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MNpenucnoewe

Lenu 1 npeHymnel CTasgapTuiagiK B PoccriAckod egepau iy yeTaHoRne s thegepantHei 3aKcH0M oT
27 nekatpa 2002 1. Ne 184-03 « 0 TeNHWYECHOM DeryNUpoBaHWKS , 3 NDABKND MPHUMEHEHHA HALWOHANEHLIX
crangapTol Pocorickol Tegepauun — MOCT P 1.0 — 2004 «CranpapTeaauma 8 Poccufckol DegepaLid.
CoHOBMEIE NONOKEHA

CeaaeHMA O CTAHOAPTE

1 NOOQroTOBNEH «MATH: — PoCcCHACKMM MOCYJAPCTREHHEM TEXHOMNOrMYECKHM  YHUBEDCHUTETOM
whi. K3, Uuonkoeckoro (MATH) Ha ocHoBe coBCTEEHMHOM ayTEHTHHHOMD Nepeeoda cTaHfapTa, yKajladHoro @
nyHkTE 4

2 BHECEH TexH{4&8CckiM KOMHTETOM No CTaHgapTHIaurd TE 453 «MsnnanTarel B XHpyprvus

3 YTBEPHOEH ¥ BBEOEH B OEWMCTBME Mpukasom PenepansHoro areHTCTEA MO TEXHUHECKOMY
PEMNYNAPOEIHAED W MaTpoNorvd o7 30 WioHa 2005 1. Ne 174-cT1

4 HacTofuwmi cTaHnapT MOeHTHYEH MeXOyHapogHoMy cTaHgapTy MCO 720711984 aMunnastaTte ang
HAPYDrHn. BeapeHHeld 1 GonbweSepuoanii KOMNOHEHTE HACTHYHEE M TOTANBHLEX IHGONPOTEINE KOMNEHHOMD
cycTaea. Hacte 1. Knaccudmkayna, onpegenayna 1 ofoadadedre pasmepoes 150 720711994 «Implants for
surgery — Famaoral and tibial components for partial and total knee joint prostheses — Part 1: Classification,
definitions and designation of dimensionss (10T)

5 BEENEH BNEPBLIE

Hughopmayua of uIMeHesuasx & HacmoAwesy cmawdapmy mybnukyamca @ esesoino usdagasnion
UHGBOpMaLILIOHHOM Wkazamensg «HayuoHansHee cmandapmbis, 8 MEeKCT UMeHREHULT U MMpESEoK — 8 GXeMa-
CAYHD LIGIEASMEN LUMTDODMALLUIMMMENX yKaamenay vHauuokansisie cmaddapmels. B cayyae nepecsompa
{FANMEHB) LU ONTMEHED HACMOALLES0 cmandapma coomeamemeyiowjes yesdomnenues Sydem amyGnurkoaann
8 SNMEMECAYHD USTSEaEMOM UHNRODMAULOHNOM Yradamens sHayionanense cimandapmeis, Coomeamom-
AYHLYERA UHDODMALULR, YeedoMITeHUE U MENCiTibl DaIMELLE0MCA Makwe & WgbopMaLiuoMaod cucimee ofLLe-
&0 NTEIOAFHUA — HE WHULLENEHOM CaHME HALLOMANEH020 op2aka Pocculickod Qedepauliu no cmasddap-
MuUEaLLL & cemu HumepHem

& CradgapTtuHdopm, 2005

HacToRwmid cTamgapT He MoWeT BuiTe NONHOCTEK MW YSCTHYHO BOCNPOWIBELNEH, THRAMWPOBAH K
pACNpOCTRaHEH B KAYSCTas ofHUMansHone nanasua Gea pazpeweda PenepansHons areHTCTEE N0 TEXHMYEC-
KOMY DETVIHPOBAHIID M METRONOMMH
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HAUWOHANBHBIA CTAHOAPT POCCHMHACKOW ©QENQEPALMM

MMnnauTaTel Ans XMpy proq

BEAPEHHbIA W BONLLWEBEPLOBbLIA KOMNOHEHTBI HACTHYHBIX M TOTANBHBIX
JHAONPOTE3IOE KONEHHOMO CYCTABA

Yacte 1
Knacewdurauua, onpeneneadda M oSoaHaveH e paimepos

Implants far surgerny.
Femaral and tibial componsants for partial and 1olal knee poinl prosthesss.
Part 1.

