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Mpepucnosune

1 NOATOTOBJIEH O6wWecTBOM C OrpaHNYEeHHON OTBETCTBEHHOCTbIO «MeaTexctaHgapT» (OO0 «Mepg-
TexcTaHf4apT») Ha OCHOBe COOCTBEHHOr0 ayTEHTMYHOro nepeBoja Ha PYCCKUIA A3bIK MeXAYHapOAHOro CTaH-
[apTa. ykazaHHOro B nyHkte 4

2 BHECEH TexHu4yeckum KOMUTETOM No cTaHgapTtmsauun TK 011 «MeguumnHckne npnbopsl, annapatbl
n obopyaosaHue»

3 YTBEPXJEH VI BBEJEH B JENCTBUE lMpukasom defepannHOro areHTcTsa No TeXHUYeckomy pe-
rynmpoBaHuio u metponoruu ot 29 nona 2015 r. No 1020-ct

4 HacTosAwMmii cTaHgapT NAEHTUYEH MexayHapoaHoMy cTaHaapTy MCO 10651-4:2002 «AnnapaTbl Uc-
KYCCTBEHHOU BEHTUNALUN NErkux meanumnHckme. YacTb 4. YacTHble Tpeb6oBaHns 6e30MacHOCTM C y4eTOM OC-
HOBHbIX (DYHKLLMOHANbHbIX XapakTepPUCTUK K annapartaM WCKYCCTBEHHOW BEHTUAALUN NErKUX ANA OXKUBNEHUSA
C py4YHbiM npuBogom» (ISO 10651-4:2002 «Lung ventilators — Part: 4: Particular requirements for operator-
powered resuscitators»).

Mpu NpUMEHeHNN HaCcTOoALWEro cTaHaapTa peKOMeHAYeTCsA NCNONb30BaTb BMECTO CCbI/TIOUYHbIX MEeXAyHa-
POAHbIX CTaHAApPTOB COOTBETCTBYIOLIME UM HaLuMOHaNbHble cTaHAapThl Poccuiickoii ®egepaunn u gelicTey-
lolWKne B 3TOM Ka4yecTBe MeXrocyapCTBEeHHble cTaHAapThl, CBEAEHNS O KOTOPbIX NpUBEAEHbl B AONONHUTENb-
HOM npunoxexnun A

5 BBEJEH BIEPBbIE

MpaBuna npuMeHeHUs HacTosAw,ero ctaHgapTa yctaHoBneHol B FOCT P 1.0—2012 (pa3gen 8).
WHopmauus 06 nslneHeHnsax Kk HacTosAweMy ctaHgapTy ny6nnkyeTca B eXerogHom (Mo COCTOSAHMIO Ha
1AHBaps Tekyl,ero roga) MHOOPMaLMOHHOM yKka3aTene «HaunoHanbHble CTaHAapThl». @ opuuranbHbIii
TEKCT MW3MEHEHWA W nomnpaBok — 6 EeXeMeCA4YHOM WHJOopMaLMOHHOM YkasaTene «HauuoHabHble
cTaHfapTbli».BcnyyaenepecmoTpa (3aMmeHbl) WIMOTMEHbI HACTOALLEro cCTaHAapTa COOTBETCTBYO L ee
yBefiomneHne 6y et ony6amkoBaHo B 6vxaiiemM Bbinycke MHhOPMaLMOHHOro ykasatensa «HaunoHanbHble
cTaHfapTbi». CooTBeTCTBYW LW aa WHpopmMauus, ysefoMIeHne U TeKCTbl pasmelialnTca Takxe B
NHOpMaLMOHHON cucTeMe 06LLero nosb3oBaHNa — Ha oduumanbHOM calite defepanbHOro areHTcTBa
no TEXHUYECKOMY PeryMpoBaHuio U MeTponornn B cetn NHTepHeT (Www.gost.ru)

© CraHpgapTuHopm. 2016

HacTosAwmi cTaHAapT He MOXeT GbITb MOJIHOCTBIO UM YACTUYHO BOCMPOU3BEAEH, TPAXMNPOBaH W pac-
npocTpaHeH B KauecTBe ohuLManbLHONO n3ganus 6e3 paspelleHns deaepanbHOro areHTCTBa no TEXHNYECKo-
My PeryimpoBaHuio n METPOOrMn
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BeepeHne

HacTtoswwii ctaHgapT 6bin noarotoBneH TexHuueckum kommutetom CEN/TK 215 «O6opygoBaHune ans
aHecTe3nn U UCKYCCTBEHHOIO [blXaHUA», cekpeTapuar KOTOporo HaxoguTcs B CO6CTBEHHOCTU BSI. B coTpya-
HuyecTBe ¢ TexHuyeckum komutetom NCO/TK 121 «O6opyAoBaHue AN aHECTE3UN N UCKYCCTBEHHOTO AblXa-
HUA».

HacToswemy cTaHfaapTy A0/DKeH 6biTb MPUCBOEH CTaTyC HauWoOHaNbHOro ctaHgapTa, 1Mbo nybnuka-
unei MaeHTUYHOTo TekcTa unn ofo6peHnem, He nosgHee ceHTA6pa 2002 roga, v AO/HKHbI GbiTb OTO3BaHbI
npoTuBopevalime HaunoHanbHble CTaHAapTbl He no3gHee ceHTa6ps 2002 roga.

HacTtosawwui ctaHfapT 6611 NOATOTOB/IEH B COOTBETCTBUM C NOpy4YeHnem, npegocTtasneHHsim CEN EBpo-
nelickoli komuccuein n EBponenckoi accoumaumneii cBo604HON TOProBaAN, a TakKe OH noaaepXuBaeT OCHOB-
Hble TpeboBaHnsa EC gupekTuBbI(-B).

MpunoxeHne A SBNSETCA HOPMATMBHLIM, a TakXe 4YacTbl eBponeiickoro ctaHjapTa.

MpunoxeHue B n QA ABnseTcA cnpaBOYHbIM W NpefHasHavyeHo AN npegocTaBfieHns HeobxoamMmol
nHopmaymu.

CornacHo BHYTpeHHUM pernameHtam CEN/CENELEC. HaunoHanbHbIM CTaHfapTam opraHusaunii, ga-
Nnee nepeyucneHsl cnefywolyne cTpaHbl, Ha KOTOpPble pacrnpocTpaHAeTCss HacTOALWMA cTaHgapT: ABCTpus,
Benbrusa. Yewckas Pecnybnuka. JaHusa. ®uHnaHansa. dpaduusa, Fepmanus. Mpeuymnsa. UcnanHgnsa, VipnaHaus,
WTanusa. Miokcem6ypr, ManbTa, Hugepnavasl. Hopserusi. Moptyranusa. Wcnaxus, Weeyus, Weeiuapusa n Co-
efnHeHHoe KoposieBCTBO.



MOCT P NCO 10651-4—2015

HALWOHANBbHBN CTAHAOAPT POCCUNCKOMN OELEPALMUMN

AMMNAPATblI MCKYCCTBEHHOW BEHTUAALUMK NEFKNX MEONLMNHCKUE
YacTtb 4

YacTHble Tpeb6oBaHNs 6e30NaCHOCTU C y4€TOM OCHOBHbIX (DYHKLMOHANbHbIX XapakTepucTuk
K annapatam VICKyCCTBeHHOVI BEHTUNAUUN NETKNX ANA OXUB/TIEHUA C PyYHbIM NpUBOAOM

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

Nata BeegeHns — 2016—07—01

1 O6nacTb NpMMeHeHUS

HacTosiwunii ctaHgapT ycTaHaBnmBaeT Tpe6oBaHUs K annapartam WCKYCCTBEHHOW BEHTUASLUM NEerkux
LN OXKMUBMIEHUS C PYUYHLIM NPUBOAOM, NpeAHa3HaUYeHHbIM /11 UCMO/b30BaHUS BO BCEX BO3PACTHbLIX rpymnnax
U ABASIOWMNXCA YHUBEPCANbHLIMW U MpefHA3HAYEHHbIMU A/ 06ecneyeHnss BEHTUASALUN NErkux NnL C He-
CcTabubHLIM AblxaHueM. AnnapaT UCKYCCTBEHHON BEHTUNALWU NETKUX 415 OXWUB/IEHUS C PYYHbIM NPUBOLOM
HasHavyalT MnageHuam v 4eTsM B 3aBUCMMOCTM OT MaccChl Tena U npubaM3nTenLHOro BospacTa.

HacTosiwmii cTaHgapT He pacnpocTpPaHsAeTCs Ha 3/1EeKTPUUecKn NUTaemblie annapatsl U annapaTbl uc-
KYCCTBEHHON BEHTUASILUU NETKUX AN OKNUBMIEHUS.

MpumeuvaHune — B npunoxexnn B cogepxarcs 060CHOBaHUA 3aAB/1EHHBIX TPe6OBaHUIA HACTOALLEro CTaH4ap-
Ta. MyHKTbI U NOANYHKTbI, B KOTOPLIX NPpUBEAEHO 060CHOBaHNE COOTBETCTBYIOLMX 3aAB/IEHHbLIX TPEOOBaHNN, OTMEYEHbI
«R)» nocse Homepa.

