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MNpepgncnoBne

1 PABPABOTAH O6W,ecTBOM C OrpaHMY4eHHON OTBETCTBEHHOCTbIO «[1pOTE3HO-OpTONeAnMyYeckoe masnoe
npegnpuatne «OPTE3» (OO0 «MPOIM MM «OPTE3»)

2 BHECEH TexHuyeckum komuteTtoM no ctaHgaptusaumm TK 381 «TexHuuyeckue cpepcrtsa v ycryru
ONA UHBANNAOB N APYTUX MATOMOOUNBHBIX TPYNN HaceneHna»

3 YTBEPX/JEH W BBEJEH B OEWCTBUE Mprvkasom ®epepasibHOr0O areHTcTBa Mo TEeXHUYECKOMY
perynmpoBaHuio 1 MeTposiornn ot 26 Hosabpa 2024 . Ne 1765-cT

4 BBEJAEH BMEPBbIE

MpaBuna NpUMeEHeHMa HaCTOSALWEro cTaHgapTa YyCTaHOoB/eHbl B cTaTbe 26 defepasibHOro 3akoHa
0T 29 uioHa 2015 r. Ne 162-®3 «O cTaHgapTulaumm B Poccuitckon depgepauuun». VMIHpopmaums o6 ns-
MEHEeHMAX K HacToALWeMy cTaHaapTy NybankyeTca B exerogHom (Mo cOCTOSHUI Ha 1saHBapsa Tekylwero
roga) UHopmaLMoHHOM yKasaTene «HauuoHasibHble CTaH4apThl», a ouLManbHbli TEeKCT U3MEeHEeHUN
N NonpaBoK — B eXeMeCSAYHOM WMH(OPMALUMOHHOM yKasaTene «HauuoHanbHble cTaHgapThli». B cnyvae
nepecMoTpa (3aMeHbl) WM OTMEHbl HACTOSLLEero cTaHjapTa CooTBeTCTBYLee yBeJoMIeHne byaeT
ony6/iMKoBaHO B Gvkanliem BbINyCKe eXeMecA4YHOro WMHGOPMaUUOHHOro ykasaTens «HauuoHasbHble
cTaHgapThbl». CooTBeTCTBYyWLWAas UHpopmauns, yseoMNeHne U TEeKCTbl pasMeLLalnTCca Takke B UH-
hopmaLmnoHHON cucTeme 06Lero nob3oBaHNs — Ha odmumanbHOM caliTe defepasbHOro areHTCcTBa no
TEexXHUYeCcKOMY perynnpoBaHuio U MeTposiornm B ceTu NIHTepHeT (Www.rst.gov.ru)

© OdgopmneHne. dPreyY «MHCTUTYT cTaHfapTmM3ayun», 2024

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJTHOCTBLI0 MM YaCTMUYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauecTBe OPMLMANBHOIO M3faHusa 6e3 paspelleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuilo 1 MeTposiornu
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BBegeHune

YcTaHOBMEHHbIE B HACTOSLWEM CTaHgapTe TePMUHbI PacMONIOXEHbl B CUCTEMATU3UPOBAHHOM MOpPSAKe,
oTpaxallem cucTemMy MOHATUI B 06n1acTM opToneAnyecknx annapaTtoB Ha KOJSIEHHbI cycTaB C MHAMBUAY-
anbHbIMW NapamMeTpamun U3roTOB/EHWS, MPUMEHAEMbIX B Npouecce peabunvraunn MHBaNUAOB, B TOM yucre
feTel-nHBannaoB, 60/bHbIX C MOPAXEHUAMU ONOPHO-ABUTATENIbHON CUCTEMbI.

[NnAa Kkaxaoro noHATMA YCTaHOB/IEH OA4MH CTAaHAAPTU30BaHHbI TEPMUH.

B anchaBMTHOM ykKa3zaTene faHHble TEPMUHbI NPUBEAEHbI OTAE/NbHO C yKadaHWeM HoMepa cTaTbMu.

[ns coxpaHeHus LEeNnoCTHOCTU TEePMUHOCUCTEMbI B HACTOALEM CTaHAapTe npueBefeHbl TEPMUHONOINU-

yeckune ctatbn 13 Ael\/’ICTByK)LLI'I/IX CTaHOaApTOB B 061acTn TEeXHUYECKUX cpeacTs pea6mnV|Tau,|/||/|, 3aK/TlYeHHble
B PaMKM N3 TOHKNX NVHWIA.






MOCT P 71820—2024

HAUWOHANBbBHBLW CTAHAOAPT POCCUMCKOMN SGEAQLEPALUNMN

AMNMNAPATbl OPTONEANYECKWE HA KOMIEHHbIN CYCTAB
C MHANBNAOYANbHBIMW MAPAMETPAMUW N3TOTOBJ/IEHNA

TepMuHbI U onpegeneHus. Tunbl 1 o6Wmne TpeGoBaHUS

Orthoses on knee joint with individual production parameters.
Terms and definitions. Types and general requirements

Jata BBegeHusa — 2025—01—01

1 O6nactb NpUMeHeHUsI

HacToswunii cTaHfapT ycTaHaBMBaeT TEPMUHbI M ONpeaenieHnss B 06/1acT OpTONeANYECKMX annapaToB
Ha KOJIEHHbI CyCcTaB C UHAMBMAYaNbHBIMU NMapameTpaMy M3roTOBMEeHUA (ganee — annapaTt), NPUMeHseMbIX
B npouecce peabunutaumy UHBANUAOB, B TOM Yuc/ie AeTel-UHBanInAo0B, GOJIbHbIX C MOPaXEeHUAMU OMOPHO-
ABUraTeNIbHOM CUCTEMbI, a TakKkKe WX TUMbl 1 0bLmne TpeboBaHNS K HAM.

