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MpeaucnoBue

1 NMoaroToBIEH ObLwecTsoM c OorpaHu4YeHHOM OTBETCTBEHHOCTbLIO
«MegrexctaHgapTt» (OO0 «MepgrexcrtaHgapT») Ha OocHoBe COOCTBEHHOro nepeBoga Ha

pyCCKMVI S3bIK aHII0SA3bI4YHOMN BepCun CtaHOapTa, YKa3aHHOro B MyHKTE 4

2 BHECEH TexHuyeckum kommtetom no ctaHgaptudaumm TK 011 «MeaunuuHckme

npubopsl, annapatbl 1 06opyaoBaHME»

3 YTBEPXXOEH V1 BBEAEH B JENCTBMWE lMpukasom ®enepanbHoOro areHTcTea no

TEXHUYECKOMY perynmpoBaHuio U MeETPONornm ot 20 1. Ne

4 HacTtoswmn ctaHgapT wuaeHTudeH MexayHapogHomy ctangapty MCO 23328-
1:2003 «®unbTpbl ANS ObIXaTeNbHOro KOHTypa aHecTe3MOosIormMyeckoro U AblXxaTenbHOro
obopynoBaHusa. Yactb 1. Metog rmapodunbHorM Npobbl A4S OUEHKN OUnbTPaLMOHHbIX
ceoncTBy (ISO 23328-1:2003 «Breathing system filters for anaesthetic and respiratory use

— Part 1: Salt test method to assess filtration performance», IDT).

5 BBEOEH BINEPBbIE
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lMpasuna npumeHeHUss Hacmosiweao cmaHdlapma ycmaHo8/eHbl 8 cmambe 26
®edepanbHoao 3akoHa om 29 uwHsA 2015 2. Ne 162-®3 «O cmaHOlapmusayuu 8
Poccutckou ®edepauyuu». NHpopmayus ob usMeHeHUsiX K Hacmosiwemy cmaHOoapmy
nybrniukyemcsi 8 exe200HOM (Mo cocmosiHulo Ha 1 fHeaps mekyweao e00a)
UHQOpMaUUOHHOM yKa3amerne «HauyuoHarnbHble cmaHdapmbi», a oghuyuarnbHbIl MeKcm
U3MEHeHUlU U [ornpasoKk — 8 EXeMeCSIHHOM  UHGOPMauyUOHHOM  yKalamerse
«HauuoHanbHble cmaHOapmbi». B cnyyae nepecmompa (3ameHbl) unu  OMMEHbI
Hacmosiweao cmaHdapma coomeemcmesyuwee ysedomneHue bydem ornybriukoeaHo 8
bruxaliweM 8biMycKe eXeMecs4Ho20 UHGOpMayUOHHO20 ykazamerns «HauuoHasbHbie
cmaHdapmbl».  Coomeemcmsyrowass  UHopmauusi, ysedomsrieHue U  MeKCmebl
pasmewiaromcsi makxe 8 UHghopMayuoHHol cucmeme obuwie20 Monb308aHUsT — Ha
oguyuanbHom catime @edeparibHO20 azeHmemea o MexHUYeCKoOMy peayriupo8aHuro U

memporsnoauu 8 cemu MIHmepHem (Www.rst.gov.ru)

© 1S0, 2003
© Odpopmnenune. OIrbY «UHCTUTYT cTaHgapTnsauumny, 202

HacTosawwmii ctaHaapT He MOXeT ObiTb MOMHOCTLIO UMM YaCcTUYHO BOCMPOU3BEAEH,
TUPaXXMpoOBaH W pacnpocTpaHeH B KayecTBe oduuManbHOro msaaHusa 6es3 paspelleHus

CDep,epaanoro areHTCcTBa No TeXHN4YeCKoOMy perynmpoBaHnio 1 MeTpoiornn
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BBepeHue

Hactoswmn  craHgapT  ugeHtndeH  NCO 23328-1:2003, noAroToBrieHHOMY
nogkomutetom SC 3 «AnnapaTbl UCKYCCTBEHHOW BEHTUNALUKN NIETKNX U CBA3AHHbBIE C HAMM
ycTponcTBa» TexHuyeckoro kommuteta no craHgaptusaumm MCO/TK 121 «O6opynosaHue
O5151 aHeCTe3nn U UCKYCCTBEHHOW BEHTUMSALNN JTETKUX» .

Cepusa NCO 23328 nop obimm 3aronoBkoM «PunbTpbl ANA OblXaTENbHOr0 KOHTypa
aHecTe3MoorM4ecKkoro 1 apixatenbHOro 06opyaoBaHMA» COCTOUT U3 CNeayLmMX YacTeu:

- YacTtb 1: MeTog ruapocmnsHon Npobbl AN OUeHKN pusibTpaumMOHHbIX CBOUCTB;

- YacTtb 2: AcnekTbl, He OTHOCALLMECS K hunibTpaLmu.

B HacToswem cTaHgapTe npuBedeH MeTo UCTbITaHUW ONA OLeHKU 3 EKTUBHOCTH
dunbTpaunm punbTpoB AblXxaTenbHOro KoHTypa (BSF).

OunbTpel BSF uncnonb3yloTca ON9 YMEHbLUEHUS KONMuyecTBa TBepAdblX 4YacTtuu,
BKITOMas MUKPOOPraHmn3Mbl, B ra3ax, NoCTynarLwmx K nauneHTam 1 BblabIXaeMbiX UMMW.

