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MNpeavcnosue

Llenv u npuHumnel cTaHaapTusaummn B Poccniickoin Peaepavmm yctaHosneHbl PegepanbHbiM 3aKOHOM OT
27 pexabps 2002 r. Ne 184-d3 «O TeXHUYECKOM perynupoBaHny», a npasuna npuMeHeHus HauMoHanbHbIX
ctaHgaptoB Poccuitckoin ®egepauum — FOCT P 1.0—2004 «CtanpgapTunsauus 8 Poccuinckon degepaumn.
OCcHOBHbIE NONOXEHNsI»

CBegeHus1 o cTaHOapTe

1 MOArOTOBINEH O6lwectsoM ¢ orpaHu4eHHon oTeeTcTBeHHOCTbo «LIMTONpoekT» (OO0 «UNTO-
NpPoeKT») Ha ocHoBe COBCTBEHHOrO ayTEHTUYHOIO NepeBoia Ha PYCCKuiA S3blK MEXAyHapoaHOro cTaHdapTa,
yKasaHHOro B MyHkTe 4

2 BHECEH TexHn4yeckum komuteToM no ctaHgaptusauum TK 453 «MMnnaHTaThl B Xupyprumy»

3 YTBEPXOEH W BBEAEH B OEWCTBWE MMpukasom deaepansHOro areHTCTBa Mo TexHu4eckomy
perynuposaHuio u metponorui ot Ne 11 nions 2012 r. Ne 171-ct

4 HacToswuni ctaHgapT ngeHTndeH mexayHapogHomy crangapty MCO 14243-2:2009 «mMnnaHTaThl
Ans Xnpyprun. M3Hoc ToTanbHBIX NPOTE30B KOMEHHOro cyctasa. YacTb 2. MeTogbl u3mMepeHUin»
(ISO 14243-2:2009 «Implants for surgery — Wear of total knee-joint prostheses — Part 2: Methods of
measurement»).

Mpun npUMeHeHNM HacToALLIero cTaHaapTa PeKoMeHAYyeTCa UCNOMb30BaTh BMECTO CChITOYHbIX MeXayHa-
POOHbLIX CTaHAAPTOB COOTBETCTBYOLLME UM HaLMOHaneHble cTaHgapTel Poccuitckon ®eaepaunn, ceegeHns o
KOTOPbIX NpYBeAeHb! B ACMONHUTENBHOM NpunoxeHui OA

5 BBEAEH BMNEPBbIE

UHbopmayus 06 USMEHEHUSIX K HacmosieMy cmaHdapmy nybnukyemcsi 8 exe2o0Ho uszdasaemMom
UHGbopMayUoHHOM yKa3amerie «HauuoHansHele cmaHOapmbl», & MEKCM U3MeHeHUU U r1ofipagok — 8 exxeMe-
CAYHO U30asaeMbix UHGOPMaUUOHHBIX yKasamersix « HayuoHanbHble cmaHOapmbl». B criydae nepecmMompa
(3aMeHbl) uniu ommMmeHsl Hacmosiujeeo cmaHdapma coomeememeyroujee yesedomiieHue 6ydem onybnukosaHo
8 eXXeMeCsYHO u3dasaeMoM UHHOPpMayUOHHOM ykasamene «HayuoHarnbHbie cmaHOapmbly. Coomeemcemeay-
rowjast uHghopmauyus, yeedoMrieHue U meKCmei pasMeualomes makke 8 UHGhopMayuoHHoOU cucmeme obuez0
ronb308aHuUs — Ha oghuyuansHoM catime @edepanbHo20 azeHmcemea 10 MexXHUYeCKOMY peaynuposaHuio U
Mempoirioauu e cemu lHmepHem

© CtaHgapTtuHopopm, 2013

HacToawuit ctaHaapT He MOXET GbITb MOMHOCTLIO UM YAaCTMUHO BOCMPOM3BEAEH, TUPAXMPOBAaH U pac-
npocTpaHeH B kayecTse odulmansHoro nsgaHusa 6es paspelueHus deaepansHOro areHTCTBa Nno TeXHUYEeCKo-
MY perynmMpoBaHuio U METPOMornmn
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HAUMWOHANBHBIW CTAHOAPT POCCUUCKOWU @GEAEPALUUMN

UMnnanTaTtbl AnA xupyprum
U3HOC TOTAIbHbIX NMPOTE30B KOJNIEHHOIO CYCTABA
YacTtb 2
MeToabl usMepeHuin

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

HaTta BBegeHna — 2013—06—01

1 O6nacTb NpMeHeHus

B HacTosiwem cTaHaapTe NpuBeAeH MeTod oLeHMBaHNsA 3Hoca 60/bLlleGepLOBOro KOMNOHeHTa ToTaslb-
HbIX MPOTE30B KONIEHHOro CyCTaBa C UCNOSb30BaHMEM rpaBMMETPUYECKOTO MeToda A4Nsl KOMMNOHEHTOB, UCTIbl-
TbiBaeMbIx B cooTBeTcTBUM ¢ UCO 14243-1.

