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MNpepgncnoBne

1 NOATOTOBJ/IEH O6uwecTtBOM C OrpaHW4yeHHOn OTBeTCTBeHHOCTblo «MEAUTECT» (OO0 «MEAWU-
TECT») Ha oCHOBe COGCTBEHHOrO nepesBoja Ha PYyCCKUIA A3bIK aHIN0A3bIYHOW BeEpcUM cTaHfapTa, yKka3aHHoOro
B NYyHKTe 4

2 BHECEH TexHu4yeckum KOMUTETOM No cTtaHgaptusaumm TK 436 «MeHegXMeHT kayecTBa U obuine
acnekTbl MeAVNLUHCKUX n3genunii»

3 YTBEPXAEH N BBEAEH B ,£I,EI7ICTBI/IE Mpukazom PenepanbHOro areHTCTBa MO TEXHUYECKOMY pe-
rynnpoBaHuo n meTponorum ot 12 ceHtabpa 2024 r. Ne 1232-cT

4 HacTtosawui ctaHgapT MAEHTUYEH MexAayHapogHomy cTaHgapTy MCO 80369-3:2016 «CoeguHutenu
Masoro gunameTpa ANSA XKUAKOCTel M rasoB, UCMOMb3yeMble B 3apaBooxpaHeHun. Yactb 3. CoeanHutenun ans
3HTepanbHOro npumeHeHusa» (ISO 80369-3:2016 «Small-bore connectors for liquids and gases in healthcare
applications — Part 3: Connectors for enteral applications», IDT), Bknwo4yas nameHeHne Amd.1:2019.

HanmeHoBaHue HacTofuero craHgapTa M3MEHEHO OTHOCUTENbHO HaMMEeHOBaHWA YKa3aHHOro Mexay-
HapoAHOro cTaHgapTa Ana npueepeHns B cootseTcTtBue ¢ FTOCT P 1.5—2012 (nyHKT 3.5).

Mpu NnpMMeHeHUn HacTosAWero craHgapTa peKkoMeHAyeTCA UCMNO0/b30BaTb BMECTO CCbIJIOYHbIX MexXay-
HapoAHbIX CTaH4AapPTOB COOTBETCTBYOWME UM HaLMOHaNbHble CTaHA4apThl, CBEAEHNSA O KOTOPbIX NPUBEAEHbI B
OONOSTHUTE/IbHOM npunoxeHun QA

5 BBEAEH BIEPBbIE

MpaBuna NpUMeEHeHNA HACTOAWEro cTaHjapTa YCTaHOB/IEHbl B cTaTbe 26 PefepasibHOro 3akoHa
0T 29 uioHa 2015 r. Ne 162-®3 «O cTaHgapTwusauum B Poccuiickoin depepauyumn». MHdopmaynsa o6 ns-
MEHEeHMAX K HACT oA EeMY CTaHgapTy Ny6nMkyeTCcsa B eXerogHom (No cocTOAHUIO Ha 1aHBapa TeKywero
roga) MHOpMaLMOHHOM yKasaTesie «HaumoHanbHble CTaH4apThi», a ouunanbHblil TEKCT W3MEHEHWI
N NonpaBoK — B eXeMeCAYHOM WMH(opMaLMOHHOM ykKasaTene «HauuoHanbHble cTaHgapThbi». B cnyyae
nepecMmoTpa (3aMeHbl) UK OTMEeHbl HACTOALWEro cTaHjapTa CoOOTBETCTBYIOLWee yBeJoMNeHne oyneT
ony6/1MKoBaHO B 6AmxalillemM BbIMYCKE €XeMecCcsiYHOro WMHgopMauMoHHOro ykasaTens «HauuwoHasnbHble
cTaHgapTbl». CooTBeTCTBYyWLWAas nipopmaumnsa, ysejoMneHme U TeKCThbl pasMeLwanTCcsad Takxe B UH-
hopmaLMoHHON cucTeme 06LEero NoAb30BaHNA — Ha oduunansHoM caliTe PefepasbHOro areHTCcTBa no
TEeXHUYeCKOMY perynmpoBaHnio u meTponorum B ceTu NHTepHeT (Www.rst.gov.ru)

© IS0, 2016
© OdopmneHne. ®rbY «MHCTUTYT cTaHpgapTusaunmn», 2024

HacTosiwuii ctaHgapT He MOXeT GbiTb MNOMIHOCTHLIO WM YAaCTUYHO BOCMPOM3BEAEH, TUPAXUPOBAaH W pac-
NpoCTpaHeH B KauecTBe ohuLManbHOIO U3gaHus 6e3 paspeweHua defepasbHOro areHTCTBa No TEXHUYECKO-
My peryfimpoBaHui 1 MeTpPosiorum
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BBepgeHne

HacTtoawuii ctaHfapT Kak yacTb ctaHgapToB cepum MCO 80369 paspaboTaH B CBA3N C HECKOJIbKUMU
MHUMAEeHTaMW C Tparmyeckumu nocnefcTBUAMU, BO3HUKWWMMMW B pe3ynbTaTe BBEAEHUS, BO-NepBbIX, HENOA-
X0ASLWero neKkapcTBeHHOro cpefcTBa B NulULeBapuUTE/ibHbIA TpakT, BO-BTOpbiXx, QHTEPAJ/IbHbIX pacTtBopoB
HenpasBW/IbHbIMW NYTAMW, B TOM 4YUC/le BHYTPUBEHHO W B AblXaTe/ibHble NyTW. BblN0O 3aperncTpupoBaHo MHO-
XeCTBO MHLUWAEHTOB, YTO NPUBENIO K MEXAYHAPOAHOMY NMPU3HAHWIO BaXHOCTU AaHHbIX BOMNPOCOB, U 6blna Bbl-
ABNeHa Heob6X04NMOCTb Pa3paboTkM KOHKpeTHbix COEAUHUTENEN ans MEOWLUWHCKUX U3AENUN n ux
MPUHALNEXHOCTEW, ncnonbsyemeix 4ns Aoctasku nutanua yepes SHTEPAJIbHbBIN nyTs.

Cepusa ctaHgaptoB MCO 80369 6bina paspaboTaHa AnsA npeaynpexpeHus HenpaBuIbHOTO coefguHe-
Hna mexay COEAVHUTENAMUWN MANOITo ANAMETPA, ucnonb3yembiMn B passimyHbix MPUMEHEHWAX.
CraHpgapt NCO 80369-1 onpepenset TpeboBaHnsA, HeO6XoAMMbIe A1 NPOBEPKUM KOHCTPYKUUU U pa3smMepoB
COEAVHWUTENEN MANOTO AUWAMETPA, 4To6bl rapaHTMpoBaTh:

a) 4TO OHW He COeAMHAKTCA HeNnpaBW/bHO C APYTUMU COEAUHUTENAMU Masoro gmameTpa;

b) OHM 6€30NacHO M HafEeXHO COEeAMHAKTCA CO CBOEN MOMIOBUHOIA.

CtaHgapT NCO 80369-20 cogepxut obwme METOLbl NCMNBbITAHUA ana nopgpepXxkn TpeboBaHU K
DYHKLMOHANbHbIM XxapakTepuctnkam COEAVUHUTENEN MANOTO AUAMETPA.

HacTtoawuii ctaHgapT ycTaHaBNMBaeT KOHCTPYKUWIO, pasMepbl U YepTexwu COE[I,I/IHI/ITEI'IEI7I MANO-
ro ANAMETPA gna SHTEPANBbHOIO NMPUMEHEHWNA. B npunoxeHuax D—G onucbiBalwwTCcA MeToAbl, C
NOMOLLbI KOTOPbIX Obl/la OUEHeHa gaHHas KOHCTpykuusa. Opyrne ctaHpgapTbl cepun MCO 80369 BkntuakwT
Tpe6oBaHua Kk COEAVNHUTENAM MANOIro ANAMETPA, ucnonb3yemblM B pa3/inyHbiX Kateropnax NMPUME-
HEHWA.

COEANHWNTENW, n3rotoB/ieHHbIe NO pa3Mepam, YCTaHOBJ/IEHHbIM B HACTOSILLLEM cTaHaapTe, HECOBMe-
CTUMbI No pasmepam c nwbbiMu apyrumu COEANHUTENAMU gna MPUMEHEHWA, ykazaHHOro B ctaHgap-
Tax cepun MICO 80369 ana COEAVHWUTENEN MANOTO OUAMETPA, 3a UCKNIOYEHNEM CRy4yaeB, yKasaHHbIX
B G.2. laHHble COEAVHWMTENW npu yctaHoBKe Ha cootBeTcTBylouwmne MEAVNUNHCKNE U3LAENVA u MPWU-
HAONEXHOCTW ponxHbl cHuxatb PUCK nonagaHusa nekapCTBEHHbIX CPEACTB U XUAKON NuTaTenbHOW cMme-
cu, npegHasHadyeHHbIX ana QHTEPA/NIbHOIO BBegeHusA, anbTepHATUBHbIM NyTeM, HanpuMep BHYTPUBEHHO
Unn yepes usgenve gna obecneyeHMs NPOXoAUMOCTU AblXaTeNbHbIX NyTei.

Bo Bpems pa3paboTkum HacTosuwero ctaHgapTa KOMuTeT pewnn oxsatnutb Bclo SHTEPA/IbHYHO cucte-
My, HO UMeTb OTAeNbHblll cTaHgapT and COEAVUHUTENEW pesepsyapos. MCO 18250-3 ycTaHaBnnBaeT Tpe-
6oBaHna kK COEAVNHUTENAM pgna SQHTEPAJIbHbIX pesepsyapoB. HacToAwunii ctaHgapT BKAwYaeT nNpuco-
eANHNTEeNbHblIE pasMepbl COELI,I/IHI/ITE}'IEI7I MAIOIroO JUAMETPA ana BXO4HOro OTBEPCTUA U UHTepdelicoB
NMAUMNEHTA gna HabopoB QHTEPA/NIbHOIO nutaHma n QHTEPA/IbHbBIX wnpuuyos.

B HacToAuem cTaHfapTe MCNOMb3YHTCA cneaywouime Buabl WpUEGTOB:

- Tpe6oBaHMA ¥ onpegeneHna — nNpPAMON WpPUAQT;

- NH(bopMaunoHHble MaTepuasnbl, NOABNAKOLWMECA 3a npefenamu Tabnuy, Takme Kak npumMeyaHus, npu-
Mepbl U CCbIIKW, @ TakKXXe HOPMAaTUBHbIA TEKCT Tabnuy — WpNAT YMEHbLWEHHOTO pasmepa;

- TEPMWHbI, ONpegeneHHble B pasgene 3, — MPOMNUCHbIe GYKBbI.

B HacTofwem cTaHAapTe COK3 «UIW» UCMONb3YIT KaK «UHKIO3UBHOE WUNU», NO3TOMY YyTBEPXAEHue
WCTWUHHO npu no60i KoMOBUHaLNN YCTOBUNA.

FnarofibHble QOpPMbI, UCMNOJMb3yeMble B HAcCTOALWEM CTaHgapTe, COOTBETCTBYIOT MCNOMb30BAHWNIO, ONU-
caHHOMYy B npunoxeHunm H k yactm 2 Aupektns MCO/MBIK. nsa uenein HacToawero crtaHgapTa rnarosibHas
dopma:

«[0/DKeH» 03HayaeT, 4To cobnogeHne TpeboBaHUA WAN UCNbITAHNA ABNAeTca 06a3aTenibHbIM AN CO-
61104eHNSA HacTosALWero ctaHgapTa;

«cnepyeT» o3HayaeT, YTo cobnwjeHne TpeboBaHUA UAW UCNbITAHUA PEKOMEHAYETCA, HO He ABNseTcs
o6sA3aTenbHbIM AN CO6GMIOAEHNA HACTOALWEro ctaHaapTa;

«MOXEeT» UCMNOoMb3yeTca ANA OnuMcaHMsa A4ONYCTUMOro cnocob6a AOCTUXEHUS COOTBETCTBUA TpeboBaHNAM
AN UCNBITAHUAM.

3Be3gouyka (*) B kKayecTBe MepBOro CMMBO/A 3arofioBka WaM B Hayane absaua uavM Nepsoro cMMBona B
nepBoii KONOHKe Tabnuubl ykasbiBaeT Ha Haluune ykasaHuWin unm 060CHOBAHWNA, CBA3AHHbLIX C 3TUM MYHKTOM
B NpunoxeHuun A.



FOCT P NCO 80369-3—2024

MW3MEHEHUWE 1

O6nacTb NpUMeHeHNA
YpaneH TeKCT M3 MapKUMpOBAHHOrO cnucka «HacTosiwuii ctaHfapT He ycTaHaB/iuBaeT TpeboBaHUA K

COEANHUNTENAM MANOIO ANAMETPA, KoTOpble UCNOMb3YKTCA B CNeAYLWNX craydaax:»

«- MeAWUUHCKME U3Lenna ANS pekTasbHOro ApeHaxa, pekTa/sibHOro BBeAeHNs NeKapcTB Uan XUAKOCTHU
n nwbble gpyrne MeguuMHCKNE M3eNus ANA peKTanibHOro goctyna.

PucyHok B.1

M3meHeH pucyHok B.1:

no6aBnieHbl pa3Mmepbl a3 u r3 n npumedyaHune 2.

Tabnnya B.1

Lo6aBneHa cHocka “9» k Of.

B ta6nuyy B.1 go6aBneHbl pasmepbl a3 u r3.

Lo6aBneHa cHocka *9» , npumeHumMas K o6o3HauveHuam Of, a3 u r3: «MUHMUManbHbLIF AnameTp 2,85
ans Of, makcumanbHblii yron 2° gns a3 v MMHUManbHas rny6uHa 8,00 ans r3 moryt notpe6oBaTbCs ANA CO-
NPSXXEHUSA C HEKOTOPLIMU TOTOBLIMU N3AEANAMU».

PucyHok C.3

M3meHeH pucyHok C.3:
M3MeHeH pa3mep CKBO3HOro oteepctusd ¢ 02,8 Ha 02,9 Mmm.

M3MEHEeH A0oNnyck Ha CkBO3Hoe oTBepcTue ¢ +0,10 Ha +0,05 mMm/-0,2 MMm.
PuncyHok C.4

N3meHeH pucyHok C.4:

M3MeHeH pa3mep CKBO3HOro oteepctusa ¢ 02,8 Ha 02,9 mMm.

M3MEHEeH A0NycK Ha CKBO3HOe oTBepcTue ¢ £0,10 Ha +0,05 mm/-0,2 MM.
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HALULWOHAINDBHEBINR CTAHAOAPT POCCUWMCKOW PEOLEPALMNMN

COEAVHWNTENN MANOTO AVUAMETPA ONA XXUAKOCTEW U FA30B,
MCMNOJIb3YEMBIE B 34PABOOXPAHEHUN

YacTb 3

YacTHble Tpe60OBaHMA K COEAUHUTENAM A1 3HTEPANbHOIO NPUMEHEHMUSA

Small-bore connectors for liquids and gases in healthcare applications. Part 3.
Particular requirements for connectors for enteral applications

[ata BBegeHuna — 2025—12—01

1 *O6nactb NpPMMeHeHNs

HacTtoawwuii ctaHgapTt yctaHaBnueaeT TpeboBaHUA K KOHCTPYKUUU M DYHKULMOHA/IbHbIM XapaKkTepuctu-
kam COEAVWHWUTENEN MANOIO AWAMETPA, npeaHasHauyeHHbix gns COEAVNHEHWUSA ¢ 3HTEPA/IbHbIMU
MEOAVWUNHCKUMW NSAENVNAMUN n NTPUHAANEXHOCTAMN.

Mpumeuvanne 1— KIHTEPAJIbHbIM MEONLUVWHCKUM U3AEANAM oTHocATca Habopsl ans SHTEPA/b-
HOIO nutaHusa, Habopbl ans QHTEPA/IbHOIO gpeHaxa, SHTEPANIbHBLIE wnpuubl n nsgenusa gna nHtepcerica MALN-
EHTA, BKntoyas BXOAHbIE MOMOCTU Tesia YesioBeka.

HacTtoAwunin ctaHgapT He ycTaHaBnuBaeT Tpeb6oBaHmin Kk MEAVNUMHCKUM U3AENNAM wnnn NMPUHAL-
NEXXHOCTAM, B KOoTOpbIX Ucnonb3yTcsa gaHHble COEQUVUHUNTENWN. Takue Tpeb6oBaHuUA nNpuBefeHbl B KOH-
KPETHbIX MeX/AyHapOoAHbIX cTaHgapTax Ana KOHKpeTHbIXx MEANLVWHCKUX U3AENNA wan MPUHALNEXHO-
CTEW.

HacTtoawunii ctaHgapT He ycTaHaBnuBaeT Tpeb6oBaHua Kk COEQUHUTENAM MANOIo ANAMETPA, ko-
TOpble UCNOJIb3YITCA B CNeAYOLWMX cayyasax:

- MeAguuUHCKNe n3genus, npejHasHaydyeHHble TOMbKO A8 NPOMbIBAHUA Xenyaka;

- MeAVUNHCKME U3Lenna TONbKO AN NMepopasibHOro NPUMEHEHUS.

Mpumep — LUNpUL, ¢ HAKOHEYHUKOM /151 MEPOPaSIbHOIO MPUMEHEHUS, KOTOpPbI He NpefHa3HauveH Ans
COefVHEeHUs C APYrMM MeAVUMHCKAM usgenvem. OH npegHasHadeH A/ BBeAeHUS HENoCcpeACTBEHHO B pOoT
NMAUMEHTA;

- MOBbIWEHNE W MOHWXEHUE faBNeHUa B MexaHusme dukcauyum (Hanpumep, 6annoHe), UCNoNb3yeMoM
ansa ypepxaHuma nHeasnBHbiXx QHTEPAIbHbBIX MEAWLUWNHCKNX I/I3[1,EJ'II/II7I Ha mecTe;

- obopyfoBaHue ANA 3HAOCKOMNUUN XeNyAOUYHO-KMWEYHOT0o TpakTa;

- MEAVUVWHCKWE WU3LAENNA gna racTpPOCTOMUN Ha YPOBHE KOXMU.

MpumeyaHue 2 — N3FOTOBUTENIAM pekomeHgyetcsa Bkawovate COEANHUTENN MANOIO JNAMETPA,
yKasaHHble B HacToswem crtaHgapte, B QHTEPAJIbHbIE MEAVUMHCKUWE U3OENNA wan NMPUHALNEXHOCTW, paxe
eC/In B HacTosllLee Bpemsa 3T0 He TpebyeTca COOTBeTCTBYOWMMU cTadgaptamu Ha MEAVUMHCKUE U3OENNA. Oxunpa-
eTcsl, YTO Npy NepecMoTpe COOTBETCTBYKWMX cTaHgapToB Ha MEAVUMHCKUWE U3LENNA 6yayT BKIOUYEHbI Tpeb6oBaHMS
K COEQNHNTENAM MANOIO AMAMETPA, kak ykasaHO B cTaHAapTax cepuu MCO 80369.

M3pgaHne odpuymnanbHoe
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2 HopmaTunBHble CCbI/IKN

B HacToswem cTaHfapTe UCNOMIb30BaHbl HOPMATUBHbIE CCbIJIKM Ha creAylume cTtaHgapTtel [4na gatun-
pPOBaHHbLIX CCbI/IOK MPUMEHSIOT TONMbKO yKa3aHHOe W3[aHue CCbIIOYHOTO cTaHAapTa, ANs HefaTUPOBaHHbIX —
nocnepHee u3gaHue (Bka4vas Bce M3MeHeHuA)]:

MpumeuyaHune 1— Cnocob, KOTOPbIM 3TU CCbIIOYHbIE CTAHAAPTLI LUMTUPYIOTCA B HOPMATMBHbLIX TPe6OBAHUAX,
onpegenseT creneHb (NOMHOCTbIO WM YACTUYHO), B KOTOPO OHU NMPUMEHSIIOTCS.

MpumeyaHnune 2— B 6ubnnorpacdun npreeseHsl MHHOPMATUBHbLIE CCbINKM.

ISO 14971:20071), Medical devices — Application of risk management to medical devices (MeanyuH-
ckne nsgenusa. NMpUMeHeHNe MeHe)XMeHTa pUcKa K MeAULUHCKUM U3Lesinam)

ISO 80369-1:20102\ Small-bore connectors for liquids and gases in healthcare applications — Part 1:
General requirements (CoeguHntenn masnoro guametpa A8 XWAKOCTEN U ra3os, UCNOMb3yeMble B 34paB0O0OX-
paHeHun. YacTtb 1. O6wune TpeboBaHmns)

ISO 80369-6:2016, Small bore connectors for liquids and gases in healthcare applications — Part 6:
Connectors for neuraxial applications (CoegnHutenn manoro gnameTpa A8 XULAKOCTERN U ra3oB, UCNO/b3ye-
Mble B 3apaBooxpaHeHun. YacTtb 6. CoeguHUTENn NS HeillpoaKcUanbHOro NPUMEHEHUS)

ISO 80369-7:2021, Small-bore connectors for liquids and gases in healthcare applications — Part 7:
Connectors for intravascular or hypodermic applications (CoeguHutenn manoro guameTpa AN XULAKOCTER n
rasoB, Mcnosib3yembie B 3apaBooxpaHeHnun. YacTb 7. YHacTHble TpeboBaHNA K COEAUHUTENSAM BHYTpuUCOCYAU-
CTOr0 WU NOAKOXHOTO NPUMEHEHNA)

ISO 80369-20:2015, Small-bore connectors for liquids and gases in healthcare applications — Part 20:
Common test methods (CoeagnHUTENNM Masoro guametpa ANS XUAKOCTEN M rasoB, UCNosib3yemblie B 34paBo-
oxpaHeHun. YacTtb 20. O6WMe MeToAbl UCNbITAHWI)

ASTM D638-10, Standard test method for tensile properties of plastics (CTaHgapTHbIA MmeTog onpegene-
HUA MeXaHW4YeCKuX CBOWCTB MPU UCMbITAHUN Ha pacTsHXXeHue naacTMmacc)

ASTM D790-10, Standard test methods for flexural properties of unreinforced and reinforced plastics
and electrical insulating materials (CTaHgapTHbIA MeToA4 UCNbITaHWI CBOWCTB NMPU M3rnbe HeapMMPOBAHHbIX W
apMUpPOBaHHbIX MNACTUKOB M 3/1EKTPOU30ASALNOHHBIX MaTepmnanos)

3 TepMuHbI 1 onpeaeneHns

B HacTofuwem cTaHgapte npumeHeHbl TepMuHbl no NCO 80369-1, NCO 80369-7, MCO 14971 nu
MCO 80369-20, a Takxe cneaylolwme TePMUHbI C COOTBETCTBYOLW UMUK OnpeaeneHnamn.

