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MNpeancnoewne

LlEnm W NprEUKnE cCTaHdapThaaykd B PoccriAckold Pegepauqs yoTaHoaneHs PeaepantH b i 3aKoHom oT
27 nexabpa 2002 r. Ne 18403 «0 TexHWYECKOM DEMYNWPOEIHWA: . 3 NPABKNAG NPHMEHEHAA HALWOHANEHEX
cradfapToR Poccuidceod Pegepaumy — MNOCT P 1.0—2004 «CravgapThaauka B Poccyidckol Sanepatin.
DCHOBHEE NONGKEHAA D

CeoneHHA 0 cTaHgapTe

1 M2OMSTOBRNEH OBWecTEOM © OrpaHHHEe RO OTRETCTEEHHOCTEID «LLMTOnpoekTs (000 «LMTO-
MOOEKT#) HA OCHOBE COBCTEEMHOMD Ay TEHTHHYHOND NERERaa Ha DYCCKHA R3BIK MEXOYHADOQHOMD CTaHaapTa,
YEAIAHHOID B NyHETE 4

2 BHECEH TexquyeckuM koMATETORM No cTangapTuaayma TK 453 aMmnnadrate B supyprans

3 ¥YTEREPHAEH W BBEOEH B OEWCTEBWE Mpukazom DeqepansHors areqTeTEa No TEXHHHECKOMY
peErynupoBannie U meTponorwn ot Me 11 wona 2012 r Ne 17 1-cT

4 HacToAWMA CTAHGAPT HWOSHTHYEH MENOYHAPOOHROMY CcTasgapTy MO0 14243-2:2009 «MannadraThl
AnA  HHpyprdK.  Masoc ToTansHslX NpoTe3acE koneddore cycTaea. YacTe 2. MeToow  Masepaxiiis
(150 14243-2:2009 «Implants for surgery — Wear of total knee-joint prostheses — Part 2: Methods of
measurements).

MpK NPUMEHEHAW HACTOALLEMD CTAHAARTA PENOMEHOYETCA MCNONLI0BATE DMECTD CObINOYH LIX MERIYHA-
POOHER CTAHOADTOR COOTRETCTEYIOWME MM HALUWOHAN EHEE CTAHGaPpTe PocclAckoR Pegepayu9, CEeaeHna o
KOTOPEE NEPHBELEHEl B GONCAHATENLHOM NRMNSHEHMK A

& BBEJEH BMNEFELIE

Muhopralua off uaMeNeHusx K Hacmodigeny cmandapmy aybnurkyemcs 8 exezodno uidaeacMom
LHEDOPMALUGHHOM Piasamens « HayuoHanktale cmandapmple, 8 MEKCIT UIMeNenul U ONJSE0K — 8 GREME-
CAYHO L20a8a8bIX UHDODMAYLOHHENX KKA3aManay sHayuoxanktse cmandapmeis. B cnydae nepecaompa
{amansl] UL oMMERE HACMoRWe20 cmaqdapma coomeamomayoues yeedounayue Sydem anyiinurogano
@ EHEMECAYMD UIFFEIEMOM UHDODMALUCHHOM YHalameane s Hayuonansksie cmandapme s Coomaamemay-
MHUAA UHIORMALUA, YEEIOMTEHUE U MEKCTIE DEIMOLUSTICH MANKE & UNBOPMALLOHNOL cUcmare obleao
oNE30E9aHUR — Ha cguyuansHom caime GedepansH0en S2eHMCMES T2 MaXHUYSCKoMY ey MUDO0SaHLII0 U
MEMBOAd2UL 8 camu HMumeapHam

B CradgapTeadopnr, 2013

HacToRWWA cTAHOAapT HE MOMET BkiTe NONHOCTLH MNH YACTHHHO BOCNDOHIBEEH, THDAKWDORAH W pac-
NPoCTRaHEH b KaYecTee oMUMansHOro HagaHuA G2 pajpelwe vA DanepansHOre aradTCTEa NO TEXHNYECHD-
MYy PEMYIIHPOBIHAIO 1 METPONOTAM
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HAUWOHANBHBIW CTAHOAPT POCCUMWCKOW GEONEPALUMMU