TepMuUHbI, YCTAHOB/IEHHbIE B HACTOSILLEM CTaHAapTe, PEeKOMeEHAYTCA ANA NPUMEHEHMA BO BCEX BUAAX
[OKYMeHTaLuUM U uTepaTtypsbl, Kacatowmnxcs paspaboTki, NpousBoaCcTBa, IKCNyaTaumm, 06CnyXmBaHus u pe-
MOHTa annapaToB, BXxoAswmux B chepy paboT no ctaHaapTmsauum u (M) UCMONb3YHOLLMX pe3ynbTaTbl 3TUX
paborT.

B uensax yHumkauum TepMUHONOIK, a Takke BO M3bexaHne pasHOUuTEHUIA C TEPMUHOIOTUENR CMEXHbIX
o6nacTeil fesaTenbHOCTM B HACTOSILLEM CTaHAapTe NpUBeAeHbl TEPMUHbI, BBEAEHHbIE APYTMMU HaLMOHANbHbI-
MW cTaHgapTaMy Ha opToneAnyeckme annapatbl.

2 HopmMaTuBHbIE CCbI/IKM

B HacToslWeM cTaHgapTe UCMNOJIb30BaHbl HOPMAaTUBHbIE CCbINIKM Ha cnepylowmne ctaHgapThl:

FOCT 15.309 Cwuctema pa3paboTkm 1 NOCTAHOBKM NPOAYKLUN HA NPOU3BOACTBO. McnbiTaHWUA U npuemMka
BblNyckaeMoi npoaykuuu. OCHOBHbIE NOJTOXEHMWS

FOCT 15150 MawwuHbl, Npubopbl U gpyrne TexHuyeckne ulgenus. VicnonHeHus Ans pasfiMyHbIX KNu-
MaTuyecknx paioHOB. KaTeropuu, ycnoBus akcniayaTauuu, XpaHeHUs 1 TpaHCNopTMPOBaHWA B YacTu BO3Aei-
CTBUSA KNMMaTMYecknx hakTopoB BHeLLHel cpefbl

FOCT P 53346—2021 Y3nbl opTonegmyeckue annapatoB Ha HUXHUE KOHEYHOCTU. TexHuyeckne Tpebo-
BaHMA N MeTOAbl UCMbITAHWUIA

FOCT P 57765—2021 W3penusa npoTe3Ho-opToneaunyeckme. O6uime TexHuuyeckne TpeboBaHus

FOCT P 59881—2021 AnnapaTbl opToneAuyeckne Ha KOMeHHbl cycTaB. Obuwune TexHuyeckne tpebo-
BaHuA. Knaccudukauynsa

FOCT P NCO 22523—2007 [llpoTe3bl KOHEYHOCTel U opTe3bl HapyxHble. TpeboBaHMA W MeTOoAbl MC-
nbiTaHU

MpumedyaHue — [Mpu NOMb30BaHWM HACTOSILLMM CTAHAAPTOM Lie/Iecoo6pa3Ho NpoBepuUThb AeiicTBUE CCbINou-
HbIX CTaHAAPTOB B MH(OPMALMOHHOW CUCTEME OBLLETO MOSIb30BaHUS — HAa OhMUMa/IbHOM caiiTe deaepasibHOrO areHT-
CTBa MO TEXHUYECKOMY PETy/IMPOBaHUI0 1 METPOJIOMMM B ceT VIHTEPHET WK Mo eXeroiHoMy UHDOPMAaLMOHHOMY yKa3a-
Teno «HauyoHasbHble CTaHAAPTbk», KOTOPbIA OMy6/IMKOBAH MO COCTOSIHWIO Ha 1 sitHBapsi TEKyLLEero roga, 1 no Bbimyckam
€XEMECSIYHOTO MHPOPMALIMOHHOTIO ykasaTens «HaunoHa/bHble CTaH4aPTb» 3a TeKyLWWMiA rof. ECAM 3aMeHeH CCblTOYHBINA
CTaHAapT, Ha KOTOpbIii AaHa HeJaTUpPOBaHHAA CCbUIKA, TO PEKOMEHAYETCs UCMO/b30BaTh [AeliCTBYIOLLYI0 BEPCU0 3TOMo
CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AaHHY0 BEPCUI0 U3MEHEHWIA. ECniv 3aMeHeH CCbI/IOUHbIV CTaHaapT, Ha KOTopbIi
[laHa AaTMpoBaHHasl CCblKa, TO PEKOMEHAYETCS MCMOJIb30BaTh BEPCUIO 3TOMO CTaHAapTa C yKa3aHHbIM Bbille rofoM yT-

M3pgaHne odmumnanbHoe
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BepxaeHus (NpuHsaTWs). EcM nocne yTBEPXAEHWS HACTOSILLEro CTaHAapTa B CCbUIOYHbIA CTaHAAPT, Ha KOTOPbIA faHa
[laTVpOBaHHas CCblTKa, BHECEHO M3MEHEHWE, 3aTparuBatoLLee NosIoKeHe, Ha KOTOPOE faHa CCblka, TO 3TO MOJIoXEHNe
PEKOMEHYETCS NMPUMEHSATL 6e3 yueTa AaHHOTO M3MeHEHWs. ECnM CCbINOYHBIA CTaHAapT OTMEHEH 6e3 3aMeHbl, TO Noso-
)XeHue, B KOTOPOM AaHa CChifIKa Ha HEro, PEeKOMEeHAYeTCsl MPUMEHSATL B YaCTW, He 3aTparvBatoLLeil 3Ty CCbUIKy.

