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Mpepgucnosune

Lienu n npuHumnbl cTaHAapTu3aumm B Poccuiickoit Pepepaunm yctaHoBeHbl ®efepasibHbIM 3aKOHOM OT
27 pexkabpsa 2002 r. Ne 184-d3 «O TeXHUYECKOM perynmpoBaHumn», a npaBuia NPUMMeHEHUs HaunoHaNbHbIX
cTaHpgapToB Poccuiickoin ®egepaunn — FOCT P 1.0—2004 «CtaHgapTusaumsa B Poccuiickon ®egepaymn.
OCHOBHbIE NMOJIOXEHUA»

CBefieHusi 0 cTaHgapTe

1 PABPABOTAH ABTOHOMHOI HEKOMMEPYECKOW opraHunsauueri «Bcepoccuiickmini Hay4yHo-nccnegoBa-
TeNbCKWIA M UCNbITaTeNIbHbIA UHCTUTYT MeANLMHCKOM TeXHUKU» (AHO «BHUNNMT») ndegepasibHbIM rocyaap-
CTBEHHbIM yupexaeHnem «LleHTpanbHblli Hay4yHO-UccnepoBaTeNbCKUi  MHCTUTYT TpaBmaTosiorum u
opTtonegun um. H.H. MpropoBa» Ha OCHOBE COGCTBEHHOW pa3paboTku

2 BHECEH TexHuU4YecKnm KOMUTETOM Mo cTaHgapTusaummn TK 453 «MmMnnaHTaTbl B XUpyprum»

3 YTBEPXAEH W BBEAEH B AEVWCTBWE MMpukazom deaepanbHOrO areHTCTBa Mo TEXHUYECKOMY
perynvmpoBaHuio 1 MmeTponoruu ot 27 gekabpsa 2006 r. Np404-cr

4 BBEJEH BIMNEPBbIE

NHdopmaumsa 06 M3MEHEHUAX K HAaCTOsIWEMY CTaHAapTy Ny6/MKyeTCsi B eXerofHo 13gaBaeMoM
NHhOpPMaLMOHHOMYKa3aT efne «HaluMoHanbHble CTaH4ap Thi», @ TEKCT U3MEHEHUI N MONPaBOK — BeXeMe-
CAYHO M34aBaeMblIX MHOPMALMOHHbIX yKasaTensx «HaunoHasbHble cTaHaapTbi». B ciyyae nepecmoTpa
(3amMeHbl) M 0 TMeHbl HACTOALLEr0 CTaHAapTa cooTBeTCTBYloLWEee yBeoM/IeHne 6yaeT ony6/MKoBaHO
B ©XKEMEeCsIUHO 134aBaeMoM NH(POPMALMOHHOM yKa3aTe e «HaunoHaibHble CTaHaapThi». COOTBETCTBY-
toLLast MHopMaums, YyBeLOM/EHNE N TEKCT bl pa3MeLLLaln TCca Takke B MUH(POPMALMOHHO ccTeme 06LLEero
Nnonb30BaHWsA — Ha odmumManbHOM caiiTe ®efBpasibitoro areH TCTBa Mo TeXHUYeCKOMY PeryiMpoBaHunio n
MeTponorumn

© CraHgapTuHdopm. 2007

HacTosiwunii ctaHfapT He MOXeT 6bITb NMOIHOCTLIO UM YaCTUYHO BOCMNPOU3BEEH, TUPaXXUPOBaH U pac-
npocTpaHeH B kayecTBe ohnLManbHOro n3gaHms 6es paspelleHns degepasibHOr0 areHTCTBa Mo TEXHUYECKO-
My PerysimpoBaHuIO 1 METPOJIOrMn
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BsepeHune

