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MNpepgnucnoBne

1 PA3BPABOTAH 3akpbiTbiM akLMOHEpHbIM 06LWEeCTBOM «Hay4yHO-NMPOU3BOACTBEHHbIN LLEeHTP «OroHek»

2 BHECEH TexHuyeckum komutetom no ctaHpapTtusaumm TK 381 «TexHuyeckue cpepcrsa v ycnyru
ONA UHBANNAOB U APYTUX MANOMOOGWUNBHBIX TPYMN HaceneHus»

3 YTBEPX/JAEH W BBEJEH B AEWCTBWE T[pukazom ®defepansbHOro areHTCTea Mo TEXHUYECKOMY
perynMpoBaHuio U MeTponornn ot 27 Hosbpsa 2025 . Ne 1542-cT

4 B3AMEH IOCT P 59882—2021

MpaBuna NnpUMeHeHNA HaCTOALLEro cTaHjapTa YCTaHOB/EeHbl B cCTaTbe 26 ®PefepasibHOro 3akoHa
0T 29 uioHA 2015 r. Ne 162-d3 «O cTaHgapTulaumm B Poccuitckon depgepauuun». VMIHpopmauyms o6 ns-
MEHEHUAX K HACToALleMy CTaHgapTy Ny6ankyeTcs B eXerogHoM (No COCTOSAHMIO Ha 1 AHBapsa TeKyLlero
roga) MHQOpMaUMOHHOM yKasaTene «HauuoHasibHble CTaHA4apThi», a ohuymanbHbli TEKCT WU3MEHEeHWUN
M MonpaBoK — B €XeMeCAYHOM MH(OPMALMOHHOM yKasaTene «HauuoHanbHble CTaHfapThi». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMeHbl HACTOSALWEro cTaHjgapTa cCooTBeTCTBYLee yBegomieHne byaeT
ony6/IMKOBaHO B GAMkKanliem BbINyCKe eXeMecsa4YHOro MHGOPMaUUOHHOro ykasaTens «HauuoHasbHble
cTaHgapThi». CooTBeTCTBYWLWAas UHpopMmauns, ysegoMneHne n TeKCTbl pasMeLllalnTCca Takke B WH-
hopMaunOHHON cucTeMe 06Lero nofb3oBaHnsa — Ha opuumManibHOM cainTe defepasbHOro areHTCcTBa Mo
TEeXHUYECKOMY perynnmpoBaHnio U MeTponorum B ceTu NHTepHeT (Www.rst.gov.ru)

© OdgopmneHne. dreyY «MHCTUTYT cTaHgapTmMsaymm», 2025

HacToawwnii ctTaHAapT He MOXET ObiTb MOJSIHOCTHI WU YACTUYHO BOCTPOM3BELEH, TUPAXMPOBAH W pac-
NpocTpaHeH B kKayecTBe oULMaNbHOro M3faHus 6e3 paspeleHns defepanbHOro areHTcTBa No TeXHWYECKo-
My PerysimpoBaHuio 1 MeTpoJsorim
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HALUWOHANbHbBIN CTAHAOAPT POCCUWMCKOW SEALEPALUMN

AlMMAPATblI OPTOMNEANYECKNE HA TASOBEAPEHHbBLIE CYCTABbDI

ObLwme TexHUYecKne TpeboBaHuUA.
Knaccundwmnkaymns

Orthopedic devices for hip joint.
General technical requirements. Classification

Jata BBegeHna — 2026—07—01
C NpaBOM A0CPOYHOr0 NPUMeEHEHUs

1 O6nactb NpUMeHeHus

HacTosawmnii cTaHgapT pacnpocTpaHaeTcs Ha opToneguyeckme annapatbl Ha Ta3obedpeHHblii(e)
cyctaB(bl) (panee — annapartbl), oTHOcsAWMecs K knaccy 06 12 15 no FTOCT P NCO 9999, ob6ecneuynBarouime
oTBefeHue 6egpa (6enep) ¢ chukcaumein B 3afaHHOM MOJSIOXEHUN W MpefHa3Ha4YeHHble AN OpTe3MpoBaHuUsA
nonb3oBaTesiel BCceX MOJI0OBO3PACTHbLIX FPYNM C LEeNbil KOPPEeKLMM NaTosiorMyeckoro narrepHa XoAbObl wun
KOMNeHcauun oTCcyTCTByHOLWEeh/yTpayeHHONn hyHKLMN CaMOCTOSTE/IbHOTO MepeaBMKEeHUs BCeACTBME BPOX-
OEHHOW nnn npuobpeTeHHoON naTtonorun taszobegpeHHoro(bix) cyctaBa(os).