3 TepmMuHbI 1 onpepeneHns

O6wure NOHATUA

3.1 annapaT opToneAM4YecKUin Ha KOMIEHHbIN CyCTaB C MHAMBUAYaNbHbIMW NapameTpaMmm M3ro-
TOBJ/IeHUSA (annapaT opTONeAUYECKUI Ha KOJIEHHbIW cycTaB): BcnomoratenbHoe cpefcTBO, BbIMO/IHEHHOE
B BUAE b3 TONEeHN 1 6eapa, nmewwee WwapHupobl (WapHup), coeguHsaowme(nii) runbsbl, a1EMeEHTbl Kpenne-
HWSA, N3rOTOBJIEHHOE MO 3aKa3y B COOTBETCTBMU C Ha3Ha4YeHUeM MeOMLMUHCKOro paboTHUKa M npepHasHayeH-
HOe ANS JINYHOTO MCNOJb30BaHUA KOHKPETHbIM NOJib30BaTeNEM.

3.2 annapaT opToNean4YecKuUin Ha KOJIEHHbIN CyCTaB C UHAUBUAYa/IbHbIMW MNapamMmeTpaMu MU3ro-
TOBJIEHUSA C YNpyrMMm ajsiemMeHTamu: BcnomoratenbHoe cpefcTBO, BbIMOSIHEHHOE B BUAE TW/b3 TONIEHU U
6efpa, uvmewuiee WapHupbl (lWapHup), coeanHsawwme(Uin) rMnb3bl, yNnpyrne 3NemMeHTbl, YCTaHOBJ/IEHHbIE Of-
HUM KOHLLOM Ha runb3e 6egpa, a ApYyrMm - Ha rMib3e rofIEHU, 3N1IEMEHTbI KPEN/IeHUs, U3TOTOBMIEHHOE MO 3akasy
B COOTBETCTBMM C HA3HAYEHWEM MEAMLMHCKOro paboTHUKa 1 npefHa3Ha4YeHHoe A/ JIMYHOTO MCNO/b30BaHusA
KOHKPETHbIM MOJib30BaTeneM.

3.3 annapaTt opTonegnYecKUin Ha KONIEHHbIN CyCTaB C UHAUBUAYallbHbIMW NapameTpaMmn U3ro-
TOBNEHUSA AN1A rugpopeabunutaymn: BcnomoratenbHoe CPeAcTBO, MMEKLWEeEe KOMEHHbI WapHUp, TU/b3bl
rofeHn n 6egpa co CMArYyalwLWmMM CNOEM, 3/IEMEHTbI KpPeneHUs, M3roToB/IeHHOEe MO 3aka3y B COOTBETCTBUMU
C Ha3HayeHueMm MeauuLMHCKOro paboTHuka, obnagjawouee cneymasbHbIMA CBONCTBAMU W 3N1E€MEHTaMU KOH-
CTpyKuun onsa npebbiBaHnA B BOAHOW cpefe v npegHasHavyeHHoe And rugpopeabunutaunn (akBapeabunuta-
UMM, KMHesoTepanun).

3.4 annapaTt opToneguyeckuii po60oTM3NPOBaHHbIM Ha KOJIEHHbIN CycTaB C UHAUBUAYaNbHbIMN
napameTpamu M3rotToBfeHUsi: BcnomoratesnbHoe CpefcTBO, MMEKLWEE KOMIEHHbIM LWAPHUP, TUb3bl FO/IEHN
n 6egpa Co cMATYalLWUM CNOEM, 3/IEMEHTbI KPENNEHNS, N3rOTOB/IEHHOE MO 3aka3ly B COOTBETCTBMM C Ha3Ha-
YeHUeM Me[UUUHCKOro paboTHMKa, B KOTOPOM peanui3auunsa geuratesibHbiX yHKUU o6ecneyMBaeTcs 3a cyeT
MCMOMIb30BaHNSA BHELIHErO0 UCTOYHUKA SHEPTUN.

3.5

3aka3 Ha annapat: [O0KyMeHT, pa3paboTaHHbl/i B COOTBETCTBUN C HA3HAYEHNEM MeULUHCKOro paboT-
HUKa U cogepxawuii ceefeHnss 06 aHaTOMO-(PYHKLMOHANbHbIX 0COGEHHOCTSX NONb30BaTens, pasmepax,
NpPUMeHSIeEMbIX MaTepuanax, y3nax.

[FOCT P 59881—2021, nyHKT 3.1.7]

3.6 3/71eMEeHT KOCMEeTUYEeCKUii: DNeMeHT OTAeNKkn annaparta OopTONeAMyYecKoro Ha KOJIeHHbI cycTas,
6113KNiA K hopMe 1 BHELWWHEMY BUAY €CTECTBEHHOI KOHEYHOCTM NaumeHTa nW/unm oTeBedvalolmnii 3a 3CTeTUYHbIN
BU OpTe3a KOHEYHOCTW.

3.7

nonb3oBaTensib: Yenosek, mcnonb3ywwnii (Hagesarwuwmnii) NnpoTe3Hoe UAN opTonegnyeckoe ycTpoii-
CTBO.
[TOCT P NCO 22523—2007, nyHKT 3.3]

3.8

TexHuuecKas AOKyMeHTauusa: [OoKyMeHTbl, cofepXauiue AaHHble W3roTOBUTENs, NOATBEPXAalouLne
COOTBETCTBME MPOTE3HOr0 WM OPTONEAUYECKOro YyCTpoiicTBa TPe60BaHUAM HacTosALLero cTaHgapTa, KoTo-
pble MOryT 6bITb UCMO/Mb30BaHbl A1 OLEHKU COOTBETCTBUS TPe6OBaHUAM.

