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Mpeancnoeue

1 MOOIOTOBINEH O6uwecTBoM c orpaHuWdeHHol oTeeTcTBeHHocThio «MEOWTECT» (OO0 «ME[WN-
TECT») Ha ocHoBe cOBCTBEHHOIO NEPEBROAA Ha PYCCKUIA A3bIK aHIMOA3LIYHON BEPCUM CTaHaapTa, YKasaHHOo-
ro B NyHkTe 4

2 BHECEH TexHu4yeckum komuTeToM no ctaHpaptusaumm TK 436 «MeHemKMeHT KadyecTsa U obliue
acnekTbl MeAULIMHCKUX U3aenuin»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom ®enepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposaHuio u metponorun ot 30 ceHTabpa 2024 r. Ne 1311-cT

4 HacTtodwmin cTaHgapT WAEeHTUYeH MexayHapoaHoMy ctaHgapTy M3K 80369-5:2016 «CoegunHute-
N Manoro guaMmeTpa Ona KUOKOCTEeN W rasor, UCNonb3yemble B 3gpaBooxpaHeHun. Yacts 5. CoeguHutenu
OINA HakaumBaHus MaHxeT koHeuHocTen» (IEC 80369-5:2016 «Small-bore connectors for liquids and gases in
healthcare applications — Part 5: Connectors for limb cuff inflation applications», IDT), Bkntouas TexHu4eckue
nonpasku Cor 1:2017, Cor 2:2021.

HanmeHoBaHMe HacTosILero crtaHgapTa M3MeHeHO OTHOCMTEeNbHO HauMeHOBaHWA yKasaHHOro mMexay-
HapOOHOTO cTaHgapTa Ansa npusedeHus B cooteeTcTBue ¢ FTOCT P 1.5—2012 (nyHkT 3.5).

MpW NPUMEHEHUM HACTOALLEro CTaH4apTa PEKOMEHAYETCA UCMOMb30BaTh BMECTO CChINOYHbIX MeXay-
HapOOHbIX CTAH4APTOB COOTBETCTBYHLUME UM MEXKIOCYAAapPCTBEHHbLIE CTAHAAPTHI, CBEAEHUS O KOTOPbLIX Npu-
BEAEHbl B JOMNOMHUTENBHOM npunoxeHun JA

5 BBE[OEH BIEPBbIE

MNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHA
om 29 uwoHsa 2015 a. Ne 162-03 «O cmandapmu3sayuu e Pocculickol ®edepayuu». VMHgopmayus ob us3-
MeHeHUSX K HacmosuwieMy cmaHd0apmy nybriukyemcs e exez00HOM (10 COCMOSHUK Ha 1 AHeaps meKyueao
e2o0a) uHghopMayuoOHHOM yKazamerne «HayuoHanbHble cmaHOapmebi», a oguyuanbHbil MeKcm usMeHeHul
U MONPasoKk — 8 eXeMeCcsyHOM UHGOPMaUUOHHOM ykazamene «HauyuoHanbHeie cmaHOapmel». B cnyyae
nepecMmompa (3aMeHbl) unu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmayouwiee ygedomneHue bydem
onybnukogaHo 8 6ruxaliweM 6bINycke eXeMecsYHo20 UHGOoPMayUuOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsi». Coomsemcemaeyioujas UHGopMmayus, yeedoMeHUe U MeKcmbl pa3Mewalomcs makxe 6 UH-
hopmayuoHHOU cucmeme obueao nofib3o8aHus — Ha oguluansHoM calime QedepanbHo20 azeHmemea no
MexXHUYEeCKOMY peaynuposaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© IEC, 2016
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayumny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

HacTtoawwmin ctangapTt 6bin pazpaboTaH B CBS3WM C HECKOMbKMMMK MHUMAEHTaMW C kaTacTpoduiecku-
MW NOCNeACTBUMAMM, BO3HUKLUMMW B pe3ynsTtaTe BHYTPUBEHHOTO BBEAEHWSA HEMOOXOOALLEro NeKkapCTBEHHOro
CPEACTBa, KNOKUX NUTaTenbHbIX CMECEN UMW BO3ayXa. bbino 3aperncTpupoBaHO MHOXECTBO MHLUMAEHTOB, YTO
NMPWBENO K MEXOYHAPOAHOMY MPU3HAHUIO BaXKHOCTW OaHHbLIX BOMPOCOB, M Obina BbisiBNeHa HeobXoaAMMOCTb
pa3paboTkn koHkpeTHbIXx COEQUHUTENEN ans MEQUMUMHCKUX U3OENUN u ux NPUHAONEXHOCTEWN,
Mcnonb3yeMblx AN gocTaeku xuakocten B apyrux NMPUMEHEHNAX.

Cepusa ctangaptoB MCO 80369 6bina paspaboTtaHa ona npefynpexaeHns HenpaBUIIbHOrO CoeduHe-
Hua mexay COEOQUHUTENAMU MANOIoO OAMAMETPA, ncnone3yembiMu B paznuyHbix NMPUMEHEHUAX.
Cranpgapt NCO 80369-1 onpenensiet TpeboBaHusa, Heobxogumble 4N MPOBEPKM KOHCTPYKUWWA U pa3MepoB
COEOVMHWUTENEW MANOIO OAUMAMETPA, 4Tobbl rapaHTMpOBaTh:

a) YTO OHW He COeAUHSIITCS HeNpaBUITbHO C APYTUMW COEAUHMTENAMM Manoro aMaMeTpa;

6) oHuW BezonacHo 1 HAaJEXHO COeOMHAITCS CO CBOEN NONOBUHOM.

Crangapt MCO 80369-20 copepxut obwmre METOObI NCMBITAHUA gna nogoepxku TpeboBaHUi K
tbyHKLMOHaNbLHLIM xapakTepuctukam COEOVHUTENEN MANOIO OUMAMETPA.

HacTtoawumin ctTaH4apT ycTaHaBNMBaET KOHCTPYKLUMIO, pasMepsbl U HepTemm COEOVMHWUTENEW MANOIO
OMNAMETPA, npeaHasHayeHHbIX N5 HakaduBaHWA MaHXeT KoHeYHocTel. B cnpaBoYHbIX npunoxeHuax D—G
ONMCLIBAOTCA METOAbI, C MOMOLLbLIO KOTOPLIX DbiNa NpoBegeHa oueHKa KOHCTPYKUMK. [ipyrve cTaHgapThl ce-
puu NCO 80369 eknouatoT TpebosaHus k COEOVHNTENAM MAJIOTO OAMAMETPA, ncnons3yembim B pas-
nuyHbix kateropusax NMPUMEHEHWNA.

COEOVHWTENW, n3roToBneHHbIE N0 pa3Mepam, YCTaHOBMEHHLIM B HACTOSILLLEM CTaHAapTe, HECOBME-
CTUMbI N0 pasmepam ¢ nwbsiMu apyrumn COEOVMHUTENAMU MANOMO OUAMETPA ans NMPUMEHEHWA,
yKa3aHHbIX B cTaHgapTtax cepun MCO 80369, ecnm He ykasaHo uHoe. [pu ycTaHOBKE Ha COOTBETCTBYHOLLME
MEOVUUWMHCKWME M3OENMWA n NPUHAONEXHOCTW paHHble COEOVMHWUTENW pgonHbl npegoTepallaTh
BHYTpPUBEHHYIO nogadvy Bo3gyxa. COEOVHWTEI, naroToBneHHbIe B COOTBETCTBMM C pPasMepamu, yKkasaH-
HbIMUW B HacTosiwem ctadgapTe, takke HECOEQWHWMbI ¢ nobeivun gpyrumu COEOUHWUTENAMW MANIOTO
OVAMETPA, ykazaHHbIMK B cTaHaaptax cepum MCO 80369, ecnu He ykasaHo WHoe.

B HacTosllwemM cTaH4apTe UCNonNb3yTCA crefyLlue Buabl LWpUgToB:

- TpeboBaHUA 1 onpeaeneHua — NPAMOR WpPUQT;

- MHOPMaLUWMOHHbIe MaTepuanbl, NoSABNAKLIMECS 3a Npedenamin Tabnuu, Takue Kak npuMedaHns, npu-
Mepbl U CChIMKK, a TaKKe HOPMAaTUBHBIA TEKCT Tabnuy, — WpudT yMEHbLLUEHHOIO pa3Mepa;

- TEPMWHbI, ONpefeneHHble B pasgene 3, — NponucHbie ByKBbl.

B HacTosilem cTaHgapTe COH3 «UMU» UCMNOMb3YHT Kak «MHKMH3WBHOE UMWY, NO3TOMY YTBEPXOAEHME
WCTUHHO npw Noboin KomOMHaUMM yCroBuiA.

[MaronbHble oOpMbl, UCMOMb3yeMble B HAcTOSALWLEM CTanHOapTe, COOTBETCTBYHOT MCNOMNL30BaHMIO, OMU-
caHHomy B npunoxeHun H k yactn 2 Oupektus MCO/M3IK. [ns uener HacTosLWero ctaHgapTa rnarofbHas
dopma:

- «JOMKeH» 03HaqaerT, 4YTo cobniogeHne TpeboBaHMs UMW UCNbITAHWUA ABNSETCA 0basaTenbHbIM 4N CO-
BrogeHna HacTosALWero CTaHaapTa;

- «CnegyeT» 03HavaeT, YTo cobniogeHre TpeboBaHMa UK UCMbITAHWA PEKOMEHOYETCH, HO He ABMSEeTCS
o0b6sA3aTenbHbIM N8 cobnaeHUs HacTOALLEro cTaHaapTa;

- «MOXET» Mcrnonb3yeTcd ANs onMcaHus JOMYyCTMMOro cnocoba OCTMKEHUsT COOTBETCTBUS TpeboBaHu-
AM UMK UCNbITAHUAM.

3Bespgouka (*) B Ka4ecTBe NepBOro CMMBONA 3aronoBka unu B Hadyane absaua nnu 3aronoska Tabnuubl
yKa3blBaeT Ha Hanuyve ykasaHui unv o60CHOBaHWM, CBA3AHHbIX C 3TMM MYHKTOM B MPUMNOKEHUN A.

MonpaBka 1

Tabnuua H.2 — Pasmepbl yctapeBwero rHesgosoro COEANMHUTENA MANOIO OMAMETPA cdurmo-
MaHOMEeTpa M MaHXeThbl

3ameHa B cTpoke, obo3HavaLen 3tanoH K, ¢ «BHyTpeHHUIA anameTp» Ha «nybuHa»

MonpaBka 2

Tabnuua B.2 — Pasmepsbl rHesgosoro S1 COEOMHUTENA MANOIO OWAMETPA cchurmomaHomeTpa

3ameHa B cTonbue ¢ MUHUManbHbLIM pasmepom 3HadeHna PW ¢ « 10 060» Ha «9 750».

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

COEOAWHWUTENW MANOIO OUAMETPA ONA XWOKOCTEW U TA30B,
MCMNONb3YEMbLIE B 31PABOOXPAHEHUA

YacTtb 5

YacTHble TDEGOBaHHﬂ K coOegUuHUTensaM ONA HakauyMBaHUA MaHXeT KOHeYHocTen

Small-bore connectors for liquids and gases in healthcare applications.
Part 5. Particular requirements for connectors for limb cuff inflation applications

Oarta BeepgeHna — 2025—12—01

1 *ObnacTb NpUMeHeHns

HacTosawmwmi ctaHgapT yctaHaBnuBaeT TpeboBaHWA K KOHCTPYKLUMKM 1 (DYHKLMOHANbHBIM XapakTepucTu-
kam COEOVHUTENEW MANOIO OMAMETPA, npegHasHadyeHHblX Ans ucnonb3osanns B COEOVMHEHMAX
NP1 HakauMBaHWM MakXeT KoHeuHocTe npu NMPUMEHEHUAX MEOWLMHCKUX U3OENWIA n MPUHAONEX-
HOCTEW. MPUMEHEHWSA B HakaumBaHui MaHXeTbl KOHeYHOCTH BKkmoyanT COEAMHEHWSA mexay curmo-
MaHOMeTpOM 1 ero maHxetowu [3], [7].

B HacToswem ctaHgapTe He ykazaHbl Tpebosanua kK MEOVUWMHCKUM U3OENWAM nnu NMPUHALTIEX-
HOCTAM, B koTopbix ucnoneaytotcs gaHHele COEOVHWUTESIN. Takne Tpeb©oBaHWA NpuBeaeHbl B KOHKPETHbLIX
MEXAYHapOOHbIX, MEXIOCYAapPCTBEHHbIX M HALMOHAaNbHbLIX cTaHAapTax Ha onpegeneHHsle MEOWUMHCKWE
N3LOENNA nnun NPUHALONEXHOCTMN.

B HacToswem cTtaHgapTe He ykazaHbl TpeboBaHUAa K co3gaHuio 1 cbpocy AaBneHnsi B MeXaHn3me uk-
caumu (Hanpumep, BannoHe), UCNONb3yEMOM ANS yaepXaHusa nHeasueHbix MEOVULIMHCKUX USOENWUA Ha
MecTe.

MpumevyaHune 1 — N3FOTOBUTEJAM pekomeHayetcsa Bknwodate COEAVMHUTENW MANOIO OMAMETPA,
yKasaHHble B HacTosiwem ctangapte, B MEOVULUMHCKWE N3OENWA, meguumHckue cuctembl unu NMPUHALNEXKHOCTW,
Jaxe ecnu B HacTosiLLlee BpeMs 3To He TpebyeTcs cooTBeTcTBYOWMMK cTaHfapTamu Ha MEOVMUNHCKWUE M3OENNA.
OxupaeTcs, YTO NpY NepecMoTpe cooTBETCTBYOWMX ctaHaapToB Ha MEOULUIMHCKWUE N3OENNA byoyT BKNOYEHb! Tpe-
6oearua Kk COEOAVNHANTENAM MANOIO OWAMETPA, kak ykasaHo B HAcTosLWEeM cTaHaapTe.

MpumeuvaHnne 2— Tpeboeanusa k COEAVMHUTENAM MANOIO OMAMETPA, npeagHasHa4yeHHbIM Ans UCMosb-
30BaHuA y HoeopoxaeHHbIx MALIMEHTOB ang coeguHeHUa MaHXeTbl CO CCPUrMOMaHOMETPOM, A0MKHEI BbITh AoBaBNEeHbI
K HacTosleMy cTaHdapTy NocpeacTBOM Nonpasku Unu HoBoW pefakuun. M3K 80601-2-30 [7] onpenensieT Bo3pacTHOW
AvanazoH npumeHeHus cMrmMoMaHOMETPOB B HEOHATANBHOM peXume.

Mpumeuvanne 3 — TpebosaHua kK COEOUHUTENAM MANOIO AUAMETPA, npegHasHa4yeHHbIM AnA COeaun-
HeHWa XryTa ¢ obopynoBaHWemMm Ans ero HakadnMBaHWA, JOMMKHbI ObiTb A0DaBNEeHbl K HAaCTOAWEMY CTaH4apTy NoCpPeacTBOM
NonpaBKW UIN HOBOIM pedaKkuun.

MpumeuvaHnne 4 — WCO 80369-1:2010, 5.8, onpegenseT anstepHaTUBHbIEe MeTodbl cooTBeTcTBUA Ana CO-
EOVHWTENEX MANOMO OUAMETPA, npeaHasHadeHHbIX Ans HakaumBaHus MaHkeT koHeuHocTel npu NMPUMEHEHWUAX
MEOMLMHCKX M3OENWUIK u NMPUHAONEXXHOCTEW, koTopble He cOOTBETCTBYIOT HACTOSALLEMY CTaHAApTY.

MapaHune ochbuumnansHoe

GostExpert.ru
https://GostExpert.ru/gost/gost-80369-5-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69247
https://gostexpert.ru/gost/gost-80369-5-2024?utm_source=pdf&utm_medium=69247&utm_term=page

FOCT P M3K 80369-5—2024

2 HopmaTuBHBIE CCbISIKK

B HacToswem CTaHOapTe UCNoNb30BaHbl HOPMATUBHBLIE CChINKKM Ha crnedyline cCtTaHgapThl [,D,J'Iﬂ Aatm-
pOBaHHbIX CCbINTOK NPUMEHAKT TOJNBKO YKa3aHHOEe niaHne CCbINMOYHOro ctaHgapTa, aAnd HeatTupoBaHHbIX —
nocnegHee magaHve (BKJ'IPD‘-Iaﬂ BCe M3M8H8HMH)]Z

[Mpumevanme 1— Cnocob, KOTOPbIM 3TW CCbINOYHbIE CTAHAAPTbI LUTUPYOTCA B HOPMaTNBHbIX TpeboBaHmnsAX,
onpegenaeT cteneHb (MOMHOCTLI UMK YacTUYHO), B KOTOPOW OHKU NPUMEHAIOTCA.