ToTasibHble 3HAOMNPOTe3bl Ta306e4PEHHOr0 cycTaBa NpegHasHa4YeHbl /15 BOCCTAHOB/IEHNS ABUraTe lb-
HOWi 1 ONMOPHO PYHKLMN HUXXHE KOHEeUYHOCTM MyTeM OnepaTMBHOrO 3aMelleHnst 60/1bHOro cycTaBa aHAonpoTe-
30M. BbicOKoe TpeHue B y3/1e MOABMXHOCTM CMOCO6CTBYET pacluaTblBaHMIO 3HAOMPOTE3a, YCKOpsSeT U3HOC
COMpsHKEeHHbIX MOBEPXHOCTEN, COKpaLyaeT CPOK CNyx6bl n3aenvs. MpoayKTbl M3HOCA BbI3bIBalOT acenTnyeckoe
BOCNasIeHNe MSTrKUX TKaHel.

B HacTosLee BpeMs OCTPO oOLyLlaeTCA Hef0CTaTOK MeTOAMK, MO3BO/IAIOLWMNX 06 EKTUBHO OLLEHUTb YPO-
BEHb KayecTBa aHA0MNPOTe30B. [pn 60/bLLOM N306M/IMK Pa3INYHbIX TUNOB 3HA0NPOTE30B OTCYTCTBME TakoW
MHbopMaLMy NPUBOAUT K MPOHUKHOBEHUIO He06pOKayeCcTBEHHOM NPOAYKLMN B KIIMHUYECKYHO MPaKTUKY 1 Cy6b-
eKTVBM3MY Npu BbIGOpe 3HA0NPOTE30B OnepaTtopamMu-xmpypramu.

Hanuune 06bEKTMBHOI TeXHUYECKOWN MHpopMaLMm o pa6oTe aHA0NpoTe3a cycTaBa BopraHu3me no3Bo-
NUT onepaTopaM-xmpypram v nauyMeHTam coctaBuTb NpefcTaB/ieHne O AasibHelilel cyib6e oneprpoBaHHOro
cycTasa.

HacTosiwmii ctaHAapT NO3BONSAET 40CTATOYHO 6bICTPO 1 COBEPLUEHHO 06 BEKTUBHO ONpPeAennTb KayecT-
BO y3/1a TPEHWS, UHTEPNPeTUPOBaTh NPUYMHY pa3pyLleHns UMMaaHTaTa npu akcnepTu3e oTpuLaTebHbIX Cy-
YaeB MPVMeHeHWs1 3HAO0MPOTE30B, CPaABHUTbL IKCM/lyaTaLMOHHbIE KayecTBa pas/INyHbIX 3HAOMPOTE30B Npu
cepTuduKaLmn N3Lesnnii.

HacTtoswwuii ctaHgapT AaeT B pyku creumaincToB MeTOAMKY OLEHKM Y3/10B TPEHMS, MO3BO/IAIOLLYIO OCY-
LWecTBNATL pa3paboTky uam oT6op 3HAOMNPOTE30B Ta3obeApeHHOro cycrasa, obecneumBaloWmnx rapaHTUio
paboTbl UX B TeyeHue nepsBbix 10 NeT nocsae MMNaaHTauum.

BO3MOXHO, YTO OMbIT, HAKOM/IEHHbI B pe3y/ibTaTe NPUMeHeHUs HacTosLero ctaHgapTa, 6yaeT cnoco6-
CTBOBaTb NOArOTOBKE CTaHAAPTOB MO MPOrHO3MPOBaHMIO PaboTbl 3HAOMNPOTE30B CyCTaBOB.
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HALMWOHANBbHBLIN CTAHAOAPT POCCUMNCKOMN PELEPALMUNN

MMnnaHTaTbl gns XMpyprum

SAMEWEHNE CYCTABA TOTA/IbHbIM SHAOMPOTE30OM

OnpepeneHve AONTOBeYHOCTU paboThl y3na TpeHUs aHAoNpoTe3a Ta3o6eapeHHOro cycraBa
METOAOM OLEHKW KPYTALEero MoMeHTa

Implants for surgery. Total Joint replacement. Determination of durability of fnction unit's work of hip
endoprostheses by method of torque estimation

Jarta BBegeHna — 2008—01—01

1 O6nacTtb NpUMeEHeHUS

HacToswwmii cTaHaapT ycTaHaBNnBaeT Tpe6oBaHUA Ky3nam TPeHNS TOTaslbHbIX 3HA0MPOTE30B Tazobes-
PEHHOro cycTaBa YesioBeKka (Aanee — usgenue), NPUMeHsieMbIX B KaUeCcTBe XMPYPruvyeckMx UMMnIaHTaTtos B
KOCTHOW X1pypruu.