MCO n M3K BegyT TepMuHonornyeckne 6asbl gaHHbIX A1 UCNONb30BaAHUA B cTaHAapTu3auum no cne-
aywolwnm agpecam:

- Onektponegna M3K: gpoctynHa Ha http://www.electropedia.org/;

- nnatgopma oHnanH-npocMmoTpa MCO: gocTynHa Ha http://www.iso.org/obp.

MpumeyaHune — [na yno6CTBa UCTOYHUKM BCEX ONPEAENeHHbIX TEPMUHOB, UCMO/b3YEeMbIX B HACTOSLLEM CTaH-
[napte, npueeeHbl B NpuioxeHuu |.

3.1 DHTEPANIbHbIN (ENTERAL): OTHOCAWNIACA K XENYA0UHO-KULIEYHOMY TPaKTy.

3.2 HOPMAJNTbHOE NPUMEHEHWE (NORMAL USE): NpumeHeHne, BkAOYasA NOBCEAHEBHbLIA OCMOTP
N perynupoBKu, ocylwecTBrfgsemMble N06b6IM NOb30BaTeNeM, a Takke noggepxaHume paboTocnocob6HOCTU U3-
Aennii B COOTBETCTBUMN C MHCTPYKLUAMYU MO NPUMEHEHMUIO.

MpumeuvaHne 1— lMoHAaTne «<HOPMAJ/IbHOE MNMPUMEHEHWE» He cnepyet nytatb ¢ noHatuem «MNPEOHA-
3HAYEHHOE NMPUMEHEHME». XoTA o6a TepMuHa npegnonarai0T NpUMEHeHne M3genvs No HasHayeHuto, npeaycmo-
TpeHHomy N3TOTOBUTENEM, noHatue «MPEAHA3HAYEHHOE MNMPUMEHEHWME>» oTpaxaeT npMMeHeHne B MefULUUH-
cknx uensax, a noHatne «HOPMAJIbBHOE MNMPUMEHEHWE» onpegenser He TO/IbKO NPUMEHEHWEe B MeAULMHCKUX Lensax,
HO 1 yCTaHaB/MBaeT YCNOBUSA TEXHUYECKOTO 06CYXNBaHUSA, TPAHCNOPTUPOBKY WU T. 4.

[M3K 60601-1:2005/13m.1:2012, 3.71, nameHeHo, 3ameHeHO «OMEPATOP» Ha «[MOJIb3OBATE/1b»]

1) 3ameHeH Ha ISO 14971:2019. OgHako A/ O4HO3HAYHOro cobnaeHns TpeboBaHUA HacTosAWero crtaHgapTa,
npvBeAeHHOro B 4aTUPOBAHHON CCbISIKe, PEKOMEHAYeTCA UCMNO/b30BaTb TO/IbKO yKa3aHHOe B 3TOW CCbl/ike usgaHue.

2) 3ameHeH Ha I1SO 80369-1:2018. OgHako AN 04HO3HAYHOro co6AeHNss TpeboBaHMs HACTOSILWEro cTaHaapTa,
npvBeAeHHOro B 4aTUPOBAHHONW CCbISIKE, PEKOMEHAYEeTCA UCMNO/b30BaTb TO/IbKO yKa3aHHOEe B 3TOW CCbl/ike UsgaHue.
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3.3 HOPMNPOBAHHOE <3HAUEHWE> (RATED <VALUE>): TepMuH, OTHOCALWNIACA K 3HAYEHUIO, yCTa-
HoBneHHOMY W3TOTOBWUTE/NIEM ana onpegeneHHbiX YC/I0BUI NPUMEHEHNS.

[M3K 60601-1:2005, 3.97]

3.4 MONb30OBATE/NIb (USER): Nuuo, B3ammogeiicteyowee ¢ MEANUVNHCKM WU3OENVEM (ocy-
wecTBaiAOWeEe ero akcnayartauuio nam obcnyxumBaHue).

MpumeuaHune 1— BKIOYAET, HO HE OFPAHNUNBAETCS, TEXHUUYECKMNIA, PEMOHTHBI 1 06CMYXUBAKOLWMIA NepcoHan.

MpumevyaHne 2— MNAUMEHTbI nnn gpyrue HecneymManucTtbl MoryT 6biTb MOJIB3OBATENAMN.

[M3K 62366-1:2015, 3.24]

3.5 MPO®NNb NMNONMBb30OBATENA (USER PROFILE): MepeyeHb NCUXNYECKUX, PU3NYECKNX N agemorpa-
prmyecknx xapakTepucTuk npeanosaraemoi rpynnol MONIb30OBATENEW, a Takxe nto6bIX 0CO6bIX xapakTtepu-
CTUK, TAKMX KakK npotheccnoHanbHble HaBblkn, TpeboBaHua kK paboTe M ycnoBua Tpyfha, KOTOpble MOTyT UMETb
OTHOLWEHNE K MPOEKTHbIM peLIeHNAM.

[M3K 62366-1:2015, 3.29]

4 O6uwme TpeboBaHUA

4.1 O6bwwne Tpeb6oBaHna K QHTEPAJIbHOMY MPUMEHEHWNIO

COEAVHWTEAW MANOrO AWAMETPA MELAWUWHCKWUX W3AEANA unn MPUHALNEXHOCTEW,
npegHasHavyeHHblx ana OHTEPANbHbIX MPUMEHEHWW, “3roToBneHHble B COOTBETCTBUU C HacToAWNM
cTaHgapToM, COOTBETCTBYHT Tpeb6oBaHmaAM NCO 80369-1, ecnim B HacToAWEM CTaHAapTe He yKa3aHO WHOe.

YnnoTHutenbHaa noBepxHocTb rHe3gosoro COEAVMHUTENA E1 MoxeT conpukacaTbCca C pe3bb60BbIMU
nopepxHoctaAmu rHesgosoro COEAVHUMTENA N2, kak ykazaHo B ICO 80369-6 B ycnosusax LMC npu oueHke
ncnolTaHnii xapakrepnctuk HECOEAVMHMMOCTW no npunoxeHnto B NCO 80369-1:2010. AononHutenbHas
nHopmauusa npegcrtasneHa B G.2.

Mockonbky cnepytowme COEAVMHUTENN He ykasaHbl Ao/mMXHbIM o6pa3zom, COEAVHUTENN MANOIO
ONAMETPA ona SQHTEPAJIbHbBIX MPUMEHEHWUW He LOJ/IXHbI, HO MOTYT COEAUHATbLCA:

- C KoHycamu n natpybkamu no MCO 5356-1:2004, NCO 5356-1:2015, MCO 5356-2:2006 n NCO 5356-
2:2012;

- COEAVNHUNTENAMMW paTtymka TemnepaTtypbl U COOTBETCTBYHOLWMMU YaCTAMU, BbIMOJIHEHHLIMU B COOT-
BeTCTBMU C npunoxeHvem DD NCO 8185:2007;

- Hunnenamun no EH 13544-2:2002 v EH 13544-2:2002+W3m.1:2009.

OT1anoHHble COEAVHUNTENW gna oueHkn xapaktepuctuk HECOEAVMHMMOCTW onucaHbl B NpuUioxe-
Hun C.

B cnyuaax, Koraa KoHcTpykuna COEAVUHUTENEWN MANOIO ANWAMETPA B COOTBETCTBUM C HACTOALLUM
cTaHgapToM 3aBUCUT OT pa3mMepoB unun anemeHtos MEAVNUWNHCKOIO U3AENNA vnn MPUNHALNEXHOCTHN
ana ob6ecneyeHnsa xapaktepuctuk HECOEAWHWMOCTW, xapaktepuctukn HECOEAWHUMOCTW p[omxHbI
6bITb MPOBEPEHbLI (BEPN®VLIMPOBAHDbI).

MpoBepKy COOTBETCTBUA BbIMNOMHAKT MNOCPeACTBOM ucnbiTaHuin no MCO 80369-1:2010, 5.1, u npuno-
XeHuntwo B. CooTBeTCTBUE Takke MOXeT ObiTb NPOAEMOHCTPUPOBAHO C MOMOLLbIO CUCTEMbI aBTOMaTU3NPO-
BaHHOro npoekTuposaHua (CAD) aHanusa pasmepos Bcex COEAVWHWUTENEN MANIOTO AUAMETPA cepuu
ctaHgaptoB MCO 80369 n ncneityemoro COEAVMHUTENA MANOITO AJNWAMETPA B coyeTaHun ¢ hU3NYECKUN-
Mu mncnolitTaHnamm COEAVHUTENA MANTOIToO JUAMETPA B cOoOTBETCTBUU C MpunoxeHnem B, rge aHanus
CAD He gemoHcTpupyet xapaktepuctukm HECOEAVMHUMOCTW. Mpu Heob6xoammocTn Ha MEANLUWNHCKOE
W3LAENMNE wnn MPUHALNEXHOCTb MmoxeT 6biTb ycTaHoBneH COEAWHWTE/NbL MANOIro ANAMETPA
ANna pemoHcTpaumm cooTBeTcTBuA xapaktepuctuk HECOEAVMHUMMOCTW Tpe6oBaHuAaM npunoxeHuna B NCO
80369-1:2010.

MpumeyaHune 1 — Tpegnonaraetcd, yto MEAVNUWMHCKWME W3[ENWA, ucnonb3ywowune COEJNHUNTENN
MAJTOIO AVAMETPA cornacHo HacToalweMy CTaHAapTy, KOTopble He 3aBUCAT OT pa3Mepos unin asiemedtos MEAVLINH-
CKOIro N3gennsa wnn NPUHALNEXHOCTWN ans obecneveHns xapaktepuctnk HECOEAMHWUMOCTW, cooTBeTCTBYHOT
xapaktepuctukam HECOEOVNHNMOCTW HacTosiwero craHaapTa.

MpumeyaHune 2 — Kpartkaa oueHka MEONLUWNHCKNX I/I3LI.E}'II/II7I n nx nokasatenn ¢ COEJUHNTENAMU B
pamkax gaHHoro NMPMMEHEHWA npeacTtasneHsb! B npuioxeHun D.



FTOCT P NCO 80369-3— 2024

MpumevyaHne 3— KpaTkoe M3n0XeHne TpeboBaHWin K akcnayataynoHHol npurogHoctn QHTEPANIbHbBIX CO-
EOVHUTENEN MANOTO AUAMETPA npeacTaBieHo B npuaoxerun E.

MpumevyaHne 4 — KpaTkoe onucaHue kputepueB n TpebosaHunii kK SHTEPANbHBIM COEUHUTENAM MA-
Noro ANAMETPA npefcTtas/fieHO B NpuioxeHun F

NMpuMmeuyaHune 5— KpaTkoe npeAcTaBfeHne oLeHKN KOHCTpyKuun SHTEPA/IbHbIX COEAUHUTENEN MAIO-
o AMAMETPA B cooTBeTcTBMM C pasgesiom 7 NCO 80369-1:2010 cofepxuntca B npunoxeHun G.

4.2 MaTepuan, ncnonb3yembiit gna dHTEPAJIbHbIX COEAVUHUTENIEA MANOITO OUAMETPA

B pononHeHune Kk Tpe6oBaHnAM pasgena 4 ctaHgapta MCO 80369-1:2010 SHTEPAJ/IbHBIE COEAVNHN-
TEAN MANOITo AUAMETPA ponXHbl 6bITb N3FOTOB/IEHBI U3 MaTepuanoB C HOMUHa/bHbLIM MOAY/EM YyNpyro-
CTU nNpu n3rnbe nnum pacTtsxeHun 6onee 700 MMa.

CooTBeTCTBME MPOBEPAT C NoMowblo ucnoitTaHnin ACTM D638-10 nnm ACTM D790-10.

4.3 TunoBble NcNbliTaHUsA

CooTBeTcTBME TpeboBaHUAM HacTosuero ctaHgapTta onpegensaioT TUMNOBbIMW NCIMbITAHUAMN.

5 Tpe6oBaHus K pasmepam SHTEPAJIbHbIX COEAVHUTENEW
MAJIOIO ANAMETPA

OHTEPANBbHBLIE COEQVUHUNTENN MANOIoO ANAMETPA p[oO/mXHbI COOTBETCTBOBaTb pa3mepam W [0-
nyckam, npeacTaB/i€HHbIM:

- Ha pucyHke B.1 n B Tabnuue B.1 gna wrtekepHoro COEQVUHUTENA E1;

- Ha pucyHke B.2 n B Tabnuue B.2 ana rHesgosoro COEAVHUTENA E1.

MpoBepKy COOTBETCTBUA MPOBOAAT, CBEPUB COOTBETCTBYHOLWME pasMepbl U 4OMNYCKWU, yKa3aHHble B Npu-
noxeHun B.

6 TpeboBaHUA K PYHKLUMOHA/IbHbIM XapaKTepUcTuKam

6.1 YTeuka XnaoKoctTun

6.1.1 TpeboBaHUe K yTeUke XNAKOCTU

OHTEPANNbHbBIE COEAVMHWUTENN MANOIro ANAMETPA oueHuBalOT Ha YyTeuyky C MUCMOJb30BaHUEM
METOAA NCMbITAHWA no nageHuio gasnenna nmé6o METOOA NCTbITAHUA no npocauynBaHuio XUAKOCTH
npy nogave faB/ieHUSA.

6.1.2 YTeuka No nageHuto gaBneHuns

OHTEPANBbHBLIE COEAVNHUTEAN MANOIO ANAMETPA, oueHMBaeMble Ha TakKylo PYyHKLMNOHaNbHYIO
XapakTepucTuky, Kak yreuka xmakoctu, ¢ nomowbto METOAA NCIMbITAHWUA Ha yTeuky no nageHuio gasne-
HWA, He AO/IXHblI NpeBbiWaTh CKOPOCTb yTeukn 0,005 Ma m3/c npu BO3AENCTBMN MPUNOXEHHOTO AaB/eHUs OT
300 pgo 330 klMa B TeyeHne nepuofa BbigepXkn ot 15 o 20 c npu NCNosib30BaHUN BO3AyXa B Ka4yecTBe cpefbl.
M3FrOTOBUTENN moryT mcnonb3oBaTb 60/1ee BbiCOKOE MPUIOXEHHOE AaBneHue unm 6onee gNANTENbHbIN
nepvopg BblAEpPXKN.

MpoBepKy COOTBETCTBMSA BbINOSIHAKT NOCPEACTBOM UCMbITaHUI No npunoxeHuw B MCO 80369-20:2015
npu ncnonb3oBaHnn atanoHHoro COEAVNHUTENA yTeuku, ykazaHHOro B npunoxeHun C HacTosdWero craH-
napra.

6.1.3 YTeuka no npocaynBaHUIO XNAKOCTU Npu nofavye fassieHns

OHTEPA/NIbHbLIE COEAVHWTENWN MANOIo AVUAMETPA, oueHnBaeMble Ha Takyld (PYHKLMOHa/bHYIO
XapakTepucTuky, Kak ytedyka xumakocTtu, ¢ nomowbio METOOA NCIbITAHNA Ha yTeuky no npocavymBaHuto
XWAKOCTU Npu nogadve gaBfeHUsA, He OO/DKHbl MMeTb MPU3HaKOB YTeuyku, AOCTaTOUYHbIX AN o6pa3oBaHuMA na-
Jalwlein kannu BoAbl, B TeyeHne nepuoga Bbigepxku ot 30 go 35 ¢ Nnpu BO34eNCTBUM NPUSTOXEHHOTO AaBne-
Husa oT 300 go 330 klMa. NI3BTOTOBUTE/IN moryT ncnonb3oBaTb 60/1ee BbICOKOE MPUMOXEHHOE AaBNeHne unn
6onee ANNTENbHbLIN Nepuoj Bbl4EPXKU.

MpoBepKy COOTBETCTBMSA BbIMOJIHAKT NOCPEACTBOM MCNbITaHWn No npunoxeHnto C NCO 80369-20:2015
npu ncnonb3oBaHun atanoHHoro COEAVNHUTENA yTeuku, ykazaHHOro B npunoxeHun C HacTosdLWero crtaH-
Japra.
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6.2 PopmumnpoBaHue wenen nog AeNCTBMEM Harpysku

OHTEPANbHBLIE COEQVHWUTENN MANOIro AUAMETPA oueHuBalT Ha hopmMupoBaHune wenei nopg
pencteuem Harpyskn. SHTEPA/IbHBIE COEQVHUTENWN MANOIO OUAMETPA [OMXHbI COOTBETCTBOBAThb
TpeboBaHuam 6.1.1 nocne TOro, Kak NOABEPrHYTCA MCNbITAHUIO NO NpunoxeHunto E NCO 80369-20:2015.

MpoBepKy COOTBETCTBUS BbINOMHAKT NOCPEACTBOM UCMbITaHW No npunoxeHut E MCO 80369-20:2015
npu ncnonb3oBaHun atanoHHoro COEAVHUTENA Ha dhopmupoBaHune wenei nof AeACTBMEM Harpysku, yka-
3aHHOro B NpunoxeHun C HacToawero craHgapTa.

6.3 YCTOUYMBOCTb K pa3beANHEHNIO NMPU MPUIOXKEHNUN NPOLOABHON Harpysku

OHTEPA/NbHbLIE COEAVMHUTENW MANOIro AUAMETPA oueHnBalT Ha YCTOMYMBOCTb K pasbefunHe-
HUIO NpWU NPUAOXKEHUN NPOAOAbHON Harpy3kn. SHTEPANbHbLIE COEQVUHUTENN MANOIro ANAMETPA He
OO/KHbI OTpbIBaTbCA OT 3TanoHHOoro COEAVHUMTENA B TeueHue nepuopa yaepxaHusa ot 10 go 15 ¢ npu BO3-
AeNcTBUM Ha pas3befUHEeHWe NpUaoXeHHOW oceBoW cunbl oT 32 go 35 H.

M3FTOTOBUTENW moryT ucnonb3osaTb 60Nbliee oceBoe ycunume pasbeguHeHus wam 6onee gnutenb-
HbIl Nnepuog yaepxaHus.

MpoBepKy COOTBETCTBMSA BbINOMIHAKT NOCPeACTBOM MCNbITaHUA no npunoxeHuw F NCO 80369-20:2015
npu ncnosnb3oBaHnm aTanoHHoro COEAVHWTENA Ha yCcTONYMBOCTb K pa3befUHEHU0 NP MPUIOXEHUN Npo-
OONbHOW Harpysku, ykazaHHOro B npunoxeHun C HacToAwero craHgapTa.

6.4 YCTOUNBOCTb K pa3befUHEHMNIO OTKpyYnBaHuUeEM

OHTEPANbHbBLIE COEAVNHWTENN MANOIoO ANAMETPA oueHuBaKT Ha YCTOWUYMBOCTb K pa3dbefgunHe-
HUIO OoTKpyunBaHnem. SHTEPAJIbHbIN COEAVWHWUTE/Nb MANOIrO OVWAMETPA He JONXeH oTpblBaTbCH OT
3TaZIOHHOr0 CoeAMHUTENa B TeyeHune nepuoga yaepxusaHua ot 10 go 15 c, korga Ha Hero geicTByeT KpyTs-
Wwmin momeHT 0T 0,019 o 0,020 H m. UBSTOTOBUTEJ/IN moryT nucnonb3oBatb 60bWNA KPYTAWNA MOMEHT ANs
OTKpy4YMBaHUA Unu 6onee ANUTENbHbLIA Nepuos yaepxaHus.

MpoBepKy COOTBETCTBUS BbIMOJIHAKT NOCPEACTBOM MCNbITaHWMA No npunoxeHuto G MCO 80369-20:2015
npu mcnonb3oBaHun aTanoHHoro COEAMHUTENA Ha ycTOMYMBOCTb K padbefMHEHUI0O OTKPpyYMBaHMEM, yKa-
3aHHOro B NpunoxeHun C HacToAwero craHgapTa.

6.5 YcTOoliunBOCTb K NOBOpPavYnBaHuio

OHTEPA/NbHbLIE COEAVMHUTENW MANOIO AUAMETPA oueHuBalOT Ha YCTOMUYMBOCTb K NpoBOpayn-
BaHutw. QHTEPA/IbHbLIE COEAVHUTENN MANOITO JUAMETPA He [onXHbl BbIXOAUTb 3@ npeaenbl pe3bobl
WIN HAaKOHEYHWKOB 3TA/IOHHOIO COeAVMHUTENA Npu NPUNOXeHUn KpyTauwero momeHTta ot 0,15 go 0,17 H-m B
TeyeHne nepuopa ygepxaHmsa ot 5 go 10 c. N3ATOTOBUTEJ/IN moryT ncnonb3oBaTb 60MbWNIA KPYTAWMKA MO-
MEHT AN OTKpyuYMBaHWSA unu 6onee ANUTENbHbIA Nepuos yaepxaHus.

MpoBepKy COOTBETCTBUSA BbIMOMHAKT NOCPEACTBOM UCMbITaHMA no npunoxeHunto H NCO 80369-20:2015
npu mcnonb3oBaHun stanoHHoro COEANHWUTENA Ha ycTOWYMBOCTb K MOBOpPaYMBaHUIO, YKa3aHHOro B Npu-
noxeHun C HacTodAuwero crtaHgapra.

