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MNpepgucnosune

1 PA3BPABEOTAH ®epgepanbHbiM rocyfapCTBEHHbIM  OHOKETHbIM yupexaeHnem «POCCUNCKUIA WH-
CTUTYT cTaHgapTtusauyum» (®rbY «PCT») n O6uWecTBOM C OrpaHW4YeHHO OTBETCTBEHHOCTbK «[llpoTe3Ho-
opToneanyeckoe manoe npegnpuatne «OPTE3» (OO0 «MPOIM MM «OPTE3»)

2 BHECEH TexHunyecknm KOMUTETOM Mo cTaHAapTusaunm TK 381 «TexHuyeckne cpefcrsa v ycnyru gns
WHBA/INAO0B U APYTUX Ma/IOMOOUNBHBIX TPYyNn HaceneHus»

3 YTBEPX/AEH W BBEJAEH B AEVCTBUE MMpukasom ®egepanbHOro areHTcTBa No TEXHUYECKOMY pe-
rynMpoBaHuio 1 MeTponornun ot 22 Hoabpa 2021 r. Ne 1542-cT

4 BBEJEH BIEPBbIE

MpaBuna NpUMeEHeHNs HACTOSALLEro cTaHgapTa yCTaHoB/eHbl B cTaTbhbe 26 defepasibHOro 3akoHa
0T 29 umioHA 2015 r. Ne 162-9d3 «O cTaHgapTu3auum B Poccuiickoin Pegepaunn». VIHpopmaums 06 nsme-
HEHUSAX K HaAcTOosLWeEMY cTaHAapTy nybankyeTca B eXerogHoMm (Mo cocTOosAHMIO Ha 1 sHBaps Tekywero
roga) MHAOpPMaLUMOHHOM ykasaTene «HauuoHasibHble CTaH4apThl», a oPULMabHbIA TEeKCT WU3MEHEeHWUN
M MonpaBoK — B eXeMeCSAYHOM MH(OPMaLUMOHHOM yka3aTene «HauuoHanbHble cTaHgapThli». B cnyvae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOSLLEero cTaHjapTa cCooTBeTCTBYLee yBeJoMeHne byaeT
ony6/iMKoBaHO B GnvkailleMm BbIMYyCKE eXeMeCAYHOro MHGOPMauMOHHOro ykasaTensa «HauuoHanbHble
cTaHgapThi». CooTBeTCTBYWLWAas UHpopMmauns, yBefoMeHne U TeKCTbl pasMeLllalnTCca Takke B UH-
hopmaLmnoHHON cucTeme 0OLWEro nonb3oBaHWs — Ha oduunanbHOM cailTe defepanbHOro areHTCcTBa
No TEeXHWYECKOMY peryMpoBaHui0 U MmeTposiorun B ceTun MIHTepHeT (Www.rst.gov.ru)

© Odopmnenne. drey «PCT», 2021

HacTosiwuii ctaHAapT He MOXeT 6biTb MOJIHOCTBLI0 MM YaCTMYHO BOCMPOU3BEAEH, TUPAXMPOBAH U pac-
npocTpaHeH B KauecTBe OPMLMANBHOIO M3faHusa 6e3 paspeleHns defepanbHOro areHTcTBa No TEXHUYECKO-
My PerysimpoBaHuio 1 MeTposiornu
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HALULMWOHANBbBHbBIN CTAHAAPT POCCUWNCKOW SGELEPALUNU

ATMAPATblI OPTOMNEANYECKNE PELINTMPOKHBLIE

O6wune TexHnYeckmne TpeboBaHusA. Knaccudpukayms

Reciprocal orthoses. General technical requirements. Classification

Jata BBegeHua — 2022—06—01

1 O6nacTb NpUMeHeHuns

HacToswuii cTaHAapT pacnpocTpaHseTcs Ha opToneaunyeckue annapaTbl PeuunpokHbie (ganee — u3-
fAenuve, annapartbl) UHAUBUAYa/IbHOTO U3TOTOB/IEHUS, 06ecneynBaloL e BO3BPATHO-NOCTYNATENLHY NMOX0AKY
3a CYeT B3aMMOCBSI3aHHbIX Ta306€eApPEHHbIX Y3/10B NPaBOii 1 NeBOli KOHEYHOCTeN, COefMHEHHbIX C KOPCETOM
n rmab3amn Geaep, NpuMeHsieMble B npouecce peabunmtaunu AeTeid-uHBanugoB C NOpPaKeHWsAMM Oonop-
HO-ABUTaTe/IbHON CUCTEMbI Pa3/INYHON 3TUOMOTUU MPU MOPAXKEHUN 0GEUX HWXKHUX KOHEYHOCTeli 6e3 3Hauu-
TE/bHbIX KOHTPAKTYp B Ta306€ApPEHHbIX, KOJIEHHbIX U FTONIEHOCTOMNHbIX CyCTaBax.