2 HopmaTuBHbIe CCbI/IKK

B HacToslweM cTaHAapTe MCNO/b30BaHbl HOPMATUBHbLIE CChIJIKM Ha creAyloline cTaHfapTbl, KOTopble
HEO6X0AMMO y4YnTbiBaTb NPU UCMOb30BAHMM HACTOALLEro ctaHfjapta. B cnyyae cCbiNOK Ha AOKYMEHTbI, Y
KOTOpPbIX yKa3zaHa gaTta yTBepXAeHus, Heo6X04MMO NoNb30BaTbCA TOMbKO YKa3aHHOW pepakuueii. B cnyuae,
Korga gaTta yTBepXAeHua He npuBefeHa, cfedyeT MOMb30BaTbCA NocnefHell pefakumnei CCbIOYHbIX [OKY-
MEHTOB. BK/OYasa nobble NonpaBkn 1 U3SMEHEHUSA K HUM:

EN 148-1 CpepctBa MHAMBUAYaNbHO 3aWWTbl OPraHoB AbliXxaHua. Pe3b6bl ANS NUUEBLIX 4acTeld.
Yactb 1. CtaHfapTHOe pe3bboBoe coeguHeHne (EN 148-1. Respiratory protective devices — Threads for
facepieces — Part 1: Standard thread connection)

EN 556:1994+A1:1998 CTtepunusaums MeguuUHCKUX yCTpolicTB — PekomeHgauun ana mMeaununHcKux
YCTPOICTB, KOTOpbIE AO/MKHbI UMeTb MapkupoBky «CTEPU/IbHO» (EN 556: 1994+A1:1998, Sterilization of
medical devices — Requirements for terminally-sterilized medical devices to be labelled «STERILE»)

EN 737-1 Cuctembl Tpy60NpoBOAOB 415 ra3os, MCNOMb3yeMbIX B MeanumHe. Yactb 1. TepMuHans! gnas
cXaTblX MeAununHCKnX ra3os un sakyyma (EN 737-1. Medical gas pipeline systems — Part 1: Terminal units for
compressed medical gases and vacuum)

EN 868-1 MaTtepuanbl u cucteMbl 415 YNaKOBKM MeAULUHCKAX NPM6GOpoB, NnpefHa3HauYeHHbIX 418 cTe-
punnsaymmn. YacTb 1. Ob6wme TpeboBaHna n metogbl ncneiTaHnii {EN 868-1. Packaging materials and systems
for medical devices which are to be sterilized — Part 1. General requirements and test methods)

EN 1041 WHdopmayusi, noctaBnsemMas n3rotoputenem ana meguunHckux npnoopos (EN 1041. Infor-
mation supplied by the manufacturer with medical devices)

EN 1281-1 AnnapaTbl HapKo3Hble U fbixaTesibHble. KoHUYeckne coeguHuTesnibHble 3neMeHTbl. YacTb 1.
KoHycbl 1 mychTel (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)

MCO 4135:1996 AHecTte3monorusa. Cnosapb (ISO 4135:1996. Anaesthesiology— Vocabulary)

M3paHue ouunanbHoe
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3 TepMuHbI 1 onpepeneHus

B HacToswem cTaHgapTe NPpMMeHeHbl TEPMWHbI C COOTBETCTBYHOLW MMM OonpeaeneHnsamu, npuBeaeHHbl-
My B CO 4135, a Takxe Huxecnegyrwoume.

MpumeyaHne — HekoTopble onpeaenenns 6binn B3siTbl U3 VICO 4135 1 BK/OYEHbI B HACTOALWMIA cTaHAapT
Ansa ypo6eTsa: Apyrue onpegeneHusi, kotopble npuBefeHsl B ICO 4135, ans annapatoB B LEe/IoM 6biIn HE3HAYUTENBHO
N3MeHeHb! ANA Lenei HacToALWEero cTaHAapTa, Tak Kak OHM NPUMEHSATCA CneunanbHO 415 peaHnMaLMOHHbIX annapaTos
WCKYCCTBEHHOI BEHTUNALMMW NTETKUX A5 OXKVB/IEHUS.

3.1 obpaTHasa yTeuka (reverse leakage): O6beM BblgblxaeMoro rasa, KotTopblii He NPOXOAUT Yepes oT-
BepcTue BblA0Xa, a BO3BpallaeTca B annapar.

3.2 BNyckHoW knanaH Mewka (bag inlet valve): KnanaH, npusoauMblii B feiicTBMe paspexeHnem B
CXMMaemoli eMKOCTW annapaTta C Le/fblo ee HanoJIHEHWS ra3oM, HaxoAsWMMCA NoA AaBNeHNeM OKpyxatLwei
cpeapbl.

3.3 knanaH HanonHeHus mewka (bag refill valve). CamogencTBytowmnii knanaH, NpUBoOAUMbIN B Aeii-
CTBUE paspexeHneM B CXUMaeMOoi eMKoCTW annapaTta C Lefiblo ee 3ano/iIHeHNA OT UCTOYHMKA CXAaToro rasa.

3.4 ckxumaemasa emkocTb (compressible unit): Ta yacTb annapaTta ¢ py4YHbIM NPUBOAOM, KOTopas, 6yay-
4yn cKaToil onepaTopoMm, nNojaeT NOpUUi0 ra3a onpegenieHHoro obbema, Hanpumep MeLwwoK NN Mex.

3.5 nogaBaemasi KoHUueHTpauusa kucnopoga (delivered oxygen concentration): CpeaHaa KOHUeHTpa-
uua Kkucnopoga B rase, nogasaemMom 13 annapara.

3.6 nogaBaemsblii 06bEM (delivered volume, Vael): O6bem rasa, nogaBaemoro oT annaparta BO
Bpemsa drasbl BAOXA K OTBEPCTUIO AN NPUCOEANHEHNA NauneHTa.

3.7 npamasn yteuka (forward leakage): O6bem rasa, nogaHHbllii annapaTom Bo BpeMsa (asbl BAOXA, KO-
TOpbI/ HE NPOXOAUT Yepes OTBEPCTUE A1 NPUCOEANHEHNSA NaUUeHTa, a BbIXOAUT B aTMocdepy.

3.8 MUHYTHbIA 06b0M O (minute volume. V): O6beM rasa, BblpaXeHHblli B 1MTpax B MUHYTY, nocTyna-
IOWNA B nerkme nauneHTa (Mogenb NErkux) U BbIXOAALLMNA U3 HUX.

3.9 annapaT UCKYCCTBEHHON BEHTUAALUN NEerknx ANS OXUBMNEHWA C PyYHbIM npuBogom (opera-
tor-powered resuscitator): YCTpolicTBO, B KOTOPOM BEHTUNALMUSA NIETKUX OCYLLECTBNAETCA ONepaTopoM nyTem
cXaTusl CXXMMaeMoi eMKOCTH 3TOro ycTpoiicTea.

MpumeyvaHune — Takke Ha3blBaeMbIli «annapat®.

3.10 oTBepcTMe AnA npucoefunHeHnsa nayueHTta (patient connection port): OTBepcTue, yepes KOTO-
poe ras nocTynaeT k/OT naumneHTa.

3.11 coeanMHuTenbHOe oTBepcTUe AN NPUCOEfUHEHUA NnauMeHTa (patient connection port connec-
tor): OTBepcTMe Ha k/anaHe nauueHTa, K KOTOPOMY HENOCPEeACTBEHHO NPUCOeUHAETCA NULeBas macka wiu
COOTBETCTBYlOWan 0TBETHas AeTasb BO3yxoBoja.

3.12 knanaH nauueHTa (patient valve): KnanaH B AbixaTe/slbHOM KOHType, KOTOpPbIA BO Bpems ¢hasbl
BflOXa HanpasnseT ras B fierkue, a BO BpeMs pasbl Bblgoxa — B aTMocdepy.

3.13 cucTtema orpaHuueHuns gasneHusa (pressure limiting system): MexaHW3sm orpaHu4yeHus makcu-
MaslbHOro AaBfeHns nojauu.

3.14 mepTBOE NpocTpaHcTBOo annapata VOapp (resuscitator deadspace. VDapp): O6bem paHee BblA0-
XHYTOrO rasa, KoTopblii nogaeTca U3 annaparta WMCKYCCTBEHHON BEHTUAALUN NETKUX ANA 0XUBEHUA MalueHTy
B nocneaytouieli hase Bgoxa.

3.15 abixatenbHblii 06bem VT (tidal volume, Vr): O6bem rasa, BblpaXeHHbIi B MUAUANTPAX, BXO-
OAWMA B nerkne nauneHta (Mofenb NIerknx) B0 BpeMs asbl BAOXa WM BbIXOAALWMIA OTTyAa BO BpeMs dasbl
BbIfOXa.

3.16 gbixatenbHbli Lukn (ventilatory cycle): Linkn, Bknoyawwmnii asbl BAOXa v BblAoxXa.

4 KOHHeKTOopbI

4.1 OTBepcTWe ANA NPUCOEMHEHMNA NnauneHTa

OTBeEpcTUE ANA NPUCOEAUHEHUA NauMeHTa AO0/HKHO UMEeTb KOaKCUasibHY KOHCTpykuuto 22 MSC u co-
oTBeTtcTBOBaTh EH 1281-1.

2
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4.2 R) KoHHeKTOpbl 0OTBEPCTUA BblgoXa

Ecnu gna otBepcTus Bblgoxa NpefycMOTPEeH KOHYCHbIi KOHHEKTOp, TO OH [JO/IXeH 6biTb OJHUM U3 Cle-
Ay LWwmnx:
a) KOHUYecKuin oxsaTbiBaeMblii KOHHekTop 30 MM B cooTBeTcTBUM ¢ EN 1281-1 nnu

b) cTauMOHapHbI/ NN HEpa3beMHbIN KOHHEKTOP, He cooTBeTcTByOWMA EH 1281-1 n EH 737-1,—
N NpefHa3HayYeHHbI ANs yCTaHOBKM NH060r0 AblXaTe/IbHOTo NPUcnoco6ieHuns.

4.3 KOHHEKTOpbl MLEBOW Macku

Ecnn B cocTtaB annapara BXOAAT /INLEBbIE MaCKW, TO OHW [AO/DKHbI UMETb KOHHeKTOopbl 22 F unn 15 M,
conpsArarwLimecsa ¢ COOTBETCTBYOLWNMN KOHHeKTopamun no EH 1281-1.

4.4 R) KOHHeKTOpbl knanaHa Hano/IHeHNSA MellKa

Ecnv 4ns npucoeAnHeHNs K BXOLHOMY OTBEPCTUIO KnanaHa Hamno/IHEHUS MellKa NpefycMOTPEH KOHMYe-
CKUIi KOHHEKTOP, TO 3TO A0J/IKEH GbITb KOHUYECKUIi KOHHeKTOp 32 F. o6ecneynBalLLnii XOpoLIEe CONpsiXeHne
c kKanuépamu, nokazaHHbIMU Ha pUcyHke A.1l.

4.5 KOHHeKTOpbl BMNYCKHOTO KflanaHa mellka

KOHHeKTOpbl BMYCKHOrO KnanaHa Mellka He JOJ/KHbl CONpsArarbCs C KOHHEKTopaMu, pasmepbl KOTOPbIX
onpegeneHol EH 1281-1. BnyckHoli knanaH Mellka A0/KeH 6bITb CNPOEKTUPOBAH Taknm o6pa3om, 4Tobbl cBe-

CTU K MUHUMYMY PUCK C/y4aiiHOTO COEANHEHUS AblXaTebHbIX NPUCNOCO6IEHNIA, KOTOPbIE MOTYT NEPEKPbITH
Knana.

4.6 KoHHeKTOpbl pe3bboBble ra3oBbiX (PUNbLTPOB

Ecnu annapaT uMeeT KOHHEKTOP pe3b60BOro razoBoro uibTpa, TO OH (KOHHEKTOP) AO/HKEH COOTBEeT-
cTtBoBaTbh EH 148-1.