6.6 OTcoeAnHeEHME NYyTeM OTKpyuyuBaHUA

OHTEPA/IbHbLIE COEAVHWTEAN MANOIro AMAMETPA ponxHbl ObiTb OULEHEeHbl Ha npegmeT OTCO-
efnHeHuna nytem oTkpyumsaHua. SHTEPAJIbHBIE COEQVUWHUTENN MANOITO JUAMETPA He O/XHbI OTCO-
eanHATLCA OoT aTanoHHoro COEAMHUTENSA ¢ npunaraemblM MOMEHTOM OTKpyuyuBaHus He 6onee 0,35 H m.
N3TOTOBUTE/IN mMoOryT ucnonb3oBaTb GO/bWMNIA KPYTAWMNA MOMEHT A8 OTKPYyYMBaHMA uan 6osee gAnTeNb-
HbIl Nepuog yaepxaHus.

MpoBepKy COOTBETCTBMUA BbINOMHAKT NOCPEeACTBOM MNPOBEAEHUA MUCNbITaHU no npunoxeHuto | NCO
80369-20:2015 npu ucnonb3osBaHun atanoHHoro COEAVHWNTENA Ha oTcoeguHeHue NyTeM OTKpyuyuBaHus,
yKa3aHHOro B npunoxeHun C HacToAWero craHgapTa.
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MpunoxeHue A
(cnpaBo4yHOE)

O6o0CcHOBaHWe N PyKoBOACTBO

A.1 O6liee pyKoBOACTBO

A.1.1 PykoBoacTBO

HacTtoslwee npunoxeHne coaepxmut 060CHOBaHMA HEKOTOPbIX TpeboBaHWn HacTosAWwero ctaHgapta v npegHasHa-
YeHo AN18 TeX, KTO 3HaKOM C nNpeAMeTOM HacToAlero ctaHjapTta, HO He yyacTBoBas B ero paspaboTke. MoHumMaHue 060-
CHOBaHMs, nexallero B OCHOBE AaHHbIX TpeboBaHWi, cunTarT HEOBX0ANMbLIM ANS UX HaZNexallero npuMmeHeHus. Kpome
TOro, N0 Mepe M3MEeHEeHW, NPOUCXOAALLMNX B KIUHNYECKON NpaKTUKe Y TEXHOSIOTMYECKMX npoleccax, 060CHOBaHMe Takmx
TpeboBaHuii 06nerynT Nt060OI NEepecMoTp HACTOAWEro CTaHA4apTa, BbI3BaHHbIA 3TUMN U3MEHEHUSIMU.

A.1.2 Bbel6op COEVNHUTENA

Kak 13BecTHo, cuctembl COEAUHUTENEN MAJIOrO JUAMETPA He MoryT 6bITb CPOEKTUPOBaHbI Tak, YTo6bl U1C-
KNIOYNTb BCE BO3MOXHOCTU HEMPAaBW/IbHOIO COEAVHEHUS WX UCKNIYUTL NpegHamepeHHoe HenpaBuibHoe NpUMeEHEeHNe.
OfHaKo MOXHO NPeAnpuUHSATb psf LaroB, KOTOpble yyywaT TeKyLlWyl cuTyauuio 1 npuBegyT K 60Mblieli 6e30nacHOCTH
MALUVEHTOB.

COEAVNHUTENDL NAUMEHTA He npegHa3HayveH 66T HECOEAVMHWMbBIM ¢ COEAVIHUTENSAMMW B 06nactu yxoaa
3a NMAUMEHTOM. CnegyeT no3aboTuUTbCA O TOM, 4YTOObl 06€CNeYnTb UCMbITaHNS HENPaBWIbHOTO COEAMHEHUS U aHaIn3
CBSA3aHHbIX C HAM PUCKOB AN obecnedeHns 6e3onacHoCTN 1M 3aPEKTUBHOCTU CUCTEMBI.

A.1.3 LiBeTOBOE KOAVPOBaHMe

B HacTosileM cTaHAapTe cuMTaeTcs HeuenecoobpasHbiM yKasblBaTb LBET, NOCKObKY 3TO cTaHAapT Ha COEAQUNH-
TENWN, a He cTtaHgapT Ha MEAVNUNHCKUWE WU3LENNA. YkaszaHHble COEAVHUTENWN cursnyeckn He cmoryT BnmMcaTbeCs
B He DHTEPAJ/IbHbIM COEAVMHUTE/Ib, a 0603HauYeHne LBeTa CUMTaeTCa HeAoCTaTOUHLIM 418 CUrHanM3auum n Head-
(PEeKTUBHLIM ANA NpefoTBpalleHNss HenpaBuabHOro coeanHeHuns. Apyrne MPUMEHEHWNSA, Takne kak BHyTpMCOCYAUCTbIE
MEOAVNUNHCKUE N3OENNA n acnupaynoHHble kaTeTepbl, MOryT UCNO/b30BaTh LUBET, N 3TU LBeTa He cTaHJapTu3npoBsa-
Hbl ANA pasHbIX MPUMEHEHUI n cTpaH. NaeHntudpmkaunas SHTEPA/IBHOIO cpeactea n060ro onpefesieHHoro ugeta
(Hanpumep, MONETOBOrO, OpPaHXEeBOr0, XeNToro) MOXeT CNoCo6CTBOBATL AOMO/HUTE bHLIM C/lyYasiM HenpasBuIbHOTO
COEAVMHEHWNA MEAVMUMHCKOIoO U3AENNA.

A.2 O6ocHOBaHue KOHKPETHbIX NYHKTOB U NOANYHKTOB

MMyHKTbI U NOANYHKTbI B MPUNOXEHUMN NPOHYMEPOBaHbl B COOTBETCTBUM C Hymepauuein NyHKTOB W NOAMYHKTOB Ha-
CTOALLero cTaHAapTa, Ha KOTopble OHM cCbinakTcsa. Takum 06pa3om, HyMepaLuus He SBNAsieTcA nocnefoBaTesibHO.

Pazgen 1 O6nacTb NpuMeHeHns

B 2000 rogy pabouas rpynna EBponelickoil opraHusauun no ctaHgaptusaumm CEN npepgnoxuna crpateruio no
COKpaLLeHNI0 C/lyvyaeB C/y4yaliHoro HeMpPaBUbHOTO COeAUHEHNA A8 TepaneBTuyecknx nuHuin MAUMEHTOB 3a cuet npu-
meHeHns cepun HECOEAMHUMbIX COEAVNHUTENEN, pasnuualowmxcsi no KOHCTPYKLWN, UCMOMb3YEMbIX B PA3/IMUHBLIX
MeguuuHckux MPUMEHEHUSAX [12]. CTpaTterua pesepsupyeT ucnonbsosaHme COEAVHUTENEN LUER WCKAOUUTENBHO
ona npumeHenuns B8 MEAVUWMHCKNX U3LENMNAX, ncnonb3yembix Ansi 4ocTyna K COCyguUCcTOli cucTemMe Wav B wnpuuax
AN NOAKOXHbLIX UHBEKUWIA, YTOObI OHWM MOTN BbINOSIHATL CBOK npegnonaraemyto OyHKLUIO.

Vickniouenne MEOVLMHCKNX N3OENUIA, npeaHasHaueHHbIX TOMLKO A5 NPOMbIBAHUA XeyaKa:

Komutet onpegenun, uto MEAVUVMHCKUNE UN3AENNA v MPUHAONEXHOCTW, npegHa3sHayeHHble TOMbKO AN
NPOMbIBaHUA Xenyaka, 6yayT WMCKNYEeHbl M3 cdepbl MPUMEHEHWS HacTosWwero ctaHgapTta. [as MHOMMX NpUMEHEeHWi,
npegHasHayYeHHbIX TO/IbKO A1 NPOMbIBaHWA Xenyaka, TpebyeTcsa BHYTpeHHU gnameTtp 6onee 8,5 mm, TO ecTb onpege-
NEHHbIl MaKkCUMasbHbI BHYTPeHHWI guameTp ans COEAVMHUTENEN MAMIOTO AMAMETPA, 4To BbIXOAWUT 3a 061acTb
npumeHeHus MICO 80369-1.

Vickniouenne MEANLINHCKNX NSOENUA ToNbKo ANS NepopanibHOro NPpUMEHEHNs:

KomuTteT onpegenun, 4to nepopasibHoe BBeAEeHWEe XUAKOCTU B XeNyA0UHO-KMLLIEeYHbIA TpakT GyAeT UCKIYeHO U3
06n1acT NnpUMeHeHna HacToslLero ctaHgapTa. lNMepopanbHoe BBeAeHue Xngkoctu He Tpebyet COEAVNHEHWA, kak onpe-
[JeNeHo B HacTosLLEeM cTaHjapTe; No3TOMy CYMTAETCA, YTO OHO BbIXOAWUT 3a 06/1aCTb NMPUMEHEHNS HACTOALLEro cTaHjapTa.

COEOAVHWUTENN, noapo6HO onucaHHble B HaCTOsILLEM CTaHfapTe, cneunasnbHO npefHasHayeHbl 471 UCMO0/b30-
BaHUs B KauectBe COEAVHWUTE/NIbHOW cuctembl (To ecTb rHesgosoii COEAUHWTE/b, conpsiraeMblii CO LITEKEPHbIM
COEAVHNTENEM). Ecnu COEAVMHNTE/b, KOTOpbIA He npegHa3HavyeH ANs UCMOJIb30BaHUS UCKIOUYMTEIbHO Kak YacTb
faHHoil COEJNHUTE/IbHOWM cuctemsl, BcTpoeH B SHTEPANIbHOE MEAVLUMHCKOE W3AENVE wan MPUHALNEX-
HOCTb, 10 NU3rOTOBUTE/Ib MEAVNUWNHCKOIO U3AEMNA ponxeH oueHuBaTtb M ynpasnsATh cBa3aHHble PUCKW cooT-
BETCTBYHOLLMM 06pa3om.

OpwueHTauna COEANHEHNA:

B HacToAlEeM cTaHfapTe He yka3blBaeTCcsa opueHTaums COE,EI,I/IHI/ITEJ'IEI7I E1, yto no3sonsert onpefenATb Hanpas-
NleHne NoToka, KoTopoe cuuTaeTcs Hambonee noaxoadAwmm, nockonbky COEANHUTENN, ykazaHHble B HACTOSILLEM CTaH-
napte, 6bl1n pa3paboTaHbl ¢ xapaktepuctmkamm HECOEAMHUMOCTW, npegoTBpawjalwMMmn HenpaBuibHoOe coeguHe-

6



FOCT P NCO 80369-3—2024

HMe C N6bIMM APYTMMU WITEKEPHbIMU U THe3goBbiMM COEAVMHUTENAMUW ctaHgapToB cepun MICO 80369. OTaenbHble
topucamkumm nnn W3rOTOBUTEIN gomkHbl yunTbiBaTb noteHumansHole PUCKW, cBsi3aHHble C OpueHTauunei, Takme kak
3arpsi3HeHne 1 NpocToTa OYNCTKM Nepes peanvaumeil.

ViccnepoBaHua nonb3oBaTtesnieli Ha NpeamMeT HenpasBW/IbHOrO coeguHeHus nposogunuce Ha COEAVHUTENE EL
C onpefeneHHoW opueHTaumeld, npu KoTopoi noctosiHHoe HTEPAJ/IBHOE MEVUMHCKOE W3LENUE Bkntoyano B
cebs wrekepHbli COEAVHUTEND, a coeguHutensHble MEVUVHCKUE U3AENVA (wnpuubl, Habopbl AN8 NUTaHWSa U
T. 4.) UMenu rHe3foBY0 KOHCTPYKUMIO. AHa/IM3 HENnpasW/IbHOTO COeAUMHEeHUs C ucnosib3oBaHnem mogenunposanma CAD u
CBSA3aHHOMO C HMM aHanusa PUCKOB Obla BbINOMHEH 4719 BbISBNEHUA pUCKA HENPaBU/IbHOTO COEAMHEHUS He3aBUCUMO OT
opueHTaumu.

Mogrpynna HaceneHuna B pamkax QHTEPAJIbHOIO KAMHWYECKOro npuMeHeHus:

Bbicka3biBasiMCb onaceHns no nosoAy BO3MOXHbIX PVICKOB gocTaBKM HETOYHbIX [03 SIEKAPCTBEHHbLIX CPeAcTB B
onpeaeneHHbIX KIMHUYECKNX NpakTukax cpeay nogrpynn Boeicokoro PYUCKA (Hanpumep, y HoBOpoXxaAeHHbIX MALMEHTOB)
npy UCnosib30BaHUN 06paTHOM CUCTEMbI COeAMHEHUS (THE340BOE K LUTEKEPHOMY). Takas opuveHTauuss MOXeT MpPUBECTYU K
HenpegHamMepeHHOMY BbITECHEHWIO Cpefdbl, 3HavyanbHO cofepxalleiics BHyTpu rHesgosoro COEAVNHUTENA MAJIOIO
OVNAMETPA. [JaHHOe BblTEeCHEHMWE MPOUCXOAMUT, Korga cpefa Habupaetcs B wnpuy 6e3 ucnosb3oBaHus agantepa unm
NMPUHALONEXHOCTW pgns BbiTArmBaHus, a 3atem BBoautcs yepes COEAMHEHWE, BbiNnONHEHHOE € Tpy6KO Ans nuta-
HUA. JTabopaTopHble UCMbITaHWSA MoKasasnu, YTo 60/bluas YacTb 3TON cpeabl BbiTECHSAETCA B WTekepHblii COEAVHUTENDb
MANOIro AMAMETPA n MEAVLUWNHCKOE N3AENUE 3a Hum.

JlabopaTopHble UCNbITaHMUS Takke Mokasasu, YTo napa COE,D,I/IHVITEI]EI7I E1l co cpefHuUM fonycKOM NpU OpueHTa-
UUn OT FHe340BOr0 K LUTEKEPHOMY BbITEeCHSET B cpeaHem 0,148 mn (MuHumym 0,089 mn n makcumym 0,179 mn npu n = 32)
cpeabl. Ana cpaBHeHus, o6paTHblin COEQVHUTE/b LUER (EH 1615), ncnbiTaHHbI B @HA/I0TMYHbIX YCIOBUSAX, BbITECHW
B cpegHem 0,103 mn (MnHumym 0,074 mn 1 makcumym 0,122 mn npu n = 64). Ha cerogHsawHuin aeHb PUCKW, cBsizaHHble
¢ ToyHoCTblo A03bl B MEANUMNHCKUNX U3OENMNAX, pa3paboTaHHbIX C 06paTHOlM OpueHTauuen, He Oblsin NOMHOCTbIO
OLEHEeHbI, N MO3TOMY HeT AoKa3aHHOl HeobX04MMOCTM SBHO WCKOYaTb kakve-nnbo noArpynnbl HacesneHns B pamkax
OHTEPA/IbHOIO knuHn4yeckoro npuMmeHeHus. NMoatomy pekomeHayetca ucnosb3osate COEAVHUTE/Ib MANOIO UNA-
METPA E1 gna Bcex MAUMEHTOB, uTo6bl CHU3UTL PUCKW HenpaBunbHoro coeanHenus. UArOTOBUTESNA, Bkntouva-
towmne COEANHNTENb MANTOro AMAMETPA E1 B MEAVNUNHCKWE U3AENNA, npeaHasHayeHHble AN NPUMEHEHUSA
¢ nogrpynnamu Bbicokoro PUCKA (Hanpumep, ¢ HOBopoxAeHHbIMU MALUVNEHTAMMW), gomkHbl oueHmBaTtb noboi PUCK,
CBSA3aHHbIV C 3TUM NOTEHUMasbHbIM BbITECHEHNEM, U UHpopMMpoBaTb NMOJIb3OBATE/IA 0 BO3MOXHOM BbITECHEHUN Cpe-
Obl, ecnn 06bEKTUBHbIE AOKa3aTe/bCTBa YKasblBalOT Ha CyL,eCcTBOBaHMe Takoro noteHumnansHoro PUCKA.

Cpepfa, kotopas MOXeT 6biTb gocTaBneHa B wTekepHbln COEQVUHUTE/Ib El un3-3a BBeAEHMS KOHyca LUTekep-
Horo COEAVMHUTENSA B rHe3gosoii COEQVHUTE/b, 3anoniHeHHblli cpefoii, npeacTasnisieT co6oil N36bITOYHO AOCTaB-
NleHHbI1 06beM (BbITECHEHHbIA 06bEM cpefbl, 4OCTaBNEHHbI CBepx npeanonaraemoit Ao3bl). Korga TpebyeTcs o4eHb
TOYHas AocTaBka fA03bl C npuMeHeHnem COEAVNHEHUA El ¢ opueHTaumei rHe3goBoil K LUTEKEPHOMY, PEKOMEHAYyeTCs
1Cnosib3oBaTb afanTtepb! AN1A BbITAIMBAHUA (HanpuMep, COIOMUHKN A5 BbITATMBaHUA). MNpeasapuTesibHble AaHHble CBU-
[eTeNbCTBYIOT O TOM, YTO NpU NPaBUIbHOM WCNO/Mb30BaHUM aganTepa AN BbITArMBaHUS 06beM [OCTaBSEMOl cpefpl
(konnyecTBO nepepo3npoBkn) coctasnseT 0,003 mn. N3ArOTOBUTENAM wuspgenwuii, Bkntovawwmx COEAVNHUTENDL no
HacTosiWweMy cTaHgapTy, Heobxoaumo 6yaeT NpoBeCTV BasMAaLoHHble UCcefoBaHus, YTobbl y6eanTbes, YTO TOYHOCTb
[103bl COOTBETCTBYET TPE6OBAHMAM U3AEUNS.

BbITeCHEHHbIN AoCTaBseMbll 06beM He cnegyeT nyTatb C 06beMOM MeXAy rHe3f0BbiM OTBEPCTUEM U NOBEPXHO-
CTAMU LUTEKEPHOIO KOHyca nocne coeAnHeHUsl, KOTOPbIA YacTo Ha3blBalOT MEPTBLIM MPOCTPAHCTBOM.

N3rOTOBUTENAM n OTBETCTBEHHbIM OPTAHU3ALIMAM pekomeHayeTca coobuiate O CBOEM OMbiTe UCMNOSb-
3oBaHns COEAVIHUTENEW MAJSIOrO OVNAMETPA, ykasaHHbIX B HAaCTOALLEM CTaHgapTe, B cekpeTapuaT MCO/TK 210,
4yTOObI OH MOT Y4ecTb AaHHYH 06paTHy0 CBSA3b NPU NepecmMoTpe COOTBETCTBYHOLWEN YacTu cTaHgapTos cepumn MCO 80369.

Tabnuua B.1 Pasmepbl wtekepHoro COEVNHUTENA MAJTOTO JUAMETPA E1

KoHcTpykums QHTEPANbHbBIX COEAVHUTENEN BkntoyaeT aneMeHTsl, (DyHKLMOHAIbHOCTE KOTOPbLIX MOXET 6biTh
HeoyeBuaHa. MHOrMe U3 3TUX MPUYMH BAMAIOT IM60 Ha Xapaktepuctukn HECOEAMHUMOCTW, nu6o Ha TpeboBaHuA K
(PYHKUMOHANIbHBIM XapakTepUCTUKaM AaHHbIX COE,LI,VIHVITEI'IEI7I.

¢ Mpoekuuna koHunka COEAMHUTENA 13 pe3b60BOro Bbictyna

JaHHblin anemeHT npegoctaenset MNMOJIb3OBATE/IKO Bu3yasibHYH NOACKA3Ky, yNpolialLllyl BblpaBHMBaHWE BO
BpeMsi c6opku. [lonyckaeTcs MCMO/b30BaHUe BpaljaloLlerocs uKcupylowero dUTuHra ¢ BHyTpeHHeli pe3bboii, HO pas-
Mep ¢ Heob6xoanmo cobnwaaTb.

e [nnHa wTekepHOro koHyca (ot 0c/go 04)

[nvHa koHyca 3agaeTcs ANs onpefesieHns yrna KOHYCHOCTU € MepexoAoM Ha MeHbLlwuii yron. AnnHa KoHyca onpe-
AenseT MUHUMaNbHYO A/IMHY, HEO6XOAMMYIO AN YNAOTHEeHWUS. JonyckaeTcsa yron 3a koHycom go 0,5° (Bkawouvas yron 1°)
WM nnowaab 3a KOHYCOM MOXeT 6biTb MeHbLUe, YeM koHel, koHyca (04) Ha ycmoTpeHue N3TOTOBUTENA.

04 HapyXHblli syameTp 60MbLUEro KOHLA LUTEKEPHOrO KOHyCa B TOUKe e OT KOHYMKa (MasIeHbKOro KOHLA)
LUTEKEPHOro KOHyca

[ns o6ecneuyeHuss xapaktepnctuk HECOEANHVMMOCTIW MakcuMarbHblli pa3mep natpybka orpaHUMYeH BHYTPEH-
HUM AnameTpom wwTekepHoro koHyca COEQVUHNTENA 8,5 mm, kak onpegeneHo B MICO 5356-1.
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s3 AnuHa natpy6ka OT KOHLUa BbICTyna

MakcumansHasa annHa pesbbbl He ykasaHa, Ho TpebyeTcs ana obecneveHnsa 3asopa v onopbl AN pe3bbbl rHe3no-
Boro SHTEPA/IbBHOIO COEAMHWUTENS, korga o6a COEAVNHUTENA Haxo[aATcs B COCTOAHUW HavMeHbLUero npegena
no marepuany (LMC).

x3 AnnHa XopAabl He3HauYNTeIbHOro AnameTpa pe3bbbl (0y) B Havyane pe3bbbl

JaHHbIl aneMeHT BbINOHAET ABe PyHKuMN. MUHMManbHbIM pasmep obecneunsaeT ABa koHua Ha Oy, 4To6bl O6e-
cneunTb xapaktepuctukn HECOEAVHVMOCTW ana gpyrux COEAVHUTENEN MAJIOFO AUAMETPA, kak onpegeneHo
OLUEeHVBaHNEeM Henpasu/IbHOrO coeMHeHns. MakcumanbHbIl pasmep co3gaeT Tyny pe3bby v BKIKYEH A8 YMEHbLUEeHUS
BEPOATHOCTM HeNpeAHaMepeHHOro nepekpecTHOro 3akpyumBaHua pesbObl Npy cOegUHEHNN WTEKEPHbIX U rHe340Bbix CO-
EOVHUTENEW EL npu HeakcuasibHOM BBEAEHUN.