HacTtosawwmin cTaHfapT He pacnpocTpaHAeTcsa Ha annapatbl ANA AeTeil B Bo3pacTe A0 OLHOro roga.

2 HopMaTuBHbIE CCbIIKU

B HacToAWeEM cTaHAapTe UCMOIb30BaHbl HOPMAaTUBHbIE CCbINIKU Ha cnefylowmne cTaHfapThl:

FOCT 9.301 EpgumHas cuctema 3aluTbl OT KOPPO3UN U cTapeHus. MoKpbITUA MeTan/inyeckme n HemeTasl-
nnyeckue HeopraHuyeckne. Obwme TpeboBaHnA

FOCT 15150 MauwuHbl, Npubopbl U Apyrue TexHuvyeckne magenus. VicnonHeHua gnsa pasfivyHbIX Kau-
MaTuyecknx paioHoB. KaTeropuu, ycroBusi aKkcniayatauun, XpaHeHUs v TpaHCNopTUPOBaHUA B YacTu BO3fei-
CTBUA KNMMaTMyeckmx hakTopoB BHeLLHel cpefabl

FOCT 30019.1 3acTexka TekcTunbHasa. Ob6LWmMe TEXHUYECKNE YCNOBUS

FOCT ISO 10993-1 W3pgenua mepuumHckme. OueHka 6MO0rMYEcKoro AencTBua MeguUUHCKUX n3ge-
nuii. Yacte 1. OueHka n nccnegoBaHusa B NpoLecce MeHegXMeHTa pucka

FOCT ISO 10993-5 M3genusa mepuumHckme. OueHKa 6MOSIOTMYECKOTO AENCTBUSA MeOULUHCKUX n3ge-
nuii. Yactb 5. NccnepoBaHns Ha LMTOTOKCMYHOCTb MeTogamu in vitro

FOCT ISO 10993-10 W3penus mepuuuHckme. OueHka 6MON0TrMYeckoro AencTBns MeauuuHCKUX m3ge-
nuin. Yacte 10. iccnepoBaHusa ceHcMbunnsmpylowero gencresus

FOCT ISO 10993-12 W3penus mepuuuHckme. OueHka 6M0N0rMyeckoro AencTBna MeauuuHCKMX nige-
nnii. Yactb 12. OT60p 1 NOAroToBka 06pasLoB ANA NPOBeAeHUs UccnefoBaHui

FOCT P 2.601 EpgunHasa cuctemMa KOHCTPYKTOPCKOW fOKYMeHTauuu. JKcnjyaTayMoHHbIe AOKYMEHThI

FOCT P 51819 TlpoTe3npoBaHMe U OpPTE3NPOBAHNE BEPXHUX U HUXHUX KOHEYHOCTel. TepMuHbl 1 onpe-
aenexHuns

FOCT P 52770 W3penua meguumHckue. Cuctema oueHkn 6uosiormyeckoro geiictemsa. Obume Tpebosa-
H1s 6e3onacHocTH

FOCT P 53346—2021 Y3nbl opTOoneAnyeckux annaparoB Ha HUXHUE KOHEYHOCTU. TexHuyeckume Tpebo-
BaHMA N MeTOAbl MCNbITAHWUIA

FOCT P 56832 LWpudT Bpaitna. TpebosaHua n pasmepsbl

FOCT P 57765 W3pgenusa npoTe3Ho-opTonegnyeckue. Ob6Lmne TexHuyeckne tpebosaHus

M3gaHne opuuynanbHoe
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FOCT P 58268—2025 OpTesbl. TepMuHbl 1 onpegeneHns. Knaccudukauymsa

FOCT P MCO 9999 BcnomoraTesnibHble cpeacTBa A1 N04ei C OrpaHMYeHUSMU XU3HEeLeAaTeTbHOCTMW.
Knaccudumkaunsa v TepMuHonorus

FOCT P NCO 22523—2007 MMpoTe3bl KOHEYHOCTEN U OpTeE3bl HapyXHble. TpeboBaHUA 1 MeToAbl MC-
nbiTaHNin