2 HopmMaTuBHbIe CCbIJIKU

B HacTosAlWeM cTaHapTe UCNO/b30BaHbl HOPMAaTUBHbIE CCbINIKM Ha cnefyrolmne ctaHaapThl:

FOCT 15.309 Cuctema pa3paboTku 1 NOCTAHOBKM MPOAYKLMM HA MPOM3BOACTBO. VIcnbiTaHUA 1 NpUeMKa
BbiNycKaemon npoaykuum. OCHOBHbIE MOSIOXEHMUS

FOCT 177 Bopopopja nepekucb. TexHn4yeckne ycrnoBus

FOCT 10299 3aknenku ¢ NOMYKPYI/10i rofoBKOM KaccoB TOYHOCTM B n C. TexHunueckue ycnoeus

FOCT 15150 MawwuHbl, Nnpubopbl 1 apyrne TexHnyeckme mnsgenus. VICnosfHeHUs ANsa pasinyHbIX KaMma-
TUYECKNX painoHOB. KaTeropuu, ycrioBus akcnayatauuu, XpaHeHus 1 TpaHCNopTMPOBaHWSA B YacTu BO3Aei-
CTBUS KNMMaTUYECKNX (DAaKTOPOB BHELLHEWN cpepabl

FOCT 25644 CpegctBa MoKLWMe CUHTETMYECKME MOPOWKOo6pa3sHbie. Obume TexHMYeckne TpeboBaHmns

FOCT ISO 10993-1 M3pgenus meanumHckne. OueHKa 6MOoorM4yecKoro geiicTBua MeaguuMHCKNX n3genunii.
YacTtb 1. OueHka n uccneposaHus

FOCT 1SO 10993-5 MN3genua meauumHckme. OueHka 6M010TMYECKOro 4eNCTBUA MeULUHCKUX N3aennii.
YacTb 5. MiccnenoBaHust Ha LMTOTOKCMYHOCTb: METOAbI in Vitro

FOCT I1SO 10993-10 U3pgenusa mepguumHckme. OueHka 6MOIOTMYECKOro AeincTBUA MeaULUUHCKUX n3ge-
nuii. Yactb 10. MiccnepoBaHusa pasgpaxarolero U CEHCM6MAn3upyLwero A4encremsa

FOCT I1SO 10993-12 U3pgenua mepunuumHckme. OueHka 6MOMIOTMYECKOro AeicTBUA MeAULUUHCKUX n3ge-
nuii. Yactb 12. MNMpurotoBneHne nNpob M KOHTPONbHbIE 06pasybl

FOCT P 27.301 HafgexHOCTb B TEXHUKE. YNpaBneHne HafexXHOCTbio. TeXHnka aHanm3a 6e30TKa3HOCTU.
OCHOBHbIE MOJIOXEHUSA

FOCT P 50444 Mpu6opsl, annapaTtbl 1 060pygoBaHne meguumnHckoe. O6wmne TexHnyeckme TpeboBaHus

FOCT P 51632 TexHuuyeckne cpefctBa peabunutaynmn Nwgein ¢ orpaHNYEHUAMU XU3HeAeATeIbHOCTH.
O6ume TexHn4yeckme TpeboBaHUA 1 METOAbI UCMNbITAHWU

FOCT P 52770 W3pgenua megunuynHckne. TpeboBaHua 6e3onacHOCTM. MeToAabl CaHMTAPHO-XMMUYECKMX
N TOKCUKOMOTUYECKUX UCTMbITAHWA

FOCT P 57765 N3genusa npoTe3Ho-opToneanyeckne. O6umne TexHnyeckne TpeboBaHus

FOCT P NCO 22523—2007 lMNpoTe3bl KOHEYHOCTEN M OpTe3bl HapyXHble. TpeboBaHUSA 1 MeTOAbl UCMbI-
TaHui