Ow [nameTp HaMMeHbLUEero LuanHapa, oxsaTblBaloLWero HapyXHble NOBEPXHOCTU BHELUHUX 3/IEMEHTOB
BbICTyna

BbI/10 NPOAEMOHCTPMPOBAHO, YTO pPa3Mepbl, ykasaHHble A1 AuameTpa HaMMeHbLIero UuanHapa, oxeartbiBaloLLero
HapyXHble NMOBEPXHOCTW BHELLUHUX 3/IEMEHTOB Ha OTKPbITOM KOHUe BbicTyna (0u/), 4eMOHCTPUPYIOT XapakTtepuctukm HE-
COEAVHMMOCTWN. N3TOTOBUTE/IAM pa3peluaeTcs OTKNOHATLCA OT AaHHbIX pa3mepoB (Ow ans rny6uHbl s3), npu
atom MEAUVLMHCKOE W3OE/ME, Bkntovawllee B cebss SHTEPANbHbLIA COEAVHUTE/b, J0MKHO 4EMOHCTPUPOBAThL
xapaktepuctukn HECOEOMHWUMOCTW B cooTBeTCTBMM € npunoxeHmem B NCO 80369-1:2010, uyTo6bl 06ecneumBaTb OT-
CYTCTBUE Henpaswu/IbHOrO COeANHEHNS.

B cnyyae ncnonb3oBaHus wrekepHoro COEAMHUNTENA B kauecTBe MCTOYHMKA NoToka (Hampumep, B Habope ans
BBEeAEHWA, wnpuue wim gpyrom nogobHom MEAVULWNHCKOM W3LENNN) TpebytoTcs BbICTyM, Kpblibs wunu gpyrve ane-
MEHTbl C MUHMMasbHbIM gnameTpom OwW 415 npefoTBpalleHVs HempaBUIbHOTO COeAWHEHWUs C 60MbWNHCTBOM 15-MM
COEAVHWTEJIEN, ¢ HeyKasaHHbIM BHYTPEHHUM AMaMeTpoM, kak onpegeneHo B ICO 5356-1.

Ecnn wTtekepHbii COEQVNHUTESNIb He ncnonb3yeTcs B kayecTBe UCTOYHMKA MoToka (Hanpumep, Ha MEOVUWH-
CKOM U3AENNN poctyna MALMEHTA), TO BbICTYN WAW KPbIIbS € pasMepamu, ykasaHHbIMU ansa gnametpa Ow, AeMOH-
cTpupytoT xapakrepuctukmu HECOEQUNHUNMOCTW.

z3 MepegHuin yron B Havasie pe3bObl

[aHHbIA 3n1eMeHT 6bl/1 BKNOYEH, YTOObl YMEHbLINTL BEPOATHOCTb HENpeAHaMepeHHOro nepekpeLmBaHma pesbobl
npn CoegMHEHNN LITEKEPHbIX U THe30BbIx COEAVHUTE/IEA E1 npu HeakcuanbHOM BBEAEHMU.

Tabnuua B.2 Pasmepsbl rHe3gosoro E1 COEAVMHUTENIA MANOIo AMAMETPA

KoHcTpykuna SQHTEPA/IbHbIX COE,LI,VIHVITEHEI7I BK/IlOYAET 3/1EMEHTbI, (PYHKLUMOHAbHOCTb KOTOPbIX MOXET 6bITb
HeouyeBMAHa. MHoOrMe u3 aTUX NPUYMH BAUAIOT NGO Ha Xapaktepuctnkn HECOEJQVWHWMMOCTW, nu6o Ha TpeboBaHua K
YHKLMOHANBHBIM XapakTepucTikam gaHHbix COEANHUTENEWN.

R3 AnuHa 3a3opa anda Bbictyna v pe3bbbl COEAVHUTENA n OW gnameTp HaMMeEHbLUEro UuanHapa,
OXBaTbIBalLLEro BHELWHNE NOBEPXHOCTU BHELIHUX 3/1IEMEHTOB B TOuke R3

Ecnn rHe3gosoit COEQVHUNTE/b ncnonb3yeTca B ka4ecTBe MCTOYHMKA NOTOKa (Hanpumep, B Habope Ana BBege-
HUA, Wwnpuye wan gpyrom nogo6Hom MEANLMHCKOM U3AENNN), To HacToswmiA cTaHA4apT TpebyeT Hanuumsa Konbua,
Kpbl/IbEB WAW APYTUX 31EMEHTOB No3aAmn pe3bbbl ¢ MUHUMaNbHbIM AnaMmeTpom OW, pacnonoxeHHblM B npegenax pas-
Mepa R3, C uenbio npefgoTBpalleHNss HENPaBWUIbLHOTO COeAUHEHUSA C GONMbLINHCTBOM 15-MM COELI,VIHVITEHEVI, C HeykKa-
3aHHbIM BHYTPEHHUM fguameTpom, Kak onpegesieHo B ICO 5356-1.

Ecnn rHe3goBoin COEAVNHUTE/Ib He mncnonb3yeTcsi B KayecTBe WUCTOYHMKA MoToka (Hanpumep, Ha MEOVUWH-
CKOM U3AENUNN pocTtyna MALUMEHTA), TO HacToswmid cTaHAapT He TpebyeT Konblua, KPbl/IbEB WA APYTUX 3/IEMEHTOB.
Konbuo unu kpbinba 3a pe3bboii ycTaHasnmsaloTcs Ha ycmotpenne N3TOTOBUTENA v paspelleHbl HACTOALWMM CTaH-
paptom B KayecTtse asiemeHta MEAVUMHCKOIO U3AENVA.

N3FOTOBUTENAM pa3spelleHo OTKIOHATbCS OT AaHHbiX pasMeposB (R3 n OW), Ho Torga MEAVLIMHCKOE W3-
OE/IVE, Bknovawouee B ce6a SHTEPAJIbHbIA COEAVHUTE/b MAJIOFO AVAMETPA, [OMKHO AEeMOHCTPUPOBATh
xapaktepuctukn HECOEOUNHWMOCTW B cooTseTcTBUM C npunoxeHnem B NCO 80369-1:2010, 4TobblI rapaHTMpOBaThb
OTCYTCTBME HEenpaBu/IbHOr0 COefMHEHNS.

X3 [nnHa xopabl OCHOBHOro gnameTtpa pe3bbbl (OH) B Havane pe3b6bl

[aHHbI 31eMeHT BbINOAHAET ABe (PYyHKLMN. MUHUMaNbHLIA pasmep obecneynBaeT Asa koHua Ha OH, 4To6bl obe-
cneuntb xapakrepuctukn HECOEOVMHWMOCTW ana apyrux COE[J,I/IHI/ITEJ'IEI7I MAIOrO AVAMETPA. MakcumasnbHblii
pasmep co3gaet Tynyt pe3bby 1 BKIHOYEH, YTOObl YMEHbLINTL BEPOATHOCTb HEMpegHaMepeHHOro NepekpecTHoro 3akpy-
uMBaHMA pesb6bl NPU COeAUHEHUN LITEKEPHBIX U THe3a0Bbix COEAVHUTENEN El npu HeakcuaibHOM BBeAEHUMN.

Y AnvHa xopAabl Ha KOHUE pe3bbbl B N/IOCKOCTU, NeprneHankynspHoi k ocn COEQUHUNTENA

JaHHbIl 31eMeHT MOoXeT ObiTb peasn3oBaH pasHbiMKW crnocobamu, Hanpumep, C pe3bb0li HakoHeuHVKa, Kak mo-
KasaHo, unu ¢ NosHoW pe3b6oii, npogoskalLWwencs 40 Kakoro-nmbo Apyroro anemeHta. ITO OCTAETCA Ha YyCMOTpeHwue
N3rOTOBUTENSA, ecnu okoHYaTe IbHbIA BapMaHT KOHCTPYKLMM COOTBETCTBYET TpeboBaHMsM pasgena 6.

Z3 JlnueBoi yron B Havyasle pe3bObl (rpagychbl)

[JaHHbI1 31eMeHT 6blN BK/IOYEH, YTOObl YMEHbLLNTL BEPOSATHOCTb HENpeAHaMEepPEHHOro nepekpeLmBaHns pesbobl
NPy COEAMHEHNN LUTEKEPHbIX U THe3A0Bbix COEAVHUTESNEN El npn HeakcuanbHOM BBEAEHWUM.
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MpunnoxeHve B
(o6sa3aTenbHoOE)

OHTEPA/NIbHLIE COEAVHWTENIN MANOIo ANAMETPA

A-A

MpumevyaHne 1— BTabnuye B.1 npuBeneHbl pasmepbl 4715 4AHHOTO PUCYHKA.
MpumeyaHue 2— Pa3vepsbl a3 v r3 HaumHatoTes ¢ Of.
PucyHok B.1 — LUTekepHblii COEAVMHUTENB MANIOITO JUAMETPA E1

Ha pucyHke B.1 B HapyxHom QHTEPAJIbHOM COEAVHUTENE MATIOr0O AMAMETPA MOXeT 1cnosib30BaTbCsA
NMOBOPOTHbIV XOMYT. TpeboBaHuA K pasMepy C AO/DKHbI ObITb COXPaHEHbI.
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Ta6nuya B.1 — Pa3svepsl wrekepHoro COEAUHUTENA MANOIo JUAMETPA El1

O603HayeHne

@)

*C

Oc/

*ea

0f9

0

0/7

o7
L

m3

n3

*s3

13

*OWO

**3

*z3
339
39

LTekepHbii COEANHUTE/IL MAIOIO ANAMETPA E1

HanmeHoBaHne

Yron koHyca (HOMWHaIbHbIA KOHYC 6 %)
(B rpagycax, cnpaBOYHbIiA)

Mpoekuunsa koHunka COEAVHNTENA un3 pe3bboBoro
BbICTyna

HapyxHblli iuameTp Ha KOHUYMKE LUTEKEPHOro KoHyca
[nvHa wTtekepHoro koHyca (ot Oc/ go 0f)

BHYTpeHHWi1 AnamMeTp Ha KOHUMKE LITEKEPHOTo
KOHyca

HapyxHbili gnameTp 60/bLIEr0 KOHLA LUTEKEePHOro
KOHyCa B TOYKE € OT KOHYMKa (ManeHbKOro KoHua)
LUTEKEPHOro KoHyca3™3

[OnameTp OCHOBHOW BHYTPEHHEW pe3bbbl
(anameTp B OCHOBaHMU pe3bObl)

HesHaunTenbHbIN gnameTp BHYTPEHHEN pe3bbbl
(anameTp Ha BeplMHe pe3bObl)

[OnvHa 3auenneHns (cnpaBo4vHas) (CM. pucyHok B.3)

LWnpuHa nasa pe3bObl Y OCHOBAHWS
(cMmmeTpuryHO ¢ n3)

LWunpuHa nasa pe3bObl HA BepLluuHe
(cummeTpryHO M3)

Lar gByx3axofHol npasoil pe3bobl
(cnpaBoyHbI X04 5 MM)

[nuHa natpy6ka OT KOHUa BbicTyna*3

Yron npoekuuy natpy6ka OT KOHLUa BbiCTyna
(rpapych)

[nameTp HavMeHbLUero LuanHapa, oxeaTbiBatoLe-
r0 HapyXHble MOBEPXHOCTN BHELUHWUX 3/1IEMEHTOB
BbicTynad

[NvHa xopabl HE3HAUMTENBHOTO AnaMeTpa pe3bobl
(0J) B Hauane pe3bo6bl

MepegHunin yron B Havane pe3b6bif (rpagycol)
Yron Hak/ioHa BHYTpeHHero npoceeTa (HaunHas c¢ Of)

Fny6uHa BHyTpeHHero npoceeTa (HaunHas c Of)

Pasmep (MM, ecnm He ykaszaHO MHOe)

MUHVMasIbHBI

1,00

5,36

3,72

0,00

5,59

10,13

8,55
(3,00)

1,05

1,80

2,45
6,82

40°

13,30

0,25

HOMWHabHbI

(3,44°)

1,10

541

3,82

2,90

5,64

10,23

8,65
(4,67)

1,15

1,90

2,50

45°

0,50

MaKCUMasibHbIiA

1,20

5,46
3,92

2,95

5,69

10,33

8,75
(6,33)

1,25

2,00

2,55

50°

1,50

40°

a YuyacToK LUTEKEPHOro KOHyca Mexay pasmepamu e u s3, onpegensembimn 0, MOXeT UMeTb YKNOH B Hanpas-
NeHnn HaTshxeHns He 6onee 1,0° sknwuntensHo (0,5°/cTopoHa).

b [laHHbIi pasmep Heobxoaum Ans obecneyeHus 3a3opa AN BHYTPEHHEro guameTpa Ha OTKPbITOM KOHLe
rHe3goBoro koHyca (0OD) m nosepxHocTu rHesgosoro COEAVHUTENA. MakcumanbHas anuHa npodunsa pesbbbl He
yKasaHa, HO fo/hkHa obecneymBaTb 3a30p 4719 pe3bbbl wrekepHoro COEAVNHUTENA. TeomeTpus, onpegensemas Oc/,
pacnonaraeTcsi BpPOBEHb K MOBEPXHOCTU BbICTyNa.

¢ [daHHblil pa3smep HeobxoAuMM TOSIbKO B TOM ciy4yae, ecnu wrekepHoli COEQVUHUTE/b aBnseTca MCTOYHMKOM
XWOKOCTHOTO MoTokKa.

10
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OkoHuyaHve Tabnuupl B. 1

d MuH1manbHoe 3HavyeHne W AO/MKHO COXPaHATbCA Ha gnnHe 1,00 MM, a MakCcMMasibHOe 3HayeHne — Ha AJInHe
€. [laHHbIli pasmep MOXeT 6biTb 06ecneveH nm6o COEUHUTENEM, nn6o MEAVUVMHCKUM N3LENVEM, KoTOpbIi
BkNtovaeT B cebs ator COEAVMHNTE/Ib. B kayecTBe anbTepHaTuBbl, Xapaktepuctnkn HECOEAMHWMOCTW moryt
ObITb NPOAEMOHCTPUPOBAHbI C NPUMEHeHneM npunoxeHns B NCO 80369-1:2010.

e[laHHblli pasmep TpebyeTcs TObKO B TOM C/y4vae, ecnun wrekepHblin COEQVUHUTE/b He ABNAeTCA NCTOYHMKOM
XXWOKOCTHOIO MoTOoKa.

f MoryT ncnonb3oBaTbcs Apyrve reoMeTpuyeckne popMbl, KOTOPbIE HAYMHAKTCS U 3aKaHYMBAKOTCS Ha rpaHmLax
OaHHOI 3a4aHHOl YyrNoBOi NMHUN.

9 MuHUManbHbIil gnamveTp 2,85 ana Of, makcumasbHblil yron 2° ans a3 u MuHuMmasibHas rny6uHa 8,00 gns /3
MOTyT NoTpeboBaTbCA A1 CONPSKEHUA C HEKOTOPLIMU TOTOBLIMU U3AE/TUAMMN.

A-A
OH
0J

0G

MpumeuaHune — BTabnuue B.2 npuBeaeHbl pasMepbl A8 AAHHOMO PUCYHKA.

PucyHok B.2 — Hesgosoit COEAVNHUTEIb MANOIO ANAMETPA E1

Ha pucyHke B.2 anvHa npodunsa pesbbbl He ykasaHa, HO Jo/hKHa obecneumnBatb 3a30p 415 pe3bbbl Ha LWTEKEePHOM
COEAVNHUTENE.
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Ta6nuya B.2 — Pasmepbl rHesgosoro COEAUHUTENA MANOIo ANMAMETPA E1

O603HaveHne

0D

OF3

0G

OH

0J
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P (He npounnio-
CTpMpOBaHO)

*R3
73

ou
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*X3

*y

*Z3
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Hesgosoit COEANHUTENDb MANIOIO ANAMETPA E1

HaumeHoBaHue

Yron KOHYCHOCTM (HOMWHasbHbI KOHYC 6 %)
(B rpagycax, cnpaBOYHbIiA)

Mpoekuunsa rHe3foBOro KoOHyca oT Havana
pe3b6bl

BHYTpEHHWI1 AnamMeTp Ha OTKPLITOM KOHLLe
rHe3/l0BOro KoHyca

rny6uHa rHe3goBoro KoHyca

HapyxHblii agrameTp Ha KOHLUE rHe3[0BOro
KOHyca

BHYTpeHHMIA AnaMeTp MeHbLUEero KoHua rHesgo-
BOro KoHyca B Touke E oT otBepcTua (60sbLuoii
KOHeL,) rHe3g0BOro KoHyca

OCHOBHOIA HapyXHblli AnameTp pesbobl
(anameTp B BepwunHe pe3bbbl)

He3HaunTenbHbIN HapyXHblii gnameTp pe3bObl
(anameTp B OCHOBaHMK pe3bbbl)

[OnvHa 3auennexHns (cnpaBoyHas)
(cm. pucyHok B.3)

LWupuHa npodouns pesb6bl No BepLuMHe
(cummeTpuryHo N)

LUnpuHa npoduna pesbbbl y 0OCHOBaHUSA
(cummeTpryHO M)

Lar aByx3axofHoi pe3b6bl, npaBas (CTaHfapT-
HbIli Wwar 5 mm)

[nvHa 3a3opa A4ns ebicTyna u pe3bbbl COEAU-
HWUTENA3

Yron Ha KOHLe rHe3foBoro KoHyca (rpagychbl)

BHYTPeHHU1 anameTp XWUAKOCTHOTO npoceeTa
COEAVHNTENA

[OnameTp HavmeHbLLEero uMnuHapa, oxesaTbliBalo-
Lero BHeLHWe NOBEPXHOCTN BHELUHUX 3N1EeMEH-
TOB B TOYkKe R3C

[nvHa xopabl OCHOBHOFO AvameTpa pe3bobl
(OH) B Hauane pe3sbobI

[nuHa xopabl Ha KOHLEe pe3bbbl B N10CKOCTH,
nepneHamnkynapHoii k ocu COEQUHUTENAQ

Nlnyesoli yron B Havyane pe3bbbl (rpagychl)e

Pasmep (MM, ecnmn He ykasaHO MHOe)

MUHUMasTIbHBI

0,50

5,64
7,04

6,80

521

9,83

8,00

(3,00)

0,80

1,65

2,45

6,90

40°

13,30

0,25

6,00

HOMUWHabHbIN

(3,44°)

0,60

5,69
7,14

6,90

5,26

9,93

8,10

(4,67)

0,90

1,75

2,50

7,00b

45°

2,90

0,50

MaKCUMaslbHbIi

0,70

5,74
7,24

7,00

531

10,03

8,20

(6,33)

1,00

1,85

2,55

11,00b

50°

2,95

1,50

40°
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OkoHuyaHue Tabnuubl B.2

a MakcumasnbHas AnnHa BUTka pesbObl He ykasbiBaeTCs, HO OHa [o/kHa obecneynBaTb 3a30p AN pe3bbbl WTe-
kepHoro COEAVNHNTENA.

b [laHHbI pa3mep TpebyeTcs TONbKO B TOM cry4vae, ecnu rHesposoin COEAVMHUTE/Ib siBNsieTcs UCTOYHMKOM
XWAKOCTHOrO MOTOKA.

¢ [laHHbIi pasmep MOXeT 6biTb obecneveH 6o COEAVNHUTENEM, nu6o MEAVNUVMHCKUM U3OENIVEM, ko-
TopbIii BKNoYaeT B cebs ator COEAVHUTE/L. B kayecTBe anbTepHaTuBbl, xapaktepuctukn HECOEANHUMOCTU
MOryT 6bITb NPOLEMOHCTPMPOBAHbI C NMPUMEHeHneM npunoxeHuns B NCO 80369-1:2010.

d [JaHHOe onpejeneHve fonyckaeT NOJHYI0 pe3bby.

e MoryT ucnosb30BaTbCs Apyrue reoMeTpuyeckne hopmMbl, KOTOPbIE HAYMHAKTCS W 3aKaHUYMBAKOTCS Ha rpaHuLax
3aaHHOI YrnoBoli NNHUK.

MpumevyaHne — BTabnuyax B.1 n B.2 npuBegeHbl pa3mepbl 4N 4aHHOTO PUCYHKa.

PucyHok B.3 — C6opka COEAVMHUTENA E1

13
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MpunoxeHne C
(o6sa3aTenibHoOeE)

OtanoHHble COEAVHNTENN

C.1 O6wwme TpeboBaHUA K aTasIoOHHbIM COEOVNHUTENAM

OTanoHHblie COEAVNHUTEN ponxHbl ObiTb M3roTOB/IEHbI M3 KOPPO3MOHHO-CTOWKMX TBEPAbIX MATEPWAOB
C LlepoxoBaTOCTbl NOBEPXHOCTN Ra, He npeBblwatowei 0,8 MKM Ha KpUTUYECKMX NOBEPXHOCTSX.