MprumedyaHue — MNpu N0Mb30BaHWM HACTOALLMM CTaHAAPTOM Lie/1IeC006pa3HO NPOBEPUTL AECTBIE CChIIOUHBIX
CTaHAapToOB B MH(POPMALIMOHHOW CUCTEME OBLLETO MO/b30BaHUSI — Ha 0(MLIMASILHOM caiiTe ®efepasibHOro areHTcTea no
TEXHUYECKOMY PEery/iMpoBaHuio 1 METPOOMN B CETY VIHTEPHET WK MO eXerogHoMy MHOPMaLMOHHOMY ykaszaTento «Ha-
LMOHa/IbHbIE CTAHAAPTbI», KOTOPbIA OMYy6/IMKOBaH MO COCTOSIHUIO Ha 1 siHBapsi TEKYLLEro rofa, U No BbiNyckaM exemMecsiy-
HOTO MH(POPMALMOHHOTO YKa3aTesnsi «HaumoHabHble CTaHAAPTLI» 3a TekyLmid rof. Eciy 3aMeHeH CCbITOYHbIA CTaHaapT,
Ha KOTOpbIA AaHa HefaTVpOBaHHAsA CCblIKA, TO PEKOMEHAYETCS MCMO/b30BaTh AelCTBYIOLLYIO BEPCUIO 3TOMO CTaHaapTa
C YYETOM BCEX BHECEHHbIX B JaHHYI0 BEPCUIO M3MEHeHUIA. ECnn 3aMeHeH CCbIIOUHbIA CTaHAApT, Ha KOTOpbIi AaHa aatu-
pOBaHHasi CCblika, TO PEKOMEHAYETCS UCMOMb30BaTh BEPCUI0 3TOTO CTaHAAPTa C yKa3aHHbIM Bbllle rOA0M YTBEpXAeHUs
(NpuHsTMS). ECnm nocrne yTBEPXAEHUS HACTOSLLEro CTaHAapTa B CCbIIOYHbIN CTaHAApT, Ha KOTOpbI faHa faTvpoBaHHas
CCbl/IKa, BHECEHO M3MEHEHWe, 3aTparmBaroLLiee NosokKeHNE, Ha KOTOPOoe JaHa CCblKa, TO 3TO MOSIOKEHNE PEKOMEHAYETCS
MPUMEHATL 6e3 yyeTa AaHHOro M3MeHeHUs. ECIM CCbITOYHbIA cTaHaapT OTMeHeH 6e3 3aMeHbl, TO NMOJIOKEHVE, B KOTOPOM
[laHa cCbllKa Ha HEro, peKOMeHAYEeTCs NMPUMEHSITL B YACTW, He 3aTparvBatoLLeli 3Ty CCbUTKy.

3 TepMuHbI, onpegeneHnsa

B HacTofAwem cTaHgapTe npumeHeHbl TepMuHbl no NOCT P 51819, TOCT P 57765, TOCT P 58268, a
TakKxe cnegyroume TeEPMUHbI C COOTBETCTBYHOLWMMUK onpeaesneHUsMun:

3.1 optoneguyeckuii annapaT ¢ MHAUBUAYaNbHbIMW NapaMeTpamMy NU3roTOBMeHUA: TexHuyeckoe
CpeAcTBO peabunutaumun, npegHasHayeHHoe A/ BHELWHeW MexaHW4yeckol nogaepXKu, KOppekuun Uan KoM-
neHcauum HapyLweHHbIX (PYHKLUA ONOPHO-ABUraTeNIbHOrO annapara, u3rotaBansaemMoe no aHaToMo-qYHKLNO-
Ha/lbHbIM OCOBGEHHOCTAM MOJIb30BaTENA C yYETOM €ro KJIMHMYECKOro AuarHosa, aHTpPonoMeTpnyecknX gaHHbIX
N TpeboBaHUn K Koppekuun, dukcauum nam pasrpyske, BkloYaeT NepcoHann3npoBaHHble KOHCTPYKTUBHbIE U
TEXHO/I0TNYecKne peLueHus.

3.2 3akas Ha annapart: LoKyMeHT, pa3paboTaHHbIi B COOTBETCTBMM C Ha3HAYEHNEM MeLULUHCKOTo pa-
60THMKA U cogepxXawnini ceegeHna 06 aHaTOMO-(PYHKLMOHANbHBIX 0COBEHHOCTAX NoMb3oBaTens, pasMepax,
NpMMeHseMbIX MaTepuanax, ysnax.

3.3

TaszobeApeHHbIV y3en: Y3en opToneaMyeckoro annapara Ha HUXKHIOK KOHEYHOCTb, NpefHa3HauyeHHbIn
NS oCyWecTBNEHNS NOABWXHOCTU B ONpeAesieHHOM Mo MeAMUMHCKAM MoKasaHusM AuanasoHe, pasrpysku
n (unn) dukcaymm TazobeApeHHOro cyctaBa M COCTOALWMA M3 WapHUpa, NOABUXKHbIE 3/1IEMEHTbI KOTOPOro
obpasoBaHbl WKHaMN BepTayra n 6egpa (LenbHbIMW MAN COCTABHbLIMN).

