pHAIOB, a 3TO, B CBOIO OYEpedb, 3aBHCHT OT KOHKPETHOM
KOH(UTYpaLWMK ¥ OITU30CTH BOCTIAMEHSEMOr0 MaTePHAJIA.

B ycnoBusx eMHUYHOTO HAPYLIEHUS B THITHYHOM SMEKTPHYECKON LIEMH BO3MOXKHOE
YUCNIO TIOBPEKJICHUH 4YPE3BBIYANHO BEMMKO. B 3TOM cilyuae momHasd yBEpeHHOCTH B

6e30MmacHOCTH MOKET OBITh BO3MOXHOI TOJIBKO HPH HMCHONB30BAHHH COOTBETCTBYFOLLIMX
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AHATM30B 0€30MACHOCTH W HAJIMYWM OMACHOCTH, MPUHMMAs BO BHHMAHHWE TPU OCHOBHBIC
ANIEMEHTA: MarepUal, TEMIIEPATYPy U OKUCIIATENb.

CooTBercTBYIONIAaA KOHCTPYKIMS YCTPOHCTBA MOMKET OTPAHMUUTD 3IEKTPHUYECKYIO
SHEPIHIO B IIEMH, YTOOBI TEMIIEParyphl OCTABAIMCh HIDKE MUHUMAIBHBIX TeMIIEPaTyp
BOCIUIAMEHEHHUA B BO3AyX€ B HOPMAIbHBIX YCJIOBHAX, @ T€PMETH3UPOBAHHBIE OTCEKH H
MIPHHYAUTEIbHAA BEHTHIALMA MOTYT 00€CIIeUMTh HEMPEBIICHUE COAEP/KaHKA KUCIOPOIa B
OKPYKaOIIEM BO3/1yX€E B YCJIOBUAX €IMHUYHOTO HApPYILICHHS.

MooxeT 0Ka3aThCs MPHEMIIEMBIM OIPAHIYCHHAC MICKTPHUYECKOH SHEPTUH, YTOObI JIKE
B YCJOBHSX E€IMHMYHOTO HAapyIeHHs OOECHeuuTh TEMIIEPaTypy HIKEe MHUHHUMATbHOW
TEMITEpaTyPhl BOCIUIAMEHEHHA B CPEJIC YHCTOTO KMCIIOPO/IA.

Tonbko ocobast KOMOHHAIS MaTEepHalia, OKHCIHTENST K TEMIIEPATyPhI, a HE OJIFH 3
3THX (PAKTOPOB ONPEIETAET, MOKET JIH BO3HUKHYTH ITOXKAP.

[ynkr 8.2

51.6 JInsg HEeKOTOpBIX CIyYacB KIMHHYECKOTO MPHUMEHEHHS MOXKET TOHAJIOOHTHCS
JIABJICHHE B OTBEPCTHH T MPHCOSTUHEHH NaIeHTa, npesbimnaiomee 8 kl1a.

51.10 Tunwmunble NpUMEPHI YCIOBHI 1 IPOBEPKH.

a) ©CJTH MPEAYCMOTPCHO OMOBEILICHUE O TTOTEPE TABJICHHSA, TO CHTHATH3AIAS MOXKET
BKJTIOUATHCSI, KOT/Ia IaRJIeHHE maacT Oonee yem, HanpuMmep, Ha 20 % yCTaHOBJICHHOTO HITH
O0YKM/IAEMOTO TIMKOBOTO JIABJICHHSI B OTBEPCTHH TS IPHCOCTMHEHNUS TTAIMCHTA,

b) ecimu TpeayCMOTPEHO OMOBEIICHHE O CHIKCHHH TOTOKA Ia3a, TO CHIHAIM3AISA
MOKET BKITIOUATHCS, KOTIa TIOTOK TafaeT, Hanpumep, Ha 20 % yCTaHOBJICHHOTO 3HAYCHUS
WM pPaHee M3MEPCHHOrO 3HAYCHHs B OTBEPCTHH JUISI TIPHCOCAMHCHHS TAIMCHTA WA B
JIMHUH BBIJIOXA,

