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MpeaucnoBue

Lienv n npyHUmMnbI ctaHAapTU3auvm B Poccuiickon ®epepaumm ycraHoBrieHbl PenepantHbIM 3aKOHOM OT
27 pexabpsa 2002 r. Ne 184-®3 «O TexHUYECKOM perynupoBaHuU», a NpaBurna NPUMEHEHU HaLMOHASbHbIX
craHpaptos Poccuiickon ®epepaunm — MOCT P 1.0 — 2004 «CraHpaptusaumsi B Poccuiickon ®epepauvn.
OCHOBHble NONOXeHUs»

CBeneHus o cTaHpapre

1 NOArOTOBNEH «MATW» — PoccUACKMM roCyapCTBEHHbIM TEXHONOMYECKMM YHUBEPCUTETOM
um. K.3. Linonkoeckoro (MATU) Ha ocHoBe COGCTBEHHOIO ayTEeHTUMHOIO NepeBoaa CTaHAAPTa, YKa3aHHOro B
nyHkTe 4

2 BHECEH TexHu4yeckMm KOMMTETOM No cTaHaapTuaaumm TK 453 «/MnnaHTaTthbl B XMpypriim»

3 YTBEP>XAEH W BBEAEH B JENCTBUE lNpukasom denepanbHOro areHTCTBA MO TEXHUYECKOMY
perynuposanuio u merponoruu ot 30 uioHst 2005 r. Ne 174-ct

4 HacrosLiui cTaHaapT naeHTUIeH MexayHapoaHoMy craHaapty MCO 7207-1:1994 «MMnnaHTarsl ans
xvpypruv. beapeHHbI 1 6onbLIe6epLOBLIA KOMMNOHEHTHl YaCTUMHBLIX U TOTaNbHLIX 3HAONPOTE30B KOFIEHHOIo
cycraBa. Yactb 1. Knaccudpmkaums, onpenenenms n o6o3HaueHue pasmepoB» ISO 7207-1:1994 «Implants for
surgery — Femoral and tibial components for partial and total knee joint prostheses — Part 1: Classification,
definitions and designation of dimensions» (IDT)

5 BBEAEH BINEPBbIE

UHpopmayusi 06 usMeHeHUsIX K HacmosiweMy cmanOapmy nybriuKyemcs: @ exe200HO u30asaeMoM
UHGhOPMAaYUOHHOM yKa3amerse «HayuoHanbHble cmaHdapmbi», 8 MeKcm U3MeHeH Ul U NornpaeoK — 6 exeMe-
CAYHO U30aeaeMbiX UHGhOPMaUUOHHbIX ykazamensix «HauyuoHanbHbie cmaHOapmbi». B crniyyae nepecMompa
(3ameHsi) unnu omMmeHb! Hacmosiujeeo cmaHOapma coomeemcemeyioujee yeedomreHue 6ydem onybnukogaHo
8 exeMeCcsHHO u30aeaeMoM UHGOPMaUUOHHOM ykadamerne «HayuoHanbHble cmaHlapmel». Coomeemcim-
gyroujas uHghopmauusi, yeeGoMIeHUe U meKcmbi paaMewalomest maioke 8 UHghopmayuoHHol cucmeme obuwje-
20 nonbL308aHuUs — Ha oghuyuanbHOM calime HalyUoHabHo20 opeaHa Pocculickol ®edepayuu rno cmaHoap-
mu3sayuu e cemu IHmepHem

© CraHpapTtvHdopM, 2005

HacToswmi craHpapT He MOXeT ObiTb MOMHOCTBIO UMM YaCTUYMHO BOCMPOU3BE[EH, TMPAXUPOBaH U
pacnpocTpaHeH B kayecTBe odyvumanbHoro uanaHus 6ea paspelueHus defepanbHOro areHTCTBa Mo TeXHUYec-
KOMY perynupoBaHUIo 1 METPONovu
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HAUUWOHANBbHBIA CTAHOAPT POCCUMACKOW ®OEQEPALUMU

MMnnaHTaThl ANA XMpyprvm

BEAPEHHbIA U BONbLUEBEPLIOBbIA KOMMNOHEHTbI YACTUYHbIX U TOTAMNbHbIX
SHAONPOTE30B KONNEHHOIO CYCTABA

Yactbe 1
Knaccudmkauus, onpeaeneHuns n o6o3HauyeHme pasmepos

Implants for surgery.
Femoral and tibial components for partial and total knee joint prostheses.
Part 1.
Classification, definitions and designation of dimensions