4.7 KOHHeKTOpbl KACNOPOAHON TPybKM N faTunka faBneHuns

KOHHekTOp  kucnopodHoil  Tpybku, npu  Hanuuuu, [O/KEH COOTBETCTBOBATb TpeboBaHUAM
prEH 13544-2-2000. [laTunk AaBAeHUSA, NPU HANUYNUW, HE AO/DKEH 6biTb COBMECTUMbBIM C MarucTpasnbio ycra-
HOBKW KOHHEKTOpa K1CNOPOAHON TPyOKN.

5 Pab6oune TpeboBaHus

5.1 O6uwue nonoxeHunsa

Tpe6oBaHUA HacTOsALWEro cTaHgapTa K annapaTty A0/DKHbl BbINOMHATHCS, KOTAA €ro NpuMeHsieT 0fHO
nvuo.

5.2 R) Pa36opka n nosTopHasa cbopka

Annapart, npeAHa3Ha4yeHHbI 418 pa3bopku Nosb3oBaTesnieM, Hanpumep A1 YNCTKA, JO0/KEH GbiTb CKOH-
CTPyMpOBaH TaK. UTOGbl MCKNHOUYUTL BO3MOXHOCTb HETOYHOI COOPKM B C/lyvyae CONPSXeHUs BCex aeTaneil.

Mocne NoBTOPHOW c6OpkM annapata NPoU3BOAUTENb [O/IKEH PEKOMEHAOBATb NpoBeAeHMe (PyHKLUO-
HanbHOW nNpoBepku (cMm. 10.2, nepeuyncnerue d).

5.3 R) ®yHKUMOHMpPOBAHME KanaHa nauueHTa nocsie oro 3arpsi3HeHus pBoToi

Mocne ucnbiTaHWii annapaTa Ha cooTBeTCcTBMe TpeboBaHusM A.4.3, OH AO/KEH YAOBNETBOPSATL Tpebo-
BaHUSAM. U3/10XEHHbIM B 6.2. 6.4, 6.7.1 n 6.7.2.

MpumedaHue —XKenartenbHo, YTOBbLI KOHCTPYKLYMS KOpMyca KianaHa no3sosisia onepatopy Habtogats pa6o-
Ty €0 MexaHu3Ma, Hanpumep, Korga Kopnyc npo3padHblii. HabnogeHve 3a paboTaoLwmm MexaH3MoM KianaHa nauueH-
Ta MOXeT NMoMOoYb OrnepaTopy 06HaPYXUTb OTKIOHEHUSA U HapYLLEeHWs B pa6oTe annapara.

5.4 MexaHu4yeckoe Bo3aeicteue

5.4.1 R)WcnbiTaHue nageHuem
Mocne nageHnsa nNpu KOMHATHOW Temnepartype, onucaHHoro B A.4.4. annapart fO/IXeH COOTBETCTBOBATb
TpeboBaHMaM, yka3aHHbiM B 6.2. 6.4 n6.7.1.
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5.5 MorpyxeHne B BOAYy

lMocne norpyxeHnss B BoAy cnoco6om, onucaHHbiM B A.4.5, annapaT 4O/)XKeH COOTBETCTBOBaTb Tpebo-
BaHuAM 6.2, 64. 6.7.1 n 6.7.2.

5.6 R) KnanaHbl NONoONHEHNA AblXaTeNbHOro Melka

KnanaHbl MONoOnHeHUs AblXxaTeNbHOr0 Mellka, NpefjHa3Ha4yeHHble AN annapaTos, MPUBOAUMBIX B Aeii-
CTBME 0MepaTtopoMm, He JO/KHbI UMETb PYYHOTO YrpaB/ieHus.

5.7 Martepunansbl

Bce rasonposogsalne yactu annapara AOJIKHbI 6bITb N3rOTOBNEHbI 13 mMaTtepuanos, BblﬁpaHHbIX C yye-
TOM XUMUYECKUX n (*)I/I3I/I‘-IeCKI/IX CBOIiCTB, 1 yKa3aHbl nponssoguTesiem.

6 TexHU4Yeckne xapakTepucTUKM

6.1 R)LONONHUTENbHbIA KNCNOPOA M KOHLEHTpaLna Kucnopoga B nojaBaeMoM rase

Bo Bpemsa npoBepku, onucaHHoW B A.4.6. B COOTBETCTBUMU C TpeboBaHnAMMN knaccudukaumm (cm. 6.7.1)
annapart fo/hKkeH obecneynBaTb MUHUMA/bHYI0O 06 BEMHYIO KOHLEHTpauuio kucnopoga He meHee 35 %. ecnu
OH MNOAK/MIOYEH K UCTOYHUKY KUcaopoga npon3BoanTeNIbHOCTbIO He 6oee 15 1/MUH. 1 fo/1XeH 6bITb cnocobeH
nojaeaTb CMeCb C 06bEMHOI KOHLeHTpaunei kucnoposa He meHoe 85 % (cM. npumeuaHue). MNMpoussoguTens
[OMKeH ykasaTb nanas3oH KOHLeHTpauuii Npn xapakTepHbIX 3HAYEHUAX pacxoja Kucnopoga, Hanpumep, npu
2.4.6.8 n/MUH N T. 4.

MpumeuaHue — Tpe6oBaHve o6ecneyeHnst 06bEMHOI KOHLEHTPALMMN KUCI0poaa B cMeck 85 % MOXeT 6biTb
BbINOJIHEHO C UCMO/Ib30BAHMEM CMELMASIbHOTO MPUCTIOCOBIEHNS.

6.2 R) ConpoTuBneHune BbIfOXYy

Mpu OTCYTCTBMM YyCTPOWCTBA, 06ECNeyYnBalLLLero nNosoX1TeIbHOE AaB/IEHNE B AblXaTe/lbHbIX NYyTAX B
KOHLe Bblgoxa, U Npu NpoBepke No MeToAnke, onucaHHol B A.4.7. co3pgaBaemoe B OTBEPCTUN ANA NpUcoeimn-
HEHVS NnauneHTa gaBneHne He A0/KHO npeBbiwaTth 0.5 kMa (* 5 cm Bog. cT.) (cM. Takke 10.2, nepeyncneHune

c) 8]
6.3 R) ConpotusneHune sfoxy

Mpu npoBepke No MeToAMKe, onncaHHol B A.4.8. co3flaBaeMoe B OTBEPCTUM A8 NPUCOEAUHEHNSA naLm-
eHTa faB/fieHve He fo/kHO npesbiwaTk 0.5 kMa (* 5 cm Bog. cT.) (cM. Takxke 10.2. nepeyncnexue c) 8)].

6.4 R) HeucnpaBHOCTb KnanaHa nauneHTta

Mpv npoBepke No MeToAMKe, ONMCaHHOM B A.4.9. KnanaH nNaureHTa Ha annapare He JOo/KeH 3acTpeBaTtb
B NOJIOXEHUW BAOXA NPV yBenYeHun pacxoga gob6asneHHoro rasa Ao 30 N/MWH. Korga aToT pacxoj o6ecne-
UMBaETCH B COOTBETCTBUM C IKCM/yaTalMOHHBIMU JOKYMEHTAMU NPOU3BOANTENS.

6.5 R) YTeuka yepes knanaH naumeHta — npsimas yreuka

Ecnu npsmas yTeuka HaMmepeHHO nNpeAycMOTpeHa KOHCTpyKLU el annapaTa, TO 3TO AO/IKHO ObITb yKasa-
HO B 3KCMyaTaLMOHHbIX JOKYMEHTax Npou3BoanTens.

6.6 R) MopTBOe NpoCTpaHCTBO annaparta U NOBTOPHOE BAbIXaHune

Mpu npoBepke No MeToAMKe, onncaHHol B A.4.10. MepTBOe NPOCTPAHCTBO annapara He AO/HKHO NpeBbl-
watb 5 mn +10 % AbixaTenbHOro o6bema, onpegensemoro knaccudukaunein annapara (cm. 6.7.1).
Upe3mepHoe NOBTOPHOE BAbIXaHNE He J0/KHO BO3HUKATb BO BPEMS CMOHTAHHOIO [blXaHUs.

6.7 R) MokasaTenn BeHTUAALNN

6.7.1 R) MuHuManbHbIii nogaBaemblii 06bem Vdtl

McnbiTanus, onucaHHble B A.4.11 yynTbiBalOT pPacTAXMMOCTb, CONPOTUB/IEHUE, YACTOTY M OTHOLWEHNE
NPOLO/IKUTENIbHOCTY BAOXa U BblA0Xa, yKka3aHHble B Tabnuue 1. MUHUMabHble 3HAYEHUsI Takxe NpuBeLeHbl
B Tabnuue 1.

4



FOCT P NCO 10651-4—2015

6.7.2 R) OrpaHvnyeHue gaBneHus

6.7.2.1 B annapatax, npefHa3Ha4YeHHbIX AN NPUMEHEHUS Y NaLMEHTOB C Maccoil Tena meHee 10 kr,
[Oo/MmKHa ObITb NpefycMOTpeHa cuctema orpaHuvyeHvus fasfeHua ANS Toro, 4Tobbl AaBneHue B [blxaTellb-
HbIX MyTAX He npesblwano 4.5 kMa (* 45 cm BOA. CT.) B yCNOBUSAX UCNbITAHWIA, onucaHHbiX B A.4.12. OfHa-
KO. [0/MKHA 6bITb BO3MOXHOCTb, YTOObI CO34aHHOe faBfieHne B AblXxaTeslbHbIX NYTAX 6b110 He MeHee 3 kMa
(* 30 cm BOA,. CT.).

MpumeyaHne — MOXET 6biTb NPEAYCMOTPEH MEXaHWU3M G/I0KMPOBKY CUCTEMbI OTPaHUYEeHNs AaBEHUS.

6.7.2.2 Ecnu B annapaTax, npejHa3Ha4yeHHbIX ANS NPUMEHEeHUs y nauneHTOB C Maccoil Tena MeHee
10 kr. npegycmMoOTpeHa cucTema orpaHmyeHns faBneHus, To 3TO AO/DKHO OblTb yKa3aHo B aKCnayaTaunoHHbIX
AOoKyMeHTax npoussoauTens [cm. 10.2. nepeuucnenue c) 9)]. Cuctema orpaHmyeHus gasneHune Huxke 6 kMa
(«=60 cm BOJ. CT.). LO/KHO ObITb CHAGXEHO MeXaHM3MOM 6/10KMPOBKN. Ero KOHCTPYKUMS f0/XKHA obecneynsatb
MOHATHYIO NO/b30BaTEN0 UAEHTUDMKALNIO COCTOSAHUSA, Hanpumep 0603HaYeHne NooXeHNs, hNaxoK 1 T. .
CooTBeTcTBME NPOBEPAIOT BU3ya/lbHbIM OCMOTPOM.

