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MNpepgucnosune

1 PASBPABOTAH ®epepanbHbiM rocyfapCTBEHHbIM GHOMKETHBIM yupexaeHnem «POCCUNCKUA MHCTUTYT
cTaHgapTtusauum» (®rby «PCT») u defepasibHbIM rocyfapCTBEHHbIM 6lO4XETHbIM yupexaeHuem «depe-
panbHbllii Hay4HbIA LeHTp peabunutauun nHBanugos um. A, Anbbpexta» MuHMcTepcTBa TpyAa u coumanb-
Hol 3awunTbl Poccuiickoin depepaunn (Prey oHUPU um. A, Anbbpexta MuHTpyga Poccun)

2 BHECEH TexHuyecknm KOMUTETOM Mo cTaHgapTusaunm TK 381 «TexHuyeckne cpeactsa v ycnyru gns
WHBANAO0B U APYTUX MAOMOOGUNBHBIX TPYNM HaceneHms»

3 YTBEPX/AEH W BBEJEH B JEWCTBWE Mpukazom PefepanbHOro areHTcTBa No TEXHUYECKOMY pe-
rynupoBaHuio 1 MeTposiornn ot 25 HoAbpsa 2021 r. Ne 1592-ct

4 BBEJEH BIEPBbIE

MpaBuna NnpUMeHeHNA HaCTOALLEro cTaHjapTa YCTaHOB/EHbl B CTaTbe 26 ®PefepasibHOro 3akoHa
0T 29 uioHA 2015 r. Ne 162-®3 «O cTaHgapTu3aumm B Poccuiickon depepauun». MIHpopmauyns 06 ns-
MEHEHMAX K HAaCToALleMy CTaHgapTy Ny6ankyeTcs B eXerogHoM (No COCTOSAHMIO Ha 1 AHBapsa TeKyLlero
roga) MHQOpPMaLUMOHHOM YyKasaTene «HauuoHasibHble CTaHA4apThi», a ohuymanbHbli TEKCT WU3MEHEeHWUN
N NONpPaBOK — B e€XeMeCAYHOM MH(OPMAaLMOHHOM yKasaTene «HauuoHanbHble cTaHgapThi». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOSALWEro cTaHjgapTa cCooTBeTCTBYLWee yBegomieHne byaeT
ony6/IMKOBaHO B GAMKailieM BbINYCKE €XEeMeCAYHOro MHGOPMaLMOHHOro ykasaTens «HauuoHasbHble
cTaHgapThi». CooTBeTCTBYyWLWAas UHpopMmauns, yBefoMeHne U TeKCTbl pasMelLalnTCca Takke B UH-
hopMaLMOHHONM cucTeMe 06Lero nofb3oBaHusa — Ha odpuumMaibHOM cainTe ®defepasbHOro areHTCcTBa Mo
TEeXHNYECKOMY perynmpoBaHunio 1 MeTponorum B ceTu NMHTepHeT (www.rst.gov.ru)

© Odopmnenne. drey «PCT», 2021

HacTtoawwnii cTaHAapT He MOXeT ObiTb MOJSIHOCTHID WU YACTUYHO BOCMPOM3BELEH, TUPAXMPOBAH W pac-
npocTpaHeH B kayecTBe odymuManbHOro n3gaHusa 6es paspelleHuss defepanbHOro areHTCTBa Mo TeXHUYEecKo-
My PeryimpoBaHuio 1 MeTposioruu
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HAUMOHANBbHBIN CTAHOAPT POCCUMCKOW SGEJLEPALUUN

AMMAPATblI OPTOMEANYECKNE HA TA3OBEAPEHHbLIN CYCTAB

O6uwue TexHuUyeckme Tpe6oBaHus. Knaccudukaums

Orthopedic devices for hip joint. General technical requirements. Classification

Jata BBegeHuna — 2022—06—01

1 O6nacTb NpuMeHeHNs

HacTosiwumii cTaHfapT pacnpocTpaHaeTcss Ha opToneAuyeckue annapatbl Ha Ta3o6efpeHHbl cycTaB
(panee — annapartbl), oTHOcsAUMecs K knaccy 06 12 no FTOCT P NCO 9999 n npumeHsiemble ans peabunuta-
UMM nofib3oBaTenein ¢ NopaxeHUs MM ONOPHO-ABUraTeIbHOW CUCTEMbI PasINYHOl 3TUONOTUN.