[FOCT P 53346—2021, nyHkT 3.1.17]

3.4

nonb3oBaTesib: YenoBek, UCNONb3yWLWMWIA (HafeBawUWMin) nNpoTe3Hoe WAM opToneanmyveckoe
YCTPOWCTBO.
[FOCT P NCO 22523—2007, nyHKT 3.3]

4 Knaccudmkaumsi

AnnapaTtbl NoAgpasgensT No cnefyroLlWmnM npusHakam.
a) No MegMUMHCKOMY Ha3HayeHuo:
- MOCTOAHHOTO NpUMeHeHUs (MpU CTOWKMX NaTo0rnsX);
- BOCCT@HOBMUTEJIbHO-/IeYebHble;
- peabunuTtaunoHHble (MocTTpaBMaTuyeckne, nocne XMpypruyeckmx BmellarTenbCcTs);
- cneuuanusMpoBaHHble (4Ns rugpopeabunutauun, unnoTepanun, pasnyHbIX Buaax afanTUBHOTO
cnoprta);
6) Mo TWMYy UCNONb3YyEMbIX WAPHUPOB:
- 3aMKOBble;
- 6e33aMKOBbl€;
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B) MO cnocoby ynpasfeHus:
- MexaHu4yeckue;
- C cucTemoi ynpaBneHusi Ha 6ase mukponpoueccopa(oB);
- C CUCTEeMOi1 ynpaB/ieHUs Ha 6a3e MUKPOKOHTponsiepa(oB);
- C CUCTeMoli ynpaBneHus Ha 6ase mukponpoueccopa(oB) U MUKPOKOHTponnepa(oB);
r) Mo TeXHO/OrMM N3roTOBNEHUA TUNL3 6egpa, AgeTanel kopceTta M nosaykopceTa:
- MO TMNCOBOMY CNEnNKy;
- NUTbAM B npeccdopme;
- )OpPMOBaHMIO MO NMO3NTMBY CETMEHTY Tena (cnenky);
- C UCMOMb30BaHNEM UM POBLIX TexHoMornn (30-ckaHupoBaHns, 30-MOLEeNUPOBaHNUS);
- C UCnonb3oBaHNEM afAUTUBHbLIX TEXHOMOINIA;
- laMuHaLuunyM CMOJIO XONOLHOTO OTBEPXAEHUS;
- nowwuBy no wabnoHam (niekanam);
4) MO NpMMEeHseMblM matepuanam rmnb3:
- 13 NOJIMMEPHbIX MaTtepuanos;
- KOMMNO3WUMOHHbIX MaTepuanos;
- KOXW, UCKYCCTBEHHOW KOXMW;
€) Mo BO3pacTHOMY MPU3HAKY:
- ANna B3pOCAbIX;
- peTeir;
X) No meToay m3rotoBneHus B cootBeTcTBum ¢ FTOCT P 58268— 2025 (nyHKT 3.1.6):
- MHAuBMAyaneHble (C UHAUBUAYaANbHLIMY NapaMeTpaMn U3roTOBAEHUS);
- cepwuiiHble (MakcumMasabHOW rOTOBHOCTM NO TUNOpPa3MepHOMY psAAy) ¢ nocneaylweil MHAMBMAyanu-
3auueit (MoAroHKoin).

5 TexHun4yeckune TpeboBaHUS

5.1 O6wune TpeboBaHUs

5.1.1 AnnapaTbl JO/IXKHbl COOTBETCTBOBATb TPEGOBAHMAM HACTOSILErO CTaHA4apTa, B Y4acTW NpuUMeHsie-
MbIX TPe6OBaHUIN N XapakTePUCTUK, N TEXHUYECKOWK AOKYMEHTaLMM Ha annapaTt KOHKPETHOro Buaa.

5.1.2 AnnapaTbl AO/KHbl COOTBETCTBOBATH AaHHLIM 3aka3a Ha annapaT Nno NpUMeHsieMbIM y3saMm, ma-
Tepuanam, pasmepam HUXHEN KOHEYHOCTW.