Dara BBegeHua — 2006—07—01

1 O6Gnactb npumeHeHus

HacTosiumin cTaHgapT ycTaHaBnMBaeT knaccudvkaumio, onpeneneHus u o603HadeHus pasmepos Gen-
peHHoro 1 GonblueGepLOBOro KOMMNOHEHTOB 3HAONPOTE30B KONIEHHOTO CYCTaBa, B KOTOPOM 3aMelLeHbl OfHa
unm obe cycTaBHbIe MOBEPXHOCTM, MO KpaiHeii Mepe, OOHOro OTAera KoseHa.

HacTosiumin cTaHAapT He pacnpoCTpaHsieTCsl HA KOMMOHEHThI HAZIKONIEHHWUKOB U SHAONPOTE30B C NPo-
MEXYTOUHbIM MOABWXHBIM 3/TIEMEHTOM.

2 TepMuHbI U onpeaerieHus

B HacTosiLLEeM CTaHaapTe NpUMeHeHbl CrneayioLye TepMYHbI C COOTBETCTBYIOLLIMMI ONpefieNieHUIMUA:

2.1 4aCcTUYHbIW OAHOMNONMIOCHBIN KOMMNOHEHT KONeHHOro cycraBa: KOMNOHeHT, npeacTaBnsioLui
coBoi SHAONPOTe3, NpefHasHaueHHbI AN 3aMeLUeHWs CyCTaBHOW MOBEPXHOCTU OJHOMO Mbillesika nmbo
6enpeHHoi, 6o GonbLuebepLoBo KOCTH (CM. pUCYHOK 1, noavuum A, B, C nnu D).

2.2 4aCTMYHbII ABYXNOMNIOCHOW KOMMOHEHT KOJIeHHOro cycTaBa: JHAOMNPOTe3, NpeHa3HaueHHbIN
Ans 3aMeLLeHWs CyCTaBHbIX NoBepxHocTer obovx Meblwenkos nubo GepapenHon, nubo GonblieGepLoBor
KocTel (CM. pucyHok 1, noavuum A v B nnm C n D).

n punMeyaHune — B XVIpprI‘-IeCKOVI MpaKTuke OAHOMBILLENKOBbLIE KOMMOHEHTL!I MOIyT UCNOMb30BAaTLCA KakK Ana
3aMelLLeHUs1 OHOrO MbilLienka, OAHOMOMIOCHOMO 3aMeLLEHUs, Tak U ANs MOSTHOM 3aMeHbl KOMEHHOro CycTasa, Toraa Kak
0o6bIyHO OBYXMbILLENKOBbLI® KOMMOHEeHTLI UCNOMb3YIOT TONBKO NpKU NonHoM 3aMeHe KONeHHOro cyCTtaBa.

2.3 opHononwcHoe YacTMYHOe 3amelleHne KoneHHoro cycraBa: [polesypa 3aMeLleHus cycTaB-
HbIX NOBEPXHOCTEN CMEXHbIX MbILLENKOB 6eapeHHON 1 GorbLie6GepLOoBOii KOCTElH B OIHOM OTZiere KONIEHHOro
cycraBa (cM. pycyHok 1, nosvuum A n C wnm B v D).

2.4 ToTtanbHoe 3amelueHue KoneHHoro cycrasa: poueaypa 3aMelLeHNsi CyCTaBHbLIX NOBEPXHOCTEM
6enpeHHoN 1 GonbLuebepLoBOI kKocTer B 060Mx oTAenax KONeHHoro cycrasa (CM. pucyHok 1, nosuuum A, B, C
u D).

NMpumeyaHue— ObecneyeHne COUNEHEHNS HAAKONEHHUKOM MOXET NPOBOAUTLCS U HE NPOBOAUTLCS.

2.5 HecBsfi3aHHbIV TOTaNbHbIA 3HAONPOTE3 KONIEHHOro CYCTaBa: TOoTalbHLIM 3HAONPOTE3 KONEHHOTO
cycraBa 6e3 MexaHU4eCKoro coeiuHeHus Mexxay 6eapeHHbIM 1 60nblueGepLIOBbIM KOMINIOHEHTaMK, obecneun-
BalOLLUI IBMKEHME BO BCEX TPEX NIIOCKOCTAX (CM. PUCYHKM 2, 3 1 4).