2 HopmaTtuBHbIE CCbI/IKU

B HacTosAlWem cTaHAapTe UCMOIb30BaHbl HOPMAaTUBHbLIE CCbINIKM Ha cneaylowmne ctaHgapThl:

FOCT 9.301 EanHas cuctema 3aumtbl OT KOPPO3nK 1 cTapeHusa. MokpbITuA MeTa/iInyeckne n HemeTasl-
nunyeckne HeopraHuyeckne. Ob6uime TpeboBaHuA

FOCT 177 Bopgopopa nepekucb. TexHnyeckne ycrnoBus

FOCT 10299 3aknenku ¢ NOAYKPYrnoi ronoBkoii knacca B n C. TexHUYeckne ycnosus

FOCT 15150 MalwuHbl, Npubopbl 1 Apyrue TexHuYeckue nsgenusa. VIcnonHeHns Ana pasnyHbiX kanma-
TUYECKUX paioHOB. Karteropuu, ycrioBua 3Kcniyatauuu, XpaHeHuss U TPpaHCNopTMPOBaHWA B 4YacTu BO3feil-
CTBUA KNMMaTMYecknx hakTopoB BHeLLHel cpefbl

FOCT 25644 CpeacTBa MOKOLWME CUHTETUYECKME NMOPOLIKOo6pasHblie. O6uwme TexHn4yeckme TpeboBaHuns

FOCT 30019.1 3acTtexka TekcTunbHasa. Obuwme TeXHUYECKNEe yCnoBus

FOCT ISO 10993-1 W3penus meguunHckme. OueHka 6MOMOrMYecKoro AeiCcTBUS MeULMHCKUX U3LEenuii.
Yactb 1. OueHka n uccnegoBaHus

FOCT I1SO 10993-10 U3pgenunsa megumumnHckme. OueHka 6MOMIOTMYECcKOro AeincTBua MeauunHCKUX nsge-
nuid. Yactb 10. ViccnepoBaHue pasgpaxarlwero n CeHCubnnnsupyowero geiicTens

FOCT P 2.601 EpuHas cuctemMa KOHCTPYKTOPCKOM AOKYMeHTauuu. dKcnayaTaunoHHble LOKYMEHTbI

FOCT P 51819 lMpoTe3npoBaHne n opTe3npoBaHne BEPXHUX N HMKHUX KOHEYHOCTelh. TepMuHbl 1 onpe-
aenexHuns

FOCT P 52770 W3pgenua meguunHckme. Tpeb6oBaHusa 6e3onacHocTu. MeToAbl CaHUTAPHO-XMMUYECKUX
N TOKCMKOJIOTMYECKNX UCTbITaHWU

FOCT P 53346—2021 Y3nbl opToneguMyeckux annapatoB Ha HWXHWE KOHEYHOCTU. TexHuyeckue Tpebo-
BaHWA N MeTOAbl MCMbITAHWUIA

FOCT P 57765 N3penusa npoTe3Ho-opToneanyeckme. Obuime TexHnyeckue tpeboBaHus

FOCT P MCO 9999 BcnomoratenbHble cpefcTBa AN M0Aell C OrpaHUYEHUSAMUN XU3HEeAeATeIbHOCTU.
Knaccudukaumsa v TepMUHoOIONa

FOCT P NCO 22523—2007 lMpoTe3bl KOHEYHOCTEeN M opTe3bl HapyxHble. TpeboBaHUsA U MeToAbl UC-
NbITAHU

MpumevyaHne — lMpn NOAbL30BaHNM HACTOSLIMM CTaHL4APTOM LienecoobpasHo NpoBEPUTb AENCTBME CCbII0Y-
HbIX CTaH4APTOB B MH(POPMAUMOHHONM cnucTeme O6LIEero nosb3oBaHns — Ha otuumasnibHOM calite defepasibHOro areHT-
CTBa MO TEXHWYECKOMY PErysiMpoBaHu0 U METPOJIOrUK B CETU VIHTEPHET UK MO eXerogHoMy MHOPMaLMOHHOMY YKa3a-
Teno «HaunoHanbHble CTaHAAPTbI», KOTOPbLIA ONy6/MKOBaH MO COCTOSHMIO Ha 1 AHBaps TEKyLLero roga, 1 no Bbinyckam