14
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C.2 9tanoHHble COEAVIHUTENN

Pa3vepbl B MAIMMETpaX, eCc/in He yka3aHo MHoe

A-A

1,75 0,01 @08,10 +0,01

8,32 0,10

a — war pe3bbbl 2,50 + 0,05 (xoa pe3bbbl 5,0);
b — TpebyeTcst (PUTUHT AN UCMbITAHUSI HA NPOTEeKaHue; ¢ — AJIMHA KOoHyca

PucyHok C.1 — He370B0# aTanoHHbli COEQVUHWUTE/b gna ucneitaHns wrekepHoro SHTEPA/IBHOIO

COEOVHUNTENSA Ha yTeuky, OTCOeAUHEHME MYTEM OTKPYUYMBaHWS, YCTOMUYMBOCTb K pasbeMHEHNIO OTKPYUYMBAHNEM,
hopmupoBaHmne Lweneit nog AeicTBMeM Harpysku n xapakrepuctukn HECOEAVNHUMOCTU

15
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Pasmvepbl B MWIIMMETPaX, EC/IN HE yKa3aHo UHoe

A-A

1,85+ 0,01 @ 08,20 £ 0,01

8,32 +0,10

a— war pe3bb6bl 2,50 + 0,05 (xop pe3bbbl 5,0); b— AnuHa KoHyca
PucyHok C.2 — 'He3f0BoW aTanoHHblin COEAVHUTE/b agnsa ucnoitaHua wTtekepHoro QHTEPA/TBHOIO

COEAVHATENSA Ha ycTOMYMBOCTb K pa3beAUHEHNI0 NPW NPUNOXEHUW NPOAOSLHON Harpy3ku, yCTOMYMBOCTb
K noBopaumBaHuio 1 xapaktepuctnkmn HECOEJNHMMOCTN

16
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Pa3mepbl B MUWIIMMETPaX, eC/iv He yKasaHo MHoe

a— TpebyeTcs PUTUHT 4719 UCMbITAHUS HA NpoTekaHue; b — [O0NOMHUTENIbHOE OTBEPCTUE;
¢ — ANvHA KOoHyca; d — Xxop4, pe3bbbl 5,0

PucyHok C.3 — LUTekepHblii aTanoHHblin COEAVMHUTEND ansa ncnbitaHus rHesgosoro SHTEPA/IbBHOIO

COEOVHUTENSA Ha yTeuky, oTCOeAuHeHNe nyTeM OTKPyYMBaHWs, yCTOWYMBOCTb K pa3befuHEHUI0 OTKPYyUMBaHNEM,
hopmupoBaHue LWwenein nog AeicTBueM Harpysku n xapakrepuctnkn HECOEQVHUMOCTN

17
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Pa3mepbl B MUIIMMETpaXx, ecv He ykasaHo MHoe

3,82*b

a— [onosiHUTeIbHOe 0TBepCcTue; b— A/MHa KoHyca; ¢ — Xof pe3b6bl 5,0

PucyHok C.4 — LUTekepHbili aTanoHHbii COEQVUHUTENDL ansa ucneitadmsa riesgosoro QHTEPA/IBHOIO
COEAVHNTENSA Ha ycTOMYMBOCTb K pa3beAUHEHNI0 NPY NPUNOXEHUW NPOAOSLHON Harpy3ku, yCTORYMBOCTb

K noBopaumBaHuio 1 xapakrepuctnkm HECOENHMMOCTN



MpunnoxeHue D

(cnpaBo4HOE)

FOCT P NCO 80369-3—2024

OueHka MEAULUHCKUX U3LENNIA n ux nokasateneit ¢ COEUHEHUAMMU

B pamkax gaHHoro NMPNMEHEHWNA

B ta6nuue D.1 npusegeHsl npumepbl MEAVULUMHCKUX U3LENVA n MPUHALNEXHOCTEW gna SHTEPA/IbHbIX
MPUMEHEHUN. Ta6nuua D.1 cofepxuT oLeHKy pa6oueli rpynnoii BaxHbIx nokasateneii MEAULIMHCKUX U3OENNNA
n NPUHALNEXHOCTEWN B oTHOWweHWn npegnonaraemoro COEAVMHEHWNA. Kaxgoe COEAVNHEHWE oueHuBaeTcs no
cneayrwowmM rpynnam noarpynn:

a) COEAMHEHWA Habopos gns QHTEPAIbHOI O BBeaeHus, guctanbHele COEAVMHEHNS;

b) COEANHEHWSA Habopos ana SHTEPAIbHOIO nutaHua (kaTeTep);

c) wnpuuesbie COEAMHEHNSA;

d) COEAMHEHWNA NMPUHALNEXHOCTW;

e) COEANHEHWA Habopa SHTEPA/IBHOIO gpeHaxa.

Ta6nnuya
M UX Nnokasatenu

[eTanb/ KOMNOHEHT,
K KOTOPOMY MpUMeEHsIeTcs
COEAMHUTENDb

COEAVHEHWNA Habopos
ona QHTEPANIbBHOIO
BBEAEHMUSA

COEAVHEHWNA Habopos
ona QHTEPANIbBHOIO
nutaxHua (katetep)

Lnpuuesble
COEAOVIHEHWA

COEAMHEHNA
MPUHAONEXHOCTU

COEAVHEHNA Habopa
SHTEPA/IbHOIO
ApeHaxa

[Avana3oH
pacxopa, mn/y

OT 0 o 3000

Ot 0 o 3000

Ot 0 go 3000

OT 0 o 3000

Ot 0 go 3000

Makcu-
MasnbHoe
nasnexue,
KMa

300

300

300

300

300

Twn Tekyuei
cpefpl

Bo3gyx

Na

Na

Ja

Na

Jda

XnpkocTtb

Oa

Ja

[a

Ja

[Oa

Tun COEAU-
HEHWA
S
L
m @S
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= <z
o Qs
o) =
o
Ja Ja
Ja Ja
Ja Ja
Ja Ja
Ja Ja

Heobxogumo
hukcupoBaHune

=
[Y)

Ja

[a

Ja

Het

D.1 — Mpumepsl MEAVLIMHCKNX USAENUN ¢ COEAVHEHUAMU B pamkax gaHHoro NMPUMEHEHUS

®YHKUMOHANTbHOCTb
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MpunoxeHne E
(cnpaBo4yHOE)

KpaTkoe n3anoxeHue Tpeb6oBaHWi K aKCnyaTalMOHHOW NPUFOAHOCTH
COEAVNHWTENEW MANOIro ANAMETPA gnsa SHTEPANIbHbIX MPUMEHEHWNW

E.1 NMpocunb nonb3oBarens

MPO®UNIb MONIb3OBATE/NIA npefctaBnsieT cob60i CBOAKY MCUXMYECKMX, (PMU3MUYECKMX W geMorpagpmyeckmx xa-
pakTepuCTUK mpeanonaraemoli rpynnbl Nosib30BaTesieil, a Takke /106bIX 0COObIX XapaKTEPUCTUK, KOTOpble MOTYT MMETb
OTHOLUEHWE K NPOEKTHbIM peLleHnsaM, Takmx kak npodeccnoHasnbHble HaBblki U TpeboBaHua K paboTe.

K MONb3OBATENAM COEANHUTENEN MANOIO AUAMETPA ana SHTEPA/IbHbIX MPUMEHEHUW oTHocsTcs
niua, ncnonbayowme (To ecTb aKcnayaTmpyoowme nnm obpawarowmecs ¢ Humm) MEANUNHCKOE U3AENNE, Bkntoyas,
NOMMMO NPOYEro, TEXHNYECKNA, PEMOHTHbIN 1 06CyXMBawLWKnin nepcoHan. Oxuagaetcs, uto NOJIb3OBATE/IN BbINOMHAT
npegHasHadeHHble gelicteusa npu MPEAMNONAFAEMOM NMPUMEHEHUW MEOVWUNHCKOIO U3LAENNA, NPUHALNEX-
HOCTW, MPOLECCA vnnm ycnyrn B COOTBETCTBUM CO crneuutukaLmsamMmm, MHCTPYKLMAMK 1 nHdopmMmauueli, npegocTaBieH-
HbiMn STOTOBUTEJIEM.

MNOJIb3OBATEJIN BKkIO4YaoT criegytolime rpynnbi:

a) NMAUMEHTOB, kak nuu, Npoxoaswmx MeauuuHCcKMe, XMpypruyeckme wmam cTomaTtosiorMyeckse npouegypbl, oT
KOTOpPbIX TakXe 0XMAaloT BbIMOSIHEHWE NpegnosiaraeMoro AeicTeuns

b) KNMHNYECKNX MNOJIb3OBATENEW, Takux Kak:

- Bpauu, dpenbaliepbl BCEX YPOBHEN,

- MeACeCTpbl BCEX YPOBHEW,

- paboTHWMKM MO YXOA4Y Ha AOMY, NaTpOHaXKHble MeACecTpbl U POLCTBEHHUKM,

- ONeTONOrN N Apyrne CMexHble MeanunHcKne paboTHUKU.

MPO®UNb NMONIb3OBATENA kpaTko n3noxeH B Tabnuue E.1.

Ta6nuuya EI1— MPO®UNIb MNO/NIb3OBATENA
MAUMEHTbI/OCHOBHbIE NULA, OCYLLECTBAAIOLWME YXO4, KnuHunyeckne NMOJIB3OBATENN

Be3 06yueHns3

NMONIb3OBATE/IN mMOryT MMeTb WHBa/IMOQHOCTb: Ha-
pylleHne 3peHus, Hecrnoco6HOCTb MaHuMnynmpoBaTb
ManeHbkumn COEAVHWUTENAMW, Hecnoco6GHOCTb
yutaTb U NOHMMATb NMUCbMEHHbIE WHCTPYKUUU

KnuHnyeckasa noArotoska
Ha pas/InYHbIX YPOBHAX

MNONb30OBATE/b-
CKWE HaBbIKK

Mpsamoii koHTakT ¢ MALUMEHTOM

Mpsamoii koHTakT ¢ MALUVEHTOM WA OTPaHUYEHHbBIN KOHTaKT
c MAUVEHTOM

KoHTakT
c NAUMEHTOM

a MALUMNEHTDBI gonxHbl ymeTb npumeHaTs SHTEPANIbHBIE COEAVNHUTENIN npaktuyeckn 6e3 obyyeHus.

E.2 CueHapun ncnosib3oBaHus

CueHapun npumeHeHns COEAVHUTENEN MAJIOIO AUAMETPA gns SHTEPA/bHbIX MPUMEHEHWIA moryT
pasnuyatbCca B 3aBUCUMMOCTU OT Fpynnbl MONb3OBATE/IEN 1 COCTOAT M3 MHOXECTBa LONOMHUTENbHbIX MPUMEHEHWN
COE,D,I/IHI/ITEﬂEI7I C pasNUyHbIMU AOMO/THNUTENbHLIMU CNEeLnanbHOCTAMN.

KpaTkoe nsnoxeHue cueHapueB npumeHeHns SHTEPAJIBHOIO nutanusa (daktnyeckas foctaBka nuTaTefibHbIX
BELLECTB B XeNyA04HO-KMLLEUHbI/i TpakT) no rpynnam MOJIb3OBATE/IEN npeacTtasneHo B Tabnuue E.2.

Tabnuuya E.2— CueHapun npumeHeHuns, QHTEPA/IbHOE nutaHve

MALIMEHTbI/ ocHOBHblE KnuHunyeckne

Cuenapun npumereHs nuua, ocyuwectensowme yxoq  MNOJIb3OBATENMN

MALUMEHTbI B oTAeneHWax WHTEHCMBHOW Tepanuu
(ICU), BKk/IYasaA npeHatasibHOE OTAeNleHNne WHTEeHCUB-
Holi Tepanuun (PICO) n oTaeneHne MHTEHCUBHOW Tepa-

pynna
naceneHus M HoBopoxAeHHbIX (NICO)
MAUMEHTOB  MennaTpus/MnafeHLbl U HOBOPOXAEHHbIE/XMPYpriye-

ckne MALUMEHTDI getckoro so3pacra (Hanpumep, yxog, X X
3a HOBOPOXAEHHbIMW, OPUEHTUPOBAHHBIA Ha CEMbIO)

20
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OkoHuaHve Tabnuupl E.2

MALMEHTbI/ ocHOBHbIe KnuHnueckune

Cuenapun npumererma nmua, ocywecTenawme yxon MOJ/Ib3OBATENMN

MepguuyuHckne u xupyprudeckme NMALUMNEHTDBI X
MeanunHCKMe 1 Xxupypruyeckue otaeneHuns X
AmMOynaTopHble KabnHeTbl Bpayein unm noANKINHUKN X X
OTaeneHve HeOoT/I0XHOW MOMOLLM X
Pagnonorus X

Cpegbl

npumeHe- YupexaeHua pacluMpeHHoro yxoaa, Bkiyas peabunu-

HUS TalMOHHbIE YUYpexAeHUs Wn yuypexaeHusa OnTenbHo- X
ro yxoga
JOom X X
LLlkona — peTckuin cag — NeTHWA narepb X X
VcnpaBuTesnbHble yupexaeHns X X

KpaTtkoe u3noxeHwe cueHapues MNPUMMEHEHUS [OCTaBKW JIEKAPCTBEHHbIX CPEeACTB (CMellnBaHue NiekapCTBEeHHbIX
CpeAcCTB, HamnoJ/IHEHUe LWNPULEB U pe3epByapoB, BBeAeHWE /ieKapCTBEHHbIX cpeacTB no Tpybke yepes COEAVMHNTE/D)
no rpynnam MOJIb3OBATE/IEW npueepeHo B Ta6nuue E.3.

Ta6nunuya E.3— CueHapuu NpMMeHeHUs, AOCTaBKa /IeKapCTBEHHbIX CPeacTB

MAUMEHTBI/ ocHOBHbIE KnuHnyeckne

Cuenapun npumerenma nnua, ocyLecTBAAIOLWNE YXOA, MONb3OBATENN

MAUVMEHTbBI B OoTAeneHnsix WMHTEHCUBHON Tepanuu
(ICU), BKkI4ass npeHaTasibHOe OTAe/fleHne WHTEH-

o o X
cuBHol Tepanuun (PICO) 1 oTAenieHne MHTEHCUBHOW
Tepanun HoBopoxaeHHbIX (NICO)
[pynna
MepnaTtpusa/mnageHubl 1 HOBOPOXAEHHbIe/ Xnpypru-
HaceneHus
HALNEHTOB yeckne MALIMEHTbI getckoro Bo3pacTta (Hanpumep, X
" yX0f 3a HOBOPOXAEHHbIMW, OPWEHTUPOBAHHBIN Ha
CeMbI0)
B3pocnbie meguuumHckne n xupyprudeckume TMALN- X
EHTbI B nanarax
OTaeneHne HeOT/I0XHOW NOMOLLM X
VIHTepBeHUNOHHaA paanonorus X
OnepaunoHHasa 30Ha X
YypexaeHna pacliMpeHHOro yxofa, BK/Iuvaa pea-
Cpegp! GUNINTALNOHHBIE YUPEXAEHUA WU YUpexaeHns - X
npuMeHeHns  T€/1bHOTO yxoza
Am6bynaTopHble KabuHeTbl Bpayel Uam NOANKINHUKA X X
Jom X X
LLikona—pgeTckunii cag—neTHUiA narepb X X
VicnpaBuTesnbHble yupexaeHns X X

KpaTkoe nsfnoxeHue cueHapues NpPUMEHEHNA 4eKOMMNPeccun, NpoMbIBaHUA COAEPXMMOT0 XesyA0YHO-KMLWLEeYHOro
TpakTa (yganeHve CoAepXMMOro Xesyao4yHo-KULLEYHOro TpakTa nyTeM NPOMbIBaHWA, acnupalmm Uam NacCUBHOIO ApPEHU-
poBaHusa) no rpynnam MNMOJIb3OBATE/IEN npusegeHo B Tabnuue E.4.
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Ta6nuua E.4— CueHapuv npUMeHeHus, AEKOMNPECCUSI U MPOMbIBAHUE COAEPXUMOr0 Xe/yA0UHO-KULLIEYHOTo TpakTa

MALVEHTbI/ ocHOBHble KnuHuyeckune

Cuenapuy npymeneHmns nvua, ocylecTsnsaowme yxon NMO/Ib3OBATEMN

MAUMEHTbI B oTAENEHUAX UHTEHCMBHOWN Tepanuu
(ICU), Bkniouyass npeHatasnbHOe OTAENEeHUEe UHTEH-
cuBHoli Tepanun (PICO) n oTaeneHne MHTEHCUB-
Hol Tepanun HoBopoxaeHHbIX (NICO)

pynna
MepnaTtpusa/MnageHubl 1 HOBOPOXAEHHbIe/ Xnpyp-
HacesneHus
HALNEHTOB rmyeckne NMALMEHTDBI getckoro Bo3pacTta (Hanpu- X
4 Mep, yXof 3a HOBOPOXAEHHbIMW, OPUEHTUPOBAaH-

Hblli HA CEMblO)

B3pocnbie meguumHckne u xupypruyeckue MALN-

X
EHTbI B nanatax
OTAeneHe HeOoT/I0XHON NMOMOLLY X
VHTepBeHUnoOHHaA pagunonorus X
OnepauynoHHasa 30Ha X
Cpepp! YupexaeHus paclwMpeHHOro yxoaa, BK4Yas pe-
NPUMEHEHUS abuNTaLMOHHbIE YUYPEeXAEHUS WU yupexaeHus X
ANUTeNbHOro yxoaa
AMOynaTopHble kKabUHEeTbl Bpayel UAn NOSNKANHKN- X
Kn
Jom X X

KpaTtkoe usnoxeHue cueHapues NpMMEHEHUS AOCTaBKM PEHTIEHOKOHTPACTHOrO BellecTBa (4oCTaBka KOHTPacTHOro
BELLECTBA B XEeyAOUYHO-KNLIEYHbIA TpakT) no rpynnam MOJIb3OBATENEW npuBegeHo B Tabnuue E.5.

Ta6nuua E.5— CueHapuy npUMeHeHWsl, 4OCTaBKa PEHTTeHOKOHTPACTHOro Marepuana

MALVEHTbI/ ocHOBHble KnuHuyeckue

Cuerapuy npumereHvs Anua, ocywecTensiowme yxog  MOJSIb3OBATENN

MALMEHTbI B oTAeNeHUsX UHTEHCUBHON Tepanuu
(ICU), Bknwoyas npeHaTasibHOe OTAeSIeHUe WHTEH-
cmBHOW Tepanuu (PICO) u oTgeneHue WMHTEHCUB-
HOW Tepanuu HoBopoxAeHHbIX (NICO)

pynna
MepnaTtpusa/mnageHLubl 1 HOBOPOXAEHHbIe/ XMpyp-

HacesieHus
rmyeckmne MALUWMEHTDBI getckoro Bo3pacta (Hanpu-

nauneHToB X
Mep, yxoZ 3a HOBOPOXAEHHbIMWU, OPUEHTUPOBAaH-

Hblli HA CeMblo)

B3poc/ible MeAULMHCKME 1 XpYyprudeckme

X
MAUMEHTbI B nanatax
OTaeneHve HeOT/I0XHOW MOMOLLM X
Cpegbl
pea VIHTepBeHUMOHHaA paaunonorus X
npuMeHeHns
OnepaunoHHas 30Ha X

E.3 Cpefbl npumeHeHus

E.3.1 YupexpeHus

Cpegpbl, B kOTOpbIX npumeHsitoTcs SHTEPANIbHBIE Tpy6ku, BkAYalT 60/bHMLbI, XMpYpruyeckne nanatbl, nanarbl
MALIMEHTOB, foma, oTaeneHuss vHTeHcuBHON Tepanumn (ICU), kabuHeTbl Bpayel WUAW MOMAUKAUHWKWA, anTekun, noneBble
rocnuTann, TPaHCMOPTHbIE CUCTEMbI, UHAY3NOHHbLIE K/IMHWKWU, YUYPEXAEHUA PacCLIMPEHHOro yXo4a, YUYpexAeHusa WHTep-
BEHLUMOHHOI pagmnonornn, oTAeneHus HEOT/I0XHOM MOMOLLM, LUKOMbI, AETCKUe cafpbl, IeTHWEe nareps U UcnpaBUTeNbHbIe
yupexaeHus.
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E.3.2 NMpnmeHeHUe TeMmnepaTypbl

Ona SQHTEPA/IbHbIX COE,LI,VIHVITE}'IEI7I oXujalTca cnepywuime TemnepaTtypHble yCnoBus:

a) TemnepaTypa okpyxatwuwein cpeabl oT MuHyc 40 °C go naoc 60 °C (o189 NpMMEHEeHNs B MOJIEBbLIX YCNOBUSX He-
OT/I0XKHOW MeAMLMHCKOW nomoLym);

b) Temnepatypa Tena go 42 °C;

C) nedveHue runotepmueii, 10 °C;

d) ECMO, ot 10 °C go 43 °C (ana neyeHusa runo/Hopmo/runeprepmmn);

e) gmanasoH Temnepatyp oT 5 °C go 40 °C npyn OTHOCUTENbLHONM BRaxXHocTn oT 25 % Ao 65 %. Takke HeobxoaAnmMo
yunTbiBaTb, YTO B HEKOTOPbLIX AOMax HeT KoHAguumoHepa u yto MEANUMNHCKUE WN3LENA moryT ObiTb OCTaB/eHbl B
YCNOBUAX Xapbl WX X0N04a BO BpeMs TpaHCNOPTUPOBaHUA B yupexaeHune wau K MAUNEHTY.

E.4 MNpoune nokasartenu

Ona SHTEPA/IbHbIX COEANHWTENEN oxugatoTca cnegytolue npoune nokasaTen:

a) 6/71M30CTb XNAKOCTENR;

b) nMcnonb3oBaHMe nepyaTok;

c) 6au3ocTb gpyroro COEAVHUTE/IbHOIO o6opygosaHus, To ectb MEAULIMHCKUX U3AENNN ana gbixaTens-
HbIX NyTeil, AbIxaTeNbHbIX rasos, kanenbHul, NIBP, moueBbiBogawmx MEAVLUHCKUX USOENNN);

d) NMpoAO/MKNTENBHOCTbL, CPOK CAYX6bl (HekoTopble Tpy6kun ¢ COEAVHUTENAMU Ha koHuax MAUMEHTA moryt
HaxoguTbCA Ha MecTe 6osee ABYX NeT);

€) YCNnoBUS HU3KOI UM NepeMeHHON OCBELLEHHOCTMH;

f) ypOBHM aKTMBHOCTM OKpyXatoLien cpeabl.