[FOCT P 59881—2021, nyHkT 3.1.8]

3.9 y3en aKTUBHbIW (annapata OpTONeAMYECKOro Ha KOJIEHHbI cycTaB): Y3en, BOCNOHAWWUMIA fe-
UuUT gBUraTenbHbIX MYHKLMWIA, cocTosAWwMIA M3 NpuBoAa, akkyMynsaTOPOB U 3apsiAHOro ycTpoicTea, B3aumo-
CBSI3aHHbIX C CUCTEMOI ynpaBAeHUss 1 faTunkamu.

2
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3.10 cuctema ynpaBJ/ieHUA annapata OpToneaunyecKkoro Ha KOJTIEHHbI A cyctaB: Cucrtemartusunpo-
BaHHasA COBOKYMHOCTb 3/IEKTPOHHbIX 3/TIEMEHTOB U 3/TEKTPNYECKNX Ll,eI'IeVI, npegHasHaydyeHHada Onga ynpaBs/ieHUA
annapatomM Ha KONTEHHBbIN CycCTaB.

311

BHELWHW/ MCTOUYHUK 3HEeprum: WCTOUHMK 3Heprum, obecneumBawlyuii npuBefeHue B felicTBue uc-
MOJSTHUTE IbHBIX MeXaHW3MOoB annaparta 6e3 npuaoXeHus U3MUYeCcKux ycunuii nonb3oBaTtens.
[FOCT P 70140—2022, cTaTba 41]

'MNb3bl

3.12

rmnb3a: JNeMeHT TeXHWYeckoro cpeacTBa peabunutayuu, BbINOSHEHHbI B Buge curypHoit npo-
CTPaHCTBEHHOW pa3pe3aHHOol 060/10UKM Pa3/IMYHON XECTKOCTM, COOTBETCTBYKOWMIA NO hopme onpeaeneH-
HbIM CerMeHTaMm Tefna, NpefHa3HayYeHHblil A8 YCTAHOBKWM HAa CETMEHTbl BEPXHMUX, HMKHUX KOHEYHOCTEN, Ty-
NoBHULe, LWe, C 3aXBaToM WM 6e3 3axBaTta rofloBbl, W, B 3aBUCMMOCTU OT KOHCTPYKLMU, AN obecnevyeHns
BO3MOXHOCTU coeANHEeHNA C HeCylwnmMmn asieMeHTamMu.

[FTOCT P 58268—2021, ctaTtba A.1]

3.13 runb3a 6egpa: INeMeHT annapata OpPTONEAUYECKOro Ha KOJIEHHbI/i CycTaB, BbIMOJSIHEHHbIV MO
rMNCoBOMY CMenky (No3uTuUBY) UM MeTofoM 33D-neyatu cermeHTa 6eapa v COOTBETCTBYHOLLEro ero hopme u
pasMmepam.

3.14 rnnb3a rosieHN: 3neMeHT annaparta OpTONeAMYEeCKOr0 Ha KOMEHHbI CycTaB, BbIMOJIHEHHbIA NO
rMNCOBOMY Crenky (no3utuey) unn meTogomMm 3D neuyatn CermeHTa rosieHun u COOTBETCTBYHOLWEro ee hopme 1
pasmepam.

3.15 knanaH: [eTanb runab3bl roneHn n/mnu 6egpa annapara opTONeAMYECKOro Ha KOJIEHHbIN cycTas,
3akpensieHHas Ha O4HOM W3 KpaeB rM/b3bl TOIEHN W/WAW TWAb3bl 6efpa 1 yMeHbllalwas gaB/eHne aneMeH-
TOB KpPenJIeHWs Ha MArKMe TKaHW CermeHTa roseHn u/wau 6egpa nosnb3oBaTens.

3.16 okaHTOBKa: [leTanb ruab3bl roneHn n/vnu 6egpa annaparta OpTONeLUYECKOTO Ha KONIEHHbIA Cy-
CTaB, BbIMOJIHEHHAsA B BMAE MOMOCbI, OXBaTbiBalOLWen No TOpUy rMab3bl roNeHn n 6egpa, npefHasHavyeHHas
ONa npefoTBpalleHns BO3AENCTBUA KpaeB rMb3 HA MATKMe TKaHu roneHn u begpa, obecneyveHns 6esonac-
HOCTM 1 KoMdpopTa.

3.17 nepdopauusa (optoneaus): McnonHeHwe runb3 roneHn m/unu Geapa ¢ oTBEPCTUAMM ANa npe-
[LOTBpalleHUs U3bbITOYHO! NOTAUBOCTM M 06ecnevyeHns A0CTyna BO3Ayxa K CEIMEHTY KOHEYHOCTHU.

3.18 nonykonbuo: Hecywuii aneMeHT annaparta OpTONeANYecKOro Ha KOMEHHbI cycTaB, BbIMOJIHEH-
Hbli B BUAE MOJIOCHI PA3/IMYHOTO CEYeHUs, pacnosiaraemMblii Ha 3afHeli MOBEPXHOCTM TUNb3bl Gegpa u/mam
FO/IEHN U XEeCTKO COeAMHSAILMNI BEPTUKANbHO PAcMOo/IOXKEHHbIE MO 60KOBbIM MOBEPXHOCTAM LIUHbLI TO/IEHM
uvnn 6eppa.

3.19 cnoii cmArvawmii: fletanb rMab3bl roneHn wu/mnum Geapa annapaTta OpTONefMyeckoro Ha Ko-
JNIEHHbI cycTaB, BbIMOJIHEHHAS U3 NOSIMMEPHbLIX MaTepuasnos, pPacrnosiokeHHass Ha BHYTPEHHE NOBEPXHOCTU
rMab3, NpefHasHavyeHHas AN CMATYEHUA Harpy3ku Ha KOXHble MOKPOBbl CETMEHTOB roneHn u/wnu begpa.

