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[OCT P UCO 14243-2—2012

[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBepgeHUA o cTaHgapTe

1 NMOArOTOBJIEH ObwecTtBoOM ¢ orpaHniyeHHon oTBeTCcTBEHHOCTLIO «LUIATORpoekT» (OO0 «LUNTO-
MPOEKT») HA OCHOBE CODCTBEHHOMO ayTEHTUUHOIMO NepeBoa Ha PYCCKUA S3bIK MeXayHapoaHOro ctaHaapTa,
yKasaHHOro B NyHKTe 4

2 BHECEH TexHun4yeckum kommuteToM no ctaHgapTusaunm TK 453 «MnnaHTaThl B XUPYRTAXY

3 YTBEPXOEH W BBEAEH B JEWCTBUWE [MMpukasom ®enepanbHOro areHTcTea rno TEXHUYECKOMY
perynupoBaHuio UmMmeTponormm ot Ne 11 nwona 2012r. Ne 171-ct

4 HacTtoawmn ctaHgapT naeHTudeH mexgyHapoaHomy ctadHgapty UCO 14243-2:2009 «mnnaHTaThl
ana xupyprun. WM3HOC TOTanbHbLIX MPOTE30B KONMEeHHOro cyctasa. Yactb 2. MeTogbl M3MepeHUn»
(ISO 14243-2:2009 «Implants for surgery — Wear of total knee-joint prostheses — Part 2: Methods of
measurementy ).

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTIOYHBIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HaUMOHaNbHble cTaHgapTel Poccunckon @eaepaun, ceeaeHUa o
KOTOPbIX NpUBedeHbl B AONONHUATENBHOM npunoXxeHnn A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekecm UaMeHeHUU U rornpasoK — 8 eXXKeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauwe20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowas UHgbopmayus, yeeooMIieHUe U meKkcmaei pa3Melaromcs makxe 8 UHpopMalyUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgapTtuHdgopm, 2013

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

MMnnaHTaTbl ANA XUpyprun
M3HOC TOTAJIbHbIX TNMIPOTE30B KOJNIEHHOI'O CYCTABA
YacTthp 2

MeTogbl U3MepeHUU

Implants for surgery. Wear of total knee-joint prostheses.
Part 2. Methods of measurement

[NaTta BBeaeHna — 2013—06—01

1 O6nactb NpMeHeHUA

B HacTosweM cTaHgapTe npuBegeH Meto ocueHUBaHUA N3Hoca 6onbLLebepLOBOro KOMMOHEHTa ToTalb-
HbIX NPOTE30B KONEHHOMo cycTaBa C UCMONMb30BaHMEM rpaBUMETPUYECKOro MeToada ANst KOMMNOHEHTOB, UCTbI-
TbiBaeMbIX B cooTBeTCcTBUUN ¢ NCO 14243-1.

2 HopmaTuBHbIe CCbINKN

B HacTodleM cTaH4apTe UCNoNb30oBaHa HopMaTUBHAA CChlfIKa Ha cre4yoLlnid ctTaHaapT:

NMCO 14243-1 ImnnaHTaTthel ANg UCNONb30BaHUA B XUPYprun. MI3HOC ToTanbHbIX NPOTE30B KONMEHHOro
cyctaBa. HacTb 1. [NapameTpbl HAarpysku 1 cMelleHna aAns yCcTaHOBOK ANS UCTbITaHUA Ha M3HOC C KOHTPOMNEM
HarpyskiM M COOTBETCTBYIOLWLME YCNOBUA oKpyXawwen cpeabl Ana ncneitaHna (ISO 14243-1, Implants for
surgery — Wear of total knee-joint prostheses — Part 1. Loading and displacement parameters for
wear-testing machines with load control and corresponding environmental conditions for test)

3 TepMUHbI N onpeaeneHns

B HacTosAweM cTaHaapTe NpUMEHeH cneayoLnia TEPMUH C COOTBETCTBYOLUM onpeaeneHnem:
3.1 u3Hoc: NoTepsa maTepmnana KOMNOHEHTaMU, BXOAALWMMN B cOCTaB NpoTesa cycTaBa, BCreacTBue
KOMOWHMPOBAHHOIO ABMXEHUA U HArpy3Ku.