E.5 O6wue noTpe6HocTM MOJIb3OBATENEN

Ona SHTEPA/NIbHbIX COEANHWTENEN oxnpatoTtca cnegyowme notpe6Hoctn NMONb30OBATENEN:

a) COEQVNHUTEN pomkHbl /1erko NoAcOeAnHATLCA, OTCOAMHATLCA U MaHUNy/IMpoBaTbCA Aaxe B nepyarkax.
COEMNHEHWE He gomkHo Tpe6oBaTh 6osblueii cunbl, yem COEAVHEHWE COEAVHWTE/EW LUER (npuHMMas BO BHU-
MaHue cTapeHue rpynn HaceneHus W NoBbllLUEHHble hu3nyeckne orpaHuyeHus). Cnefyet Takke yunTblBaTb KOSMYECTBO
060pOTOB, HEOBXOAUMBIX ANA repmeTusaumn COEQUHUTENEW, Tak kak MHOTMe NOXWAble NNLA, OCYLLECTBASIOWME yXOa,
He 06nagalT [OCTaTOYHON NOBKOCTLIO NasibLEB A5 MaHUnyMpoBaHua Hebonbwummn COEAVNHUTENAMN. COEQVNHE-
HNA Ha koHuax MALUWEHTA gomkHbl 6biTb MPOYHLIMK, YTOObLI CO BPEMEHEM COXpaHsANach HagexHas nocagka,

b) COEAVHUTENW pokHbl MMeTb NOBEPXHOCTU, KOTOPbIE Ierko Nnogdepxusatb B YACTOTe (Hanpumep, usberatb
Kak MOXHO 60/bLIEero KoNM4yecTBa 30H, r4e ocTaTku nNMTaTeslbHOro pacTesopa MOryT cobupaTb 6akTepun u apyrme 3arpss-
HeHus);

c) COEAVHUTENWN He ponxHbl npoTekats npy HOPMA/IbHOM MPUMEHEHWN n gonkHbl 6bITb 4OCTATOYHO Ha-
JeXHbIMKU, YTO6bI NpefoTBpaTUTL HenpegHaMmepeHHoe OTCOeVHEHNE,;

d) xenatenbHo, 4T0661 MEAVNUWNHCKNE U3LAENNA n ux COEAUHUNTENN oTnnyanucb Ha BWA, Ha OLWyNb WX MO
dyHKumam. OcsizatenbHoe nogTeepxaeHne COEQNHEHWA BaxHO, Tak Kak NpakTuKyroLlime Bpavn u HenpodheccrnoHanbl
yacTto nepetarnsatorT COEAVNHUTENN, a 3aTem npu oTcoeuHeHUn (BO3MOXHO, C MOMOLLbI MHCTPYMEHTa WM 3axuma
Kennun) moryT noBpeAnTb KOHel, nuTatenibHol Tpy6ku. [laHHoe ycnoBue 0CO6EHHO BaXHO B YC/IOBUAX €1aboro ocBeLLeHns
N JOMaLlHero yxoaa;

e) yyet coBmecTumoctn matepunana COEAVNHUTENSA c nekapCTBEHHbIMU CpeacTBaMu;

f) pasmep gnametpa [O/IKEH 6bITb 4OCTATOYHLIM 419 06ecrneyeHna afeKkBaTHOro noToka nuTaTesibHbIX BEWwecTs U
N1erKoro MPOXOXAeHWs XUAKOCTU. dakTopamMu, OrpaHMYMBaOLLMMK CKOPOCTb, SABASIOTCA BHYTPEHHWI AuameTp TPyoku u
COEOVMHNTENY, a Takke BSA3KOCTb pacTBOpOB. Tpebyemblii pacxof o6cyxaaeTcs;

) pasmep gnameTtpa Takxe A0/MKeH 6biTb 4OCTATOUHbIM A8 acnupaunm Xenygo4yHoro CogepXnmoro u naccMBHOro
OpeHupoBaHus;

h) He#oOHOLWeEHHbIE feTn 1 60/IbHble HOBOPOXAEHHbIE, BEPOATHO, SABNAKTCA caMoil BaxkHOW rpynnoit MALMEHTOB
LeTCcKoro Bospacra, y Kotopbix QHTEPA/IbHOE 30HA0BOE NUTaHME UCMNOMb3yeTCA B COYETaHUN C BHYTPUBEHHbIMU, AblXa-
TeNbHbIMU U3AEeNUAMN N BEHTUNATOPaMM Ha exefHeBHoN ocHoBe. Moatomy COEAVMHEHWSA B gaHHoi rpynne MALUUEH-
TOB nMetoT NepBoCTENEHHOE 3HAYEHMe:

- COEAVIHATE/Ib pomkeH MMeTb rnajkMe BHEeLHWE NOBEPXHOCTU, YTOObI HE MOBPEeAUTb XPYMNKYH KOXY, U ObITb
ManeHbKUM W Nerknum, 4Tobbl NpefoTBpaTuTb 06pas3oBaHne CUHAKOB U BbIBUXOB;

- MHOrga BBOAAT OYeHb Masible 06beMbl (MeHee 0,1 mn), 1 TpebyeTcs BO3MOXHOCTb TOYHOW A03UPOBKY;

- NUTaHve yepes XenyAouHblli 30HA MOYTW BCerfa OCyLecTBAsSeTCA MO/IOKOM (B OCHOBHOM TPyAHbIM MOJSIOKOM),
a MHorga OCyLecTBNSAETCH Yepes OTKPbITYI0 CUCTEMY CO CKOPOCTbIO, PerysimpyemMon CUIon TSXeCTu;

- COEAVHEHWE pomkHo 6bITb 3awuuieHo 6e3 PUCKA npepbiBaHusa. Jaxe kpaTkoBpeMeHHOoe npekpalieHvie
NUTaHUA MOXET BbI3BATb TMMOIM/TMKEMMNIO;

i) 06beM BbITECHEHMSA Npu BbiNoAHeHUn COEAVMHEHWNA Takke umeeT 3HayeHne. HOBOPOXAEHHOMY C Maccoli Tena
500 r SHTEPAJ/IbHbIE nekapcTBeHHble cpeAcTBa YacTo Ha3HavalT B 06beme Bcero 0,1 mn unm gaxe 0,01 mn.

MpumeyaHne — CornacHo Tabnvue 1 NCO 7886-1:1993 ana HaMMeHbLIEero CTaHg4apTHOro Lwnpuua Aonyck
Ha rpagynpoBaHHyl0 BMECTUMOCTb cocTaBnseT + (1,5 % HOMWHaNbHOW BMECTUMOCTM + 2 % BblTa/IKUBAEMOr0 06bEMA);
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j) BaxHO, 4T06bLI BCcem MOJIbB3OBATE/IAM 6biin npegocTtaBneHbl obpasoBaHne, 0byyeHne n nHgopMauus, a He
TO/IbKO MUHMMasibHOe 06 ebonbHNYHOE 06yueHne pa6oTe ¢ MEAVUWHCKUMU U3LENNAMUN. Hanpumep, NMNOMB30O-
BATE/IN ponxHbl 6biTb NpOonHgopmumpoBaHbl 06 obpaweHnn ¢ COEQUHUTENAMWN n Habopamu ans cHmkeHua PUCKA
3apaxeHus;

k) nmpeanoyTUTENbLHO, YTOOLI B A@HHOM MecTe (Hanpumep, B ropoge) 6bin Tonbko oanH Tun AHTEPA/IBHOIMO CO-
EANHUTENA gna obecneyeHns CBOEBPEMEHHONO AOCTYNa B Ype3BblYaMHbBIX CUTYaLMSAX UM NPY TPAHCMOPTMPOBaHNY;

) pekoMeHAyeTCA MapkupoBaTb WM KOAMPOBATb «U3fenuna» Kakum-nnbo obpasom (Hanpumep, C MOMOLLbIO
CMBONA), YTOBbI 06/1erYnTb NpaBubHbIA Boibop QHTEPA/IBHOIO o6opyaoBaHus.
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(cnpaBo4HOE)
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KpaTkoe onncaHue KpuTepueB U TpeGOBaHUI K KOHCTPYKL UK
COEAVNHWUTENEW MANOIro ANAMETPA gna QHTEPA/IbHbIX MPUMEHEHWW

F.1 Mpocunb nonb3oBarens

Tabnunuya F.1 npegctaBnsiet coboii KpaTkoe U3NOXEHNE KpUTEPUEB M TpeboBaHWiA K KOHCTpYyKuun SHTEPA/IbHbLIX
COEAVIHVUTENEW MANIOrO AVAMETPA.

Ta6nuua F1— Ocobble KpuTepun 1 Tpe6oBaHNs K KOHCTPYKLMKN SHTEPA/IbHLIX COEAVHUTENEN

1 Tun cpegpbl

2 [uanasoH pa6ouyero
[aBnexHus

3 [nanasoH
HOPMWPOBAHHOIO
[aBNEHNS

4 EcTb nn Heobxogu-
MOCTb B UCMbITAHWM
Ha yTeuky?

5 Ovana3oH HOPMW-
POBAHHOIO pac-
xoga

6 [Jvnana3oH BHyTpeH-
HUX AnamMmeTpoB
(ckBO3HOE OTBEpPCTUE)

7 [Ovana3oH
HOPMNPOBAHHbIX
Temneparyp

8 MWHUManNbHbIN
AnanasoH gmameTpoB
conpsiXeHusi
COEAVHUTENA

Kputepun

a) XUAOKOCTb
b) ras
C) XWOKOCTb U ras

MakcumasibHoe
AaBneHve
MUHUMaNbHOEe
AasneHune
cybaTMocepHbI?
(ma/ner)
MUHUMYM
Makcumym
a) Hert
b) da
Ccbinka Ha METO/,
NCNbITAHUN
MUHUMYM
MaKCUmMyM
MUHUMYM
MaKCUmyM
MUHUMYM
MaKCUmyM
MUHUMYM
MaKkcumym

TpeboBaHusa

MakcumanbHoe faB-
neHve, Hacoc:

200 kMNa.

Pabouee paBnexue:
ot 0 go 80 kla.
PesepByap (rpasuTa-
LUNOHHBIN),
nasneHue 50 klMa.
Wnpuy (6ontoc) mo-
XeT oTnmyaTbes

Ot 0 go 300 kMa

b)

MuHumym: 0,1 Mn/u.
Makcumym: 3000 mn/
yac BoApl.

Bontoc (nopLueHb):
200 mn/mMunH BOfbI,
makcumym 3000 ms/y.
Mpasutaunsa (0,5 kMa)
(6e3 nnyHxepa): 3000
mn/y

2,20 Mm
2,95 Mm

_>0 0O
go©

MpumeyvaHunsa

Heobxoguma ToyHas nogava
Xuakoctu ot 25 go
150 mMa-c (ot 25 go 150 c)

EH 1615 npepnucoiBaeT
paboyee faBneHne Hacoca
n 50 kMa gna COEAVMHWUTE-
JIEV. NCO 594 npegycma-
Tpusaet o1 300 go 330 klMa
B TeyeHne 30 ¢

MCO 594 npepycmatpusaeT
ot 300 go 330 klNa B TeyeHue
30c

NCO 594-2, 52 n 5.3

Onana3oH: Hu3kuii pacxog
npu 60nee BbICOKOWN BA3-
KOCTU UM OY€Hb BbICOKWIA
pacxop ¢ Bogoi

MyTb cpefbl AO/MKEH 6bITh
KaK MOXHO LuMpe

Hecosmectum ¢ COEANHN-
TENEM LUER wn gpyrumu
COEAVHUTENAMUN MANO-
ro gJUAMETPA

cepun NCO 80369
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MpoponxeHne Tabnuubl F 1

9

10

12

13

14

15

16

17

18

19

20

21

26

O6Lee ycTpoONCTBO

MeToz 3akpenneHus

BricTpoe
pasbeguHeHve?

MonoxutensHoe gouk-
cupoBaHue/saneMeHT
pa36/I0KMPOBKN?

Heobxogumo Bu3y-
anbHoe ykasaHue
COCTOSAAHUA (PUKCMpo-
BaHuA?

Heobxogumo yka3sa-
HVe fokas3aTenbCcTB
thanbcudunkaunumn?

Heobxogum wnpuy,
B MPUMEHEHWWN?

Heobxogumo oTcyT-
CTBME OCTPbIX Kpaes?

MuHnmansHoe
ycunue oTtpbiBa

npy HOPMA/IbHOM
MPUMEHEHWW

npu UKCMpPOBaAHHOM
ycunum

KOHCTPYKUMOHHbIE
maTepuasbl (Kpome
YNAOTHEHWN)

Heob6xogmmocTb npu-
MeHeHunsa MOSTYTBEP-
OOro MATEPUANA?

CoBMECTMMOCTb
¢ MPT (MRI)?

ConpoTtusrnieHne
pacTpeckuBaHuio Nog
HanpshxeHvem?

Kputepun

a)

MnockonapannesnbHoe

KO/bLEBOE YN/IOTHEHNE

b)

MnockonapannensHoe,

Apyroe ynnoTHeHue
c) KoHunuecknin
d) Apyroe (ykasaTb)

a) Beictyn
b) Mpo6ka
c) Opyroe (ykasatb)

a) Hert

b) Oa

i) paboTta ogHoW pykoii
ii) paboTta aBymsa pykamu

a) Hert
b) Ja

a) Hert

a) Her
b) da

a) Her

b) fda

a) Her

b) fda

a) TBEPIbI MATEPWA/

i) meTann
i) nnacTnyHbI

b) MONYTBEP/bIA MATE-

PUAN

a) Het
b) Oa, conpsiraemas

petans COEAVHUTENA

(kpome ynnoTHUTENS)

a) Hert, c mapk1upoBKoli
b) Het, 6e3 mapknpoBku
¢) [la, ¢ MapKMpoBKO
d) Aa, 6e3 mapkmpoBku

a) Het
b) fa

YKaxute orpaHuyeHus

Tpeb6oBaHua

c) u d)

He npumeHnmo

a)

a)

b)

b)

Ycunne 15 H

a) i)
b) > 700 MMa

b) > 700 MMa

d)

b)

MpumeyvaHua

KoHMYeckunii, co LWTEKEPHLIM
HaKOHEYHUKOM MEHbLLEro
nounametpa, yem y COEQN-
HUTENA LUER

OcsizaTe/lbHble 3/1eMEHTbI
MOTyT 6bITb PACCMOTPEHBI
NS BK/THOUYEHUS

OcsizaTe/ibHble 3/1eMEHTbI
MOTYT 6bITb PACCMOTPEHbI
[ONS1 BK/IHOYEHUs.

3aBUCUT OT KOHKpeTHoro ME-
ONUNHCKOIro N3genna



OkoHuyaHve Tabnuupl F 1

22

23

24

25

26

27

28

29

30

31

32

33

Kputepun

Kak BHewHe COEAVNHUTE/Ib otnnunte ot COEAWN-
HWTENA LUER? (onucartb)

OTnkeTMpoBaHue/
CumBosnbl/
MapkupoBska?
(Hanpumep, He ana
BHYTPUBEHHOIO)

[Opyroii metoa ans
ykasaHusa NMPEAMO-
NATAEMOI O NPK-
MEHEHWNA?

Heobxoguma 6mocos-
MeCTMMOCTb?

BapuvaHTbl NOBTOpHO-
ro NPMMeEHeHns

TpebyeTcsa ob6e33apa-
XusaHue?

Kak gocTturaetcs
HEecoBMeCTMMOCTb
c CO 80369-27?

Kak focturaetcsa
HECOBMECTNMOCTb
¢ NCO 80369-3?

Kak gocturaetcs
HECOBMECT/MOCTb
¢ NCO 80369-47?

Kak focturaetcs
HECOBMEeCT/MOCTb
¢ NCO 80369-5?

Kak gocTturaercs
HECOBMECTNMOCTb
¢ NCO 80369-6?

Kak pocturaetca
HECOBMECTUMOCTb
c NCO 80369-77?

a) Het

b) [a

a) Het

b) [a

YKasatb metof

a) Het

b) Oda

i) ykazatb TUMbl TKaHeW

a) MHoropasosoe npume-
HeHve NMAUMEHTAMU

b) OgHopa3oBoe nNpuMeHe-
Hve MALVEHTOM

¢) OgHopasoBoe npume-
HeHune

d) He gns nosTopHOro npu-
MeHeHus (ykasaTb Cnocob
aBToMaTn4yeckoro BbiBoaa
13 paboTbl)

a) Her, TonbKO ogHOpas3o-
BOE NpUMeHeHne
b) [a, ouncTka v fe3nH-
dhekuus

Yka3aTb MeTof
c) [Oa, ounctka u cTepunu-
3auus

Yka3aTb MeTof

a) o pa3smepy

b) Opyroe
Yka3aTb MeTof

a) o pa3smepy

b) Opyroe
Yka3aTb MeTof

a) o pasmepy

b) Apyroe
Ykasatb MeTof

a) Mo pasmepy
b) Opyroe

Yka3atb MeTof
a) o pasmepy

b) Apyroe
Yka3aTb MeTof

a) o pasmepy

b) Opyroe
Yka3atb MeTof

Tpeb6oBaHus

dopma nvnm TekcTy-
pa/ocszaemMocTb

a)

a)

b)
cnusncTtas o6osiouka
3HTEpasIbHOro TpakTa

b)

b) nnn c)

a)

370 3HTEPAJIbHbLIN

COEOVHUNTENDb

Ele He onpeaeneHo

a)

a)

a)

FOCT P NCO 80369-3—2024

MpumevaHuns

MHe3goBoit N1 Kk rHe3foBoMy
El npuBOAUT K HerepmeTtuy-
HOMY Henpasu/ibHOMY coeau-
HeHuo; cm. G.2.4
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MpunoxeHue G
(cnpaBo4yHOE)

KpaTkoe npepacTaBfieHne OLEeHKN KOHCTPYKUuuun COEAVUHUTENEN
ana QHTEPANIbHbIX MPUMEHEHUN

G.1 O6uee NonoxeHne

HeT U3BECTHbIX NATEHTOB, CBA3AHHbIX C KOHCTPYKUMsMN COENVUHUTE/EN, ykasaHHbIMU B HACTOSLLEM CTaHgapTe.
B COEONHUTENAX, nokasaHHbIX B NpuioXeHun B, ncnonb3yeTcs ynnoTHEHME C KOHYCHOCTbi 6 %, a pa3mepsbl co-
npsiraeMoli NOBEPXHOCTM MeHbllUe, YeM y TpaguunoHHoro COEQVNHUTENA LUER. 3Ta KOHCTPYKLMS Takxe BKIKO4YaeT B
cebs gpyrvue afnieMeHTbl, NpegoTepallaroLe o6pasosaHns repMeTUYHOro YNI0THEHUA WU HENpaBU/IbHOTO COeANHEHUSA
JaHHoi napoit COEAUHUTENEW ¢ gpyrumn COEQUHUTENSIMU u3 cTaHgapTos cepun VICO 80369.

G.2 KpaTkoe M3/10XeHNEe UHXEHEPHOro aHasin3a KOHCTPYKLUN

G.2.1 AHann3 HECOEANHNMOCTWU

Ona Bcex COE,D,I/IHI/ITEﬂEI7I, npeAcTaB/eHHbIX B HAcToSWEM cTaHAapTe, Obl BbINOSIHEH WHXEHEPHbI aHanu3
C MOMOLLbI0 aBTOMaTU3MPOBaHHOrO npoekTuposaHusa (CAD) ¢ ncnonb3oBaHWeM TpeXMepHbIX TBepAOoTesbHbIX MoAenei
BCEX [0NYCKOB W YCnoBuii matepuana (MUHUMANbHbIX, HOMUHANbHbLIX W MakcuManbHbix). COEQUHUTENN MAJIOIO
ONAMETPA, ykasaHHble B HacTOsLLEeM CTaHfapTe, rnokasanu npu MHXeHepHoM aHanuse, 4to oHn HECOEAVHWMBbI ¢
opyrumun ykaszanHHoimyn COEANHUTENAMW u3 ctaHpgaptoB cepun MCO 80369, 3a UCKIOYEHUEM Huxecnegywwmx. B
Tabnuue G.1 npuBefeHbl BO3MOXHble HenpaBu/ibHble COeUHEHNS.

MnaHupyeTca TexHnyecknii otyeT anA 6onee NOSHOrO ONMCcCaHUsA npouecca UHXeHepHoro aHannsa CAD.

Tabnuya G.1 — KpaTkoe n3noxeHne BO3MOXHOIO HeMpaBW/IbLHOIO coeguHeHns n3 aHanmnsa CAD

EL SHaunmblid KpaTtkoe nsnoxexue Ccblnika
COEAVHUTE/b P
o o dusnyeckne ucnoiTaHns B cootBetcTBum ¢ NCO 80369-1:2010,
LLTekepHbIi LTekepHbIi N1 G.2.2

npunoxeHune B, nokasann otcytctBue COEANHEHUNA

MHe3n0B0i COEM- dunsnyeckne ucnbiTaHna B cooteeTcTBum ¢ MCO 80369-1:2010,

FHe3noBoi npuioxexHve B, (3a UCkYeHVEM MCNOSb30BaHUSA BCEX NacTu- G.2.3
HUTENb LUER SLIP o
KOBbIX YyacTei) nokasanu otcytctene COEANHEHNA
dusnyeckme ucnbitaHna B coorseTcTBum ¢ NCO 80369-6:2015,
He3pgoBoii MHe3gosoin N1 npuioxeHve H, nokasann HerepMeTMyHOe HenpasBubHOE coeau- G.24

HeHune

MpnmeyaHnme 1 — N1 no NCO 80369-6.
MpumevaHne 2 — COEAMHUTE/Ib LUER SLIP no NCO 80369-7.

G.2.2 LUTeKepHbIi E1 Kk wTekepHomy N1

VcnbiTaHne 6b110 NpoBeeHo B cooTBeTcTBUMM ¢ METOLOM UCTbITAHUA no npunoxexnnto B MCO 80369-1:2010.

