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Mpeancnosue

1 NOArOTOBJIEH OO6LecTBOM C OrpaHMYEHHON OTBETCTBEHHOCTLIO «MeaTtexcrtaHaapTt» (OO0 «Mea-
TexcraHaapT») Ha OCHOBE COOCTBEHHOIO ayTeHTMYHOTO MepeBOAa Ha PYCCKUM A3bIK MEXAYHAPOAHOIO CTaH-
JapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4yeckum KOMUTETOM No ctaHaaptu3aumm TK 011 «MeauuyuHckue npubopsl, annaparbl
n oGopyaoBaHue»

3 YTBEPXXIEH W BBEJEH B JEVNCTBWE Mpukasom denepansHOro areHTcrsa no TEXHUYECKOMY pe-
rynupoBanuio nu metponorumn ot 29 nona 2015 r. Ne 1020-ct

4 Hacrosiwmi cTaHgapT MaAeHTUYeH mexayHapoaHomy ctangapty ICO 10651-4:2002 «Annapatbl UG-
KYCCTBEHHOW BEHTUNSALMKU NETKUX MeauumHckue. Yactb 4. YactHble TpeboBaHua 6e30MacHOCTU C y4ETOM OC-
HOBHbIX DYHKLMOHAMbHbIX XapakTepucTuK K annaparaM UCKYCCTBEHHOW BEHTUNALMKU NErkux Ana OxUBNEHUN
C py4HbiM npusogomy (ISO 10651-4:2002 «Lung ventilators — Part: 4: Particular requirements for operator-
powered resuscitatorsy).

Mpu npuMeHeHun HaCTOALLEro cTaHAapTa PEKOMEHAYETCA UCMONb30BaTb BMECTO CCbINMOYHbIX MEXAYHa-
POAHbIX CTAaHAAPTOB COOTBETCTBYIOLUME UM HaLMOHanNbHble cTaHaapTbl Poccunckon degepauymm n encTy-
IOLLME B 9TOM KavyecTBe MEXroCyapCTBEHHbIE CTaHAAPTbI, CBEAEHUSA O KOTOPLIX NPUMBEAEHbI B 1ONOMHUTENb-
HOM npunoxexnun OJA

5 BBEJEH BrEPBbIE

lpasuna npumeHeHuss Hacmosaweao cmaHdapma ycmarosrieHbl ¢ TOCT P 1.0—2012 (pasden 8).
UHpopmayusi 06 u3MeHeHUsX K HacmosawemMmy cmaHd0apmy nybnukyemcs 6 exe200HOM (110 COCMOSIHUK Ha
1 aHeapsa mekywe2o eo0a) UHOPMaUUOHHOM yKkazamerie «HayuoHaneHbie cmaHdapmbly, a ohuyuansHbIl
MeKCM U3MEHEHUU U Mornpasok — 8 EeXeMECAYHOM UHOPMAaUUOHHOM yKalamene «HauuoHarbHbe
cmaHOapmbiy». B crniyyae nepecmompa (3ameHbl) Unu ommeHbl Hacmosuwie2o crmaHdapma coomeememeyrouiee
ysedomrneHue 6ydem onybrnukosaHo 8 briuxaliluem ebinycke UHhOoPMayUOHHO20 yKkazamens «HalyuoHanbHble
cmaHOapmbi». Coomeemcemeyrouias UHpopmayus, yeeOOMIIEHUE U MeKCMbl pasMelwlamecs makxe 6
UHGhopMaUUOHHOU cucmeme obuiez0 rob308aHuUss — Ha ochuyuansHom calime ®edeparnbHoe0 azeHmcemea
10 MEeXHUYECKOMY peeynupoeaHuto U Memporsoeuu 8 cemu UHmepHem (www.gost.ru)
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HacTosilwmin ctTaHaapT He MOXKET ObiTb NMOMHOCTBIO UMK YaCTUHMHO BOCMPOU3BEAEH, TUPAXXMPOBAH U pac-
NPOCTPaHEH B kayecTBe odmLmanbHoOro usgauus 6es paspeluesuss deaepanbHoOro areHTCTea no TeEXHUYECKOo-
MY PETYNMPOBAHUIO N METPONOrn

Il


https://meganorm.ru/Index/76/76073.htm

FOCT P UICO 10651-4—2015

CopepxaHue
1 00NACTb MPUMEHEHMS . . . . . oo ittt ettt et e e e e e e e e e e e e e e e e 1
2 HOPMATUBHDBIE COBIIKM. . . . . o oot ittt e e e et et e et et e e e e e e e e et 1
3 TePMUHBI M OMPEACIIEHMSA . . . o . oottt e ettt e e et e e e ettt e e et et e e 2
4 KOHHEKTOPBI. . o o ottt e et e e e e e e e e e e e e e e e e e 2
5 Paboume TPEOOBAHMS . . . . .. oo ittt ettt et e e et e e e e e e 3
6 TEeXHMUECKNE XAPAKTEPUCTUKI. . . . . ottt ittt et ettt e et e e ettt et ettt 4
7 XpaHeHue U YCMOBUA SKCTIMYATALMU . . . . o .ottt vt e e et et e e e e e e e e e it e e e e 5
8 TpebGoBaHus k annapary unu 4actTam annapara, MOCTaBASIEMbIM CTEPUIIbHBIMM . . . ... ... ..ot 5
9 MaAPKUPOBKA. . . . . ettt ettt e e e e e e e e e 6
10 CBeaeHus, KOTOpbie A0MKHBI ObITb YKa3aHbl MPOU3BOAUTENEM B UHCTPYKLMUAX MO NPUMEHEHUIO
M OBCTIYIKMBAHUIO. . . . o oottt et et e et e e e et e e et e e et e e et et e e 6
MpunoxeHue A (00A3aTENbHOE) METOABI UCTIBITAHUM . . . o oot et e et e e et et e e e e ae e eae s 8
MpunoxeHue B (CNPaBOUHOE) OBOCHOBAHMS . . . .. o e vt ettt et e e e e e e et e et e 17
Mpunoxenue OA (cnpaBoyHoe) CBefeHUs O COOTBETCTBUMU CChINIOYHbIX MEXAYHAPOAHLIX CTaHAapTOB
HaUWOHAanbHbLIM CTaHaapraM Poccuinckon depepaumn . . ... ... ... .. .. ...... 19
BUBIIMOTPAMINA . . . . oot e e e e e e 20



FOCT P UCO 10651-4—2015

BBeaeHue

Hacroawwi crangapt Obin nogrotoeneH TexHuyeckum komutetom CEN/TK 215 «OGopygosaHue ans
aHeCTe3Mmn U UCKYCCTBEHHOTO AbIXaHMSA», CEKpeTapuar KOTOporo HaxoauTtca B co6cTBeHHoCTH BSI, B coTpya-
Huyectee ¢ TexHuvecknum komutetom MCO/TK 121 «O6opyaoBaHne Ana aHECTE3UN U UCKYCCTBEHHOTO Ablxa-
HUAY».

Hactoawemy crangapty aomkeH OblTb NPUCBOEH CTATyC HALUMOHaNbHOTO cTaHgapta, nubo nybnuka-
UMen WAEHTUYHOrO TekcTa unu oaobpeHunem, He nosaHee ceHTabpsa 2002 roga, U A0MKHbI BGbiTb OTO3BAHbI
NpoTUBOPEYaLLME HAUUOHANbHbIE CTaHAAPTbl HE No3aHee ceHTabps 2002 roaa.

Hacroawwii ctraHgapt Gb1n NOAroTOBNEH B COOTBETCTBUM C NOpyYeHueM, npegocrasneHHbiM CEN EBpo-
nenckon kommccuen n Esponerickon accoymaumnen cso00aHON TOProBu, a Takke OH NoAAEep>KMBAET OCHOB-
Hble TpeboBaHusi EC aupekTusbi(-B).

MpunoxeHne A SBNSAETCA HOPMAaTUBHLIM, 8 TAKXKe YaCTbi0 EBPONENCKOro CTaHaapra.

Mpunoxenue B n A ABnsetcs cnpaBoYHbIM M NpeAHa3Ha4YeHo AN npeaocTaBneHust Heobxoanumon
MHopMaLmu.

CornacHo BHyTpeHHuM pernameHtam CEN/CENELEC, HaynoHanbHbIM CTaHgapTaMm opraHusauun, aa-
nee nepeyncrieHbl Cneaylolime CTpaHbl, HA KOTOpble PaCnpOCTPAHAETCA HaCTOSALMA CTaHaapT: ABCTpus,
benbrua, Yewckas Pecnybnuka, Oanua, Guunanauna, epanums, Fepmanus, Npeums, Ucnadagusa, Upnavgns,
Wtanusa, NMokcembypr, Mansta, Hugepnadabl, Hopserus, Mopryranus, Mcnauunsa, Weeuus, LWWsenuyapus n Co-
eanHeHHoe KoponeBcTBo.
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HAUMWOHANBbHBIW CTAHAAPT POCCUNCKON OEAEPALUM

AMNAPATbI UICKYCCTBEHHOW BEHTUNALUWN NEFKUX MEOULIMHCKUE
YacTtb 4
YacTHble TpeGoBaHUA 6€30NacHOCTN C Y4ETOM OCHOBHbIX (PYHKUMOHASLHLIX XapakTepUCTUK
K annaparam UCKYCCTBEHHOM BEHTUNALUMN NErknx ans OXXUBSIEHNA € PYyYHbIM NPUBOAOM

Lung ventilators. Part 4. Particular requirements for operator-powered resuscitators

Dara BBeaenusa — 2016—07—01

1 ObnacTb NnpuMeHeHusi

Hacrosiwmin ctaHgapt ycraHaenueaeT TpeGoBaHus kK annapataM MCKYCCTBEHHOW BEHTUMSILMM METKUX
[NS OXKMBIEHUA C PYYHBIM NPUBOAOM, NPEAHA3HAYEHHbIM ANA UCMOMNb30BaHUA BO BCEX BO3PACTHLIX Fpynnax
U SABNSAIOLMXCA YHUBEPCAMNbHLIMU U NPEAHA3HAYEHHLIMU ANA 0GecneYeHn BEHTUIIALMMU NETKUX UL C He-
cTaburbHLIM AblXaHWEM. ANNApaT UCKYCCTBEHHON BEHTUNMALMN NETKUX ANSA 0XKMBMEHUS! C PYYHbIM MPUBOAOM
Ha3Ha4aloT MnageHUam u AeTaMm B 3aBUCMMOCTH OT MAacchl Tena u NpubnmsuTensbHoOro Bo3pacra.

HacTosiLuMi cTaHaapT He pacnpPoCTPaHAETCA HA SMEKTPUYECKM NUTAeMble annaparsl U annaparbl uc-
KYCCTBEHHOI BEHTUIIALMU NIETKMX ANA OXKUBNEHUS.

