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MNpeaucnoBue

Llenu 1 npuHuMnel cTaHgapTmsaumu B Poccuinckoin Pegepaunn yctaHoeneHol deagepansHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-03 «O TeXHUYECKOM perynupoBaHun», a npasuna npuMeHeHNs HaunoHanbHbIX
ctaHpapToe Poccuitickon Pepgepaunm — NOCT P 1.0 — 2004 «CraHaapTtuaaums B Poccuiickoin ®egepaumn.
OCHOBHbIE NONOXKEHNA»

CBefneHus o cTaHgapTe

1 NOArOTOBINEH «MATW» — PoccUACKUM roCyQapCTBEHHBIM TEXHOMOMMYECKUM YHUBEPCUTETOM
M. K.3. Uuonkoeckoro (MATW) Ha ocHoBe cOBCTBEHHOIO ayTEHTUYHOro Nepesoaa cTaHaapTa, ykasaHHoro B
nyHkTe 4

2 BHECEH TexHu4eckum komuTeToM no ctaHaaptuaaumm TK 453 «MMnnaHTartsl B XUPYprm»

3 YTBEPXOEH WV BBEIEH B NEMCTBUE Mpukasom PegepanbHOro areHTCTBa MO TEXHUYECKOMY
perynupoeaHuio U metponorim ot 30 noHa 2005 r. Ne 174-cT

4 Hacroswwuin ctTaHgapT MaeHTUYeH mexayHapogHomy ctaHgapty MCO 7207-1:1994 «MmnnanTtaTel oNns
xupypruun. begpeHHbii U GonbliebepUoBbIA KOMNOHEHTHI YACTUYHBIX U TOTanNbHbIX 9HAONPOTE30B KONEHHOMO
cyctaea. Yacte 1. Knaccudpmkauns, onpeaeneHus n obosHadeHne pasmepos» 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 BBE[EH BINEPBbIE

HMHgbopmauusi 06 usMeHeHUsIX K Hacmosuwiemy cmaHOapmy nybriukyemcs 8 exez200Ho uzdasaemMom
UHhopmayuoHHOM yKkasamerne «HauuoHaneHele cmaHdapmei», a mekcm usMeHeHuUl U norpasok — 8 exeme-
CSAYHO u30agaeMbIx UHGhOPMaUUOHHbIX yKkazamensax « HayuoHaneHele cmaHGapmei». B cnyyae nepecmompa
(3ameHsb!) unu ommMeHs! Hacmosuweao cmaHdapma coomeememeytouee yeedomneHue 6ydem onybnukogaHo
8 eXeMecsYHO u3zdasaeMoM UHGOpMaUUoHHOM ykazamene «HauuoHanbHble cmaHdapmel». Coomeemcm-
gyrouiasi uHghopmayus, yeedoMIieHUEe U MeKCMbI Pa3Mewaromes makxe 8 uHghopmauuoHHol cucmeme obuye-
20 MonL308aHuUss — Ha oghuluanbHoM calime HauuoHanbsHo20 opaaHa Poccutickol ®edepauyuu rno cmaHdap-
muzayuu 6 cemu MHmepHem

© CraHgaptuHdopm, 2005

HacTtoawmin ctaHgapT He MOXeT BbiTb MOMHOCTLIO MMM YacTMYHO BOCTPOM3BEAEH, TUPaXUpoBaH W
pacnpocTpaHeH B Ka4ecTse ochuLmMansHoro n3aaHua 6e3 paspeleHusa PeaepansHOro areHTCTBa No TeXHUYec-
KOMY perynupoBaHu1io 1 METPOMOMUK
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HAUMWOHANBbHBIW CTAHOAPT POCCUNCKOWNW ®EOQEPALUMUM

WMmnnaHTaTtel ansa Xmpypruu

BEAPEHHbIA U BOJNbLUEEEPLIOBbIA KOMMOHEHTBI YACTUYHbLIX U TOTANbHBLIX
SHOOMPOTE30B KONMEHHOIO CYCTABA

Yactb 1
Knaccudumkauns, onpegeneHnsa n o6o3HavyeHue paaMmepoB

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

[Hata eBegenna — 2006—07—01

1 ObnacTb NnpUMeHeHuA

Hacrosawwii ctaHaapT ycTaHaBnuBaeT Knaccudukauuio, onpegeneHns u obosHaveHus pasvepos 6ea-
pPeHHoro 1 6onbluebepLOBOro KOMMNOHEHTOB 3HAOMPOTE30B KOMEHHOrO CycTaBa, B KOTOPOM 3aMeLleHbl oaHa
nnun o6e cycTaBHble MOBEPXHOCTH, MO KpaliHel Mepe, OQHOMO OTAena KoneHa.