Mpn akcnnyaTaumm B KAMHMYECKUX ycroBuax BSF noasepraioTcss BO3OEWCTBUIO
pasfiMyHbIX YPOBHEN BNaXXHOCTWU. YacTblo AaHHOrO MeToaa aBngeTcs Bo3gencreme Ha BSF
YBMaXHEHHOrO BO3dyXxa ANA UMUTaUMK dKchnnyaTtaumm B KIMHUYECKUX YCNoBUAX (CM.
npunoxeHne A), NOCKONbKY BO3MOXHO, YTO Takoe BO3OENCTBME MOXET MOBMUATb Ha
A eKTMBHOCTb hunbTpauum BSF.

B xoae ucnbitaHnsa B BSF BBOAAT YacTuubl Xyiopuaa HaTtpust Hambonee NnpoHMKatoLwero
AnanasoHa pa3mepos, T. €. oT 0,1 oo 0,3 Mkm (cM. npunoxeHne C).

M3BeCTHO, YTO NPOHUKHOBEHNE MUKPOOPraHU3MOB Yepes3 PUnbTP MOXET NPOUCXOANTb
n3-3da «KaHanuposaHua» Wn «anddysum». B HacTosiee BpemMs He cyuwecTByeT
OOLEeNPUHATBIX METOOOB KONMMYECTBEHHOW OUEHKM 3TUX sBMeHun. [aHHbin meToq
nccnegoBaHnsa npefHasHayeH TOMbKO ANS CpaBHEHUS W He UMMeeT [OOKa3aHHOM
KNMUHUYECKON 3HAYMMOCTU. Pe3ynbTaTbl OTHOCATCHA MCKMIOYUTESNBHO K JaHHOMY MeToay

NCMbITaHUS, U U3 HUX He crieayeT AenaTb BbiBOA O dhakTope pucka.
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HAUWOHANBbHbLIA CTAHOAPT POCCUNCKOWU ®EOEPAL UM

OUNBbTPbI ANA ObIXATEJIbHOINO KOHTYPA
AHECTE3WOJTON'MYECKOIO U AbIXATENNIbHOIO O6OPYJOBAHUA

YHactb 1

MeToa ruapocdunbHOU NPo6bI ANA OUEeHKU punbTpaLuMOHHbIX CBOUCTB

Breathing system filters for anaesthetic and respiratory use. Part 1. Salt test

method to assess filtration performance

Oarta BBepeHua — 20 - -

1 O6nactb NnpUMMeHeHus

B HacToswem craHgapTe npuBegeH MeTod KPaTKOBPEMEHHOro WUCMbITaHUs Ha
BO3JEeNCTBME YacTul Xxropuga HaTtpua B BO3gyxe AN OueHKn 3addekTnBHOCTH
dunbTpaumm  UNBTPOB  AbiXaTenbHOro KoHTypa (BSF), npegHasHayeHHbIX Ans
punbTpaunn BabIXaeMblX ra3os.

Hactoawun craHgapT pacnpocTpaHsieTtcs Ha BSF, ucnonb3yembll B KIMHUYECKNX
AbIXaTenbHbIX KOHTypax. HacToswun ctaHgapT He pacnpocTpaHseTcs Ha gpyrve Tunbl
GunbTPOB, Hanpumep, PUNbTPbl, NpeaHasHa4YeHHbIM NS 3aWmTbl UICTOYHUKOB BakKyyma
UNn nNUHUA oTbopa npob rasa, ons unbTpauMM CXaTblX rasoB WNW ANA 3aluThl

ncnbiTaTesibHOro O60py,D,OBaHVIFI ans CbI/ISI/IOJ'IOFVI'-IeCKI/IX I/I3MepeHI/II7I ObIXaHUA.

MpumeyvyaHne — Acnektbl BSF, He cBsi3aHHble C dunbTpauMen, pacCMOTPEHbI B
NCO 23328-2.

lpoekm, nepeasi pedakyusi
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2 TepMuHBI U onpeaeneHus

B HacTosdwem ctaHaapTe NpUMEHeHbl cnefywme TepMuUHbl C COOTBETCTBYOLLMMN
onpeneneHnsaImMu.

2.1 cdunbTp AbixaTenbHoOro KOHTypa; BSF (breathing system filter, BSF): 3genwue,
npegHasHayeHHoe AN YMEHbLUEHUS MNPOHWKHOBEHUS TBepAblX YacTuy, BKYas
MUKPOOPraHu3Mbl, B AblXaTeSbHbIA KOHTYP.

2.2 KOHUeHTpauusa 3arpsisHeHuM (challenge concentration): KoHueHTpaums vyacTtuy,

Xnopuaa Hatpua B BO3A4YLIHOM MNMOTOKE, KOoraa OH NnocTtynaeT B BSF.

NMpumeyaHue — BoblpaxaeTca B MunnmMrpammax Ha KyGudeckuin MeTp.

2.3 KOHUEeHTpauusa nNpPOHMKHOBEHMUA (penetration concentration): KoHueHTpauus

YacTuy Xrnopuaa Hatpua B BO34yLIHOM MNOTOKE, BbiIXoAALeM U3 BSF.

NMpumeyaHue — BoblpaxaeTca B MunnmMrpammax Ha KyGudeckuin MeTp.

2.4 Benu4uHa NpoHuKHoBeHUs (penetration value): KoHueHTpauusa YacTtuu xnopuaa
HaTpus, Nnpoxoasawmx Yepe3 BSF, B npoLUeHTax OT KOHLUEHTpauumm B npobe.
2.5 npoueHT 3chdekTnBHOCTU dunbTpaummn (percent filtration efficiency): 100

MUWHYC BeJMM4nHa NPOHNKHOBEHUA.