5.1.3 TasobeppeHHble y3Mbl, BXOASLLME B COCTaB annapaToB, A0/HKHbl COOTBETCTBOBATL TPe6OBaHUAM
FOCT P 53346—2021 (pasgen 10) npy NPMMEHEHUN Y3/10B pPas/INyHbiX M3roToBuTenei (B 4actm NpuMeHsie-
MbIX TPE6OBaAHWUI N XapaKTepUCTUK) U TPEGOBAHMAM HACTOSALLEr0 cTaHAapTa.

HomeHknaTypa y3/10B A0/KHa OblTb yka3aHa B TexHM4Yeckux ycnoBusix (TY) Ha annapaT KOHKPeTHOro
BMaa.

5.2 TpeboBaHUs HagEeXHOCTHU

5.2.1 HasHaueHHbI# CpoK cNyxbbl annapaToB AO/HKEH COOTBETCTBOBATb Cpokam MoOfb30BaHWs opTone-
ANYeCcKUMUN n3fgennsamu, ycTaHoBMEHHbIM B [1].

5.2.2 TasobepgpeHHble y3/bl, BXOAALLME B COCTaB annapara, CPoK C/yX0bl KOTOPbIX MEHEE CPOKa CYyX-
6bl U34enns B LLENOM, M3roTOBUTESNb AO0/MKEH 3aMEHATb Ha 3anacHble U3 KOMMJekTa nocrtasku. Mopsgok 3a-
MeHbl A0/KeH OblTb yCTAaHOBMEH B TY Ha KOHKpeTHbIl annapart.

5.2.3 [na annapartoBs, nogjexalwunx peMoHTy, TpeboBaHUsa PEeMOHTONPUIOAHOCTN AO/MKHbI ObIThb yCTa-
HOB/IEHbI B TEXHWYECKOW AOKYMEHTauun Ha nsgenve KOHKpPeTHOro Buaa.

5.3 TpeboBaHWs CTOWMKOCTU K BHELWHMM BO3AENCTBUSAM

5.3.1 Knumartuyeckoe ucnosiHeHue annapatos — Y2 no NOCT 15150, HO gna akcnayartauum npu remne-
paType BHelHel cpegbl oT MuHyc 20 °C go natwc 40 °C vn BnaxHocTn 98 % npu Temnepartype 25 °C.

5.3.2 [na annapaToB C KOXaHOW(bIMK) rnnb3oii(amn) 3Ha4YEeHNe OTHOCUTE/IbHOM BQXHOCTU Npu Temne-
patype 25 °C ycTtaHaBnumBalT He 60nee 80 %.

5.3.3 Annapatbl [[O/DKHbl COOTBETCTBOBaTb TpeboBaHMSAM Ha MNPOYHOCTb, YCTAHOBJ/IEHHLIM B
FOCT P CO 22523—2007 (nogpasnen 4.4). Pa3paboTumk (M3roToBUTE/b) AO/DKEH yKa3aTb AeTaslbHOoe onu-
caHve yCcTaHOBJ/IEHHbIX BUAa(oB) M ypoBHS(eli) NMPOYHOCTU; MeToAbl UCMbITaHWIA; AeTa/lbHOe OnucaHue MUChbI-

3
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TaHWi, ycnoBuidi U/Man ypoBHEWN Harpysku; AeTasibHOe OnucaHue ycnoBuWiA HarpyXXeHus, getasbHoe onucaHue
KOHKPETHbIX NapameTpoB HarpyXeHus wu/vnu gpyrue ycnosus NpMMeEHEeHWUs no HasHavyeHuto, KoTopble MOryT
UMeTb KOTMYECTBEHHOE UMM NOHATHOE A/18 OA4HO3HAYHOro TOSIKOBaHUA BbipaXeHue. MapamMeTpbl HarpyXxeHus
n/vwnn gpyrme CoOTBETCTBYHLME YC/IOBUSA MPUMEHEHUS AO/DKHbI OGbiTb YCTAHOB/IEHbI C yY4eTOM KO3 PULUeH-
ToB 6€30NacHOCTM, COOTBETCTBYIOLLMX YACTHbIM CNy4yasm NPUMEHEHUs OpToneanYeckoro yCcTponcTea, HasHa-
YeHHbIM n3rotoBuTeniemM. KoadpumumeHTol 6€30NacHOCTM ONpPeaenstoTCa OTHOWEHMEM YPOBHENW Harpyskn npu
COOTBETCTBYIOLLIMX YCNOBUAX HArpyXXeHus, NpMMeHsieMbIX ANA YCTPOWCTBA, K COOTBETCTBYHLMM Harpyskam,
npegnonaraembiM A1 NPUIOXEHUS K YCTPOWCTBY MNosib3oBaTenieM, Npu NpYMeHeHun cnocobom, HasHayeH-
HbIM M3rOTOBUTENIEM.