Hacrosawwii ctaHgapT He pacnpocTpaHAeTCs Ha KOMMOHEHTLI HAAKONMEeHHWKOB W 3HAOMNPOTE30B C MPOo-
MEXKYTOYHbIM MOABMXKHLIM 3NIEMEHTOM.

2 TepMuHbI M onpeaeneHus

B HacTosileM cTaHaapTe NpMMEHEHLI CrieayloLmMe TEPMUHBI C COOTBETCTBYIOLLMMK OnpeaeneHnamn;

2.1 YacTUYHbIA OAOHOMOMIOCHLIA KOMIMOHEHT KOoMneHHoro cycrtaea: KomnoHeHT, npeacTtaBnsaloLwmn
coboi aHaoNpoTe3, NpeAHasHa4eHHbl AN 3aMeLLeHUs CYCTABHOW MOBEPXHOCTM OAHOrO Mbilerka nvbo
6eapeHHoi, NMM60 6onbliebeplUoBOr KOCTH (CM. pucyHoK 1, nosuuuu A, B, C unu D).

2.2 YacTUYHbIA OABYXNOMOCHOW KOMNOHEHT KONMEHHOro cyctaBa: JHOONPOTEe3, NpegHa3Ha4eHH bl
AnS 3aMeleHnss CycTaBHbIX rnoBepxHocTern oboux melwenko nubo GegpeHHon, nubo GonblebepuoBon
Kocten (cMm. pucyHok 1, nosuumnmn A v B unun C n D).

M pumMmedaHune — B xupypmqecxoﬁ NpakTuke OOHOMBILLENKOBEIE KOMMNOHEHTEI MOMYT MCNONB30BATECA Kak OnA

3amellleHUA OQHOro MbILLIENKa, OOHOMOMKCHOIO 3aMeLLeHns, Tak U AN MNOMHOM 3aMeHbl KONeHHoro CycTaea, Torga Kak
0bblvHO OBYXMbILLENKOBLIE KOMNOHEHTEI NCNONB3YHOT TONBKO NPK NONHOM 3ameHe KONeHHOoro CycTaga.

2.3 ogHoMOMKCHOE YacTM4YHOe 3aMelleHue KorneHHoro cycTtasa: [lpoueaypa 3amelleHus cycTas-
HbIX MOBEPXHOCTEN CMEXHbLIX MbiLLenkoe BeapeHHo 1 BonblebepuoBOt KOCTEN B OQHOM OTAENE KONEHHOro
cyctaea (cM. pucyHok 1, nosuuum Au Cunu B u D).

2.4 ToTanbHOe 3amelleHMe KoneHHoro cyctasa: [pouenypa 3aMelleHns CycTaBHbIX MOBEPXHOCTEN
6eapeHHoi 1 6onbluebeploBO KocTe B 060MX OTAENax KONMEeHHOro cycraea (CM. pucyHok 1, nosuuum A, B, C
u D).

M pumMmedaHune — Obecne4yeHue co4neHeHusa HagKoONeHHWKOM MOXeT NpOBOAWTECA U HE NPOBOOWTLCA.

2.5 HeCBA3aHHbIW TOTaNbHbIA 2HAONPOTE3 KONEHHOro cycTaBa: ToTarnbHbli 93HAONPOTE3 KONEHHOro
cycTara 6e3 MexaHM4eckoro coeamHeHnsa mexxay 6eapeHHbIM 1 bonblueb6epLUoBbIM KOMNIOHEeHTaMu, obecne4u-
BalOLWWiA ABWXKEHWE BO BCEX TPEX MIOCKOCTAX (CM. pUCYHKK 2, 3 1 4).

2.6 4acTU4YHO CBA3aHHbIWA TOTalNbHbLIN 2HAONPOTE3 KONEeHHOro cycraBa: ToTanbHbIi 3HOONPOTES
KOINEeHHOro CycTaea C HeKOTOPO MeXaHUYEeCKOW CBA3bD Mexay 6eapeHHbIM 1 BonbluebepuoBbIM KOMMIOHEH-
Tamu, obecneynsarowmin AsuxeHve Gonee 4em B OQHOW NNOCKOCTU (CM. PUCYHOK 5).