M3gaHne opuuynanbHoe
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€XemMecsYHOro UH(hOPMaLIMOHHOTO yKazaTens «HauuoHaslbHble CTaHAapTbI» 3a TeKyLMil roa. Ec/im 3aMeHeH CCbIOYHBIl
CTaHZapT, Ha KOTOpbIi flaHa HeJaTVpPOBaHHAsH CCblKa, TO PEKOMEHAYETCS WUCMO/b30BaTh AEWCTBYIOLLYI0 BEPCUIO 3TOr0
CTaHAapTa C YY4eTOM BCEX BHECEHHbIX B JaHHYI0 BEPCUI0 M3MEHeHWA. ECnn 3aMeHeH CCbINOYHbIN CTaHAapT, Ha KOTopbiii
[laHa AaTMpoBaHHas CCbUIKa, TO PEKOMEHAYETCS MCMO/b30BaTh BEPCHIO 3TOTO CTaHAapTa C yKasaHHbIM Bbille FOfoM YT-
BepXxaeHus (NpuHsATWst). Ecnm nocne yTBEPXAEHWS HACTOSILLEro CTaHAapTa B CCbUIOUHbLIA CTaHAAPT, HA KOTOPbIA faHa
[laTVpoBaHHas CCblIKa, BHECEHO M3MEHEHME, 3aTparuBatoLLee NosioKeHre, Ha KOTOPOe aHa CCblka, TO 3TO MOJIoXKEHNe
PEKOMEHAYETCS MPUMEHSATL 6e3 yueTa AaHHOIO U3MEHEHWs. EC/N CCbIOYHbIA CTaHAapT OTMEHEH 6e3 3aMeHbl, TO NoJIo-
)XEHVE, B KOTOPOM [iaHa CCbl/lka Ha HEro, PEKOMEHAYETCS NMPUMEHSITb B YaCTU, He 3aTparvBaloLLei 3Ty CCblIKy

3 TepMuHbI, onpeaeneHns N CoKpalleHus

3.1 B HacToAwem cTaHAapTe npumeHeHbl TepMuHbl no FOCT P 51819, TOCT P 53346, a Takxe cnegy-
lowme TepMUHbLI C COOTBETCTBYOLWMUMN ONpefeneHnamMu:
3.11

opToneguyeckuii annapat Ha Ta3o0efpeHHblli cycTaB: TexHuuyeckoe cpefcTBO peabunutauuu,
BbINOJIHEHHOE B BuAe rmnb3bl (runb3) b6eppa (6enep), monykopceta (kopceTa), umewuwee wapHup(bl),
coeguHatownii(ne) rnnbly(bl) 6egpa n nonykopceta (kopceTta), 3/IEMEHTblI KpenneHus.

[FOCT P 58268—2021, cTtaTtbs 59]

3.1.2 opToneAuyeckuii annapaT ¢ UHANBMAYANIbHBIMU NapamMeTpaMy U3roToBNEHUs: TexHuueckoe
cpeacTBo peabunutauuy, M3roToB/IEHHOE MO 3aKa3y B COOTBETCTBUM C HA3HAYEHWEM MeMLUHCKOro paboTHu-
Ka 1 npegHasHauyeHHoe A/ IMYHOTO UCMNO/Ib30BaHUS KOHKPETHLIM MOJb30BaTENIEM.

3.1.3

TazobeapeHHbIn y3en: Y3en OAHK, npegHasHauyeHHbli 4158 OCYLECTB/IEHNA NOABUXHOCTM B onpeje-
NIEHHOM MO MeAMLMHCKMM MoKa3aHMsM Anana3oHe, pasrpysku u (unu) gukcaymmn tazobeapeHHOro cycraea
M COCTOAWMIA M3 wapHMpa, NOABWMXHbIE 3/1IEMEHTbl KOTOpPOro o6Gpa3oBaHbl LWMHaMU BepTayra un b6egpa
(UeNnbHLIMN UMM COCTABHbLIMU).