3 MeTop

3.1 MpuHUMN ncnbiTaHUA

3.1.1 CnocobHocTb BSF yaanate Yactuubl U3amepseTcsa nyTemM pacnbifieHnsa pactsopa
xnopvga HaTpuys B BO34YLWHbIA MOTOK W MPOMyCKaHUS 4acTuy, xropuaa Hatpus,
obpasyrouwmxca npu pacnbineHuu, yepes BSF. [JononHUTEeNbHbIE NOACHEHWS NMPUBEAEHDI B
npunoxeHnax B n C.

3.1.2 lMpwn pacnbineHnn aspo3onen u3 pacnbimtens obpasytoTcs YacTuLbl, KOTopble
aneKTpocTaTn4eckn 3apsikeHbl. BenuunHa 3apsga ymeHbllaeTcs 3a cyeT CMeLUMBaHuS
BO3JYLUHOIo NoTOKa, coaepXaliero Yactuubl, C MOTOKOM MOHU3NMPOBAHHOIO BO3AyXa, TaK
YTO NPU CMELLUUBAHUM ABYX MOTOKOB YacTuLbl HENTPAnu3yTCH A0 COCTOAHUA paBHOBECUS

BonbumaHa.
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3.1.3 lMoToku, BbibpaHHble ANSA UCNbITAHUA, NPEACTaBNAT COO0M TUMUYHbIE MOTOKM,
C KOTOPbIMU MOXHO CTOJSIKHYTbLCS Mpy NpeaycMOoTpeHHOM npumMmeHeHun BSF.

3.1.4 3ddektnBHOCTE BSF oueHMBaOT NyTeEM U3MEPEHUSA KOHLIEHTpaLMM YacTuy,
Xropuga HaTpus B BO3QYyLWHOM MOTOKe, BbIxogdwem u3 BSF, u cpaBHeHUs 3TOro
nokasartens C KOHUeHTpauMen Yactul B BO3QyLLUHOM NoToke, noctynawouwem B BSF. BSF
MCNbITbIBAIOT B HEUCMNOSIb30BAHHOM COCTOSAHUM MOCMNEe W3BMEYEeHUU U3 YNakoBKM W

KOHONLUMOHUPOBaAHUA AnA UMUTaUunn SKCninyataumn B KIMMHNYECKNX YCITOBUAX.

3.2 YcnoBus ncnbiTaHUi

Ycnosus okpyxatoLen cpefibl BO BpeMs UCMbITaHWUIN OOIMKHbI BblTb CneayoLwmMu:
- Temneparypa: (23 £ 2) °C;

- OTHOCUTENbHAas BNaxHoCTb: (60  15) %; u

- pasneHue: (96 £ 10) klMa.

3.3 AnnapaTtypa

3.3.1 Pacxogomep ¢ npegenamMmm gonyckaemMon rnorpelHocTn 5 % oT dpakTuyeckoro
N3MEPSEMOro 3Ha4YeHus.

3.3.2 leHepaTop? asposona xnopuaa HaTpUsA, CNOCOGHbLIN reHepupoBaTh aspPo30rib
npun TemnepaTtype (25 + 5) °C n oTHocuTensHon BraxHocTn (30 + 10) % c KoHUeHTpaunen
oT 10 ao 20 mr/m3, HelnTpanu3oBaHHbIV 0O COCTOSHNUA paBHOBecus BonbLMaHa.

3.3.3 CKaHupyloWWin aHanuM3atop MOABWKHOCTU 4YacTuu® WM 3KBUBANEHTHbIN
npnbop.

3.3.4 Moaxoosawmin oToMeTp NPAMOro paccesHua ceeTa® UnNu SKBUBANEHTHbIN

npnbop.

1) Aspo3onbHbIt reHepaTop xnopuaa Hatpus Moaenu 8118A sBnsSeTcA NpMMepoM MoaxoAsLlero
npoaykra, KoTopbld npogaet komnaHusa TSI Inc., PO Box 64394, St. Paul, MN 55164, CLUA. JaHHagq
nHdopmauma NpuBefeHa s yaoodcTBa nofb3oBaTernel HacTosWEro cTaHaapTa 1 He ABNnsieTcs ogobpeHnem
[aHHOro npoaykTa.

2) CkaHupyloLLMiA aHanM3aTop NoABMKHOCTU YacTul mogdenu 3936 sBnseTca NprMepoM NoaxXodsLiero
npoaykra, KoTopbi npogaet komnanusa TSI Inc., PO Box 64394, St. Paul, MN 55164, CLUA. JaHHag
nHdopmauma npuseaeHa Ansa yaobcTBa nonb3oBaTenen HacTosALWero ctTaHaapTa 1 He aBnsieTca ogobpeHvem
[aHHOro npoaykTa.

3 doTomeTp npsiMOro paccesHus ceeta mogenu AFT 8130 saBnseTcs MNpUMepoM MOAXOASLLEro
npoaykra, KoTopbid npogaet komnaHusa TSI Inc., PO Box 64394, St. Paul, MN 55164, CLUA. JaHHag
WHpopmaLms npuesefeHa Ansa yaobcTea nonb3oBaTenen HacTosLLEero ctTanapTa 1 He aBnsieTcs oaobpeHnem

OaHHOro npoaykra.
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3.4 KoHauuuoHupoBaHue BSF

BSF KOHOMUMOHMPYIOT B COOTBETCTBUM C NPUNOXEHNEM A.

3.5 Pa3smep obpasua

N3rotoBntens BSF HeceT OTBETCTBEHHOCTb 3a [JOKyMeHTanbHoe o6ocHoBaHue
pasamepa obpasua BSF, BbiOpaHHOro Anst UCNbITaHUs Ha 3EEKTUBHOCTb MnbTpaLum
BSF.

3.6 Mpoueaypa

MpumedaHue — OBOCHOBaHWUSI pas3nM4YHbIX acnekToB OaHHOrO MeToda npuBedeHbl B

npunoxeHum C.

