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Mpeaucnoeue

Lenu, ocHoBHBIE NPAHLKNL @ NOPAGOE NpoBEdEHKS padoT NS MERNSCYJapcTREHHOA CTaHJaRTHUAaLNM
yoTawoeneds [OCT 1.0—52 «MexrocygapcraeqHan cucTema cTaHdapTyaauyy. OCHOBHBIE NONOMEHHAR K
FoOCT 1.2—=2009 aMexrocy0apCcTEEHHAA CUCTEMAE CTAHAARTHAALWH. CTAHAADTE MEXTOCYAAPCTRE HHBIE, Npa-

BMMNE 1 PENOMEHIELMN N0 MEXIOCYQ3pCTBEHHOR cTaHzapTHaaumy. Mpaeuna paspaboTer, NDKHATHA, NPHME-
HEHIXA, OBHOBNEHWA 1K OTMEH Bl

CeeaaeHMA O cTaHgapTe

1 MOOrCTOBNEH ©eogpanbHbiM rocydapcTEEHHbIM YHHTAPHBIM NPpeanpuATHEM sBoepoccricrnia
HAYHHO-MCCNEO0BATENLCKHA  MHCTWTYT  CTangapThaadkd W CepTMdHMEALMH B MaWWHHOCTDOEHKK:
(BHWHMALL)

2 BHECEH DegepansHbis areHTCTEOM N0 TEXHWYECKOMY DeryMADOBEAHKG W METRONoM AN {PoCcTaK-
aapT)

3 MPUHAT MexrocynapCTREHHMBIM COBETOM N0 CTAHAARTHAALMK, METRONOMHM W CepThdMEaLMH
(npoTokon oT 24 Mas 2012 . Ne 41)

3an PHHATHE NROronoCoBane.

H:FIHTKL'IE HAMMEHOELH B CT [AME “I:Iﬂ CTHAHE '::A'.I'I.IJHLIJEHHGE HIdEEHIIAHAE HALUWOHANEHDOID Sfraya

o ME{ACS 3166 04 —57 no MK [ACO 3188} O04-—587 Ao CTAHGAPTHIAUNANR

AaepBannmas AL AzcTanaapT

Benapyih B4y MoccTasaspT Pecnybnued Benapyce

KazaxcTad KL FoccradgspT Pecnybnued KaaascTax

Kuprusag K3 EEpreiscTEHOERT

hManooea LD Mongosa-CTangapr

Pocoum R PoccTasnapT

Yepausa Ua MMHIKOH MRS IEATHA ¥ RpEWHE

4 Mpukazom PegepansHoro areHTCTES NO TEXHAYECKOMY DEeryNHMDoEAHUKY 1M METRONorE oT 1 HosBpa
201 21 Ne BET-cT MexrocyaapcTeeHHeR cTannapT NOCT 31621—=2012 peeneH B QEACTEHE B KAYSCTEE HALWO-
HaneHOrs cTaltapta Poccuibcrod Seaepauni ¢ 1 aueapa 2015r.

5 CranpapT NogroToENeH Ha OcHoOBE npusederna MOCT P 5264 0—2006

& BEE[OEH BMNEFBRIE

MiRibOpmauus ob UIMeneHuay ¥ HACmoaweny cmandapmy NyGnuykyemcs 8 8xe20dHomM UHboDMayLom-
HOM YRa3amens s HayuoHanstse Cmakdapmibl sy, & IMEerci WIMENSHUD U TONDaaoK — & BMeMECAYNOM UHoD-
MAYUOMHO Yiazamene «HayuoHansHele cmandapmeis. B CiyLae Nepeckompa (3aMansl) Wy omaekis
Hacmoswesn cmakndapma coomesmemayiawes yeedomnesve Gydam onyONUKOEaNT & EXEMECRYROM
uHhopMaluoHkon yazamene sHauuoranskee cmandapmals. Coomasmomayowad UHhopMauuA, yee-
AoOMAEHLE LU MSKCTE Da3MELLESFITICA Makwke @ UHhopMauuonrol cucmeMe cOWeao NoNLIcaarul — Ha apu-
yluansHon calime @edepansHos0 a2eHmemeaa 0 MEeXHUYeCKOMY De2yUPoEaHII0 U MEMODQNOaLU & Cemu
Humepwem