[FOCT P 53346—2021, ctaTtbsa 3.1.17]

3.1.4

nonb3oBartenib (user): Yenosek, uMcnonb3ywuwunii (HageBawwnin) npotesHoe wnuM opToneguyeckoe
YCTPONCTBO.
[FOCT P NCO 22523—2007, ctaTtbs 3.3]

3.15 3aKka3 Ha anmnapart: [JoKymeHT, pa3paboTaHHblli B COOTBETCTBUM C Ha3HavyeHmem MeaULLMHCKOro
pabGoTHUKa W cofepxalwuii ceefeHus 06 aHaTOMO-(PYHKLMOHaIbHbIX 0COGEHHOCTSX NO/b30BaTens, pasme-
pax, npyuMeHsseMbIX Mmatepuanax, ysnax.

3.2 B HacTofWweM cTaHgapTe NpUMeHeHbl criefylolime cokpaleHns:

OAHK — opToneguueckuii annapart Ha HWKHIOK KOHEYHOCTb;

TY — TexHunyeckue ycnosus.

4 Knaccudunkayuns

B cTaHfapTe npuMmeHeHa knaccudgukaumsa no crnegylowmnm npusHakam.

4.1 Mo megnUMHCKOMY Ha3HayeHUo annapatbl noapasfensaioT:

- Ha NOCTOSIHHbIE (NPU CTOMKMX NaTON0rnAX);

- BOCCTaHOBUTE/IbHO-/1e4YebHble;

- peabunurtaumoHHble (NOCTTpaBmMaTuyeckne, nocse XMpypruyeckux BMmellatenbCcTs);

- cneyvanusnpoBaHHble (O4na rugpopeaéunuTayMn, unnoTepanuu, pasfMyHbIX BUAOB afanTUBHOrO
cnopra).

4.2 110 KOHCTPYKUUN:

- Ha 3aMKOBbl€;

- be33aMKoBbl€;

- KOMBGMHMPOBAaHHbIE.
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4.3 Mo cnocoby ynpasBrieHuns:

- Ha MexaHu4yeckue;

- C BHELWHUM MCTOYHUKOM 3HEeprun (C MUKPONPOLECCOPHbIM YNpaB/iEHNEM).

4.4 Tlo TEXHONOTMN N3rOTOBJ/IEHUA:

- (bOpMOBaHMS MO MO3UTUBY KOHEYHOCTU (CNenky).

- 3D neyatn (N0 agAUTUBHOMY TE€XHOOTMYECKOMY MPOLECcCYy) NO 3/1eKTPOHHOW (reoMeTpuyecKomn) mMo-
AEenn KOHEeYHOCTU.

4.5 Mo npnmeHsdAeMbIM MaTepuanam rnb3s:

- 13 NOJINMEpOB;

- KOXaHble.

4.6 Tlo BO3pacTHOMY NpU3Haky:

- ANnsa B3poCnbIX;

- peTei.

5 TexHunyeckne TpeboBaHUS

5.1 O6wwe TpeboBaHUA

5.1.1 AnnapaTtbl LO/XHbl COOTBETCTBOBATb TpeboBaHMAM HacTofwero ctaHgapta, FOCT P NCO 22523
N TEXHUYECKON [OKyMeHTauMy Ha annapat KOHKpPeTHOro suaa.

5.1.2 Annapatbl ¢ UHAUBUAYabHBIMW NapaMeTpaMy U3roToB/IEHUSA AO0/KHbI COOTBETCTBOBATb LaHHbIM
3akasa no npMMeHsembIM y3nam, matepuanam, pasMepam HUWXKHEN KOHeYHOCTMW.

5.1.3 ¥Y3nbl, BXOAsWME B COCTAB annapaTtoB, AO/MKHbI COOTBEeTCTBOBaTb TpeboBaHuam NOCT P 53346—
2021 (pasgen 10) n TOCT P NCO 22523—2007 (pasgensbl 7 1 8, a Takke NyHKTbl 12.1.2—12.1.4 npn npume-
HEHUW Y3/10B pPa3/INYHbIX U3roTOBUTENE) U TpeboBaHNAM HACTOSLWEro ctaHgapTa.

HomeHknatypa y3/710B fo/hkHa OblTb yka3aHa B TY Ha annapaTt KOHKPeTHOro Buga.

5.2 TpeboBaHWA HaAEXHOCTU

5.2.1 HasHa4yeHHbI CPOK Cyxbbl annapaTtoB AO/HKEH COOTBETCTBOBATb CPOKaM MOJib30BaHUsA opTone-
OVNYEeCKUMUN 1U3[enusamMu, ycTaHoBAEeHHbIMU B [1].