MpuMevaHune — B npunoxernun B copepxarca 060CHOBaHNA 3anBNeHHBIX TpeBoBaHWIA HacTosLlero cTaHaap-
Ta. MMyHKTbl 1 NOAMYHKTHI, B KOTOPLIX NpUBeAeHo 06oCHOBaHWE COOTBETCTBYIOLLUX 3asBNEHHLIX TpeGoBaHuii, oTMeYeHbl
«R)» nocrne Homepa.

2 HopmartuBHbI€ CCbINIKN

B HacTosiLlem ctaHaapTe UCMONb30BaHbl HOPMAaTMBHBLIE CCbISIKM Ha Crieaylowme CTaHaapThl, KOTOpble
HeoOX04MMO yYMUTLIBaATL MPU UCMONBL30BAHUMU HACTOSILLEro cTaHaapra. B cnyyae CCbinoOk HA JAOKYMEHTbI, Y
KOTOPbIX yKaszaHa gara yTBepxaeHus, HeobxoaMMo Nonb30BaTbCA TONLKO yKa3aHHOW pedakuuen. B cnyvae,
KOoraa garta yTBEPXAEHMSA HE npuBeaeHa, crnefdyer Nnonb3oBaTbCs MOCNeAHeR peaakuuein CCbINOYHbIX A0KY-
MEHTOB, BKNnO4asn nobble AoNpaBkKU U NBMEHEHUA K HUM:

EN 148-1 Cpencrtea WUHAMBMAYANbHOW 3aLLMTbl OPraHOB AbixaHusi. Pe3bObl Ansi nuUeBbIX 4acTei.
YacTb 1. CtaHgaptHoe pesbboBoe coeauHeHue (EN 148-1, Respiratory protective devices — Threads for
facepieces — Part 1: Standard thread connection)

EN 556:1994+A1:1998 Ctepunusauus MeauUMHCKUX YCTPOMCTB — PekoMeHaaummn ans MeanuUHCKUX
YCTPOWCTB, KOTOPbIe AOSKHbI UMETL MapkupoBky «CTEPUJIbHO» (EN 556: 1994+A1:1998, Sterilization of
medical devices — Requirements for terminally-sterilized medical devices to be labelled «STERILE»)

EN 737-1 Cucrtembl TPy6ONPOBOAOB ANA ra3os, UCMONb3yeMbIX B MeauuuHe. YacTb 1. TepmuHansl Ans
cxXaTtbix MeauuuHckmx razos u sakyyma (EN 737-1, Medical gas pipeline systems — Part 1: Terminal units for
compressed medical gases and vacuum)

EN 868-1 Matepuanbl U CUCTEMbI AN YNAKOBKM MEAULIMHCKMX NpuBOpOB, NpeAHa3HAYEHHbIX Ansi CTe-
punusaumu. Yacts 1. O6wue TpeboBaHus u metoasl ucnbitanuii (EN 868-1, Packaging materials and systems
for medical devices which are to be sterilized — Part 1: General requirements and test methods)

EN 1041 WHdopmauus, nocraBnsemas M3rotoButenem Ans meaumuuHckux npudopos (EN 1041, Infor-
mation supplied by the manufacturer with medical devices)

EN 1281-1 Annapatbl HapKO3Hbl€ W AbIXaTenbHble. KOHUYECKUEe coeaUHUTENbHbIE aneMeHTbl. YacTb 1.
Konycbl 1 mydThl (EN 1281-1, Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones
and sockets. prEN 13544-2:2000, Respiratory therapy equipment — Part 2: Specifications for tubing and con-
nectors)

MNCO 4135:1996 AHecresnonorus. Cnoeapb (ISO 4135:1996, Anaesthesiology — Vocabulary)

U3paHue oduuymansHoe
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3 TepmuHbI M onpeaeneHus

B HacTodWweM CtaHgapTe NpMMEeHeHbl TePMUHbLI C COOTBETCTBYIOLLMMIU onpeaeneHnsaMmu, NpuBeaeHHbI-
mu B UICO 4135, a Talcke HWxecneaylowme.

MpuMeyaHmne — HekoTopble onpegenerns 6binu B3sTbl U3 MCO 4135 n BroYeHbl B HAcTOALWMIA cTaHAAPT
AnA yaobceTea; Apyrue onpeaeneHus, kotopble npuseaeHsl B UCO 4135, ana annapatoB B LenoM 6binv He3Ha4YMTENbHO
U3MeHeHbl AN Leneil HacToAWero cTaHgapTa, Tak Kak OHU NMPUMEHATCS cneluanbHo ANsi peaHMMaLMOHHLIX annaparos
UCKYCCTBEHHO BEHTUMALUKN NErKUX ANS OXUBNEHUS.

3.1 o6parHan yTeuka (reverse leakage): O6beM BbiabIXaeMoro ra3a, KOTopblili He NPOXOAUT vepes OT-
BepCTUE BbIA0XA, @ BO3BPALLAETCA B annapar.

3.2 BnyckHOM KnanaH mMewka (bag inlet valve): KnanaH, npusoauMblii B 4eNCTBME Pa3pEXEHUEM B
CHMMaEeMOM EMKOCTU annapara ¢ Lefbio €e HanosIHEHUS ra3oM, HaxXOAALMMCS MO AaBMNEHUEM OKpYXKaloLLen
cpeabl.

3.3 knanaH HanonHeHun Mewka (bag refill valve): CamoaencTeyilowmin kKnanaH, NPUBOAMMGLIN B AeW-
CTBUE PA3PEXEHUEM B CKUMAEMON €MKOCTM annapara € LiEnbIo €€ 3anofHEHUA OT UCTOYHMKA CXKATOoro rasa.

3.4 cxumaemas eMKOCTb (compressible unit): Ta yacTb annapara ¢ py4HbIM NPMBOAOM, KoTopas, byay-
YK CXKaToW onepaTopoM, NOAAET NOPLUIO ra3a onpeaerneHHoro o6bema, Hanpumep MEeLLOK Unn Mex.

3.5 nopaBaemas koHUeHTpauua kucrnopopa (delivered oxygen concentration): CpeaHsaa KOHUEHTpa-
Uua KMCNOPoAA B rase, nogaBaemMoM U3 annapara.

3.6 nogaBaembin 06bem V,, (delivered volume, V). O6bem rasa, nogasaemoro ot annapara so
Bpems hasbl BAOXA K OTBEPCTUIO ANS NPUCOEANHEHUS NaLmueHTa.

3.7 npaimas yteyka (forward leakage): O6beM rasa, nogaHHblin annapaTtoM Bo Bpema a3kl BAOXa, KO-
TOPbIN HE NPOXOAUT Yepe3 OTBEPCTUE AN NPUCOEANHEHUA NALMEHTA, a BLIXOAUT B aTMOCcdepy.

3.8 MUHYTHBIN 00BLEM v (minute volume, \°/): Ob6bem rasa, BbipaXXeHHbIN B NUTPAX B MUHYTY, NOCTynNa-
IOLLMA B Nerkue naumeHTa (Moaenb Nerkux) Unm BbIXOASLLMNA U3 HUX.

3.9 annapaT UCKYCCTBEHHOW BEHTWISILUU JIETKUX ONA OXKUBIIEHUA C PYYHbIM NPUBOAOM (Opera-
tor-powered resuscitator): YcTpoincTso, B KOTOPOM BEHTUNSALUA NErkMx OCYLLECTBISIETCA ONepaTopoM nyTem
CcKaTUA CHOXMMAEMON eMKOCTW 3TOro YCTPOCTBA.

MpumeyaHune — Tawke HasbiBaeMbli «annapary.

3.10 oTBepcTHe Ans npucoeauHeHUs naumeHTta (patient connection port): OTBepcTue, Yepes koTo-
poe ras nocTynaer k/oT nayueHTa.

3.11 coeauHuTenbHOE OTBEPCTUE ANA NpucoeaMHeHUa nauuenTa (patient connection port connec-
tor): OTBepcTMe Ha KnanaHe nauueHTa, K KOTOPOMY HENnocpeaCTBEHHO NMPUCOEAMHAIETCA NUUEeBasn Macka unu
COOTBETCTBYIOLLIAA OTBETHAA AeTarb BO3Jyx0BoAA.

3.12 knanaH naumeHTa (patient valve): KnanaH B gbixatenbHOM KOHTYpPE, KOTOPbLI BO Bpems dasbl
BAOXa HanpaBndAeT ra3 B ferkue, a B0 BpemMs drasbl Bblgoxa — B arMocdepy.

3.13 cucrema orpaHnmvyeHus gaeneHus (pressure limiting system): MexaHusm orpaHu4eHWs Makcu-
MarnbHOro AgasneHna nogadu.

3.14 mepTBOE NPOCTPAHCTBO annapara VD’app (resuscitator deadspace, VD,aPp): O6bem paHee BbIAo-
XHYTOrO ra3a, KOTOpblii NOAAETCA U3 annapaTa UCKYCCTBEHHON BEHTUNALMM NErkuX AN 0XKUBNEHUS NauueHTy
B nocneayowen ase sgoxa.

3.15 pbixaTenbHbIl 06bem Vi (tidal volume, V;): O6bem rasa, BbipaXeHHbI B MUANUAKUTPAX, BXO-
OSILMIA B Nerkue nauueHTta (Moaenb nerkux) Bo Bpemsi hasbl B4OXa unv BbIXOASLLMIA OTTYAa BO BpeMs dasbl
BblaoXxa.

3.16 pbixatenbHbI UMKn (ventilatory cycle): Linkn, BkntodatoLmii chasbl BAOXa U BblAOXA.

4 KoHHeKTOpbI

4.1 OTBepcTUe Ans NpucoeanHeHns nauueHTa

OtBepcTHe AN NPMCOEANHEHUS NaLMeHTa AOMKHO UMETb KOaKCManbHYI0 KOHCTpyKuuio 22 MSC u co-
oTrBeTcTBoBaTb EH 1281-1.

2
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4.2 R) KOHHeKTOpbI OTBEpPCTUA BblAOXa

Ecnu ans oTBepcTua BbiA0Xa NPEAYCMOTPEH KOHYCHbI KOHHEKTOP, TO OH A0MKEH ObiTb OIHUM U3 Crie-
AyoLwmx:

a) KOHUYECKUNit oxBaTbiBaeMbIil KOHHEKTOpP 30 MM B cooTtBeTcTBUM € EN 1281-1 unn

b) cTaunoHapHbIi Nu HepasbEMHbIN KOHHEKTOP, He cooTBeTcTBYloWwMN EH 1281-1 m EH 737-1,—
U NpeaHasHa4YeHHbIV ANA YCTAHOBKM NIOBOr0 AblXaTenbHOro NpucnocobneHus.