B CrangapTeHdopm, 2014

B Poccuickol Pegepayny HACTORLWWA CTAHZADT HE MOXKET Bkl Th MONHOCTEED AN YSCTHYHD BOCHROMIEE-

O8H, THPAWMPOBAH W PACNPOCTPAHEH B KAYECTEE OPUUMANLHOMD MagauwA Ges paspellenns DegepansHong
areHTCTEA N0 TEXHHYBCKOMY DETYNMPOBAHMK U METROMNOrHK

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 2/8
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-31621-2012



https://gostexpert.ru?utm_source=pdf&utm_medium=42477
https://gostexpert.ru/gost/gost-31621-2012?utm_source=pdf&utm_medium=42477&utm_term=page

rocTt 21621—2012

CopepxaHue
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BeegeHwne

ToTanbHee IMOCNPOTEIR TasobedoaHHOro CYycTana NpedHaliaYeHbl ANR B0CCTAH0BNEHHA OBHMaTENb-
HOH M QNOPHOA YHELWW HRHER EOHEYHOCTH NYTEM ONepaTHBHONS 3aMEWe WA BoNeHOrS CyCTaea aHgoNpoTe-
oM. BeicoKoe TDRHWE 8 YINE NOGEWHHOCTH cNOCOSCTAYET PaCaTHBIHWK IHJONPOTEIR, YORODAST WIHOC
COMPANKEHH BIX ROBEDXHOCTER, CoKpalaaT cpok cyEte M3nenya. NpodykTsl MIHoCA Bkl3LIBANT ACRMTUHECKDS
BOCNANEHWE MATKHME THAHER,

B HacToAWEE Bpata aCTRO OWYLLaeTCA HEAOCTATOK METOQME, NOIECNAKLWE 00 LEKTUBHD CUBHHTE YDo-
BEHbL KEA4ECTEa 3HoNpoTe308. Npu SoNkWoM #300HNHH PaINKYHEX TUNOA 3HO0NPOTE308 OTCYTCTEWE TAKoA
WHDOPMAELMK TEWBOOMT K NPOHMKHOBEHKID HEAoDpoKaYeCTEEHHOR NPCOVELMA B KNMHWHECsYI0 NTRaKTUEY ¢
CYTBEKTUEAIMY NpH BebOpe 3HA0NPOTEI0B ONEPaTORAMM-XH DY DranM .

Hanw4me oS bekTHEHGH TEXHWHECKOR HHdopMaL i o paldoTe aH0onNpoTEsa CyCTaed B OpPratkname No3es-
NWT oNEpaTogam-XHMpypram v NaLMeHTam COCTaBW T NPedcTasNeHHe o JansHedwel cyasbe onepupoRanHorg
CYCTaRa.

HacToAWwKA cTaROapT NoABONAST ASCTATONHS BLICTRS W COBBDLWEHHD OB BERTHEHD GNPeOeNHTLY KaYacT-
BO Yand TREHKWA, AHTEpNDeTHPOBATE NPWHKUHY P33Py LWEeHWA MMNRaHTaTa NPW JECNepTHIS OTPHUATENBH BIX CTY-
YAEE NPUMEHEHKWA IHJONPOTEICE, CPABHWTE IKCANYATAUNOHHEE KAYECTEE Da3nNMYHbix IHGONPOTEI0E NPH
CEQTADMEALMK H3GENHA.

HacTosWwmA cTaHdapT JaeT 8 pyEd CNeudancTon MeTog Ky OUeHKN Yanos TREHWA, NO3BSAINWYI0 OCy-
WECTENATE paspaboThy WNKW OTEO0D JHOONDOTEA0E TasanGedpeHHOro CycTaea, oGecnedynBakiLWE rapaHTHD
patoTul Mx 8 TEYEHKWE NEepokiX 10 NeT Nocne KMNNaHTaLMH.

BoamookHo, 4TO ONBT, HAKOMNEHHRER B peayneTaTe NpHMEHEHWA HBCToRWens cTaKaapra, SygeT cnocob-
CTROBATE NOGroTORKES CTAHAAPTOE N0 NPOrHOIHpoEAHKIO paboTel JHJONEOTEICE CYCTAROA.