C) €CIH MPEIyCMOTPEHO OMOBEICHHE O CHIKCHWHM O0beMa WM BEHTHIALMH, TO
CHTHAJTM3ALMSA MOYKET BKJIFOUATHCs, KOTa 0ObeM WM BEHTWIALWMS NA/IAl0T, HApUMep, Ha
20 % yCTAaHOBJICHHOrO 3HAYEHWsl WM PAaHEEe W3MEPEHHOTO 3HAYEHWS B OTBEPCTHH IS
TIPHCOEIMHEHMSI TTAIMEHTA WITH B JIMHHH BBIIOXA,

d) ecnu mpeayCMOTPEHO OIOBEIICHHE 00 WM3MEHEHWH YPOBHSA KHCIOPOAA, TO
CHTHAJIM3AIMS MOYKET BKJTFOYATHCS, KOTa M3MEHEHHNE CPEIHEH KOHIICHTPAIMH KHCIOpOoaa

npocturder 15 %. JKenarenbHo, 9TO0BI JaTUMK HAXOMMIICS B JIMHUM BBLIOXA JBIXATEIHHOIO
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KOHTYpa WM B BBIIYCKHOM OTBEDPCTHM Ha PACCTOSIHUA 5 CM OT OTBEPCTHA IS
nprcoeMHeHIs TarpenTa. OMHAKO MCTIOJB30BaHHE MOHMTOPA KHCJIOPOIA TS BKITFOUSHHS
curHaja 00 yTEYKe rasa HE PEKOMEHIYeTCs M3-3a HEHACIKHOCTH METOIWKHW, KOT/ia
HCHOMB3YIOTCS PA3IMYHBIC KOHLICHTPALN KHCIIOPOAA.

Iynxr 10.1

54.1 ]JlaHHBIA MYHKT OPEIOTBPAILAET KCIONb30BAHME MOHHTOPHOIO YCTpOMCTBa
JUTsT KOHTPOJTSL TIPUBOZIHOTO MEXaHW3Ma, TaK KakK 3TO MOXKET NMPHBECTH K HEPACIIO3HAHHOM
HEMCTIPABHOCTH TIPUBO/IA B CITyUae HAPYIIICHHs (hYHKIFH MOHUTOPHHTA,

ITynkr 10.3

56.12 Illnanru anmapara MIBJI gacTo pacrmonararoT oBepX CITAHKY KPOBAaTH WU 110
BEPXy JABEpeL, HHKy0aTopa, rae OHM MOryT meperHyThes. [IpoBepka Ha TIeperud IUIaHTOB
IIPEIIONAraeT MOJICITMPOBAHKE TIOMOOHBIX YCIIoBHiA. TarKe 4acTo MPUXOMUTCS PAa3sMEINATh
[IUIAHTH aIapara BOKPYT MAMEHTa, TI¢ OHM MOryT OBITh Tepekarbl (Hampumep
JIBIDKCHIIEM TOJIOBBI TIAIMEHTA | T. I.). [IpoBepka mpeaycMaTpiBacT UMHTALAIO M TAKHX
YCJIOBHIA.

Tyskr 104

573 CuyuyaiiHoe OTCOeTUHEHHE MOYKET OBITh OMTACHBIM T MAIEHTA.

Kopotkoe  3aMbplkaHHe  JApyroro  o0OpYAOBaHMS,  MPUCOSAMHEHHOTO K
JIOTIOJIHATEITEHBIM  CETEBBIM  pO3eTKaM, He JODKHO BIMATH HA HOPMAIBHYIO pPaboTy

YKH3HENOIEPKMBAROLIMX (DyHKLWiA armapara VIBJT.
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MpunoxeHne N
(cnpaBoYHOE)

TwvnoBoe YCTPONCTBO OTBepCTUA annapatos B/

* Heobsi3aTe/lbHOE OTBEPCTME.