4 BecoBou metoA

4.1 OCHOBHOU NPUHLUN

McnbiTyembl 0bpasel, 3aMmadumBaloT B CMasbiBatoLWEN XXUAKOCTU. Ero HECKOMbKO pas3 AoCcTatoT U3 CMasKu,
OYULLAIOT, BbICYLLUMBAOT U B3BELLUMBAIOT A0 TEX Nop, Noka He YCTaHOBUTCH paBHOMEpPHAasi CKOPOCTb copbLuun
Xuakoctu. McnbiTyembin obpasel, BnocneacTBUM OUEHUBAKT HA U3HOC, TECTUPYS MOTEP0 MacChl C MOMOLLbHO
NMMUTALIMOHHON MoAEeNn KONMEHHOro cyctasa. KOHTPOMbHBIM 0bpasel, 6e3 couneHeHun, ¢ Harpyskou unu 6es,
MNOrPYKEHHBIN B TY Xe CMa30uvHYIO XUAOKYIO cpeay, npeaHasHavyeH Ans Toro, Ytobbl AenaTb NOonpaBky Ha
COpOLNIO XKNOKOCTU, U NOABEPraeTCcA TOW Xe npoLeaype Ans cnpaBoYHbIX Lieneu.

4.2 PeareHTbl Uu MaTepuanbol

4 2.1 Xngkaa tectoBad cpena B cooTBeTCcTBUN C NCO 1424 3-1.
4.2.2 KoHTponbHbIN 0bpaszel B cooTBeTCcTBUN C UCO 14243-1.
4.2.3 VsonponnnoBbIA CNUPT.

U3paHune odbmumanbHoe
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4.3 AnnapaTtypa

4.3.1 Becbl c TOUHOCTLIO A0 £ 0,1 Mr, AocTaToOuYHbIE AN B3BeLUMBaHNA MacChl UCMNLITYeMOro obpasua.
4.3.2 YnNbTpasByKoBad BaHHa.

4.3.3 Cnucrtema BakyyMHOW CYLUKM, CNOCODHasi AoCTUraTb Bakyyma, no MeHbllen mepe B 13,33 [la
(100 munnuTopp).

4.3.4 CTpydaoTPUNLTPOBaAHHOIO MHEPTHOMO rasa, Hanpumep asoTa.
4.4 AcnbiTyeMbi U KOHTPONbHbIN 0Opa3Lubl

4.4.1 Ncnbityembln obpasel, cootBeTcTBYOWMA MCO 1424 3-1.
4.4.2 KoHTpONbHbIA 0bpasel, cooTBeTCcTBYHOWMN NCO 14243-1.

4.5 MNoAarotoBKa UCNBITYEeMOro U KOHTPONbHOIO 00pa3LoB AN BeCOBbIX U3MepPeHUU (COCTOAHUE
nepepn samavuuBaHueM)

4.5.1 3ama4vnmBatoT UCMbITYEMbINA U KOHTPOMNbHLIA 00 pa3Lubl B XXKMAKON TeCcTOBOU cpeae (CM. 4.2.1) B Teve-
HUe (48 £4)u.

4.5.2 N3BnekaroT UCMIbITYEMbINA U KOHTPOMbHbIN 0bpasLbl N3 XXUAKOU TeCTOBOU cpeabl (CM. 4.2.1) 1 o4un-
LLIAKOT B YIbTPa3BYKOBOW BaHHe (CM. 4.3.2).

TUNUYHBIN PEXUM OUYULLIEHNS B YNbTPAa3BYKOBON BaHHE BLIMOMNHAKT crieayowmm odbpasoMm:;

a) BMOpauunsi B 4€OUHN3NPOBaAHHONW Boae B TedeHne 10 MuH;

b) ononackneaHue 4eMOHU3NPOBAHHOW BOAOM;

C) BUbOpaLusi B CMeCcuH MOKLLEro pacTeopa Ans yNbTpas3BYKOBLIX BAHH B KOHLEHTpaLUWUK, peKoMeHOoBaH-
HOW N3roTOBUTENEM MOKLLIEro pacTteopa, B TedeHne 10 MUH;

d) ononackuneaHue 4eUOHU3UPOBaHHOW BOAOW;

e) BMbpauuna B 4eonHNU3UpoBaHHON Boae B TeveHne 10 MuH;

f) ononackmBaHue 4eNOHU3INPOBAHHOW BOAOWU;

g) BMbpauns B 4eONHN3NPOBaHHOW BoAE B TeveHne 3 MUH;

h) ononackmsaHue 4eUOHU3UPOBAHHOM BOOOU;

1) cyllKa B KamMepe Ad BaKyyMHOU CyLIKK (CM. 4.3.3).