2 HopmaTuBHbIe CCbINKK

B HacTosLem cTaHAapTe Ucnofb3oBaHa HopMaTUBHas Cebifika Ha cneayrowWwmiA cTaHaapT:

NCO 14243-1 MmnnaHTaTkl AN UCNOMb30BaHUA B XMPYPrun. U3HOC ToTanbHBIX NPOTE30B KONEHHOro
cyctasa. YacTb 1. MapameTpbl Harpysku 1 CMeLweHUs Ansa yCTaHOBOK A11sl UCTILITaHWsl Ha U3HOC C KOHTPONEM
Harpyskn 1 cooTBETCTBYIOLUME YCIOBUA OKpyxatowen cpedbl Ana ucnbitaHus (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 U onpeaeneHun

B HacTosilem cTaHaapTe NpUMEHeH cneayowun TePMUH C COOTBETCTBYIOLUUM onNpeaeneHneMm:
3.1 u3Hoc: nOTepﬂ MaTepunana KoMnoHeHTamMmun, BXoaAawunmMn B CoCTaB npoTe3a CycTtaBa, BClencTtesue
KOM6MHMp0BaHHOFO ABWKEHUA U Harpysku.

4 BecoBou meTton

4.1 OcHOBHOW NpUHLUN

UcnbiTyemblit o6pasel, 3amMadunBaloT B CMasbiBaloLen )KMAKOCTU. Ero HeCKonbKo pas AocTaloT U3 CMasku,
OuMLLAIOT, BLICYLLIMBAIOT U B3BELUMBAIOT 40 TeX Mop, Noka He YCTaHOBUTCS paBHOMEPHasi CKOpOCThb copbuum
xuakocTu. UcnbiTyemblin o6pasel BNOCNeACTBUMM OLIEHUBAIOT Ha USHOC, TECTUPYSA NOTEPIo MACCH C MOMOLLbIO
UMUTaLUOHHOW MOAENN KOMEeHHOro cycTaBa. KoHTpornbHbI obpasel 6e3 couneHeHuit, ¢ Harpyakoi unu 6es,
MOTrPYXXEHHBIN B Ty Xe CMasouHYyIo XUaKylo cpedy, npeAHasHauyeH Ans Toro, 4Tobbl Aenatb Nonpaeky Ha
cop6UMIO KNAKOCTH, U MOABEPraeTCA TOMN Xe npoLieaype Ans CrnpaBoyHbIX Lenei.

4.2 PeareHTbl U MaTepuanbl

4.2.1 YXupgkas TectoBasi cpeaa B cooTBeTcTBUM ¢ UCO 14243-1.
4.2.2 KoHTponbHbii 06pasel B cooTBeTcTBUM ¢ UCO 14243-1.
4.2.3 UsonponunoBeblil cnivpT.

Uspaune opuymnansHoe
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4.3 AnnapaTtypa

4.3.1 Beckbl c TouHOCTbIO A0 £ 0,1 Mr, focTaTouHbIE A8 B3BELUMBAHWS Macchl UCNbITyeMoro obpasua.

4.3.2 ¥YnbTpassyKkoBas BaHHa.

4.3.3 CucTemMa BaKyyMHOW cyLlku, cnocobHas gocturate Bakyyma, no MeHblwei mepe B 13,33 Ma
(100 munnutopp).

4.3.4 CTpys oThnNbTPOBAHHOIO NHEPTHOTO rasa, Hanpumep asora.

4.4 WcnbiTyeMblil U KOHTPONBbHbLIN 06pa3uLbl

4.4.1 WcnbiTyemblil o6pasel, cootseTcTByOWNA MCO 14243-1.
4.4.2 KoHTponbHbI 06paseL, cooTBeTCTBYIOWMA NCO 14243-1.

4.5 MNMoaroToBKa UCNbLITYEMOro U KOHTPONbHOro 06pa3LoB ANA BECOBbIX MU3MepeHUit (cocTosiHue

nepep 3aMavuMBaHuem)

4.5.1 3ama4MBaloT UCMbITYEMBbI U KOHTPOSbHbIN 06pa3sLibl B XXWAKON TecToBol cpeae (cM. 4.2.1) B Teve-
Hue (48 +4)u.