3.6.1 Ncnonb3ya pacxogomep (3.3.1), ycTaHaBnMBalT CKOPOCTb MNOTOKa 4epes
ucnbiTatenbHoe YCTPOMCTBO (CM. PUCYHOK 1) Ha 3HayeHue, COOTBETCTBYylOLlEE
npegycMoTpeHHOMY npumMeHeHuto BSF, ykazaHHoMy B Tabnvue 1.

3.6.2 Ncnonb3ysa aspo3osibHbIN reHepaTop (3.3.2), cosgaloT aspo3ofib  xropuaa
HaTpus npu Temnepatype (25+5)°C wn oTHocuTenbHom BnaxHoctTn (30 10)% c
KOHUeHTpauven ot 10 go 20 mr/m3, HeNTpanu3oBaHHbIA [0 COCTOSIHUA pPaBHOBECUS
BonbumaHa.

3.6.3 Vcnonb3ysa cKaHupylWWn aHanu3atop nogBuxXHoCTM Yactuy (3.3.3),
ybexaalTcs, YTO adpo30rib Xropuaa HaTpus MMeeT pacnpegerneHme 4actuy, no pasmepam
co cpegnHum guameTtpom (0,075 + 0,020) MKM W CTaHOAPTHBIM  FEOMETPUYECKUM

OTKIOHeHVEeM He 6ornee 1,86 npu ykazaHHbIX YCNOBUSIX UCNbITAHUS.

MpumevyaHne 1 - PacnpegeneHne 4Yactuy Mo pasmepam C pacyeTHbIM CpeaHUM
avameTtpom 0,075 MKM © CTaHOapTHbIM FEOMETPUYECKUM OTKNoHeHnem 1,86 COOTBETCTBYET
MaccoBOMYy cpefHemy aspoavHamudeckomy Auametpy (MMAD) pasHomy 0,26 MkMm. Cwm.
MpunoxeHune B.

MpumeyvyaHume 2 — JTO aTan KanUMOPOBKM reHepaTopa aspo30rsi, KOTopblii HEOOX0ANMO

BbINOJTHATb TOJIbKO B COOTBETCTBUN C peKOMeHOaunaMn N3arotoBuTen4.

3.6.4 He nogknioyasa BSF, coeamHsawT gsa dotomeTpa (3.3.4) U M3MepsitoT

KOHUEHTpauuo 3arpsa3HeHnin Ha MpoOTUBOTOYHOM cpoTomeTpe. [pu Kakaom BKNHOYEHUU
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npnbopa, U3MeHeHUn NoToKa BO3dyxa U nocrne ucnbiTaHnsa pasmepa obpasua BSF (3,5)
ybexaarTcs, YTO KOHUEHTpauus 3arpsi3HEeHUn Ha MOTOYHOM (POTOMETpPE CoCTaBnseT
+2.5 % OT 3TOro 3Ha4yeHus.

3.6.5 YcraHaBnuBalT HEKOHOMLMOHMPOBAHHLIM BSF Ha ncnbiTatesisHoe yCTPOUCTBO.
McnbiteiBaoT BSF, ucnonb3ya HanpasreHwe MOTOKa, ykasdaHHOe u3rotoBuTenem. Ecnu
HanpaBfieHMe [MOTOKa He YyKasaHo, NPOBOAAT WCMbITaHWe C BO3AYLIHbIM MOTOKOM,
noctynawowmnm B BSF yepes otsepctme annapara.

3.6.6 lNoBTOPAIT NpoLecc reHepaunm asapo3ons, Kak onmcaHo B nNyHkTe 3.6.2.

3.6.7 3mepstoT KOHUEHTpaLMIO 3arpsi3HEHNN ¢ U KOHLEHTpaLUmMo MPOHUKHOBEHWS Cp,
npogoskas ucnblTaHMe Ao Tex nop, noka macca asposona (0,2 +0,1) mr ana BSF ansa
B3pocnbix 1 (0,1 £ 0,05) mr ana BSF ansa geten He gocturHet BSF.

3.6.8 lNoBTopstoT nyHKTHI 3.6.5-3.6.7, UCNOMb3ysa KOHOWULMOHMPOBAHHbIM BSF
(cm. 3.4).

7
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° T

1 — cxaTblil ras; 2 — reHepaTop aspo30ss; 3 — HenTpanmsaTop; 4 — cMecuTenbHas
Kamepa; 5 — BbITSXKa; 6 — nepeknoyarLwmm krnanaH; 7 — npoTUBOTOYHbIA (POTOMETP;
8 — BakyymupoBaHue; 9 — ucnbityembit BSF; 10 — noTo4YHbIN (bOoTOMETP;

11 — pacxogomep; 12 — knanaH perynupoBaHusa notoka; 13 — pacnonoxeHue

CKaHMpyloLLEero aHanuaaTtopa noABMKHOCTM YacTul, Npu ero ncnosb3osaHuu (cm. 3.3.3)

PucyHok 1 — O6opygoBaHue ans ncnbltaHns BSF
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4 BbluncrneHve u npeacTaBlieHne pe3ynbTaTtoB MUCNbITaHUN

[ns ncnbityemoro BSF BenuumMHy NpoHnkHoBeHust (PV) paccumTbiBatoT Mo crieayoLLen

dopmyne:

Cp

PV:(
Cc

)-100

Foe cp — KOHUEHTpauusi MPOHUKHOBEHUS B MUMNUrpaMmax Ha Kybuyeckuin metp,
onpegensemasi B COOTBETCTBUK C 3.6;
Cc — KOHUEHTpauusa 3arpsisHeHust B MunnuMrpammax Ha Kybudeckum MmeTp,

onpegensemasi B COOTBETCTBUK C 3.6.