Classification. defintions and designalion of dimensions

Oara eeegenuA — 2006—0T7—01

1 O6nacTbe NpMMEHEHWA

HacTosWKA cTAaRQapT ycTaskaenueasaT knaccudrekauiio, onpegenstres 1 oboaHaqYeHqn paasepos beg-
PEHHOMD 1 BonewebepuoBoro KOMNCHENTOR AHOONPOTEA0E KOMEHHOID CYCTARA, B KOTODOM 3aMelleHsl O0Ha
WK obe CYCTaBHEE NOBEPXHOCTH, MO KPadHeR MEpe, OOHOMD OTOEeNa KoneHa,

HacToRLWWA CTAHAART HE DAcNPOCTRAHASTCA HA KOMMOHEHTE HAOKONEHHWKDE W IHOGNPOTEI0E C Npo-
MENYTOHHEIM NOJBRMHHBIM IMEMEHTOM.

2 TepMuHbI v onpegeneHuA

B HacToAwen CTAaHLAPTE NPHMEHEHSL] CNagyIoWKnE TEDMUHE! C COOTBETCTEYIMUMMA CNPE0anaHyAMK.

2.1 YACTHYHLIA OOHOMOMICHEIA KOMAOHEHT KONE@HHOrS CycTaBa: KoMmMnoHedT, Npeactaensiowua
coBof 2HOONPOTES, NPEOHAIHAYEHHEEA ONA 3aMELSHHMA CYCTABHOR NOBepXHMOCT COHOM MbelWenka nubo
DeapenHon, nubo Sonswebepuoscd KOCTA (CM. prucyHoK 1, Nnossura A, B, Cunu D).

2.2 YACTHYHLIA OBYXMNOMNKCHOW KOMMNOHEHT KONBHHOMD CycTaga: JHIoNPOTEa, NpegHaIHaYe HHEIN
ONA 3JaMEWEHHR CYCTARMEIX NOBEREHOCTEN 0GOoMX MEWensoe nubo SeagpexHol, NMEo Gonbwebepuyoacd
KOCTEH (CM. piecyHoK 1, noauurd A W B wnm C 1 D).

MpuMmayaHuwa — B XapyprmHeckon NDEsTHWRE 0OHOMBILLEMKOSLIS ROMIOHEHTE MOMYT WCNONEIDBATLCH KEK ONH
AaMELEHEA OOHOND MBILLERER, COHOMDNEGCHOND 3aMalleH A, Tk W QNA NOMHOH 3aMEdHbl KDNeHBRIND CYyCTasa, Torga Kak
ODLMHD AEY A MBILENEOERE KOMNOHEHTE MCNONLIVEDT TONBED NDH NOAHOA ZAMEHE BONEHHOMT CyCTaBE.

2.3 ogHONOMICHOE YACTHYHOE JaMeleHMe KoneHHoro cycTtaea: MNpoyeaypa 3amelleqHya cycTae-
HEIX NOBEDXHOCTEA CMENHBEE MBIWENKoR DegperHoi ¥ DonbwebepUoBol KOCTER B OOHOM OTOENE KONEHHOND
CYCTARA (CM. pHCYHOR 1, Noauumy A 1 C wnn B 1 D).