M3pgaHne odumumnanbHoe
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MprumedyaHne — [lpu N0Mb30BaHWM HACTOSILUMM CTaHAAPTOM Lie/Iecoo6pasHo NPOBEpUTb AENCTBUE CChIoY-
HbIX CTaHAAPTOB B MHOPMALIMOHHOW CUCTEME OGLLETO MO/Ib30BaHUA — Ha ohrLManibHOM caiite deaepasibHOrO areHT-
CTBA MO TEXHWYECKOMY PEerysiMpoBaHuio 1 METPOSIOMU B ceTU VIHTEPHET WK Mo eXerogHoMy MHADOPMaLMOHHOMY ykasa-
Ten «HauuoHasbHble CTaHAapTb», KOTOPbIA OnyG/IMKOBaH MO COCTOSIHUKO Ha 1 siHBapsi TEKYLLEro roda, v rno Bbinyckam
€XemMecsYHOro UH(hOPMAaLMOHHOTO yKazaTens «HauuoHa/lbHble CTaHAapTbl» 3a TEKYLUUI rof. Ecnm 3aMeHEeH CCbIMOYHBII
CTaHAapT, Ha KOTOpPbIi [aHa HeJaTMpPOBaHHAsH CCblKa, TO PEKOMEHAYETCS WCMO/b30BaTh AEWCTBYIOLLYI0 BEPCUI0 3TOM0
CTaHfapTa C YYEeTOM BCEX BHECEHHbIX B AaHHYI0 BEpCUiO M3MeHeHWii. EC/M 3aMeHEeH CCbIOYHbIA CTaHAapT, Ha KoTo-
pblii fjaHa AaTUpOBaHHas CCblKa, TO PEKOMEHAYETCS! MCMOJIb30BaTh BEPCUID 3TOMO CTAHAAPTA C YKa3aHHbIM BbILLIE FO0M
yTBEPXAEHUS (MPUHATUS). ECnM nocne yTBEPXKAEHNs! HACTOSILLEro CTaHaapTa B CCbUTOUHbINA CTaHAAPT, Ha KOTOPbIA AaHa
[laTVpOBaHHas CCbIKa, BHECEHO M3MEHEHMWE, 3aTparuBatoLLee NosIoKeHre, Ha KOTOPOe faHa CCblika, TO 3TO MOMOoXEHWe
PEKOMEHYETCS MPUMEHSTL 6e3 yyeTa AaHHOrO M3MeHEHWs. ECnn CCbIOYHbIA CTaHAapT OTMEHEH 6e3 3aMeHbl, TO Nosio-
)XeHUe, B KOTOPOM AaHa CChl/ika Ha HEro, PeKOMeHAYETC MPUMEHSTb B YacTu, He 3aTparvBaroLLeil 3Ty CCbIKY.

3 TepmMuHbI 1N onpeaeneHns

B HacTosweM cTaHfapTe NPUMEHEHbI cnegyrolime TeEPMUHbI C COOTBETCTBYHOWMMMN onpeaeneHnsImMu:

3.1 peumnpokHbIli opTonepuyecknii annapat: TexHUYeckoe cpeacTBO peabunutauyuu, umerouiee
WapHMpPbl, MEXaHU3M A/ PEeLMNPOKHOro ABUXEHUS, TNb3bl 6efep, roNeHeir, cTon, KopceTa, 3N1eMeHThbl Kpe-
naeHns, HageBaemMoe Ha Ty/I0BULLE C 3aXBaTOM Ta30BOro nosica, 6egep, KOSEHHbIX CyCTaBOB, FOJIEHEN, rone-
HOCTOMHbIX CYyCTaBOB, CTON 06€MX HMWKHUX KOHEYHOCTEN.

3.2 peunnpokHoe nNepeaBMXeHNe: B3aumocBsizaHHble NoovyepesHble ABUXEHWUS JIEBO M NpaBoOi KO-
HeyHocTeli, o6ecneunBaemble peyUNnpPOKHbIM MEeXaHU3MOM, YCTAHOBJ/IEHHbIM Ha GOKOBbIX M 3afHUX NOBEPXHO-
CTAX KOpceTa U Ha rMnb3ax 6edep B PeLUMNPOKHOM opToneanyeckoM annaparte.

3.3 MeXaHM3M pPeLUnpPOKHOTO ABWXKEHUA: DNEMeHT annaparta, 06beANHALWNIA Ta3ob6epeHHbIe Y3/ibl
N coefuMHUTENbHbIE Y3/bl, 06ecneYnBalOWnii B3aMMOCBA3aHHOCTb NEPEKPECTHbLIX ABWXEHW B NpaBoil n ne-
BOW KOHEYHOCTSX, BOCNPOM3BOAALWMNX BO3BPATHO-NOCTYNAaTENbHbIE ABUXEHUS.

3.4 BHewHsAs cucTeMa TpocoB: CoeAuHUTENbHbIV y3en annapata COeAUHUTENbHbIN, nMmelwmnii agsa
napannenbHbiX TpOCa, COEANHEHHbIX O4HUM KOHLOM C MpaBbiM, a APYrMM C /IEBbIM Ta3obegpeHHbIMU y31amMu
M pacnosioXeHHblli cBepxy kopceTa 6e3 KpensieHus Ha ero 3afHell NOBEPXHOCTU.

3.5 BCTpOeHHas cucTeMa TPOCOB: Y3e/ annapaTa, UMeLmnii ABa napasnsiefbHblX Tpoca, COeANHEHHbIX
OAHUM KOHLLOM C NpaBblM, APYTM e/ieBbIM Ta306epeHHbIMU Yy31aMn U pacnosioXeHHbIli Ha 3afHel nnacTuHe.

3.6 3a4HAA nnacTuHa: JNeMeHT annaparta, YyCTaHOBMEHHbIi Ha KopceTe W ornbalowmnii ero no 3agHen
N 60KOBbIM NMOBEPXHOCTSIM Ha YPOBHE BEpXHei YacTu Ta3zobeApeHHbIX Y3/10B.