Tab6nuuya 1— YcnoBusi NpoBeAeHNS UCMbITAHWI

OTHOWeHNe NPOAONKNTE b~ MuHMManbHbI Nnoga-
Macca Tena PacTaXumMocTs, ConpoTusneHue, YactoTa /. o
HOCTM BJOXa U BbljoXa . BaeMblii 06beM
nayuneHTta B8, a nMla kMa (nfc) MUH", t 10 %

+20% M

BS5 0,01 40 11 60 20

5<B510 0.1 2 12 25 150
10 < B S40 0.2 2 1:2 20 15 x B 1»

B >40 0.2 2 y2 20 600

a B — Macca B kunorpammax, ykazaHHas nNpou3BojnTenemM B 3KCN/NyaTalNOHHbIX JOKYMeHTax.

7 XpaHeHue n ycnosua akcnnyarauumu

7.1 XpaHeHue

Annapart n ero npuHagNexHocTn (ecan oHY NPeAyCMOTPEeHbl) A0/DKHbI MOCNe XPaHeHUsa npyu Temnepary-
pe oT muHyc 40 go nntoc 60 eC 1 npyn OTHOCUTENbHOW BRaxHocTn oT 40 go 95 % cooTBeTcTBOBaTbL TpeboBa-
HUAM pasfgena 6 3a ucknwyeHmem 6.6 (MepTBoe NPOCTPAHCTBO).

7.2 R) YcnoBua akcnayatauumm

Mpu ncnbiTaHUAX NO MeToAuKe, onucaHHoi B A.4.13, annapat [O/XeH YA0BNeTBOPATb TpeboBaHMAM
pasgena 6 K COOTBETCTBYIOLW e KaTeropum annapaTtoB, KOTOpPble NPOBEPSIT MPU OTHOCUTE/IbHOM BNAXHOCTH
oT 15 o 95%:

- Npu TemnepaType oT MuHyc 18 °C go nntoc 50 'C: nam

- ecnn nNpuBeAeH KOHKPeTHbI pabounii gnanasoH (cm. 9.2 1 10). To BO BCEM AnanasoHe Temneparyp,
3aABN€HHbIX NPON3BOAUTENEM.

8 TpebGoBaHus kK annapaTty WAy YacTsiM annapara, nocTaBAsgeMblM
CTEPUNBHBIMU

8.1 Ob6ecneyeHne CTEPUBHOCTH

Annapart nau YacTu annapaTta, nocTaBnsiemMble C MapKNPOBKOW «CTEPUbHO», [OJ/DKHbI YAOBNETBOPSATb
Tpe6oBaHuem 4.1 ctaHgapta EN 556:1994+A1:1998 ¢ yka3aHueMm crnocoba cTtepunmsauum.

8.2 YnakoBKa annapaTta Mau 4yacTei annaparta, NocTaBAsieMblX CTEPUNbHbIMU

YnakoBka A0/HKHa CNYXUTb 3 heKTUBHbIM 6apbepoM ANA NMPOHUKHOBEHUA MUKPOOPTaHW3MOB U TBEp-
ObIX YacTuy, BelwecTBa B cooTBeTcTBMN ¢ EN 868-1.

YnakoBKa A0/HKHA UCKAKYaTb BO3MOXHOCTb MOBTOPHOINO MCNO/b30BaHUA, OAHO3HAYHO nokasbiBas, 4YTO
OHa BCKpbITa.
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9 MapknpoBka

9.1 O6wmne NnonoxeHus

MapkupoBka annapaTa uau, ecnv UMeKTCs, YacTeli annaparta, ynakoBka, BknaAbln n npegocrasnse-
Mble CBeAEeHUs [0/KHbI ObiThb YKazaHbl NPOM3BOAMTENIEM U COOTBETCTBOBATHL TpeboBaHmam EH 1041.

MpnmeyaHne — HekoTopble TpeboBaHWA pasgena 9 MoryT 6biTb BbINOHEHbI MyTEM UCMO/b30BaHMA COOTBET-
CTBYHOLMX 0603HAYEHNIA, NpVBEAeHHbIX B EH 980.

9.2 YKasaHue ycnosuii akcnnyarayumu
Ecnun annapat He MoXeT hyHKLMOHUPOBATb Npu TemnepaTtype oT MuHyc 18 °C go nntoc 50 BC. Kak yka-
3aHO B 7.2. TO Ha M3genue JOo/KHbl 6blITb HAHECEHbI COOTBETCTBYIOLME NpeAynpexaeHns.

MpumeyaHue — Mpumepsl NpeaynpexLeHuii:
- «TO/MIbKO A5 UCMO/Ib30BaHUS B AanasoHe TemMneparyp oT ... 40 ... 'C», U1 CUMBO/I, MOKa3aHHbI Ha pucyHke 1

PucyHox 1— Mpumep cuMBona AN ykasaHus paboumx Temnepartyp B AvanasoHe
oT muHyc 10 *C go nntoc 50 "C

9.3 O603HayeHMe 3HAYEHUS, HA KOTOPOe YCTaHOB/IEHA CUCTEMA OFPaHNYEHNS faBNeHNs

Ecnu annapaTt cHabXeH CUCTEMOI orpaHMYeHuUs faBfieHUs, YCTAHOB/IEHHOI Ha O4HO hUKCMpPOBaHHOE
3HayeHue, TO HOMUHaNbHOE 3HAuYeHue AaBfeHUsi, NPpU KOTOPOM cpabaTbiBaeT cUCTeEMa, AO/MKHO 6biTb 060-
3Ha4yeHo Ha annapare.

10 CaepeHus, KOTOpble AO/IXHbI 6bITb YKa3aHbl NPOU3BOAUTENEM
B MHCTPYKLUAX NO NPUMEHEHWNIO U 0BCNYXNBAHUIO

10.1 O6wwue nonoxeHus

MponsBoanTeNb AO/MKEH NPEeAOCTaBUTb MHCTPYKLUU NO NPUMEHEHUI0 N 06cnyxnBaHuo. Pasmep n dbop-
Ma 3TUX UHCTPYKUWIA JOMKHBI GblThb TAKMMU, YTOGbLI X MOXHO GbINI0 BNOXUTL BHYTPb UM 3aKPENUTb Ha yT-
nspe Ans annapara.

10.2 CopepxaHue

B gpononHeHne EH 1041 WMHCTPYKUUX NO NPUMEHEHUIO N 06CNYXUBAHUIO AOMKHbI ObiThb pasfeneHbl Ha

pasgensl U coaepxaTtb CAeayloLLyo UH(popMaLmio:

a) npefynpexaeHune o TOM. YTo annapar A0J/IKEeH UCMNO0/b30BaTbCs TO/ILKO CNeynanbHo 06yUeHHbIM nep-
coHanom:

b) UHCTPYKLUMM O TOM, KaK OCYLLEeCTB/SITCA BCe NPeAYyCMOTPEHHbIe PeXuMbl paboThl;
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C) TEXHUYECKYI XapaKTepucTuKy:
1) gnana3oH 3HavyeHuWii macchl Tena nayueHTa, 415 KOTOPOro npeAHasHadvyeH AaHHbIl annapar,
2) npefenbHO AONYyCTMMbIe NapameTpbl OKpyXallL et cpebl 45 aKcnayaTaymm.
3) NnpefensHO fonycTUMble NapaMeTpbl OKpyxalLleli cpefbl ANa XpaHeHus,
4) kakne-nnbo BelecTBa, OT/IMYHbIE OT BO34yXa, KOTOpble MOryT nepefaBatbCcs annaparom (Hanpu-
Mep. KUCNopOog, NeTyyne aHecTe3npylolime areHThbl).
5) 3Ha4YEeHNS KOHLEHTpaLumMm nogaBaeMoro Kucaopoaa npu pasHbiX YCA0BUAX UCNbITAHWNA.
6) AnanasoH rPOMKOCTH,
7) mepTBbI 06BbEM annapaTa (o6paTHas U npaAMas yTeuku).
8) conpoTuBAeHMe BblJOXY ¥ BAOXY U cneluunanbHble geTann, cosjamline 3To CONpoTMBIEHNME.
9) 3HayeHne faBneHna KoHua Bblgoxa, co3jaBaemMoe annapaTtomM npyv HopmasnbHoOl paboTe, ecnm OHO
npesbiwaet 0.2 kMa (* 2 cm BOA. CT.),
10) onucaHne cMCTEMbl OFpaHNYEHUs AaBNeHNA U G/IOKUPOBKN MPU €e Hannuuu.
11) TOYHOCTb KHOMOK ynNpaBneHNa U UHANKATOPHbIX NpUGOPOB, ecnn TakoBble UMeTCA, nocTaBnse-
MbIX C annapatom.
12) HapyxHble pa3Mepbl annaparta v ero yTtnaspa, ecaim oH npegycMoTpeH.
13) maccy annaparta v ero pytnspa, ecnv oH npegycmotpeH (13);
d) ykasaHus no pas6opke n c6opke geTaneii AN X OYUCTKU (B TOM YMC/lE OT PBOTHbLIX Macc) u cTepu-
nm3aunmn (ecnu npuMeHseTcs), C NPOBEPKOA PYyHKLMOHABHOCTU nocne cH6opKu.

MpumMmeyaHue — VIHCTPYKUMM LO/MKHBI COAEPXaTb MAMIOCTpaLmm, U3o6paxatoLime Yactu annapara a ux npa-
BUbHOM B3a/IMHOM PACMO/IOKEHUM, EC/IN 3TO BO3MOXKHO;

€) pekomeHAaLmnmn NnpeanoyYTUTe bHbIX CNOCO60B OYNCTKN U Ae3nHdeKLUn A cTepunmsauun annapara
1 ero yacTtel, u NpUHagNexHocTel, ecnm NpMMeHNMO.