24 TOTANBHOE 33MBLESHHE HONSHHOMD CYCTaBa: [pousqypa IEMELLEHWA CYCTABHEIY NOBERXHOCTEM
Deapensol v bonewebepUoBoR KOCTER B 0BOMY OTOENAX KONEHHOrD CyCcTasa (Ca. puoyhoK 1, noadyun A, B, C
w D)

Mpumayadwe — DEBCNEYEHWE COMNEHEHNA HAGHONEHHMEDM MOEET NPOSOGHTECH M HE NPOBOOMTECA.

2.5 HEeCEAAAHHLIA TOTANLHLIA JHOONPOTES KONBHHOrD CycTaBa: ToTaNkHLIA 3HO0NPOTES KONEHMHOND
cycTana Bed MEXaHMHECKOND COBOMHEHNA Mamay DenpeHHEM 1M BoNLWUeGepLUOBELIM KOMIOHEHTAMK, DBechEY M-
BAIOWHMA OEMMEHME BO BOEX TPEX NIOCKOCTAX [CM. PHCYHKM 2, 3 1 4).

26 YACTHYHO CBAZAHHLIA TOTANLHLIA IHAONPOTES KONGHHOND CYCTARA: TOoTaNbHLIA IHOONPDOTES
HOMEBHHOTD CYCTARA C HEKOTODOW MEXaHHYeckod CRAILKD MEXyY DenpeHHBEM W BoNblUuebepLoRkiM KOMNIOHEH-
Tamu, checHevMBaI0LWMA J8UHeHne Bones JYam B O0H0N NACCKOCTI (CM. DUCYHOK 5.

2.7 CBAIAHHLIA TOTANLHBIA IHOCNPOTES KONEHHOrS CycTaBa: TOTankHbA IHIONPOTES KOMEHHOTD
CYCTARA © JABYMA MEXAHAYECKA COBRWHEHHEIMA YacTAMK, 0OECIEYHBAIOLLWK NRMMEHHE B BONLILIWHCTRS CNYy-
YAER B OOHOW NNOCKOCTH (CM. pUCYHOK B).

WMaigauwe opHuMansHOS
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2.8 aphokTHEHOD PACCTOAMME NPM PEIBKLMA KOCTH: MUHMMANEHOE DACCTORMKE MEROY DEIELMpo-
BaHHBIMK NOBBPXHOCTAMK GeapeHHol WunK GonewebepuoBol KOCTEW, HAXOOAWMMHWCE B KOHTaKTE ¢ NNaTto
HMMMnaHTaTa.

259 HOWEKA: HacTs ORYXMBILENKOBOMD KOMNOHEHTA, NPEIHAIHAYEHHIA ONA YCTAHOBKK B KOCTHOMOIND-
BOW KAHAN (CM. pUCYHEW 2, 5, paasepsl | i prcyHor 6).

210 yron Hawnona BegperHod HOXKK: OCTDLIR yTON Mexdy ockio DeqpesHol HOMEH | NEpNEHO MY -
MADOM K B2apeHsomMy NaTto NpW paccMoTPeHMK B NEQENHEIANHEM HANPABTEHMM.

Mpumadarne — HanpaeneHne 3ToD YIMa ONPEOSNAET, B NEEOR NN B NPEE0A HOre NauWaHTa BYOeT Wenone-
308aH 3aHOONPOTES.

211 yron HaknoHa SonewebepuoBor HomEM: OCTpiE yTon Maxdy otk BoNeWetepUOBoR HOMKN 1
nepnasgueynapos K Bonewebepuoseony NAATO NpW PACCMOTRERMW B NEPENHEIANHEM HANPARNEHMI.

212 BHYTPHMBILENKOBLIA WTAGT: HacTs MBILENKOBCID KOMNOHEHTA, NpEOHaAIHaYeHHan ANA yoTa-
HOBKW W (RHKCALWN KOMIOHEHTA B MBILEnKe (Ch. PUCYHKK 3, 4, paameps & u f)

213 obuwan wWHpHMHa: MakcHManedeld passiep GegpeHHOrs Wnku GoneLeSepUcsoro HoMNOHEHTOE &
MEOMANEHO-NaTeEparuHOM HENPDABNEHKK (CM. DUCYHEM 2 — 5, paamep wl.