4.3 KoHHeKkTOpbl NMLEBOK Macku

Ecnun B coctae annapara BXOAAaT NULUEBbLIE MACKK, TO OHWU AOSDKHbI UMETb KOHHEKTOpbI 22 F unu 15 M,
conpsraloLmecs ¢ COOTBETCTBYIOLLMMU KOHHEKTOpamu no EH 1281-1.

4.4 R) KOHHeKTOpbI KnanaHa HanosIHEHUA MelKa

Ecnu ana npucoeauHeHuns K BXOAHOMY OTBEPCTMIO KNnanaHa HanoNHEHU MeLUKa NPeayCMOTPEH KOHUYe-
CKMIA KOHHEKTOP, TO 3TO JOJKEH ObITb KOHMYECKUI KOHHEKTOP 32 F, o6ecneunsalowmin xopoLwuee ConpskeHue
¢ kanubpamu, NokasaHHbIMKU Ha pucyHke A.1.

4.5 KOHHeKTOpbI BNYCKHOrO KnanaHa mewka

KOHHEKTOPbI BMYCKHOTO KrianaHa MeLlka He AOSMKHbI CONPAratbCa C KOHHEKTOpamu, pa3Mmepbl KOTOPbIX
onpeaeneHsl EH 1281-1. BnyckHow knanaH meLuka AonmxeH ObiTb CNPOeKTUPOBaH Takum 06pa3om, 4tobbl cBe-
CTU K MUHUMYMY PUCK CRy4aHOTO COEAMHEHUNA AbIXaTeNbHbLIX NPUCNOCOBNEHUN, KOTOPbIE MOTYT NEPEKPbLITh
KnanaH.

4.6 KOHHeKTOpbI pe3b6oBbIe ra3oBbix (hpunsTpoB

Ecnu annapat nMmeetr KOHHEKTOp pe3bOOBOro rasoBoro ¢punbTpa, TO OH (KOHHEKTOP) AOMMKEH COOTBET-
cTeoBaTh EH 148-1.

4.7 KOHHeKTOpbl KUCFIOPOAHOM TPYOKN U AaTYMKA AABNEHUS

KoHHekTOp KkucnopogHow TpyOku, npu  Hanuuuu, [JOM¥EH COOTBETCTBOBATb TpebGoBaHUAM
prEH 13544-2-2000. JaTunk AaBnNeHUs, NpyU HaNUYUKU, HE AOMKEH ObITb COBMECTUMbIM C MarMcTparnbio ycra-
HOBKW KOHHEKTOPAa KUCNOPOAHOM TPYyOKu.

5 Pabouue TpeboBaHuna

5.1 OOwwme nonoxeHus

TpeGoBaHna HACTOALLEro CTaHAapTa K annapaTy AOMKHbI BbINOSHATLCA, KOfAa €ro NpUMEHSIET OHO
nuo.

5.2 R) Pa3bopka n noBTopHas co6opka

Annapar, npeaHasHaYeHHbIi Ans pa3bopku Nnonb3osarenemM, HanpuMmep ANA YUCTKU, AOSMKEH ObITb CKOH-
CTPYWPOBAH TaK, YTOObI MCKIOYUTL BO3MOXHOCTb HETOUHOW COOPKM B CRy4Yae CONPSDKEHUA BCEX AeTane.

Mocne noBTOpHOI COOPKM annapara NPOM3BOAUTENb AOSMKEH PEKOMEHA0BAaTb NpoBeAeHue OYHKLMO-
HanbHOM npoBepku (cm. 10.2, nepeuucnexue d).

5.3 R) ®yHKUMOHMpPOBaHME KNanaHa NalueHTa nocsie ero 3arpAsHeHnsa pBoTon

Mocne ucnbiTaHWin annapara Ha cooTBeTcTBME TpeboBaHusam A.4.3, OH AOMKEH yAOBNETBOPATL Tpebo-
BaHUAAM, U3NOXEHHLIM B 6.2, 6.4,6.7.1 1 6.7.2.

MpuMeyaHue —>enarenbHo, 4ToBbl KOHCTPYKUMA KOpNyca knanaHa no3sonana onepatopy HabnogaTts pabo-
Ty €ro MexaHuamMa, Harmpumep, Korga Kopnyc npospadHblil. HabniogeHue 3a paboTaiowmm MexaHU3MOoM KranaHa nauueH-
Ta MOXET MOMOYb OnepaTopy 0GHaPYXMTL OTKNOHEHUA U HapyLUeHUs B paboTe annapara.

5.4 MexaHuuyeckoe BO3aenCTBUE

5.4.1 R) UcnbiTaHne nageHmnem
Mocne nageHus npy KOMHATHOW TeMneparype, oNnUCaHHoro B A.4.4, annapar 40/MKEH COOTBETCTBOBATL
TpeboBaHMsM, yka3aHHbIM B 6.2, 6.4 1 6.7.1.
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5.5 MorpyxeHue B BOAY
lMocne norpy>keHns B BOAY CnocoGom, onucanHelM B A.4.5, annapaT AOIMKeH COOTBETCTBOBaThL Tpebo-
BaHusm 6.2,6.4,6.7.1 n 6.7.2.

5.6 R) KnanaHbl nononHeHUsA AbiXxaTerbHOro MelkKa

KnanaHbl NOMOMHEHUS AbIXaTESILHOTO MELUKa, NPeAHA3HAYEHHbIE ANS annapaTos, NPUBOANMBIX B Aeii-
CTBME 0MNepaTopoM, He JOMKHbI UMETb PYYHOTO YNpaBneHUs.

5.7 Matepuansl

Bce rasonposogsLLUMe 4acTi annapara A0oMmkHbl ObiTb U3TOTOBIIEHb! M3 MATEPUAroB, BbIGPAHHLIX C y4ye-
TOM XUMUYECKUX U (PU3UYECKUX CBOWCTB, U YKa3aHbl NPOU3BOANTENEM.

6 TexHWuecCKUe XapaKTepUCTUKU

6.1 R) JononHuUTenbHbINA KACIIOPOA U KOHLIEHTPAaLMs KUCNoOpoaa B NogaBaeMoOM rase

Bo Bpems npoeepku, onucaHHon B A.4.6, B cooTBeTCTBUM C TpeboBaHMAMM Kknaccudukauum (cMm. 6.7.1)
annapar aomkeH o6ecneymBatb MMHMMANbHYIO OObEMHYIO KOHLIEHTPALMIO kucnopoaa He meHee 35 %, ecnu
OH NOAKIIOYEH K UCTOYHUKY KMCNOpOoAa NPOU3BOAUTENBLHOCTLIO HE Bonee 15 N/MUH, u 4omkeH ObiTb Cnocobex
nogasartb CMeCb ¢ 06bEMHON KOHLEHTpauuen kucrnopoaa He MmeHee 85 % (cMm. npuMevanue). MNpoussoauTerns
JOMKEeH ykasaTb Anana3oH KOHLEHTPpaLUuii NpY XapakTepHbIX 3HAYEHUSIX pacxoaa KuCnopoaa, Hanpumep, npu
2,4,6,8 n/MMH N T. A.

MpumeyvyaHune — TpebosaHne obecneyeHnss 06LEMHOIR KOHLEHTpaLmMK kucnopoaa B cMecu 85 % MoxeT GbiTb
BbINO/THEHO C UCNONb3oBaHWEM cnelunaribHOro ﬂpMCI‘IOCOﬁ]‘IEHMﬂ.

6.2 R) ConpoTruBneHune BbIAOXY

Mpu OTCYTCTBMM YCTPOMCTBA, 0OECMEUNBAIOLLETO MOMOXMTENLHOE AABNEHUE B AbIXaTemNbHbIX MYTAX B
KOHLIe BblAOXA, U MPU NPOBEPKE MO METOAMUKE, ONUCAHHON B A.4.7, cCO3faBaeMoe B OTBEPCTUM ANS Npucoeu-
HEeHWA nauueHTa gaBneHue He A0mkHo npesobiwartb 0,5 kMa (= 5 cM Boa. cT.) [cM. Takke 10.2, nepeuncnexune

c) 8)].

6.3 R) ConporusneHue BooOXy

Mpu npoeepke no MeToauke, onucaHHow B A.4.8, co3gasaeMoe B OTBEPCTUM ANS NPUCOEAUHEHNA NaLy-
eHTa aaBneHue He JomkHO npesbiwatb 0,5 kMa (=5 cm Boa. CT.) [cM. Takke 10.2, nepeuucnerue c) 8)].

6.4 R) HeucnpaBHOCTb KflanaHa nauueHTa

Mpu npoBepke No METOAMKE, ONMCaHHON B A.4.9, kNanaH nauueHTa Ha annapaTe He AOMKEH 3acTpeBaTb
B NOMOXEHWU BAOXA NPU YBENUYEHUM pacxoaa AobaBneHHoro rasa ao 30 n/muH, koraa aToT pacxoa obecne-
YMBAETCH B COOTBETCTBUM C IKCMNIyaTaLWOHHLIMU OKYMEHTaMU NPOU3BOAUTENS.

6.5 R) YTeuka yepes knanaH nauueHTa — npsimas yTevka

Ecnu npsamas yTedka HaMepeHHO npeaycMoTpeHa KOHCTPYKLMEN annapara, To 9TO AOMXHO ObITb yKasa-
HO B 9KCMNyaTaunoOHHbIX 4OKYMEHTaX NpOU3BOAUTENS.

6.6 R) MepTBOE NPOCTPAHCTBO annapara u NOBTOPHOE BAbIXaHue

Mpu npoeepke no Metoauke, onucaHHom B A.4.10, MepTBOE NPOCTPAHCTBO annapara He AOMMKHO NPeBbl-
warb 5 Mn +10 % gbixatenbHoro o6bemMa, onpeaensieMoro knaccudmkauuein annapara (cm. 6.7.1).
YUpeamepHOoe NOBTOPHOE BALIXAHWE HE AOMKHO BO3HWKATL BO BPEMS CMIOHTAHHOTO AbIXaHUS.

6.7 R) Mokasarenu BeHTUNALUUN

6.7.1 R) MMHUMAanbHbIi nogasaemblit 06bem Vy,,

McnbiTaHus, onucaHHble B A.4.11 yunTbiBaIOT pacTsXXMMOCTb, CONPOTUBMEHNUE, YaCTOTY U OTHOLUEHKE
NPOAOIHKUTENbHOCTM BAOXA U BbiA0XA, yKasaHHble B Tabnuue 1, MUHUManbHbIe 3HAYEHUS TaKKe NPMBEAEHDI
B Tabnuue 1.