2.6 4aCTUYHO CBfi3aHHbIW TOTaNbHbLIA SHAONPOTE3 KONEHHOro cycTaBa: ToTanbHbI 3HAONpOTE3
KOMEHHOro cyctaBa C HeKOTOPON MEXaHW4eCcKon CBA3bio Mexay 6eapeHHbIM U 6onbLiebepLoBbIM KOMMNOHEH-
Tamu, obecneuvBaroLLUi ABMKEeHWe Boree Yem B OQHOWM NNOCKOCTHU (CM. PUCYHOK 5).

2.7 cBsi3aHHbIW TOTanbHbIA 3HAONPOTE3 KOMEHHOro CycTaBa: TOTaNbHbLIA 3HAONPOTE3 KOYIEHHOro
CyCTaBa C AByMS MexXaHn4eCkn CoeqUHEeHHbIMU HYacTaMWU, oﬁecnequaalomw‘/'l ABMxXeHue B OonblLUMHCTBE cny-
4YaeB B OZIHOM MIOCKOCTU (CM. PUCYHOK 6).

WspaHue ocduumansHoe
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2.8 achdekTMBHOE paccTosiHME NPU pe3eKuun KocTU: MUHUManbHOe pacCcTosiHME MeXOy peseLmpo-
BaHHbIMU NMoBepXHOCTSIMU BeapeHHon n/unmn GonbluebepLoBoi KOCTEN, HAXOAALMMUCS B KOHTaKTe C NnaTo
MMMnaHTaTa.

2.9 Hoxka: YacTb ABYXMbILLENKOBOrO KOMMNOHEHTa, NpeAHasHaueHHasi Afsi YCTaHOBKW B KOCTHOMO3IO-
BOW KaHan (CM. pvcyHku 2, 5, pasmepsbl t, f 1 pucyHok 6).

2.10 yron HaknoHa 6eapeHHOM HOXKU: OCTpbLIN Yron Mexay ocblo 6eapeHHON HOXKM U NepreHauKy-
nsipom K 6eApeHHOMY NNaTo Npy pacCMOTPEHUW B NepeaHe3afHeM HanpaBreHun.

MpunmeyaHune — HanpasneHue aToro yrna onpeaenseT, B NEBOW UMK B NpaBo Hore nauueHTa 6yaeT ucnonb-
30BaH aHAoNpoTE3.

2.11 yron HaknoHa 6onbluebepLoBoi HOXKK: OCTPLIN Yron Mexay ocbio 60rbLLebepLIOBO HOXKU 1
neprneHAnKynspom K 6onbLuebepLoBOMy NNaTo Npu paccMOTPEHWUN B NepeaHe3afHeM HanpasneHnu.

2.12 BHYTPMMBbILWENKOBLIW WTKUPT: YacTb MbILLENKOBOrO KOMMNOHEHTA, NpeAHasHavYeHHas ans ycra-
HOBKU 11 (OMKCALIM KOMIMOHEHTA B MbILLENKe (CM. pucyHku 3, 4, pasmepsl {, 1 f).

213 obwana wupuHa: MakcvmanbHbIM pasmep GegpeHHOro vnm gonbmeﬁepu.osoro KOMMOHEHTOB B
MeamarbHo-nareparnbHoOM HanpasneHum (CM. pUCcyHkn 2 — 5, paavep w).

2.14 o6wan rnyéuHa: MakcumanbHbIM pasmep BegpeHHoro nnu 6onblue6epLoBOro KOMMNOHEHTOB B
nepegHe3agHeM HanpaBfieHUM NPU NOMHOCTLIO pa3orHyTOM cycTaBe (CM. pUCyHku 2 — 5, paamep d).

2.15 nnato umnnaHtata: YacTb KOMMOHEHTa HaxoOsLAsacs B KOHTaKTe C pe3eLMpOBaHHON KOCTbIO
W/Mnn KOCTHLIM LIEMEHTOM.

2.16 xocTHoe nnato: [MoBEPXHOCTL pe3eKLWU KOCTU, HAXOOALLAACH B KOHTaKTe C NiaTo MMMnaHTara
W/Mny KOCTHLIM LIEMEHTOM.

2.17 cycraBHasi NOBepXHOCTb HagKoneHHUKa: [MOBepXHOCTL 3HAONPOTE3a, NpeAHasHavYeHHas Ans
COYSIEHEHUS C HAAKONEHHMKOM UMK 3ameLLialoLLVM ero KOMNOHEHTOM.