0 pekoMeHAyeMblii MeTof NPOBEPKM PaboToCcnoco6HOCTH, NPOBOAMMBIA HENOCPELCTBEHHO nepes npu-
MeHeHueMm annapara;

) Cnucok aetaneii, KOTOpble MOTYT ObITb 3aMEHEHbl ONepaTopoM;

h) pekomeHgaLn OTHOCUTENBHO YaCTOTbl NPOBEAEHNS TEXHNYECKOTO 06CNYXUBAHMS;

i) pekomMeHAauun No MCNoNb30BaHNIO B YCOBUAX BPEAHOW MM B3pbIBOOMNACHOI aTtMocdepsbl, BkaloYas
npegynpexaeHne o TOM. YTO. ecnu annapart byaeT 3acacbiBaTb ra3 U3 Takoli aTmocdepbl 1 gonyckaTb ero
BAblXaHWe nauveHToM, TO UCMOSb30BaHME annapara B YC/IOBUAX 3arpsi3BHEHHOI okpyXXatollei cpefbl MOXeT
6bITb ONACHbIM, €C/IN He MPUHATL Mepbl, MPensATCTBYOLIME TAKOMY 3acacbiBaHUI0 UIW BAbIXaHWO, Hanpumep
1Mcnonb3oBath PUALTP;

j) NpeaynpexaeHns 0 TOM. YTO NPY BbICOKOI KOHL,EHTPaLUn KWCNopoa cyLecTByeT ONacHOCTb KypeHus
UNN NCMOJIb30BaHUSA OTKPLITOTO MaMeHu, a Takke O TOM. YTO CMa304Hble Macfa Ana annapata NpUMeHATb
HexenaTenbHo:

k) pns cTepunbHbIX annapaToB UK YacTeli annapaToB, UCMNOMb3yeMblii METO[, CTepuamn3anum.
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MpunoxexHne A
(o6si3aTenbHOE)

MeToAbl UCNbITAHWUA

A.1 O6wme ycnoBusa NpoBeaeHNs UCNbITaHWUM

Ecnv HeT Apyrux ykasaHuii, TemnepaTypa okpyxatoLLeit cpefbl BO BpeMsi NPOBEAEHNS UCMbITAHUI [O/MKHA ObITb OT
20 fo 25 "C. a oTHOCUTE/NbHAs BIaXKHOCTb BO3fyxa oT 45 fo 75 %.

A.2 Annapartypa

A.2.1 O6Lee

TunoBble cpefcTBa, WMCMO/b3yeMble ANA NPOBEAEHUS WCMbITaHWA, nokasaHbl Ha pucyHkax A.1—A.5. BO3MOXHO
NpUMEHEHVe APYrux CPeAcTs, obecrneyrBatoLLMX 3KBUBAIEHTHYIO WK 60/1ee BbICOKYH TOYHOCTb U3MEPEHUS.

A.2.2 Mogenb nerkux (CM. pucyHku A.4 1 A.5) ¢ COOTBETCTBYIOLLIMMM XapakTepUCTUKamMn PacTsXUMOCTUA U CONPo-
TMBNeHna (cm. Tabnuupl Al n A.2).

A.2.3 ConpoTus/ieHns, ECNIN OHN He NPefyCMOTPEHbI B MOAENAX NETKUX.

A.2.4 Annapartypa N5 U3MepeHuns v peructpauumn gaBneHus, notoka 1 oobema rasa.

A.2.5 Annaparypa A5 n3mMepeHus Temnepartypsbi.

A.2.6 AnnapaTypa g5t \3MepeHns MepTBOro NPocTpaHcTea (CM. pucyHok A.3).

A.2.7 TpafyvpoBaHHbIli LUINHAP EMKOCTbIO He MeHee 200 M.

A.2.8 AHanusaTop kucnopoga.

A.2.9 Pe3sepsyap 4719 BOAbl pasMepoM, [JOCTATOYHO 60MbLUNM, YTOObI MO3BO/IUTL NOTHOE NOrPYXeHWe annapara.

A.2.10 KnumaTtuyeckas kamepa, UMUTUPYIOLLAA YC/IOBUSI OKpYXaloLLeli cpefpbl, CnocobHas nogaepxmsars Temne-
patypy oT MuHyc (40+1) "C go nntoc (70+1) "C 1 OTHOCUTENbHYIO BNAXHOCTb OT 15 % A0 95 % a0 7 cyT.

A.3 Bblgepxka B HOpMasibHbIX YC/T0BUAX

A.3.1 Bbigepxka annapaTta u ucnbitaTenbHOW annapaTtypbl

Ecnn gns npoBefeHnst OTAeNbHbIX UCMbITaHWIA He YCTaHOB/EHbI CneunasbHble YC/IOBUS, annapart W ucnbitaTesb-
Hyl0 annapaTtypy ycTaHaB/MBalOT Ha MecTe NPOBEAEHUS UCTbITaHWA 1 BbIAEPXUBAIOT B TEUEHNE BPEMEHU, AOCTATOYHOrO
[Ns yCTaHOB/IEHWS TENIOBOTO PABHOBECHKS C OKpYXXatoLLeli cpefoit.

A.3.2 MNpusegeHne pe3ynbTaToB UCNbITAHUIA K HOPMabHbIM YCNOBUAM

BHOCAT nonpasky B U3MEPEHHbIE 3HAYEHUs!, y4MTbIBaOLLME OTKNOHEHNSA OT HOPMasibHbIX ycnosuii (20 "C, 1atm.Y
0% OTHOCUTENbHOW BI2XKHOCTML).

A.4 MeTogbl NpoBeAeHUs UcnbiTaHni

A.4.1 KOHHeKTOpbl K/lanaHa nomnosIHeHNA MeLlka

C nomolpio Kanubpa pasmepoM 32 MM (CM. pUCYHOK A.1) U3MepPAIOT BHYTPEHHWIA U HapyXHbIA ApameTpbl
KOHHeKTopa.

A.4.2 Pa3bopka n noBTopHas cbopka

Heobxoanmo ybeanTbca nyTemMm oCcMOTpa annapara 1 ConpoBOANTENbHbIX JOKYMEHTOB, YTO NPefyCMOTPEHbI UCMbI-
TaHus 4N5 NpoBepKkM paboTocnoco6HOCTM annapara noc/sie NOBTOPHON COOPKM.

A.4.3 ®dyHKUMOHMPOBaHME KNanaHa nauueHTa nocne ero 3arpsa3HeHnsa pBoTol

A.4.3.1 BelecTBo 4711 NPOBEAEHNA UCTbITaHUA

VckyccTBeHHan pBOTHast Macca, NPUroToB/eHHas CMeLUBaHWEM ABYX YacTeill MACHOro AeTCKOro nuTaHua ¢ 0BOLL-
HbIM NTAHNEM W OJHOI YacTu BOAbI.

A.4.3.2 MeTtoguka

HarpeBatoT CKYCCTBEHHYIO PBOTHYIO Maccy Ao Temnepatypsbl (37 + 3) *C n BavBaioT 175 M1 B OTBEpCTUE 415 Npu-
COefIMHeHVA nauueHTa, OJHOBPEMEHHO 3a4aB 4acToTy BeHTUnauum 30 1/MuH gna annapaTtos, npefHasHayYeHHbIX 415
naumeHToB Maccoit Tena Ao 10 kr. wam 12 1/MuH gns Bcex Apyrux annapartos. MNpoBoAAT 3TO UCMbITAHWE C annaparoMm,
COefIMHEHHbIM C MOAEebIo erkux (A.2.2). Annapar fgo/mkeH npopaboTatb 30 €. 3aTeM O4MLLA0T ero oT CMecu B COOTBET-
CTBUW C UHCTPYKLMSAMU NPOU3BOAUTENS M NPOBEPAIOT NokKasaTenun annapara Ha MoOAeNn Nerkux.

MpumeyaHne — Yactb I/ICKyCCTBeHHOI7I pBOTHOI‘/‘I MaccChbl [MIOXET BbIINTLCA NpU €e BiMBaHUM B OTBepCTue AnAa
npucoeanHeHna nayueHTa.

A.4.4 WcnbiTaHne nageHnem
BblgepxumBaloT annapaT npy MMHUMasTbHO paboyeli TemnepaTtype, pekOMeHA0BaHHOW Npon3BoauTeNIeM.

1) 1arm= 101325 Ma = 760 Mm pr.CT.
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PoHsl0T annapaT ¢ BbICOTbl He MeHee 1 M Ha 6eTOHHbI MON B HauXyALeli opueHTaumy annapara. [aa aTmx ucnbi-
TaHWii annapar A0o/HKEH ObITb NMOHOCTHIO YKOMI/IEKTOBAH, BK/IOYAA NINLEBYI0 Macky 1 MPUKPenIeHHoe BCrnomoraTtesibHoe
obopyfoBaHue.

[oBTOPUTL UCMbITaHVE 6 pas.

A.4.5 TlorpyxeHue B Bogy

YcTaHaBnMBatoT annapar B NoJIOXeHWe FOTOBHOCTW K paboTe M POHSIOT ero C BbiCOTbl 1 M B pe3epByap C BOAOI
(A.2.9). BblHuMatoT ero cnycts 10 ¢, BbITpAXMBaOT Body He 6osiee 20 € U HAUYMHAIOT HEMe[IeHHO BEHTUALMIO MOAenn
nerkunx (A.2.2).

A.4.6 lonoONHNUTENbHbIV KNCNOPOA U KOHLEHTpaunus Kucnopoga B nogaBaeMomM rase

MpucoeguHAT annapat Kk mogenn nerkux (A.2.2) co 3HayeHusIMM xapaktepuctuk C20 n R20 (cm. Tabmumubl Al
1 A.2). MprcoeauHAOT aHanmsaTtop kucnopoga (A.2.8) kK kamepe pacTXUMMOCTM Kak MOXHO Jasiblie OT 0TBepcTus ans
npucoeayHeHVs nauyeHTa. BEHTUAMPYIOT MOAENb NErkUX ¢ YacTtoToli 12 1/MUH 1 npu AbixaTeNbHoM o6beme 600 M.
BkntoyaloT nogady kucnopoga ¢ pacxogom He 6onee 15 /YMuH. MpogomkatoT 3TOT Npouece A0 AOCTUXEHUS CTabubHOM
KOHLIEHTpaumy kucnopoga. s cxaTusi CKMMaeMoro yCTpoiCTBa UCMOMb3YHOT TONbKO OAHY PyKy (MakcuMasibHO AonyCTu-
Mble pasmepbl 1aj0HN B COOTBECTBUMN C PUCYHKOM A.2).