5.3.4 AnnapaTtbl AO/DKHbI 6bITb Npucnocob6neHbl (4OCTYNHbI) ANA YACTKM [OT NblAn 1 (Un) 3arpsA3HeH-
HbIX MaTepuasnos], AE3NHAEKLNN N CAHUTAPHO-TUTMEHNYECKON 06paboTKM B COOTBETCTBMM C TpebOoBaHUSAMU
FOCT P MCO 22523—2007 (nyHKT 5.3).

5.3.5 MeToabl OYNCTKM W Ae3uHekyn, COOTBETCTBYKOLUIME YMCTAWME MaTepuanbl U ge3nHULmpyto-
lwne cpeacTBa AO/DKHbI ObiTh YKasaHbl n3rotosutenem B TY.

5.4 JproHomumnyeckme TpeboBaHUs

5.4.1 AnnapaTtbl AO0/KHbI COOTBETCTBOBATb 3PrOHOMMYECKMM TpeboBaHUAM, YCTAHOB/IEHHbIM B
FOCT P NCO 22523—2007 (nyHKT 12.3), C y4eTOM cneumnanbHbIX HYXA NOoMb30oBaTenis, A4Ns KOTOPbIX 3TV an-
napartbl npegHasHa4vyeHbl.

5.4.2 CpepfcTtBa perynvpoBKM KpenneHuii unu ynpasneHns TaszobefpeHHbIMU y3namu [O/KHbl ObiTb
NerkogoCTYNHbIMU U 3PrOHOMUYECKN YAOOHbIMU ANS NOMb30BaTeNA.

5.4.3 AnnapaTt no CBOEMY KOHCTPYKTMBHOMY MOCTPOEHWI0O He AOJ/DKEH HapywaTb KpoBoobpalieHus B
MATKAX TKAHAX NOPaXeHHON KOHEYHOCTW M Bbi3blBaTb pa3fpaXeHne KOXHOro nokposa.

5.4.4 AnnapaT no CBOeEMY KOHCTPYKTMBHOMY MOCTPOEHMIO AO/DKEH o6ecneynmBaTb OTCYTCTBME 6O/1EBbIX
OLWYLWEHNA, N3NTNLLIHETO AAB/IEHUSA Ha KOCTHble BbICTYMbl, HAMWHOB U MNOTEPTOCTEA.

5.4.5 [onyckaeTcsa runb3bl 6egpa (6egep) v nonykopceTta (kopceta) ckenetupoBaTb uam nepgopupo-
BaTb BO M3bexaHne N3NMLWIHEro NnoTooTAeNeHuns, Npyu 3TOM Kpas OTBEPCTUI A0/KHbI ObiTb POBHbIMW U FNafKo
3a4ynlLEeHHbIMU, 6€3 OCTPbIX KPOMOK.

5.5 KOHCTpyKTMBHbIE TpeboBaHMA

5.5.1 KoOHCTpyKuusa u matepuasnbl annapaTtoB AO/DKHbI obecneynBaTb huMKcaLunio U gBUXEHUE B Ta3obe-
[PeHHOM cycTaBe B 3aflaHHOM fJuanasoHe.

5.5.2 KOHCTpyKuus annapaToB AOJ/XHa nNpejycMaTpuBaTh WX BbINOJIHEHWE B NpPaBOM, JIEBOM U ABYCTO-
POHHEM MCMNOMIHEHUMN K obecneynBaTb yA0OHCTBO MCNOMNb30BaHMA NPU 3KCnayaTauum.

5.5.3 AnnapaTbl M3rotae/MBalOT B COOTBETCTBUM C MEAULMHCKAM Ha3HaYeHWeM ClefyroLnx pasHoBUA-
HOCTel:

- Ha npasoe 6eApo C NoACoM;

- Ha npasoe 6epo C NOJIyKOPCEeTOM;

- Ha npaBoe 6e4po C KOpceTom;

- Ha nesoe 6e4po C NOACOM;

- Ha nesoe 6e4po C NOJSIYKOPCETOM;

- Ha nesoe 6eApo C KOPCETOM;

- Ha npasoe U f1eBoe 6e4po C NOJSIYKOPCETOM;

- Ha npaBoe 1 1eBoe 6eApo C NOSYKOPCETOM/KOPCETOM M CNUHKONM peknMHaTopa;

- Ha npaBoe ¥ nesoe 6e4po C KOPCETOM.