4
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6.7.2 R) OrpaHuyeHue gasneHus

6.7.2.1 B annapatax, NnpeaHa3sHa4YeHHbIX AN NPUMEHEHUs Y NauWeHToB ¢ Maccoun Tena mexee 10 kr,
AOMKHa ObiTb NPeayCMOTPEHA CUCTEMA OrpaHUYEeHUst AaBIEeHUs Ans Toro, Ytobbl AaBneHue B AblxaTerlb-
HbIX NYTAX He npesbiliano 4,5 klMa (= 45 cM BOA. CT.) B YCNOBUAX UCMNBITAHUI, ONUCAHHLIX B A.4.12. OaHa-

KO, AOMKHA ObiTb BO3MOXHOCTb, YTOOBLI CO31aHHOE AaBNEeHUe B AbiXxaTerbHbIX NyTAX Obino He meHee 3 kla
(=30 cm BOA. CT.).

n pumMmev4yaHune — MoxeT 6bITb npegycMoTpeH MexaHuam 6J'IOKI/IpOBKI/I CUCTEMbI OrpaHU4YeHUA faBrneHus.

6.7.2.2 Ecnu B annaparax, npeaHa3Ha4YeHHbIX ANsi MPUMEHEHUs1 Y NaLMeHToB C Maccon Tena MeHee
10 Kr, npeaycMoTpeHa cuctema orpaHU4eHNUsA AaBneHus, TO 3TO AOIDKHO ObITb yKa3aHO B 9KCMyaTaUMOHHbIX
AOKymeHTax npoussogutens [cM. 10.2, nepeunucnenune c) 9)]. Cucrema orpaHmyeHuns aasnenue Hmwke 6 klla
(=60 cMm BOA. CT.), AOMKHO ObiTb CHABXEHO MexaHM3MOM BOKMPOBKK. Ero KOHCTpYKUMA AomkHa obecnevnsarb
NOHATHYIO NONb30BATEN MAEHTUUKALIMIO COCTOAHUSA, HAaNPUMeEp 0003HaYEHUE NONMOXEHUSA, (PNAXKOK U T. M.
CoO0TBETCTBME NPOBEPAIOT BU3yarnbHbIM OCMOTPOM.

Tabnwuuya 1— Ycnous nposedeHUs UCnbITaHWi

OTHoLLEHUe NpoJOIKUTESTb- MuHuManbHbIN Noaa-
Macca Tena PactaxumocTtb, | ConpoTusneHue, HOCTV BIIOXA M BLIIOXA Yacrora f, BaEMbIil 06LeM V.
nauueHTa B2, kr n/kMNa KMa (n/c) ﬂ 20 % a mua~!, 10 % vn del
B<5 0,01 40 1:1 60 20
5<B<10 0,1 2 1.2 25 150
10 <B <40 0,2 2 1:2 20 15 x BY
B>40 0,2 2 1.2 20 600
a B — Macca B kunorpammMax, ykasaHHasi Npou3BogMTenNeM B SKCIyaTaLMOHHbIX OKYMEHTax.

7 XpaHeHue n ycnoBus 3Kcnnyartaumm

7.1 XpaHeHue

Annapar u ero npuHagnexxHocTu (eCnu oHW NPeayCcMOTpPEHbI) AOMKHbI MOCME XpaHeHUA NpU TeMnepary-
pe otT muHyc 40 go nntoc 60 °C 1 Npu OTHOCUTENBHOW Bna)xHOCTH oT 40 10 95 % coorBeTcTBOBATL TPEOOBA-
HUAM pasgena 6 3a ucknoveHuem 6.6 (MepTBoe NPOCTPaHCTBO).

7.2 R) YcnoBusa akcnnyataumm

Mpu ucnblITaHUSX MO METOAMKE, ONUCAHHONW B A.4.13, annapart AOMmKEH yAOBNETBOPATL TpebGoBaHUAM

pasgena 6 K COOTBETCTBYIOLLEN KaTeropumn annaparoB, KOTOPbIE NPOBEPSIIOT NMPU OTHOCUTENBHOW BRIAXHOCTH
oT 15 00 95%:

- npu Temneparype ot muHyc 18 °C ao nnoc 50 °C; unu

- eCNnn NPUBEAEH KOHKPETHbIN pabounit guanasoH (cM. 9.2 n 10), To BO BCEM AgnanasoHe TeMneparyp,
3asBIIEHHbIX MPOU3BOAUTENEM.

8 TpebGoBaHus K annapaTy Unu YacTsiM annapara, nocTaBnseMbIM
CTEPUNbHbIMU

8.1 O6ecneyeHune CTePUNbLHOCTH

Annapar unu Yactu annapara, nocTaBnsiemble C MapKMPOBKOW «CTEPUIIbHO», AOMKHbI YAOBMNETBOPATb
TpebosaHuem 4.1 ctangapta EN 556:1994+A1:1998 ¢ ykasaHuem cnocoba crepunusauum.

8.2 YnakoBKa annapara Ui yacTtei annapara, NnoCTaBlAeMbIX CTePUNbHbIMU

YnakoBka JOIDKHA CryuTb 3chdheKTUBHBIM GapbepoM ANA NMPOHUKHOBEHMSI MUKPOOPTraHU3MOB U TBEp-
AblX YacTuy BewecTsa B cooTBeTcTBMM C EN 868-1.

YnakoBKka A0mKkHa UCKMYaTb BO3MOXXHOCTb MOBTOPHOrO UCMNOMb30BaHUSA, OAHO3HAYHO NOKa3biBas, yTo
OHa BCKpbITa.
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9 MapknpoBka

9.1 O6uwmre nonoxeHns

MapkupoBKa annapaTa wiu, eciim UMeloTcs, YacTeii annaparta, ynakoBka, BKIagpiluv 1 npegoctasnse-
Mble CBeAeHUs [O/MKHbI GbiTb YKa3aHbl NPOM3BOAUTENEM W COOTBETCTBOBATb Tpe6oBaHusM EH 1041.

MpumeuyaHune — HekoTopble TpeboBaHua pa3gena 9 MOryT 6biTb BbINOHEHbI NYyTEM MCNOMb30BaHNA COOTBET-
CTBYIOLMX 0603HaYEeHNA, npuBeaeHHbIX B EH 980.

9.2 YkaszaHue ycnoBuii akcnayartauum

Ecnn annapat He MOXeT (DyHKUMOHMPOBaTb Npu TemnepaType oT MuHyc 18 °C go nntoc 50 °C, kak yka-
3aHO B 7.2, TO Ha u3genve J0/MKHbl 6blTb HAHECEHbI COOTBETCTBYIOLWME NpeaynpexaeHus.

MpumedaHune — lNpuMepsl NpeaynpPexaeHNii:
- «TO/IbKO A/ UCMOMb30BaHWS B AnanasoHe TeMNepaTyp oT ... 40 ... °C», WA CUMBOJ, NOKA3aHHbIA HA pUCYHKe L1

PrcyHok 1 — lMpumep cumBona A5 ykasaHua paboymx TemnepaTyp B AvanasoHe
oT MuHyc 10 °C go nntoc 50 °C

9.3 O603HayeHne 3Ha4YeHns, Ha KOTOpO€e yCTaHOB/1eHa CUcTtemMa orpaHn4eHmnsa gasieHns

Ecnm annapat cHabXeH CUCTEMOI orpaHWyeHusl AaBNeHWsl, YCTAaHOBNEHHOW Ha OfHO (hMKCMpOBaHHOe
3HaueHne, TO HOMUHANbHOE 3HAuyeHWe AaB/ieHus, Npu KOTOPOM cpabaTbiBaeT CUCTEMA, AO/MKHO 6biTb 060-
3HA4YeHO Ha annapare.

10 CsepfeHuns, KOTopble OO/TKHbI ObITb YKa3aHbl nponssogunTesiem
B NMHCTPYKUUNAX MO NMPUMEHEHUIO U O6CJ'Iy)KVIBaHVII-O

10.1 O6uwme NosoXeHUs

Mpon3BoaMTENb AO/MKEH NPEAOCTaBUTL MHCTPYKLMU MO NPUMEHEHUIO 1 06CnyxmBaHuio. Pasmep u dop-
Ma 3TUX WHCTPYKUMIA [OMKHBI GbITb TaKMMU, YTOObI MX MOXHO ObII0 BMIOXWTb BHYTPb WU 3aKpenuTb Ha dyT-
nsipe Ans annapara.

10.2 CopepxaHune

B pononHexnve EH 1041 MHCTPYKUMM NO NPUMEHEHUIO Y 0BCAYXMBAHWUIO AO/DKHbI ObiTb pa3geneHbl Ha
pasgenbl U cogepxaTb cneayoLwyo nHopmMaumio:
a) npeaynpexaieHne 0 ToOM, 4To annapar AOJ/DKEH UCNO/b30BaTbCA TOJ/IbKO creunasibHO 06yYeHHbIM nep-

COHasIoM;
b) MHCTPYKLMK O TOM, Kak OCYLLECTB/ATCA BCe NPEAyCMOTPEHHbIE PEXUMbI PaboThl;
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C) TEXHUYECKYIO XapaKTepUCTUKY:
1) AvanasoH 3Ha4YeHu Macchl Tena nayueHTa, Ana KOTOporo npeaHasHayvyeH daHHbli annapar,
2) npegenbHO AONYCTMMbIE NapaMeTpbl OKPY>KatoLLen cpeabl AN aKcnnyarauuu,
3) NnpeaenbHO AONYCTUMbIE NApaMeTPbl OKpYXKatoLLen cpeabl ANA XpaHeHus,
4) xakme-nubo BeLWEeCTBA, OTNMYHbIE OT BO3AyXa, KOTOPbIE MOTYT NepeaaBaTbCs annapaTom (Hanpu-
Mep, KUCNOpOoA, NeTy4une aHecTe3npyoLmne areHTbl),
5) 3Ha4YeHuA KOHUEHTpauunM NogaBaemMoro KMCnopoaa npu PasHblX YCrOBUAX UCTLITAHUNA,
6) AnanasoH rpoOMKOCTH,
7) mepTBbIN 06beM annapara (obpatHas u npamas yTeukmu),
8) conpoTUBNEHNE BbIAOXY U BAOXY M CrieuuarnbHble AeTanu, cosgaroLme 910 CoNpoTUBMNEHNE,
9) 3Ha4eHue AaBrneHus KOHLA BblA0Xa, CO3aaBaeMoe annaparom npu HopmarbHou paborte, ecnu OHO
npesbiwaet 0,2 klMa (= 2 cm BOA. CT.),
10) onucaHue cucTembl OrpaHudeHns AaBrneHna u GNOKMPOBKM NPU €€ Hanu4um,
11) TOYHOCTb KHOMOK YNPaBNeHMs U UHANKATOPHbIX NPUOOPOB, €CNn TaKOBbIE UMEIKOTCS, NOCTaBNsAe-
MbIX C annapaTrom,
12) Hapy>Hble pa3mepsbl annapara u ero gyTtnsipa, ecrnv oH NpeaycMoTpeH,
13) maccy annaparta u ero yTtnsapa, ecnm oH npegycMmoTpeH (13);
d) ykasaHua no pasbopke n cOopke getanen Anst MX O4MCTKU (B TOM YMUCME OT PBOTHBLIX Macc) U CTepu-
nm3aumm (ecnm NPUMEHSETCS), C NPOBEPKON hYHKLIMOHANBHOCTUN Nocne COOpKu.