A.4.7 ConpoTuBneHvne BblAOXY

Y annapatos, NpUrogHbIX A1 NauveHToB C Maccoit Tena Ao 10 k. coeAuHAOT OTBEpCTUE AN1S NPUCOeAVNHEHNS
naumeHTa ¢ ICTOYHMKOM MNojayn Bo3dyxa 1 NoAAIT BO3AYX C PacxofoM 5 /MUH. 3anucbiBaloT 3HayYeHne AaB/eHuns, co3-
Jatoleecs y 0TBepCTusa 418 NPUCOeAVHEHNA NaLmeHTa.

Y BCex gpyrux annapartoB COeUHAT OTBEPCTUE AN NPUCOEAVHEHNS NauMeHTa ¢ UCTOYHMKOM nojaun Bo3fyxa
¢ pacxofom 50 /I/MWH. 3anucbiBatoT 3HaYEHNE JaBIEHNS, CO3atoLLerocs y 0TBEpPCTUS AN NPUCOESUHEHUA NauneHTa.

A.4.8 ConpoTusneHvne BAOXY

Y annaparos, npefHasHayYeHHbIX 419 NaluMeHToB ¢ Maccoi Tena Ao 10 K. CoeAMHSAIOT OTBEPCTUE 4151 NpUCOeuHe-
HVS1 MauymeHTa ¢ UICTOYHUKOM pas3pexeHuns ¢ pacxofom 5 n/MuH. 3anucbiBaloT AaB/ieHne BOXa, CO3AalLleeca y oTBep-
CTVA A1 NPUCOeAVHEHNA nauueHTa.

Y BCex ApyTuX annaparoB COeAMHAT OTBEPCTUE AN NPUCOEANHEHNA NaLMeHTa C UCTOYHVKOM pa3pexeHns c pac-
xofoM 50 n/mMuH. 3anucbiBaloT AaBeHne BAOXa, Co3fatoLieecs y 0TBepCcTus 4151 NpUcoeanHeHns naymeHTa.

A.4.9 HeucnpaBHOCTb KnanaHa nauumeHTa

MpucoeanHAIOT annapat K Mogenu nerkux (A.2.2) co 3HaueHnsMu xapaktepuctnk C20 n R20 (tabnnubl A1 n A.2).
BeHTUAMpPYOT MoAesb Nerkux yactotoli 12 1/MUH 1 npuabixaTenbHoM o6bemMe 600 M. Monb3yscb UCTOUHUKOM KCTOPO-
[a. ycTaHaBnMBaloT pacxop kucnopoga 30 />MvH B COOTBETCTBUM C pekoMeHJaLmneli npomssoamTens.

Y6eautecnb, 4To AaBneHne He npesbiwaeT 0.6 kMa (- 6 cm BoA, CT.).

A.4.10 MepTBO€e NPOCTPAHCTBO annapara v NOBTOPHOE BAbIXaHune

A.4.10.1 TMpuHUMN onpeaeneHua

BeHTuAALMA annapatom ycTaHOBKY, NpefCcTaBsioLeil coboii MeLlok B cocyae, 3anoHeHHoM 100%-HbIM KMCIOpO-
[IOM B KauecTBe rasa-uHaukatopa. BbelumcneHne obLuero MepTsoro NpocTpaHcTea annapara no Apixare/ibHoMy 06bemy 1
KOHLEHTpaLumn KUCopoja BO BAbIXaeMoM rase, nojly4eHHOM 13 MeLlKa.

A.4.10.2 ToAaroTtoBka yCTaHOBKW Nepep NpoBefeHneM UCNbITaHUa annapara

CobupatoT yCTaHOBKY [/151 U3MepeHnst MepTBOro npoctpaHcTea (A.2.6. pucyHok A.3). MNepekpbiBatOT KpaH Kk aHanu-
3aTopy kucnopoga (A.2.8). OTKpbIBAIOT LLIAPOBO knanaH. MpucoeauHSIOT annapat U BEHTUIMPYIOT MELLOK A0 TeX Mop.
noKa OH MOSIHOCTBIO He 3ano/IHUT COCY/, U NPYKMETCS K ero CTeHkaM. 3aTeM 3aKpblBaloT LIApOBOiA knanaH v OTKpbIBaoT
KpaH aHanu3aTopa kucnopoga. OTKpbIBaOT pacxogoMep ¥ 3anonHsAT cocy 100%-HbIM kucnopodom. MNpekpatatoTt no-
Jauy kucnopofa vepes pacxofoMep, Korga MaHoMeTp nokakeT npumepHo 1kMa (~ 10 cm Bog. cT.}.

MpucoeauHSIIOT UCNbITATENbHBI KOHHEKTOP 22/15 MM K coeAMHUTENbHOMY rHe3ay 22 F (3) u nogatoT HeobXxoaumbli
NOTOK aTMOCPepHOro Bo3ayxa Yepes 60KOBOIA LITYLIep KOHHEKTOpa CO 3HauYeHnem pacxoga no tabnuue A.3.

OTKpbIBAIOT LLIAPOBOIA knanaH, Npy 3TOM MyTW BblAbIXaeMoi cmecy NpombiBatoT 100%-KbIM KUC/I0POAOM.

OcCyLEeCTBNAT BEHTUNALMIO MELLKA, MPUKPLIBAA U OTKPbIBaA NasibLemM oTsepctue gnameTpom 10 mm. Mopaepxu-
BalOT AbIXaTe/IbHblli 06beM MOCTOSIHHBIM C MOMOLLBIO M3MepUTENs AbIxaTesIbHoro o6bema (pecnmpomMeTpa) U MaHomeTpa.
Uncno LMKNoB BEHTUNALMM NpuBELEHO B Tabnuue A.3.

3akpbIBAKOT LIAPOBOIA KanaH 1 OTKPLIBAKOT KpaH aHasM3aTopa. YcTaHaBnmeatoT noTok 100%-Horo kuciopoga npu-
6/113MTEeNbHO 5 N/MUH. 3anucbiBatoT nokasaHne KoHUeHTpauumn kicnopoga B Meluke (FbQ2 melwka), onpeaensiemoe aHa-
nn3aTopom kucnopoga. MNepekpbiBaloT NOTOK KUC/IOPOAA, KOorga MaHoMeTp onsAThb nokakeT 1kMa (= 10 cm Bog. CT.).

OnpegensoT BHyTPEHHee MepTBOe NPOCTPaHCTBO YCTAHOBKM A5 KaXA0i ykasaHHOW B Tabnuue A.3 koMbmHauum
napamMmeTpoB WCMbITaHWIA.

Tenepb onbITHaA ycTaHoBKa rotosa /19 NpoBeAeHUs NPoBepKX annapara.

A.4.10.3 MeToavka

WcnbiTaHns annapaTa NPoBOAAT MO TOM e MeToAMKe, YTO onucaHa [15 UCTbITaTeIbHOro KoHHekTopa (A.4.10.2).

A.4.10.4 BbluncneHve pesynbTaTos

BbluncnsioT mepTBoe npocTpaHcTBo cuctembl VO syslew (T. €. C UCMbITaTe/lbHbIM KOHHEKTOPOM) MO cneAytoLuel
hopmyne:

/D.system * VT (A1)

9
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rae “QSyxitm — MepTBOE NPOCTPAHCTBO CUCTEMbI:
P02 — KkoHUeHTpauum kucnopoaa (B MeLLKe):
VT — ppbixaTenbHblii 06beM.

MpuMeuaHne — YcTaHOBKa [O/MKHA OblTb CKOHCTPYMpOBaHa Tax. YTO6bl MepTBOE MPOCTPAHCTBO CUCTEMbI
YDsystemHe npesbiwano 20 mn.

BbluMCNsOT MEpPTBOE NPoCTpaHCTBO annaparta VDaf)p. NoABEprHyToro NpoBepke, no cneaytoweii dopmyne:

21
,El,app'_ rbOig -* Vr  “o.system- (A-2)
A.4.11 [bixaTenbHblii 06bem VT
MprcoeanHAIOT annapaT K COOTBETCTBYHOLLE Moaenn nerkux (A.2.2. pucyHkn A.4 n A.5). ycTaHOBUB XapakTepucTu-
KW. ykasaHHble B Tabmmue A1 n A.2. N3vepsatoT ob6bem (A.2.4). Ana oxaTusa 91acTUYHOro MeLka annapara nosib3ytTcs
TONbKO OAHON pyKOl (MakcuMasbHble AONYCTUMbIE pa3Mepbl Naf0HW B COOTBETCTBUM C PUCYHKOM A.2). MNpoBOAAT 3Tu
UCMbITaHWSA 6€3 UCMO/Ib30BaHNA MeXaH3ma 6/I0KMPOBKN CUCTEMbI OTPaHNYEHNS AaBNEHUS, MPU €ro HaUTUHUN.

MpumeyvyaHune — lpn OTCYTCTBUM yTeUek (B YCMIOBMAX WCMbITaHWIA) NojaBaemblii 06beM Y bl 3HAUYMM.KaK U
AbixaTenbHblii 06bem VT.

A.4.12 OrpaHuyeHue faBfieHns

[na annapartos, npegHasHaYeHHbIX ANS NauMeHToB ¢ Maccoi Tena Ao 10 K. 3akpbiBalOT OTBEPCTUE ANA NPUCOo-
e/IHeHVA nayneHTa u. Nosb3ysacb MCTOYHMKOM CXATOro Bo3ayxa, nofatoT Bo3fyX 15 n/MUH yepes cuctemy orpaHnyeHns
[aBneHuns. 3anvcbiBatoT 3HaYEeHe faBneHns B OTBEPCTUM /15 NMPUCOeAVHEHNS NauneHTa.

[ns annapatoB, npeAHa3HauYeHHbIX /151 NaLUMEeHTOB C Maccoii Tena 6oneB 10 Kr 1 060pyAOBaHHbIX CUCTEMaMM
orpaHVyeHus faBfieHus, 3aKpbiBaloT OTBEPCTME [/19 NPUCOeAUHEHUS NauneHTa U, Nosb3yACb NCTOYHUKOM CXAToro BO3-
Ayxa. noAarT BO34yX C pacxofom 60 I/MUH Yepes CUCTEMY OrpaHUYeHns AasnieHns. 3anvcbiBatoT 3HaYeHNs [aBneHns B
OTBEPCTUN AN1A NPUCOEAVHEHUS NaumeHTa.

A.4.13 Ycnosua akcnayartaunm

A.4.13.1 O6Lme NonoxeHus

B kaxgoli hase ncnbiTaHnii NpoBepsoT paboTocnoCco6GHOCTL annapara B yc/ioBusix no A.1 1 B o6beme TpeboBaHuii
A1 KaXA0ro Buja annaparos.