5.5.4 BHyTpeHHsa copma ruab3 annapata fOoJ/KHa COOTBETCTBOBATb WHAMBMAYa/lbHbIM NapaMeTpam
HWKHER KOHEYHOCTN B 3aJlaHHOM MOJIOXKEHUWN, HE OKa3blBaTb Ha TKaHW N36bITOYHOTO faB/ieHNs U COOTBETCTBO-
BaTb TpeboBaHMAM 3akasa.

5.5.5 BHYyTpeHHS NOBEPXHOCTb rMab3(bl) MOXET 6bITb BbIMOSIHEHA CO CMArYaLWMM CMNOEM U3 BCNEHEH-
HOro marepuana.

5.5.6 CwmsAryawowmin cnoi fomkeH bbiTb 3adMKCMPOBAH Ha BHYTPEHHEel MOBEPXHOCTU rnab3(bl) npukne-
MBaHWEM WU APYrMM CMOco60M, o6ecneynBaloWM ero HagexHoe yaepxaHne Ha NOBEePXHOCTH.

5.5.7 Ha BHyTpeHHeli MOBEPXHOCTU TMAb3(bl) CO CMATYAKUWMM C/I0EM HEe AO/MKHO ObiTb MOPLLMH, CKNa-
[OK, 3aMWUHOB W OTC/IOEHUIA CMATYAKOLLETO CMOS.

5.5.8 BHewHne 06B0Abl r1b3(bl) A4OMKHbI 6biTb N/1@BHbIMU, 3CTETUYHBIMU, HE MMETb OCTPbIX KPaeB K
He BbI3blBaTb HAPYLEHNN LEeNOCTHOCTN M MOBbLILLEHHOTO M3HOCA OAeXAbl NoJsb30BaTess.
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5.5.9 lMepepfHue noBepxHOCTU rMNb3(bl) A4O/MKHbBI 06ecneymBaTb UX packpblBaeMoOCTb, N1IerKOCTb HajeBa-
HUA U CHATUA annapara.

JlonyckaeTcsa U3rotoB/ieHUe rMab3 C BbIPE30M Ha nepefHeli CTeHke 1 nocsefylLeli ycTaHOBKOM nepea-
Hero knanaHa.

5.5.10 HwxHuin kpain rmnb3(bl) 6egpa He [OMKEH NPenATCTBOBATb ABUXEHWNIO B KOJIEHHOM CyCcTaBe.

5.5.11 Macca annapatoB AO/IXHa ObiTb MUHUMa/IbHO BO3MOXHOW, UCXOAS N3 TEXHUYECKUX PELUEeHWnn 1
NPUMEHSIeEMbIX MaTepuanoB npu obecrnevyeHnn HeoOGXOAMMbIX 3KCMyaTauMOHHbIX TpeboBaHU, N ykaszaHa B
TEXHUYECKOW AOKYMeHTaLMM M3rotToBuTens.

5.5.12 WapHup(bl) fgo/mkeH (AO0/MKHbI) obecneymBaTb MOABMXHOE COeAMHEHME KOHCTPYKTUBHbIX 3fe-
MEHTOB annapara u peryimpoBKy oceli BpalleHns 6eApeHHOl YacTn OTHOCUTENIbHO Ta306eApeHHOro cycTasa.

5.5.13 KOHCTpyKuMsi annapaToB A0/hkHa obecneymBaTb ABUKEHNE Ta306eApeHHOro cyctaBa B COOTBET-
CTBUM C MEANLNHCKUMMN NOKa3aHUAMMU.

5.5.14 Bce 3aneMeHTbl annapaTtoB c/efyeT cobupaTtb ¢ NOMOLLbLIO Kpenexa, obecneunBalollero Hagex-
HYl0 hMKCaLUI0 3/IEMEHTOB annapaTtoB B ONpeAe/IEHHOM MOMOXEHUUN.

5.5.15 3aknenoyHble COegMHEeHUs He AO0/KHbl MMeTb CMEeLLEeHUS TO/I0BKM OT ee OCU U AOJDKHbI OblTb
NAOTHO NOATAHYTbI, 06XaTbl, HE UMETb OCTPbIX KPOMOK U 3ayCEHLIEB, HE BbICTyNaTb Haj BHYTPEHHE noBepx-
HOCTbHO TU/b3.

5.5.16 3acTexka TekCTu/bHasa Ao/hKHa cCoOTBeTCcTBOBaThb TpeboBaHmam MTOCT 30019.1.