2 HopmaTuBHbIE CChINKU

B HacTosuwem cTaHgapTe UCMNob30BaHbl HOPMATUBHbBIE CCbIIKM Ha cnefylowme ctaHaapThbl:

FOCT 51652—2000 CnupTaTWUAOBbIA PEKTUHNKOBAHHbIN U3 MULLIEBOTO CbIPbs. TEXHMUYECKME YC/10BUS

FOCT 15150—69 MalwunHbl, Npubopbl 1 gpyrue TexHuuyeckme nsgenus. VicnonHeHnsa gns pasnyHbIxX
K/IMMaTNyecKnx paioHoB. Kateropmu, ycrioBus akcnayataumm, XpaHeHUs 1 TpaHCNOPTUPOBaHMA B YacTu BO3-
[eNCcTBUA KNMMaTUYeCKNX hakTopoB BHeELLHeN cpeapbl

NMpumeuyaHne — Mpn NONb30BAHUM HACTOSAWMM CTAHAAPTOM Lefiecoo6pa3Ho NMPoOBepUThL feiCcTBUE CCblNou-
HbIX CTaHAapTOB B MH(POPMALMOHHON cucTeme 06LLEro N0NbL30BaHNA — Ha OhULNANbHOM caiiTe HauMoHaNbHOTO opraHa
Poccuiickoit ®egepayuu no cTaHAapTU3aumm B ceTn VIHTEPHET UM N0 eXEerofHo n3faBaemMomMy MH( OpMaLMOHHOMY yKka3sa-
Teno «HauroHanbHble cTaH[apThi», KOTOPbI ONY6AMKOBAH MO COCTOSHUIO HA 1siHBaps TeKyL,ero roga,  no COOTBETCTBY-
IOWNM eXEeMECAYHO U3AaBAEMbIM UH(POPMALMOHHBIM yKa3aTensM, ony6aMKOBaHHbIM B TEKyWeM rogy. ECin CCbiNOUHbI
CTaHAapT 3aMeHeH (M3MeHeH), TO NpU NO0JIb30BaHUN HACTOSIW MM CTAHAAPTOM CcnefyeT PyKOBOACTBOBATbCS 3aMEHEHHbIM
(M3MEHEHHbIM) CTAaHAAPTOM. ECNU CCbINOUHbIN CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO NOI0XeHWe, B KOTOPOM JaHa cCbinika Ha
Hero, NPMMeHseTCs B YacTU, He 3aTparmBarlleil 3Ty CCbinky.

3 Annaparypa

3.1 WcnbiTaTenibHasa MallnHa, CNOCO6Has reHepupoBaTb BpallaTe/ibHble BUXEHUS U perucTpuposaTb
KPYTALWMI MOMEHT, BO3HUKAIOLWMIA OT TPeHUs Npy BpaLeHnn rosI0BKM B YallKe B MPOLecce UCMbITaHus.

3.2 fatumkcunbl, obecnevynBaroLmii U3MepeHre 0OCeBO Harpy3kn cunbl BuHTepsasne oT 0 4o 5 kH cTou-
HOCTbIO * 1 %.

3.3 [laTuuvk KpyTSLlero MomeHTa, obecneumBaloLLnii perncTpaumnio KpyTaLero MOMeHTa Cusibl B UHTep-
Basie oT 0 go 10 H ™M c TOYHOCTbLIO = 1 %.