HunnanTatel ona xupypriam
M3HOC TOTANBHBIX NPOTEIOER KONEHHOMS CYCTABA
YHacTe 2

MeTogLl MamepeHHiA

Implants for surgery. Wear of total knee-joint prostheseas,
Fart 2. Methods of measurament

Oara eeegeHdd — 2013—06—01

1 OBnacTb NPUMEHEHWA

B HacToAWEM CTAMIaRTE NPHESOEH METOD OLEHUBAH KA MaHoca Do NEWebe pUOBOTD KOMNOHEHTA TOTaNb-
HEZX MPOTEA0E KONEHHOTS CYCTARA © MCNONBICEAHWE W TPABKMETPUHECKOND METOEE ONA HOMNOHEHTOR, Mokl
THEIEMEX B COOTBETCTEMM ¢ MCD 1424 3-1.

2 HopMaTHWBHLIE CChINKKW

B HacToAwemM cTaHgapTe MCnoNk30saqa HOPMaTHEHAA CoLIMNKa Ha CNegy:oLlLWi CTasaapT.

MCO 142431 MunnadTaTe ANA HCNonNsIcBadia B SMpypran. Makos ToTane e NpoTE30s BOMEHMOrD
cycTaea. HacTe 1. Mapamerpel HAMDYIKKM U CMEWEHIMA ONA YCTAHOBOK GNA WCNEITAHKWA HA WIHOC © KOHTDOMNEM
HAMPYIKK W COOTRETCTEVIOWME YONOoBHS CKPYMAHILER cpedM anA doneimadna (150 142431, Implants for
surgery — Wear of total knee-joint prostheses — Part 1: Loading and displacement parameters for
wear-testing machines with load control and coresponding environmental conditions for test)

3 TepMmuHbI ¥ onpeaeneHua

B HacTORWEM CTaHIapTe NEUMEHEH CNegyiowMi TEDMUH C CO0TRETCTRYHILLMM ONDE0enas e
3.1 padoc: MoTepA MaTEpMana KOMNOHEHTAMW, BXOOALWWMK B COCTAE NDOTEIA CYCTADBa, BCNEACTONE
KOMBMHUPOBEHHOID OEVHEHWA H HATDYIEM.

4 BecoeoW MeTon

4.1 OcHOBHOW NpHHLMN

Monemyembld oBpasey AaMaqHEaoT B CMAIMBAK LS A HUOKOCTA. Ero HECKONLED a3 A0CTAKT WA CRAIKN,
CUMLLAKT, BRCYWUMBANT H BIBGWMERIOT 00 TeX Nop, NOK3 HE YCTAHOEWTCA PAEHOMEDHAA CHODOCTE COpBLKY
HAOKOCTH. MCNsTyesiein 0bpaiey anocneacTemy OUeHMBaNT Ha MIHOC, TECTHRYA NOTERK MACCE & NOMOLLEK0
HMUTAUHOHHOR MOJENM KONeHHorD cycTana. KouTponedeid ofpasay 623 COUNaHERA, © HArpyakom unK Ges,
NOrPYHEHHER B Ty e CMAIOUHYD HMANKYKD Cpefy, NPeaqasHadqded Gna Toro, 4Tobel 0enaTe Nonpagsy va
COpAUMIO MUOKDCTH, M NoJBEprasTca ToH ¥e Npoyeaype AnA CnpasoqYHsx Lenead.

4.2 PeareHTil 4 MATEpHank

421 Wuoxad Tectosan cpega 8 cooTReTCTRMN . WMCO 14243-1,
4 2.2 HoHTponsHsln 0bpazey B cooTeaTeTEMM ¢ MCO 142431,
4.2.3 WMaonponynoBsid CnapT.