MpumeyvyaHue 2— B dubnuorpacdun npueedeHsl MHPOPMATUBHLIE CCLINKU.

ISO 5356-1:2004"), Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones and
sockets (AnnapaTbl MHraNAUMOHHOW aHeCTe3nn U UCKYCCTBEHHOW BeHTUNAUMK nerkux. CoeanHeHns KoHude-
ckue. Yacte 1. Audbdysopel 1 mydThl)

ISO 5356-1:2015, Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones and
sockets (Annapatbl MHFANALMOHHON aHeCTe3nn M UCKYCCTBEHHOW BeHTUNAUUK nerknx. CoeanHeHns KoHmYe-
ckue. Yacte 1. Quddysopbl n MydThI)

ISO 5356-2:20062), Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-
threaded weight-bearing connectors (AnnapaTtbl MHraNsUMOHHOW AHECTE3NU U UCKYCCTBEHHON BEHTUNALMM
nerknx. CoeglHeHns koHnyeckune. YacTtb 2. Pe3bboBble COEAMHMTENMN, HECYLNE HarpysKky)

ISO 5356-2:2012, Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-thread-
ed weight-bearing connectors (AnnapaTtbl MHransLWMOHHOW aHECTE3UN N UCKYCCTBEHHOW BEHTUNALMW NErkux.
CoenuHeHust koHu4eckne. YacTts 2. Pe3bboBble COEQUHUTENM, HECYLLIME HArpy3Ky)

ISO 8185:20073), Respiratory tract humidifiers for medical use — Particular requirements for respiratory
humidification systems (YBnaxHuTenu asixatensHblX nyTen MmeguuuHckue. Ocobble TpeboBaHus K cucteMam
YBMa)KHEHWUS AblXaTenbHbIX NyTen)

ISO 14971:2007%), Medical devices — Application of risk management to medical devices (MeauumH-
ckue uapenus. NpuMeHeHne MeHemXMeHTa pUcKa K MegULMHCKAM U3OenusiM)

ISO 80369-1:2010%), Small-bore connectors for liquids and gases in healthcare applications — Part 1:
General requirements (CoeguHutenu manoro guamerpa ANa XUOKOCTEN U ra3os, UCMNofb3yeMble B 34paBo-
oxpaHeHuu. Yacte 1. Obwime TpeboBaHna)

EN 13544-2:2002, Respiratory therapy equipment — Part 2: Tubing and connectors EN 13544-2:2002/
AMD 1:2009 (O6opynoBaHWe onsi AbixaTenbHoOW Tepanuu. YacTe 2. Tpybku M coeAMHUTENbHBIE YCTPOWCTBA,
EH 13544-2:2002/W3m. 1:2009)

ASTM D638-14, Standard test method for tensile properties of plastics (CtangapTHeIi MeToq onpege-
TNEHUs MeXaHUYEeCKUX CBOMCTB NPWU UCMNbITAHUM HA PACTSXEHWE NnacTmacc)

ASTM D790-10, Standard test methods for flexural properties of unreinforced and reinforced plastics
and electrical insulating materials (CtaHgapTHbIA METO4 UCMbLITAHWIA CBOWCTB NPU M3rnbe HeapMUpPOBaHHBIX W
apMUPOBAaHHbIX NITACTUKOB W 3NeKTPOM30NALMOHHBIX MaTtepuanos)

3 TepmuHbI U onpepeneHus

B HacTosILLeM cTaHaapTe npuMeHeHbl TepMUHbLI o MCO 80369-1:2010, MCO 14971:2007, a Takke cne-
Aylouune TepMUHbI C COOTBETCTBYOLWMMU ONpeaeneHnsiMu.

NCO v M3K BegyT TepMuHonorudeckre 6asbl AaHHbIX 4718 UCNOMb30BaHMA B CTaHAapTU3auuy no cne-
AyoWwnM agpecam:

- Onektponeaunsa M3K: goctynHa Ha http://www.electropedia.org/;

- nnatdgopma oHnaiH-npocmoTtpa MCO: goctynHa Ha http://www.iso.org/obp.

1) 3ameneH Ha 1SO 5356-1:2015.
2) 3ameHeH Ha ISO 5356-2:2012.

3) 3ameHeH Ha ISO 80601-2-74:2021. OgHako ANs 0AHO3Ha4YHOro cobnioaeHus TpeBoBaHWs HAaCTOALLEro CTaHAapTa,
npuBedeHHOro B AaTUPOBAHHON CChINKE, PEKOMEHOYETCA UCTONL30RATL TOMBKO YKa3aHHOe B 9TOW CChINKe uafaHue.

4) 3ameHeH Ha ISO 14971:2019. OgHako ANA ooHO3HaYHOro cobnogeHus TpeboBaHUA HaCTOSALLEro CTaHAapTa,
np1BedeHHOro B A4aTUPOBAHHON CChINKE, PEKOMEHAYETCA UCMONL30RATL TOMBKO YKa3aHHOe B 3TOW CChINKe uafaHue.

5) 3ameHeH Ha ISO 80369-1:2018. OgHako Ana ogHo3HauHoro cobriofeHus TpeBoBaHUA HACTOSLLEero cTaHaapTa,
npuBeAeHHOro B AaTUPOBAHHON CChINKE, PEKOMEHOYETCA UCMONL30RATL TOMBKO YKa3aHHOe B 9TOW CChINKe u3faHue.

2
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MpumeyaHue — [OnsynobcTBa UCTOMHUKM BCEX ONPEAENEHHbIX TEPMUHOB, MCMOMNb3YEMbIX B HACTOSILLEM CTaH-
dapTe, NPUBEAEHLI B NPUNOXeHUH 1.

3.1 HOPMANbHOE NPUMEHEHUE (NORMAL USE): lNMpumeHeHue, BKNOYasa NOBCEAHEBHbIA OCMOTP
M PErynupoBKK, ocyllecTBnsieMble NObIM NoMnb3oBaTenem, a Takke nognepxaHve pabotocnocobHOCTM n3-
LENUiA B COOTBETCTBUMW C MHCTPYKLIMAMW MO NMPUMEHEHWUIO.

MpumevaHune 1 — lNoHatue «HOPMAJIbHOE MNMPUMEHEHWE» He cnegyet nytate ¢ noHatveM «MNPEOHA-
3HAYEHHOE NMPUMEHEHWE». Xota oba TepMmuHa npegnonaratT NpMMeHeHne M3genns no HasHavyeHuto, npegycmo-
TpeHHomy M3TOTOBWUTENEM, nonatne «MPEOHA3SHAYEHHOE NMPUMEHEHWE» oTpaxaeT npyMeHeHWe B MeauLUWH-
ckux uensx, a noHaTue «HOPMAJIbBHOE MNMPUMEHEHWE» onpefenser He TONbKO NMpUMeHeHWe B MeQULIMHCKUX Uersx,
HO W YCTaHaBIMBAET YCMOBKA TEXHUYECKOrO 0BCMYXMBaHUA, TPAHCNIOPTUPOBAHWUA U T. 4.

[M3K 60601-1:2005, M3K 60601-1:2005/Amd.1:2012, 3.71, nameHeHo, 3ameHeHo «OINEPATOP» Ha
«MOJIb3OBATE/b»]

3.2 HOPMUWPOBAHHOE <3HAYEHUWE> (RATED <VALUE>): TepMuH, OTHOCALUWMACS K 3HAYEHWIO,
yctaHoeneHHomy U3FOTOBWUTENEM ons onpegeneHHbIX YCNOBUA NPUMEHEHNUS.

[M3K 60601-1:2005, 3.97]

3.3 METOO UCMNbITAHWA (TEST METHOD): YctanoeneHnHas NMPOLEOYPA ouenvBanus COEOVHN-
TENEW, koTopaa NnpuBOANT K pe3ynsTaTy MCNbITaHus.

[MCO 80369-20:2015, 3.1]

3.4 TUNOBOE MUCNBITAHUE (TYPE TEST): WcneiTaHne Ha npegctaBuTensHOM obpasue ¢ Uenb
onpeaeneHns Toro, HAaCKOMbLKO CKOHCTPYMPOBaHHbIM 1 uarotoBneHHeln COEQVHWNTESb cooTBeTcTBYET Tpe-
©oBaHMAM HaCTOSALLEro cTaHaapTa.

[M3K 60601-1:2005, 3.135, sameHeHo «obopynoeaHue» Ha « COEOUHWNTENb»]

3.5 NONb30BATENb (USER): Jluuo, B3aumopencteywwee ¢ MEOUUMHCKUM U3OENUWEM (ocy-
LLeCTBASKLLEE ero 3Kcnnyarauuo unu obenyxumeaHme).

Mpumeyvarue 1—Y ogHoro MEOVMUMHCKOIO N3OENNA MoxeT BbiTe Heckonbko MONb3OBATENEW.

MpumedvaHne 2 — Kobwwmm NOJNIB3OBATENAM otHocaTes Bpayun, NMALUMEHTDI, TexHuyecknini, peMOHTHBIN
1 0BCnyKMBaKLWMIA NepcoHann.

[M3K 62366-1:2015, 3.24]

3.6 NPO®UNbL NONL30BATENA (USER PROFILE): MNepeyeHb ncuxuyeckux, dUsmMdeckux U gemo-
rpacuuecknx xapakTepucTuk npeanonaraemoit rpynnsl MONb30BATENEW, a Takke niobbix 0cobbix xapak-
TEPUCTUK, TAKMX Kak NpodpeccuoHanbHble HaBbikM, TpeboBaHus K paboTe 1 ycrioBusa Tpyaa, KOTOpble MOryT
MMeTb OTHOLLUEHWE K NMPOEKTHLIM PeLleHUsM.

[M3K 62366-1:2015, 3.29]

4 OG6wue TpeboBaHUA

4.1 Obwwue TpeboBanua npu NPUMEHEHWW ona HakaumBaHWA MaHXKeT KOHeYHOCTeN

COEOVUHWTENM MANOIro OUMAMETPA MEOWMLUMHCKUX WU3OENUA wunn NPUHALONEXHOCTEMN,
npegHasHaveHHble ang NMNPUMEHEHWNA HakaunBaHWa MaHXeT KOHEYHOCTEN, U3rOTOBIIEHHbIE B COOTBETCTBUN
C HACTOSALWMM CTaHOapTOM, OOMKHbI cooTBeTcTBOBaTh MCO 80369-1:2010, ecnu B HAcTosLWEM cTaHAapTe He
yKa3aHo WHoe.

Mockonbky cneaywowmne COEAVUHUTEI He ykasaHbl gormkHbiM 06pasom, COEAVMHUTENM MANOIO
OVAMETPA gna NMPUMEHEHWA HakadyMBaHnsA MaHKeT KOHEYHOCTEN HE OOIMKHbI, HO MOTYT COEAUHSTLCS:

- ¢ narpybkamu u rHezgamu no WCO 5356-1:2004, WCO 5356-1:2015, MCO 5356-2:2006 wn
MCO 5356-2:2012;

- COEAMHWTENAMMW TemnepaTypHOro Aat4unka 1 ConpsaraemMbiMy OTBEPCTUSMW, BbINONIHEHHBIMW B CO-
oTBeTcTBUKM ¢ npunoxennem DD MCO 8185:2007;

- Hunnenamu no EH 13544-2:2002 n EH 13544-2:2002+M13m.1:2009.

3T1anoHHble COEOVMHWTENW ons oueHku xapaktepuctuk HECOEOMHWMOCTW onncaHbl B npunoxe-
Hum C.

B cnyuasix, koraa koHcTpykuma COEJUHUTENEW MANOMO AMAMETPA B COOTBETCTBIM C HACTOSLLIM
CTaHOapToM 3aBUCKT OT pasmepos unu anementos MEOULMHCKOTO M3OAENMWA nnn MPUHAONEXHOCTK
ons obecnedeHusn xapaktepuctuk HECOEOUMHMMOCTW, paHHble XapakTepucTuku gomxkHbl 6biTe NMPOBE-
PEHbI (BEPU®WNLIMPOBAHbI).
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lMpoBepka COOTBETCTBMSA BbINOMHAETCA NocpeacTsom ucnbliTanuin no MCO 80369-1:2010, 5.1, u npu-
noxeHuw B MCO 80369-1:2010. CooTBeTcTBME TakKe MOXET BbiTb NPOAEMOHCTPUPOBAHO C NOMOLLBK CU-
CTEeMbI aBTOMaTU3UpOBaHHOTO NpoekTuposaHus (CAD) aHanusa pasmepos scex COEAVHWUTENEW MAMNO-
ro OUAMETPA cepuu ctaHgaptoB WCO 80369 u ucneityemoro COEOUHWUTENA MANOIoO AMAMETPA
B codeTaHuu ¢ duandeckumu ucneitaHuamun COEOVHWUTENA MANOIO OMAMETPA no npunoXxeHuwo
B MCO 80369-1:2010, roe aHanuz CAD He pemoHcTpupyeT xapaktepuctukn HECOEOWUHUMOCT. Mpwu
HeobxogumocTn Ha MEOWMUWMHCKOE U3OAENME wnu NMPUHALONEXHOCTbL moxeT ObiTb ycTaHOBMEH
COEOMHNTENL MANOTO AMAMETPA onsi gemoHcTpauun cootBeTcTBuA xapaktepuctuk HECOEOWHW-
MOCTW TtpebosaHuam npunoxenus B MCO 80369-1:2010.

MpumeyvyaHue 1—Tlpeagnonaraetcs, 4yto MEOVUUMHCKWME N3OENWA, ncnoneaytowme COEOUHNTEIN MA-
Noro JMAMETPA no Hactoswemy cTaHgapTy, KOTOpbIE He 3aBWCAT OT pasmepoB unuv anemeHto MEOWUWMHCKOIO
W3OENUA wnu MPUHAONEXHOCTW ona obecneveHuna xapaktepuctnk HECOEOUHWMOCTW, cooTBETCTBYIOT Xapak-
Tepuctukam HECOEAWMHUMOCTW nactoswero ctaHgapTa.

MpumeuvaHue 2 — Kpatkoe onucanue MEJULIMHCKX M3OENWIA u ux nokasateneit ¢ COEAVMHUTENAMM
B pamkax Hactoswero NMPUMEHEHWA npegctaBneHe B npunoxeHun D.

MpumeuaHue 3 — KpaTkoe nanoxeHue TpebOBaHUIA K 3KCMNyaTaLMOHHON npurogHocTn COEOAMHUTENEN
MANOIo JMAMETPA npegctaBneHo B npunoxeHun E.

Mpumevanune 4— Kpatkoe nanoxeHwe kputepues u Tpebosanuin k COEOVHUTENAM MANOIO JWAMETPA
npegcTasneHo B npunoxeHun F.

MpumeuvaHue 5— KpaTkoe nanoxeHue oueHku KoHeTpykumm COEAUHUTENEN MANOMO OMAMETPA & co-
oTBeTcTBUM C paszgenom 7 MCO 80369-1:2010, copgepxuTtcs B npunoxeHun G.

4.2 Matepuansl, ucnonb3yembie ans COEAUHUTENEN MANOIro AUMAMETPA

B pononHeHne k TpeboeaHmam pasgena 4 CO 80369-1:2010 COEAVMHWUTENWM MAINNOIO AMAMETPA
ansa naHHoro NMPUMEHEHWA gonxHb! 6bITh M3roToBNEHbI U3 MaTepuarnos ¢ HOMUHalbHbIM MOAYMEM YNpyro-
CTW Npu u3rnbe unu pactskeHnn bonee 700 MIMa.

CooTBeTCTBME NPOBEPAIOT C MOMOLbLIH UcnbITaHuin no ACTM [1638-14 nnn ACTM O790-10.

4.3 TunoBble ucnbiTaHuA

CooTteeTtcTBue TpeboBaHMsaM HacToswero ctangapta onpegensaoT TUMOBLIMA MCTBITAHUAMWA.

5 Tpe6osaHusa k pasmepam COEQUHUTENEN MANOIro AMAMETPA
ans churMomMaHoMeTpa U MaHXeTbl

5.1 *Tpe6oBaHua k COEQUHUTENAM MANOIro AUMAMETPA gnsa Bapocnbix MAUMEHTOB wnu
MAUMEHTOB petckoro Bo3pacTa (S1)

COEOVHUTENWM MANOIO OMAMETPA, npegHasHavyeHHble Ans npuMmeHeHusa eapocneimu MALMEH-
TAMW vnu NMAUMNEHTAMW getckoro so3pacTa AnA NPUCOEANHEHWA MaHXeTbl K COMIMOMaHOMETPY, OOITKHbI
COOTBETCTBOBaThk COOTBETCTBYHOLLMM pasMepam W JonycKam, NpeacTaBieHHbIM:

- Ha pucyHke B.1 n B Tabnuue B.1 ana wrekepHoro COEAVMHWUTENA S1;

- Ha pucyHke B.2 n B Tabnuue B.2 ana rHesgosoro COEOVMHWUTENA S1.