5.2.2 ¥Y3nbl, BXoAsAWmMe B COCTaB annaparta, CPOK CAyXObl KOTOpPbIX MeHee cpoka cnyxb6bl usgenusa B
Luesnom, crnefyert 3aMeHATb Ha 3anacHble U3 KoMnaekTa noctaBkun. MopsafoK 3aMeHbl LOMXeH ObiTb yCTAHOB/EH
B TY Ha KOHKpEeTHbI/ annaparT.

5.2.3 Ana annapaTtoB, nogsiexawux peMoHTy, TpeboBaHUSA PEMOHTONPUIOAHOCTM AO/KHbI ObiTh yCTa-
HOBJIEHbI B TEXHNYECKOW AOKYyMeHTaunn Ha naenne KoOHKpeTHoro suga.

5.3 TpeboBaHUs CTOWKOCTU K BHELWWHMM BO34ENCTBUSAM

5.3.1 Knumartuyeckoe ncnosiHeHne annapartoB — no NOCT 15150, HO gnAa akcnayaTtayuu npu temnepa-
Type BHELWHeNR cpegbl oT MuHyc 20 °C go nawc 40 °C n BnaxHoctn 100 % npu Temnepatype 25 °C.

5.3.2 lns annapaTtoB C KOXaHOW rmnb3oii(amn) 3Ha4YeHne OTHOCMTE/IbHOM BMIAXXHOCTU Mpu TemnepaType
nntc 25 °C yctaHaBnmBalT He 6onee 80 %.

5.3.3 Annapartbl AO/DKHbI BblAepXuBaTb yAapHble Harpysku, BO3HUKalLWMe npy nageHum ¢ BbiCOTbl 1 M
Ha TBepAyl NOBEPXHOCTb.

5.3.4 Annapartbl 40/MKHbl OblTb YCTONUYUBLI K BO3A4ENCTBUIO BUOMOrMYECKUX XuakocTeli (noty, moum) [2].

5.3.5 Annapatbl AO/DKHbI 6bITb MPUCNOCO6AEHbI (4OCTYMHbI) A1 YNCTKM (OT NbIAN 1 (UNK) 3arpA3HEHHbIX
MaTepuanos), 4e3nH(EeKLUN N CaHUTAPHO-TUTMEHNYECKON 06PabOoTKN 1 AOKHbI BblAepXMNBaTh Ae3NHKEKLUIO
N YUCTKY MPOCTbIMU AOCTYNHbIMU YUCTALWMUMU CPeacTBaMU U Ae3NHULMPYIOWMMK cpeacTBamu 6e3 noBpex-
feHuns.

5.3.6 MeToabl OYUCTKN U fe3UH(eKLn, COOTBETCTBYIOWME YUCTALME MaTepuansl U Ae3nHPULUpPYo-
Wwue cpefcTBa AO0/MKHbl OblTb YKa3aHbl B MHCTPYKUMM NO NPUMEHEHUIO (MamMATKe No obpalieHunto ¢ nsgennem).

5.4 JproHomMmu4veckne TpeboBaHusA

541 Annapartbl LO/MKHbI COOTBETCTBOBATb 3PrOHOMMYECKMM TpeboBaHMAaM, ycTaHOBNEeHHbIM B TOCT P

NCO 22523—2007 (nyHKT 12.3), ¢ y4eTOM cneumnanbHbIX HYX/J Nofb3oBaTens, A/ KOTOPbIX 3TW annapartbl
npefHasHayeHsbl.
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5.4.2 CpepfcTBa perynmpoBKN KpenseHnii nnm ynpasneHua tazobepeHHbIMU y3naMu AO/KHbI GbiTb ner-
KOLOCTYMNMHbIMWU U 3PFOHOMMYECKN YA06HBIMY ANA NOMb30BaTens.

5.4.3 Annapart no cBOeMy KOHCTPYKTUBHOMY MOCTPOEHWIO He [O0/DKeH HapylwaTb KposBoobpaljeHue B
MATKUX TKAHAX MOpPaXeHHON KOHEeYHOCTU W Bbi3blBaTb pasfpaKeHne KOXHOro nokpoBsa.