3.7 Kopombicio: CoeAnHUTENbHBIN y3en annaparta, BbIMO/IHEHHbIA B BuAe MOABWXHOW Ayru, yCTaHOB-
NIEHHOW B LEHTpe 3aAHeli NiacTuHbl, Ha 1IEBOM 1 NPaBOM KOHLE KOTOPOA MMEKTCS WapHUpPbl C MPOMEXYTOuU-
HbIMW 3BEHbAMMU, LWAPHUPHO-COEANHEHHbIMMW C NPaBbIM U JIEBbIM Ta306eApeHHbIMU Y3/1aMU COOTBETCTBEHHO.

3.8 rmnb3a: dnemMeHT opToneanyYecKkoro annapata, BbIMO/IHEHHbIV B BuAe (UIypPHOI MPOCTPaHCTBEH-
HOli pa3beMHoli 060/104YKM Pa3/IMYHOM XECTKOCTU, COOTBETCTBYIOWMNIA MO pOpMe cCerMeHTam Ty/loBULLA WK
6eapa, Wav roneHn, Uam cTon, npegHasHayYeHHblli ANs yCTaHOBKM Ha COOTBETCTBYHLWMI CETMEHT 1 obecneun-
BalLMii pacnpegeneHne Harpysku.

3.9 wapHup: dnemeHT annapaTa, BbiMOJ/IHEHHbIA U3 MeTansa, npefHasHauvyeHHbIli s obecrnevyeHun
NOABMXHOTO COeANHEHUA aeTanel annapaTta.

3.10 cmArvyarwWwmii cnoii: nemeHT annapara, PacnoflioXeHHbIi Ha BHYTPEHHEN MOBEPXHOCTU TWU/b3,
npegHasHayYeHHbIN A1 CMSATYEHUA Harpy3knm Ha KOXHble MOKPOBbI U KOCTHbIE BbICTYMbl CETMEHTOB HUKHEWN
KOHEYHOCTW U Ty/ioBMLA.

3.11 BK/1afHOW 3/1eMeHT: DNEeMeHT annapaTta, ycTaHaB/IMBaeMblli BHYTPU TUNb3bl CTOMbI, HapyXHas
NOBEPXHOCTb KOTOPOro Mo popmMe COOTBETCTBYET BHYTPEHHEW (DOPME TU/Mb3bl CTOMbI, & BHYTPEHHSAS NOBEpPX-
HOCTb — OCOGEHHOCTSIM CTPOEHUSI U KOPPEKLMMN CTOMbI.

3.12 knanaH: J/eMeHT annapaTa, 3aKpensieHHbI Ha Of4HOI M3 KpaeB rMAb3bl M YMEHbLUAKLWNIi aasne-
HMe 3NEeMEHTOB KpPenjieHnss Ha MSArkMe TKaHW CerMeHTa nauyueHTa.

3.13 anemeHT KpenneHus: [leTanb KOHCTPYKUMM annapaTa, obecneuymBarlias ukcauuw annaparta
Ha HUXHUX KOHEYHOCTAX U TYNOBULLE MauMeHTa.

3.14 noAOWBEHHbI KOMMNEHCALNOHHbIA CNOW: dNeMeHT annapara, yctaHaB/iMBaeMbllii N0 MeAULMH-
CKMM MOKa3aHUsSM Ha HUXHEe NOBEPXHOCTW FWb3bl CTOMblI U NpeAHa3HaYEeHHbIW A1 KOMMEeHcaLuM ykopoye-
HUA HUXHE KOHEeUYHOCTM.

3.15 kopceT: TexHn4yeckoe cpefcTBO peabunutayumn, B KOTOPOM 3a CYET MM/b3bl NPOUCXOAUT mKcaLnus
N pa3rpyska Mo3BOHOYHMKA W CETMEHTa Ty/I0BULLA B OTKOPPETMPOBaHHOM MOJI0XEHUN.