I
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M E XK T oc Y O APCTUBEUHH b H C T A HIAOAPT

MMnnaKTaThl ANA XKPYPIMK
3AMELLUEHWE CYCTABA TOTANBHBIM 3HOONPOTEZOM

OnpegeneHie AoNroReYHoOCTH paboTel yana TpeHua IH00NpOoTaIa
TazoBeapeHHOro CYCTaBa METOAOM OLUEHKKN KPYTALLErO MOMEHTa

Implants for surgary. Tolal point replacement.
Determinafion of durability of fricticn wnit's work of hep endoprostheses by a method of torque estimation

Hata eegeHHA — 2015—01—101

1 O6nacTe NPUMEHEHHA

HacToAWKA cTaHdapT yeTaHasnKkeaaT TPeGoRaHWA K yanam TREHWA TOTaNkHEY 34 40npoTeaos Tasobe-
PEHHOMD CYCTABA YEN0BEKA (IaNeE — WIOENHE], TDMMEHAEMbIX B KEYECTEE XUDYPIMHECKUE WMNNaHTAToE B
KOCTHOWN KMPYRTMA.

2 HopMaTHBHbLIE CChINKK

B HacTOALEM CTAMZADTE MCNONEIOBEAHSE] HOPMETHEHBIE CoLINKK HA CNEOYHILKE CTAHEADTh

FOCT 5962—6T7 CnupTaTinossld pekTHRMKOBaHHE B, TEXHWHECKHE YCNOBKA

M2CT 19150—69 MawwHs, Npubopsl 1 ADYIME TEXHMYECKHE HAOENHA. PICNONHEHHA 0NA Da3NHYHbIX
KNWMATAYECEHX Paioros. KaTeropyu, YyoNoBWA IKCNNYATAUMK, XDaHEHMA W TDAKCNOPTUROEAHWA B HacTH BOA-
OEACTEMA KNAMaTHYECKKE hakTopos BHEWHER Cpeabl

I pPRMEaYaHWe — flpﬂ NONBICBEHAW HECTORLWMAM CTAHILAPTOM UEHEGDDEPEBHD OpOBERATE OEACTEME CORINOM-
bl CTAHGBAPTOE B MHPOPWMELWOHHOH CHoTEME GBWErs None30EaHWA — HA SPHUNSNEHOM CBWTE PefSpatbsHond
SreHTCTEE N0 TEXHAYSCKROMY PETYNHDCEAHHEKD A METPONOMA B CETH MHTEDHET UMK N0 SHErCOHOMY MHPOPMBULHOHHOMY
YEAZATENK « HAUWOHANEH LIS CTAHOASDTH =, KOTODEIR I:II'I:"EI'IH.{IZIE A No COSTOASMER HA 1 RHBAPA TEKVILEro roda, 4 No aenye-
HAM eHSMECAYHOTO HHPCPMAUMCHHOrO yE33aTens « HAUMOHENEHES CTAHGAP This 38 TERYIAA red. Ecni cosiNouHeIA CTEH-
Q3pT 2aMmeHes (MAMESHEH] TO NPW NCNE3I0OBAHAN HECTORLMM CTAHAADTOM CNedyeT pYLOES0ACTEOBATECA IAMEHARILLHAM
HIMEHEHHLIM ) CTAHOAPTOM. Ecnu coninoyYH A cTaHaa PTOTMEHREH Gessamesi, TONONOHEHNE. B KOTO PO OSHE CORUNES HE
HEMD, NOWMEHASTCR B HACTH, HE 3ATPArMBEDUEA 3TY CCuINEY

3 Annapartypa

3.1 McneTarensHaa MalwmHa, cnocobHan reHepUpoBaTh BPaAaTeNkbHBE QEMKEHWA M DerMCTPMPORaTE
KPYTALLMEA MOBMEHT, BOIHMEZIOWHWE OT TREHWA NDW BOALLEHH K MONOBKWA B YaWEKe B NPOLECCS MCNLITAHKA.

3.2 MaTtydk cunbl, obecnesuBamULMie MaMepaHie OoEB0H HArpYaKd CHMNel B MMTepBane oT 0 0o S kH C
TOMHOCTEID L1 5.

3.3 JaTumk KpYTAWEro MoMeHTa, 0BecreyMBEaOLW KA DEMCTRALMD KDYTALLETC MOMEHT CHMEl B MHT2D-
paneor 0 oo 10H M C TONHOCTERY £1 5.