Ecnu npon3BoauTens ykasbiBaeT TEMMNepaTypHbIii Ananas3oH yxe yem oT MuHyc 18 "C go nntoc 50 "C. 3asBneHHas
TemnepaTypa(bl) 4O/MKHA ObITb YUTEHbI B UCMbITaHNAX A. 4.13.2.1 n A. 4.13.2.4.

MpumeyaHue — [aHHble UCNbITAHUA MOTYT BbINOHATL B /1060 NOC/Ef0BaTENIbHOCTU U HA Pa3HbIX 06pasLiax.
A.4.13.2 MeTtoguka

MpumeuyaHne — B KaxgoM U3 NPUBEAEHHbIX UCTbITAHUIA, annapat Jo/MKeH paboTaTb HeNPepLIBHO B TEUEHVe
He meHee 10 MuH (12 BAOXOB/MUH).

A.4.13.2.1 TMpu noaroToBke annapara yuutbiBaloT TpeboBaHus A.4.13.1. MomewaT annapaT B KAMMaTUYECKYH0
Kamepy (A.2.10) npu Temnepartype B Heli natoc 50 "C 1 OTHOCUTENbHOI BNaXHOCTU He MeHee 95 % Ha 7 cyT. o oKoHYa-
HWKM 3TOrO Nepuoga NpPYBOAAT annapaT B AieiCTBYE ¥ NPOBEPSIOT ero pabory.

A.4.13.2.2 TomeLaoT annapar B KIMMaTUYeCKyto kaMepy Npu Temnepatype B Heil MuHyc 40 "C Ha Bpemsi He Me-
Hee 6 u.

Mocne okoHYaHUSA 3TOrO Nepuoda BO3BpaLLAT annapar B YC/I0BMSI OKpyxXatoLLeid cpebl ¢ Temnepatypoii ot 20 "C
00 22 "C 1 0THOCUTENbHO BIaXKHOCTbIO OT 45 % A0 75 %. BblgepXmBatoT ero npu aTux ycioBusix He meHee 4 4. 0 OKoH-
YaHWUM 3TOro NeproAa NPMBOAAT annapar B AeliCTBME U NPOBEPSIOT ero paboTy.

A.4.13.2.3 MNowmeLlatoT annapar B KIMMaTUYeCcKylo kaMmepy npy Temnepartype B Heli MUHYC 6o mMyHyc 18 ' C nnmn
BbilLle Temnepatypsbl, ykasaHHoW nponssogutenem (cm. A. 4.13.1) Ha BpeMsi He MeHee 4 4. 10 OKOHYaHuM 3Toro neproaa
NpuBOAAT annapar B AeiiCTBUE 1 NPOBEPSIIOT ero paboTy.

10
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11 *0.005

MpumeyaHuns
1 HomuHanbHasa KoHycHOCTb 1:28 Ha guameTp.
2 HomwuHanbHoe 3auensneHne 9,5 mMm.

PucyHok A. 1— Kannbp-npobka n kanmbp-BTyka pasmepom 32 Mm
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1 — nepudpepuyeckas cknagka Koxu

PucyHok A.2 — MakcumasibHble pa3mepsbl /1laf0Hu

12



FOCT P NCO 10651-4—2015

a) VicnbiTaTenbHblii KOHHEKTOP
[Ns1 onpefeneHnst MePTBOro NpocTpaHcTea cucTembl VDsysiem

1- aHanusartop kucnopojga. 2 — COejUHNUTENbHOe THe3A0 22 ;3 - KpaH. 4 — nucnbiTyeMblit annapat 5 — wWwapoBoii knanaH,

6 - wu3MepuTenb AblxaTenbHoro o6bema: 7 — maHomeTp, B — pacxogomep: 9 — cTeknsiHHaa 6yTbiNlb €MKOCTbIO OT 26 o 20 n; 10 —

MelW oK U3 naTekca BMECTUMOCTbIO NpuMepHo 10 n (PBu>/1/1< 2 k/1a); 11-- BoAa ANS PerynupoBaHus pacTsXUMocTu: 12 — perynupyemslit
uronbyatblil knanaH; 13 — 0AHOCTOPOHHWI KnanaH

PucyHOK A.3 — VicnbiTaTesnibHast ycTaHOBKa A/151 M3MepeHusi NoIHOroO MepTBOro NPOCTPaHCTBa annapara

13
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1— annapaT: 2 - 0TBOA ANSA U3MEpEHUs faBNeHus; 3 - pacxoaomep; 4 ~ XecCTkuit Tpy6onpoBog; 5 - WMUTATOP CONPOTUBNEHUS
(oT R5 0 R400). 6 — TepMomeTp; 7 — MeAHas NpoBoOJioka: B — umutaTop pactsaxumoctu (o1 C1 go C50)

PucyHok A.4 — TunoBasi cuctema naccuBHO MOAENN NTETKNX

14
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J -+ reHepaTop CamMOCTOSTENbHOTO AbIXaHWs. 2 — OTCYET [blXaTeNbHOro 06beMa; 3 — MpyXuHa yCTaHOBUT PacTsaXumMocTu; 4 — mex
UMW pacTsAXWMbIA 3N1eMeHT, 5 - KkanubpoBaHHOe CONpOTUBNEeHMe, 6 »- annapar, NoABepraemblii Nnposepke; 7 - OTBOA 4151 U3MEPEHUs
faBNeHus (AaBfieHne B fbiXaTebHbIX NYTAX P,). B — OTBOA A/ U3MEpPeHUst AaB/ieHns (aNbBeossipHoe AaBneHue p2>

PucyHok A.5 — TpumMep akTUBHOM MOAENU Nerknx

Tab6nuua Al — Tpebyemble pacTsHXKMMOCTU

Pactaxumoctb C

mn,'«MNa 3KBMBA/IeHT B M/I.'CM BO/A.CT.
C 50%) 0.5 50
Cc20 0,2 20
C 10 0.1 10
Cl 0.01 1

a>B meToamke ncnblTaHuii He NPUMEHAETCA.

Ta6nuuya A.2 — Tpebyemble CONPOTUBIEHNS

Conpotnsnenne R [vana3oH pacxofga Bo3gyxa*l

«Ma <nlc) 3KBMWBANEHT B CM BOA.CT. (n/c) nie
R5 0,5 5 0—2
R20 2 20 0.5—1
R 50" 5 50 0.25-0.5
R 400 40 400 0.05—0.075

a)lonycTMble OTK/TIOHEHNS 3HAYEHWIA Anana3oHOB PacX0A0B COCTaBNAT + 20 % A/18 NIMHEHbIX CONPOTUB/EHWIA.
b>B mMeToayKe UCnbITaHN He NpUMeHsieTCs.

15
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Ta6nuuya A.3— TecToBble NnapameTpbl 415 onpefeneHns MepTBOro NPOCTpaHCTBa annapara

TecToBbIii NOTOK

bIXaTeNbHbl i
A PacTtaxumocTtb C ConpoTtuBneHue Bblgoxa. RBKp ANA BHYTPEHHEro

obbeMm. Vj
MepTBOro npoctpaHcTBa
MA wanTha SKB'MBaI]eHT B JNa (nfc) 9KBUBAJIEHT B AIMUH
MAn.'cM nog cT cu Boj. cT.(n/c>
600 0.2 20 0.5 5 30
100 0.1 10 2 20 5

16
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Mpunoxexve B
(cnpaBoyHoe)

O6ocHOBaHuA

B.4.2 KOHHeKTOpbl OTBEPCTUA Bbl0OXa

B oTAeNbHbIX C/lyYasx OTBEPCTUE BbIA0Xa [JIOKET ObITb BbIMYCKHbIM OTBEPCTUEM, KOTOPOE UCMO/b3YHT A4/15 NMPUCO-
elHEHNA CUCTEMbI BbIBEAEHUS BblAbIXaeMbIX UIN U3MNLLIHUX @HECTEe3NPYIOLLMX ra3oB. BaxHO, 4TOObI KOHNYECKUe KOH-
HEKTOPbI AblXaTe/IbHOro KOHTypa He NoAXoAwn K 3TOMy OTBEPCTUO. BaxkHO Takxe, 4TO6bl BbilyCKHOE OTBEPCTVE UMESIO
KOHCTPYKLMIO, OT/IMYHYIO OT KOHCTPYKLIMK OTBEPCTUS BAOXA, BO U3bexaHue ownboK Npy Nonb30BaHWUK annapaToMm.

B.4.4 KoHHeKTOpbI KnanaHa Hano/IHEHUs MeLlKa

Pa3mep aTOro KOHHeKTopa BblGpaH TakuM, 4TOObl NPeaoTBPaTUTL CyYaiiHylo YCTaHOBKY knanaHoB «no Tpe6osa-
HUIO» C yNpas/ieHNEM BPYUHYIO.

B.5.2 Pa36opka 1 noBTopHas cbopka

HenpasunbHas cbopka annapara, NPMBOAALLASA K €70 YacTUYHO MM NOMHOCTBIO HenmpaBw/bHO paboTe, NnpeacTas-
NAIeT cepbe3Hyto 0NacHOCTb 1 MOXET NPUBECTU K HeaAeKBaTHON BEHTUAALMM NErkux naupeHTa.

B.5.3 ®yHKUMOHMPOBaHWE knanaHa nauueHTa nocne ero 3arps3HeHns pBoToi

BaxxHO, 4T06bI annapart MOXHO 6b1/10 6bICTPO 1 APGEKTVBHO OUNCTUTL OT PBOTHI, YTOOLI CBECTW K MUHUMYMY nepe-
pbiB B €ro pabore.

B.5.4.1 VcnbiTaHne nageHuem

BaxkHO, 4TOObI annapar Mor BbIHECTV CU/TbHOE COTPACEHKE, Bbi3BaHHOE MafeHneM C CaHMTapHON MallunHbl, 60/b-
HWYHOW KOVKM 1 T. N.

B.5.5 lorpyxeHue B Bogy

Annapatbl YacTO NPUMEHSIOT B YCNOBUAX, KOrAa OHWU MOTYT OblTb HEYMbILLIEHHO YPOHeHbl B Bogy. Ecnu annapar
6bICTPO BbIHYTb U3 BOABI, TO OH AO/HKEH (PYHKLMOHMPOBATb.

B.5.6 KnanaHbl NONosHeHUs AblXaTe/ibHOro MeLlka

UpesBblyaliHO BaXXHO, YTOGLI kanaHbl «Mno TPEGOBaHMIO» C PYYHLIM YNPaBIEHNEM He Gblnn ClyYaitHO 3aMeHEHb!
KnanaHamu nonosiHeHUs Mellka. KnanaHbl «no Tpe6oBaHui» CNOCO6HbLI BbIAEPXMBATL GOMbLUME PAacXofbl rasa, KoTopble
MOryT BbI3BaTb 3aCTPEBaHNE KnanaHos naumeHTa.