CneayeT NposiBNATL OCTOPOXHOCTh, UTOOLI N30eXaTb TPEHUSA B YNbTPa3BYKOBOW BaHHE, KOTOPOE MOTMNo
Obl NPUBECTU K UIBMEHEHNIO MACCHI.

4.5.3 BbicylumBatoT UCNLITYEMbIN N KOHTPOMNBHBIM 0OpasLbl C MOMOLLLIO CTPYU OTPUNBTPOBAHHOTO UHEP-
THoro rasa(cm. 4.3.4).

4.5.4 3amaqvnBaloT UCNLITYEMbIA N KOHTPOMBbHBIN 0Dpasubl B U30NPONMNOBOM cninupTe (cM. 4.2.3) Ha
SMUHE 15 C.

4.5.5 BbiCylUMBAOT UCMBITYEMBIA U KOHTPOIbHbLIA 0DOpasLbl ¢ NOMOLWbLID CTPYU OTPUNLTPOBAHHOIC
MHepTHororasa(cm.4.3.4),saTeMcyLllaT B Bakyyme no MeHblwen mepe npun 13,3 Na B TedyeHne He MeHee 30 MUH.
4.5.6 B3BewmBawoT UCNbITYEMbIA U KOHTPOMbHLIA 0OpasLbl Ha Becax ABaXdbl C NOBOPOTOM B TeYeHUe

90 MMH nocne yaaneHna n3 Bakyyma. Ecnu gBa pesynbTtaTa aAng ogHoro odbpasua He coBnagatoT ¢ TOYHOCTLIO
oo 0,1 Mmr, npogomkatoT NPOBOAUTL U3MEPEHNS C NMOBOPOTOM, NMoKa No MeHbLUen Mepe ABa pesynbtaTta aAns
oagHoro obpasua He byayT coBnagaTh € TOUHOCTBIO 40 0,1 Mr. XpaHSAT UCMNIbITYEMBIN U KOHTPOIbHbLIM 0OpasLbl B
nepuog Mmexay B3BelMBaHUAMN B repMeTUYHOM KOHTeWHepe, 3alluilaroLliemM oT Nbinn.

4.5.7 Tepunognyeckn noBTOPSAOT Warn 4.5.2—4.5.6 oo Tex nop, noka gudgpdepeHumnanbHoe NUSMeHeHne
mMacchl obpasua 3a nepuog 6onee 24 4 He coctaBuUT MeHble 10 % 3HavyeHUs NpeablayLWero KyMynaTUBHOMO
M3MEHEHNA Macchil.

4.5.8 3anuceiBatoT cpegHee yBennmyeHne macchbl S KOHTPOMNbHOMO obpasLa.

4.5.9 BoeinonHawT doTorpadpuyeckyo peructpaumio Bcex NOBepXHOCTen codneHeHus U pukcauum
obpaszuya. OTMevaroT Ha UCNbITYeMOM obpasLie pedpepeHCHbIE TOYKU TakuM 0bpasoMm, 4ToDbI Nocne UCNBITaHUS
Ha M3HOC MOXHO DObINO onpeaennTb NoKanmsaunio U3HOLWEHHbLIX NOBEPXHOCTEN OTHOCUTENBLHO OCEN UCMLITYE-
Moro obpasua.

4.6 Mpoueanypa namepeHUa rpaBUMeTpUIECKMM METO4,0M

4.6.1 YcTaHaBnMBaloT UCnbITyeMble obpasubl B annapaTt Ans UCNbITaHUA U NPOBOAAT UCNLITAHME Ha
n3Hoc B cooTBeTCcTBUUN C NCO 1424 3-1.

4.6.2 3anuceiBaloT Maccy obpasLoB.