3.4 lMpucnocobnedyde ONA YCTAHOEKH MONoBEKKY 3HASNDOTEAE B MCNbITATENEHOH MaLMHE.

3.5 Yawa, B EOTOPYID BEOOKTCA MONOBKa AHASRPOTESA.

3.6 PerdcTpupyilles yocTpoRcTao, obecneynaanllee 3anics MHgOopMaUMK, NonyYaeon B peayneTaTe
HCTBITAHWA, © TOYHOCTEID L1 9.

MapaHue odMUHansHoe

e
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Cxema pacnonomeHA MeNeTYEMex 0BDAILOR B MCNLITATENEHON MALLWHE NDHBEAEHE HA PUCYHKE 1.

o
=
&

3

b e npKc nasofnene ANAYCTRHDDER FDNOBER, 2 FONDEES IHQOAPOTE, 3 — hausa

PHE‘.':"H-EIK 1 — Cxema YOTAHCEEA FONOBEA W S BILWE 3HA0NP0TE3a ANR WCNeITEHAA

4 Mopapok nogroToekk obpasyos

4.1 Obpasubl 430Nl A0MKHE NOCTAENATECA © CONPOBOAKT BNEHEMK ACKYMEHTAMM.

4.2 HecTepuneHee obpasubl Nepes HCNbI TAHWAMKA NCAREDT 2T ODeIKHDHBEAHW DoHIHHOM KW NOCNeay-
FOLLEA OHACTEE ITHNOBRIM cnpTom o NOCT 5962,

4.3 CTepunbHERE COpaIls Neped HCNbITAHWEM JONONHATENEHOH O4ACTE He NOOBepranT.

4.4 Ofpasusl 00 NPOEEOEHURA MCTETAHMA XDAHAT B IKCKKATORE. 0GECNEYMBRKILLEM IBWWTY TPYLLWMXCA
MOBERRHOCTER OT NONALAHWA N, BArk W pyrdx SarpAsHeHai.

5 MNpoeegeHue UCNBITAHKA

5.1 Menemadds npoBogaT NpW HopManeHsix yenoewax no FOCT 15150,

5.2 ¥aen TpeHuMA cobupaloT B COOTEETCTEMN C PHCYHEOM 1 W (DAKCHpYIOT B MCNETATENEHOR MawvEe '

5.3 C nosmolwsi NOJEMMHON TPABEPCel BECOAT 4ally B KOHTAKT © FONoBKOR, NOMyY4YHME Takue obpasom
YAEN TREHKMA IHO0NPOTEIa.

5.4 ObecneqqEaloT HArpYXeHWe yana TpeHkA cunoi 2250 H co cropocTeio 1 mamin®.

5.5 YoTaHaEnWBERKOT CEOPOCTE BRaLLEHHA Yalwik, paeruyio 0,5 0b/c, ¥ npyd ocenol Harpyake s 2250 H npo-
BOOAT rEafu4ecKy i PErkcTpauqio KpYTALLEro MOMEHTA Ha npoTAMedud 600 . B TeYEHWE KOTODLIX Yawa
copepwaseT 300 nonHex obBopoToa.

5.6 MaenexaoT ofpaiuk M3 33MHMOE MCTIHTATENBHON Ma LUK HEI.

5.7 CcMaTpyBaT TRYLWHECA NOBEDEHOCTH HA HANWYWME CMNEgOon DaspyWeHAd W NPOOYETOR WaHallW-
BAHWA.

5.8 OnpegenfT IHaYeHHR KpYyTALWEND MoMaHTa? !,

5.9 Yane TpEHKAIHOCNPOTEA0R TAI06E0DEHHOT0 CYCTARA, KDY TALLMIA MOMEHT B KOTODbIX HE NPEBLILLEET
1.5H-1M 1B KOTOPRX HE OGHADYHEHE NPOOYETEl MIHALLKBAHWA, cNocoBHE oDECNEYHMTE ACNMORENHOCTE HE
mMeHes 10 neT.

Yine TREMHA IHOONPOTEI0E TaiodelpedHOro CYCTARd, KPYTALWWA MOMEHT B KOTODEIX NPeBbWAsT
1.5 H m 1B oTOpeX 0BHADVEEHE! NDOOVETEl MAHAWKBAHWA, K KNUHASSECKOMY NDUMEHEHUI0 HE OONYCKaI0TCH.