KpenneHuns

3.20 pamka: [eTanb kpenneHusa annapata OpTONEAMYECKOro Ha KOMIEHHbI/i cycTas, BbINOMHEHHASA B
BUAE MeTan/INYecKol A noNMMEpPHON PamMOYHON KOHCTPYKUUM pasMYHOW hopMbl, npegHasHavyeHHas Ans
ycuneHnsa dgukcauum annaparta Ha Tesie nosab3oBaTens.

3.21 waliba: [etanb KpenneHua annapaTta opToneAnYyeckoro Ha KOJIeHHbIli cycTaB, npegHasHa4YeHHas
ONA YyCTaHOBKU Ha COEAVHUTENbHOM 3/1IEMEHTE MEeXAY MMNb30 1 rOI0OBKOW 3aKienku.

3.22 3fieMeHT KpensieHus: Cuctema pukcaumm annapata OpToneAMYecKoro Ha KOJIEHHbIA cycTaB Ha
KOHEYHOCTU nauuneHTa, BbINOJIHAEMas C paMkoli uan 6e3 Hee.
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LWapHupbI

3.23

WapHUpP: DNeMeHT annaparta, BbIMO/IHEHHbI U3 NO/IMMEPHbLIX MaTepuanoB U NpegHasHauYeHHbIi AN
obecneyeHnss NOABUXHOIO COEAMHEHUS KOHCTPYKTUBHbLIX 3/1IEMEHTOB annapara.
[FOCT P 59151—2020, nyHKT 3.3]

3.24 ronoska wWapHupa: Kopnyc lwapHupa Cc 0Cblo, COeNHEHHbIE C BEPXHEW U HUXHEN LMHaMMW.

3.25 knanaH Ha wapHup: [JeTanb rMnb3bl 6egpa opToneauYeckoro anmnaparta Ha KOJMIeHHbIA cycTas,
ycTaHaB/ninBaemas Ha ee 60KOBOI NOBEPXHOCTU CHU3Y, PacnosioXeHHas MOBepX KOJIEHHOro WapHupa v npeg-
Ha3HavyeHHas 418 3aWunTbl OT BO34EeWCTBUSA CONPUKOCHOBEHMUA C NPENATCTBMAMU OKpYXatolein cpeasbi.

3.26 WapHWUpP KOJIEHHbIN: LapHuUp ¢ ronoBkoli, COeAUHEHHOW C WMHaMU 6eapa 1 rofieHn, BblIMOSIHEH-
HbIl U3 MeTan/IMyecknx WA NOSIMMEPHbIX MaTepuasnoB, NpefHasHauvyeHHbIli ANA OCYyWeCcTBAeHNS NOABUMXHO-
CTM B OMpejenieHHOM N0 MeAULMHCKAM MNokKasaHusM guanasoHe, pasrpy3km u (unaum) dukcaumm KOMEHHOro
cycTaBa.

3.27 wapHUp KONEHHbIA C AUCKPETHOW PerynnpoBKOW amMnauTyAbl OBVXeHWI: KoneHHbld wap-
HUpP, B KOTOPOM O6GecneynBaeTCcs AUCKPeTHaa peryivpoBka aMnanTyabl ABXKEHUNA WnH 6egpa OTHOCUTENbHO
LWWH TO/IEHMN.

3.28 wWwapHUp KOJIEHHbIN C 3aMKOM: KOJIEHHbI wWapHMp, CHaBGXeHHbI 3aMKOM A8 ukcaumm WnH
6enpa W rofieHn B HYIEBOM WU 3a4aHHOM NOJTOXEHUN.

3.29 wWwapHUp KOMEHHbIA MOAY/AbHOro Tuna: KOJIEeHHbIN WapHUp, Y KOTOPOro Hecywuii anemeHT —
WMHbI — MMEKT MOAY/IbHYI0 KOHCTPYKLMIO M NPUCOEAMHEHbI C BO3MOXHOCTbIO MX OTCOEAMHEHWUS OT r0/1I0BOK
WapHMpa c Lesbio NPOBeAEeHNs TEXHUYECKOro 06CNyXMNBaHNSA, PEMOHTA, a Takke W3MEHEHUA KOHCTPYKLMU B
CBSA3WN C U3MEHEHMEM MeAULMNHCKNX MOoKasaHuii.

3.30 WapHMp KONEHHbI MOIMMEPHbIA XEeCTKUA nonycdepunyecknini: KoneHHblii WwapHuWp, B KOH-
CTPYKLUIO KOTOPOTrO BXOASAT ABE YCTAHOB/IEHHble Ha obueli ocK xecTkne nonycdeps!, npegHasHayeHHbln ons
OCYLLLECTBMEHUSA ABMXEHUS B KOJIEHHOM CyCTaBe B CaruTTasibHOW NIOCKOCTU W BbINOJIHEHHbIA U3 NOIMMEPHO-
ro matepuana.

3.31 wapHUp KOJIEHHbIW C N/1aBHOW PerynMpoBKOW amMnauTyAbl ABVXEHW: KOMEeHHbIR wapHup C
WnHaMn 6egpa u roneHn, npegHasHayeHHbIn 4ns obecneyeHns NOABMXHOCTU B oNpeaesieHHOM N0 MeAULUH-
CKUM MokasaHuaAM AuanasoHe, pasrpysks u (Mnu) dukcauuy KONEHHOro cycTaBa W JOCTUXEHWS TeM CambiM
NAaBHOTO M3MEHEHMA aMNAUTYyAbl ABWKEHUS.