Tabnunua 1— CkopocTb NOTOKa And ncnoitaHns BSF

MpenycmoTpeHHoe npumeHeHne BSF CkopocTb noToka, N/MuH
[ns peten 15
[ns B3pocnbIX 30

5 MpoToKkon ucnbiTaHUn

MpoToKON MUCMbITaHUA OOMMKEH copepXaTb uaeHTudukaumo BSF, Bknoyas Homep
napTuM Mnu gaTty U3roTOBMEHMS U MECTOHAXOXAEHWEe W3roToBUTENs, konuyecTso BSF,
NCMbITAHHbIX MPU KaXXOoM YCnoBun, n 3dpeKkTMBHOCTb cbunbTpaumm kaxgoro BSF B

HeKoHAMUMOHNpPpOBAaHHOM N KOHOANLUMOHNPOBAHHOM COCTOAHUAX.
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MpunoxeHune A

(cnpaBoYHOe)

KonanunonnpoBaHue BSF

A.1 MpuHUMN UcnbiTaHUA

lMepen wucnblTaHMemM Ha addekTnBHOCTE unbTpaumm BSF nogeepraioT BO3LENCTBUIO
YBMaXHEHHOro BO3dyXxa B annapate KOHAMLMOHMPOBAHUSA, YTOObI MMUTMPOBaTbL Nepuos
aKcnnyataumm B KIAMHUYECKUX YCrnoBusx. AnnapaT KOHOWULMOHMPOBAHWA COCTOUT M3 MOAENu
nauueHTa C YyBRaXHEHWEM [ObIXxaTeflbHON CMecu, MOOKIOYEHHOW K AblXaTeNbHOMY KOHTYpY C
yBraXHUTenem AbixaTenbHOW CMeCU B MHCMMPATOPHOM KaHane unu 6e3 Hero. BSF moxeT ObITb
YCTAHOBMNEH B pPasfMyHbIX TOYKax AblXxaTeNbHOrO0 KOHTYypa Ans uMMuUTaumm akcnnyaTauuu B

KIMNHNYECKNX YCNnoBUAX Unn B COOTBETCTBUN C peKoMeHOaunaMn n3rotoBuTen4.

A.2 YcnoBusa ucnbitTaHum

YcnoBus okpyxxatoLen cpeabl BO BPEMsi KOHANLMOHMPOBAHMSA OOSMKHbI ObiTb Criegyowmnmu:
- Temnepatypa: (23 + 2) °C;

- OTHOCUTENbHas BNaHOCTL: (60 + 15) %; n

- paenexue: (96 = 10) klMa.

A.3 O6opynoBaHue

A.3.1 YBnaxHUTENb AblXxaTeNlbHOW CMECU B UHCMIMPATOPHOM KaHane [cM. pucyHok A.1 a)], npwu
HeobXoaANMMOCTU MOBbILAKLWMIA TEMNEPATYPY U OTHOCUTESbHYIO BII@XXHOCTb BObIXaemMoro Bo3ayxa
(cm. pucyHok A.4).

A.3.2 [biIxaTenbHbIn KOHTYP [cM. pucyHok A.1 b)], cocTosilas n3 MHCNMpaTopHOro kaHana, Y-
o6pasHoro anemeHTa C OTBEpPCTUE ANS NPUCOEAMHEHUSA NnaumeHTa M 3KCMMPATOPHOro KaHana, ¢
OOHOCTOPOHHMMM  KnanaHamu, pPacrnofioXEHHbIMM Ha KOHUAax [AblXxaTeNbHbIX KaHanos, AnNs
obecneyeHns ogHOHaNPaBeHHOro NOTOKa BO3ayXa Yepes AblXaTerbHbIN KOHTYP.

A.3.3 Mogenb nauueHTa C yBnaxHeHnem AbixaTenbHON cMecu [CM. pucyHok A.1, B)].

Mopgenb gomkHa CoOCTOATb U3 CreayoLLero:

a) M30MnMpoBaHHas kamepa, BHYTPEHHSA TemMnepaTtypa KOTOpPov NOAAEPXKMBAETCS HA YPOBHE
(37 1) °C;

b) BogsHas GaHa ¢ nogorpeBom, nogaepxmBaemas npu Temnepatype (37 £ 1) °C, 4depes
KOTOpyto B 060MX HanpaBneHUsaxX NponyckaeTcst BO3ayx ¢ obpa3oBaHneM ny3blpbKOB;

C) XeCTKui pesepByap, cogepXallmi MeLloK-HakonuTenb o6 bemom 2 i;

d) BO3BpaTHO-NOCTyNaTenbHbIN NOPLLUHEBON/CUNBGOHHbLIM HACOC.
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A.4 PacnonoxeHue BSF

A.4.1 O6Lwme nonoxeHus

PacnonoxeHne BSF onst KOHAULMOHNPOBAHUA LOMKHO ObITb TAKUM, KaK NOKa3aHo Ha PUCYHKe
A.1 n kak onucaHo B A.4.2 n A.4.3.

A.4.2 C ycTaHOBMEHHbIM B OblXaTeMNbHOM KOHTYpe YBraXxHuTenem AbixaTeflbHOW CMecu B
WMHCNMPaTOPHOM KaHane

A.4.2.1 YT1ob6bl MMUTMPOBATL IKCMyaTauuio B LMPKYNALMOHHOM OblXaTeflbHOM KOHTYpe C
nornoTUTENeM Yrnekncrioro rasa, yCTaHaBnnBaOT CPeaHIo TeMnepaTypy Ha Bxoae B Y-00pasHbii
aneMmeHT (26 + 1) °C u oOTHOCUTENbHY BRaxHocTb Gonee 90 % u BSF ycTtaHaBnuBawT B
nosuuuio A.