ManaHue SpHUManbHOE
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4.3 Annapatypa

4.3.1 Beck cToYHOCTE 0= 0,1 pr, 4OCTaTOYHLIE ANA BI8SWHBAHMA MACCEH MCNeTYEMOoro odpazua.

432 YNeTpaseyoRas BaHHA.

4.3.3 CUCTemMa BaKyyMHOH CYWKK, cnocofGHan JOCTHraTe Bakyysa, no medHswed mepe B 13,33 Ma
(100 MEnnNETODE).

434 Crpys oTQUNeTROBAHHOTS MHEPTHOMD raid, HanpuMep azoTa.

4.4 HonbITyaMEIA A KOHTPONEHEIA 0Bpa3Y Ll

4.4.1 MeneTyersii cbpaseud, cooTeeTCTRYIOWHE MCT 142431,
4.4 2 KouTponeHkid obpaiey, CooTeeTCTRyeW M MCO 14243-1.

4.5 MogroToRKa HENLITYEMOro M KOHNTRPOMNEHOrD 08pasyoB ONA BECOBLIX HAMEDEHHA [COCTORAMME

nepa aMadiBaHuanm)

4.5.1 3amMaqdHEanT HCMeITYEMEIA M KORTPONEHER 0Epatubl B XHMOKOW TECTOBOR cpege (oM. 4.2.1) 8 Teve-
HAE (48 £4) 4.

4.5.2 M3pnaxaioT MCNel TYEMEIA K KOHTROMNBHBIA OSPaI0k M3 MWOKOH TECTOROW Coeabl (oa. 2.2 1) 1 ouM-
LWEI0T B YNLTRAIBYECRON BAHKE {CM. 2.3.2).

THNHY HEA DERH M OYUWLEHHA B yNLTPAABYKOBORE BAHHE BRINONHAINT CReayiowuK obna som:

a) eMBpayHA B A80MHUIHPOBAHHON Boge B TeHeHKe 10 M9 M,

b} ononackHBaHHe AEMOHHIKMPOBAHHONA BOOOH,

C) BAGPAUKA B CMECH MOIOLWETD PACTRODE ANA YNeTRAIEYECRbIX BAHH B KOHUSHTDAUWH, DEKCMEHICBAH-
HEOA MArOTOBMTENEM MOKLLEMD pacTEOpa, B TeseHue 10 mMu;

d} ononackMBEaHHe JeMoHMIMpoaaHHoR BoOOoH;

2} Brbpaunna B QecHHMIMposanHoi Boge B Tedeque 10 muu;

f) cnonackKBEaAHWE J8WoHMIHPOBaHHOIA BOO0N;

g} BHMEpAUHA B J80WHMIHPOBAHHOW BOOE B TEHEHWE 3 MHH,

h} ononackHEaHHE JeHoHHIMPoRaHHONR BOOOHE;

i} CYWEa B EAMEDE ONA BAKYYMHON Syl (o 4 3 3],

CrnegyeT NPOABNATE CCTODOMHOCTE, 4T0GK HIBEHATE TREHWA B yNETPAIBYKOBOH BaHHE, KOTOPOE MOrno
Bkl NPUBECTH K MAMEHEHKID MACCHI.

453 BbicyllABa0T MCMETYERM IR M KOHTROMEH B 050a3L05L CIOMOLL LR CTRYH OTOWNET PORAHHOTD WHE f-
THOro raza (cm. 4.3 .4).

454 3aMaYHBAIOT WCNBITYEMBIA W KOHTPOMNEMEGE 00pasUsLl B MAONPONMNoEcM CndpTe (CM. 4.2.3) Ha
SwMuHt15¢c.