WrekepHbin COEOUMHUTEID gomkeH 6biTe ncnonb3oBaHd kak COEOVHUTETb maHxeTbl.

MpumevyaHnue — B npunoxeHun H onuckieaetca yctapeswuid COEOUVHWTETDb, koTopblih npuMeHancs ana
COEAMHEHWUA MaHXeTbl M ChUrmoMaHoMeTpa 1 He COOTBETCTBYET HACTOALEMY CTaHOapTy.

[MpoBepka COOTBETCTBUS MPOBOAUTCS MO COOTBETCTBYHLLMM pasMepamM W AonyckaMm, ykasaHHbIM B nNpu-
noxeHun B.
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6 TpeboBaHuA K (hyHKUMOHANBbHLIM XapakTepucTUkam

6.1 YTeuka Bospgyxa

3apeictBoBaHHble COEOVMHWUTENKM MANOIrO OMAMETPA ans HakaduMBaHWMa MaHXeT KOHe4YHOCTEMN
[OMKHBI BbITh OLEHEHbI Ha yTeuky Bosayxa. CkopocTb nponyckanus COEQUHUTENEN MANOIO OMAME-
TPA ans geTten v B3pOCNbIX AN HAaKa4MBaHUA MaHKeT KOHeYHOCTen He gomkHa npeebiwaTts 80 Ma - cm3/c
(0,60 MM pT.cT. - cmM3/c) Npu BO3OENCTBMM MPUNOXEHHOTo AaeneHus ot 50 kMa (375,0 Mm pT.cT.) u 55 kMa
(412,5 mm pT.cT.) Npu Bbigepxke oT 95 go 100 c. USTOTOBUTEIN moryT ncnons3oeatk Gonee BeICOKOE Npu-
NOXeHHoe JasrneHune unv Gonee ONUTENbHbBIN Nepuog yaepxaHus.

Heobxoanmo NpoBepuTb COOTBETCTBME, MPUMMEHASA UCMbITaHNA MO NPUIOKEHMIO |, NCNONb3ys aTanoH-
Heldn COEAVMHWTEND Ha yTeuky, yKasaHHbli B npunoxeHun C.

6.2 *YCTOMYMBOCTL K pa3beAUHEHUIO NPY NMPUNOXKEeHUN NPOAOINLHOW Harpy3ku

COEOVHWUTENM MANOIo OMAMETPA gnsa MNMPUMEHEHWA B HakayMBaHWW MaHXeT KOHEeYHOCTen
OOM¥Hbl OblTb OLLEHeHbl Ha YCTOMYMBOCTE K pasbedWHeHWI0 Npu NPUIcKEeHMW NpoaonbHON Harpyskn. CO-
EOVHWUTENW ona oetei n B3poChbiX HE AOMKHbI 0TCoeaMHATbeA oT aTanoHHoro COEAVMHWTEINA B TeuyeHue
nepuvofa yoepaHus, Koraa oHW NoABepraroTcs pasbelMHEHWIO, NPWU NPOJONbLHOW Harpy3ke oT 2 oo 3 H ans
npUMeHeHUsa B AoMaluHmx yenoeusax unu ons COEOUHTENA Ha curmomaHomeTpe ot 32 go 35 H ansa npu-
MeHeHus uHbiM obpazom. W3TOTOBUWTEIN MoryT npMMeHsiTe GonbLUY NPO4ONbHYKO Harpysky unu bonee
ONUTENBHLIA NepPUOa yaoepKaHus.

[MpoBepKka COOTBETCTBUSA BhLINOMNHAETCH NOCPEACTBOM UCMbITAHWIA NO MPUNOXEeHUo J Npu UCNonbL30Ba-
Huu atanoHHoro COEOMHWTENA Ha yCTOMYMBOCTL K pasbeqUHEHMIO NPU NPUICKEHUU NPOACNbHON Harpys-
KW, YKa3aHHOro B npunoxeHun C HacToswero ctaHgapra.
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MpunoxeHune A
(cnpaBo4Hoe)

Ob6ocHOBaHWe U PYKOBOACTBO

A.1 OOwee pyKkoBOOCTBO

HacTosiwee npunoxeHne cogepxiT 060CHOBaHWSA HEKOTOPbLIX TpeboBaHWA HACTOSLEro cTaHgapTa U npeaHasHa-
YeHo And Tex, KTO 3HAKOM C NpeaMeToM HacTOALWEro cTaHaapTa, Ho He yyacTBoBan B ero paspaboTke. MoHumaHue 060-
CHOBaHWA, Nexallero B OCHOBE AaHHbIX TpeboBaHWA, cuuTanT HeoBXoaAUMBIM NS UX Haanexallero npuMeHeHus. Kpome
TOro, Mo MEpPe U3MEHEHMWI, NPOUCXOAALLMX B KNMMHUYECKON NPaKkTMKE ¥ TEXHONOIMYECKUX NMpoueccax, 060cHOBaHWe Takmx
TpeboBaHWi 0bnerynT nNOOM NepecMoTp HACcTOSALWEro CTaH4apTa, Bel3BaHHLIA 3TUMW M3MEHEHUAMM.

A.2 OBbocHOBaHUEe KOHKPETHbLIX MYHKTOB U NOANYHKTOB

nyHI{TbI W NOANYHKTEI B NPUNOXeHWUW NPOHYMepOBaHbl B COOTBETCTBUN C Hymepaumelﬁ pa3fnenoe M Nnoapa3fenos Ha-
CTOAWEero ctaHgapTa, Ha KOTOpPble OHW CCbhINAaKTCA. Takum 06paaoM, HymMepaunAa He ABNAETCA nocnenoBaTernbHON.

Pasgen 1 O6nactb npuMeHeHUs1

B 2000 rogy pabouan rpynna EBponeickoi opraHusauwnu no ctaHaaptudaumm CEN npegnoxuna ctpatervio no
COKpALLEHMWIO CIyYaeR Cry4YyainHoro HenpaBWnbHOro coeauHeHua Anga TepaneBTudeckux nuHun NMALMEHTOB 3a cuet npu-
MeHeHuns cepun HECOEOMHWUMbIX COEOUHWUTENE, pasnnyaiollmxcsi no KOHCTPYKLMW, UCNOMNb3YEMbIX B PasnnyHbIX
meamumHckux MPUMEHEHUAX. CTpaterus pesepeupyet ncnonssosanne COEJVMHUTENENM LUER wckniounTensHo Ans
npumeHerus B MEOWUMHCKWMX U3OENTNAX, vcnone3yeMbix Ana OOCTYNa K COCyAMCTOW CUCTEME WNK B WUNpMUax ans
NOAKOXHBIX UHBEKUMIA, YTOOLI OHW MOMK BLIMOMHATE CBOK NpegnonaraeMyo gyHKuuo [4].

M3MOTOBUTENAM n OTBETCTBEHHbLIM OPTAHMN3ALMAM pekomeHayeTcs coobluaTe 0 CBOEM onbiTe paboThl
c COEOUHUTENAMK MANOITO OUAMETPA, ykazaHHeIMKW B HAacTosLeM cTaHaapte, B cekpetapuat MCO/TK 210, ytobkl
OH MOT Y4eCTb AaHHbIE OT3bIBbI BO BPEMS NEPECMOTPa HacToALWEro cTaHaapTa.

Moapaznen 5.1 Tpeb6oBaHua k COEAUHUTENAM MANOIo AUAMETPA ana Bzpocnbix NMAUUMEHTOB unun
NMAUMEHTOB getckoro BozpacTa (S1)

COEOVUHUTENW MATNTIOIMO OMAMETPA, npegHasHavyeHHble ANs UCNONb30BaHUA C MaHXeTamMu U churmomaHome-
TpaMu Ona B3pOCbIX U AeTel, Nerko AOCTYMNHbI U3 MHOroYMCneHHbIX ucTodHukoB. JavHble COEOVWHWTENM nonHocTkio
COOTBETCTBYHT BCEM TEXHWYECKUM TPeDOBaHMAM HACTOSALLErO CTaHAapTa, LWMPOKO AOCTYMHLI BO BCEM MUpPE, MPUHATLI HA
peIHKe 1 3HakoMbl kak MONb30OBATENAM, Tak 1 M3ATrOTOBUTENAM. 3t COEQVMHUTENM HECOEOVMHKMbI co Bcemu
apyrumun COEOVUHWUTENAMMW, ykazanHeimu B ctaHgapTax cepum MCO 80369, ecnum He ykazaHo MHOE.

[etanu aanupalolmx U 3aKpbiBaOLWLKMX MEXaHW3MOR, YKa3aHHbIE B MpUMEYaHun 2 K pucyHky B.2, He ykasaHbl, no-
CKONbKY Ha pPbIHKE CYLUECTBYeT HECKONMBKO pasnuuHbiX, cneumdunyHbix ona NW3FOTOBUTENA sapuaunin. B pesynsrate
noapoBHbIE TEXHUYECKAE YEPTEKM 3anNUpakLLMx ¥ 3aKpbiBatOLLMX MEXAHU3MOB OTCYTCTBYIOT. BO3MOXHO, YTO 3TM Heyka-
3aHHble pasMepbl MoryT yeennunTte PYCK HenpaeunbHoro coeguHerus ¢ gpyrummn COEOVHUTENAMMW, ykazaHHbIMK B
cTtaHgapTtax cepuu NCO 80369

Moapasznen 6.2 YcTOMYMBOCTL K pasbegUHEHUIO NPU MPUINOXEeHUU NPoaoNLHOM Harpy3ku

COEOAMHWNTENW, ykasaHHble B HAcTOdAWEM cTaHgapTe, npegHasHadvedHsle gnda NMPMMEHEHWA 8 COEOUMHE-
HUAX npu Haka4nBaHWM MaHXET KOHEYHOCTEM, UCMOoMb3yloT AaBreHue, KoTopoe HeobxodrMo yaepKuBaTb B TeYeHue
OnpeneneHHoro Nepuoa BPeEMEHU MpU UCMONb30BAHWMU B MEAWLMHCKMX ydpexaeHusax. B peaynsraTte oxupaercs, 4To
nanvslie COEOVHEHINA byayT umeTte cpeactea aAna obecneyvernns besonacHoct COEOVMHEHWA (To ectb 6onbLue, yem
npocTto cunoBas nocagka, Takas kak y COEQUHNTENA LUER SLIP no MCO 594-1). UcknioyeHnem n3s ganHoro Tpebosa-
HWA ABNAKTCA goMaluHWe chUrMoMaHOMETpPbI Ana MeauuuHckux yupexxgeHui, rae NMAUWEHT asnsetca MONB30BATE-
TIEM. B naHHom cry4ae CTOMOPHbLIA Na3 He HYXEH.

Moapazgen C.2 3ranoHHblie COEAUHUTEINWU chmurmomaHomeTpa U MaHXeThbl S1

YkasaHHble atanoHHele COEOVMHWTENW npeactaenstoT coboil koHeTpykumn COEOVHWTENEW, kotopble usHa-
yaneHo ncnoneaytotea USTOTOBUTENAMWM ans S1 8 ganHom NPUMEHEHWI. Takum obpaszom, uenecoobpasHo, 4Tobkl
Bce octaneHble COEOMHNTEIIA S1 6einu paspaboTaHbl M NPOTECTMPOBaHLI ANA B3aUMOAENCTBUA C HUMMU.

Mopapasgen .2 Ycnosua ucnbiTaHWin M noapazaen J.2. YcnoBua UCNbITaHUA

Kaxabiit METO[ MCIMBITAHWI BknitovaeT TpeboBaHWsA K NpeaBapyTENbHOMY KOHAVLMOHWPOBAHWMIO U MCTbITaHUAM
Ha BO3AENCTBME OKPYXKaloLLen cpeabl.

TpeboBaHua K NpegBapUTENBHOMY KOHOVULWOHUPOBAHWIO TEMNEpPaTypbl U BNaXKHOCTH 13 ctaHgapToB MICO 594-1 n
NCO 594-2 Tawke 6binn gobasneqs 8 METOLbI MCMbITAHWUA ans rurpockonnyHbIX MaTepyanos, NOCKONbKY M3BECTHO,
YTO JaHHble MaTepuanbl NOrMoLaT BAary U3 oKpyXatLux ra3oB U XWMOKOCTEN, KOTOpbIe MOMYT U3MeHUTL hnsnyeckme
XapaKTePUCTUKM, paamepbl U yHKLMOHANbHbIE xapakTepuctukn COEQUMHWUTENEN.

OvanasoH TemnepaTyp, onpefeneHHbli AN WCNbITaHWA, WAEHTUYEH YKasaHHOMY Avanas3oHy B cTaHgapTax
MCO 594-1 n UCO 594-2.
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MpunoxeHune B
(obsAzaTensHoe)

COEOWHWTENK MANOIro oQUAMETPA
ana NPUMEHEHWA B HakauMBaHMKM MaHXeT KOHeYHOCTeun

Ha pucyHkax B.1 n B.2 nokasaHbl wrtekepHsli S1 COEOUHUTETE MANOINO OUAMETPA maHXeThbl U rHe300BOK
S1 COEAMHWUTENBL MANOIO AMAMETPA cdomrmomaHoMeTpa, cooTBeTCTBeHHO. B Tabnuuax B.1 n B.2 ykasaHbl cooT-
BETCTBYIOLIME pasMepbl AaHHbIx COEAUHUTENEWN.
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B Tabnuue B.1 npuBedeHbl paaMeps! ANS 4aHHOTO pUCyHKa.
Pazmep cnaHua @w HeobazaTenbHO AOMKEH BbITb KPYTMbIM.

MpumedyaHne — YNNoTHUTENBHAS NOBEPXHOCTL NpeactaBnseT coboi pasmep Bh5 wrekepHoro COEONHA-
TEIA, koTOopbIA conparaeTces ¢ YNoTHAKLWeR NnoBepxHocThio @S5 rHesgosoro COEOVHWTENA.

PucyHok B.1 — WrekepHein S1 COEOUHUTENB MANOIO AUAMETPA maHxeTsl

Tabnwuua B.1 — Pasmepnbl wrekepHoro S1 COEOUHUTENNA MANOIO AWAMETPA maHxeThl

WrekepHeii S1 COEOUHWUTENDL MANOIO OUAMETPA
Paamep, MM, eCni He yka3aHo uHoe
Obo3Ha4eHue HaunmeHoBaHue
MuHUManbHbIA HomuHanbHbIA MakcumanesHsIA
b5% Yron cTOpOHbl Nasa 3a4BWKKK, rpagychbl 44.0° 45,0° 46,0°
e [nuHa WwTekepHoro WTkIka 8,400 8,500 8,600
of BHYTpeHHUI OuameTp Ha KOHLE LLUTEKEPHOTO 2.450 2675 2.900
WTbIKa
g58 InprHa ocHOBaHWA Na3a 3adBWKKN 0,910 1,060 1,210
@h5 BHelHWA guameTp LWITEKepHOro WThLIKa 4,880 4,930 4,980
@58 OuameTp ocHOBaHUA Na3sa 3aBUKKN 3,810 3,940 4,070
K5 [OnvHa oT KoHUA LWTEKepHOro wTbiKa [0 2 880 3010 3140
nasa 3agBWXKn ’ ’ ’
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OkoHYaHue mabnuubi B.1

LWrekepHbii S1 COEAMHWUTESNDb MANOIo AMAMETPA

0Ob6o3HayeHune

HaumeHoBaHune

Pa3amep, MM, ecnu He YKa3aHo uHoe

MWHUMaNEHBIA

HomuHanesHbI1

MakcumanesHbI

OnvHa 3auenneHus (cnpaeBo4yHan) (cm. pu-

3aMKOBOIo coegmHnTensa

t) cyHok B.3) (1,510) (1,610) (1,710)

“ Paguyc unu cacka Ha BHELWHEM KOHLUE Ha- 0,200 0.510 0,820
KOHEYHMKa LUITEKEPHOTO LUTLIKA

P Paguyc unu cacka Ha BHYTpeHHEM KOHLE 0,000 0.050 0.100
HaKOHEYHWMKA LUTEKEPHOrO LWThIKa

Gu BHyTpeHHWI OuaMeTp NpOCBETA KUOKOCTU 2,450 2,675 —
BHewHWA guamMeTp MWHMMAanNsHOW Kaca-

Dw TENBbHOW OKPYXHOCTWU bnaHua LUTEKepHOro 6,400 9,000 11,600

2 CTtonopHbIi nas, 06o3HadyeHHbIR b5, @5 n g5, MoxeT BbITh ONyLLEH.

BH5
285
u

M5

N\

B Tabnuue B.2 npveedeHsbl pa3mephbl 4115 JaHHOTO pUCYHKA.
YnnotHuteneHasa nosepxHocTe @H rHesgosoro COEOUHWTENA moxeT He cooTtBeTcTBOBaTH TpeboBaHuam 4.2
(Hanpumep, BbiTb aNacToMepHOR).
BHewHuin gnametp rHezgosoro COEOVUHUTENA GW HeobazatenbHo aomxeH BoiTe KpyribiM.