OonycTHMBIE AHAYEHWA XAPAKTEDHCTHE Yana TREHMA NDHEEeHE B Tabnuue A1 [Ch. NPANOKeHAE &),

I' DUACHDYIOT FONOBEY HA KOHYCS NpHenocolnedua. CeEoBoaHsid KOHey NPUSNOCoBNEHHA ZEEPENNADT B BEpEHEM
JEYAATE NEpHATENA. B 2AXAATE sWXHEID AEDHATENA, CMOHTUPOBAHHOID HA NOSEHHOA TREBEDOE MCNETATENRHOW MaW K-
Hal, HAASKHE JAKDENNAKT S ALY, OFHDAER B8 BHELHMA KYN0N H3 TEEQA0S OCHOBAHHE. C UBNb:D YMEHELIEHEA pHCRE Gedrap-
MALMA HALLK 33 CHET CHATHA B2 33XEATAMH UENACOOBREZHE WeNoNb20BATE METANMAHSCHAE 2AW MTHEIR KoMYX, B €0TOROM
YA MoKeT BH Te NNOTHO 32 0HECHPOBAHE.

“F ANA WenziTAHHAA YEN0E TOEHWA, WIFGTOBMNEHHLIX ¢ NPHMEBHEHWEM NONEMEDHEE MATEDAAN0E, PEKOMEHDYETOA
NEedEapATeNsHC HAMPYIUTS Y280 TRRHUA CHNOA 3000 H 0 CROPOCTER 1 MMIMHAS, 3 38TEM HEUMHATE HON K TARHE KRyHE HUB M
B TOT MOMEHT, KOTGE IH34EHWE CHALI 33 CHET DENSKCALMA NONWMeRa CHRAMTCA 0o 2250 H.

3 KpYyTALIWA MOMEHT — CPEOHeap A METEHECKDE IHANSHEE MBKCHMENEHOTD H MASHMETLHOTD THEYEHAR KEYTR-
Wera MomexTa Bes y4eTa B PACHETAE SHIYEHAR, NONy-HEsHE X NoH NEPEHE Tpex OBCpOTaN.

2
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Mpunoxernne A&
(ohAzaTensHOE)

OonycTHMLIE IHAYEHHA XapaAKTePUCTHE Yana TpeHWA

Frefnumwga A

2

FHans EHoDAHNE KPR TEEACTHER

.Ill.'!l"!.'t THEOE JHEHEHHE

Kp¥TRUYHA SMOoMeHT, H -

He Gonee 1,5

Koo nuMEHT  BOCCTEHOBNEHAA NOQBHKHOCTH
cycTaaa | %

He meses 100

Hanw4ue paspyweHdd NOBSPRHGCTH W NPCAYETOR
HIHALLWEAHW A

He gonyc=asTor HandYde & yane TREHWRA caofo0HEx npo-
OYETOR M3HAWMBAHKWS, B TAKKE BEDENNSHAA B TEND 43LWKH Npo-
AYETDE MEHALWWWEAHWR. fali] HAPYHHUEISEMEY HEBOODDYHAHHEM
rMaadM

! Ko PUU«eHT BECCCTEAHOENSHWA ROOBHEHOCTH CYCTAEA, Y%, BEYMHCNIAKNT OENEHRWEM SHEYSHHA KRYTAL BT MOMEH-
TE ANA 300p0s0ra CyaTaea (1,3 H- M) HAE CRedHeaPROYME THMECKDS IHAYEHWE KDY TALWEND MOMEHTE, NONYYaHHDS B pe-

AYNeTATS HCARTEHWA 00 5.5
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¥OK616-089.843.008.354 MEKC 11.040.40

KnioYeosie CNopa; aqgonpoTes, WMONAHTar, yaen TDeHMA, EDYTALMA MOMEHT, TDYLUWMECA NOBEREHOCTH,
NPOAYETEL MAHAWWEAHWA, KoathfHLWEHT BOCCTAHORMNEHWA NOOEMEHOCTH CYyCTaRa

Pepaerop MK Mascusona
Taziswvacesd pegaktop 8.0, Toycamaas
Kopperrop PA. Mewmosa
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