3.32 WwapHUp KONEHHbIA HEMOAY/bHOTO Tuna: KoneHHbI WwapHUp, rosI0BKM KOTOPOro ABASKTCA Ya-
CTbIO LUWHbI.

Ynopbl

3.33

ynop: 3eMeHT annaparta, npegHasHauyeHHbIli AAs orpaHuyeHus yrna crmbaHus (pasrnb6aHus) B cou-
NeHeHNsIX annaparos.
[FOCT P 59151—2020, nyHkT 3.9]

3.34 ynop perynupyemblii: Ynop, npegHasHauyeHHblil 18 perympoBaHus aMniuTyAbl ABUXEHUS B
COUJIEHEHMN annapaTta OpTONeANYEcKOro Ha KOMEHHbIW cycTas.

3.35 ynop XecTkuii: Ynop, npefHasHauYeHHbll A5 XKEeCTKOro OrpaHuyeHns amnanTyfbl ABUXEHUS B
COYJIEHEHMN annapaTta OpTONeANYECKOr0 Ha KOJIEHHbIW cycTas.

3.36 ynop ynpyruii: Ynop, npegHasHauyeHHblil A5 yNpyroro orpaHuyeHusi aMniautyabl ABUXKEHUS B
COYJIeHEHMN annapaTta OpTONeANYEecKOro Ha KOMEeHHbI cycTas.

LUnHBI

3.37 wwuHa: Hecyuiuii anemMeHT annapara opToneAnYeckoro Ha KOJIeHHbI/ CycTaB, PacrnosioXeHHbId Ha
60OKOBbIX MOBEPXHOCTAX Mb3 Geapa U ronexHn, ob6ecneynBatLLni KecTKOCTb KOHCTPYKLUN.

3.38 wuHa nnockasa: Hecywmit anemMeHT annaparta OpTONeAM4eckoro Ha KOJIeHHbId cycTaB, BblNos-
HEHHbI B BUAE MOJIOCHI NPSIMOYTONILHOIO CEYEHUsl, COEAUHSIIOW NI TONOBKM LWapHUpa C TWIb30i TONEHU K
rMnb30i 6eapa, npeAHasHauYeHHbI Ana o6ecneyeHuUst XXECTKOCTM KOHCTPYKLUKU annapara.

4



FOCT P 71820—2024

3.39 wwuHa npogunbHasa: Hecyuwunit aneMeHT annaparta oOpToneAnYeckoro Ha KoJieHHbI cycTaB c pas-
JINYHBIMUN MO KOHCTPYKUUU KPENEHUSIMU, BbINOJSIHEHHbIV B BUAE XEN06/IEHHOTO UAN NOMYKPYI0ro CEeYEeHUs C
NPSIMOYTrO/NIbHbIM CEYEHMEM Ha KOHUAax, COeAUHSALWNI FON0BKM WapHMpa C rMab30i rosieHn n rmnb3oi 6egpa
ANA 6ONbLIETO YCUIEHNSA XECTKOCTU KOHCTPYKLMM annapaTa.

3.40 WKWHbI MoOAy/bHble: Hecywwnii aneMeHT annapaTa OpTONeAMYECKOrOo Ha KOJIEHHbI cycTaB, Bbl-
NOJIHEHHbIA B BMAE NOMOCHI Pa3/IMYHOIO CEYEHUS, COEAUHEHHbIN C FOIOBKOWN KOMIEHHOTO LWapHUpa ¢ BO3MOX-
HOCTbO OTCOEAUHEHNS.

4 Tunbl 1 obwue TpeboBaHUA

4.1 Twnbl annapaTtos

4.1.1 B 3aBMCMMOCTU OT MexaHu3Ma obecneyvyeHuss gBuUratesibHbIX PYHKUUIA B KOJTEHHOM COY/IEHEHUU
annapartbl opTonegnyeckme Ha KOMEHHbI cycTaB NogpasfensiioT Ha craegyloume TUnbl:

- obecneuynBawlMe peanusayuio ABUraTtenbHbIX QyHKUNA 63 ynpyrux 3/1EMEHTOB;

- obecneuvBawliMe peanusaymio ABUraTtesibHbIX PYHKLNA C yNIpyrumMun anemeHTamu;

- obecneunBalwliMe peanusaumnio ABuratesibHbix PyHKLUMIA 3a CYET UCMNOSIb30BAHWNS BHELIHEro UCTOYHMU-
Ka aHepruu.

4.1.2 B 3aBMCMMOCTM OT mMatepuasna runb3 annapatbl OpToneanyeckne Ha KOJSIeHHbI cycTaB noapas-
LensaT Ha cnefylowme TUnbl:

- C KOXaHbIMW rusb3amu;

- TMnb3amy U3 JINCTOBbLIX TEPMOMNNACTOB;

- TMnb3amMy U3 KOMNO3ULMOHHbLIX peakTonaacToB;

- TMb3aMu M3 KOMNO3ULMOHHBLIX TEPMOMN/IAcTOB.

4.1.3 B 3aBWCMMOCTM OT BO3MOXHOCTW perynpoBaHnss 06beMOB ABUXEHWUSA B KOJIEHHOM COY/IEHEHUU
annapartbl NoApa3fensioT Ha caegylowme TUnNbl:

- C NNaBHOW perynpoBKoii 06 bEMOB ABUXEHMUS B KOJIEHHOM CYCTaBe;

- OUCKPETHOI perysimpoBKOii 06bEeMOB ABUXEHUA B KOJIEHHOM CYyCTaBe;

- 6e3 perynmpoBkn 06bEMOB ABVXEHNSA B KOJIEHHOM CyCTaBe.