453 BricyWWMBAINT MCNLITYEMEIA W KONTRONEMEA oBpaiys ¢ NOMOWED CTRYW OTHUNETROBAHHOMD
WHEpTHOrOrasa(cu. 4.3.4), 3aremcyllaT B BaryyMe N0 MeHbWar mepe npd 13,3 MNa s Teqedue He meHee 30 sanH.

4.5.6 BipeWHBEIIOT HCNBITYEMEBIA K KOHTROMBHEINR 0ODa3UEI HA BECAX OBANKOL C NOBOPOTOM B TEUEHNE
O MEH Nocne YOANSHWA 13 Bakyysa. Ecnik gea peaynNseTata gna oqHore o pasua He COBNaaaKT G TOHHOC TR
oo 0,1 mr, Npoaon*anT NPoB0ONTL HIMEDSHHA C NOBODCTOM, NOKA N0 MedbWEed MEpe 083 peayneTaTa Qna
ogHore obpasua we SyOyT CORNAagaTh © TOMHOCTRES A0 0,1 Mr. XpaHAT WCNLITYEMBIA M KOHTRONEHLIA 0B pasUL B
MEpHon Mexny BIBELMEAHHAMM B rEQMETHYHOM KOHTERAREDE, 38MWMLLAHLLEM OT NblMW.

457 MNepHogu4ecki NOBTORAIOT Wark 4.5 2—4 5.6 0o Tex nop, Noka gdddepasyMansHoe MImaHeHne
maccsl obpazua 3a nepyod Gonee 24 4 e COCTABKT Medbwe 10 % aHaYeHMA NPeQBOYWEerD Ky My TATHBHOM
HAMEHEHHA MACCE.

4.5.8 3anvcelBEa0T COEOHEE VEENHYEHWE MACChl S KORTPONEROMS 0Bpasua.

459 BeinonHAmT oTorpadnyeckyss pervcTpauul Boex NOBEPXHOCTENR codneHedna u uKcaumm
ofpaaua. OTMEYaT Ha MCNBITYesMomM obpasue pedepeHCH S TOYKK Takns 00 paios, 4TOG k! NOCIE HCN LI TAHMA
HA MAHOS MOAKHO DEIND ONDEAENHTE NOKAMAIALNEY MAHOWEHHLIX NOBERXHOCTER OTHOCHTENERD GCeH HCNMTYEe-
woro obpasua.

4.6 MNpouegypa AIMEPEHWA TPABHMETPHYECKHM METOOOM

4.6.1 ¥YcranaenveamT KoNblTyemMee o0pasusl B annapgaTt ANA WCNBETaHKIA K NPSESOAT MCNLITAHKWE Ha
WIHOC B cooTRETCTaEMM ¢ MCO 1424 3.1,

4.6.2 3ankceieadT maccy obpasyon.

4.6.3 Kawgwi pas, korga MCNeTYeMel A 1 EOHTRONEHEE 00pasus MABNSKAKT M3 annapara AnA WonkITa-
HAA Ha HIHOC, NOBTORSRIOT NpoUueaype 4.5 2—4 56 2. 6.1 Wd 6.2,

2
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4.6.4 PaccunTel B210T NOK33ATENM HIHOCA MPAEMMETPMHECENM METOL0M CASSYIoWMM chpazom:
W =W, _+5,
rae W, — noTeps Maccel HETTO NOCNE 7 YHCNE LWKNOE HArDYasd,
W, — CpEOHAR HEOTHOPDEKTMPOBARKEA NOTE0A MAcCh,
5, — cpeaHee YEEMWYEHWE MACCH KOHTRONbHoro obpaila 3a Takon Xe Nepron BReMeHn.
4.6.5 PaccunTe@aoT cpeaHiomn CTENEHE MIHO0CA 8, UCNONLIYA Y PABHEHKE ONA NMHEAHOR 3ABNCIMOCTI
Mo METO0Y HAMMEHLLWKK KEAOPATOE W 1 HUCna UMKNOS HarpyaKm i
W =a_n+b,
roe W — noTeps Maccel HETTO NOCME T YHCNE LMKNOE,
b — KOHCTAWTA.
Hyneayk BpeMedHYI0 TOYRY B JaHHbIX BEIYWCNEHMAK HE MCNoNb3YIoT.
4 6.6 BoinonsAoT QoTorpadHMHeckyio DErMcTRA LW ANA BoeX NOBSDXHOCT 2 COUNEeHEHAA W hHECaUMH.