WcnbiTaHne nokasasno, yto COEAVHUTENN HECOEQNHUMBbI.

G.2.3 THe3goBon E1 k rHezgoBomy COEAVMHUTENKO LUER SLIP

VcnbiTaHne 6b110 NpoBeaeHo B cooTBeTcTBUMM ¢ METO4OM UCIbITAHUA no npunoxexnnto B MCO 80369-1:2010,
npy aToM BMecTo aTasioHHoro COEAVHUTENA LUER SLIP, kak ykazaHo B ICO 80369-7, un oueHuBaemoro COEANHUN-
TENA E1 ncnone3oannce COEAVNHUTENN ¢ npegenom muHumyma matepuana (LMC) n maTepuanom C Hauxygwum
MoAy/iem ynpyroctu npu nsrnée (ot 700 go 720 MMa).

WcnbiTaHne nokasasno, yto COEAVHUTENN HECOEQNHUMBbI.

G.2.4 THe3goBoW E1 k rHesgosomy N1

B nHXeHepHOM aHanuse ynnoTHALWasa nosepxHocTb rHe3gosoro COEANHUTENA El koHTakTupyeT ¢ pe3b60Bbl-
MU noBepxHocTAmM rHesgoBoro COEQNHUTENA N1, kak ykazaHo B ICO 80369-6, B ycnosusix LMC, n, Takum o6pasom,
aTm COEQVNHUTE/NIN B3auMHO He MpouAayT ucnbiTaHusa Ha xapaktepuctukn HECOEANHVMMOCTW no npunoxenuto B
MCO 80369-1:2010.

VicnbITaHWsi NPOBOAMANCH B COOTBETCTBUM ¢ METOZOM WCTbITAHWA no npunoxennio H NCO 80369-6:2016.
MpoTekaHue coctaBuno 6onee 75 % XUAKOCTU, NpegHa3Ha4YeHHOW Ans npoxoxaeHus yepes COENHEHUE.

WMcnbiTaHne nokasasno, yto COEAVHUTENN npuemnemsl.

N3rOTOBUTENAM pekoMmeHAyeTCcA MCMO/b30BaTb MaTepuas ¢ MakCMMalibHO BO3MOXHbIM MoAynem usrnbda nns
rHesgosoro COEVHUTENSA E1 ans gansHeliwero ynpasnedma PYICKOM.
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G.3 KpaTkoe usnoxeHune npoBepkn (Bepudmrkaumm) KOHCTPYKLMK

[aHHasa koHcTpykumsa COEONHUTENA 6bina BbibpaHa Ha OCHOBE CXOACTBA CKBO3HOrO OTBEPCTUS C MMELUMUCS
B HacTosiLLlee BPEMS Ha PblHKE KOHUrypaumamm v nNporHO3HbIMU OLLEHKaMW HbIOTOHOBCKOrO MOTOKa cpefbl Yyepes aua-
NasoH pasMepoB OTBEPCTUI, MEHbLUMX W 6O/IbWKX, YEM MaKCMMalbHbI gnameTp 2,95 MM 0603HaYeHHOW KOHCTPYKLMK.
ViccnepoBaHusa notoka 6binn nposeaeHsl ¢ COEAVNHUTENAMN ELl (WTEKepHbIMU 1 THE3[0BLIMK), KaK YKazaHO B HacTO-
AllemM cTaHAapTe B COOTBETCTBUM C TpeboBaHuAMY npunoxeHua E EH 1618:1997 c ncnonb3oBaHueM BOAbl U KOMMepYe-
CKMX nuTaTenbHbix npenapatos. COEAVHWUTE/b E1 obecneyrBaeT CKOPOCTb NOTOKa BoAbl 6osiee 70 n/4 n cmecu 6onee
8,5 /4. [JaHHble CKOpPOCTM MOTOKA COOTBETCTBYIT WM MpeBblwaloT TpeboBaHUSA K CKOPOCTU NoToka 3 N/4, yKasaHHOWN B
npunoxexun D.

Lienbto npoTokona McnbiTaHuii hyHKUMOHANbHbIX XapakTepucTuk 6bina npoBepka (Bepudmkauums) TOro, 4TO UC-
nosib3oBaHme KoHcTpykunmn COEANHUTENA MANOIro AMAMETPA El1 nossonset usrotasnusarte COEAVHUTENN EL1 B
COOTBETCTBUM C TpeboBaHNAMM K DYHKLUNOHAbHBIM XapakTepucTukam, onpefeneHHbiM B HacTosWeM cTaHgapTte, nyTem
npYMeHeHns cooTBeTCTBYLWMX METOLOB VCIbITAHWUN, onpeaeneHHbix B UCO 80369-20.

MoCcKOMbKY BCE UCMbITAHNA SBASIOTCA MOKasaTeslbHbIMW UCNbITaHUsAMK (MpoiifeHo/He NpoigeHo), pa3mepbl BbIGOp-
KM MOTyT 6bITb OnpegeneHbl no npunoxexHnto FNCO 16269-6:2005 ons o4HOCTOPOHHErO pacnpefeneHnsi co CBO60AHbIMM
WHTepBanamu crtatucTuyeckoro gonycka. MCO 16269-6:2005, tabnuua F.1, gns 1- a=0,95 n P = 0,95 gaet Tpebyemblii
pasmep BblGOpPKM 59, KOTOPLIN 6bIA OKPyraeH 4o 60.

MOCKONbKY AaHHbIA NPOTOKOM MpefHasHayeH A/1s OLEHKM CMOoCoBHOCTH W3rOTOBUTENEN wnsrotaBnusath CO-
EAVNHUTENN ELl B cooTBETCTBMM C TpebOBaHUSAMU K (DYHKUMOHANbHBIM XapakTepucTukam, onpefesnieHHbIMU B HacTo-
AlleM cTaHgapTe, NyTeM NPUMeEHeHWs cooTeBeTcTBYoWMX METOAOB VCMbITAHWA no MICO 80369-20, BepOSTHOCTb U
YyPOBEHb [OCTOBEPHOCTMN BblbpaHbl Tak, YTO6bl ObITb Penpe3eHTaTUBHbIMU A/ TEKYLMUX KpUTEPUEB NPUEMKM A8 06LLMX
SHTEPA/bHbIX MPUMEHEHWIA.

MyHKT 4.2 TpebyeT, 4TO6bl MOAY/b YNPYrOCTU MpU pacTshkeHnn nnm nsrnbe matepunana COEVUHUTENA 6bin Bbiwe
700 MMNa. Ans Bepudmkaymm T0ro, 4To € y4eTOM KCMNONb3yeMblX MarepuanoB KoHCTpykuns SHTEPAJIbHbIX COEAVHN-
TENEN MANOTO AVAMETPA cooTBeTCTBYeT (PYHKLMOHANbHBIM TPEGOBAHNAM, B NPOLECCE UCTbITAHWI UCMOb30BaUCh
cnegywouine matepuasbl.

Monunponunexn PPl (760 MMa Ha pacTtsxxkeHne) unn PP2 (700 MMa Ha pacTsxeHue) ans criefyrwmx NcnbiTaHuii:

- METO[L NCMNbITAHUA Ha yTeuky Xuagkoctu npu nageHnv gasnexunsa (6.1.2);

- METO/ NCMbITAHWA Ha yTeuky no npocayvBaHuio XUAKOCTU npu nogade aasnexua (6.1.3);

- YCTOWUYMBOCTb K pasbeAvHEHU0 Npy NPUIOXKEHUN NPOAOAbHON Harpysku (6.3);

- YCTOWUYMBOCTb K pasbeAnHeHno oTKkpyunsaHmem (6.4);

- YCTOWUYMBOCTb K MoBOpaynBaHuto (6.5).

Cononumep ctuponalakpunountpuna SAN (3800 MIMa) gnsa cnegyrolmnx NCNbITaHWA:

- (hopmupoBaHue wenei nog aerictesnem Harpyskm (6.2);

- oTcoefuHeHue nyTeM OTKpyunsaHus (6.6).

3aknoyeHuve:

Pe3ynbTaTbl MCMbITAHWA NOKa3bIBAKT, YTO KOHCTPYKUMsA E1 cooTBeTCTBYeT TpeboBaHMAM K (OYHKLMOHANbHbLIM Xa-
paKTepuCTVKaM, ykasaHHbIM B pasgenie 6, ¢ ncnosb3osaHnem METOAOB UCMLITAHUI no UCO 80369-20.

G.4 KpaTkoe u3noxeHune sBaivgaumnm KOHCTPYKLUN

G.4.1 Obuwee

MToroeoe oueHuBaHme aKcnayaTaunMoHHOM NPUTOAHOCTU KOHCTPYKLMKW, YKa3aHHOW B HacTosilLeM cTaHgapTte, 6b1s10
npoBeAEeHO C yyacTuem MONIb3OBATENEN, npeacTaBnAwWMX MeacecTep oTaeneHns nHteHcueHol tepanuu (ICU), mea-
cecTep OTAENEeHNs UHTEHCUBHOM Tepanuu HoBopoxaeHHbIX (NICU) 1 nnu, oCywecTBASIOWMUX yX04 Ha AOMY.

Mpy pa3paboTke MPOTOKOAA MCMO/Ib30BA/IMCL 3NIEMEHTBI CTaHAapTa aKcnayaTaunoHHoNn npurogHocTn M3IK 62366-
1:2015, skntoyasa D.5.13. na npoBefAeHMss CYMMapHOro OueHUBaHUA aKCnyaTauMoHHON NpUrogHoCTN 6biIn cMogenmpo-
BaHbl OMalLHNE YC/I0BMS, YCNOBUSA UHTEHCUBHOW Tepanumn (ICU) n MHTEHCUBHOW Tepanun HOBOpPOXAeHHbIX (NICU).

Cuctembl QHTEPANIbBHOTO COEAVHUTENA ncnonb3yTcs NM6o B 60/bHMLAX, IMB0 B YCOBUAX AOMallHero/
anutenoHoro neyenus (LTC). MOXHO oxupaTb, YTO BO MHOTMX GOSIbHUYHBIX OTAENEHUsAX, B TOM 4uc/ie B OTAENEHUAX
NUHTeHcuBHOI Tepanun (ICU), npeHaTanbHbIX OTAENEHUAX MHTEHCUBHOW Tepanuu (PICO), OTAeNeHNsX UHTEHCUMBHOI Te-
panun HoBopoxaeHHbIX (NICO) u yupexaeHusax AAuTesbHOro yxoda, MeacecTpbl 6yayT B3aMMoAeicTBoBaTb C CUCTEMOL
OHTEPA/IbHOIO COEOVNHNTENA gaHHOro tmna HeCKosIbKo pa3 B AieHb A1 Heckonbkux MAUMEHTOB. B rpynny go-
MalwHuX nonb3oBaTtenen sxoaat NMOJIb3OBATE/IN, exeaHeBHO ncnonb3ywwmne COEAVHNTENN goma c ogHum MALIN-
EHTOM. ina cymmapHOro oueHnBaHus akcnnyataunoHHon npurogHoctn NMOJIb3OBATENN anutenbHoro neyvenus (LTC)
paccmaTpuBasiMCb KaK KaTeropus rpynnbl AOMalLlHUX MOJIb30OBATE/EWN, NOCKO/MIbKY OHW B3aummogeiicTBytoT ¢ COEAN-
HUTENAMW B gomMallHel cpege.

CyMMapHoe oLeHUBaHWe 3KCnyaTauMoHHON NpUrogHocTn 66110 paspaboTaHo A8 OLEeHVBaHUS CrieAyoLero:

a) NMOJIb3OBATE/IN He nbiTaldTCA COEANHATL WTekepHsblii/rHesgosoin COEAVMHUTEND cuctembl QHTEPA/IBHO-
O COEAVMHUTENSA Kk ApyruM OTBEpPCTUAM, BbIXOAALMM U3 KOpPryca MaHekeHa.

b) MOJIbBOBATE/IM mMoryT ycnewHo CoefuHATb CUCTEMbI NapHbIX LWTEKepHbIX/rTHe3aoBbix SHTEPAJIbHbIX CO-
E,EI,VIHI/ITEHEI7I, CKpyyMBaa unav BBMHYMBAA WX APYr B Apyra.
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c) MOJIb3OBATE/I MOryT ycnewHo BBOAUTb 3HTEpPasibHOE NUTaHUEe Un eKkapCTBEHHOE CPeACcTBO, He NMes Npo-
TekaHua B mecte COEAMHEHNA n3-3a owmnbky yyacTHMKa.

G.4.2 MNpoueaypa vucnbiTaHUA

Ceccus Kaxoro yvyacTHUKa HauymHasacb C KPAaTKoro 03HaKOMJIEHUS C YCNOBUAMMU UCCNEf0BaHUA W UCMbITAHUS.
Mogepartop 3agan cnpaBoyHble Bonpockl 0 ponu MOMB3OBATE/A 1 nonyuynn AoNONHUTENbHY nHopMaymnio 06 onbiTe
BBefeHn SHTEPA/IbHbBIX nekapcTBeHHbIX cpeacTB/nUTaHuii.

Mopsifok 3agay Gbl/1 YpaBHOBELLEH U PACMOMOXKEH CriyyaliHbiM 06pa3oM, MO3TOMY MasloBEPOSATHO, YTO HECKO/bKO
y4aCTHMKOB UCNbITbIBA/IM OAMHAKOBYIO NOC/ef0BaTe/IbHOCTb 3a4ad. JlaHHbI MeToA YMEHbLUN NPeAB3STOCTb, CBA3AHHYO
C nocnefoBaTeflbHOCTbIO BbIMOMHEHWS 3a4aHni y4acTHUKaMu.

YyacTHukaM Ob110 NPej/ioeHO YCTHO COOOLWUTL O BbIMOSIHEHWUW 3afaHus, 1 TOIbKO MOC/e 3Toro Um Gbiav 3agaHsbl
JONOSHNTE bHBIE BOMPOCHI 06 X onbiTe. OueHkn MOJIb3OBATE/IEW (Hanpumep, yBepeHHOCTb B BBefeHWUW, npoctoTa
ncnonb3osBaHus, ctabunbHocte COEQVNHEHUA n gpyrne cy6bekTUBHbIE MokasaTtenun) 6binn 3anpolleHbl AN NoAAEPXKKN
OLEHKM OCHOBHbIX NPUYMH YCMNELHbIX/HeyAa4uyHbIX NONbITOK COeANHEHNS, NOCKO/IbKY OHM HanpsMyl0 He BAMANN Ha obuiue
Kputepun ycnexa/Heygauu.

G.4.3 YYaCTHUKU uCNbITaHUA

Bbino otobpaHo 53 NMOJIb3BOBATE/A, uTobbl NpeAcTaBUTb penpes3eHTaTUBHY BbIGOPKY noTeHuunanbHbix MOJb-
30BATENEN cnctem SHTEPA/IbHbLIX COEAVHUTENEN B KAMHUYECKUX 1 JOMALLHUX YCNOBUSAX. Bce MefcecTpsbl npoLu-
nn obyyeHne no AIHTEPA/IbHOMY BBegeHuto, 1 Bce NMOJIb3BOBATE/IN gna gomaliHero npumMeHeHus nMenu onbit IH-
TEPAJIbBHOIO BBeaeHMs. Y4YacTHUKM Obln pa3feneHbl Ha kKaTeropuy B 3aBMCUMOCTU OT Cpefbl, B KOTOPOW OHX BBOAWIN
nekapcTBeHHble cpenctea anad SQHTEPA/IbHOIO nutaHus:

- MeACecTpbl OTAeNIeHNss MHTeHcKUBHOl Tepanun (ICU) (n = 18);

- MEeACEeCTPbl OTAENEHUSA MHTEHCMBHON Tepanuu HoBopoxaeHHbIX (NICU) (n = 15);

- paboTHVKM Mo yxoay Ha gomy (n = 20).

JaHHble rpynnbl UL, OCyLeCcTBASALWME YXO4, NpeAcTaBnsaT coboit cTpatuduumposaHHyo Bbibopky MO/TIb30OBA-
TENEN B CoeauHeHHbIx LWTaTax. Mpeabigywime nccnefoBaHns nokasanu, YTo MeAcecTpbl OTAENEHUA WHTEHCUBHOW Te-
panun (ICU), oTaeneHns UHTeHCMBHON Tepanun HoBopoxaeHHbiX (NICU) n meacecTpbl, OCyLeCTBASALWME YXO4 Ha AOMY,
ABMAOTCA pasyMHbIM NpeAcTaBuTenem Bcex npegnonaraembix MOMIb3OBATENEN cuctem SHTEPA/IbHbBIX COEANHU-
TENEWN, Bkntoyas Tex, KTo Haxogutcsa 3a npegenamu CLUA. UTo6bl UCTbITAHWE OTpaxaso HeamMepuKaHCKyl NpakTuky, a
Takke npaktuky B CLUA, npu pa3paboTke NpoToKosa 6biM NPoBeAeHbl KOHCybTauun ¢ YneHamu paboyein rpynnbl, OTBET-
CTBEHHbIMUN 3a UCMbITAHME 3KCNyaTauMOHHON MPUTOAHOCTU, KOTOpblE MMEeNWu OnbIT paboTbl B HEAMEepPUKAHCKUX cpefax.
CpefHuii Bo3pacT yyacTHNKOB cocTaBun 43 roga u konebancsa ot 24 go 61 roga.

PYHKUMOHaNbHbIE XapakTepUCTUKN ANA yYaCTHUKOB U3Mepsasiachb Mo ABymM napamMeTrpam:

a) KOJIMYEeCTBEHHbIE YCNEeXn U Heyaauy OLeHUBaNIUCh Mo KaXAoN U3 Tpex uenei:

1) HaxoguT napHble wWTekepHble/rHe3goBble COEAVHUTENWN ans SHTEPA/IbHOIO BBeaeHus:
- ycnex: y4yacTHUK He MblTaeTcs COefMHUTbL NOMMOBLIA KOMMAEKT/WNPpWL, K Kako-nnbo Tpybke, kpome Tpyokn
ans QHTEPA/IbHOIO nutaHus [HasoractpanbHoli (NG) nnm ractpoaHTepansHoii (G)];
- NOoTeHuManbHas OnacHoCTb: C60M, KOTOPbIX yAanocb u3bexatb 6Gnarofaps 64MTENbHOCTU CO CTOPOHbI
ydyacTHuKa (TO eCTb y4YaCTHWK HauMHaeT COeMHATb He K TOMY OTBEPCTUIO, HO UCNPaBNAeTCa A0 3aBepLieHus 3ajaun);
- Heygava: J/llo6as nombiTKa M3HAYa/IbHO COEAVMHUTbL HenapHble LWTekepHble/rHe3gosble yacTn SHTEPAb-
HOIMo COEANHUTENSA K Apyrvum OTBEpCTUAM;
2) obecneuynBaeT HagexHoe COEQVNHEHWME nytem nOAHOro CKpyumBaHWsl MapHbIX LUTEKEPHbIX/THE3[0BbLIX Ya-
cTeil gna doukcupoBaHus COEQVNHEHUNA:
- ycnex: y4acTHMK MOAHOCTbi0 ckpyumaeT COEQUVHUTENN, utobbl 06ecneunTs HagexHoe COEAVNHEHUE
MeXxay NoOMMoBbIM KoMnnekTom/wnpuuem n Tpybkoii ana SHTEPA/IbHOIO nutanua [HasoractpanbHoi (NG) unm ractpo-
3HTepanbHon (G)];
- NOTeHuunasbHas OnacHOCTb: yYacTHUK cHadvana He ckpyunsaet COEQNHUNTEJI nosiHOCTLIO, HO NOHUMAET,
yto COEAVHEHWME HenagexHo, nockonibky COEQUHUTESIN oTcoeanHsoTcs, ocnabeBalT Uan npoTekatoT;
- Heyfjaua: yyacTHuK He ckpyuusaeT COEAVNHUNTENW ana HagexHoro COEAVHEHWA, a Tonbko ctanknusaet
nx BMecTe;
3) sBoguT SHTEPAJ/IbHOE nutaHue/nekapcTseHHoe CpefcTBo:
- ycnex: yyacTtHuk ssogut Bce SQHTEPAJ/IbHOE nekapcTBeHHOe CpPeAcTBO WM NUTaHWe B COOTBETCTBUU C
WHCTPYKUMAMK, 6e3 NpoTekaHus;
- Heygauva: yyacTHuUK He BeoanT Bce QHTEPAJ/IbHOE nekapcTtBeHHOe CpefcTBO UM NMUTaHME B COOTBETCTBUM
C MHCTPYKLMAMMN NO NPUYMHE NPOTEeKaHUs M13-3a OWNOKM yYacTHUKA,;
b) KayecCTBEHHbINA:
- OT3bIBbl M 06paTHas CBA3b OT YYACTHWKOB Ha MPOTSHXEHUU BCER ceccuu;
- 06HapyXeHHble NPo6aemMbl C 3KCNAyaTaUMOHHON NPUTOAHOCTLIO;
- MepBONPUYMHbLI NOBBLIX KPUTUHYECKMX OTKA30B 3ajaqu;
- OLLeHKN NMPOCTOTbI MCMNOMbL30BaHNA MOC/IE BbINOJIHEHUS 3a4auu.
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G.4.4 PesynbTtartbl UCNbITaHUA

Cpepa B oTAeneHmn nHTeHcmBHon Tepanum (ICU), 100 %-Hbli ypoBeEHb ycnexa:

- HaxopgATcAa napHble wTekepHble/rHesgosble COEAVHUTENN gna SQHTEPANIBHOIO BBegeHus;

- obecneumBaeTca HagexHoe COEQVNHEHME nyTeM NonHOro ckpyynmBaHust NapHbIX WTEKEPHbIX/THE340BbIX YacTe
ansa dukcuposaHna COEQUNHEHNA,

- Beogutca QHTEPAJ/IbHOE nuTaHne/nekapcTBeHHOE CpPefcTBO.