2
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4 Knaccudukauymsa

AnnapaTtbl npejHa3HayeHbl A1 obecneyeHUss PeuunpoKHOro nepeaBMXEHUs WHBaNWAO0B U GOJbHbIX
C MOPaXeHUAMU 06enX HMKHUX KOHEeYHOCTell 6e3 BbipaXEHHbIX KOHTPaKTyp, dukcauuu, pasrpysku, Koppek-
LMW OTAENOB HWXHWUX KOHEYHOCTEel B mpouecce peabunvMtaumu, KOTopble knaccuguumpoBaHbl N0 crepyio-
WMM NpU3HaKam:
a) No KOHCTPYKLMM MexaHn3ma peLunpokHOro ABMKEHUS:
1) c BHELWHEN CUCTEMOI TPOCOB;
2) BCTPOEHHOI CMCTEMOI TPOCOB;
3) KOpOMbICNOM;
6) N0 KOHCTPYKUMMW LWApHNPOB Ta3obeApeHHOro y3na:
1) ¢ UMANHAPUYECKUMN WapHUPaMMU;
2) nonycepuyeckumin wapHupamum;
B) MO KOHCTPYKUWUWN yCTPOWACTBA:
1) c AByMSA Ta306e4peHHbIMU, YETbIPbMS KO/TEHHbIMU W YeTbIPbMS TO/IEHOCTOMHLIMU y3/1aMu;
2) nBymMs Ta3o6eApeHHbIMU, ABYMSA KOIEHHbIMU W ABYMSI TO/IEHOCTOMHLIMW Yy3/1aMu;
3) AByMA Ta3o6eApeHHbIMU, ABYMSA KOJTEHHbIMW y3/1aMu;
) N0 KOHCTPYKLMKN KopceTa:
1) Ha MOSACHUYHBIV OTAEs NO3BOHOYHWUKA;
2) HWXKHe-TPYAHON OTAEeN NO3BOHOYHNKA,;
[) N0 KOHCTPYKLUWN TUNb3:
1) ¢ runb3amm Cc NnepefHUM KianaHoM;
2) rMnb3aMn € ynpyro-anacTuyHbIMU yyacTKamu;
3) rMAb3amMu co cMArYalWnmMm 31ieMeHTaMu, ycTaHaB/IMBaeMbIMU Ha NMepeaHNX yyacTkax KpennaeHui;
€) N0 KOHCTPYKLMW TMNb3 TOIEHN U CTOMbI:
1) c ruib3amMm rofieHN U CTONbI, BbIMOSIHEHHBIMU 3a O4HO Lefioe C r’mab3amMmu CToNbl U OTKPbITbIMU C3a4u;
2) rMib3amm rosIeHN 1 CTOMbI, BbINO/THEHHBLIMUN 3@ OAHO LeJsI0€ C M1b3aMy CTOMbl U OTKPbITbIMU CNepeau;
3) rMnb3amMu rofieHn U CToMbl, BbIMOSHEHHBIMU Pa3fesibHO N COEAUHEHHbIMU LapHUpamm;
X) N0 KOHCTPYKUMKM TazobedpeHHOoro y3na:
1) c NNaBHOI PerynMpoBKO ananasoHa ABUXEHUS;
2) 3af,aHHbIM AMana3oHOM ABUXEHUS.

5 TexHn4yeckne TpeboBaHus

5.1 TpeboBaHUA HageXHOCTU

5.1.1 AnnapaT AO/IXeH COOTBeTCTBOBaTb TpeboBaHMAM HacToswero ctaHgaprta, FTOCT P CO 22523,
FOCT P 51632, TOCT P 57765, TOCT P 50444 B yacTu npegbsBnsieMblX Tpeb60BaHUM U XapakTepUCTUK, a Tak-
€ KOHTpPO/bHbIM 06pa3uyam B cooTBeTcTBMM ¢ TOCT 15.309.

5.1.2 Bce annapaTtbl 4O/DKHbI COOTBETCTBOBATbL TpeboBaHuamM FOCT P 27.301.

5.1.3 Ha3HaueHHbIi CPOK CNyX6bl annapaTtosB [O/DKEH COOTBETCTBOBaTb CPOKaM MOJIb30BaHMA opTone-
AnyeckuMn n3genuamu, ycTaHoBneHHbiMu B [1].

5.1.4 Ansa annapaToB, Nogfexalwux pemMoHTy, TpeboBaHUA PEeMOHTONPUIOAHOCTN AO/DKHbI 6bITh yCTa-
HOBJ/IEHbI NMPEANPUATUEM-U3TOTOBUTENIEM B TEXHMYECKUX ycnosuax (TY) Ha nsgenue.

5.2 Tpeb6oBaHMA CTOMKOCTU K BHELWHUM BO3AECTBUAM

5.2.1 Knumartunyeckoe ncnosiHeHne annapatos — no NOCT 15150, HO gna akcnayartayuu npu temnepa-
Type BHeLWHeN cpegbl — oT MmuHyc 10 °C go nawoc 40 °C u BnaxHocTtn 100 %.

5.2.2 Annapat Ao/HKeH ObiTb YCTONYUB K CAHUTAPHO-TMTMEHNYeCKoin o06paboTke 3 %-HbIM PacTBOPOM
nepekucun sogopoga no NOCT 177 c pobaBneHnem 0,5 %-Horo mowwero cpeactea no NOCT 25644 nu6o gpy-
TMX MOKWLMNX CPeACTB, YKa3aHHbIX B TEXHUYECKON M aKcnyaTaluMoOHHON AOKYMEeHTaunn U3roToBuTens.

5.2.3 Annapatbl JO/KHbl 6bITb YCTOWYMBBIMU K BO34EMCTBMIO BMONOTMYECKUX XuakocTtel (not, moya) [2].

5.2.4 MNpy TpaHCNOPTUPOBAHUMN U XPaHEHUW annapaTbl 40/DKHbl ObITb YCTONYMBBI K KIMMATUYECKUM (hak-
Topam BHelHel cpeabl AN ycrnoBuin xpaHennsa 2 no FOCT 15150.

5.2.5 KocmeTunyeckme anemMeHTbl annapaTtosB (Mpu Hanauuuu) AO/DKHbI 6blITb M3rOTOB/IEHBI K3 MaTepua-
nos., gonyckawuwmx o06paboTky BOAHbIM PacTBOPOM HeWTpasibHbIX MOKLMX CPEeACTB, yKa3aHHbIX B N. 5.2.2.
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5.2.6 AnnapaTbl [O/DKHbI BblAepXUBaTb Harpysku, BO3HUKaloWMe Npu najeHnun Ha TBepAayl MnoBepx-
HOCTb C BbICOTbI 1 M.