4.5.2 V3BneKaroT NCNbITYEMBIN U KOHTPOSbHBIA 06pasLbl 13 XXNOKON TeCTOBOW cpefbl (CM. 4.2.1) 1 oun-
LLaoT B yNbTpas3ByKoBOM BaHHe (CM. 4.3.2).

TUANYHBIA PEXNM OYMLLIEHWA B YNIbTPa3BYKOBOW BaHHE BbINOMHSAIOT cneayowmm obpasom:

a) Bubpaums B 4eOUHU3NPOBaHHOM Boae B TeveHue 10 MuH;

b) ononackusaHWe AeUOHN3UPOBaHHOW BOAON;

c) BuBpauus B CMeCU MOLoLLIero pacTBopa 414 yNbTPasByKOBbIX BAHH B KOHLEHTpaLun, pekoMeHa0BaH-
HOW M3roTOBUTENEM MOIOLLIEro pacTBopa, B TedeHue 10 MuH;

d) ononacknsaHne 4eNOHU3NPOBAHHON BOAON;

e) BMGpauus B 4e0MHU3NPOBaHHOM Bode B TeueHue 10 MuH;

f) ononackusaHue AeUOHU3UPOBaHHOW BOAOW;

g) BMOpauus B AeOMHU3MPOBaHHO BoAe B TeUeHNe 3 MUH;

h) ononackusa+Hve 4eNOHN3UPOBaHHON BOAOHK;

i) cylwka B KkaMmepe A58 BaKyyMHOW cyLIku (cMm. 4.3.3).

CneayeT NposiBNATbL OCTOPOXKHOCTb, YTOOLI U36eXaTh TPeHUs B YbTPa3ByKOBOW BaHHE, KOTOPOE MOTIO
6bl NPMBECTU K UBMEHEHUIO MACChi.

4.5.3 BblcyluMBaOT UCMbITYEMbIA U KOHTPOMbHBIA 06pa3Lbl C NOMOLLbIO CTPYM OT(OUNbTPOBaHHOIO UHEP-
THoro rasa (cm. 4.3.4).

4.5.4 3amauMBaloT UCNbITYEMbIA U KOHTPObHBIA 06pasubl B U30NPONUNoBoM cnupte (cMm. 4.2.3) Ha
5MuH+15c.

4.5.5 BblcylumMBaloT UCMBITYEMBIA U KOHTPOSbHBLIA 0Bpasubl C MOMOLBIO CTPYU OTUNLTPOBAHHOMO
nHepTHororasa(cm.4.3.4), 3aTemM cywiar B BakyyMe no meHbluen Mepe npu 13,3 MNa B TeweHne He MeHee 30 MUH.

4.5.6 B3BellnBaOT UCNbITYEMBIA U KOHTPOSbHLIA 06pa3ubl Ha Becax ABaxabl C NOBOPOTOM B TEYEHUE
90 mMuH nocne yaaneHus ns sakyyma. Ecnu aea pesynbtarta gnsa ogHoro obpasua He coBnagatoT ¢ TOYHOCTbIO
go 0,1 Mr, npogosiKaloT NPOBOAUTL U3MEPEHUS C MOBOPOTOM, MOKa No MeHbLUen Mepe ABa pesynbTaTta Ans
opHoro o6pasLia He ByayT coBnagarb ¢ TOYHOCTLIO 40 0,1 Mr. XpaHAT UCNbITYEMBIA U KOHTPOSbHEIN 06pasupl B
nepuog mexay B3BelIUBaHUAMU B repMeTUHHOM KOHTENHepe, 3alniaiowemM oT Nbinu.

4.5.7 Mepuoandeckn NoBTopstoT Wwark 4.5.2—4.5.6 Ao Tex nop, noka gncpcpepeHunansHoe nsMeHeHue
macchl obpasua 3a nepuoa 6onee 24 4 He cocTaBUT MeHbLue 10 % 3HaYeHUa NpeabliayLIero KyMynaTUBHOTO
N3MeHeHNsa Macchl.

4.5.8 3anuceiBatoT cpegHee yBenmyeHne macchl S KOHTposfibHOro obpasua.

4.5.9 BeinonHawT coTorpacdmyeckyto pernctpaumio Bcex NoBepXHOCTEN CouneHeHua n dukcauum
o6pasua. OTMevatoT Ha UcnbITyeMoM o6pasLie pedepeHCHbIe TOYKM TakuM 06pa3oM, 4Tobbl Nocne UCnbITaHUA
Ha M3HOC MOXHO BbINO ONPeaeNnTL NoKanM3aumlo N3HOLEHHBIX MOBEPXHOCTEN OTHOCUTENBHO OCEN UCNbITYe-
Moro o6pasua.