Mpumevyanne 1— YnnoTHMTENbHAA NOBEPXHOCTL NpeacTaenseT cobon pasmep JHS wrekepHoro COEOVHW-

TENA, koTopbiv conpsiraeTcs ¢ YNNoTHUTENbHOW NoBepxHocTeio @S5 rHesgosoro COEOAVNHWTENA.

MMpumevyaHune 2 — [letany CTONOPHOrO MexaHM3ma, Ucnone3ytowme nas wrekepHoro COEOUHWUTENA, 3a-
Bucat ot USTOTOBUTESA.
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B Tabnuuax B.1 v B.2 npvBeaeHsl paaMepbl ANA JaHHOTO pUCYHKA.

Pucyrok B.3 — S1 COEOVMHUTENb MANOTIO OUAMETPA cdhurmomaHomeTpa v MaHxeTel B cbope

Tabnuuya B.2 — Paamepsl rHezgosoro S1 COEOVMHWTENA MANOIO AMAMETPA cdurmomaHoMmeTpa

Hesposon S1 COEAMHWTENDb MANOIro JUAMETPA
Paamep, MM, eCnK He YKasaHo MHoe
O6o3Ha4yeHne HaumeHoBaHune
MuHUManNeHbIA HomuHaneHsI1 MakcumansHbii
E my6uHa rHesgosoro COEOMHWNTENA (oo npo- 8,600 8.600 .
CBETA XWUOKOCTW)
OH5 _?E}{_EIJGHHMM avameTp rHesgosoro COEOMHW- 5,060 5105 5,150
nMHa 3auenneHus (cnpaeodHasn) (CM. pucy-
(L) Pt (cnp ) (oM. pucy (1,510) (1,610) (1,710)
Mmy6uHa ot noBepxHocTu rHesgosoro COEON-
M5 HWTEIA po nepegHei rpaHunubl BHYTPEHHETO 6,890 6,890 —
YMNOTHEHUSA
@S5 BHYTpEHHWIA OMaMeTp BHYTPEHHEW rpaHulbl 4.380 4.380 L
YMNOTHEHUA
au BHYTpeHHWIn auaMeTp NpoCBETA KUOKOCTU 1,061 @ 2,660 2,900
[vamMeTp HavMeHbLUEero UMnMHapa, oxeaTkiBa-
gwe IOWEero BHELHWE MOBEPXHOCTU BHELIHWUX are- 9,750 16,280 22,500
meHToB COEOVMHWTENA
@ [Ings 3arnyLwKky gonyckaeTcs MUHUManbHbIA pasmep 0,0 MM (TO ecTb OHa He NpegHasHadYeHa Ana nepeHoca rasa).
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MpunoxeHwne C
(o6azaTtensHoe)

3tanoHHble COEOUHUTENUA

C.1 O6wme TpedoBaHuA K atanoHHbiMm COEOUHWATENAM

3tanoHHbie COEAVMHUTENW ana NMPUMEHEHWA HakaymBaHWa MaHKET KOHEYHOCTEW AOMKHbI ObiTb N3rOTOBMEHbI
13 KoppoanoHHo-cTonkux, TBEPOBIX MATEPHAIOB.

C.2 *3ranoHHble COEOUHUTENNW cchurmomaHomeTpa U MaHXeTbl S1

OranoHHble COEOUHUTEIN ana curmomaHoMeTpa M MaHKeTbl S1 Ha yTeuKy, YCTOMYMBOCTb K pasbeauHeHUIo
NPy NPUNOXEHWMW NPOACNLHOM Harpy3ku KU xapaktepuctukn HECOEQVMHMMOCTIA gomkHel 6bITb CTaHAAPTHLIMW KOMMED-
Yyeckun goctynHeimv COEOVHUTENTAMWA.

Mpunoxenue D
(cnpaBo4HoOE)

OueHka MEOWUUMHCKUX U3OENWNA u ux nokazatenemn
¢ COEOUHEHWUAMM B pamkax gaHHoro MPUMEHEHWA

TpeboeaHua k COEAMHEHWAM pna chmvrMomMaHoMeTpoB Npy Haka4dMBaHWKM MaHKET KOHEYHOCTEN XOpPOLWO K3-
BECTHbI, MOCKOMbKY CTaHOapTbl HAa CCOUrMOMAaHOMETPLI YXKe OaBHO codepaT AaHHble TpebOoBaHWA, YCTaHOBIMEHHLIE B
ctaHgaptax MCO 81060-1 u M3K 80601-2-30.
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MpunoxeHue E
(cnpaBo4Hoe)

KpaTkoe nanoxeHue TpeboBaHUIA K SKCNNyaTauMOHHOW NPUIrOAHOCTU
COEOQWHUTENEW MANOIO AUAMETPA ans NPUMEHEHUA
Npu HaKa4YMBaHUM MaHXeT KOHEeYHOCTen

E.1 MPO®UNL NMONMIb30OBATENA

MPO®UINb MOJNb3OBATENA npeacrtaBnaeT cobor CBOAKY MCUMXUYECKUX, OM3NYECKMX U OemMorpaduyeckux xa-
pakTepucTHK npegnonaraemMon rpynnbl NONb30BaTENen, a Taloke Niobbix 0COBbIX XapaKkTeEPUCTUK, KOTOPble MOTYT UMETb
OTHOLUEHWE K NPOEKTHLIM PeLleHnsM, Takux Kak npodeccroHansHele HaBblki U TpeboBaHua K paboTe.

Cdpurmomarometpel (MEOVUUMHCKWNE M3OENWA, npegHasHavyeHHble Anst HEMHBA3WMBHOMO M3MEPEHUS UMM MOHU-
TOpWHra apTepuanbHOro AaBneHus) CNonb3yT NoYTK Bee Tunbl HaceneHus NALUVMEHTOB v Bo3pacTHble AManasoHbl,
MOCKOMNbKY HEMHBA3WMBHAA OLEHKa apTepuanbHOro JaBneHus ABNAeTCH 04HWM U3 Hawbonee pacnpocTpaHeHHbIx napa-
meTpoB MAUMEHTOB, ncnonbayemblx B 3apaBooxpaHenunn. Beneacteue atoro MNOJIBSOBATENEM cdurmomaHomeTpa
ABNAETCA MOYTU KaxkObli Bpady B MEOWLMHCKOM YYPEXOEHUWM WM B MallvHE CKOPOW MOMOLUM, a Tawke BonbLIMHCTBO
B3pOCIbIX B YCMNOBUAX MeOWLMHCKOW MoMoLLM Ha goMy. [aHHeIA npodune He pacnpocTpaHsaeTcsa Ha NpumeHeHue cdour-
MOMaHoMeTpoB y HoeopoxaeHHbIx MALUMEHTOB, nockonsky COEOVUHWTETW ansa takoi rpynnel MAUVEHTOB ewe He
BKI/IOYEHBI B HACTOSALMIA CTaHaapT.

MONbL30OBATENAMM COEOUHWTENEN MANOIro AMAMETPA ana NMPUMEHEHWA npu HakauuBaHUM MaHXeT
koHeuHocTen asnaTes camu [MAUVEHTDI, yneHbl cembn unw apyaea, nomoratwowme NMNALUMEHTY, a Taoke MeauumHckue
paboTHWKW BCeX ypoBHEN, 0T AoBpoBonbLEB A0 MEAULMHCKMX PABOTHUKOB, OKa3bIBAOLLMUX NEPBUYHYIO MEAULMHCKYIO NMo-
MOLb, W cneunanuctoB. Oxkmaaetcs, YTo NOJIb3OBATENM BeINONHAT npegnonaraemoe geictene npun HOPMAJNBLHOM
NPUMEHEHWI.

MONb30OBATEINW BrntovatoT B cebs:

a) NMAUMEHTOB, kak nuu, npoxoaswmux MeouUMHCKUE, XUPYPriuYyeckne Unu cToMaTonorMyeckue npoueaypel, oT
KOTOPBIX TAKKe OXWAAIOT BhINONHEHWE NpeanonaraeMoro AencTens,

b) knuHrueckux NMONbB3OBATENEN, Takux kak:

- Bpa4u, NOMOLLHUKN Bpa4eii BCex ypoBHEMN,

- MeOCcecTpbl BCEX YPOBHEN,

- paboTHUKK MO YXO4y Ha AOMY, NaTpoHaxHble MeauuuHckue cectphbl, NMALMEHTDLI u poacTBeHHWKN,

- thenbawepsl.

MPOOUINL MOJNB3OBATENA kpaTko nanoxeH B Tabnuue E. 1.

Tabnuua E.1—TPO®NIb NMONL3OBATENA

MNALMEHTbl/ocHoBHEIE NKUa, ocylwecTBNALLLNE YXO KnuHudeckue MONB3OBATENA
Hagelku MONBb30OBA- | Bes obyueHuns? KnuHuyeckan nogrotoeka Ha pas-
TENA MOJIE3OBATEI MOryT UMeTb MHBaNMOHOCTL: HAPYLLE- | JIMYHbIX YPOBHSAX

HWEe 3peHWs, HeCnocOoBHOCTE MaHUMYNMPOBaTL ManeHb-
kumm COEOMHWUTENAMW, HecnocoBHOCTb YiTaTh U Mo-
HMMaTb NMUCbMEHHBIE NHCTPYKLMK

Kontakt ¢ MALUMEH- | MNpamoi koHTakTt ¢ MALUWMEHTOM Mpamoit koHTakT ¢ MALMEHTOM
TOM WNU OrpaHUYeHHbIW KOHTakT ¢
MALUVMEHTOM

2 MAUMEHTbI gomkHbl YMETb NOACOEAMHSATE UMW OTCOEOMHATE MaHXeTy OT curMoMaHoMeTpa npakThu4eckn 6es
oby4yeHus.

E.2 CueHapuu npyvMeHeHUs

COEOVHWTEINI mHOrmMx chrrMmoMaHOMETPOB He NpegHa3HaqeHbl ANA NPUKOCHOBEHWA UMW MaHWNynsauWi BO Bpe-
MS UX NpuMeHeHusa. OgHako MoryT BeiTe criydau, Korga ux HeobxooMMo OTCOEOUHWTL, HaMpUMEp, Korga nogu BMeLuu-
gatoTca B COEJVMHEHWME n3-3a HeobxoanMocTy BeINOMHATE TakKe 3afdayu, Kak NoBcedHeBHas AesTenbHOCTh (Nepeone-
BaHWe, HeoOX0OUMOCTb MOKWMHYTh 30HY, FAe BeOEeTCA NOCTOAHHLIA MOHUTOPUHT W Tak Jarnee) unv TpaHCMopTUPOBKA, rae
6bino el npowwe otcoeanunte COEOAVHWMTEND, 4em cHumaTte 1 3aMeHATb MaHKeTy. Kpome Toro, B HEeKOTOpbIX Curmo-
mMaHoMeTpax Ans AOMaLUHEro NpUMEHEHUS MCMONb3YETCA OTCOEANHEHWE MaHKEThI B KAYECTBE aBapyuiHOro cpeacTsa Ans
BbIMYCKa BO3AYXa U3 MaHXeTbl.
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E.3 CueHapuu v ycnoB1A NpUMeHeHuA

CchurmomaHoMeTpbI MPUMEHSAIOTCA NPaKTUYECKU B NOGLIX YCNOBUSX, rOe HEOOXOAMM CKPUHMHI UMM MOHUTOPUHT ap-
TEpUanbLHOro AaBneHUsi. 3TO MOXET BKITKOYATh, HO HE OrpaHWYMBaTLCS, KOMMEDPYECKME YYPEXKAEHUS (anTekn), JOMaLLHEeE
NpUMeHeHWe, MeOULIMHCKUE KITMHUKK, CNY>KObl HEOTNOXHOW MEeOULUMHCKOW MOMOLLM W MEQULIMHCKOW MOMOLLMA HAa MecTe U
BonbHWYHBIE yupexaeHus. Bo Bcex yupexaeHuax CyLLecTBYeT noTeHuuansHaa noTpebHOCTb Kak B OOHOKPaTHOM (CKpu-
HWUHIOBOM), TaK U B MOCTOSHHOM MOHWTOPWHIE apTepuansHoro gasneHns. B gaHHbix ycrnoeuax notpebHocTs B Gezonac-
Hom COEOVHEHWI n Bo3aMOXHOCTH pasbenuHATE OOMHAKOBA.

CchurmomaHoMeTp NPUMEHSAETCH BCAKUIA pas, Korga Heobxoaum CKPUHWUHE MY MOHUTOPWHT apTepuansHoro aaene-
HUA. CUTyauumn BapbUPYHTCA OT NPOCTOrO CKPUHWMHIA apTepuansHOro AaBneHns 40 3KCTPEHHOMO NPYMEHEHWS, KOr4a He-
CKOMbKO CHMrMOMAHOMETPOB MCNOMb3YHTCA BO BPEMS CTPECCOBbLIX COBBITUIA, @ Takke ANA AMarHOCTUMECKOro onpeaene-
HWA apTepuanbHoro AaBneHus. MecTa pacnonoxeHus BkoYakT BonbHULULI, onepaunoHHble, nanatsl ans NAUVMEHTOB,
poAMnbHLIE OOMa, OTAENEHUs MHTEHCWBHOW TepanuW, KabuHeThl Bpayeil, TPaBMMYHKTLI, anTeky, NnoneBbie rocnuTany,
TPaHCNOPTHLIE CUCTEMBI, MHY3WOHHBIE KIMHUKW, 4OMA, OTAENEHUS OKa3aHUA NOMOLLM U cryBbl HEOTNOXKHON MeOULINH-
CKOWM NOMOLLA.

Mpu HaKauMBaHWUN MaHXeT KoHeuHocTei COEOVMHWUTENEW MANOIO OMAMETPA oxuaaeTca criedytollas Temne-
paTypa OKpy»KatoLlen cpeasbl:

a) Temnepartypa BHellHel cpegbl, oT MuHyC 20 °C go nntoc 50 °C (ansa npuMeHeHna B Cry»bax HeOTNOXHOW Mean-
LIMHCKOW MOMOLLM Ha MecTe [5] 1 BHe CTeH yypexaeHus Ansa okasaHua MeguuuHcekon nomowm NMALMEHTAM B obbineHHon
obcTaHoBke [4]);

©) TemnepaTtypa Tena, o 42 °C.

E.4 O6wue notpedbHocTn MOJIB3OBATENA

O6wwme notpebHocty MNONBb3OBATENA 8 COEAMHEHWMAX ana Haka4vMBaHuMA MaHXeT KOHEYHOCTEW BKMKOYalT
crnepgytollee:

a) COEOMHNTEIIN panHoro NMPUMEHEHWA gomkHbl BbITh NpoCThl B 0BpalleHuy, OHW He TpebytoT Takoro xe
yeunua, kak COEOVHWTESb LUER, ons coeavHeHWs unu pasbeduHEHUS;

b) COEANHWTEINW pnannoro MPUMEHEHWUA He paspewaeTca nogknoyats k gpyrum COEOUHWUTENAM B ycno-
BUSIX UCMOMNb30BaHNS;

c) COEOWMHWUTENKM panHoro MPUMEHEHWA He pomkHbl npoTtekaTe npu HOPMAJIBHOM MPUMEHEHWIA, 4yToGbl
obecneynTb TOYHOE ONpefeneHne apTepruarnbHOro LaBneHns;

d) 6esonacHocTe COEOVHEHWA cneayet onpefenate Yepe3 MexaHWJYeckUe UNnu KOrHUTUBHLIE CPeacTBa (BU3y-
anbHoe, TakTUrsHOe U/unu cnyxoeoe noareepxgeHne COEQUHEHWA);

e) MNONb30OBATEIb gomkeH MMeTb BO3MOXHOCTE pasbeanHnte COEAMHEHWE npu Hanwyun gaesnexnus, 4Tobol
cOpocuTe AaBneHne Bo3ayxa ua maHxeTol n ocsoboante NMALUMEHTA npu oTkase courmomaHomeTpa;

f) COEOVHWUTENW ans ganHoro NPUMEHEHWA gonxHel BbITe M3roToBneHbl U3 BUOCOBMECTMMbIX Marepuanos,
NoaAxXoaALLMX OT1A KOHTaKTa C KOXEW;

g) Tpebyetca obessapaxuBaHue. CHUrMOMaHOMETPLI U MX MaHXETbl 00LIMHO MHOropa3oBble, NO3TOMY Heobxoan-
MO, YTOBbI UX MOXHO BbINO YNCTUTL U, NPU HEOBXOAUMOCTH, Ae3VHULMPOBATL UMK CTEPUN30BATH.