5.2.7 lMocne TpaHCNOpTUPOBAHUA B YC/IOBUAX OTpuULaTE/IbHbIX TemnepaTtyp annapaTbl, ynakoBaHHble
B TPAHCNOPTHYIO Tapy, A0/XHbl BOCCTaHaB/MBaTb NOTpebuTesibCckne cBoincTaa (6bITb TOTOBLIMU K NPUMEHEHWIO
No Ha3HayeHu) yepes 24 4 HaXOXAEHUA B MOMELLEHUM C TEMMepaTypoli okpyxatuwein cpegbl (20 £0,5) °C.

5.2.8 AnnapaTbl He [OJ/IKHbI NojBepraTbCsA BO3AEACTBUIO pacTBopuTesield, Wesiovein n Kpacawmux se-
LecTB.

5.2.9 MeTannuyeckne getanu annaparta AO/DKHbl UMETb KOPPO3UOHHO-CTOMKME NOKPbITUSA.

5.3 KOHCTpyKTUBHbIe TpeboBaHUNA

5.3.1 Macca annapaTtoB 0/IKHA OblTb MUHMMaNIbHO BO3MOXHOW M3 TEXHUYECKNX PeLleHnii n npuMmeHse-
MbIX MaTepuanoB nNpy o6ecnevyeHnn HeobxoaMMbIX IKCNIyaTauMOHHbIX TPe60BaHN 1 yKa3daHa B TEXHUYECKON
LOKYMeHTauum n3rotoBmutens A8 KaXx4oro BapvaHTa MCNOMIHEHMA annapaTos.

5.3.2 MexaHn3M peuunpoKHOro ABWXEHUSA AO/DKEH 06befuHATH TaszobefpeHHble U coeAuHUTESbHbIE
y3nbl 1 06ecneynBaTb B3aMMOCBSA3aHHOCTb NEPEKPECTHbIX ABMXEHWNI B NpaBOi W N1€BO KOHEYHOCTU 6e3 3a-
eflaHni.

5.3.3 BHeLWHI0 cucTemy TPOCOB criefyeT COeANHATb O4HUM KOHLOM C NpaBbiM, a APYrMM KOHLLOM C fne-
BbIM Ta3o6eApeHHbIMY y31laMU 1 pacnosiaratb CBEPXY 3afHEN NMOBEPXHOCTM KopceTa.

5.3.4 BcTpoeHHasa cuctema TPOCOB A0/KHA O4HVMM KOHLOM C MpasbiM, a APYrMM KOHLOM C JIeBbIM Ta30-
6eApeHHbIMM y3/1amMuK pacnofarateCsa 3anognuo Ha 3afHei nnacTuHe.

5.3.5 3agHas nnactMHa fosmkHa ObiTb XXECTKO YCTaHOBJ/IEHA Ha KopceTe u ormbaTtb ero no 3agHei mn 6o-
KOBbIM MOBEPXHOCTAM Ha YPOBHE BEPXHUX KpaeB Ta3o6eApeHHbIX Y3/10B.

5.3.6 [lBuXeHne TpocoB, AgeTasieil, KoOpoMbicna AO/IHKHO 6bITb CBOOGOAHbLIM, 6€3 3aedaHuil.

5.3.7 KoHCTpykuusa n matepuanbl annapaToB A0/KHbl obecrneynBaTb Heobxogumyl dukcaumio rone-
HOCTOMHOrO, KOJIEHHOr0, Ta306e4pPEHHOr0 CyCTaBOB B NPUAAHHOM MOJMIOXEHUN KOPPEKLUN.

5.3.8 KOHCTpyKUMs 1 MaTepuanbl rMb3bl KOpceTa annaparta AO/DKHbl ob6ecneynBaTtb HEOO6XO4MMYIO MO-
cafKy Ha Tas30Bbllii Nosic, pasrpy3ky, oUKcalmn CErMeHTOB Ty/10BMLa B MPUAAHHOM MOJIOXEHUN KOPPEKLUU.

5.3.9 Mpun n3roToBfieHMN annapaToB Ha BHYTPEHHEN CTOPOHE TUb3bl AO/MKEH ObITb CMArYawLWwnii cnom
U3 BCMEHEHHOrO MaTepuana c yAesbHOl NA0THOCTbIO He 6onee 80 kr/m3. MNpu N3roTOBNEHUN TUNb3 U3 BOJO-
HENpPOHMLLAEeMbIX MaTepmanos AONYCKAETCA CMArYatwLWmii CION He BbINOMHAT.

5.3.10 AnnapaT no CBOEMY KOHCTPYKTMBHOMY MOCTPOEHWUK He AO0/IKEH HapywaTb KpoBooOGpalieHus
B MATKUX TKAHAX NOpPaXeHHON KOHEYHOCTU W BbI3biBaTb pa3fpaKeHne KOXHOro nokpoBa.