4.6 Mpoueaypa U3MepeHUsi rpaBUMeTPUYECKUM MEeTOAO0M

4.6.1 YcTaHaBnMBaloT UCMbITyeMble 0bpasupbl B annapar 418 UCNbITaHWA 1 NPOBOAAT UCNbITaHWe Ha
nsHoc B cooTBeTcTBUN c UCO 14243-1.

4.6.2 3anvcbiBatoT maccy o6pasLoB.

4.6.3 Kaxgblii pas, koraa UcnbiTyeMblil 1 KOHTPOTbHBIA 06pasLbl N3BMAEKaroT U3 annapaTa Ans ucnelTa-
HWA Ha U3HOC, NOBTOPSAIOT NpoLueaypbl 4.5.2—4.5.6,4.6.114.6.2.

2
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4.6.4 PaccuutbiBatoT nokasaTenu U3Hoca rpaBMmMeTpudeckuM MeToaoM crieqyowmm obpasom:
Wn = Wan + Sn’
rae W, — noTepa Maccbl HETTO NMOCIe 1 Y1Cna LMKNOB Harpysku;
W,,, — cpeaHsist HeOTKOPPeKTMPOBaHHasA NOTeps Macchl;
S, — cpeaHee yBenuyeHrne maccel KOHTPOILHOrO 0bpasLa 3a Takoil e nepruoa BpeMeHu.
4.6.5 PaccunTbiBalOT CpeAHIow CTeNeHb U3HOCA ag, UCNONb3ys ypaBHeHWe AN NMHeNHON 3aBUCUMOCTH
Mo MeToAy HaumeHbLUMX kBaapaTos W, v Yncna LMKIoB Harpysku n
W, =agzn+b,
rae W, — noTeps Maccbl HETTO NOCIEe 1 4YUCna LIMKIOB;
b — KoHcTaHTa.
HyneByto BpeMeHHY0 TOUKY B AaHHbIX BEIYUCIIEHUAX HE UCNOSNb3YIOT.
4.6.6 BoinonHsoT hoTorpadmnyeckyto peructpaLmio AN BCeX NOBEPXHOCTEN couneHeHns 1 pmkcauuu.

5 OT4eT 06 cNbITaHUKU

OTueT 06 ncnbiTaHWM AOMKeH BKMoYaTh B cebs criedyoLyto MHdopMauuio:

a) CCbIfKy Ha HacToALWMIA cTaHaapT;

b) naeHTMdMKaLMOHHYIO MHOPMALMIO OTHOCUTENMBHO UCTILITYEeMOro 06pasua, kak 3To 6bifo 3asaBneHo
CTOPOHOM, NpeAcTaBnsAoLWen obpasel Ans UCMbITaHUS;

C) MeToa U3MepeHUs nsHoca (T. e. BECOBON);

d) 3HaveHue W, Ans Kaxaorc UsMepeHus, NCnonb3ys BECOBOW MeTop;

e) cTeneHb U3HOCA;

f) ccbinky Ha ncnonb3oBaHHbIN MeToa UCTbITaHns Ha usHoc no UCO 14243-1;

g) doTorpadcun.
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MpunoxeHne OA
(cnpaBoyvHoOe)

CBefieHUA 0 COOTBETCTBUU CCbITOYHbIX MEXAYHapoAHbIX CTaHAAPTOB
HauMoHanbHbIM cTaHgapTam Poccuiickon ®egepaumm

Ta6nuua OAA

O603Ha4YeHNEe CCbINIOYHOro

Me HapoAHOro Crenerb O603HavYeHNe U HaMMEHOBaHWEe COOTBETCTBYIOLLEro HaLMoHa Oro ctaHgaprta
KayHapon COOTBETCTBUA YIOLLETO HAaLMOHANBHOTO CTaRAaPT
craHgapra

NCO 14243-1 IDT FOCT PWNCO 14243-1—2012 «mnnantatel Ansa xupypmu. AsHoc To-

TanbHbIX NPOTE30B KONEHHOTO cycTaa. YacTb 1. [NapameTpbl HarpyxeHust
M NepemeLleHns ansi UcnblTateNlbHbIX MalWH C KOHTPONEM Harpy3ku u
OKpYXXaloLMX YCNOBUIA NPU UCMbITaHUN Y

MpumedaHue—B HacTosiwen Tabnuue MCNONbL30OBaHO criedytollee yCrnoBHoe 0603HavYeHe CTENeHU CooT-
BETCTBWSI CTAH4aPTOB:
- IDT — naeHTU4YHbIN cTaHaapT.
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KntoueBble CnoBa: UMMMNaHTaT, U3HOC npoTesa, ACMblTaHWe NpoTe3oB, MeTod N3MepeHnAa N3HOCa
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