A.4.2.2 YTOGLI UMUTMPOBATL 3KCMITyaTauUuio YBIAXHUTENS C ropsiyen BOAON, yCTaHaBNMBatOT
CpefHiolo TemnepaTypy Ha Bxofe B Y-00pasHbin anieMeHT (38 £ 1) °C 1 OTHOCUTESNbHYH0 BNaXXHOCTb
6onee 90 % n BSF yctaHaBnuearoT B no3uumio B.

A.4.3 Tpn OTCYTCTBUM B AbIXaTENbHOM KOHTYpE YBRaXHUTENA AblxaTeNbHOW CMecu B
WHCNMPaTOPHOM KaHarne

A4.3.1 na vMmuTaumm akcnnyatauum B HEPEBEPCMBHOM [blXaTeSlbHOM KOHType BSF
yCTaHaBNMBAoT B NO3MLUMIO A.

A.4.3.2 [0ns vimutauumn aKkcnnyaTtaumm B 9KCNMPaTOPHOM KaHane fblxaTenbHoro koHTypa BSF

yCTaHaBnmMBakoT B NO3NUNIO C.

A.5 Mpoueaypa

A.5.1 YcrtaHaBnueatoT ob6opyaoBaHME M BKNKOYAOT MOAeNb NaumeHTa € YBRaXHEHUem
AblxaTenbHon cmecu, ybeamBLIMCb, YTO Temnepatypa BoasHoW GaHwu ctabunuanpoBanacb Ha
ypoBHe (37 £ 1) °C. B cooTBeTCTBMM C TpeBOBaAHNAMM K KOHANLMOHNPOBAHUIO, yKa3aHHbIMU B A.4.2,
3KCNNyaTUPYT YBNAXHUTENb AblXaTeNbHOW CMEeCcU B MHCMMPATOPHOM KaHamne [0 TeX nop, rnoka
Temnepatypa U BNaxHOCTb, U3AMepPeHHble B No3vumn 1 Ha pucyHke A.1l, He OOCTUrHYT yKasaHHbIX
3HayeHUn. YcTtaHaBnmBaloT napaMmeTpbl MOAENU naumeHTa B COOTBETCTBUN C MPeayCMOTPEHHbIM
npuMmeHeHnem BSF, kak ykasaHo B Tabnuvue A.1.

A.5.2 YctaHaBnuBaloT BSF B AbixaTerbHbi KOHTYP B MO3ULUI0, HEOOX0AMMYIO AN uMuTaumnm
npeaycMOTPEHHOro NPUMEHeHUs, KakK yka3aHo B A.4 1 Ha pucyHke A.1l.

A.5.3 BkcnnyaTtuvpyloT annapat Ansg KOHOUUWOHMpOBaHWst BSF B TeyeHne MakCcMMarnbHOro
nepuoga BPEMEHW, PEKOMEHOOBAHHOIO M3rOTOBUTENEM ANS 3KCnnyatauum B KIIMHUYECKUX
YCNOBUSAX, UK B TedeHne (25 + 1) 4, ecnv nepuno He ykasaH.

A5.4 B TeueHne 5 MWH MocCre OKOHYaHWS nepuoda KOHAULMOHWPOBAHUS W3BIIEKAOT

KOHOULMOHUPOBaHHbIM BSF 1 UCMbITLIBAIOT €0 B COOTBETCTBUM C NMYHKTOM 3.
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Tabnwuya A.l-TlMapameTpbl MOgENM NAUNEHTa ANA KOHOULNMOHUPOBaHUA BSF

MpeaycMmoTpeHHoe ObixaTtenbHbin YacToTa f, MuH1 CkopocTb OTHoweHne

npuveHeHne BSF obbem Vi3, mn BEHTUNALNN, anuTenbHoCcTen
n/MUH BOOXa U BblgoXa

W=
Ons peten 250 20 5 1:1
[lna B3pocnbix 500 15 7,5 1:1
a  [bixaTenbHbll 06beM — 3TO 06BbEM rasa, NOCTynarwLLEero B fierkme naumMeHTa Unm BbIXOASLLEro
N3 HUX 32 OAVH AblXaTesbHbINA LMKIT.

|
|
|
|
!
| 7 )
|
|
|
|
|

a) YenaxHutens
AblXaTenbHOM CMECH B
VHCNMpaTOPHOM KaHane

b) JeIxaTenbHbliA KOHTYP | ¢) Mogene nawumeHTa ¢ yBnaxXHeHnem
. OblXaTenbHol cMecu

1 — no3vuma gaTtynka Temnepartypbl U BNAXXHOCTU ANA UCNOMNb30BaHUSA C YBNaXXHUTENEM
AblXaTenbHOW CMECK B MHCMMPATOPHOM KaHane; 2 — U305IMPOBaHHbIA KOPMYC; 3 — KECTKUN
pesepsyap; 4 — Hacoc; A, B, C — no3vnumm BSF anga ncneitanuni (cm. A.4)

MpumeyaHune — OB6o3HadyeHus cooTBeTcTBYOT ICO 8835-2.

PucyHok A.1 — Annapat ans KoHauumoHmpoBaHua BSF
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MpunoxeHne B

(cnpaBo4HoOE)

Pacnpe.qeneHMe A3PO030JIbHbIX HaCcTUL No pasMmepam

B.1 AnnapaTtypa ans ucneltaHuin, onucaHHas B 3.3, ornpegensieT Maccy aspo30SibHbIX YacTu,
Takum obpasom, pacnpegeneHve a3po30fibHbIX YacTul MO pasmepaMm onpeaenseTcs Kakmmu
nokasaTtensiMm Kak MacCOBbli CpeaHuni aspoavHamudeckui gmametp (MMAD) u ctanHgapTHoe
reomeTpuyeckoe oTknoHeHve (GSD).