B.6.1 LONONHUTENbHbIN KNCNOPOA U KOHLEHTpaLma kucaopoga B nogaBaeMom rase

XoTsi 06beMHas KOHLEeHTpauums kucnopoga 35 % [oCTaTouHa, B HEKOTOPbIX Cyyvasx Mpu OXUB/IEHUW NauneHToB
npegnoyuTuTensHa 85%-Han unu 6onee Bbicokas 06bEMHAN KOHLEHTpauus kucnopoga. XXenatenbHo, YTo6bl Takas KOH-
LieHTpauusa gocturanach 3a CHeT nojayn AOMOSIHUTENIbHOro Kucopoda € pacxofoM 15 /'MUH uin MeHee, MOCKOJIbKY
ykasaTb 3HaueHune pacxoga, npesbiwatoliee 15 n/MyH. 03Hayano 6bl NPEBLICUTL HOPMASTbHYHO KanMBPOBKY CTaHAaPTHbLIX
MCMO/b3YeMbIX B SIEHEOHbIX YUPEXAEHUAX PACXOA0MEPOB /19 B3POC/IbIX U MOI/10 Bbl MPUBECTU K HETOYHOMY KOHTPOJIHO 3a
NOTOKOM KMC/IOpOAa 1 K 3aefjlaHunio knanaHa naumeHTa B NosIOXKeHUN BAoxa

B.6.2 ConpoTuB/ieHne BbIAOXY

[ina Toro uTo6bl 06NerYnTb BbIAOX, XenaTenbHo, YTo6bl CONPOTUBEHUE BblAbIXaeMOMY NOTOKY Obl/10 MUHUMaIb-
HbIM. €C/I1 TOJIbKO OTCYTCTBYIOT CNeLnasibHble MeAULMHCK/E NoKa3aHusi K CO34aHNI0 MOBbILLIEHHOIO COMPOTUB/IEHMS.

B.6.3 ConpotusneHue Baoxy

XenatenibHO, 4TOObI KOHCTPYKLUMSA annapara no3sonsna naumeHTy AblllaTb CaMoCToATeIbHO 6e3 Ype3MepHOro co-
NPOTVBNEHWSA. KOrda annapar He NpUBOAUTCA B AeNCTBME OnepaTopoM.

B.6.4 HeucnpaBHOCTb kfanaHa nayueHTa

Henonagku knanaHa nnv 3aefaHve B NOIOXEHNN BAOXaA NPW 60NbLLIOM pacXoe A0NOHUTENbHOTO K1CI0poaa Mo-
ryT NPUBECTW K MOSIOMKe annapara 1 BO3AeiCTBMIO Ha nauyeHTa n3bbITOYHOro AaBeHns. Annapartbl 06bIYHO MPUMEHSAIOT
npy pacxogax kmcnopoga 15 1/MuH, HO pacxofomMepbl 3a4acTyr0 MOryT NPOMyckaTb 1 pacxoAbl, npesbiwatoiye 30 1/MUH.
BaxHOo cnefosath ykazaHUAM W3roTOBUTENS U MPUMEHATb TOMIbKO Te NPUCMOCOB/IEHNS, KOTOPblE PEKOMeH0BaHb! A/1s
MCMOMb30BaHNA € AaHHbIM annapaTom.

B.6.5 YTeuka yepes knanaH nauueHta — npsamas yreuka

Ecnu KOHCTpYKUMEeW yMbILWIEeHHO NpefycMOTpeHa NpsiMas yTeuka, T 3T0 A0/HKHO ObITb COOBLLEHO B Takoii hopme,
YTOG6bI NO/b30BATE/b HE CMyTasl 3Ty YTeUKy C HenpaBWUIbHON paboToli knanaHa.

B.6.6 MepTBOE NpOCTpPaHCTBO annapara U NOBTOPHOE BAblXxaHne

BaXKHO MMHMMU3MPOBATL MEPTBOE MPOCTPAHCTBO annapara A1 Toro, YTobbl CBECTU K MUHUMYMY NMOBTOPHOE BAbI-
XaHue BblOXHYTbIX ra3os.

B.6.7 lNokasaTenu BeHTUNALUN

BaxHO MUHMMU3MPOBATL MePTBOE NPOCTPAHCTBO annaparta A8 Toro, YTobbl CBECTU K MUHUMYMY NOBTOPHOE BAbI-
XaHue BblA0XHYTbIX ra3os.

B. 6.7.1 MuHuMmanbHbIi nogasaemblii 06bem V*»

Mpwn BEHTUAALMM B3POC/IbIX NALMEHTOB XapaKkTepPHOe 3HaYeHVe bixaTe/IbHoro obbema coctasniseT NpubnnsnTeb-
HO 600 MN. PacTsMMOCTU U CONPOTUBMEHNS, NepeyYncneHHble B Tabnuue 1. — TUNWUYHble BO3MOXHbIE PACTSXUMOCTN 1
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COMPOTUB/IEHWS], ONpeAeneHHble Y B3POC/bIX 1 AeTel, HYXAALWMXCA B OXMBeHUN. Tpebyemoe 3HaueHne apixaTelbHoro
06bema, pasHoe 15 MI/KT. Bbille HOPMasIbHOrO M 06bIYHO MCMO/b3YETCA BO BPEMS OXUB/IEHUS, KOrja Yepes mMacky ume-
eTca yTeuka. 3HayeHUs1 YacToTbl BEHTUNALMUM ABNAIOTCA XapakTepHbIMU 3HAYEHUSIMU, UCNONb3YEeMbIMUA AN1A OXMUBNEHNS
feTell 1 B3pOC/bIX.

MpakTyKa nokasbiBaeT, YTO U3-3a yTeyek Npy peaHnMaumm HOBOPOXAEHHbIX U3 focTaBnsemMbix 20—30 M. gpixa-
TenbHbI 06beM cocTaBnseT He 6onee 20 M.

B.6.7.2 OrpaHunyeHue gasneHuns

OnbIT peaHMMaLm feTeli NO3BO/ISIET CUNTaTh, YTO MaKkCUMasibHOe faB/ieHne BAoxa, paBHoe 4.5 kMa 45 cm Bog, cT.),
He NpYBELET K NOBPEXAEHNIO Nerknx n obecneynT afekBaTHble AblxaTeNbHble 06beMbl A1 60MbLUMHCTBA NaLMEHTOB,
BecALnx meHee 10 K.

CucTeMbl OrpaHUYeHns AaBNeHUS He HOPMUPOBaHbI 4151 annaparoB C PyYHbIM NPUBOAOM ANA MaUMEHTOB, BECs-
wux 6onee 10 kr. OfHAKO CYLLECTBEHHO, YTOObI TakMe annaparbl YA0BNETBOPAN TpeboBaHWAM AbixaTe/IbHOro oobema,
yKa3aHHbIM B HacTOSILLEM CTaHaapTe (Tabnuua 1). 6e3 UCnonb30BaHUSA Kakoro-6bl TO HU BbIN0 MexaHu3ma 6/10KMPOBKU.
Ecnu faBneHve B ApixaTesibHbIX MNyTAX OrpaHNYeH0 3Ha4YeHneM, He npesbiatolwmm 6 kMa (= 60 cM BoA, CT.), TO MexaH13Mm
6710KMPOBKN HEOBXOAUM NS TOTO, YTOObI OCYLLECTBNATL BEHTUAALMIO TEX NALMEHTOB, KOTOPble 061afalT HU3KOW pac-
TSHKMMOCTbIO 1IEFKMX /WK BbICOKUM COMPOTUB/IEHNEM AbIXaTesbHbIX NyTeld.

Annapart ¢ cucTemoli orpaHuYeHVs AaBneHns, KoTopas orpaHuYnBaeT AaB/eHne B AblXaTe bHbIX NYTAX MeHee YeM
3 kMa (= 30 cm Bog. CT.) MOXeT 6blTb He CMOCOGHOI NPefoCTaBUTb afeKBaTHbLI 06BEM ANA NauMeHTOB C Maccoli Tena
MeHee 10 Kr B c/ly4aB HU3KOW pacTSXXUMOCTMN NErKUX U/MAN BbICOKUM CONPOTUBNEHNEM [bIXaTeNbHbIX NyTei.

B.7.2 YcnoBua akcnayataunmn

Annapat MOXeT NoABepraTbcs BO3AENCTBUI0 NpefeNbHbIX 3HaYeHN TemnepaTyp, ykasaHHbIX B 7.2. MOCKONbKY Ta-
Kve TemnepaTypbl 4acTo BCTPEYAOTCSA B MPE B TEX YCII0BUAX OKPYXatoLLeli cpedbl, B KOTOPbIX MPUMEHSAIOT 3TV annaparsbl.
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MpunoxexHne A
(cnpaBo4Hoe)

CBefleHNs 0 COOTBETCTBUMN CCbINIOUYHbBIX MEXAYHAPOAHbLIX CTAHAAPTOB
HauMoHaNbHbLIM cTaHgapTam Poccuiickoit deagepauunn

Tab6nuua JA1

O603HaueHNe CCbYIOYHOO MEXIYHAPOAHOrO CreneHb O603HaueHe 1 HaVYIMEHOBaHWE COOTBETCTBYIOLLIEHD
CcTaHgapTa COOTBETCTBUS HALWIOHALHOTO 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 —

MNCO 4135:1996 —

'COOTBETCTBYIOLMIA HALMOHABbHBIN CTAHAAPT OTCYTCTBYET. [L0 ero yTBEpXAEHNS PEKOMEHAYETCS UCMO/b30BaTh
NEepeBO/ Ha PYCCKUIA A3bIK AAHHOMO MEXAyHAapOAHOro cTaHaapTa. Mepesos 4aHHOTO MEeXAyHapOAHOro CTaHAapTa Ha-
xoauTcsi B defepasbHOM MHPOPMALMOHHOM (DOHAE TEXHUYECKNX PEr/IaMeHTOB 1 CTaHAapTOB
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Bubnunorpacusa

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

YOK 615.47:006.354 OKC 11.040.10 OKIM 94 4460

KnioueBble cnosa: annapaT UCKyCCTBEHHOI BEHTUAALMMN Nerknx, 6e3onacHocTb, MeAULNHCKOe U3aenue, one-
paTtop, TEXHWYECKMNE XapaKTepucTukn
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