4.6.3 Kaxabin pas, koraa UCnbiTyeMbld U KOHTPOMNbHbIM 0Dpa3sLbl M3BNEKatoT U3 annapaTa ANs UCMbITa-
HUA Ha USHOC, NOBTOPAT npoueaypbl 4.5.2—4.5.6,4.6.1114.6.2.

2
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4.6.4 PaccunTbIBaloT nokasaTenn nsHoca rpaBumMeTpuyeckum MeToaom creayonmm obpasom:

Wﬂ = WEH + Sﬂ’
rae W — noteps macchbl HETTO Nocrie N Y1Ucna LMKIOB HarpysKku;
W, — cpeaHas HeoTKOppPeKTUpoBaHHas NoTepsi Macchbl;

S, — cpeaHee yBeNM4eHne Macchl KOHTPObHOIO 0bpasLa 3a Takou XXe Nepunoa BpemMeHu.
4.6.5 PaccuuTbIBalOT CpeaHoto CTeNeHb N3HoCa ag;, UCMosb3ya ypaBHeHNe AN IMHENHON 3aBUCUMOCTU
no MeToay HauMeHbLIMX KBaapaToB W, 1 vncna LMKNOB Harpysku n

W, =a.n+b,

f

rae W — noTtepda Macchl HETTO Nnocne n4ncna LnUKIoB;
b — KOHCTaHTA.
HyneByto BpeMeHHYIo TOUKY B AaHHbIX BbIMUCNEHUAX HE MCMONb3VYIOT.
4.6.6 BbInonHAT poTorpauUyecKkyto permctpaLlnio Ans BcexX noBepXHoCcCTen couneHeHnUa n oukcauunm.

5 OTt4yeT 00 UCNbITaHUN

OT4eT 00 UCNBLITAHNM AOIKEH BKNOYAaTb B ceds cneayouwyo MHQopMaLuno:
a) CCbINKY Ha HacToSALWUN cCTaHaapT;

b) naeHTNdUKaunoHHY0 MHDOPMaLNIO OTHOCUTENLHO UCNLITYEMOTo obpasLua, kKak 3To b0 3asiBNEHO
CTOPOHOW, NpeacTtaBndatoen odbpaseLl, 4N UCMblITaHUS;

C) MeToa U3MepeHnda nsHoca (T. e. BECOBOWU);

d) 3HavyeHne W, ana kaxaoro usmepeHus, NCnosb3ysa BeCOBOU METOA;
e) cTeneHb N3HOCA;

f) CCbINIKY Ha UCMONb30BaHHbIM MeTo4 UcnblTaHMA Ha U3Hoc no NCO 14243-1;
g) doTorpaduu.
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Mpunoxenwne A
(cnpaBo4HoOe€)

CBefleHMA O COOTBETCTBUMU CCbINMTOYHBLIX MeXAYHapPoOAHbIX CTaHOapTOB
HauuoHanbHbLIM cTaHgapTaMm Poccumnckom ®@epgepauuum

Tadbnwua OA1

Obo3HaYvYeHNe CChITOYHOro

CTeneHb
MEXOYHAPOOHOro COOTRETCTRUS OBo3Ha4vYeHUe 1 HaMMEHOBaHNE COOTBETCTBYIOLLErO HAUMOHANBHOIO cTaHaapTa
cTaHaapTa
NCO 14243-1 IDT [OCT P WCO 14243-1—2012 «Vimnnantatbl gns xmpyprun. VIsHoc To-

TanbHbIX NPOTE30B KOJIEHHOro cycraea. Yacte 1. [lapameTpbl HarpyxXeHus
N NnepemMeLleHns ansa UcnbiTaTterbHbIX MaWWH C KOHTPOIEM Harpy3ku wm

OKPY>KAKOLWMX YCNOBUW MPU NCTIbITAHUNY

[Tpnmedanune—B HacToawen Tabnuue NCNonb3o0BaHO cneaylee ycnoBHoe 0603HaYeHne CTENEHN COOT-
BETCTBUA CTAHOAPTOB:
- IDT — naeHTu4yHbIM cTaHOAapPT.

YIOK616—089.843:006.354 OKC 11.040.40 P23 OKI193 9800
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Penaktop O.A. CmosHosckas
TexHu4veckun pepakrop B.H. lNpycakosa
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KomnetoTepHaa sepctka MM.A. HaneukuHou
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