2.18 6eapeHHObONbLILIEGEepLOBaA CycTaBHas NOBepXHOCTL: [MoBepxHOCTL 3HAONPOTE3a, Yepes Ko-
TOpy!o Harpyska nepenaetcsi oT 6eapeHHoro k 6onbLetepLOBOMY KOMMOHEHTY.

3 Knaccudukauus

3.1 BHponpoTesbl, Ucnonb3yeMble Of151 3aMELLIeHUs HECKONbKNX UMK BCEX CYCTaBHbLIX NOBEPXHOCTEW B
KOJIEHHOM CyCTaBe, KnaccumLmpyoT cneayioLmm obpasom:
a) OOHOMBbILLENKOBbIe (CM. PUCYHOK 4):
1) 6enpeHHble,
2) 6onblebepLoBbie;
b) AByxmbienkoBble (CM. pUcyHku 2, 3, 5, 6):
1) GenpeHHble;
2) 6onbwebepuosble.
3.2 B 3aBUCUMOCTW OT Ha3Ha4YeHUs1 IHAONPOTE3bI KNaccuduLMpyIoT creaylowmum o6pasom:
a) 4YacTM4HOe 3aMelLLeHne CyCTaBa:
1) OAHOMBILLENKOBbIN,
2) oAHONOMIOCHOW;
b) ToTanbHOe 3amelleHWe cycTaBa.
3.3 MMpu ToTansHOM 3aMeLLeHWn cycTaBa SHAONpPoTesbl B cbope KnaccuuumpyloT B COOTBETCTBUM C
byHKLMEN CycTaBa B HEHarpy>X€HHOM COCTOSIHUM CrieflyloLvM o6pasom:
a) HecBA3aHHbIN (CM. pUCYHKMN 2 — 4);
b) uacTMuHO cBA3AHHDLIN (CM. PUCYHOK 5);
C) CBS3aHHbIN (CM. PUCYHOK 6).

4 O6o3HauyeHue pa3mepoB

Pa3smepbl YaCTUYHbIX U TOTaNbHLIX 3HOONPOTE30B KOJIEHHOTO CyCcTaBa AOMKHbI 6biTb 0603HaueHkLI B
COOTBETCTBUM C PUCYHKaMu 2, 3, 4 unu 5.

NpumeyaHune — HapucyHkax 2 — 6 nokasaHbl TUMMYHLIE SHAOMPOTE3bLI KONEHHOTo CYCTaBa, X HOMEHKNaTypa
1 06o3HaYeHUe PasMepoB, HO OHU He JAIOT NPeACcTaBeHUs O (POPME KOMITOHEHTOB 9HAONPOTE30B.
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A, B — pacrionoxeHue 3HOONPOTE30B MbILLENKOB Ha GeApeHHOI KOCTH;

C, D — pacrionoxeHue 3HOONPOTE30B MbILLENKOB Ha GonbLuebepLoBoii kocTU Bonbluebepuosas
MpumMeyaHue — HAONPOTE3bl MOryT ObITh MeAMUANbHLIMU UMK KocTs
natepanbHbIMMU.

PucyHok 1 — KoneHHbI cycTas YenoBeka C No3uLUAMA, B KOTOPbIX
MOryT 6bITb MCNONb30BaHbl MbILLEMKOBLIE 3HAONPOTESbI

“J
WHTpameaynnapHas e
BGegpeHHan HoXKa BeapenHoe
nrnarto

CycrasHas
NOBEPXHOCTE
HeaKoneHHKa
(Hec6r3aTensHas)

CycraBHas
NOBEPXHOCTL d

BeapeHHoro
KOMMOHeHTa
5 | D
CycraBHar
NOBEPXHOCTE
BonbluebepLioBoTo J
KOMMoHeHTa Bonbwebepuosoe
nnaro
WHTpameaynnsipHas
GornbLlwebepLosas
HOXKa -

d — obwas rnybuHa GonbluebepLiosoro unv 6eapeHHOro KOMNOHEHTOB; w — o6Luas WwupuHa GonbluebepLiosoro unu 6egpeHHoro
KOMMOHEHTOB; f — AnuHa 6eapeHHON HOXKK; { — AnuHa GonbluebepLOBO HOXKM