Mocnepcteua ana gononHutensHoro YNMPABNEHNA PUCKOM:

B otaeneHun mHTeHcuBHoi Tepanum (ICU) gns COEAMHWUTENA EL1 He 6blN10 NOTEHUMANIbHOW OMACHOCTW WM
Heyaad. Takum 06pa3oMm, Ha AaHHbIi MOMEHT HMKakue AOMNONHUTENbHblE Mepbl No YNPABIEHWUKO PUCKAMW He Tpeby-
oTCS.

Cpepa B OTAENEHUN MHTEHCUBHOI Tepanun HOBOpPoXAeHHbIX (NICU), 100 %-Hblii ypoBEHb ycnexa:

- HaxopgATcsa napHble wTekepHble/rHesaosble COEAVHUTENN gna SHTEPANIBHOIO BBeaeHus:;

- obecneymBaloTCa (PyHKUMOHAsbHbIE XapakTepucTukn HagexHoro COEAMHEHWNA nytem nonHoro ckpyyvBaHus
napHbIX WTeKepHbIX/THe340BbIX YacTeil ansa cdukcmpoanna COEANHEHWSA;

- Beogutca DQHTEPA/IbHOE nuTaHne/nekapcTBeHHOE CpPeAcTBO.

Mocnepncteua ana gononHutensHoro YNMPABNEHNA PUCKOM:

B oTAeneHnn WHTEHCUBHONI Tepanuu HOBOPOXAeHHbIX (ICU) ana COEOVNHUTENA El He 6bi10 NOTeHUManbHoM
onacHoCTU Wan Heygad. Takum 06pasoM, Ha faHHbli MOMEHT HMKakue AONosHUTEeNbHble Mepbl no YMPABNEHUIO PU-
CKAMW He TpebytoTcs.

JomawHsasa cpega, 100 %-Hblii YpOBEHb ycnexa:

- HaxopgATcAa napHble wTekepHble/rHesgosble COEAVHUTENN gna SQHTEPANIBHOIO BBeaeHus;

- obecneuynBaloTcs (PyHKUMOHasbHbIE XapakTepucTukn HagexHoro COEAMHEHWNA nytem nonHoro ckpyvvmBaHus
napHbIX WTEKEPHbIX/THE340BbIX YacTen ansa gukcnpoBaHms COEAMHEHNA.

JomawHasa cpega, 95 %-Hblii ypoBeHb ycnexa:

- BBogutca QHTEPA/IbHOE nuTaHue/nekapcTBeHHOE CPefCcTBO.

Ona COEQVMHUNTENA E1 SHTEPAJIbHOE BBeaeHue B AoOMalLHWUX YC/IOBUSIX ycnewHo 3aBepwunnmn 19 n3 20 (95 %)
yyacTHuKoB. OAWH y4yacTHWK, KOTOPOMY He y[asioCb NOSIHOCTLI0O BBECTU A03Y M3-3a NpoTekaHus, caenasn 3To u3-3a Toro,
4yTo Tpy6Ka G He 6blna pasxara, YTobbl XUAKOCTb MOr/1a NonacTb B XesyaoK.

HeypauyHas nonbiTka BBegeHns COEQVUHUNTENA EL B gomaluHeli cpege. B tabnuue G.2 KpaTko M3M10XEHbI BbIBOAbI
ONA He NpoLuejLwero UCnbiTaHUsa yyacTHUKA.

Ta6nunua G.2— KpaTkoe M3M0XeHMe BO3MOXHOIO HEMpaBu/IbHOMO coefnHeHnst u3 aHannsa CAD

Howmep MpuunHa(bl)
Tun BBeAeHus MepBonpuunHa Moapo6HbIe NOsICHEHWS
yyacTHuka (P#) HEeNpoxoXxaeHus
56 MeaunkaMeHTO3- Y4yaCTHUK He pa3- Heypgaya 6blia CO-  Y4YacTHMK 3asiBUJ/I, YTO OObIYHO OH He
HOe /fieyeHune Xuman Tpybky G uyTeHa apTtedakTtom  BBOAUT 3HTEpasibHble SIeKapCTBEHHbIE
nepes HayasioM CMOLENVMPOBAHHOW  CpeAcTBa Kak cneunasmcT no yxoay 3a
BBeLeHusa cpefapl npumeHe-  60/IbHbIMU. YUYacTHUK Takke COMHeBas-

HUA N HEONbLITHOCTU CA B BbIMNO/IHEHUM 3agaydn, NOCKOJIbKY
QHTepasibHOro BBe- oOnacasicAa, YTO MOXEeT BO3HUKHYTb 6ec-
AeHnA nekapCTBeH- nopaaok, ecim XnAKoCcTb AeVICTBVITeI'Ib-
HOro cpeacrtea HO nonaaeTt B MaHeKeH

G.4.5 ViIToroBble BbIBOAbI BanngayuMoHHOIo nccrenoBaHus

Bce yyacTHVMKM CMOI/IM YCMELWHO HaiTh CMCTeMY MapHbIX WTeKepHbix/rHe3gosbix QHTEPA/IbHbIX COEQUHUTE-
NEN ona OQHTEPA/IbBHOIO BBegeHus. HeypadHas nonbiTka BBEAEHWS MPOM3OLLIA M3-3a OWIMOGKM NPUMEHEHMS, HO He
6bl1a KPUTUYECKOI OLUMOKONA.

G.5 KpaTtkoe 13noxeHne 0630pa KOHCTPYKLUK

KomuTeT paccMoTpesn oLeHKy KOHCTpyKuun COEAVHUTESNEN El Ha ocHOBe pe3y/bTaToBs, NPefCcTaBNeHHbIX B Ha-
croswemM npunoxeHun. NCO 80369-1:2010, pasgen 7, cogepxuT TpebosaHma kK COEAVUHUTEHO, KOTopbIn AO/MKEH ObITb
BK/IIOUEH B kauecTBe ogHoro u3 COEAVNHUTENEMN, ykasaHHbix B ICO 80369-1:2010, pasgen 5. YcnelHoe BbINOSHeHe
TpeboBaHuWil TpebyeT coueTaHNsa Matepuana npuemaemon TBepAoCTU C KOHCTPYKUNEN, Yka3aHHO! B NpuioxeHun B.

Takum 06pa3oM, 0630p KOHCTPYKLMUM 3aK/ovaeT, YTO MMEKTCH 3HAUYNTE/IbHbIe 00 BEKTUBHbIE UHXEHEPHbLIE, TEXHU-
Yeckne 1 CMofesiMpoBaHHble KNMHUYecKue fokasatenbctBa B nogaepxky COEAVHUWTENA E1 gnsa npegnonaraemMoro
QHTEPA/IbHOIO NMPUMEHEHWA.
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MpunoxeHve H
(cnpaBo4yHOE)

Ccbl/fiKa Ha cywecTBeHHble MPUHLUMbI

HacToswuii ctaHgapT 6bl1 NOATOTOBAEH ANA NOAAEPXKN CYLUECTBEHHbIX MPUHLMNOB 6e30MacHOCTU 1 PyHKLMO-
HaslbHbIX XapakTepucTuK, npefHasHavyeHHbIX 4718 ucnonb3osaHua 8 COEANHEHUNAX ana SHTEPAJIbHbLIX MPUMEHE-
HWW, B cooTBeTcTBUM C ISO/TR 16142. HacToswwii cTaHAapT npeAHasHayeH 408 Leneli oLeHKkn cooTBETCTBMA.

CoOoTBETCTBME HACTOALLEro cTaHfapTa obecneymBaeT O4HO U3 CPEACTB AEMOHCTPALUN COOTBETCTBUSA KOHKPETHbLIM
CyuiecTBeHHbIM npuHuymnam ISO/TR 16142. Bo3MoxHbl gpyrne cpeactea. B tabnuue H.1 pasgenbl HacTosiLero craHgap-
Ta conocTaB/ieHbl C CyWEeCTBEHHbIMU NpuHUunamm ISO/TR 16142.

Ta6nuuya H.I1 — CooTBeTCcTBME CyLECTBEHHbIX NPUHLUMNOB (1 13 2), npuBeaeHHbIX B ISO/TR 16142:2006, pasgenam
HacToALero ctaHgapTa

CyLLeCTBEHHbIV NPUHLMN CooTBeTCTByHOLWMNE pasaesbl KsanuturkaumoHHoe 3amevyaHve/
ISO/TR 16142:2006 HacTodALero ctaHgapTa npumMeyaHue
Al — He npumeHnmo
A.2 — He npumeHnmo
A3 — He npumeHumo
A4 — He npumeHnmo
A5 — He npumeHnmo
A.6 — He npumeHumo

A.71 — He npumeHumo

A.7.2 — He npumeHumo

A.7.3 — He npumeHumo

A7.4 — He npumeHnmo

A.75 Paspensbl 4, 5, 6 —

A.7.6 Paspens! 4, 5, 6 —

A.81 — He npumeHumo
A.8.1.1 — He npumeHumo
A.8.1.2 — He npumeHumo

A.8.2 — He npumeHumo

A.8.3 — He npumeHumo

A.8.4 — He npumeHumo

A.8.5 — He npumeHumo

A.8.6 — He npumeHumo

A.91 Pa3pens! 4, 5, 6 —

A.9.2 — He npumeHumo
A.9.3 — He npumeHumo
A.10.1 — He npumeHumo
A.10.2 — He npumeHumo
A.10.3 — He npumeHumo
Al111.1 — He npumeHumo
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OkoHuyaHue Tabnuubl H. 1

CyLLEeCTBEHHbIV NpuHLMN
ISO/TR 16142:2006

A.1121
A.11.2.2
A.1131
A.1141
A11.51
A.115.2
A.11.5.3
Al21
A.12.2
A.12.3
A 124
A.12.5
A.12.6
A.12.7.1
A.12.7.2
A.12.7.3
A.12.7.4
A.12.7.5
A.128.1
A.12.8.2
A.12.8.3
A.131
A.141

CooTBeTCcTByHOLIME pasaesb
HacTosLLEero ctaHgapTa

Pa3pgenbl

Paspens|

4,5,6

4,5 6

FOCT P NCO 80369-3—2024

KBanugmkaymoHHoe 3amevaHne/

npnmevyaHune

He
He
He
He
He
He
He
He
He
He
He
He
He
He
He

He

He

He
He
He

He

NPUMEHNMO
NpUMeHNMO
NpUMeHNMO
NPUMeHNMO
NpUMeHNMO
NpUMeHNMO
NpUMeHNMO
NPUMEHNMO
NPUMeHNMO
NPUMeHNMO
NPUMEHNMO
NpUMeHNMO
NpUMeHMMO
NpUMEHNMO
NpUMeHNMO
NpUMeHNMO

NPYMEHNMO
NPYMEHNMO
NPYMEHNMO
NPYMEHNMO

NPYMEHNMO
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MpunoxeHue |
(cnpaBo4yHOE)

TepMmunHonoruns.
AndaBuUTHbI/ ykasaTenb onpegeseHHbIX TEPMUHOB

BP EL.... oo NCO 14971:2007,2.2
OBIXATENTBHBIA KOHTYP oottt sttt MCO 80369-1:2010,3.3
MBI OTOBUTETID ..ottt ettt ettt bt b e s b e e ab e e s bt e ab e s e e sab e e snn e NCO 14971:2007,2.8
MATIBIZL LIAAMETP ..ottt et st a bbb s st ss bbb s s naesense s s sans MCO 80369-1:2010,3.11
MEANLMHCKOE NBLEJTIUIE ... bbb s s NCO 14971:2007,2.9
METOL NCTIBITAHUA . ... e e NCO 80369-20:2015,3.1
HECOELMHUMDBIF . ....coooiviiieiiieiie ettt sttt bbbttt MNCO 80369-1:2010,3.6
HOPMAJIBHOE TIPUMEHEHUIE ... s a e 3.2
HOPMUPOBAHHBIP ..ottt ettt sae ettt bbbt e bbbt 3.3
OTBETCTBEHHASA OPTAHUSBALINA ..o e MCO 80369-1:2010,3.8
OLIEHKA PUICKA L.t e b b e e e e s b e e e b e e s sb b e s b e e s sae e st e s st e e s nbeeaaes NCO 14971:2007,2.18
N I PO NCO 80369-1:2010,3.7
MONYTBEPABIVA MATEPUAT........coiviiiteieeeeteeeieete ettt esas st asa bbb s s es e MCO 80369-1:2010,3.10
TTOJTTBBOBATETID . ..ottt b e btk e b e ekt e o b e e e a bt e b e e ea b e e e bt e ea bt s bb e e e ab e e e hb e e eh b e e s ab e e bb e e s e e e sbneebae e 3.4
MPEANONATAEMOE MPUMEHEHMUE ... NCO 14971:2007,3.6
MIPUMEHEHUIE ...t MNCO 80369-1:2010,3.2
MPUHALMEKHOCTD ..o e e e NCO 80369-1:2010,3.1
NMPOBEPKA (MPOBEPEHO) (BEPUGUKALINA (BEPUDPULIMUPOBAHO)). ..o NCO 14971:2007,2.28
MPOPUIID TTOJTBBOBATET A ...t a e b a e s s a e s b e e s b e b e e s e s s a e e b e e s s e s ba e 3.5
TTIPOLIELYPA e e e e e s b b e e b e e s e bb e s b e e e eb e e s be e s b e e s be e s b e e sbae e sibe e NCO 14971:2007,2.12
N O I O U NCO 14971:2007,2.13
PUICK e NCO 14971:2007,2.16
COEOUMHEHUE ... s MCO 80369-1:2010,3.4
COELMHUTETIB ..ttt e e e e s e b a e s b e b e e b e b be s b MCO 80369-1:2010,3.5
COEAVHUTEIID LUER ..ot e e e e a e NCO 80369-7:2021,3.1
COEAVHUTESD LUER SLIP ..ot MNCO 80369-7:2021,3.2
TBEPLBIM MATEPUIAI . .....ooivieiiiiteieeieess ettt ns s NCO 80369-1:2010,3.9
TUMOBOE NCTIBITAHUE ...t NCO 80369-20:2015,3.2
YMPABJTIEHUE PUCKOM ..ot NCO 14971:2007,2.19
BHTEPATIBHDBI . .....oooiieee ettt sttt e sttt et a et et n e e st s st n s et et n s s e et s s s es st ersen e 31
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MpunoxeHue A
(cnpaBo4HOE)

CBefeHNA O COOTBETCTBUU CCbIJIOYHBIX MeXAYyHapo4HbIX CTaH4apTOB

Tabnuya QA1

O603Ha4YeHne CCbIJIOYHOro
MeXAyHapoAHOro ctaHgapTa

ISO 14971:2007
ISO 80369-1:2010
ISO 80369-6:2016

ISO 80369-7:2021

ISO 80369-20:2015

ASTM D638-10

ASTM D790-10

CreneHb
COOTBETCTBUSA

HoT

oT

0T

MOD

MOD

HaynoHa/IbHbIM CTaHgapTamM

O603HayYeHne N HaMMeHoBaHNe COOTBETCTBYIOLLEro
HauuoHanbHOro ctaHgapTta

*o 1)
* 2)

FOCT P NCO 80369-6—2023 «CoeanHnTennu Masioro gnamerpa ans
XnAKoCcTeli 1 rasoB, UCMosb3yemMble B 3gpaBooxpaHeHnn. Yactb 20.
YacTHble Tpe6oBaHNA K COeAUHUTENSM HelipoakcMasibHOro npumeHe-
HUS»

FOCT P UCO 80369-7—2023 «CoefuHUTENN Masioro anameTpa asis
XWIKOCTeN W rasoB, UCMOMb3yemble B 34paBooXxpaHeHun. Yactb 7.
YacTHble TpeboBaHUA K COeAMHUTENSAM BHYTPUCOCYAUCTOrO MW Nopa-
KOXXHOTO NPUMEHEHUS»

FOCT P NCO 80369-20—2022 «CoepuHUTENN Manoro guamerpa
[ONS XUAKOCTEN 1 rasos, MCNOJMb3yeMble B 3A4paBooxpaHeHnu. YacTtb
20. O6wue MeToabl UCMbITAHWA»

FOCT P 56800—2015 «Komno3uTtbl nonumepHsle. OnpegeneHve me-
XaHUYeCKnX CBOWCTB NPU PaCTSXEHWUM HeapMUPOBAHHbIX U apMuUpo-
BaHHbIX MarepnasioBs»

FOCT P 56810—2015 «Komno3uTtbl nosiMumepHsle. MeTon, ucnbiTaHna
Ha M3rnmbé NIoCKMx 06pasuyoB»

* COOTBETCTBYIOWMA HaLUMOHa/NbHBIA CTaHAApPT OTCYTCTBYET. [0 €ro NpuHATUS peKoMeHAyeTcsi UCMo/b30BaTh
nepeBo/, Ha Pycckuii A3bIK JaHHOTO MeXAyHapoAHOro ctaHAapTa.

MpumeyvaHune
OTBETCTBMA CTaHA4APTOB:

- OT — uAaeHTUYHbIE CTaHAAapPThI;

— B HaCTOﬂLIJ'eVI Ta6nV|u,e Mncnosib3oBaHbl cneaywouine ycnoBHbIe 0603Ha4YeHNss cTeneHn co-

- MOD — MoAM(MLMPOBaHHbIE CTAHAAPTbI.

1) felicteyeT TOCT ISO 14971—2021 «U3pgenua megunumHckue. MNMpUMEHEHME MeHeMKMEHTa pucka K MeaunuuH-

CKUM U34enunsaM», NAEHTUYHbIR 1ISO 14971:2019.

2) feiictByeT FOCT P NCO 80369-1—2022 «CoefnHUTEN Masioro gnameTtpa 415 XUAKOCTel 1 rasos, UCnosbaye-
Mble B 3gpaBooxpaHeHun. YacTb 1. O6wume TpeboBaHusa», naeHTUYHbIN 1SO 80369-1:2018.
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ISO 5356-1:2015

ISO 5356-2:2012

ISO 7886-1:1993

ISO 8185:2007

ISO 10241-1

ISO 10241-2

IEC 60601-1:2005+Amd. 1:2012,
CSv

IEC 62366:2007+Amd. 1:2014,

CSv

EN 1615:2000

EN 1618:1997

EN 13544-2:2002+Amd. 1:2009

CEN CR 13825

Bnénunorpaguna

Anaesthetic and respiratory equipment — Conical connectors — Part 1
Cones and sockets (AnnapaTbl WHraNSIUMOHHOW aHecTe3nMnm N UCKYCCTBEHHOW
BeHTUAUMK nerkux. CoegnHeHns koHudeckue. Yactb 1. Audhdy3opbl U MydiThl)

Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-
threaded weight-bearing connectors (AnnapaTbl MHransLMOHHON aHecTesnun
U UCKYCCTBEHHOW BeHTWUNAUMM nerknx. CoefauHeHUst KoHuyeckue. YacTb 2.
Pe3b60Bble cOeaUHUTENM, HECYLLUE Harpysky)

Sterile hypodermic syringes for single use — Part 1. Syringes for manual use
(Wnpuubl MHBEKLUUOHHbIE OAHOKPATHOrO NPYMEHEHUs CTepusbHble. YacTb 1
LLinprubl A8 pyYHOro MCNO/b30BaHUS)

Respiratory tract humidifiers for medical use — Particular requirements for respi-
ratory humidification systems (YBnaxHutenu gbixaTeNbHbIX NyTeid MeanLMHCKMeE.
Ocob6ble TpeboBaHMA K cucTemMaM YBNXKHEHUS AblXaTeNbHbIX NyTei)

Terminological entries in standards — Part 1. General requirements and ex-
amples of presentation (TepmuHonornyeckne crarbn B cTaHgaprtax. Yacte 1.
O6uwme TpeboBaHNa 1 NpUMepbl NpeacTaBieHns)

Terminological entries in standards — Part 2: Adoption of standardized termino-
logical entries (TepmuHonornyeckne crtatbn B cTaHgaprtax. Yactb 2. MpuHatne
CTaHA4apTU3NPOBAHHbIX TEPMUHOIOTUYECKUX CTaTel)

Medical electrical equipment — Part 1. General requirements for basic safe-
ty and essential performance (M3genua MeguUUHCKME 3NeKTpuyeckue.
Yactb 1. Obwue TpeboBaHNs Kk 6€30NacCHOCTU U OCHOBHbLIM (PYHKLMOHANbHbIM
XapaktepucTukam)

Medical devices — Application of usability engineering to medical devices
(M3genua mepuumHckme. poekTMpoBaHWe MeAUUWHCKUX W3OEeNUiA ¢ yyeToMm
3KCnyaTalMOHHOW NpUrogHoOCTL)

Enteral feeding catheters and enteral giving sets for single use and their connec-
tors — design and testing (KaTeTepbl 151 3HTEpasibHOro NUTaHUsA 1 Habopsbl A4S
3HTEpPasIbHOro BBEAEHUS A/151 OAHOPA30BOr0 MPUMEHEHUS U UX COeAUHUTENN —
KOHCTPYKLUUSI U UCTbITAHNSA)

Catheters other than intravascular catheters — Test methods for common prop-
erties (KaTteTepbl, KpOMe BHYTPUCOCYAMUCTbIX KaTteTepoB. MeToAbl WCNbITaHUS
06w mx CBOWCTB)

Respiratory therapy equipment — Part 2: Nebulizing systems and their com-
ponents (AnnapaTbl 418 pecnupatopHoi Tepanuu. Yactb 2. TpybonpoBogHas
cucTeMa M UX KOMMOHEHTbI)

Luer connectors — A report to CEN CHeF from the CEN forum task group
“Luer fittings” (CoeguHutenn Luer. OtyeT gna CEN CHeF oT uenesoli rpynnbl
thopyma CEN «®PuTuHrn Luer»)

National Patient Safety Agency. Patient Safety Alert 21. Promoting safer measurement and administration of liquid
medicines via oral and other enteral routes. 2007. Available at http://www.npsa.nhs.uk/nrls/alerts-and-directives
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