MpuMmedyaHue — MHCTPYKUUM JOMKHBI COAepXKaTb UNMoCTpaLuy, u3obpaxarolue YacTv annapara B UX npa-
BUIbHOM B3alMHOM PacroNoXeHUU, eCrivt 3TO BO3MOXHO;

€) pekoMeHaauMn NpeanoYTUTENbHBIX CNOCOOOB OYMCTKM U Ae3nHMPEKLUM nu CTepunusaumm annapara
W €ro Yacten, u NPUHAANEXHOCTEN, ECAU NPUMEHUMO;

f) pekomeHagyembln METOA NPOBEPKU PabOTOCNOCOBHOCTM, NPOBOAUMBIN HENOCPEACTBEHHO Nepea npu-
MEeHeHWeM annapara;

g) CMCOK AeTanen, KOTopble MOTYT ObiTb 3aMEHEHbI ONepaTopomM;

h) pekomeHaauun OTHOCUTENBHO YacTOThbl NPOBEAEHUSA TEXHUYECKOTO 0OCMY>KUBAHUS;

i) pekoMeHaaLmMm No UCNONb30BAHUIO B YCNOBUAX BPEAHOW UMK B3PbIBOOMNACHON aTMOCeEpbI, BKoYas
npeaynpexaeHue o ToM, YTo, ecnu annapar OyaeT 3acacbiBaTh ra3 U3 Takol atMmocdepel U gonyckartb ero
BAbIXaHWE NauMeHTOM, TO UCNOMb30BaHWe annapara B YCNOBUSAX 3arpsi3HEHHON OKpYXaloLLei cpeabl MOXeT
ObITb ONACHLIM, €CMN HE MPUHATL MEPbI, NPENATCTBYIOLLME TAKOMY 3aCaCbIBAHWUIO UMM BALIXaHUIO, HaNpuMep
UCMNonb30BaTb PUNBTP;

j) npeaynpexxaeHus 0 TOM, YTO NPU BbICOKON KOHLIEHTPaLMM KNCNOpOoAa CyLLECTBYET ONAaCHOCTb KypeHus
UNKU UCMONb30BAHMA OTKPBLITOTO MraMeHu, a Takke 0 TOM, YTO CMa30o4vHble Macna Ansa annapara NpUMEHSATb
HeXenarensHo;

k) Ana crepunbHbIX annapaToB UK YacTen annapaTos, MCNONb3yeMblii METOA CTEPUNM3aunn.
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MpunoxeHue A
(obazarenbHoe)

MeToabl ucnbITaHUN

A.1 O6wue ycnoBus npoBeAeHUA UCNbITaHUIA

Ecnu HeT Apyrux yKkasaHuii, TeMnepaTypa okpyx)atoLLei cpeabl BO BpeMs NpoBeAeHUs UCTIBITaHUiA AomKHa BbITb OT
20 po 25 °C, a oTHocUTeNbHasA BnaXHOCTb Bosgyxa oT 45 0o 75 %.

A.2 Annaparypa

A.2.1 Oblee

TunoBsble cpefcTsa, Ucnofb3yemeble ANA NPOBEAEHUA UCMBbITAHUIA, NOKasaHbl Ha pucyHkax A.1—A.5. BosmoxHo
NpUMeHeHne Jpyrux CpeacTs, obecrnevnBatoLLnX SKBUBANEHTHYIO NN 6onee BLICOKYIO TOYHOCTb U3MEPEHHUS.

A.2.2 Mogenb nerkux (cMm. pucyHkn A.4 n A.5) c COOTBETCTBYIOLUMU XapaKTEPUCTUKAMKN PaCTHKUMOCTU U CONpo-
TUBNEHNA (cM. Tabnuusl A1 1 A.2).

A.2.3 ConpoTuBReHWs, ecnn oHW He NPefyCcMOTpeHbl B MOAENAX NerknX.

A.2.4 AnnapaTypa Ana M3MepeHus u peructpauuy AaBneHuns, NoToka n obrema rasa.

A.2.5 Annapatypa Ana usmepeHusa TemMneparypsbl.

A.2.6 AnnapaTypa Ana M3MepeHuss MepTBOro NpocTpaHcTBa (CM. pUCyHok A.3).

A.2.7 MpagyvpoBaHHbIA LUNUHAP EMKOCTBIO He MeHee 200 Mn.

A.2.8 AHanusaTop Kucnopoaa.

A.2.9 PesepByap 415 Bogbl pa3MepoM, LOCTAaTO4HO 60NbWUM, YTO6bLI NO3BONUTEL MONHOE NOrPYXeHUe annapaTa.

A.2.10 KnumaTtuyeckas kamepa, MMUTUpPYIOLLAs YCITOBUS OKpYXKatollel cpefbl, cnocobHas noaaepxueatb Temne-
paTypy oT MuHyc (40+1) °C go nntoc (70+1) °C n oTHOCUTENBHYIO BNaxXHOCTb oT 15 % fo 95 % Ao 7 cyT.

A.3 Bbigepxka B HOpManbHbIX YCNOBUAX

A.3.1 BblgepxKa annapara U UCTibITarenbHOW annaparypbl

Ecnu ans nposefeHuns oTAenbHbLIX UCNBITAHUA HE YCTaHOBMEHbI crielyarnbHele YCNoBUS, annapar u ucnobitatens-
HYI0 annapaTypy ycTaHaBnuBalT Ha MeCTe NPoBEAEHUA UCTILITAHUA U BLIAEPXUBAIOT B TEYEHWE BPEMEHU, fOCTaTOMHOro
LNA yCTaHOBMNEHUs TEMMOBOro PaBHOBECUA C OKPYXatoLWen cpeaon.

A.3.2 MNMpuBeaeHne pe3ynsTraToB UCNLITAHUIW K HOPManbHbIM YCNIOBUAM

BHOCSIT MoMpaBkil B U3MEPEHHBIE 3HAYEHUS!, YUUTLIBAIOLLINE OTKNOHEHNS OT HOPManbHBIX ycnosuii (20 °C, 1 atm. M,
0% OTHOCUTENBHOM BIaXXHOCTK).

A.4 Metoabl npoBeAeHUs UCNIbITaHNN

A.4.1 KoHHeKTOpbI KilanaHa NonosIHeHUA MeLlKa

C nomouybio Kanubpa pasmepoMm 32 MM (CM. PUCYHOK A.1) M3MEpPAIOT BHYTPEHHUWA W HapPyXHbI AUaMETPbI
KOHHEKTOpa.

A.4.2 Pa3bopka u NOBTOpHasA cGopka

Heobxoaumo ybenuTbca nyTeM ocMoTpa annaparta U CONpoBOAMUTENbHLIX JOKYMEHTOB, YTO NPefyCMOTPEHbI UCTIbI-
TaHus Ansi npoBepkn paboTocnocoGHOCTU annapara nocne NOBTOPHOW cOopku.

A.4.3 dyHKUMOHMpPOBaHME KNanaHa nauueHTa nocne ero 3arpisHeHUA pBoToun

A.4.3.1 BelyecTtBo AndA NpoBeAEHUS UCTIbITAHUA

UckyccTBEHHas pBOTHasi Macca, NpUroToBrieHHas CMeLUMBaHWEM ABYX YacTeil MSACHOro AETCKOro NUTaHus ¢ OBOLL-
HBIM NUTaHWEM W OfHOW YacTu BOAbI.

A.4.3.2 Metoguka

HarpeBaloT MCKyCCTBEHHYIO PBOTHYIO Maccy fio TemnepaTypbl (37 + 3) °C u BnuBator 175 mn B oTBepcTUE ANSA NpU-
COEeAMHEHUs1 NauueHTa, OfHOBPEMEHHO 3a/laB YacToTy BeHTUnAuMKn 30 1/MWUH Ansa annapatoB, npefHasHaYeHHbIX Ans
nayneHToB Maccou Tena go 10 kr, unm 12 1/MUH Ana Bcex Apyrux annapatos. [1poBoAAT 3TO UCNbITaHWE ¢ annapaTomM,
coefjMHeHHbIM ¢ Mogerbto nerkux (A.2.2). Annapar gorpkeH npopabotaTe 30 ¢. 3aTeM o4MLLaloT ero oT CMeCU B COOTBET-
CTBUM C UHCTPYKLMSAMU NPOU3BOAUTENSA M NPOBEPSAIOT NOKa3aTenu annapaTta Ha MoAenu Nerkux.

n puMevyaHue — YacTb I/ICKyCCTBEHHOﬁ pBOTHOI7| MacChbl MOXET BbJIUTbLCA MpU ee BNMBaHWUU B oTBepCTUE ANA
ApucoeanHeHUA nauyueHTa.

A.4.4 VcnbiTaHne nageHnem
Bbigepxusalor annapar npu MUHUMarnbsHO paboyeil TeMnepatype, peKoMeHA0BaHHO Npou3soguTenem.

1 1 atm = 101325 MNa = 760 MM pT.CT.



FOCT P UCO 10651-4—2015

PoHstoT annapar ¢ BLICOTHI He MeHee 1 M Ha GeTOHHLIA Non B HauxyALweid opueHTauumn annapata. [ns aTux ucnbl-
TaHWii annapar AoMmKkeH BbiTb MOMHOCTLI0 YKOMIMIEKTOBAH, BKIOYas JIMLIEBYIO MacKy U NMpUKpEnneHHoe BCNoMoraTernbHoe
obopygoBaHue.

[MoBTOPUTL UCMbITaHUE 6 pas.

A.4.5 lNorpyxeHue B Boay

YcTaHaBnuBaloT annapar B NONoXXeHUe roToBHOCTU K paboTe U pOHSIOT ero ¢ BLICOTH 1 M B pe3epByap C BOAOiA
(A.2.9). BeiHuMmatoT ero cnycta 10 ¢, BEITpAXUBalOT BoAy He 6onee 20 ¢ M HAUYMHAIOT HEMEATIEHHO BEHTUNALUIO Modenu
nerkux (A.2.2).