5.3.11 AnnapaT no cBOEMY KOHCTPYKTMBHOMY MOCTPOEHMUIO JOMKEH obecneynBaTb OTCYTCTBME GOJIEBLIX
OLYLWEHWNA, N3NNLLIHErO AaB/IEHUA Ha KOCTHble BbICTYMbl, HAMWHOB U NOTEPTOCTEA.

5.3.12 AnnapaTt fo/XeH obecneymBaTb ONOPOCNOCOOHOCTb KOHEUYHOCTEN.

5.3.13 KoHCcTpyKuma annaparta go/kHa obecneuvBaTb y406CTBO €ro MCNOMb30BaHUA Npu akcnayaTaunu.

5.3.14 CmsaAryawwuii cnon gonxeH 6biTb 3adMKCMPOBAH HAa BHYTPEHHEN CTOPOHE T1/1b3 NPUK/IENBAHMNEM
nnu apyrum cnoco6om, obecneynBaloLMm ero HagexHoe yaepxaHne Ha NoBepPXHOCTU.

5.3.15 HuXHAS NMOBEPXHOCTb FM/b3bl CTOMbI A0/HKHA UMETb MOAOLWBEHHbIA C/I0, COOTBETCTBYHOLWUIA Me-
OVULNHCKMM NOKasaHusM.

5.3.16 Tunb3bl 6egpa AOMKHbI N0 BEPXHEMY KOHTYPY UMeTb OTBanbl. JjonyckaeTca U3rotasnivMBaTtb rMib-
3bl 6egpa 6e3 oTBasIOB.

5.3.17 T'wnb3a cTonbl B NATOYHOM OTAEeNe LO/KHA MNAOTHO yAepxXusaTb cTony 6e3 obpasoBaHusa 3asopa.

5.3.18 OnopHasa 4YacTb NOAOLIBEHHOIO C/10S TMb3bl CTOMbI AO/HKHA UMETb hopMy cnefa o6yBMu.

5.3.19 Bce 3anemeHTbl annapaTtoB criegyeT cobmpaTb C MOMOLLbI Kpenexa, obecnevynBalolLero Hagex-
HYl0 oMKcauulo 31EMEHTOB annapaTtoB B ONPeAE/IEHHOM MOMI0XEHUMN.

5.3.20 BHyTpeHHsAs dopmMa runb3 CTonbl, roneHn n begpa A0/MKHA COOTBETCTBOBATb UHAUBMAYAbHbIM
napaMeTpaM HUWXHEN KOHEYHOCTW, a KopceTa 4acTu TynoBuuia — B 3afaHHOM TMOJIOXKEHWUU, HEe OKa3biBaTb
Ha TKaHW M36bITOYHOrO AaB/IEHUA U COOTBETCTBOBATL TPeHOBAHMAM 3akasa.

5.3.21 Ha BHyTpeHHE NOBEPXHOCTU FM/1b3 U3AENWI HE AO/DKHO ObiTh YTOJLLEHWIA, OKa3biBAKLWNX N36bI-
TOYHOE [JaBJ/IEHNE Ha MATKME TKaHW W KOCTHble BbICTYMbI.

5.3.22 TonuwmHa cmAryarLwero cfoa rmab3 annaparta Ao/KHa O6biTb HE MeHee 2 MM.

5.3.23 Ha BHyTpeHHEe NOBEPXHOCTU TM/1b3 CO CMATYalLWmnM CAOEM He AO/IHKHO O6biTb MOPLYWH, CKNAA0K,
3aMWHOB W OTC/IOEHUI CMATYaKLWEro cnos.

5.3.24 BHewHne 06BOAbI TWUIb3 AO/DKHbI ObiTb N/IABHbIMW, 3CTETUYHLIMW, HE WMETb OCTPbIX Kpaes
U HE BbI3blBaTb HAapYLWEHNI LENOCTHOCTM M MOBbLIWEHHONO M3HOCA OAEXAbl NauneHTa.

4
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5.3.25 3aknenoyHble coeguHeHnsa no NOCT 10299 He [O/MKHbI MMETb CMeW,eHUsA TrOJIOBKA OT ee Ocu,
[OJ/DKHbI 6bITb NJIOTHO NOATSAHYTbI, 06XaThbl, HE MMETb OCTPbIX KPOMOK ¥ 3ayCEHLEB 1 HE BbICTyNnaTb Haf BHY-
TPEHHel NOBEPXHOCTbIO TUNb3.

5.3.26 Bo u3bexaHune M3NULWHEro noTtooTaeneHnsa AonyckaeTcs MAb3bl CKENeTuposaTtb Wan nepgopu-
poBaTtb, NPy 3TOM Kpasi OTBEPCTUI AO/DKHbI ObiTb POBHbIMU M MNAAKO 3a4nlLLEeHHbIMMK, 6€3 OCTPbIX KPOMOK.