PuUcyHOK 2 — TUNWYHbIA CBOBOAHBIA ABYXMbILLENKOBLIA TOTANbHbIA 9HAONPOTE3 KONEHHOro cycTasa C
WHTpaMeOynnspHLIMA HOXKamuK (CM. NpUMeYaHue K pasgeny 4)
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BeapeHHbIA
BHYTPUMBILLENKOBLIA
wWTHepT

beppeHHoe nnato

CycraBHas
NOBEPXHOCTb

HagKoneHHuKa
(HeoBs3arerbHasn) CycrasHas
6onblebepuosas
NOBEPXHOCTb
BonbluebepLoBbIii
BHYTPUMbILLENKOBbIH
wTneT
] d
kﬂ.
I:I
beapeHHoe nnato >
d —
| | BonbweGepuosoe
> nnaro

|| @|| ) -

d — o6Lwas rmy6uHa GonbLueGepLiosoro unu GeapeHHOro KOMMNOHEHTOB; w — 06LLas WwupuHa GonbluebepLosoro unu GeapeHHoro
KOMMOHEHTOB; fp — AnvHa GonblLue6epLIOBOrO BHYTPUMBILLGMKOBOTO LUTU(TA; fp — AnNuUHa 6eApeHHOro BHYTPUMBILLENKOBOrO WTudTa

PucyHok 3 — TUnuyHbIA HeCBA3aHHbIN ABYXMbILLEMKOBbLIA TOTanbHbIN 3HAOMNPOTE3 KONEHHOro cycTaBa
C BHYTPMMBbILLIETIKOBLIMU LUTU(TAMU 1 CyCTaBHOM NOBEPXHOCTLIO HAAKoneHHUKa (Heobs3aTenbHas)
(cMm. npyMeyvaHue K pasgeny 4)
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BeppeHHbIn
BHYTPUMBILLESIKOBLIN
wrnepT

CycraeHas 6eipeHHas
NoBEPXHOCTL

CycraBHas
Gonblebepuosas
NOBEPXHOCTL
BenpeHHoe nnaro | I
2
“_ﬂ.
AN d
d |
| _____
* ‘ @ h |Bonb|.ue6epuoaoe
nnaro

d — o6was rmy6uHa GonblueGepLoBoro Mnu 6e4peHHOr0 KOMMOHEHTOB; W — obwwan wupuHa Gonblwebepuosoro unu GeapeHHOro
KOMMOHEHTOB; fp — AnvHa GeapeHHOro BHYTPUMBILLENKOBOIO WTugdTa

PucyHok 4 — TunuyHbIN HECBA3AHHbIN OQHOMBILLIENKOBLIA TOTamNbHbLIA 3HAOMPOTE3 KONEHHOro cycTaBa
(cm. npymevanve k pasgeny 4)
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WHTpameaynnsapHas
GeppeHHas HOXKa

BegpeHHoe

CycraBHasi
NOBEPXHOCTb
HapKoneHHuka

d
|
£
YaepxuBaolLee | ||
YCTPOMUCTBO
d
N MHTpameaynnsipHas 2 COD
6onbwetepuoBas
HOXKa
J

o

N_

CeueHve yaepX1BaIOLLEro YCTPONCTBA

d — obwas rny6uHa GonbiuebepLioBoro Unu 6egpeHHOro KOMMOHEHTOB; W — o6LLas LwupuHa GonbluebepLoBoro unu 6egpeHHoro
KOMIOHEHTOB; f — AnuHa 6eapeHHON HOXKW, | — ANUHa GonbLueGepLIOBO HOXKU

PucyHok 5 — TUNWYHDBIA YaCTUYHO CBA3aHHLIA TOTaNbHbIA 9HAONPOTE3 KONEHHOrO CyCTaBa C MHTpaMeays1spHbIMMU
HOXKaMK (CM. NpUMeyaHue K pasgeny 4)
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BeapeHHasa Hoxka

BenpeHHoe nnaro

CycraBHas
noBepXHOCTb
HafikofieHHUKa

BenpeHHoe Teno

Ycrpoicrso,

npepoTepallatollee
TUNEP3KCTEHINIO

BeppeHHas BTynka

WapHupHbIA WTndT

BonblebepuoBoe
nnaro

Eonbmeﬁepuosaﬂ

L J HOXKa

PucyHok 6 — TUNWYHBIA CBA3AHHBIV TOTanbHbIA 3HAONPOTE3 KONEHHOro cycTaBa (CM. NpYMeyaHue K pasgeny 4)

Teno

6onbluebepLosoro
KOMMOHEHTa
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