214 obwan rnyGuua: MakcumaneHsi pazdep BegpeHHore MK GoNsWwWeBepUos0ro KOMNOHEHTOR B
nepegHeIagHem HANPaeneHHia NpM NoOMHOCTRIO PAI0THYTOM CYCTABE (CM. PHUCYHEM 2 — 5, paamep d).

215 nNaTo WMNNAaHTaTa: YacTe KOMNOHEHTA HAX0OAWARCA B KOHTAKTE ¢ PEISUMPOBAHHGH KOCTRIO
WHITA KOCTHEM LEMEHTOM.

216 kocrHos nnato: MNoREpXHOCTE PEIBKUMK KOCTH, HAXOOAWARACA B KOHTAKTE © NNATo MMANaHTaTa
WIMMK KOCTHEM LEMEHTOM.

217 cycTapHaA NOBEPXHOCTL HAOKONEHHWEA: MOBEDXHOCTE IHOONDOTE3E, NpegHAIHAYEHHaA ana
COHNBHEHWA © HAOKONEHHWKOM HNKA JAMELLIIOWIARM B0 KOMMNOHEHTOM.

2,18 GeppeHHobonbWeSepUOBEan CYCTARHAA NOBEPXHOCTEL: [OBEDXHOCTE IHOONDOTESE, YEPE3 KD-
TOPYK HAMDYAKS NepenasTen o7 GeapeHsoro K BonsWetepUoBoMy KOMMTOHEHTY.

3 Knaccudmrraumn

3.1 3HOoNpoTessl, KCNONEIYakMEe OMA JAMSIEHHA HECKDNBLEAK WNK BOaX CYCTARHLX NOBEPEHOCTER B
KOMEHHOM CYCTARE, KNaccHDMUHpyIoT cnedyrollikim obpaiom:
a) OOHOMBILLENKOALIE {CM. DHCYHOK 4
1} GEnpEHHBIE,
2} BonewebepUoane;
0 OBYXMBILLENKOBERE (CM. DUCYHEW 2, 3, 5, 6):
1} DeopeHHEE;
2) bonewebepuoana.
3.2 B 33aBMCHMOCTH OT HAZHAYEHWA IHO0NPOTEIEl KNAcCdUUupyIoT Cneayol i obpazom:
A] YACTHYHOE 3AMBLYEHWE CYCTaRAa:
1} oOHOMEILLENKOBLIA,
2} COHCNOMKCHON;
0 TOTanbHOE JasMellieHie CYyCTaea.
3.3 MpK TOTaNEHOM 3aMeLLeHMM CYCTaRa 30oNpoTessl B chope knaccudruMpyioT B COOTEETCTEMM C
DY HELWER CYCTARA B HEHTPYHEHHOM COCTOAHNK CRSOYI0WMM b pasom:
a) HECBAIAHHEINA {CM. DHCYHEKM 2 — 4);
D) YacTH4HD CEAIAHHBIA [CM. pUCYHOK 5);
C) CBAIAHHMBLIA [CM. puCyHoR 6.

4 O6o3xadeHHe pazmepoB

Pasmepk! 4acTHYHBIX ¥ TOTANEHEE IHODNPOTEI0R KONEHHOND CYCTABRE QOMeHbl BbiTe oboaHaYeHsl @
CODTRETCTEMM C pHCYHEaMN 2. 3, 4 unu 5.