MpunoxeHue F copepxut nogpobHeie TpeboBanua k COEOVHWTENAM gannoro MPUMEHEHWUA.
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FOCT P M3K 80369-5—2024

MpunoxeHune F
(cnpaBo4Hoe)

KpaTtkoe nanoxeHue Tpe6oBaHmii k KoHcTpykumn COEQUHUTENENA MATNOIO AUWAMETPA
ans MTPUMEHEHWUWM npu HakauyMBaHUM MaHXeT KOHEYHOCTEN

Tabnuua F.1 npeactaenaeT cobol kpaTkoe uanoxeHune TpeboBaHUA K KOHCTPYKLMK churMomMaHoMeTpa ara B3poc-
nbix MALUMEHTOB nnmn NAUMEHTOB getckoro Bo3pacta u COEAMHWTENA maHxeTsl S1.

Tabnuua F.1— TpeboBaHusi K KOHCTPYKUUK cchurmomaHomeTpa ans sapocnbix NMALUMEHTOB wnm MAUWEHTOB get-
cKoro Bo3pacTta U MamxeTel S1, xapaktepHole ans COEOVHWUTENA

Kputepuun

TpeboeaHus

Mpumedanus

Twun cpegpl

a) XugkocTb

b) las

c) XuokocTb 1 ras

b)

[unanazoH paboyero gaBnexHus

MaKCcuMmanbHOoe gaeneHue

50 kMa (375 mm pr.cT.)

Mo kpaiiHen mepe, Ha 10 % Gonblue,
YyeM AaBreHWe Npu eguHUYHON Heuc-
npaBHOCTK ANA cchurmomaHomeTpa

MWHUMarkHOe faBneHne aTmocdepHoe
cybatMmocdepHoe? (ga/HeT) HeT

Ownanazod HOPMWPOBAHHOIO naBneHus

MUHUMYM 0

MaKCcMMyM 55 klMa (412 mm pr.CT.)

Ecte nvM HeobxoguMocTe B WMCMNBITAHWW Ha
nponyckaHue?

a) Het

b) Oa
Cchinka Ha METO[ MCMNbITAHUA

b) < 0,5 klMNa/muH
(4 MM pT.CT./MUH NpU
55 kMa (412 mm pr.cT.))

He 6onee 10 % gonyctumoro npony-
ckaHus cchurmMoMaHoMeTpa U MaHke-
Tbl (4 MM pT.CcT./MuH unn 0,5 klMa/muH)

[Ounanazon HOPMPOBAHHQOIO pacxoaa

MWUHUMYM

MakCUMyM

He meHee 15 n/muH npu
50 kMa (375 MM pT.CT.)

He npumennmo

lNHeBmaTM4eckaa cucTeMa OOMmKHA
ObITe crnocobHa cayeaThCs CPUrMO-
MaHomeTpom B TeveHue 10 ¢

[unanasoH BHYTPEHHWX AUaMeTPOB
(ckBO3HOE OTBEpPCTUE)

Tpy6ku MUHUMYM 3 Mm
MaKCUMyM 4 Mm

COEOVMHUTENDb MUHUMYM 1 Mm
MaKCUMyM 5,2 MM

OuanazoH HOPMWPOBAHHBIX Temnepa-

Typ

MUHUMYM -0°C

MaKCcMMyM +50°C

MWHMManbHbBIA avana3oH OMaMeTpoB Co-
npsokeHna COEOWMHUTENA

MUHUMYM

MaKCUMYM

He npumeHumo

HecosmecTtum ¢ LUER COEAMHUTE-
NEM w gpyrumn COEQWMHATENAMMK
MAJIOIO OWAMETPA HacToswen
cepumn
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FOCT P M3K 80369-5—2024

lpodomxeHue mabnuuye! F.1

Kputepun

TpebosaHus

[MpumedaHus

ObLee ycTponcTBO

a) I'Inoc:Konapanneanoe KonbueBoe
YNNOTHEHKNE

b) MNnockonapannensHoe, Jpyroe ynnoT-
HEHWE

c) KoHuueckuit

d) Opyroe (ykasaTtb)

a) unm

10

MeTop 3akpenneHns
a) Beictyn

b) Mpobka

Lpyroe (ykasaTb)

He npumeHuMo

11

BeicTpoe pasweaguHeHue?
a) Her
b) Oa

i) pabota ogHow pykon
ii) pabota oByMs pykamm

b) i) unu ii)

12

MonoxutensHoe uUKcMpoBaHWe/aneMeHT
pa3bnoknpoBkn?

a) Hert

b) Oa

a) unu b)

13

Heobxogumo BuayanbHoe ykasaHue CoCcTo-
AHUA PMKCMpoBaHUA?

a) Het

b) [a

14

Heobxogumo  yKkasaHue [oKasaTenbCTB
thanbcudpukaumu?

a) Her

b) Oa

15

Heobxogum wnpuy, 8 NMPUMEHEHWIA?
a) Het

b) fa

16

HeobxoguMmo oTcyTCTBUE OCTPLIX Kpaes?
a) Hert

b) Oa

b)

17

MwuHumaneHoe oceBoe ycunve npu HOP-
MANBHOM MNMPUMEHEHWI,
ycunue
ccbinka Ha METO[O NCIbITAHWA
npy OUKCUPOBAHW YCUNUS
cebinka Ha METO[ UCTBITAHNA

2 H, pomawHee npwu-
MeHeHne unu COEOW-
HEHWA Ha cdwmrmo-
MaHomeTpe 35 H, B
NPOTUBHOM Cry4ae

14
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lMpodomxeHue mabnuusi F.1

FOCT P M3K 80369-5—2024

Kputepuu

TpeboeaHus

[MpumedaHns

18

KOHCTpYKUMOHHBIE  MaTepuansel  (Kpome
YNNOTHEHWIA)

a) TBEPObI MATEPWAN

i) meTtann
i) NnacTUYHbIA

b) MONYTBEPOLIVA MATEPUAI

a) i) nnwm ii)

b) > 700 MMMa

19

HeobxoaumocTe npumeHeHua MOJTYTBEP-
OOro MATEPUANA?

a) Het

b) Oa, conpsiraemas pgetans COEOVIHW-
TENA (kpome ynnoTHUTENA)

a) unm

b)

20

CoemectumocTe ¢ MPT (MRI)?
a) Her, ¢ MmapkupoBkoW

b) Hert, 6e3 MmapkupoBku

c) Oa, c MapkupoBKoWn

d) Oa, 6e3 MmapknpoBKK

b)

21

ConpoTuBneHne pacTpeckuBaHWio Mod Ha-
npsxeHem?

a) Het
b) Oa

YkaxuTe orpaHu4eHuA

Het

He npuMeHMMO K gaHHOMY TWMy
COEOVMHWUTENA

22

Kak BHewHe COEOMHWTEIL otnnunte oT
LUER COEOVHWTENA? (onucaTk)

He KoHWYecKnin KOHyC.
BeIrnaguTt coreplleHHo
nHave

23

MpeonoxeHve No UBETOBOMY KOAWPOBa-
HUO?

a) Het

b) Ja

a)

24

3TukeTupoBaHWe/CMMBOIbI/MapKupoBKa
(Hanpumep, He ANA BHYTPUBEHHOrO)?

a) Het

b) Oa

a)

25

Opyroi meton ana ykasaHua MNMPEOMNOJA-
FTAEMOIO NPUMEHEHWA?

a) Het
b) Oa

YkaxunTe MeToq,

26

PaccmoTpeHa 61ocoBMecTUMOCTb?
a) Hert

b) [a

b)
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FOCT P M3K 80369-5—2024

lpodomxeHue mabnuuye! F.1

Kputepun

TpebosaHus

[MpumedaHus

BapuaHTbl NOBTOPHOIO NPUMEHEHMUS

a) MHorokpatHoe npumeHenve [ALWMEH- | a)
TAMU
b) OgHopazoeoe npumeHeHne TMALIMEH- | b)
27 | TOM
¢) OgHopasoBoe NpUMeHeHue c)
d) He ana noBTopHOro nNpuMeHeHUA (yka-
3aTb cnocob aBTOMATWMYECKOro BbIBOA4A U3
paboThbl)
TpebyeTtca obessapaxuBaHue? Kak maHxeta, Tak 1 COEANHWUTENN
LWinaHra goMmKkHbI BblAEPKUBATL 00bIY-
a) Her, Tonbko ogHOpa3oBoe NpUMeHeHUe Hble YMCTALLME U AE3MHAMLMPYIOLLMe
b) [a, ouncTka M deavHdbekums; ykasaTb | b) Xota 6bl oguH wua: | CPEACTBA
mMeTon YETBEPTUUHbIN am-
) MOHMA, rnyTapoBbIi
55 c) Oa, o4mctka M cTepunusaumsa; ykasaTb anbaerua, oproTans-
METOoR Jerua, nepokcur Bogo-
poda, [rMioKonpoTaMuH,
dopmansgerng, — w3o-
nponaHosn, rUnoxnopuT
HaTpusa (oTbenuBaTens)
2,5 %, 3TUNOBbLIA CcnupT
75 %
Kak pocTturaetcd HECOBMECTMMOCTb C
LUER COEOVWHWTENEM? (ISO 594-1 un
ISO 594-2)
29 | a) Mo paamepy a)
b) Opyroe
YkaxuTe Metop,
Kak pocturaetcs HECOBMECTMMOCTb C
ISO 80369-27
30 | @) Mo pasmepy a)
b) Opyroe
YkamuTe Metop,
Kak pocTturaetcs HECOBMECTMMOCTb C
ISO 80369-37
31 | @ Mo pasvepy a)
b) Opyroe
Ykaxute Metog,
Kak pocturaetca HecoBMEeCTMMOCTb C
ISO 80369-47
35 | @) Mo paamepy a)
b) Opyroe
Yrkaxute metos
16
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OkoHyaHue mabnuusl F.1

FOCT P M3K 80369-5—2024

Kputepuu

TpeboeaHus

[MpumedaHns

33

Kak pocturaetcs
ISO 80369-57

HEeCOBMEeCTUMOCTb C

a) Mo pazmepy

b) Opyroe

Ykaxkute metoq

310 COEANHUTENL S1

34

Kak pocturaetca
ISO 80369-67

HEeCOBMEeCTUMOCTb C

a) lNo pasmepy

b) Apyroe

YKkaxkute metoq,

a)

metpa 1 COEOVUHUTENA manxeTs!.

Tabnuua F.2 npeactaBnaeT cobow kpaTkoe nanoxeHwe TpeboBaHWIA K KOHCTPYKLUMW HEOHATanbHOro cpurMomMaHo-

Tabnuya F.2— Ocobble TpeboBaHWUsA K KOHCTPYKLWKM HeoHaTanbHoro cchurmomaHometpa u COEAQVHWNTETTA maH:xeTbi

Kputepumn TpebosaHus Mpumevanuna
Twun cpenpbl
a) »Xungkoctb
1

b) las b)

c) KuokocTb 1 ras

[wrana3soH paboyero gaeneHus Mo kpanHei mepe, Ha 10 % Bonble
nasneHna SFC gna HeoHatanbHO-

MakcuMansHoe aaBrneHue 25kMa

ro ccomrmomaHoMetpa (22 klMa wvnu

165 HOT:
2 MWHUManbHOE AaBneHue (187 mm pr.cT.) atmoc- MM pr. CT.)
thepHoe
cybaTtmocdepHoe? (na/HeT) HeT
OwuanazoH HOPMMPOBAHHOIO gaeneHus
3 MWUHUMYM 0
MakcumMym 55 kMa (412 MM pT.CT.)
Ectb nu HeobBxooMMOCTb B MCMbITAHWM Ha He 6onee yem Ha 10 % oT gonycTu-
nponyckaHme? MOro nponyckaHusi ccpurmomaHome-
Tpa U MaHXeTbl (2 MM PT.CT./MWH KUK
4 | @ Her 0,25 KklMa/MuH)
b) Oa b) = 0,25 «klMa/muH
Ccbinka Ha METOO UCTBITAHWA (2 MM pPT.CT./MWUH npu
27 kMa (202 mm pT.CT.))
OwnanasoH HOPMWPOBAHHOIO pacxona [MHeBMaTu4eckasa cucTeMa [OormkHa
BbITb cnocobHa cayBaTbcs CUIMO-
5 | MAHUMYM He menee 4,0 n/MUH NpU | yiapomeTpom B Tederue 10 ¢
25 kMa (187 mm pT.CcT.)
MaKCUMYyM He npumeHunmo
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FOCT P M3K 80369-5—2024

lpodomxeHue mabnuuyel F.2

Kputepuu

TpeboBaHus

[MpumedaHus

[unana3oH BHYTPEHHWX OMaMeTpoB
(ckBO3HOE OTBEpCTUE)

Tpy6ku MUHUMYM
MaKkcumMym
MUHUMYM

MaKkCUmMymMm

COEOMHMTEIDb

3 MM
4 Mm
1 MM
5,2 MM

OuanazoH HOPMWPOBAHHbLIX Temnepa-
Typ

MWHUMYM

MakCUMyMm

0°C
+45°C

OcHoBaHo Ha cTaHgapTe nNo  ua-
nyyarowmm oborpegatenam
IEC 60601-2-21. OTHocUTenbHas
BNaXHOCTb MoXeT gocturate 100 %

MWHUManGHBIA OMana3oH OWaMeTpPoB COo-
npsokeHns COEOVMHUTENA

MUHUMYM

MaKCUMyM

He npumeHnmo

Hecosmectum ¢ LUER COEOWMHU-
TENEM w gpyrumu COEOWMHUTE-
NAMW MANOIo ANAMETPA HacTo-
ALLE cepumn

Obuee ycTpoOWCTBO

a) NnockonapannensHoe
YNMoTHEHWE

Konbueesoe

b) MNnockonapannensHoe, Apyroe ynnoTHe-
Hue

c) KoHuveckui

d) Opyroe (ykasaTtb)

a)b) unn d)

KoHudyeckon copmbl criegyet usbe-
rate, 4T0ObI 0OBECnevynTb HecoBMe-
ctumocTs ¢ LUER COEAVMHWTENEM

10

MeTog 3akpenneHus
a) Beictyn
b) Mpobka
c) Opyroe (ykasaTtb)

He npumeHnmo

11

BeicTpoe pasbednHeHue?
a) Hert
b) Oa

i) paboTa ogHoW pykoin
ii) pabora aByms pyxamu

b) i) nnu ii)

12

MNonoxutensHoe
pa3brnokupoBKn?

hUKCUpoBaHUe/anemMeHT

a) Hert

b) [a

a)unu b)

370 cnefyeT paccMOTpeTb NpU WC-
MbITAHWM 3KCMNYaTaALUOHHOW MPUIoa-
HOCTU

13

Heobxoammo BU3yanbHoe ykazaHue cocTos-
HWA QUKCMPOBaHWA?

a) Hert

b) Ja

370 crnefyeT paccMOTpeTb Npu Wc-
NbITAHWW IKCMNyaTaLMOHHOW NpUrog-
HOCTH

14

Heobxoommo  ykasaHue
dhanbcudukaumm?