5.4.4 AnnapaTt no cBOeMY KOHCTPYKTMBHOMY MOCTPOEHUIO AO/DKEH o6GecrneumBatb OTCYTCTBME 6ONEBbLIX
OLYLEeHWA, N3NLIHETO AaB/IEHNSI Ha KOCTHble BbICTYMbl, HAMWHOB U NOTEPTOCTEN.

5.4.5 fonyckaeTtcsa runb3bl 6egpa (6enep) v nonykopcerta (kopceta) ckenetmpoBaTb UM nepdopupo-
BaTb BO n3bexaHne M3NLWHEro NoTOOTAE/IEHUA, NMPU 3TOM Kpasi OTBEPCTUI [OJ/KHbI ObiTb POBHBIMU W TNafKO
3a4MLLLEHHbIMU, 6€3 OCTPbIX KPOMOK.

5.5 KOHCTpyKTMBHble TpeboBaHUA

5.5.1 KoHCTpyKuusa 1 matepuanbl annapaToB A0O/XHbI o6ecneynBaTb hukcaumio Ta3obegpeHHOro cycra-
Ba B NPUAAHHOM MNOJIOXEHUN KOPPeKuuu.

5.5.2 KoHCTpyKumMa annapaTtoB A0/XKHA npefycMmaTpuBaTb UX BbliMOJIHEHWE Kak B NpaBOM, Tak 1 B JIEBOM
NCNosIHeHUN 1 ob6ecneynBaTb yA06CTBO MCNOMb30BAHUA MPU 3KCNyaTauum.

5.5.3 Annapartbl M3roTOBMAKOT B COOTBETCTBUU C MEAMLMHCKAM HasHavyeHnem crefyrmnx pasHoBuf-
HOCTelk:

- Ha npaBoe 6e4po € NosICOM;

- Ha npaBoe 6eApo C NOJIYKOPCETOM;

- Ha npasoe 6e[po C KOPCETOM;

- Ha fieBoe 6eApo C NosICoM;

- Ha neBoe 6e4po C NOYKOpPCETOM;

- Ha neBoe 6eApo C KOPCETOM;

- Ha npasoe v fieBoe 6e4po C NOJSIyKOPCETOM;

- Ha npaBoe v ieBoe 6eApo C KOPCETOM.

5.5.4 BHYTpeHHAA dpopMa ruab3 annapara Ao/HKHa COOTBETCTBOBATb MHAMBUAYaA/IbHbIM NapameTpam
HUWXHEW KOHEYHOCTM B 3aaHHOM MNOJIOXEHUW, HE OKa3blBaTb Ha TKaHW M36bITOYHOrO AaB/IEHUA U COOTBETCTBO-
BaTb TpeboOBaHMAM 3akasa.

5.5.5 BHYTpEeHHAS NOBEPXHOCTb MAb3(bl) MOXET ObiTb BbIMO/IHEHA CO CMAryalLWMM CNOEM W3 BCMEHEH-
HOro mMartepuana c yaesnbHoO NA0THOCTbIO He 6onee 80 kr/m3.

5.5.6 CmsAryawwuin cnon go/mkeH 6biTb 3ad)MKCMPOBAH Ha BHYTPEHHEN NOBEPXHOCTU rnnb3(bl) Npuknen-
BaHWEM WNN gpyruM cnocobom, obecneymsBarolum ero HafexHoe yaepxaHue Ha NoBEepXHOCTHU.

5.5.7 Ha BHyTpeHHel NOBEpPXHOCTU rNNb3(bl) CO CMATYAKLWMM COEM He A0/IKHO OblTb MOPLLMH, CKNa-
[O0K, 3aMWHOB U OTC/TIOEHUI CMATYaKLWEro cros.

5.5.8 TonwmHa cMmaryarwwero cnos gomkHa 6biTb HE MeHee 2 MM.

5.5.9 BHewHne 06B0abl rU/b3(bl) 4OMKHbI ObiTh NABHLIMUW, 3CTETUYHLIMW, HE UMETb OCTPbIX KpaeB 1 He
BbI3blBaTb HapPYLEHU LEe/I0OCTHOCTM M MOBbLIWEHHOIO M3HOCA OA4EXAbl NauueHTa.