3.4 TMpucnocob6neHne ANa yCTaHOBKM rO/I0BKU 9HA0NPOTE3a B UCNbITATENIbHOW MalluHe.

3.5 Yawa, B KOTOPYIO BBOAUTCA rONI0BKa aHAONpoTesa.

3.6 PerucTpupyolyee yCcTpOicTBO, 06ecneynBatoLlee 3anvick MHopMauuu, Nosy4yaemoii B pesyibtarte
MCNbITaHUA, C TOYHOCTbLIO 1 1 %.

MN3paHne opuymnanbHoe
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Cxema pacnosioXeHUsi UCMbITyeMblX 06pa3L0B B UCMbITATENIbHON MallMHe NpuUBeAeHa Ha puUcyHke 1.

1— npucnocobneHne ANna ycTaHOBKM r0O/I0BKU; 2 — r0/1I0BKa 3HjonNpoTesa; 3 — vawa

PucyHok 1 — Cxema ycTaHOBKM FO/I0BKM U Yalu 3HAgoNpoTe3a AN UCNbITaHWSA

4 MopAfoK NOATOTOBKM 06pasLoB

4.1 O6pa3subl 34eNunin 4O/MKHbI NOCTaBAATLCA C CONPOBOANTE IbHLIMU AOKYMEHTaMMU.

4.2 HecTepunbHble 06pa3Lbl nepes UCMNbITaHUAMU NOABepratoT 06e3KMPUBaHNIO0 6EH3UHOM 1 nocneay-
touieli o4ncTKe aTUI0BbLIM cnupTom no TOCT 51652.

4.3 Crepu/bHble 06pa3ubl nepes UchbiTaHMEM AOMNONHUTENIbHON OUNCTKE He NoABepraroT.

4.4 O6pa3subl 0 NPOBEAEHUA UCMbITAHUA XPaHAT B 3KCUKaTope, o6ecnevnBatoLlemM 3alunTy TPYLUXCS
NnoBepxHOCTEeWN OT NonafgaHus Nbisiv, BAarn U Apyrux sarpsasHeHui.

5 lNpoBeaeHne ncnblTaHna

5.1 WcnblTaHnA NpPoBOAAT NPy HOpMasibHbIX ycnosuax no FOCT 15150.

5.2 Y3es1 TpeHus co6mpatoT BCOOTBETCTBUY C PUCYHKOM 11 UKCUPYIOT BUCMbITaTeIbHOM MallnHel).

5.3 C nomoublo NoABMKHOM TpaBepCbl BBOAAT Yally B KOHTaKT C FOMIOBKOW, NOAYYMB Takum o6pa3om
y3en TpeHus aHgonporesa.

5.4 Ob6ecneuymBaloT HarpyxeHue ysna TpeHus cuioit 2250 H co ckopocTbio 1 MM/MUH2*,

5.5 YcTaHaBnMBalOT CKOPOCTb BpalleHus Yawu, paBHyto 0.5 06/c. n npyn oceBoli Harpyske B 2250 H npo-
BOAAT rpadunyeckyto pernctpaumio KpyTAwero MoMeHTa Ha npoTsxeHun 600 c. B Te4eHne KOTOpbIX valla
coBepLaeT 300 NOMHbIX 060POTOB.

5.6 l3BnekatoT o6pasLbl U3 3aKUMOB UCMbITATE/IbHON MaLUVHbI.

5.7 OcmaTpuBaloT TpyLMECH NOBEPXHOCTU Ha HaJTU4YMeE C/1el0B PaspyLIeHs U NPOAYKTOB U3HaLLVBaHUSA.

5.8 OnpeaensaioT 3HAYEHUS KPYTALWero MomeHTas).

5.9 Y3/bI TpeHns 3HA0NPOTE30B Ta306eApEHHOr0 CyCcTaBa, KpyTAL M MOMEHT B KOTOPbIX He NpeBbILLaeT
1.5H M 1B KOTOPbIX HEe O6HApPYXeHbl MPOAYKTbl U3HALLMBAHUSA, CMNOCO6HbI 06ecneyYnTb A0/ITOBEYHOCTb He
meHee 10 ner.