AoKasartensCcTe

a) Her

b) Ja

18
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lMpodomxeHue mabnuusi F.2

FOCT P M3K 80369-5—2024

Kputepun

TpeboBaHusa

MNpumevaHns

15

Heobxogum wnpuy 8 NMPUMEHEHWIA?
a) Her

b) [a

16

Heobxogoumo oTCyTCTBUE OCTPbLIX Kpaes?
a) Her

b) [a

b)

17

MwuHMmaneHoe oceeoe ycunue npu HOP-
MAJTIBHOM NMPUMEHEHWIA,
ycunue
cebinka Ha METOL UCIbITAHUA
npv hMKCMpOBaHWUMN yCUNNA
ccbinka Ha METO[L UCTbITAHWA

10H

18

KOHCTpYKUMOHHEIE — MaTepuansl  (kpome
YNNOTHEHWIA)

a) TBEPLbLIM MATEPWATN

i) metann
ii) MnacTnYHbIA

b) MONYTBEPOLIN MATEPWAT

a) i) unu ii)

MeTann MOXeT NOBMUATE Ha Co-
Bmectumocte ¢ MPT (MRI), nnacTtuk
npeanoyTuTensHee

19

HeobxogumocTe npumeHeHus MNONYTBEP-
[Oro MATEPUANA?

a) Her

b) [Oa, conpsaraemasn getans COEQWHUTE-
A (kpome ynnoTHUTENS)

a) unu b)

20

CoemectumocTs ¢ MPT (MRI)?
a) Hert, c mapknpoBkon

b) Hert, 6e3 mapkupoBku

c) Oa, c mapkupoBKoR

d) Oa, 6e3 MmapkupoBKu

b) nnwu d)

CosmecTtumocTs ¢ MPT (MRI) xena-
TenbHa

21

ConpoTuBNeHWe pacTPecKkMBaHWI0 Nog Ha-
npsxeHvem?

a) Her
b) Oa

Ykaxute orpaHu4yeHuns

Het

He npumMeHuMMo Kk AaHHOMY CTWURIO
COEOUNHUTENA

22

Kak BHewHe COEOVMHWTENb otnn4uTe oT
LUER COEOMHNTENA? (onmcatb)

He KOHMYECKMA KOHYC.
BbIrnsgut  coBepLUEHHO
nHaue

23

[MpegnoxeHne no UBETOBOMY KOAMPOBA-
HUKO?

a) Her
b) Oa

CchbINoYHbIA cTaHAapT
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FOCT P M3K 80369-5—2024

lpodomxeHue mabnuuyel F.2

Kputepuu TpeboBaHus [MpumedaHus
OTUKeTMpoBaHWe/CMMBOIbI/MapKMpoBKa
(Hanpumep, He ANA BHYTPUMBEHHOrO)?
24 a) Hert a)
b) Oa
Opyron meton ana ykasanua [NPEOMOJA-
FTAEMOIo NPUMEHEHWNA?
o5 | @) Her a)
b) Oa
YkaxunTte MeTtoq,
PaccmoTpeHa 6MocoBMECTUMOCTL?
26 | a) Het
b) Oa b)
BapwaHTbl NOBTOPHOIO NPUMEHEHNA COEOMHUTENM wnanra a), CO-
EOVNHWNTEIN manxeThl a), b) unu c)
a) MHorokpatHoe npumererve [ALWEH-
TAMU
b) OpHopaszoBoe npumeHenne [MAUWEH- | a)b) nnm c)
27 | TOM
c) OgHopasoeoe NpUMeHeHue
d) He ansi noeTOpHOro npumeHeHus (yka-
3aTb cnocob aBTOMAaTMYECKOro BbIBOAA W3
paboThl)
TpebyeTtca obeasapaxueaHue? b) Xota 6wl oguH wu3: | Kak mawxeta, Tak 1 COEAMHATE-
YETBEPTMYHEINA am- | Il wnaHra JOMmKHbI BLIOEPXKUBATL
a) Her, ToNbKO 0AHOPA30BOE NPUMEHEHME | o7 [yTapoBbli | OBbIYHBIE YUCTALLME U AE3MHDULM-
b) Oa, ouncTka n AeavHcekuns; ykasars | 8bAEMA, opTodTans- | pylolme cpeacTsa
meTon aervg, nepokcug Bogo-
28 poga, [roKoNpoTaMuH,
c) fa, oyncTka U cTepunusauus, ykasatb | chopmanbgerug, 130-
MeTon nponaHof, TUMNoXnopuT
HaTpua (oTGenvBaTensb)
2,5 %, aTunoBbIA cnupT
75 %
Kak gocturaetca HECOBMECTUMOCTL C
LUER COEOVUHWUTENEM? (ISO 594-1 1
ISO 594-2)
29 | a) MMo pasmepy a)
b) Opyroe
Ykaxute meTtopq,
Kak pocturaetca HECOBMECTUMOCTL C
ISO 80369-27
30 | @) Mo pasmepy a)
b) Opyroe
YKkaxkute metoq
20
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OkoH4yaHue mabnuus! F.2

FOCT P M3K 80369-5—2024

Kputepun

TpeboBaHusa

MNpumevaHns

31

Kak pocturaetca
ISO 80369-3?

a) o paswepy
b) Opyroe

Ykaxnte meton

HEeCOBMEeCTUMOCTb C

32

Kak pocturaetcs
ISO 80369-4?

a) Mo paamepy
b) Opyroe

YKaxuTte metoq

HEeCOBMeCTUMOCTb C

33

Kak pocturaetcs
ISO 80369-57

a) lNo pasmepy
b) Opyroe

YKaxuTte metoq

HeCOBMEeCTUMOCTb C

34

Kak pocturaetcs
ISO 80369-67

a) Mo paamepy
b) Opyroe

Ykaxute meton

HECOBMECTUMOCTb C
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FOCT P M3K 80369-5—2024

MpunoxeHue G
(cnpaBo4Hoe)

KpaTkoe nanoxeHue oueHkuU KoHcTpykuuu COEAUHUTENEW MANOIO OJUAMETPA
ana MIPUMEHEHWA npu HakauMBaHUKM MaHXKeT KOHEYHOCTeN

G.1 Obwme nonoxeHue

COEOVHUTENW MANOIO OMAMETPA S1, yka3saHHble B npunoxeHun B HacTosiwero ctaHgapTa, npeaHasHayeH-
Hele Ansa ucnonb3oBaHua B3pocneivu NMALVMEHTAMIA unu NAUWMEHTAMW pgetckoro Bo3pacta, ANs COeAVHEHNS MaHxXe-
Tbl CO CPUrMOMaHOMETPOM WITW €O LUNAHTOM, WWPoKo ucnone3ytotca Bonee 20 net. MNOMBb3OBATENW cuutalot takve
COEOVMHUTENW knuHudecku npuemnemMeimMun 1, 4yto bonee Baxkno, HECOEAWMHWUMBIMW ¢ rHesgoeeimu LUER COEON-
HUTENAMW, ucnonb3ayeMbIMK AN BHYTPUCOCYANCTbIX WM NoAKoxHbIX NMPUMEHEHMA.

MpumeuaHue — Kpatkoe nanoxeHune oueHkn COEAVMHWUTENEW MANOIO AMAMETPA, npeaHasHayeHHbIX
Ans vcnonb3oeBaHusa y HoeopoxaeHHbx NMAUWMEHTOB gna coegMHeHusa maHkeTbl ¢ cchMrMoOMaHOMETPOM WNW COednHe-
HUS KryTa ¢ ero npnbopoM AA HAaKa4YMBaHWs, J0MKHO BbiTe 0GaBNEHO B HACTOSLLIEE NPUNOXEHWE NOCPEACTBOM Nonpae-
KW WA HOBOMO M34aHKA, KOTopoe npeactasnseT gaHHsie COEAVMHUTETN.

G.2 KpaTKoe WU3NoXeHne MHXeHepHoOro aHanni3a KOHCTPYKUWK

G.2.1 Ananu3z HECOEQAUWHWMOCTHW

Ina scex COEOVHWTENEN, npeacraBneHHbIx B HACTOSALEH Cepun CTaHAapToR, Gbif BLINOMHEH WHXEHEepHbIi
aHarnusa c NomoLLb aBTOMaTU3MpOBaHHOO NpoekTupoBaHus (CAD) ¢ MCnonb3oBaHUEM TPEXMEPHLIX TBEPAOTENLHEIX MO-
Aenen Bcex A0MyCKOB W YCNOBWMA matepuana (MMHUManNbHbIX, HOMUHAMNbHLIX M MakcuManeHbix). COEAVMHUTENM MANO-
Mo OUAMETPA, ykasaHHble B HAcTOsALLEM CTaHAapTe, nokasanu Npyu MHXeHepHoMm aHanuae, yto onu HECOEOWHWMBI
c gpyrummn COEQNHUTENAMMW, ykazaHHbIiMK B cTangaptax cepun MCO 80369, 3a ucknioveHMeM Huwxecneayrowmx. B
Tabnuue G.1 npuBenEHbl BO3MOXHbLIE HEMPaBUIbHbIE COEAVHEHNWS.

[naHupyetca TexHuyecknin ot4eT anda 6onee nonHoro onucaHua NMPOLUECCA nHxeHepHoro aHanuasa CAD.

Tabnuua G.1— KpaTkoe U3noxeHue BO3MOXHOIO HENPaBUBHOIO coeduHeHns us aHanuaa CAD

81 3HauMbIA KpaTkoe nanoxeHue Cchinka
COEOVNHWTENDL
LTekepHbIn LtekepHbin N1 duandeckme UCnbiTaHWA B COOTBETCTBUM C MPUNOXKEHUEM G.2.2
B NCO 80369-1:2010, nokasanu otcytctBue COEQUHE-
HINA
N1 n3 NCO 80369-6:2015

G.2.2 WrekepHbiv S1 k wrekepHomy N1
McneiTaHne 6bino npoeeaeHo B cooteetcTBuM ¢ METOOOM UCIBITAHKWA no npunoxenuto B MCO 80369-1:2010.
WenbiTanne nokasano, yto COEAMHWTENN HECOEOANHNMbI.

G.3 Kpatkoe uznoxenuve NPOBEPKW (BEPUDUKALIMWN) koHCcTpyKLMKM

B pesynsTate gonroi 1 ycnewHom NCTOPUM LUMPOKOTO KITMHWYECKOro NPMMEHeHWU KOMUTET MpULLEn K BbiBoAY, Y4TO
HeT HeobXoAMMOCTU B danbHelllel oueHKe AaHHbX cuctem COEAMHWTENEW B cooteetctBuMm ¢ MPOLUECCAMW 1
MPOUEOYPAMW pasgena 7 MCO 80369-1:2010.

Bbinu nposeaeHs! venbitadns COEQVHUTENEW S1 apyx koHduUrypaumii:

a) HEWINOHOBbLIE C HOMWMHANBHBLIM Mogynem ynpyrocTu (npu pactaxeHun) 1200 MlMa,

6) metannuyeckue.

OHW LWIMPOKO AOCTYNHBI Ha pbiHKe. [laHHble MaTepuansl COOTBETCTBYIOT TpeboBaHuam 4.2.

MeneiTaHns dyHKUWMOHAabHLIX XapakTepucTuk nposoaunoce B cooteetcTBuu ¢ MCO 80369-20:2015, kak Toro Tpe-
Byet pasgen 6.

3akntoveHve:

PeayneTatel MCNBITAHWIA MOKA3bIBAKOT, YTO KOHCTPyKuus S1 cootsBetcTByeT TpeGoBaHusAM K hyHKUMOHANb-
HbIM XapaKTepUCTUKaM, yKazaHHbIM B pasnene 6, ¢ ucnons3osaHuem METOOOB UCMbITAHMI, onpenenerHbix B
MCO 80369-20:2015.

G.4 KpaTkoe uanoxeHve Banvgaunv KOHCTPYKUUK

B pesynbrate gonroi M yCnewHon UCTOPUA LMPOKOTO KITMHUYEeCKOro NPUMEHEHNA KOMUTET MPULLEN K BbIBOAY, YTO
HeT HeoBx0OMMOCTU B danbHelwen oueHke AaHHbix cucteM COEOWHWTENEW B cooteetcTtBumn ¢ NMPOUECCAMW un
MPOLIEAYPAMWK NCO 80369-1:2010, 7.3.4.
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G.5 KpaTtkoe nanoxeHue 06230pa KOHCTPYKLUKN

COEOVHWUTENW S1 oTpaxatoT cneumduyeckie KOHCTPYKLMKU, KOTOPble UCMOMNb30BaNvUch eCATUNETUSAMM.

B pesynerate 4oNroi 1 ycnewHon UCTOPUM LUMPOKOTO KIMHWYECKOTo NPUMEHEHWS KOMWTET NpULLEN K BbIBOAY, YTO
HeT HeoBXoOMMOCTM B AanbHeiwel oueHke gaHHbix cucteM COEAMHWUTENEW B cooteetcteumn ¢ NMPOLUECCAMM u
MPOUEOYPAMW nogpasnena 7.4 MCO 80369-1:2010. COEOUMHUTENW S1, ykasaHHble B npunoxexuun B, senatoTtca HE-
COEAMHWNMBIMW ¢ gpyriumn COEOVUHWUTENAMMW, ykazanHeimu B cTtaHgapTax cepun MCO 80369.

KomuTeT paccMoTpen oueHKy KoHcTpykumn COEJUHWTENEM S1 Ha ocHoBe pes3ynkTaToB, NPeAcTaBneHHbIX B Ha-
CToALLEM NpUoXeHun G.

Moaeogsa MTOMM, aHanmu3 KOHCTPYKLMK 3aKMoMaeT, YTO UMETCSH 3Ha4UTeNbHbIe 0ObEKTUBHBIE MHXEHEPHbBIE, TEXHN-
YecKne W KNMHUYECKWe AoKa3aTenbCTBa, noaTteepxaawme ucnons3osanve COEJUHWUTENNA S1 ona npegnonaraemoro
NPUMEHEHWNA.

23

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 27 /40
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-80369-5-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69247
https://gostexpert.ru/gost/gost-80369-5-2024?utm_source=pdf&utm_medium=69247&utm_term=page

FOCT P M3K 80369-5—2024

Mpunoxenne H
(cnpaBo4Hoe)

YctapeBwuin COEOUHWUTEND ana HakauyMBaHMA MaHXeT KOHEYHOCTeNn

COEOVHWTENW, onucaHHble B HAcTOALLEM MPUNOXEHUN, OECATUNETUAMU UCMONb30BanMchk ANs HeasToMaTuye-
ckux cchurmomaHomMeTpoB. JdaHHble COEOMHUTENA He Obinv BKMHOYEHbI B HACTOALLMIA CTaHOApPT ANS MCMNOoNb30BaHWs
B DyaylieM, NOCKOMNMbKY M3BECTHO, YTO OHM He npownn ucneitaHua Ha HECOEOWHMMOCTbL cornacHo npunoxeHuio B
MCO 80369-1:2010.

OpHako B HAacTosLLee BPeMS B KIMHWHECKOW NPaKTUKE NPMMEHAETCH 04eHb BonblUoe KONMMYecTBO CoMrmoMaHome-
TPOB, MCNOonb3yLwWMx AaHHyo cuctemy COEOVMHMTENA. MNockonbky Npegnonaraemslii Cpok crnyxbbl AaHHbIX churmoma-
HOMETPOB COCTaBNAET HECKONLKO AECATUINETUI, UM NoTpebyeTca NOCTOSHHLIN aganTep ANA 3aMeHbl 3TOr0 YCTapeBLUEero
COEOVHUTENA na COEANHNTET S1, ykasaHHble B HACTOALLEM CTaHAApTe.

McTopuueckne paamepnl yctapeswero COEOVMHWTENA npueeageHsl Ha pucyHke H.1, B Tabnuuax H.1 n H.2 Ha-
CTOALLEr0 NPUMNOXeHWs, 4Tobbl NOMoYb B pa3paboTke MOCTOAHHLIX adanTepoB AN nepeobopydoBaHUA CYLLECTBYHOLLMX
YCTaHOBNEHHbIX chrmomaHoMeTpoB Ha HoBble COEQMHWUTEIN.
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LWrekepHelit COEJMHUTENBb Mesgosoit COEQUHATEND

B tabnuuax H.1 n H.2 npueegeHsl pasmeps! 4Nd 4aHHOIO pUCcyHKa
PucyHok H.1 — Yctapeswwne COEOUHUTEN MANOIO ANMAMETPA curmomaHoMmeTpa U MaHXeTbl
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Tabnuua H.1 — Paamepsbl yctapeswero wrekepHoro COEQVMHUTENA MATNOIO OAMAMETPA cdurmomaHomMmeTpa u

MaHXeThbl
WrekepHeii COEOUHWTEND
Pazmep, MM, ecnu He ykasaHo uHoe
OranoH OboszHa4eHne
MuHUManeHbIA HomuHanbHbIA MakcumaneHbIA
c Pagwuyc Hapy»HOM NOBEPXHOCTW LUTEKEPHOro KOHUA 0,000 0,127 0,254
e [nuvHa WTeKkepHoro BbICTyna 5,25 — —
ar HapyHbI guameTp BHELWHEeN rpaHrlbl YNNOTHEHUSA — — 6,500
@h HapyXHbI ouaMeTp WTeKkepHoro BeICTyNa 3,495 4,555 5,615
aj BHyTpeHHWIA AMaMeTp LUTEKEPHOTO KOXyXa 7,940 8,470 9,000
(L) [OnuHa 3auenneHns ynnoTHeHUs (3TanoH) (2,250) — —
i [OnuHa oT Ha4ana BHYTpeHHel pe3bbbl 00 NepeaHei 1.000 . .
rpaHnLbl HAPY>KHOTO YNIOTHEHWA ’
n [nvHa OT NOBEPXHOCTM KOXyXa A0 Ha4vana pesbiwl 0,500 — —
t Obo3HaveHe pe3bbkl 5/16-24 UNF-2A BHyTpeHHsAA pe3bba?
Gu BHyTpeHr-iwu OVMaMEeTP NMPOCBETA XUOAKOCTW (PEKOMEH- 1,651 2301 2.951
[OBaHHbIN)
Ow LUnprHa oCHOBHbIX NpoeKuuii (HaKoOHEYHUKOB/PUKCK- 9,500 10,530 11,560
pytoLLEro MexaHnama)
2 Menkuii war (UNF) yHucbnumMpoBaHHoro cTangapTta peabbbl. OcHoBHOM gnameTp [9].