5.5.10 MepegHne NoBePXHOCTU rmMAb3(bl) AO/DKHbI 06ecneynBaTb UX pPackpbiBaeMOCTb, IEFTKOCTb Haje-
BaHUA U CHATWA annapara.

[onyckaeTca n3roToBsieHUE TU/b3 C Bbipe3oM A0 45 % nepefHel CTEHKM U NocnefyroLlein ycTaHOBKOM
nepegHero knanaxa.

5.5.11 HwxHuin kpaii rmnb3(bl) 6eapa AO/MKEH AOXOAUTbL A0 MblLEeNKOB 6eapa, He NPensaTcTBYsS ABUXKe-
HUIO B KOJIEHHOM CycTaBe. BepxHuii kpail nonykopceTa AO/KEH AOXOAUTb A0 HUXHErO kpas peb6ep.

5.5.12 Macca annapaTtoB A0/KHa OblTb MUHMMa/NIbHO BO3MOXHOM, UCXOAA U3 TEXHUYECKUX peLleHui n
NPUMEHSEMbIX MaTepuanoB nNpu obecnevyeHnn HeoBXO0AMMbIX 3KCMyaTauWOHHbIX TpeboBaHW, U yKkasaHa B
TEXHNYECKON AOKYMEHTaLum N3rotoButens.

5.5.13 WapHup pgomkeH obecneuynBaTb NOLABMKHOE COeMHEHNE KOHCTPYKTUBHbLIX 3/1IEMEHTOB annapara
N perynnmpoBKy ocu BpaleHus 6efpeHHO YacTu OTHOCUTENbHO Ta306e[peHHOro cycTtasa.

5.5.14 KOHCTpyKuMs annapaToB Ao/DkHa obecnevynBaTth ABMXKeHue crnbaHusa n pasrmbaHns TasobenpeH-
HOro cycTaBa B COOTBETCTBUM C MEAULUHCKAMMK NOKa3aHUAMN.

5.5.15 ¥Yrnosoe nepemMeuieHne LWNH Ta306e4pPEHHOr0 y3sa B caruTrasibHOM MAOCKOCTU OT HYNEeBOro no-
NIOXEHUA AOMKHO 6bITb OT 95° Ao 110° B CTOPOHY crnubaHusa n He 60siee 10° B MPOTMBOMOIOXKHYO CTOPOHY.

5.5.16 Bce anemeHTbl annapaTtoB criegyeT cobmpaTb C MOMOLWbIO Kpenexa, obecneymBaloLLero Hagex-
HYl0 doMKcauulo 3/IeMEeHTOB annapaTtoB B ONpeAe/IeHHOM MONOXEHUN.



FOCT P 59882—2021

5.5.17 3aknenoyHble coeguHeHnsa no NOCT 10299 He [O/MKHbI MMETb CMeW,eHUsA TOJIOBKA OT ee Ocu,
[OJ/DKHbI 6bITb MIOTHO NOATAHYTHI, 06XaTbl, HE NMETb OCTPbIX KPOMOK M 3ayCEHLEB M He AOJIKHbI BbiCTynaTb
Hag BHYTPEHHEN MOBEPXHOCTbI TW/b3.

5.5.18 TekcTunbHas 3acTexka «KOHTaKT» W34enuii  [0/HKHa COOTBETCTBOBaTb TPeObGOBaHUAM
FOCT 30019.1 n HagexHOo hMKcMpoBaTb MMIb3y annaparta Ha HMKHEN KOHEYHOCTH.

5.6 TpeboBaHuA K MaTepuasiam

5.6.1 2nemeHTbl annaparta, KOHTakTupyluime € TeqloM nonb3oBaTens, AO0/MKHbl OblTb W3rOTOBMEHbI
U3 martepuasioB, COOTBETCTBYHLUMX TpeboBaHMAM 6Guonormyeckoii 6esonacHoctn no FOCT ISO 10993-1,
FOCT ISO 10993-10 n NOCT P 52770.

5.6.2 TepmonaacTuyHble mMaTepuanbl annapaTtoB AO/DKHbl o6ecneynBaTb BO3MOXHOCTb TEPMUYECKON U
MeXaHW4YeCcKon noAroHkn (moacdopmoBKN).