5.6 TpeboBaHuUs K maTepuanam

5.6.1 OnemeHTbl annapaTta, KOHTaKTMpylOLWMe C TesoM Mosb3oBatens, [AOJ/DKHbl OblTb U3roToB/e-
Hbl N3 MaTepuasnoB, COOTBETCTBYWLWUX TpeboBaHuaM 6Guonormyeckoli 6es3onacHoctn no FOCT P 52770 wu
FOCT I1SO 10993-1, FOCT I1SO 10993-5, TOCT ISO 10993-10, NOCT ISO 10993-12.

5.6.2 Martepuasnbl annapatoB [O/DKHbI 06ecrneuynBaTb BO3MOXHOCTb TEPMWYECKON U MexaHW4yeckou
NoAroHKn (noagopmoBKuM).

5.6.3 Martepuasibl rnsb3 fO/DKHbI 06ecneunBaTb yCTAHOBKY 3aK/1EMOYHbIX UK UHbIX COeANHEHUI 6e3 nx
pacTpecknBaHus.

5.6.4 MeTannuueckvue getanu annaparta AO/DKHbl 6bITb N3rOTOBMNEHbI U3 KOPPO3MOHHO-CTOMKUX MaTepu-
anoB NN UMeTb 3alUTHble UM 3alnTHO-geKopaTueBHble nokpblTa no FOCT 9.301.

5.6.5 Martepuasbl 1 3/1IeMEHTbl KPenieHns n3gennus AO/KHbl O6biTb PaboTOCNOCOGHbIMU B TEYEHUE Ha-
3HAYEeHHOro cpoka Cnyx6bl, yCTaHOB/IEHHOTO B 5.2.1.

5.7 KOMNNEKTHOCTb

5.7.1 B KOMNAEKT MOCTaBK\ annapara A0J/1XHbl BXOAUTb:

- annapar,;

- PYKOBOACTBO NO 3Kcnayarauuu.

5.7.2 PykoBoacTBO no akcnayataumm — no FOCT P 2.601 n NOCT P UCO 22523—2007 (nogpas-
gen 13.3).

5.8 TpeboBaHUS K XpPaHEHUIO, TPAHCMOPTUPOBAHUIO, MAapKUPOBKE U YNaKoBKe

5.8.1 XpaHeHne annapaTtoB cJjiefyeT OCYLWECTBNATb Ha CcTesiaxax Mo YC/OBUAM XpaHeHua 2
FOCT 15150 B 3aKkpbITbiX NMOMeLEeHUAX, B ynakoBaHHOM Buae npu temnepatype ot 5 °C go 25 °C n oTHoCU-
TeNIbHOWN BNaxHocTu Bo3ayxa oT 10 % o 80 % c 3awuToli OT nonagaHnsa MNPSAMbIX COJTHEYHbIX SyYeil.

5.8.2 PaccTosiHue xpaHAaWwnxcs n3gennii ot oTONUTENbHbLIX U HarpeBaTesibHbIX NPUBOPOB AO/HKHO ObITh
He meHee 1 M. XpaHeHne B HECKONbKO paaoB (wWTtabennpoBaHne) He AONyCTUMO.

5.8.3 TpaHcnopTMpoBaHue annapaTtosB c/iefyeT OCYLeCcTBAATL BCEMU BUAAMU KPbITOrO TpaHcrnopTa B
cooTBeTcTBUMU ¢ TOCT 15150 1 npaBuiaMu NepeBO30K, AENCTBYOLLMMN HA AAaHHOM BuAe TpaHcrnopTa, Npeao-
XPaHAa MX OT MEeXaHWYEeCKUX NMOBPEXAEHUA 1N aTMOCHepHbIX 0CaAKOB MPU BbINOJHEHUW MOTPy304YHO-pasrpy-
304YHbIX paboT.

5.8.4 MapkupoBka annapaToB [0/IXHa COOTBeTCTBOBaTb TpeboBaHuam FOCT P UCO 22523—2007
(nyHkT 13.2) n TY Ha annapart.

5.8.5 MapkupoBka gomkHa gyb6nupoBartbcsa wpudgToMm bpaitna B cootBetcTBum ¢ FOCT P 56832.

5.8.6 TpeboBaHMA K ynakoBke annapara, B TOM YUC/ie KOHKPETHble Crnoco6bl ynakoBbIBaHWUA, a Takxe
npUMeHsieMble MpPU 3TOM MaTepuasibl U TUN TPAHCNOPTHOW Tapbl AO/KHbI OblTb YKa3aHbl M3roTOBUTENEM an-
napara B TY.
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