B.2 Tunmn4yHoe pacnpefeneHue Yyactuy, No pasMmepam nokasaHo Ha pucyHke B.1.

B.3 BugHo, 4to npn 50 % o1 obwen maccel (M) cpeaHui pasmep vactuy (d,,) coctaBnsieT
0,26 mkm. OgHO cTaHgapTHoOe OTKNoHeHne oT 50 % obuwen maccel coctaensetr 84,13 %, a

CymMMapHoe pacnpegerieHne maccol no ocu Y — 15,87 %.

GSD =

e

I'Ipmmeanme — [aHHbIn pacyeT MOXeT ObITb npoBedeH npu ycrnosun, 4YTO KpuBasa ABIIAETCA

dakTnyeckun npsmor B guanasoHe ot 90 % o 10 % cymmapHOoro pacnpegerneHus macchbl.

[lna uenen HacTosILLEro ctTaHaapTa MakcMmarnbHoe 3HavyeHne GSD gormkHo coctaBnaTh 1,86.

100 |

80 |—

60 —

20 |-

0 [ 1 L1 il Lol
0,01 01d, d, 4 1 10 X

o

Y — cymmapHoe pacnpegeneHue macchl, %; X — aspoanHaMuU4ecKnin pasmep 4acTtuL, MKM

(norapudpmmnyeckas wkana)

PucyHok B.1 — TunuyHoe pacnpegeneHve aspo3osibHbIX YacTuu, no pasmepam

10
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MpunoxeHune C

(cnpaBoYHOe)

O6ocHoBaHue BbIOpaHHOro MeToAa UCNbITaHUA

C.1 Metoa ucnbeitaHusa NIOSH (42 CFR vacTtb 84)

Mpwn paspabotke NCO 23328-1:2003 KOMUTET pacCMOTpPEN pasfnnyHbie METOAbI UCMbITAHUN,
yKasaHHble B €BpOMNenuckMx M Opyrnx crtaHgaptax Ha ounbTpbl TBEpAbIX YacTuu AnA cpencts
3alMThl OPraHoOB AbIXaHUA N APYrMX NPUMEHEHUN.

B HacTosllee Bpemsi He CyWeCTBYEeT HauMOHamnbHbIX UMW MeXOyHapOoAHbIX CTaHA4apToB,
KoTopble Obl noasepranu BSF  3arpsisHEHU0O  MUKpPOOpraHuamamu. XoTs  UCMbITaHusa C
NCNonNb30BaHNEM MUKPOBMONOrMYeCcKNX MeTOLOB ObINN ONUCaHbI, KOMUTET MpULLEN K BbIBOAY, YTO
9TV METOAbl HE AT HUKAKNUX NPEUMYLLECTB 1 HE UMEIOT BGonbLUEn KIMMHUYECKON 3HAYMMOCTU, YEM
yXXe XOpoLwo 3apekomeHgoBaBlime cebsi MeTodbl C UCNOoNb3oBaHMEM TBepablx Yactuu. OgHako
KOMUTET peLnn, 4To cepust EN 1822 He noaxoauT, MOCKOMNbKY OHAa npefHasHaveHa ans unbTpos
HEPA n ULPA gnsa 4ncTbix NOMELLEHNA 1 ApYrMX NOAOGHbIX NPUMEHEHUN.

Bbin paccmoTtpeH ctaHgapT EN 143, npegHasHayeHHbIn Ons UCNbITaHUS CPencTB 3aluuThl
OpraHoB AbIXaHusi, HO UCMONb3yeMbl AnanasoH YyacTtuy (oT 0,4 oo 0,6 MKM) HECKOSbKO MpeBbILaeT
Npu3HaHHbIV B HACTOSsILLIEE BPEMS Hanbonee NpoHMKaoLWmMin guanasoH pa3mepa Jactuy (MPPS) ons
Tunu4yHoro BSF ot 0,1 go 0,3 MKMm.

B kauyecTBe OCHOBbI Af151 UCMbITaHUS BbINO peLleHo Ncnonb3oBaTk MeTod ucnbsitaHum NIOSH,
NMOCKOJSbKY:

- B HEM MCMOonb3ylTCa YacTuubl CO CPEeAHMM MaccoBbiM gnameTpom 0,3 MKM, 4TO Bnvxe K
MPPS ans o6bl4HbIX UnbTPOB AbIXaTeNbHOro KOHTYPA;

- OH obriagaet 6onblUen YyBCTBUTENBHOCTLIO, Yem EN 143;

- Onsi ICNONb30BaHUA MeToda ncnbiTaHnss BSF HeobxoguMbl MMHUMaNbHbIE U3MEHEHMS,

- ucnbiTatenbHoe obopyaoBaHue, noaxogsuwee ana nposegeHus tecta NIOSH, nmeetca B

npogaxe.

C.2 Aspo3onbHasa cmecb ANA UCNbITaHUA

NIOSH 42 CFR, yactb 84 onpefenseT ABa Tuna aspo3onen ansa mcnbitaHua ounbTpoB, a
UMEHHO: crabopasnaraemble 4YacTuubl, Kak Xropua HaTpus, W CunbHOpasnaraemble, Kak
avoktundptanat (DOP). UcneitaHne ¢ ucnonb3oBaHnem DOP npegHasHayeHo gnd umutaumm
YyCNOBWIW, B KOTOPbIX PUnbTp AoSmKeH 6bin 6bl PyHKUMOHMPOBaTL B aTMocdepe, 3arpsa3HeHHON
mMacnamm unum OpyrumMum TOKCUYHBIMU W [ereHepatuBHbIMU YacTuuamu. O4YeBMOHO, YTO 3TO He
oTHocuTca K BSF, nostomy KomuTeT pewwun, 4to ucnbiTaHue OyaeT npoBOAUTLCA TOMbKO C

MCMNOoJib30OBaHNEM Xropuaa HaTpud.