A.4.6 [lononHUTeNbHbLIN KUCNOPOA U KOHLIEHTPaLuMsa KuCnopoaa B NofaBaeMoM rase

MpucoeauHsAlOT annapat K Mogenu nerkux (A.2.2) co sHavyeHussMU xapaktepuctuk C20 n R20 (cm. Tabnuubl A1
n A.2). MNpucoeguHsioT aHanuaaTop kucnopoga (A.2.8) K kamepe pacTsPKUMOCTU KakK MOXHO farblue OT oTBepcTus ans
npucoeaguHeHus nauueHTta. BeHTUnUpyloT Mogens nerkux ¢ yactotod 12 1/MuH 1 npu abixatensHom obbeme 600 mn.
BrkntovatoT nogady kucnopoga ¢ pacxofom He 6onee 15 n/MuH. MNpogonxkaroT 3TOT NpoLecc A0 AOCTUKEHUA CTabunbHoOM
KOHLIeHTpaLmu kucnopoga. [insa cxatusi CXXMMaeMoro YCTpoiicTBa MCNONbL3YIOT TOMLKO OAHY PYKY (MakcuMarnsHO AonycTu-
Mble pa3Mephbl flajOHN B COOTBECTBUMN C PUCYHKOM A.2).

A.4.7 ConpoTuBneHue BblAoXy

Y annaparoB, NPUroAHbIX AN nauueHToB ¢ Maccoil Tena Ao 10 K, COeAUHAIOT oTBepCTUE ANA NMPUCOEAUHEHUA
nauneHTa ¢ UCTOYHMKOM MOAaYM BO3fyXa U NofatoT BO3AYX C pacxofoM S n/MUH. 3anuckiBaloT 3Ha4YeHWe jaBneHuns, coa-
flatoleecs y 0TBEpCTUA ANA NPUCOeANHEHNA NaLUeHTa.

Y BCex Apyrux annapaTtoB COEAMHSAIOT OTBEpCTUE ANSA NPUCOEAUHEHUS NaLMeHTa C UCTOYHUKOM NoAadyn Bosayxa
¢ pacxofoM 50 n/MUH. 3anuceiBaoT 3HaYEHWE AaBneHuns], CO3AaloLLIerocsl y oTBepCcTUsa Ans NpUcoeMHeHns naymeHTa.

A.4.8 ConpoTusneHue BAOXY

Y annapaTtos, NpefHa3Ha4YeHHbIX 419 nayueHToB ¢ Maccoll Tena Ao 10 Kr, coeMHAIT oTBepCcTUe AN NpUcoefuHe-
HWSA MauMeHTa C UCTOYHUKOM paspeXeHns ¢ pacxogom 5 n/MuH. 3anuckbiBaloT AaBneHue BAOXa, Co3falolieecs y oTBep-
CTUA ANSA NPUCOEANHEHNUA NaLueHTa.

Y BCcex Apyrux annaparoB COeAUHSAOT OTBEPCTHE AN NPUCOEANHEHUS NaLMEHTa C UICTOYHUKOM pa3peXeHus ¢ pac-
xofAoM 50 n/MuH. 3anuceiBaloT faBneHune Boxa, cosfaroLleecs y oTBepCTUs AN NpUCoeUHEHUs naymeHTa.

A.4.9 HencnpaBHOCTb KnanaHa nauueHta

MpucoenuHAOT annapaT k Mogenu nerkux (A.2.2) co s3HayeHuaMu xapakrepuctuk C20 n R20 (tabrnuuybl A.1 u A.2).
BeHTUnmpytoT Mogenb nerkux Yactotoi 12 1/MUH 1 nNpm abixatensHoM obbeme 600 M. [Nonb3yacb MCTOMHUKOM KUCNOPO-
fa, ycTaHaenusatoT pacxof kucnopoga 30 N/MWH B COOTBETCTBUM C pEKOMeHAaLMein Mpon3BoAUTENS.

Y6eanTech, UToO fJaBneHune He npesblwaeT 0,6 KlMa (= 6 cMm BoA. CT.).

A.4.10 MepTBOe NpoOCTPaHCTBO annapara U NOBTOPHOE BAblXxaHue

A.4.10.1 MpuHUMN onpedenexHus

BeHTUNAUMA annapaToM yCTaHOBKW, NpeacTasnatowen coboii MeLok B cocyae, 3anonHeHHOM 100%-HbIM KUCTopo-
[OM B Ka4ecTBe rasa-uHgukaropa. BeluncneHue obuiero MepTBoro npocTpaHcTsa annaparta no gbixarensHomy obbemMy n
KOHLIEHTpaLK Kucriopofa Bo BALIXaeMOM rase, NonNy4eHHOM U3 MeLKa.

A.4.10.2 MNoaroToBKa yCTaHOBKU Nepef NpoBeAeHUEM UCMbITAHUA annapara

CobupaltoT ycTaHOBKY ANA U3MEpEeHUs1 MepTBOro NpocTpaHcTBa (A.2.6, pucyHok A.3). MNepekpbiBaloT KpaH K aHanu-
3aTopy kucropoga (A.2.8). OTkpbiBalOT WapoBoi knanaH. MpucoeauHsoT annapaT U BEHTUNUPYIOT MELLOK A0 TeX Mop,
noKa OH MONHOCTLIO He 3aNONHUT COCYA U NPUXKMETCA K ero CTeHKaM. 3aTeM 3aKpbIBatoT WapoBOKi KranaH u oTKpbIBaloT
KpaH aHanuaaTopa kucnopoga. OTKpbIBalOT pacxofoMep U 3anonHsoT cocys 100%-HbIM Kncnopogom. MNpekpallatoT no-
Aavdy Kucnopoga Yepes pacxogomep, Korga MaHOMETpP NokaxeT npumepHo 1 KlMa (= 10 cMm Boga. CT.).

MpucoeanHAT ncNbITaTeNbHLIA KOHHEKTOP 22/15 MM K coenHUTenbHOMY rHe3ay 22 F (3) n nogator HeobxoauMBIi
NoTOK aTMocepHOro Bo3ayxa Yepes 60KoBoi LUTYLIep KOHHEKTOPA CO 3HAaYeHWeM pacxofa no Tabnuue A.3.

OTKpbIBaIOT LWAPOBOIA KNanaH, NpU 3ToM NyTU BbigbixaeMoi cMecu npoMbiBatoT 100%-HbIM KMCIOPOZ oM.

OcyLecTBNAIOT BEHTUNALMIO MeLLIKa, NPUKpbIBasi U OTKpbIBas nansLeM otBepcTue anametpom 10 MM. MNoaaepxu-
BaloT AbIXaTeNbHbIA 06beM NOCTOAHHBIM C NOMOLLLIO U3MepUTENS AblxaTenbHOro obbema (pecnupomeTpa) 1 MaHoOMeTpa.
Yucno yuknos BeHTUNALUKU NpuBeaeHo B Tabnuue A.3.

3akpbiBaloT WapOoBOi KnanaH v OTKPLIBAKOT KpaH aHanusaTtopa. YctaHaenuBatoT noTok 100%-Horo kucnopoga npu-
6nuauTencHo 5 N/MUH. 3anucbiBalOT NOKasaHMe KOHLIEHTpaLMmM kucnopofa B Meluke (Fpo, MellKa), onpegenseMoe aHa-
nu3aTopoM Kucnopoga. MepekpbiBaloT NOTOK KMCIopoza, Korga MaHoMeTp onsTb nokaxeT 1klMa (= 10 cm Bog. cT.).

OnpeaensioT BHyTPEHHee MepTBOE NPOCTPaAHCTBO YCTAaHOBKU ANSA Kax/A0N ykasaHHON B Tabnuue A.3 kombuHauun
napameTpoB UCNbITaHUNA.

Tenepb oNbITHAA ycTaHOBKa roTosa ANs NPOBEAEHUSA NPOBEPKU annapara.

A.4.10.3 Metoauka

UcnbiTaHna annapaTta NpOBOAAT Mo TOW e METOAMKe, YTO onucaHa Ans UcnbiTaTenbHOro kKoHHekTopa (A.4.10.2).

A.4.10.4 BbluucneHue pesynsratoB

BblMUCNAKT MepTBOE NPOCTPAHCTBO CUCTEMBI VD,system (T. e. ¢ UcnbITaTeNbHLIM KOHHEKTOPOM) NO cnepytoLlein

dopmyne:
VD,system = 79 x Vr, (A.1)
9
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rae VD,system — MepTBO€ NPOCTPaHCTBO CUCTEMBbI,
Fpo2 — KOHUEHTpayum kucnopoaa (B MeLLKe),
V; — BbiXaTenbHeli 06beM.

MpuMeyaHne — YcTaHoBKa AOMKHa ObITb CKOHCTpyMpoBaHa Tak, YTobbl MepTBOE NPOCTPAHCTBO CUCTEMBI

Vp system H€ NPEBbILLANo 20 mn.

Bbi4MCNISIIOT MepTBOE NPOCTPaHCTBO annapara Vp ., MOABEPrHYTOro NpoBepke, No cneaytoLei popmyne:

_ Fpo2—21

VD,app - 79 x VT - VD,system' (A.2)

A.4.11 ObixaTenbHblii o6beM V;

MpucoeanHAIOT annapaT K COOTBETCTBYIOLLE Mofenu nerkux (A.2.2, pucyHku A.4 n A.5), yctaHoBUB XapaKTepucTu-
KW, yka3aHHble B Tabnuue A.1 u A.2. N3mepsitoT o6beM (A.2.4). [InA cxaTus anacTMYHOO MeLKa annapata nonb3ylotes
TONBLKO OAHON PYKOW (MakcumarnbHble 0NyCTUMBbIE pasmepbl NIaloHn B COOTBETCTBUU C pUCYHKOM A.2). MNpoBoasAT aTn
ucnbiTaHns 6e3 ucnonb3oBaHWUs MexaHu3mMa GroKMpOBKM CUCTEMbl OFPaHUYEHMs JaBNEHNS, NPU ero Hanu4uu.

MpumeyvaHue — lNpyn OTCYTCTBUM YTEYEK (B YCIIOBUSX UCMLITAHUIA) NoAaBaeMblil 06beM Vg, 3HAYMM, Kak 1
AbixaTenbHeIn 06beM V7.

A.4.12 OrpaHuuyeHue faBrneHus

Ona annapartos, NpefjHasHaYeHHbIX AN NaUMeHToB ¢ Maccol Tena Ao 10 Kr, 3akpbiBaloT OTBEpCTUE ANA NPUCO-
elUHEHUS NaLuMeHTa 1, NONb3yscb UCTOYHUKOM CXaToro Boszlyxa, NogatoT Bo3ayX 15 N/MUH Yepe3 CUCTEMY OrpaHUHEHUSN
AaBneHns. 3annckiBaloT 3HaYeHWe iaBrneHns B OTBEPCTUU AN NPUCOEAUHEHUA NaLMeHTa.

[na annapaToe, NnpegHa3Ha4YeHHbLIX ANS NaUWeHToB ¢ Maccol Tena Gonee 10 kr u obopyaoBaHHLIX cucTeMamu
orpaHUYeHNUA AaBneHus, 3akpbiBaloT OTBEpCTHE AN NPUCOEAUHEHNUA NaLMeHTa 1, NoMb3ysCb UCTOYHMKOM CXKaToro BO3-
Ayxa, noaaloT Bo3gyx ¢ pacxofoM 60 n/M1H Yepes CUCTeMy OrpaHUYeHus laBneHusl. 3anucbiBaloT 3Ha4YeHNA faBNeHNUs B
0TBEpPCTUN ANA NPUCOEANHEHUA NaLyeHTa.