MNpuMeYaHda — Ha pyuoyHEax 2 — B NOES2aHE THIMHHLIE 3HOONPOTE L RONSHHAM CYCTAEE, WA HOMEHKNATYpa
1 o0aHasEHHE DEIMBDOSE, HO DHW HE ST NPEOCTAENEHMA O GOPME KDMIDHEHTOE SHOONPOTE30E.
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A B PRACMDADEEHAS IAAONPOTEIOE MEWENROE HA F.IL"J:DEII'I\'.Iﬂ EITH
c, 0 PACNOMOREHBE SHEORRITEI0N0 M WLSNEDE HE 'Elil.l!nl_h"_'EL‘DL,L'lL"!!d EDETH m
Mpruayanwe — IHDONPOTEIR MOYT BhiTs MegHENEHBIRMKE A L]
NATEREnsHEIMK.
Pucynoe 1 — KonasHeIR CycTas Sanoeaxs . NoIMUMAMYE, B BOTOpbIX
MArYT BhiTe MCNOMLI0BAHE! MbILUSNKDELIE 3HOONPOTEIL]

oo oem
HOEEa

o — ofiiyasn rnyGana Gonswefepuosors Wnd Gegpeinand kKoMEGHEHTOE, W — obwas wapksa Gonswebepyosarg wny SeanewHoro
omnoHenTon; F— gnisva Segpesion nosee; | — gnnss Gonswebepyoson mowmm
PucyHok 2 — THNMHHBIR cB0D00HBIA QEYEMBILLEAKDELIE TOTANEHLIR SHOOMPOTES HONSHHOMD CYCTARA ©
MHTPAEMEIYNNAPHBIMA HOMKBMA {CH. MAMEYIHNE & pasgeny 4)
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Bonuelopuoma
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a pban myiena Bonewedepuosors #ns Begpeanaie KOMODHENTOA, W — afiwan wapr
KOMBOHAHTOE;, [y — grnusd Gonswebepyosamn BHYTAMMBILEmRaso . Wredgita; f; — gnnHa Ge

Gonswebepyosang wny GeapadHHoro
HHOMD BHYTRHMBILENEOBAN WTHdiTa

PucyHok 3 — THNEHHER HECAR3IEHHLEH QY MbILENKIEEIA TOTANLHLA SHAONPOTES KONEHHOMD CYCTaRa
C BHYTPHMEILLSNKOSEIMA LWTHRTAMA W CYCTAAHOR NOSEPEHOCTEE HEARONEHHMKE {HaDfRIaTemnLHEA)
(oM. npuseyadee K pazoeny 4)
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GayEmon e E I I
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d ofwan mybeia Gonewebepygosar wnn GeApeHADID KOMAOHEHTOR, W ofiuas WHpHHE SonpwEGepUosors WM Begpisswang

poMAaHEHTOR, o armena Begperian BHY TRAME W EnEO0aoro wrepra

PrcyHok 4 — TUNHYHEIR HECEAZAHHEIR OHOMEILWBENEOBEM TOTANLHER SHOONPOTES KONSHHOMD CYCTAES
[EM. NpAMesasHe & pasoany 4)
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|| o

7% ~a
{1 H

RS

d — abwas rmybuka Bonswebe puopora 1ne BeapeHHOG HOMAOHERTOR; W ofulan wepHa Gonswabepyossrd Wi BegpenHan
EOMAOHERTOR, F— gnusa Gegpedssd Hower, [ — qniHaE Sansmabepuossd Hoeed

Prcyros 5 — THnWHHRE H3CTHHHD CEAEHHEIR TOTEMEHER 3HADNPOTES RONSHHOMND CYCTABA C MHTPAMESYMIAPHEIMH
HOB MM [E0. NPHMESEHNE K pazgeny 4]

GOST
I
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o

PHCyHOoE 6 — THNIMYHLIR CEBRIBHHEA TOTANLHLIA HOONDOTES KONSHHOMD CYCTAES [CHM. NPHMEYSHNE K DE3gany 4)
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YK 616-089.543:006.354 OKC 11.040.40 P23 QKM 24 3800

Hmioyepwie cnosa; MegsurHCcoe oBopyooBaHne, XMPYPrMYEcKME KMNNAHTaTE, OpTONEgNYECHHE MMNNaHTa-
Tel, Benpa, cycTamel, 3HOoNPoTEIR, KNacckdukaums, obosuayenne paiMepon
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