11
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C.3 dnekTpocTaTU4YeCKu HeNTparnbHbIA a3po30b

CyuiecTByeT jBa OCHOBHbIX TUMNAa CaXeBbIX (PUNbTPOB: MEXaHUYECKUI N ANEKTPOCTaTUYECKUN.

OdPeKTUBHOCTL MexaHu4yeckoro  dunbTpa  onpegensieTcs ero domanyecknmm
XapakTepucTukamu, HanpuMmep AnameTpoM, OpUeHTaumen n pacnonioXXeHeM BOSTOKOH.

O DEKTUBHOCTE 3MEKTPOCTATMYECKOIO (uibTpa MOBLILWAETCA 3a CYET ero crnocobHocTn
3agepxuBatb 3apsbkeHHble 4YacTuubl. OfHako Ans  3apshkeHHbIX 4YacTuy  adPeKTUBHOCTb
CHUXaeTcs.

XoTs B 4ENCTBUTENBHOCTM MHOMME YacTuubl, BO34enCTBYOWMe Ha BSF, obnagatot 3apsgom,
YCNOBUS WUCMbITAHUA NpeaycMaTpuBaloT UCNONb30BaHWE aspo30Sflb, HEWTPanuM3oBaHHOMO A0
COCTOsIHMA paBHoBecusi bBonbumaHa, 4TOObI 0becneuntb BOCMPOM3BOAMMOCTb pPe3ynbTaToB

ncnbiTaHnn ansg scex Tunos BSF.

C.4 CkopocTb NoTOKa

OdhdhekTBHOCTE UnbTpa YBENUUMBAETCH C  YMEHbLUEHMEM CKOPOCTM MoToka. [ns
ncnbiTaHNA GbiNn BbIOpPaHbl CKOPOCTU MOTOKA, KOTOPble OObIYHO MCMOMb3YHTCA B KITMHUYECKUX
YCroBUSIX, C YYETOM KaK CMOHTAHHOIO AblXaHWs, TaK U WCKYCCTBEHHOW BEHTUNAUMM NEerknx

naumneHToB.

C.5 3akynopka BSF

Opyrve ctaHgapTbl Ha cpeacTBa 3alMTbl OPraHOB [AObIXaHWS BKIKYaANW MCMbITaHWUA ANs
onpegeneHns ag@eKTMBHOCTU nocrne 3anofiHeHnst 6oMblUMM KONMMYECTBOM NbIW UNU APYruX
mMaTepuanos.

Mo mMepe yBenunyeHus Harpyskm Ha BSF adppekTuBHOCTL bunbTpaummM mMeHsieTcd. BaxHo
BblOpaTb KOHLEHTpauuio, KOTopasd OTnvMyaeTca OT KOHueHTpauun BSF, HO He npeBblwaeT ee
HeobocHoBaHHO. Mpu akcnnyaTauumn B KMMHUYECKUX YCNOBUAX OBbIYHO HE NPOUCXOAUT Ype3MepHOM
Harpysku 4actuy wunum MukpoopraHmamoB Ha BSF. [lMoatomy 6bino 6bl HeuenecoobpasHo
ncnbiTbiBaTb BSF npu Harpy3ke GonbliOM Maccow xnopuaa HaTpus. Vimelowleeca B npopaxe
ucnoiTatensHoe obopynoBaHue, KOTOPOE UCMNoNnb3oBanocb npu paspabotke MCO 23328-1:2003,
NMO3BOSINIIO YCTAHOBUTb KOHTPOJSIbHbIE KOHLEHTPALMK, U CTano BO3MOXHbIM MPOAEMOHCTPMPOBaATb
pasnuuna mexay BSF npu Harpyske B gnanasoHe ot 0,05 go 0,3 mr. OgHako BnugHMe BRarm Ha
COMpOTMBIIEHNE BO3QYLLHOMY MOTOKY BSF 4BRAsieTCA BaHbIM acnektom W onuMcaHo B
NCO 23328-2.
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MpunoxexHune D

(cnpaBo4HoOE)

MNonoxeHus HacToslLWero cTaHaapTa, Kacalowmecs OCHOBHbIX MPUHUMNOB
ISO/TR 16142

Hactosiwumin ctaHgapT nogaepXusaeT OCHOBHble npuHUmnbl ISO/TR 16142, U3noXeHHbIE B
NONOXEHUsX, NepedncrneHHblx B Tabnuue D.1.
K un3genunam, Ha KoTopble pacrnpoCTpaHseTcsl HacTOAWMW CcTaHZapT, MOryT MPUMEHATLCS

apyrue TpeboBaHus U gpyrve ctaHgapTbl.
CobnogeHne nonoXeHnn HaCcTosILLEro CTaHaapTa ABnseTcd O4HMM M3 cnocoboB cobnogeHus

KOHKPETHbIX OCHOBHbIX NpuHumnoB ISO/TR 16142:1999.

Tabnuuya 1 - CooTBeTcTBME MeXay HAcTosILLMM cTaHaapTom u ISO/TR 16142:1999

MMyHKT/NOONYyHKT HacTosILLEro cTaHgapTa CoOTBETCTBYHOLLNA OCHOBHOM NMPUHLINM
ISO/TR 16142:1999
Bce 1,8.1
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