A.4.13 Ycnosusa akcnnyatauum

A.4.13.1 OBLyme nonoxeHns

B kaxgoW chase ncneiTaHUiA NpoBepAOT paboTocnocoOHOCTL annapara B ycnosusx no A.1 u B o6beme TpeboBaHuii
[NSA Kax[oro BUAa annapartos.

Ecnun nponssoguTenb yKasbiBaeT TeMnepaTypHbIiA Auana3oH yxe 4emM oT MuHyc 18 °C go nntoc 50 °C, 3aasneHHan
Temnepatypa(bl) AormKHa BbiTb yuTeHbI B UcnbiTanusx A. 4.13.2.1 n A. 4.13.2.4.

MpumMmeyaHune — [aHHble UCMbITAHWUSA MOTYT BEIMOMHATE B Ntoboii nocnegoBaTenbHOCTM U Ha pa3HblX obpasyax.
A.4.13.2 MeTtoauka

MpumeyaHue — B KaxaoM U3 NpuBeLeHHbIX UCTBITAHUIA, annapaT AoMmKeH paboTaTe HENPEpLIBHO B Te4EHWe
He MeHee 10 MUH (12 BAOXOB/MUH).

A.4.13.2.1 MNpu noaroToBKe annapata yduTeiBatoT TpeboBaHuA A.4.13.1. [NoMeLlyatoT annapaT B KIMMaTU4eCKyto
kamepy (A.2.10) npu TeMmnepatype B Heit nntoc 50 °C 1 OTHOCUTENLHOW BNaXHOCTU He MeHee 95 % Ha 7 cyT. Mo okoH4Ya-
HUK 3TOro Nepuoa NPUBOAST annapar B JeiAcTBUE U NPOBEPSIOT ero paboTy.

A.4.13.2.2 MomMeLlaloT annapar B KNUMaTUYeCKyto Kamepy npu Temnepatype B Hell MUHyc 40 °C Ha BpeMsi He Me-
Hee 6 u.

Mocne okoH4YaHUsA 3TOro Nepuoga BO3BpaLLAlOT annapaT B YCIOBUA OKpyXarLlen cpefbl ¢ Temnepatypoi ot 20 °C
10 22 °C 1 OTHOCUTENBHOMN BNaXHOCTbIo oT 45 % 80 75 %. BhigepXuBatoT ero npu sTUx yCroBusx He meHee 4 Y. Mo oKoH-
YaHWMU 3TOro Nepuoaa NPUBOAAT annapaT B AENCTBUE N NPOBEPAIOT ero padoTy.

A.4.13.2.3 MNoMeLaroT annapar B KNMMaTUYeckyto Kamepy npu Temnepartype B Hell MUHyc nmbo muHyc 18 °C unu
BblLLE TemnepaTyphbl, ykasaHHoW npoussogutenem (cm. A. 4.13.1) Ha Bpems He MeHee 4 4. [1o oKoH4YaHuK 3Toro nepuoga
NpWBOAST annapaT B AEACTBUE N NPOBEPSIOT ero paboTy.
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MpumeyaHns
1 HomuHasibHasa KOHycHOCTb 1:28 Ha anameTtp.
2 HomuHasnbHoe 3auenneHve 9,5 mw.

PucyHok A. 1 — Kannbp-npo6ka n kannbp-BTysika pasmepom 32 MM
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a) VicnbiTatenbHblli KOHHEKTOP
ANs onpepeneHnss MepTBOro NPOCTpaHCTBa CUCTEMbl VDsystem

1— aHanusatop kucnopoaa; 2 — coefuHuTensHoe rHesgo 22 F; 3 — kpaH; 4 — ucnbiTyemblii annapat VDapp, 5 — wapoBoi knanaH;

6 — usmepuTenb gbixaTenbHOro 06bemMa; 7 — MaHomeTp; 8 — pacxogomep; 9 — cTeknsitHHas 6yTbilb eMKOoCTblo oT 25 go 30 n; 10 —

MELIOK 13 flaTeKkca BMECTUMOCTbI0 npumepHo 10 n (Pexp an< 2 kMa); 11— soaa ANs perynmpoBaHus pactsxumocTu; 12— perynupyemsiii
uronbyaTelii knanaH; 13— 04HOCTOPOHHMIA knanaH

PucyHok A.3 — licnbiTaTenbHasa yctaHOBKa AN U3MEPEHUs NOJIHOrTO MepTBOro MpPoCcTpaHcTBa annapara

13
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1— annapat; 2— oTBOf4 AN U3MepeHus gaBnerus; 3— pacxogomep; 4 — xecTkuili Tpy6onpoBos; 5 — MMUTATOP CONPOTUBIEHUS
(oT R5 go R400) ; 6 — TepmomMeTp; 7 — megHasi npoBosioka; 8 — mmutatop pactsxumocTtu (o1 C1 go C50)

PucyHok A.4 — Tunoas cucteMa NacCUBHO MOAENN NTETKUX

14
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1 — reHepaTop CaMOCTOSITE/NIbHOMO [AblXaHWUsl; 2 — OTCYET [bIXaTe/IbHOro 06bemMa; 3 — MpPYXUHA YCTAHOBKU PacTsHXKMMOCTU; 4 — Mex
WM pacTsXXMMbI 3N1eMEHT; 5 — kambpoBaHHOE COMPOTUB/EHME; 6 — annapat, NofBepraemMblii NPoBepke; 7 — OTBOA 4151 N3MepeHus
JaBneHns (gasneHve B AplxaTeflbHbIX MyTaX p”; 8 — OTBOA 4151 M3MepPeHus AaBfieHns (a/IbBEOISPHOE AaBrieHne p2)

PucyHok A.5 — lMpumep akTUBHOW MoAenu Nerkmx

Ta6nuya Al — Tpebyemble pacTsHKUMOCTU

Pactaxunmocts C

mn/kMa 3KBUBAJIEHT B M/1/CM BOA,OT.
C 504) 0,5 50
C 20 0,2 20
C 10 0,1 10
c1 0,01 1

a) B MeToanKe UCMNbITaHWU HE NPUMEHSIETCS.

Tab6nuya A.2 — Tpebyemble cONpPOTUBAEHUSA

Conpotuenetne R [lnanasoH pacxoaa Bo3gyxasd),

kMa (n/c) SKBUBASIEHT B CM BOA,.CT. (/1/C) nic
R 5 0,5 5 0—2
R20 2 20 0,5—1
R 50b) 5 50 0,25—0,5
R 400 40 400 0,05—0,075

ALoNyCTUMbIE OTK/TOHEHWS! 3HAYEHWI1 Anana3oHOB pPacxXxoAoB COCTaBNA0T 20 % 4151 IMHENHbIX CONPOTUBNEHNIA.
b) B MeToayKe UCnbITaHWi He NPUMEHSIETCS.

15
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Tabnunya A3 — TecToBble NapaMeTphl AN ONPeAEneHns MepTBOro NPOCTpaHCTBa annapara

. TecToBbI NOTOK
[bixaTenbHbln
oGwem. V Pactaxunmocts C ConpoTueneHue Bblaoxa, Rexp OnA BHYTPEHHero
T MepTBOro NpPocTpaHcTBa McnbiTaTenbHbIN
LMK
3KBWBArneHT B 3KBMBAreHT B
Mn mr/klMa kMa (n/c) n/MUH
MI/cMm BoA.CT. CM BOJ. CT. (n/c)
600 0,2 20 0,5 5 30 >15
100 0,1 10 2 20 5 > 50

16
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lMpunoxeHune B
(cnpaBouHoe)

Ob6ocHoBaHUA

B.4.2 KoHHeKTOpbl OTBepcTUA Bbigoxa

B oThenbHbIX cnyvasx oTBepcTUeE BblAoXa MOXET ObiThb BLINYCKHLIM OTBEPCTUEM, KOTOPOE UCMONL3YIOT ANA NPUCO-
€AVHEeHNsI CUCTeMbl BblBefeHUS BblAbIXaeMblX WW W3MULLIHWUX aHECTEe3UpPYoLWKUX ra3oB. BaxHo, UTOObI KOHUYMECKUE KOH-
HeKTOpbl AbIXaTernbHOro KOHTypa He NOAXOAUIMU K 3TOMY OTBepCTUIO. BaxHo Takke, UTobbl BbINYyCKHOE OTBEPCTUE UMENOo
KOHCTPYKLMIO, OTIIMYHYO OT KOHCTPYKLMKU OTBEPCTUA BAOXA, BO M3bexaHne ownbok npyu Nonb3oBaHWK annapaTom.

B.4.4 KoHHeKkTOpbI KnanaHa HanofHeHNs MeLlKa

Paamep aToro KoHHekTOopa BbIGpaH TakuM, YTOObl NpefoTBPaTUTL CRy4YaiHyo YCTaHOBKY KnanaHoB «no Tpebosa-
HUIOY» C YNpaBneHUeM BpyUHY!o.

B.5.2 Pasbopka u noBTopHas coopka

HenpaBuneHas cbopka annapara, MPYBOASLLASA K €70 YaCTUYHO UNK NOSIHOCTLIO HenpaBuUnbHoN paboTe, NpeacTas-
NAET Cepbe3Hyo ONacHOCTL U MOXET NPUBECTU K HEa[ eKBaTHON BEHTUNALWUKN NErkux naumeHTa.

B.5.3 ®yHKUMOHMpOBaHMe KNanaHa nauueHTa nocre ero 3arpA3HeHnus pBoTON

BaxHo, 4To6bl annapaT MOXHO 6bIno BEICTPO U 3P HEKTUBHO OHYUCTUTL OT PBOTHI, 4TOOLI CBECTM K MUHUMYMY Nnepe-
pbiB B ero pabote.

B.5.4.1 UcnbiTaHne nageHuem

BaxHo, 4To6bl annapaT MoOr BbIHECTU CUIIbHOE COTPSICEHUE, BbI3BaHHOE NafieHUEM C CaHUTapHOW MalUUHLI, Gonb-
HUYHOW KOWKM U T. .

B.5.5 MorpyxeHue B Boay

Annaparbl 4acTo MPUMEHSIIOT B YCINOBUSX, KOr4a OHW MOryT GbiTb HEyMbILLITEHHO YpOHEeHbl B Bogy. Ecnu annapar
ObICTPO BbIHYTb U3 BOAbI, TO OH AOMKEeH PYHKLUOHUPOBATb.