a) BapmaHT A

BxogHoe oTBepcTME NPUBOAHOTO rasa* [bixatenbHblii KOHTYp annapaTa VIB/1

* Heobsi3aTe/IbHOE OTBEPCTYE.
b) BapnaHT B

PucyHok N.1
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Bubnvorpadus

Anaesthesiology - Vocabulary (AHecTe3nonorns — Cnosapb)

Low-pressure flexible connecting assemblies (hose assemblies)
for use with medical gas systems (F'mbKve rasonpoBOAsALLME LLTAHTY
HU3KOrO [aBMeHWs N8  WCMOMb30BaHUA B CMCTEMax Mofauu
MeAMLIMHCKUX ra3oB)

Graphical symbols for use on equipment - Index and synopsis
(Cpacnyeckmne CUMBOMbI,  UCMOMb3yeMble Ha  06OPYAOBaHUM.
VIHAeKCbl M 0603HaYEHNS)

Gas cylinders for medical use - Marking for identification of
content  (Fa3oBble  GaIOHbI  MEAMLMHCKOTO  HasHa4eHus.
MapKu1poBKa Anst MAEHTUNKALWI COLEPKMOrO)

Electrical apparatus for explosive gas atmospheres - Part 4:
Method of test for ignition temperature (3neKkTpryeckme ycTpoiicTaa
ONA NMpPUMEHeHUs B cpefe B3pbIBOOMacHbLIX rasoB. YacTb 4. MeTog
MPOBEPKY TEMMepaTypbl BOCM/IaMEHEHNS)

Anaesthetic reservoir bags (JbixaTenbHble MeLIKn Ans
aHecTesuu)

Breathing tubes intended for use with anaesthetic apparatus and
ventilators  ([bIxaTeNbHble  LWIaHMX,  NpegHasHaueHHble  AnA
NCNO/Mb30BaHUA C  anmapatamy  WHTa/ISUMOHHOrO0  Hapkosa
annaparamun VBJT)

Sterilization of medical devices - Validation and routine control
of ethylene oxide sterilization (Crepunmsaupsi MeaULMHCKNX
YCTPOWACTB. OUEHKa 1 06bIUHbI/ KOHTPO/bL CTEPUM3aLIMM OKCULOM
3TWNeHa)

Sterilization of medical devices. Validation and routine control
of sterilization radiation by (Crepunmsaums  MeOULMHCKNX
yCTpoiicTB.  OueHKa W 00bIYHBIA  KOHTPOMb  CTEpPUAM3aLMN
06/1y4eHNEM)

Anaesthetic and respiratory equipment - Heat and moisture
exchangers (HMEs) for humidifying respired gases in humans - Part
1 HMEs for use with minimum tidal volumes of 250 ml (Annaparbl
HapKO3Hble 1 AbIXaTe/bHble. Tenao- 1 BnaroobmeHHUkn (TBO) ans
YB/TKHEHWS BfbIXaeMbIX 4efioBeKoM ra3oB. Yacte 1 TBO c
MVHUMa/TbHBIM AbIXaTe/lbHbIM 06beMoM 250 M)

Anaesthetic and respiratory equipment - Heat and moisture
exchangers (HMEs) for humidifying respired gases in humans. Part
2. HMEs for use with tracheostomized patients having minimum
tidal volumes of 250 ml (AnnapaTbl HapKO3Hble W AbIXaTesbHbIE.
Tenno-n BnaroobmMeHHukn (TBO) and yBNaXHEHWUS BLbIXaeMbIX
YenoBekoM rasoB. Yactb 2. TBO € MUHMMaNbHLIM AbIXaTe/lbHbIM
06bemMom 250 M1 419 NaLyEHTOB C TPaxeocToMOI)
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KOHTYD, anmapaT UCKYCCTBCHHON BEHTHJIAMHU JETKHX, KIacCH(pHUKAIH, TpeOoBaHUs
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