Tabnuuya H.2 — Pasmepsl ycTapeslwero rHesgosoro COEOMHWTENA MANOITO OMAMETPA curmomaHomeTpa u

MaHKEeTbl
Hezgosont COEOVMHWMTENb
Pasmep, MM, ecnu He ykazaHo UHoe
OranoH O6o3HaveHne
MuHUManeHbIA HomuHaneHbIA MakcumaneHbIA
E OnvHa BeicTynawwero wrekepHoro COEOUHNTE- 6,700 o L
IA
BHyTpeHHUIA gnameTp yNnoTHATENLHOW MOBEPXHO-
aH c¢Tu rHeagoeoro COEOVHWTENA 5,610 2670 3,130
K [MyBuHa ynnoTHUTENbHOW NMOBEPXHOCTK THE3A0BOIO 3250 o o
COEOVHWTENA ’
(L) [nuHa 3auenneHnsa ynnoTHeHWS (3TanoH) (2,250) — —
S [nvHa BHellHel pe3bbbl 5,710 — —
O6o3HauyeHne pe3bbbl 5/16-24 UNF-2A BHyTpeHHAs peabba?
aU BHyTpeHHMIA ANAMETP MPOCBETA KMAKOCTH (peko- 2.200 2580 2960
MeHOOBaHHbIN)
oW LnpvHa OCHOBHbLIX NPOEKUWMWA (HAKOHEYHWUKOB/UK- 7.910 9.760 11,610

CUPYHOLLIEro MexaHWu3Ma)

@ Menkuit war (UNF) yHucbuumpoBaHHoro ctaHgapta peasbiul. OcHoBHON gnametp [9).
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MpunoxeHwe |
(cnpaBo4Hoe)

METOL UCNbITAHWUA Ha yTeuky Bo3gyxa noA Bo3AelCTBMEM MOHMXKEHHOro JaBneHus

1.1 MpuHUKMN

COEOVHWTEIDb, nogsepraolWwMica UCMbITaHWUKD, HAOeXHO coedWHeH C COOTBETCTBYIOLMM aTanoHHbiM COEON-
HWTEJNEM. Boagyx Beogutca B COEUHEHWE v HarHeTaeTca go 3agaHHOro gaeneHuns. 3aTtem M3MepsieTcs CKOpOoCTb
nponycKaHus.

1.2 *¥YcnoBuAa UcnbIiTaHUA

1.2.1 MNpeagBapuTensHoe KOHOWLMOHMpPOBaHUe 06pa3ua AnA UCnbITaHus

Mepen ucneiTaHnem BeligepxueatoT nceneityemeit COEOUHWTETNDL npu Temnepatype (20 + 5) °C n oTHocUTensHOM
enaxHocTh (50 + 10) % B TeyeHne He meHee 24 yacoB. HeT HeobHXoAUMMOCTH BLIMOMNHATE NPEABAPUTENBLHYH MOArOTOBKY
COEOMHMTENA, naroToBNEeHHOro M3 HerMrpoCcKoMWYHbLIX MaTepuarnos.

1.2.2 YcnoBusa aKonorn4yeckux McnbiTaHum
WcneitaHna nposogAT npu temnepatype ot 15 °C go 30 °C v oTHocuTeneHoM BnaxHocTu oT 25 % ao 65 %.

1.3 AnnapaTHbIiA KOMMMeKc

[omkHbl BbITh UCNONB30BaHbL! CNeayoLLMe SNEMEHTHI

a) ucnbITyeMbli WiTekepHbln unu rHezgoson COEAVUHUTENb;

b) cooteetcTBytowmia aTanoHHbin COEQWMHWTESD, kak ykasaHo B npunoxeHuu C ana METOOA UCIbITAHWA Ha
nponyckaHue, gomkeH bbiTk NpucoeanHeH K ncneiryemomy COEQVMHTENO;

C) cpencTBO ANSA yOepXaHus M NOBLILEHWS AaBMNeHUs BO3AyXa A0 3a4aHHOrO WCMbLITATENLHOrO AaeneHus. Bo ma-
BexaHne nony4YyeHusa HETOYHLIX pe3ynsTaToR UCMbITaHWI CreayeT UCNoNbL30BaTh TBEpAbIE NpUCNocobneHusa U maTepuansi
annapaTHOro KoMmnnekca (Hanpumep, metann);

d) m3penue, cnocobHoe MamepAaTe U oTobpaxaTh Npolle[lee BpeMs C TOYHOCTbIO £1 ¢;

e) uagenue, cnocobHoe M3mMepaTb U oTobpaxaTb NPUNOKEHHOE AaBNEHNE C MUHUMANbHOW ToMHOCTBIO 0,3 %.

[ononHUTENbHBIA annapaTHbIA KoMMneke, Heobxoaumblii ans METOOA MCMbITAHUA 2:

f) 3anopHbIK KNanaH W WnaHry ana coeguHeHUa YacTer UCnbITaTernsHOW YCTaHOBKM;

g) rpaayMpoBaHHLIA LMAUHAP C paspelueHuemM He meree 1,0 mn (1,0 emd).

IMoBele unu Bce NyHKTLI ¢), d), €) u f) MoryT BbITh 3aMeHeHbl aBTOMaTU3MPOBAHHOW CUCTEMOIM UCMLITAHUS Ha Mpo-
nycKaHue ¢ nageHuem OaBneHus.

.4 Mpouenypa

MpoBepsitoT cooTrBeTcTBUE Nubo no METOOY UCTIBITAHWA 1, nubo no METOLAY UCTBITAHAUA 2.

METOO NCTBITAHWA 1 3akntodaeTcsa B cnegyoLwemM:

a) coeguHsaT ucneltyembln COEOVUHUTEIDL ¢ cooTBeTCTBYKOLWMM LUTEKEPHLIM UMW THE300BbIM 3TanOHHbLIM
COEOVHUTENEM, npudem oba COEOUHWTEIA gomkHel BbiTe cyxmMmMW. [1OMHOCTLIO 3a0eNCTBYIOT (PUKCUPYIOLLUWIA Me-
XaHW3M (NpU Hanu4un);

b) repmeTtusunpytot BoixogHoe oTBepcTue ucnoityemoro COEAVMHNUTENNA;

C) mogaroT BO3Ayx Nod AaBNeHWeM, yKasaHHbIM Ans KoHkpeTHoro neneityemoro COEAMHWTENA, k yany yepes oT-
BEPCTME W 3aKpstBaloT KranaH;

d) 3anucbiBaloT UCMbITaTeNbHOE AaBMeHMe WU BKIOHaoT TaMep;

€) OXMWMOAaKT OKOHYaHWA Nepuoda BbIOEPKKW U 3anucklBaOT UCNbITaTeNlbHOe JaBMeHWe U BpeMs;

f) paccunTbIBaOT U3MEHEHWE UCMLITATENBHOTO AaBNEHUS;

g) paccuuThIBAIOT CKOPOCTL NPONyckaHWsa L Ha OCHOBAHUW YpPaBHEHWA

(=30, & (1.1)

VA

roe L — ckopocTb nponyckaHus, Ma - cm/c;
Sp — HWXHWIA Npegen 3agaHHoro MenelTatensHoro aaesnexus, MNa;
tp — dhakTyeckoe UcnbiTaTenbHoe gaBneHue B Havane ucnoitTanns, Ma;
v — obbem oT knanana oo obpasua Ana UcneITaHui, cme;
Ap — W3MeHeHWe JaBneHns B Te4eHMe nepuoga ncneitadui, MNa,
At — nepuog NcnbiTaHvs, C.
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Mpumep — [lNpu 3adaHHomM GaeneHuu 50 klla, ucnsimamensHoM daeneHuu 55 klla (MaHoMempuYyeckoM) U
o6uem o6Leme 30 cm3 @ meueHue 100 muH naderue daeneHusi cocmaagnsem 350 Ma.

_50-10° ., 350
55.103 100 - 60

h) cnegyet y6eauTbes, YTO CKOPOCTE NPOMYCKaHWa He npeBblaeT 3HadyeHna aAng ucnbityemoro COEQMHWNTETNA.

METO[O MCIbITAHWA 2 3akntovaeTca B cneayoLem:

a) coegunHalT mcnoiTyembln COEOVHWTEIIL ¢ cooTBETCTBYHOLWMM LUTEKEPHBIM WM THE3O0BbLIM 3TanoHHbLIM
COEOVNHWNTENEM, npuyem oba COEOAVMHUTENA gomkHbl BbiTe CyxvMK. [ONHOCTEIO 3a4eACTBYHOT (OUKCUPYIOLLUA Me-
XaHU3M (Npu Hanuumum);

b) repmeTtuanpytoT BeixogHoe oTBepcThe ucnbityemoro COEQVWHUTENA;

c) norpyxatoT coegnHeHHble COEAVUHWUTEI B BaHHY C BOgOW M NOMELLAT Hag HAMW 3anonHEHHbIA BOAON rpa-
OYUPOBaHHBIN LNUHAP;

d) nogatoT BO3gyxX NOA OaBneHWeM, yKasaHHbIM Ans KoHKpeTHoro ucnbityemoro COEAWMHWUTENA, k yany yepes
OTBEPCTME WM 3aKPLIBAOT KNanaH;

e) 3anyckaloT Taimep 1 oxuaatoT 100 MuH;

f) namepsiotT 06bemM Bo3ayxa B MEPHOM UUMAMHAPE;

g) pasgenaT o6bem Ha 100 (T. e. paccuMTLIBaAIOT 06BEM NPONYCKaHUA B MUHYTY);

h) cnenyet y6enuTbes, 4To 06bem nponyckaHus He npeebiwaet 0,10 cM3/MuH.

=1,59 Ma - cm3/c;

1.5 OtyeT 06 ucnbiTaHUM

MogroT#BNMBaOT OTYET 06 UCMLITAHUSIX, KOTOPbLIA:

- YKasblBaeT, YTO UCMbITaHWUSA NPOBOAUINCE B COOTBETCTBUK ¢ NpunoxeHnem | MOK 80369-5:2016, METOO MNCIMbI-
TAHWMA Ha yTeuky Bo3Oyxa nog BO34eNCTBMEM MOHMMKEHHOTO AaBNeHus;

- onpegenget ucneityemsle COEOUHUTENMA;

- onpeAenseT KonuyecTso uensiryemsix COEAVMHUTENEW;

- OnpegenseT UCnonb3yeMoe NpUNoXeHHoe OaBneHE;

- onpedensAeT KpUTEPUIA NPUEMITEMOCTMH;

- pacKpbIBaeT U3MEPEHHOE UCMbITATENbHOE AABMNEHWE;

- packpbiBaeT 06beM UCMbLITATENBHOMO annapaTHOro KOMMIeKCa;

- packpbiBaeT NageHne OaBrneHus B TeYEHWEe NCMbITAaTeNbLHOrO NepUoaa;

- packpbIBaeT pacHeTHYH CKOPOCTb NMPOMNyCcKaHUs.
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MpunoxeHwue J
(cnpaBo4Hoe)

METOO UCMNbITAHWA Ha ycTOWYMBOCTL K pa3beauHEeHUIo NPYU NPUNOXEeHUU NMPOAONbLHOM Harpy3Ku

J.1 MpuHuMn

HapexHocte COEOVHEHWA npu npunoxeHun NpodorbHOW Harpysku onpefensieTcs nytem NpunoXeHws pasb-
eOVHAKLLErO YCUUA B NPOAOCNBHOM HanpasneHun mexay ucneiryemseim COEAVHUTEINEM B cbope 1 cooTBETCTBYIOLLUM
aranoHHeim COEAVHWNTENEM. Ecnu ecTe dunkcupytolme MexaHuamMbl, TO OHU OOMKHbI ObITh 3a0encTBOBaHbl. OxuaaloT,
yto COEOMHEHWE 6ynet coxpaHaTbes.

J.2 *YcnoBuA ncnbiTaHuA

J.2.1 MNpegBapuTenbHOe KOHOULUWOHMPOBAHWE obGpasua ANA UCNbLITaAHWUA

[Mepen ucneiTaHuem BeigepxueatoT ucneiTyemeid COEOUHWTENL npu Temnepatype (20 + 5) °C 1 oTHOCUTENEHON
enaxHocth (50 £ 10) % B TeyeHwe He meHee 24 vacos. [na COEOVHUTEIA, M3roToBNeHHOro 13 HErnrpoCcKonmyHbIX
marepuanos, He TpebyeTca npegBapuTenbHaa NOAroToBKA.

J.2.2 YcnoBusa 3konorm4eckux UCnbIiTaHUM
WeneliTaHna nposoaaT npu Temnepatype oT 15 °C go 30 °C v oTHocUTeNsHOW BRaxHocTU oT 25 % ao 65 %.

J.3 OGopynoBaHue

LomkHbl BbITh UCNONB30BaHb! CreayoLLMe 3NEMEHTHI

a) UCnbITyeMbll WTeKkepHbli unu riezgoson COEAVMHUTENb;

b) cooteetcTBytowmia aTanoHHein COEAVMHWTENND, ykaszarHbi B npunoxenun C ana METOOA UCTIBITAHWUA Ha
YCTOWYMBOCTL K pasbeanHEeHUH0 NPy NPUIOXKEHWU NPOACNBHON HArpy3Ku, KOTOPLIR JOMmKeH ObITh MPUCOEAVHEH K UCTLITY-
emomy COEQAMHUTENIO;

C) YCTPOWCTEO U3MepeHWs 3aaHHO NPOAONBHOW Harpy3ku;

d) ycTPOWCTBO M3MepeHus 1 oToBpaeHns NpoLleaLLero BpEMEHW C TOYHOCTBIO £1 C.

J.4 Npouenypa

[MpoBepsAOT COOTBETCTBUE CNEAYHOWL UM UCTbITAaHUEM:

a) coeguHsaT ucneityemoln COEOVHWTEND ¢ COOTBETCTBYIOLMM LUTEKEPHBIM MKW MTHE340BLIM aTanoHHbiM CO-
EOVHWUTENEM, npuyem oba COEOUHUTENA pgonxHbl 6biTh cyxumu. [NonHOCTEIO 3a0eNCTBYIOT OUKCUPYIOWMIA Mexa-
HW3M, ECMN OH UMEETCS;

b) npuknageiBalOT NPOACNEHYIO HArPy3Ky B HANPaBNeHWW OT UCMbITaTeNBHOO NPUCNOCOBNEHNs CO CKOPOCTBIO NPU-
MepHo 2,5 H/c go Tex nop, noka He ByOoeT AOCTWrHyTa 3adaHHas NpogonbHas Harpyska. YaepXMBaloT NPogonbHY Ha-
rpysky B Ted4eHue nepuoga ot 10 go 15 c;

C) BM3yanbHbIM ocMoTpoM yoexaatoteqa, yto COEOANHWTEIN ocTaloTca coeMHEeHHBIMMA.

J.5 lMpoTtokon ucnbiTaHUA

B npoToKon MCNbITaHWMA BKITHOYAKT CReayowy MHOopMaLnio:

- CCbINIKY Ha COOTBETCTBUE HACTOSALLEMY CTAHAAPTY, NpunoxeHune J;
- UAEHTUMUKALMOHHBIE AaHHbIe UcnbiTaHHeix COEAVMHUTENEW;

- KONMYecTBO McnbiTaHHbIXx COEOVHWTENEW;

- BEMWYKUHY NPUNOKEHHON NPOOONBHOI Harpy3Ku;

- NPOAOIMKUTENBHOCTb NPUMEHEHWA YCUINNSA;

- KpUTEpPWIA MPUEMKMW;

- Hanu4uMe Unu OTCYTCTBUE paccoeanHEeHUs.
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MpunoxeHune K
(cnpaBo4Hoe)

Ccbinka Ha CyuweCTBeHHbIe NPUHUMNEI

FOCT P M3K 80369-5—2024

HacTtoawwmidi ctaHgapT Obin NOArOTOBMEH ONA NOOAEPXKKMA CYLLECTBEHHBLIX NMPUHUMMNOB BE30MacHOCTU U yHKLKUO-
HankHbIX xapaktepuctuk COEOVHUTENEWM MANOIO OAWMAMETPA, npeaHasHadeHHLIX Ana uenonkaosaHua 8 COEON-
HEHWAX ons HakauMBaHUs MaHxeT KoHevyHocTel, B cooTBeTcTBuM ¢ ISO/TR 16142:2006. HacTtoawumia ctaHagapT npegHa-

3Ha4eH Ansa uener oOueHKN COOTBETCTBUS.

CooTBeTcTBME HAcToALEMY cTaHaapTy obecneymBaeT 0gHO M3 CPEACTB AEMOHCTPALIMMU COOTBETCTBUA KOHKPETHBIM
cylecTBeHHbIM npuHuMnam ISO/TR 16142:2006. BoamoxHbl Apyrue cpeactsa. B tabnuue K. 1 nyHKTbI M NOANYHKTLI Ha-
CToALLero JOKYMeHTa ConocTaBneHsl ¢ cylecTBeHHbIMY npuHumMnamu ISO/TR 16142:2006.