5 Otyer 0b MCNLITAHWKA

OTyeT 0 MCNBITAHH A OONHEH BENIOYaT 8 Ce08 CNe Ly oWy WHdopraLWin;

a) CCbiMKY Ha HACTOALWMWA CTanaapT,

b) MaEHTHIDMEALMOHHYE MHOPMALKIO OCTHOCHTENEHD KCNBITYEMOro obpasua, Kak 2170 Duino 3a8BNeHD
CTOROHOHA, NpegcTaEnAWen cbpaley GNA HCNeITAMWA,

C] METOO WIMEDEHKWS MIHOCA (T, 8. BECOBON ),

dj avayenye W, ona kasnoro 1aMepesis, MCnonsETyA BRCOB0R METoO,

28] CTEeneHk M3Hoca,

fi CChINKY HA MCNONLIOEAHHLH METOO KCNBITAHKWA HA WaHocno MCO 1424 3-1,

gl droTorpademm.
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Npunoxesne OA
{cnpagoYvHoe)

CeegeHHA O COOTEBRTCTEHH CCLINOYHEBIN MEXOyHapOOHLIX CTAHOAPTOR
HAUWOHANLHEIM CTAHOapTaM PoccHudckol Degepaumm

TatGnwua QAN
OfaanauEmme CopoMHDg o
TENEHE
WA ; : - - . ki 4 Fii
AYHApLGHOID T — DEsHAYEHHE i HIHEEHIIAHAE CODTRET TEYROUEMD HUWDHATEHOrD CTIMAI0T
CTAHOARTY
MACT P WSO 1424 3-1—2012 « MMNNanTaTe QA SMpyprdn. MaHoo To-

MO 142439 ioT
TaNbHBX NPOTEZ0S KONEHHOMD CYeTaea. YaoTe 1. MapaMeTpal Harpyesna
M NEQEMEWEHUA ONA HMCNETATENEHSX MABWHH © KOHTPOMEM HEMDYIEY W

OEQYH KW ME YCAOEAA NPE WENRTASHA:

M PHMEYIHAE — B HacToAWEA TESNMUS WCNoONEICEIHD cnegysiuas yCnoeHOS of0IHAwEHHE CTENEHH COOT-

BEBTCTEWMR CTAHGAapTOE!
- 10T — WasHTUHEBIA CTaHO3PT

P23 QKM 93 9800

¥IOK 616—085.843.006.354 CKC 11.040.40

KnioYeakie CNOB3. MMNNAMTAT, MIHOC NPOTEIE, MCNBTAHAE NPOTE30E, METOD HIMEDEHWA MAHOCa

FPagagrap 0.4, Cmannoecran
Texnruackrid peaakrop 8.4, Opycarooa
HKoppestop M. K. Mepwana
KEownamtepHan sepctea WA Hanedroron

Mognwcasa o pegarts 30012073, Sropaar G0 « Eid-‘;{. Fapuurypa Apwan

Coano a naGop 1812202
Tepawm T& 3. 3ak. 100

¥on. ped.n. 0083, Ywenag. n. 0860

@MY N wCTAHOAPTHHDOPMe, 123995 Mocsma, Mpanamwms nep., 4
warw goslindaoru infoid gostinfo.ru
HafGipano aa 2T¥0 aCTAHOQAPTUHEOP Mx na MIEM.
Crpevarado o panaana By « CTAHTAPTAHG PR rir, @ Mockosckdd negarHags, 105082 Mockea, Muned nep,, B
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