4.1.4 B 3aBWCMMOCTM OT MaTepuasioB KOJIEHHbIX LUAPHMPOB annapaTbl OPTONeANYECKNE HA KOJIEHHBbIN
cycTaB nofpasfensioT Ha cnepyrlolwne TUnbl:
C CTa/IbHbIMU KOMIEHHbIMU LWapHUpamu;
AOpantoMUHUEBBIMUN KOMIEHHBIMW LWAapHUPaMU;
WwapHUpamMmn n3 TUTaAHOBLIX CN/1aBOB;
WwapHUpamMy n3 NoSIMMEpPHbIX MaTepuanos.

4.2 O6uwwne TpeboBaHuA

4.2.1 AnnapaT opToneguyeckuii Ha KOJIEHHbI CycTaB [O/DKEH COOTBETCTBOBaTb TpeboBaHWSAM HacCTo-
quiero ctaHgapta, FOCT P 59881—2021 (nyHkTbl 5.1—5.6), TOCT P NCO 22523—2007 (pasgensl 5, 7, 8,
a Takke nyHktbl 12.1.2, 12.1.3, 12.1.4 — B c/iy4ae NpPUMEHEHUs NpuU U3roTOBJ/IEHUN Y3/10B pPas/IMYHbIX U3ro-
ToButeneit), FTOCT P 57765—2021 (nyHkT 5.1), TOCT P 53346—2021 (pasgen 9) B yacTu npeabsBAsgeMblX
TpeboBaHNN N XapakTEPUCTUK, a Takke KOHTPOJibHbIM obpa3uam B cooTBeTcTBUM ¢ TOCT 15.309.

4.2.2 Tlpy N3roToB/IEHNN annapaTtoB OPTONEANYECKUX HA KOMEHHbIA CYyCTaB He [0onyCcKaeTCca NPUMEHATb
nerkoBocnnameHsLWmecs roproyne marepmansl.

4.2.3 TepmonnacTuyHble MaTepuasibl annapaTtoB OPTONEANYECKUX Ha KOJIEHHbIA CycTaB AO/KHbI ObITb
ynpyrumn ans obecneyeHns packpbiBAEMOCTU Kpaes MMib3 Npu UX YCTAHOBKE Ha Tefie Nosib3oBaTerns.

4.2.4 MaTtepwuanbl 1 NOKyMNHble n3genvs, Heobxoaumbsle ANa U3roTOBMEHUA annapara opToneanyeckoro
Ha KOJIEHHbI CycTaB, A,O0/IXKHbI COOTBETCTBOBATb TPE6OBAHUAM AENCTBYHOLLMX CTAHAAPTOB U TEXHUYECKNX YC-
NOBWUIA, YKa3aHHbIX B KOMMNAEKTEe KOHCTPYKTOPCKOW [OKYMEHTaL UK.

4.2.5 MaTtepuanbl rMib3 annapaToB OpTONeANYECKNX Ha KOMEHHbIA CycTaB He AO/KHblI ObiTb PacTsXu-
MbIMW, CXUMaEMbIMU MU U3MEHATb MOJA Harpy3koi cBoK hOpMy B mpouecce akcnayatauun. He gonyckaetcs
NCMNONb30BaHWe ANA U3rOTOBIEHUSA TN/1b3 annapaToB TEKCTU/bHbLIX, AY6NNPOBaHHbIX, TPUMNMPOBAHHbLIX MaTe-
pnanos.

4.2.6 ®opma rusb3 annapaTta opToneAnYeckoro Ha KOJMIeHHbI CycTaB A0J/IXHa COOTBETCTBOBaTb UHAM-
BMAyanbHON dhopMe CerMeHTOB rosieHn u 6egpa, NOsy4eHHO’ MO rTMNCOBOMY MO3nMTMBY MM metogom 3D ne-
yatn (Mo agANTUBHOMY TEXHOIOTMYECKOMY MpoLLeccy) No 3/1eKTPOHHOI (reoMeTpuyeckoii) MoA4enn CerMeHToB
roneHn n 6efpa HUXHEN KOHEYHOCTH.
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4.2.7 PaccTosiHMe MeXAy BHYTPEHHUMMU NOBEPXHOCTAMU HAPY>XXHOT0 U BHYTPEHHEro WapHUPOB A0J/IKHO
npeBbilWaTb pasmep HMKHER KOHEYHOCTM B 06/1aCTU KOMTEHHOrO cycTaBa BO (DPOHTa/IbHOW MIOCKOCTY.

4.2.8 YrnoBble nepemeleHns B WapHMpax AO/DKHbl O6biTb Nerkumu, 6e3 niogToB.

4.2.9 Yron crmbaHus B KOJIEHHbIX LWWapHUpax Ao/KeH 6biTb He MeHee 90 °C ¢ uenbto obecnevyeHus yao6-
CTBa NMpu CUAEeHUN B annapaTte opTONeANYEeCKOM Ha KOMEHHbI/ CycTas.

4.2.10 B annapaTte opToneAnyecKOM Ha KOMEHHbIV cycTaB A0/KHa 6biTb cO6M04€eHa COOCHOCTh B ABU-
XEHUAX BHYTPEHHEro M HapyXHOro KOMeHHbIX LLapHUPOB.

4.2.11 WapHupbl B annapaTte opTonean4eckOM Ha KONEHHbIN cycTaB MOFyT OGbiTb pacnosioXKeHbl Kak Ha
BHYTPEHHUX M HAPYXHbIX OOKOBbIX MOBEPXHOCTAX rMb3 6eApa 1 rofieHn, Tak U TONIbKO Ha HapYXHbIX 6OKOBbIX
NOBEPXHOCTAX b3 6eapa v roneHu.