5.3.27 2nemMeHTbl KpensaeHuii 4O/DKHbI HAAEXHO PMKCUpPOBaTh rMAb3y annapara Ha HKHel KOHeUYHOCT!.

5.3.28 LlUlapHupbl He A0/MKHbI OKa3biBaTb AaB/IEHUA Ha KOXHble NOKPOBbl U KOCTHbIE BbICTYMbl B 06/1aCTU
NnofAbIxXek.

5.4 TpeboBaHNA K MaTepuanam

5.4.1 SnemMeHTbl annaparta, KOHTaKTMpYyLWMe ¢ TeZIOM YenoBeka, A0/KHbl ObiTb U3roTOBNEHbI U3 MaTe-
prnanoB, COOTBETCTBYHOLWMNX TpeboBaHUsM 6uonornyeckolin 6esonacHoctn no NOCT ISO 10993-1, NOCT ISO
10993-5, TOCT ISO 10993-10 u FOCT ISO 10993-12 1 Tpe60oBaHUAM CaHUTAPHO-XUMUYECKON N TOKCUKO/IOTUN-
yeckol 6e3onacHocty no N'OCT P 52770.

5.4.2 TMpy M3roToBNEHUN annapaTtoB He [OMyCKaeTCA NPUMEHATb NerkoBOCN/JaMeHsaLWwmnecs roproyme
mMaTepuarnsl.

5.4.3 TepmonnacTuyHble NOMMMEpHble MaTepuanbl annapaTtoB LO/KHbl ob6ecneymBaTb BO3MOXHOCTb
TEPMUYECKOW N MeXaHN4ecKoi NnoAroHkn (NoadgopMoBKHM).

5.4.4 Matepwuanbl b3 AO/KHbI 06ecneynBaTb YCTAHOBKY 3akNenoYHbiX coefuHeHuii 6e3 nx pacTpe-
CKMBaHUA.

5.4.5 MaTtepuanbl rmib3 annapaTtoB He AO0/IKHbI ObiTb PACTAXUMbIMUK, CKMUMAEMbIMU U AechopMmnpoBaTh-
CcA B npouecce akcnayartauum. He gonyckaeTtcsa ucnosb3oBaHue ANS U3rOTOBJIEHUA TWUb3 annapatoB Tek-
CTUNBHBIX, AY6/INPOBAHHBIX, TPUMAMPOBAHHbLIX Marepuasnos.

5.4.6 MaTtepuanbl 1 31eMEHTbl KPenaeHua m3genusa Oo/DKHbl 6bITb paboTOCNOCO6GHLIMM B TEUEHME Ha-
3HAYEeHHOro cpoka Cnyx6bl, yCTaHOB/IEHHOTO B 5.1.3.

5.5 Tpeb6oBaHNA K XpaHEeHNtO, TPAHCMOPTUPOBAHNIO, MAapPKNPOBKE U yNnakoBkKe

5.5.1 Annapartbl cnepyeTt XpaHUTb Ha CTesijlaXax B COOTBETCTBUU C yCnoBMAMU xpaHeHua 2 no NOCT
15150 B 3aKpbITbiX NOMELLEHNAX, B ynakoBaHHOM Buae npu Temnepartype oT 5 °C go 25 °C n 0THOCUTESNbHO
BnaxHocTn Bosgyxa ot 10 % o 80 % c 3awmToli OT nonagaHus NPSMbIX COTHEYHbIX TyYen.

5.5.2 PaccTosiHne XpaHsALWmMXca U3[enunii 0T OTONUTENbHbIX U HarpeBaTeNbHbIX NPUOGOPOB AO/HKHO ObITh
He MeHee 1 m.

5.5.3 XpaHeHune B HECKO/IbKO psAfoB (WTabenmpoBaHue) He 4ONYCTUMO.

5.5.4 TpaHcnopTupoBaHue annapatoB c/iefyeT OCyWecTB/ATb BCEMU BUAAMU KPbITOrO TpaHcnopTa
B cootBeTcTBUM ¢ TOCT 15150 n npaBmaamum nepeBo30K, AENCTBYHOLWMMN Ha faHHOM BuAe TpaHcnopTa, npe-
[OXPaHAsa UX OT MeXaHW4yeckux NOBpexXAeHuin n atMmoctepHbIX 0CanKoB MPU BbIMOSHEHUN MOrPY304YHO-pas-
rpy304HbIX paboT.

5.5.5 MapknpoBKka annapaToB g0/hkHa cooTBeTCTBOBaTb TpeboBaHusam FOCT P MCO 22523 (nogpasgen
13.2) 1 TY Ha annapar.

5.5.6 Tpeb6oBaHua K ynakoBke annaparta, B TOM 4uC/ie KOHKpPEeTHble Cnocobbl YyNakKoBbIBaHUSA, a Takxe
npMMeHsemble Mpu 3TOM maTtepuasnbl ¥ TUN TPAHCNOPTHON Tapbl AO/KHbI 6biTb YKa3aHbl M3roToBUTENEM an-
napata B TY KOHKpeTHOro suga.
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