Y37bl TpeHus 3HA0NPOTe30B Ta306eApeHHOro cycTaBa, KpyTAWMA MOMEHT B KOTOPbIX MpeBblwaeT
1.5 H mvi 1 B KOTOPbIX 06HapYXXeHbI NPOAYKTbI U3HALUNBAHUSA, K KTUHUYECKOMY MPUMEHEHUIO He flonyCcKatoTCs.

JonycTnmble 3HAYEHNS XapaKTepUCTUK y3a TpeHnsa npusefeHbl B Tabaunue A.l (CM. npuioxeHue A).

®UKCMPYIOT TONOBKY Ha KOHyce npucnoco6neHns. CBo60AHbIA KOHeL, NpUcnoco6neHns 3aKpennaT B BEPXHEM

3axBaTte fepxaTens. B 3axBate HUXHEro gepxatens, CMOHTUPOBAHHOIO Ha NOABUXHOI TpaBepce UCMNbITATEIbHON MaLu-
Hbl. HafleXHO 3aKpennaT yally, onupas ee BHEWHNI Kynoa Ha TBepaoe ocHoBaHue. C Leniblo yMeHbleHUs pucka gedop-
Mauum Yawu 3a cyeT cxaTus ee 3axBaTtamu LLesiecoo6pasHO MCNONb30BATb MeTa/lSIMYeCKNi 3aluTHbIA KOXYX, B KOTOPOM
yawa MoxeT 6bITb NJIOTHO 3adMKkcupoBaHa.

2) [N vcnbiTaHUA y3N0B TPEHWUA, W3TOTOBMEHHbIX C NPUMEHEHWEM MNOJINMEpPHbIX MaTepuanoB, peKkoMeHpyeTcs
npeaBapuTenbHO Harpy3nTb y3en Tpenua cunoii 3000 H co ckopocTblo 1 MM/MUH. @ 3aTeM Ha4yuMHaTb UCNbITAHNE KPYUYEHU-
emM B TOT MOMEHT, Kora 3HayeHue cunbl 3a cYeT penakcauuu nonmmepa CHM3MTCA fo 2250 H.

3) KpyTAWwmii MOMEHT — cpefHeapumMeTuyeckoe 3Ha4eHNEe MaKCMMasiibHOro U MUHUMasIbHOTO 3HAYEHWI KpyTALLe-
ro MOMeHTa 6€e3 yyeTa B pacyeTax 3HauYeHWid, MONyUYeHHbIX NPU NepBbIX Tpex o6opoTax.

2



FOCT P 52640—2006

MpunoxeHne A

(o6a3atenbHoe)

LonycTyMble 3HAYEeHUs XapakTepUCTUK y3/ia TPEeHNUs

Tab6bnunua Al

HanmeHoBaHne xapaktepucTukm

KpyTawmnin MOMeHT. H *m

K0P (hULMEHT BOCCTAHOBMEHNUS NOABMKHOCTU CycTa-
sal» "

Hanuune paspylweHns NoBEPXHOCTU N NPOAYKTOB N3HA-
WBaHus

[JonycTmMoe 3HaueHne

He 6onee 1.5

He meHee 100

He pgonyckaeTcsi Hanuune B y3fie TPeHUs CBOGOAHbIX
NPOAYKTOB M3HALIMBAHUA, a Takke BKpanieHwit B Teno
Yal nNpoAyKTOB W3HaLIMBAHUA, 06GHApPYXNBaeMblX HEBO-
OPYXeHHbIM rnasom

11 KoathpMuMeHT BOCCTAHOBIEHUS NMOABUXHOCTM CycTasa. %. BbIYNCAAT AE/IEHUEM 3HAYEHUS KPYTSALLETO MO-
MeHTa Ans 340posoro cyctasa (1.5 H «M) Ha cpegHeapudMeTUYecKoe 3HAYeHNe KPYTALWEro MOMEHTa, NoMlyYeHHoe B

pesynbTate ucnboiTaHnsa no 5.5.
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