Tabnuya K.1— CooTBeTcTBMe cyllecTBeHHbIX npuHumnoe (1 u3 2), npueeneHHblx B ISO/TR 16142:2006, pazgenam

HaCTodALlero ctraHoapTa

CyLiecTBEHHbIV NPUHLMN
ISO/TR 16142:2006

CooTBeTcTBYIOWME pazfernbl
HaCTOALLEro cTaHgapTa

KeanudukauuoHHoe
3amedaHue/npumeYanmne

AA — He npumeHumo
A2 — He npumeHUMo
A3 — He npumeHumo
A4 — He npumeHumo
A5 — He npumeHumo
A6 — He npumeHumo
A7 — He npumeHumo
A7.2 — He npumeHumo
AT7.3 — He npumeHumo
A74 — He npumeHumo
AT75 4,56
A76 4,5,6
A.8.1 — He npumeHumo
AB8.1.1 — He nprmeHmnMo
A8.1.2 — He npumeHumo
A.8.2 — He npumeHumo
A.8.3 — He npumeHumo
AB8.4 — He npumeHumo
A.8.5 — He npumeHumo
A.8.6 — He npumeHumo
A.9.1 4,5,6
A.9.2 — He nprmeHmnMo
A.93 — He npumeHuUmMo
A.10.1 — He nprmeHrMMo
A.10.2 — He npumeHnmo
A.10.3 — He npumeHumo
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OkoHYaHue mabnuubsi K. 1

CyLLUEeCTBEHHbIA NPUHUMN CooTseTcTBYHOLUME pa3ensb KeanudukaunoHHoe
ISO/TR 16142:2006 HacTosLero cTaHgapTa 3amevaHue/npumMedaHmne
A11.1.1 — He npumeHnmo
A11.2.1 — He npumeHumo
A11.22 — He npumeHumo
A.11.3.1 — He npumeHumo
A11.41 - He npumeHumo
A.11.5.1 — He npumeHumo
A.11.5.2 — He npumeHnmo
A.11.5.3 — He npumeHumo
A12.1 — He npumeHnmo
A12.2 — He npumeHumo
A12.3 — He npumeHnmo
A124 — He npumeHumo
A.125 — He npumeHumo
A12.6 — He npumeHumo
A12.71 — He npumeHumo
A127.2 — He npumeHumo
A12.7.3 — He npumeHnmo
A12.74 4,56
A12.7.5 - He npumeHnmo
A.12.8.1 4,56
A.12.8.2 — He npumeHnmo
A.12.8.3 — He npumeHumo
A.13.1 — He npumeHumo
A.14.1 — He npumeHnmo
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TepMUHOMOrmnA.
AndaBUTHLIN YKa3aTenb onpegeneHHbIX TEPMUHOB

MO T OB T E b . .o o e e e e MNCO 14971:2007, 2.8
MATTBIA OMAMETP : . i v s 5 5 00 Bas 20 S0 Saia s S0 08 S 9% L0 DLVHE 90 8 Ba b3 L MCO 80369-1:2010, 3.11
MEOVNUMHCKOE U3OETIVE . . . o e e e s MCO 14971:2007, 2.9
METOR METIBITAHWA <. & sus 5 s ome & s & 2o 5 aibis 500 0 4008 ¥ i S0y 5D Side ¥ a0s B S0 ¥ b G & 560 & an § ons 2 3:3
HECOEAMHUMBIM . . oo e e e e e e e e e MCO 80369-1:2010, 3.6
HORPMAIIBHOE MPIUMEHEHWE : o s g aine e 5 sen ams v i Ss 3 bl s = 0wk 00 o 5600 S8 & Sai 2 7 5 26 ¥ 5an 2 3.1
HOPMUPOBAHHDBI . . . . e e e e 3.2
OTBETCTBEHHAS OPTAHMBALINEL: - san o i i v s w0k o 590 o G 56 040 Ghidas 2% i 0% MCO 80369-1:2010, 3.8
OLEHKA PU KA e e e e MNCO 14971:2007, 2.18
CIRLINEHT -5 s s svn oo 56 2es s & 58 S0 s 500 00 0 008 vl & 000 10 & 58 10l 65 000 el & 0 MCO 80369-1:2010, 3.7
MONYTBEPOBIA MATEPUAT . . . oo e e e e e e e e e MCO 80369-1:2010, 3.10
MONB3OBATEND. . sui s tvs i 5 cay 508 5 0aS 000 5 SAY Sa5 5 Vol S50 5 Sah S o b San S and ouh B and 4o § va g 40 £ 09 20 5 35
MPEOMNONAFTAEMOE MPUMEHEHWE . . . ..o e e MCO 14971:2007, 3.6
MPUMEHEHWIE ;o s 5 cnm s 5 ans s 5 oo 25 5 oo f 900 ¢ e d 5 £ o § 900 5.5 5 940 B4n % SA% 54 MCO 80369-1:2010, 3.2
TIPUHALT E I KHO T b oo e e e MCO 80369-1:2010, 3.1
MPOBEPKA (MPOBEPEHO) (BEPU®UKALNA (BEPUPULIMPOBAHO)) . .. ... ..o MCO 14971:2007, 2.28
MNPODANE LIONB3OBATEIIH . nw crow  sve sown o cmm » cwne sams @ s & amn s @ v 8 o s & dists 540 § e w aws ok o w2 3.6
TP O E Y PA . o e MCO 14971:2007, 2.12
APQUEGIE:: s asome oo s s s szms svsm » o6 = o5 @ 5w /000 S0 Q07 G080 S0808 2006 G0l S0 SRS ACRps % o % MNCO 14971:2007, 2.13
P K . e MCO 14971:2007, 2.16
CGOEMMHEHWE v « snn awm = smm wmom » son amom & s w5 sins wics s Seis sm & 0G0 68 & S e 4 o W MCO 80369-1:2010, 3.4
COEOUMHUTEID . . .o e e e e e e e e e e e e e e e e e MNCO 80369-1:2010, 3.5
COEMMHWTENB LUER:.: i v wwsusn awean avmn dun s vase wa i o s @ 086 5 005 06 9605 a5 a0 MCO 80369-7:2021, 3.1
COEOVMHUTENB LUER SLIP . . . e e e e e e e e NCO 80369-7:2021, 3.2
TUMGQBOE UMETTBITAHWE . i s = srvw ook v w s amig 2 050 e ses & 60d S50 %05 4 6 15 ¥ 65 & 2908 Sl 3 2608 Wi 206 o 3.4
TBEPOBIA MATEPUATT . . o ottt e e e e e e e e e e e e MCO 80369-20:2015, 3.9
QAVN MEHEOKMEHTA PUCKA « . e e e MCO 14971:2007, 2.23
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Mpunoxenue OA
(cnpaBo4Hoe)

CBegeHMUA 0 COOTBETCTBUM CChINOYHBLIX MeXOyHapodHbLIX CTaHOapTOB
MeXrocyaapcTtBeHHbIM CTaHOapTaMm

Tabnuuya JA1

Obo3HavYeHne CCbINOYHOro
MEX/yHaPOIHOT0 CTAHAAPTA, cog::;?:::m 0O603Ha4eHne N HaUMeHoBaHWe gf;;::gc;;ayromero MEXrocyaapcTBEeHHOro
AoKymeHTa

ISO 5356-1:2004 — *

ISO 5356-1:2015 IDT FOCT I1SO 5356-1—2023 «AnnapaTtbl MHraNAUWOHHOW aHECTE3UN U UC-
KYCCTBEHHOW BeHTUNAUMKM nerknx. CoeguMHeHUs KoHudeckue. Yactb 1.
KoHuuveckue natpybku u rHezaa»

ISO 5356-2:2006 — *

ISO 5356-2:2012 IDT FOCT I1SO 5356—2023 «AnnapaTtbl MHransLMOHHOW aHEeCTE3NM U UCKYC-
CTBEHHOW BeHTUNALUMK nerkux. CoegmMHeHns KoHMYeckne. YacTe 2. Pe3b-
BoBble COeQUHEHUSI, HECYLLIME BECOBYHD HArpyaky»

ISO 8185:2007 — *

ISO 14971:2007 — %

ISO 80369-1:2010 - *2

EN 13544-2:2002 — *

ASTM D638-14 —_ *

ASTM D790-10 MOD [OCT P 56810—2015 «KomnoanTel nonumepHsle. Metog ncneitTaHnsa Ha
13rnb nnockux obpasuos»

* COOTBETCTBYHLLWA HALMOHANLHLIA CTaHOapT OTCyTCTBYET. [JO ero NpUHATUA pekoMeHOyeTcs UCNoNb30BaTh Nepe-
BO/ Ha PYCCKWIA A3blK JaHHOMO MeXayHapo4Horo ctaHgapTa.

MpumevyaHue — B HacToawen Tabnvye ncnonb3oBaHbl cneayllive ycnoBHele 0603Ha4YeHWsA CTENEHW COOT-
BETCTBUSA CTaHOapTOB:!

- IDT — mMgeHTU4HbIE CTaHOapThI;

- MOD — mogndmumpoBaHHble cTaHOapThl.

1) NeicteyeT FOCT ISO 14971—2021 «Manenus meguumHckue. NMpuMeHeHe MeHeMXKMEHTa pUCKa K MeJULIMHCKUM
M3aenuamy», uaeHTudHbli ISO 14971:2019.

2) fNeitcteyer MOCT P UCO 80369-1—2022 «CoefuMHUTeNnM Manoro AuMameTpa ANA KUOKOCTEA W rasos,
ucnonb3yemMeie B 3apaBooxpaHeHun. Hacte 1. Obwme TpeboBaHua», uaeHTU4YHbIA ISO 80369-1:2018.
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Bubnuorpadcun

1] 1ISO 594-1:1986 Luer conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medi-
cal equipment — Part 1: General requirements ([eTanv coegMHUTENbHLIE C KOHYCHOCTLH
6 % (Jiospa) onsa wnpuues, UrM W apyroro MeguumnHckoro obopyagoBaHus. Yacte 1. O6-
wme TpeboraHua )

[2] 1SO 3040:2009 Geometrical product specifications (GPS) — Dimensioning and tolerancing — Cones
(FfeomeTpuyeckre xapaktepucTukm nanenvin. (GPS). YkasaHve pasmepoB W ycTaHoBMe-
HWe OonyckoB. KoHycChbl)

[3] 1ISO 81060-1:2007 Non-invasive sphygmomanometers — Part 1: Requirements and test methods for non-au-
tomated measurement type (HemHBasmeHble cdourmomaHomMeTpel. YacTe 1. TpeboBaHua
1 METOAbI UCMBITAHUS MOZENEeN C HEaBTOMATUYECKM TUMOM U3MEPEHUS)

[4] IEC 60601-1-11:2015 Medical electrical equipment — Part 1-11: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for medical electrical equip-
ment and medical electrical systems used in the home healthcare environment (M3penua
MeauuuHckue anektpudeckue. Yacte 1-11. O6wue TpeboraHna Be30nacHOCTH C y4eTOM
OCHOBHbIX (DYHKUMOHaMbBHBIX XapakTepucTuk. [JononHuTeneHelii ctaHaapt. TpeboBaHus
K MEAWUMHCKUM 3MNeKTPUYECKUM U3LenWsaM N MeOWUMHCKUM 3MNeKTPUHecKUM cuctemam,
MCMNONb3yeMblM AN5 OKazaHWa MeaULMHCKOW NOMOLLM BHE MEAULMHCKOW opraHn3aumm)

[5] IEC 60601-1-12:2014 Medical electrical equipment — Part 1-12: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for medical electrical equip-
ment and medical electrical systems intended for use in the emergency medical services
environment (M3genusa meguumHckue anekTpudeckue. Yacte 1-12. O6wime TpeboBaHws
6e30nacHOCTH C Y4ETOM OCHOBHbIX (DYHKUMOHArbHbLIX XapakTepucTuK. [JononHUTENBHBIN
ctaHgapt. TpeboBaHns K MEOULMHCKUM 3NEKTPUHECKM U3NENUAM U CUCTEMaM, UCNOSb-
3yeMbIM A9 OKa3aHUA 3KCTPEHHOW MeqULMHCKOW NOMOLLW)

[6] IEC 62366-1:2015 Medical devices — Part 1: Application of usability engineering to medical devices
(M3penust meguumHckne. Yacte 1. [poekTupoBaHue MeqUUWHCKUX W3Oenuil G y4eToMm
3KCMNMyaTaLWOHHOW NPUroaHOCTM)

(7] IEC 80601-2-30:2009 Medical electrical equipment — Part 2-30: Particular requirements for the basic safety
AMD1:2013 and essential performance of automated noninvasive sphygmomanometers (Annapatypa
anekTpu4eckas MeguumHcKkas. Yactb 2-30. YacTHble TpeboBaHuA K 0bLuel besonacHoOCTH

1 OCHOBHbIM XapakTepucTUKaM aBTOMATUYECKMX HEMHBA3WBHbIX CPUIMOMaHOMETPORB)

[8] CEN CR 13825, Luer connectors — A report to CEN CHeF from the CEN forum task group "Luer fittings"
(CoeauHutenu Luer — otyeT ang CEN CHeF ot uenesoiu rpynnel popyma CEN «®utuHr Luer»)

[9] ASME/ANSI B1.1:2003, Unified Inch Screw Threads (UN and UNR Thread Form) (CtaHgapTHas cneundukaums Ha
YHUPULMPOBaHHYIO Ar0MMOBYHO pe3bby (dopmbl pe3bbbl UN 1 UNR)

[10] 1SO 80369-20:2015 Small-bore connectors for liquids and gases in healthcare applications — Part 20: Com-
mon test methods (CoeguHMTEnK manoro guamMmeTpa ONd XKUAKOCTEN W ra3oB, UCMonb3y-
eMble B 3gpaBooxpaHeHunn. Yacte 20. O6LmMe MeToabl UCMbITaHKSA)

[11] 1SO 80369-6:2016 Small-bore connectors for liquids and gases in healthcare applications — Part 6: Con-
nectors for neuraxial applications (CoeguHuTENK Manoro guameTpa N4 XUOKOCTEN U
rasoe, Ucnornb3yemsie B 3apaBooxpaHeHun. YacTe 6. CoegnHuTenu onsa Helpoakcuans-
HOTO MPUMEHEHUS)

[12] 1SO 80369-2") Small-bore connectors for liquids and gases in healthcare applications — Part 2: Con-
nectors for breathing systems and driving gases applications (CoegnHutenv manoro gua-
METpa Ons XKUAKOCTEW W ra3os, MCMoMb3yeMele B 3gpaBooxpaHeHuun. YacTe 2. CoeguHu-
TEnW 4N AblXaTenbHbIX CUCTEM WU NPUBOOHBIX rA30B)

[13] 1SO 80369-3:2016 Small bore connectors for liquids and gases in healthcare applications — Part 3: Connec-
tors for enteral applications (CoeguHutenu manoro guameTpa Onsg KUAKOCTEN W ra3os,
ncrnonb3yemble B 3gpaBooxpaHeHun. Yacte 3. CoeguHuTeny ans aHTeparnbHblX NpumMe-
HEeHWIA)

1) B paspa6orTke.
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[14] 1SO 80369-4" Small bore connectors for liquids and gases in healthcare applications — Part 4: Con-
nectors for enteral applications Connectors for urethral and urinary applications (Coeau-
HWTENW Manoro guameTpa AN XKUAKOCTEN 1 ra3os, UCMONb3YEMbIE B 30paBOOXPaHEHUN.
YacTtb 4. CoeguHUTENK ONA sHTeparbHbIX NpUMeHeHu. CoequHuTenn Ans ypetpbsl 1
MOYEBLIBOOALLMX NYTEWN)

[15] ISO 594-2:1998 Luer conical fittings with a 6 % (Luer) taper for syringes, needles and certain other me-
dical equipment — Part 2: Lock fittings (deTanu coeguMHUTENbHbIE C KOHYCHOCTBIO 6 %
(Moapa) gnga wnpuuee, UrN KU gpyroro MeguMunHckoro obopygoeaHus. Yacts 2. JToapos-
CKNE HAaKOHEYHWKW)

[16] 1SO TR 16142:2006 Medical devices — Guidance on the selection of standards in support of recognized
essential principles of safety and performance of medical devices (M3genua MmeguunHCcKne.
Pykoeoacteo no Belbopy cTaHOapTOB, NOAAEPKUBAKLNX BaXKHEWLIUE MpUHLMNLI 06e-
cnedveHna 6e30NacHOCTM U AKCMNyaTaUMOHHbBIX XapakTEPUCTUK MEOULIMHCKUX U3OEMWA)

1) B paspaborTke.
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YOK 006.83:006.354 OKC 11.040.25

KnioyeBble cnosa: MeQuUUMHCKNE U34enus, COeguHUTENn Manoro onameTpa, coegnHuTenn anAa Haka4nBaHus
MaHXeT KOHEUYHOCTEN, MEeHEIXKMEHT PWCKa, N3rotoBnTeEnb, Banngauna
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