4.2.12 AnnapaT C ynpyrumu 3fieMeHTaMun [LO/KeH obecneuymBaTb AONOMHUTENbHbIE DYHKUUM 3@ cyeT
MOMEHTOB YNpyrux cua npu xogbbe.

4.2.13 Twnb3bl annapata OpPTONEAMYECKOro Ha KOJIEHHbIA CyCcTaB [O/DKHbI ObiTb BbIMOSIHEHbI U3 MaTe-
puanos, NO3BONAKLWMUX NPOBOAUTL UX MHAMBUAYAbHYIO NOAMOPMOBKY Kak B mpouecce NpuMMepku, Tak u B
npouecce akcnsyaraumm npy U3MeHeHUn MeauLUHCKUX NoKasaHuii.

4.2.14 Knumatuyeckoe UCNOSIHEHWE annapaToB OPTOMEAMYECKUX Ha KOMEHHbI cycTaB — YXJ1 3.1 no
FOCT 15150, gna akcnayatauuu npu TemnepaTtype BHeLWHel cpegbl — oT MuHyc 10 °C go nawc 40 °C, HO
OTHOCUTENbHON BRnaxHocTn 100 %.

4.2.15 Annapatbl OpTONeAW4YeCKME Ha KOJIEHHbI/ CyCTaB AO/MKHbl BblAEPXUBaTb Harpy3ku, BO3HUKaK-
e npu najgeHnn Ha TBepAyt MOBEPXHOCTb C BbICOTbI 1 M.

4.2.16 Annapatbl opToneAuyeckne Ha KOJIEHHbI CyCcTaB AO/MKHbl 06ecneymBaThb BbIMNOSIHEHWE Ha3Ha-
YeHHbIX QYHKUUI 6e3 HapylweHns paboTocnocOH6HOCTM B TEHYEHUE BCErO rapaHTUIHOrO Cpoka akchnayatauuu.

4.2.17 Tlocne TpaHCNOPTMPOBAHMA B YC/IOBUAX OTpuUaTeNIbHbIX Temnepartyp annapartbl opTtoneauye-
CKMe Ha KOMEeHHbIV cycTaB, ynakoBaHHble B TPAHCMOPTHYIO Tapy, AO0/KHbI BOCCTaHaBNMBaTb NoTpebutenbckme
cBoicTBa (6bITb FOTOBLIMY K MPUMEHEHUID MO Ha3HAYEHMWIO) Yyepe3 24 4 HaxXOXAEHMs B MOMELLEHUN C TeMne-
paTypoii okpyxatuien cpegpl (25 + 5) °C.
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annapaTt OpTOMNeAMYEecKMii Ha KOMEHHbIA CycTaB C MHOVBUAYa/IbHbIMM MapamMeTpaMu U3roTOB/IEHUS 31

(annapat opToneamnyecknini Ha KONEHHbI CycTaB)

annapaTt OpTOMneAMYecKuii Ha KOMEeHHbIA CycTaB C MHAMBUAYa/IbHLIMY MapamMeTpaMyu U3roTOB/IeHUS 3.3

015 rnpgpopeabunntaumm

annapat opToneanyeckuii po60TU3MPOBaHHbIN Ha KOMEHHbI CyCcTaB C UHAMBUAYA/IbHBIMU NapamMeT- 3.4

pamMn n3roToBsieHUNA

annapar OpTOI'Ie,CI,I/I‘-IeCKI/IVI Ha KOJEHHbI CyCTaB C nHansmnayajibHbiIM1 napamMmeTpamMmm N3rotoBsieHNA C 3.2

yNpyrumMn afiemeHTamm
rmab3a

rmnb3a 6egpa

rMib3a rosieHn

rosioBKa LapHupa

[OKYMeHTaumsi TEXHUYecKas

3aka3 Ha annapaTt

WCTOYHWNK 3HEPTUN BHELLHWUIA

KnanaH

K/anaH Ha WwapHup

OKaHTOBKa

nepdopaumsa (optoneams)

NoAyKosIbLO

nosib3oBartesb

pamka

cucTemMa ynpaB/ieHMs annaparta OpToneAnYecKoro Ha KOJIEHHbI CyCcTaB
C/IOi CMSAryaroLwmin

y3e/ aKTUBHbIN (annaparta OpToneanyeckoro Ha KOSeHHbI cycTaB)
ynop

yrop XecTKui

yrnop perynvpyembii

ynop ynpyrui

wanba

LapHvp

LapHUP KONEHHbIN

LapHUP KOMEHHbI C AUCKPETHOW PerynMpoBKO aMnanTyAbl ABVKEHWIA
LWapHUP KOMEHHbIM C 3aMKOM

LWapHUP KOJEHHbIM MOAYNbLHOrO Tnna

LWIAaPHMP KOJSIEHHbIV C MN1aBHOW PeryMpoBKOi aMnnTyAbl OBVKEHNIA
LIAPHMP KOJSIEHHbI HEMOAY/BHOrO TMna

LapHUP KOMEHHbI NOMMMEPHbIN XXeCTKUiA nosycepnyecknii

WwrHa

LUMHa naockas

WnHa npogunbHas

LWWHbI MOAY/bHbIE

3/1EMEHT KOCMEeTUYEeCKWNii

3/1EMEHT KperieHus

3.12
3.13
3.14
3.24

3.8

35
311
3.15
3.25
3.16
3.17
3.18

3.7
3.20
3.10
3.19

3.9
3.33
3.35
3.34
3.36
321
3.23
3.26
3.27
3.28
3.29
331
3.32
3.30
3.37
3.38
3.39
3.40

3.6
3.22
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