5.6.3 Martepuanbl rmnb3 AO/KHbI 06ecneymBaTb YCTAHOBKY 3aK/EMNOYHbIX coeAnHeHuli 6e3 ux pacTpe-
CKMBaHUA.

5.6.4 MeTannunuyeckune getanu annapara fO/MKHbl ObITb U3rOTOB/IEHbI M3 KOPPO3MOHHO-CTOMKMX MaTepu-
anoB NNM UMETb 3aluUTHbIe UM 3aWunTHO-geKopaTtusHole nokpbitna no NOCT 9.301.

5.6.5 Martepuanbl 1 31eMeHTbl KpPenaeHua m3genusa Ao/DKHbl 6bITb paboTOCNOCO6HLIMM B TEUEHUE Ha-
3HAYEHHOro cpoka CcnyxXb6bl, ycTaHOBAEHHOro B 5.2.1.

5.7 KOMNNEeKTHOCTb

5.7.1 B KOMNMEKT nocTaBkM annaparta O/IKHbl BXOAUTb:

- annapar;

- WHCTPYKUMSA MO NMPUMEHEHNI0 (MaMsaTKka no obpaw,eHnto ¢ n3gennem).

5.7.2 WHCTpyKUMsa no npuMeHeHuto (namsaTka no obpaweHuto ¢ msgenumem) — no NOCT P 2.601 u
FOCT P NCO 22523—2007 (nyHKT 13.3).

5.8 Tpe6oBaHUs K XpaHeHWo, TPAHCMNOPTUPOBAHUIO, MapPKMPOBKE U YNaKoBKe

5.8.1 XpaHuTb annapartbl cnefyeTt Ha cTesiaxax no ycnosusam xpaHeHusa 2 no NOCT 15150 B 3aKpbITbIX
NOMELLEHUSAX, B yNakoBaHHOM Buae npu Temnepatype oT 5 °C go 25 °C 1 0THOCUTE/IbHOI BIAXHOCTU BO3ayXa
oT 10 % po 80 % c 3awWmnTOl OT nonagaHusa NPSAMbIX COTHEYHbIX SyYe.

5.8.2 PaccTosiHne xpaHsALWmMxca n3genuii oT 0OTONUTENbHbIX U HarpeBaTebHbIX NPUOOPOB AO/HKHO 6bITh
He MeHee 1 m.

XpaHeHne B HECKONbKO psafoB (WTabenmpoBaHue) He 40NYCTUMO.

5.8.3 TpaHcnopTupoBaTb annapaTtbl cfefyeT BCeMUW BUAaAMU KPbITOrO TpaHcnopTa B COOTBETCTBUM C
FOCT 15150 n npaBunamy NepeBO30K, AENCTBYHLWMUMN Ha AaHHOM BuAe TpaHcrnopTa, NpefoxpaHss ux ot
MeXaHNYeCcKnX NOBpeXaeHulii n aTMocepHbIX 0CaAKoB MPU BbINOSHEHUM NOTPY304YHO-PA3rpy304HbIX paborT.

5.8.4 MapkupoBka annapaToB [O0JIXHa COOTBeTcTBOBaTb Tpeb6oBaHuam FOCT P NCO 22523—2007
(nyHkT 13.2) n TY Ha annapar.

5.8.5 TpeboBaHuA Kk ynakoBke annapaTa, B TOM 4YUC/Ne KOHKPEeTHble CNoco6bl ynakoBbiBaHUA, a Takxe
npMMeHsiemMble Mpu 3TOM MaTepuasbl ¥ TUN TPAHCMOPTHOWM Tapbl AOMKHbI 6biTb YKa3zaHbl M3roTOBUTENEM an-
naparta B TY.
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Bubnuorpadwusa

[1] MNpukas MuHTpyga Poccum ot 5 mapta 2021 . Ne 107H «O6 yTBepxaeHun CpOKOB MOJSIb30BAHUS TEXHUYECKMMU
cpeAcTeamu peabunuTaummn, nNpoTesaMun 1 NPOTE3HO-OPTONEANYECKUMU U3LE/TUAMMN

[2] My 25.1-00—86 YCTONUMBOCTb U3OENNIA MEAVLIMHCKOW TEXHWKM K BO3AENCTBUIO arpecCrBHbIX 61osoru-
YECKMX XuUAKocTeld. MeToabl UCMbITaHWIA
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