B.5.6 KnanaHbl nononHeHus AbixatenbHOro MeLlKa

YpesBblvaiiHo BaxHO, 4TOOLI KnanaHe! «no TpeboBaHUo» C py4HbIM yNpaBneHnem He Obinu Cny4aiHo 3aMeHeHbI
KrnanaHaMmu nononHeHus Mellka. KnanaHel «no TpeGoBaHnto» cnocobHbI BbigepXuUBaTh Gonblune pacxoabl raza, Kotopble
MOTYT Bbl3BaTb 3aCTpeBaHWe krnanaHoB nauueHTa.

B.6.1 JononHuTenbHbI KNCNOPOA M KOHLEHTpaLusi KUCNopoAa B NoAaBaeMoM rase

XoTst o6beMHast KOHUEHTpaLUms kucnopoga 35 % JocTaTodHa, B HEKOTOPLIX CAyYasx NpyU OXUBIEHUU NaUUEHTOB
npeanoytutensHa 85%-Has unv Gonee Beicokas 06beMHasi KOHLEHTpauua Kucnopoaa. XKenatensHo, YToGbl Takas KOH-
LeHTpauma JocTuranach 3a cHeT rnojadu AonofHUTENBHOro Kucropoga ¢ pacxogom 15 n/MUH unu MeHee, NOCKOMbKY
yKasaTb 3HaueHUue pacxofa, npesbillatolee 15 n/MuH, o3Havano 6bl NPeBLICUTL HOPMaNbHYIO KaNUBPOBKY cCTaHAAPTHLIX
“cnomnb3yemblX B eYeBHbIX YUPEeXAEHNUSX pacxofoMepoB Asi B3POCHbIX U MOMNO 6bl NPUBECTU K HETOMHOMY KOHTPOSIO 3a
MOTOKOM KUCNOpoAa U K 3aefjaHunio KrnanaHa naymeHTa B NONoXeHUN B OXa

B.6.2 ConporuBneHue BbIAOXY

[ns Toro 4Tobbl 06nerdynTb BBISOX, XenaTenbHo, YTo6bl CONPOTUBIIEHWE BbIAbIXaeMOMY NOTOKY 6bIN0 MUHUMaNb-
HbIM, €Cn TOMbKO OTCYTCTBYIOT cneLnanbHble MequLMHCKUE NoKasaHUs K CO34aHNUI0 NOBLILLEHHOTO CONPOTUBNEHNUS.

B.6.3 ConporuBneHue BOoxy

XKenatenbHo, 4ToBbl KOHCTPYKLUSA annapaTa no3Bonsna nayueHTy AblwaTk CAMOCTOATENbHO 6e3 Ype3mMepHOro co-
NPOTUBMEHUS, KOrga annapaT He NPUBOLAUTCS B JeACTBME ONepaTopoM.

B.6.4 HeucnpaBHoOCTb KnanaHa nauueHTa

Henonaakv knanaHa unv 3aefaHue B NonoxeHWn Bgoxa npu bonbLIom pacxoge A0NONHATENBHOMO KUCHopoaa Mo-
ryT NPUBECTN K MOMOMKe annapaTa W Bo3eicTBuio Ha naumeHTa n3bblTouHoro gasneHna. Annapatsl 06bIYHO NPUMEHSIIOT
npu pacxofax kucrnopoga 15 n/MuH, HO pacxofoMepbl 3a4acTylo MOMyT NpPoNycKaTb U pacxogsl, Npesbiwatowme 30 N/MUH.
BaxHo criegoBaTb yKasaHWAM U3roTOBUTENS W MPUMEHSAThb TONMBKO Te NMPUCNOCOBNEHNs, KOTopble peKOMeHAoBaHb! Ans
MCnonb3oBaHUs ¢ AaHHbIM annapaTomM.

B.6.5 YTeuka yepes knanaH nauMeHTa — npsiMas yTeuka

Ecnn KoHCTpyKUWeh YMBILLMEHHO NpefycMoTpeHa npsiMas yTedka, To 3TO AOMKHO GbiTb co06LEHO B Takoii (hopme,
YTo6bl Nonb3oBaTernb He CryTan 3Ty YTe4Ky ¢ HenpaBusbHOW paboToii knanaHa.

B.6.6 MepTBO€ NpOCTpPaHCTBO annapara U NOBTOpPHOe BAbIXaHue

BaxHO MMHMMUWU3NMpPOBaTL MEPTBOE NPOCTPaHCTBO annapara ANs Toro, 4Tobbl CBECTU K MUHUMYMY NOBTOPHOE BJbI-
XaHWe Bbl[JOXHYThLIX ra30B.

B.6.7 lNMokasaTtenu BeHTUNALMUYU

BaxxHo MMHUMKU3NpPOBaTL MEPTBOE NPOCTPAHCTBO annapara ANns Toro, YTobbl CBECTU K MUHUMYMY NOBTOPHOE BAbI-
XaHWe BblJOXHYThbIX [a3oB.

B.6.7.1 MuHMManbHbIii nogaBaemblii o6beM Vi,

Mpn BEHTUNALMKU B3POCHbIX NALMEHTOB XapakTepHOe 3HaYeHNe AbixaTenbHoro 06bema cocTaBnseT NpubnuanTens-
HO 600 mn. PacTshKuMocTW 1 COnpOTUBREHMA, NepeqncrieHHble B Tabnuye 1, — TUNUYHbIE BO3MOXHBLIE PacTKUMOCTU U
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COMpPOTUBIEHNA, onpefeneHHsle Y B3poCnbiX U feTeil, HyXAaroLnXxcs B OXXUBNeHUN. TpebyeMoe aHa4eHne biXxaTensHoro
obbema, paBHoe 15 MI/KT, BbilLe HOpMasibHOTO U 0BLIMHO UCMOMb3YeTCst BO BPEMS OXMBIEHUSA, KOrfa Yepes Macky ume-
eTcA yTedka. 3Ha4YeHWsa YacToThl BEHTUNALMN ABNAKTCA XapaKkTepPHLIMU 3HAYEHWAMU, UCMONBIYEMBIMU AMA OXUBIIEHUA
AeTeii 1 B3pochbiX.

lMpaKkTuka nokasbiBaeT, YTO U3-3a yTeueK Npu peaHuMaLim HOBOPOXAEHHbIX U3 gocTaBnseMbix 20—30 Mn, Ablxa-
TenbHbI 06beM cocTaensieT He 6onee 20 mn.

B.6.7.2 OrpaHuyeHue faBneHus

OnbIT peaHUMaLmMK AeTel NO3BONSET CHUATATb, YTO MaKcUMarnbHoe faBneHne Baoxa, pasHoe 4,5 kMa (= 45 cMm Boa. CT.),
He NpuBeAET K NOBPEXAEHUIO Nerkux u obecnevnt agekBarHele AbixatenbHble 06bembl AnA GonNbLMHCTBA NaLUeHToB,
BecALmx MeHee 10 Kr.

CucTeMbl orpaHUYeHUs JaBleHUst He HOPMUPOBaHbI A1 annaparToB C Py4HbIM NPUBOAOM ANA NaUWeHTOB, Becs-
wmx 6onee 10 kr. OaHaKo CylecTBEHHO, YTOOLI Takue annaparthl yA0BneTsopanu TpebosaHUAM bixaTenbHOro o6vema,
yKasaHHbIM B HacTosiLeM cTaHfapTe (Tabnuua 1), 6e3 ncnonbaoBaHUs Kakoro-6bl TO HU GbINO MexaHuama 6rnoKUpoBKU.
Ecnu paBneHune B AbixaTenbHbIX NYTSAX OrpaHUYEHO 3Ha4YeHMeEM, He npesblluaowuM 6 klMa (= 60 cMm Bog. CT.), TO MeXaHU3M
6nokupoBkM HeobxoauM ANs Toro, YTOObLI OCYLECTBNATL BEHTUNALMUIO TEX NALMEHTOB, KOTOopble obnagatoT HU3Koi pac-
TAKUMOCTbIO NErkux W/unm BbICOKUM CONPOTUBIIEHNEM AblXaTenbHbIX NyTEeN.

Annapar ¢ cucTeMOIA OrpaHUYeHUs AaBNEHUS, KOTOpas orpaHUYMBacET AaBneHne B AblXaTeNbHbIX NYTSX MeHee YeM
3 kMa (= 30 cM BoA. CT.) MOXeT BbITb HE CNOCOGHOI NpefoCTaBUTL afeKkBaTHbI 06beM ANA NaLMEHTOB C Maccoi Tena
MeHee 10 Kr B criydae HU3KON pacTAXXUMOCTMN NErkUX WM BLICOKUM COMPOTUBNEHUEM AbIXaTeNbHLIX NyTEN.

B.7.2 YcnoBusa akcnnyarauumn

Annapar MOXeT nofBepraTbCa BO3AEUCTBUIO NPEENbHLIX 3HAYEHNA TeMnepaTyp, YKasaHHLIX B 7.2, MOCKONbLKY Ta-
Kne TemnepaTypbl YaCcTo BCTPE4alOTCA B MUPE B TEX YCIIOBUSAX OKpYXatoLLeid cpefbl, B KOTOPbIX MPUMEHSIIOT 3TU annaparbl.
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MpunoxeHue A
(cnpaBouHoe)

CBeZieHUAl 0 COOTBETCTBMU CChINIOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB
HauMoHanbHbLIM cTaHgapTam Poccuitickoin Peaepaumm

Tabnuya JAA1

OGo3HaueHNE CCbINOYHOTO MeXAYHaPOAHOro CTeneHb OGo3HaueH1e U HaMMeHOBaHWe COOTBETCTBYIOLLETO
cTaHAapTa COOTBETCTBUSA HaLMoHaneHoro cTaHAapTa
EN 148-1:1999 — *
EN 556: 1994+A1:1998 — *
EN 737-1:1998 — *
EN 868-1:1997 — *
EN 1041:1998 — *
EN 1281-1:1997 — *
NCO 4135:1996 — *

*COOTBETCTBYHOLLMIA HALMOHaNEHEIN CTaHAapT OTCYTCTBYET. [o ero yTBEpXAEHWA PEKOMEHAYETCA UCNONL30BaTbL
NepeBoy, Ha PYCCKUIA A3bIK AaHHOTO MeXAYHapogHoro cTaHaapTa. MNepeBoa AaHHOMO MeXAYHapOAHOro cTaHaapTa Ha-
xopuTes B PegepanbHoM MHPOPMaLMOHHOM (POHAE TEXHUYECKUX PErnaMeHTOB U CTaHAapToB
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Bubnuorpacdusa

[1] EN 980 Graphical symbols for use in the labelling of medical devices

YOK 615.47:006.354 OKC 11.040.10 OKIM 94 4460

Kniouesble crnosa: annapar UCKYCCTBEHHOW BEHTUNALMK nerkux, 6e3onacHoCTb, MeauLMHCKOE nsgenue, one-
paTop, TEXHUYECKME XapaKTEPUCTMUKN
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