2.7 cBA3aHHbIW TOTaNbHbIA HAONPOTE3 KONEHHOro cycrasa: [oTarnbHbIA 3HAOMPOTE3 KONEHHOro
cycTaBa C ABYMSA MeXaHWYeCcKU coegMHEHHbIMMK YacTamu, obecneumBaoLmMin ABUXKEHME B BOMbLUMHCTBE Chy-
Yyaes B OAHOW MNOCKOCTU (CM. PUCYHOK 6).

W3panuve opuumansHoe
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2.8 adhhpekTUBHOE paccToiHUE NPU pe3eKuun KocTu: MUHUMansHOE paccTosHUE MEXAY pe3eumupo-
BaHHbLIMMK noBepxHocTAMKU BeapeHHol unu BonbwebepuoBoOn KOCTEW, HAXOOAWMMMUCH B KOHTAKTE C NnaTto
uMnnaHTaTta.

2.9 HoxKa: YacTb ABYXMbILLENKOBOIO KOMMOHEHTA, NpeaHa3Ha4YeHHas aAns YCTaHOBKU B KOCTHOMO3rO-
BOW KaHarn (CM. pucyHku 2, 5, paameps! {, f U pUCYHOK 6).

2.10 yron HaknoHa 6egpeHHON HOXKU: OCTpbIA yron mexay ocblo 6e4peHHON HOXKU WU NepreHanKy-
nspom K 6egpeHHOMY NNaTo Npy pacCMOTPEHUU B NEPEAHE3aAHEM HanpaBneHuu.

M pumMmedaHne — HanpaBneHue 3TOro yrna onpegensder, B NeBor unu B npasoﬁ HOre nayueHTa Gyp,eT ncnone-
30BaH aHOONpOTE3.

2.11 yron HaknoHa 6onbliebepuoBoi HOXKU: OCTpbIM yron MeXay ocbio 6onbLuebepLoBO HOXKL U
nepneHaukynapomM K 6onswebepuoBoMy NNaTo NpU pacCMOTPEHUM B NeEpeaHE3agHEM HanpaBneHUA.

2.12 BHYTPUMBILWENKOBLIA WTUGT: YacTb MbILLENKOBOrO KOMMOHEHTA, NpeAHa3Ha4YeHHan ana ycra-
HOBKM U doMKCaLMKM KOMMNOHEHTA B MbILLENKe (CM. pUCYHKKU 3, 4, paamepsbl f, 1 fp).

213 obwana wupuHa: MakcumanbHblil pasmep 6egpeHHOro unu gonbmeﬁepuoaoro KOMMOHEHTOB B
MeauansHo-raTepansHOM HanpasneHuy (CM. PUCYHKKU 2 — 5, pasmep w).

2.14 obwasa rnybuna: MakcumanbHbIM pasmep 6egpeHHoro unu 6onbluebepLoBOro KOMMNOHEHTOB B
nepegHesagHeM HanpaeneHWM Npu NOMHOCTLI0 PA30rHYTOM CycTaBe (CM. pUCYHKU 2 — 5, pasamep d).

215 nnaro umnnanTara: YacTb KOMNOHEHTA HAXOASWANACA B KOHTAKTE C PE3eLMPOBAHHON KOCThLIO
WMNKU KOCTHLIM LLIEMEHTOM.

2.16 kocTHoe nnato: NOBEPXHOCTb PE3EKUMU KOCTU, HAXOASALWAACHA B KOHTAKTE C NNato MMnnaHTaTa
WMNKU KOCTHLIM LLIEMEHTOM.

217 cycTaBHaA NoBepXHOCTbL HagkoneHHuKa: [MoBepxHOCTb 3HOOMNPOTE3a, NpegHa3HayeHHas Ans
COYNEHEHUSA C HAOKONEHHUKOM UMW 3aMEeLLaLLIMM Ero KOMMNOHEHTOM.

2.18 beapeHHobonblebepLOBaA cycTaBHas NOBEPXHOCTL: [MOBEPXHOCTb 3HAONPOTE3A, YEPes KO-
TOpYyH Harpy3ka nepegaeTtcs oT 6egpeHHoro Kk 6onbwebepLOBOMY KOMMOHEHTY.

3 Knaccudukauumsn

3.1 3HaonpoTesbl, UCNOMNbL3YEMbIE ANS 3aMELLEHUA HECKOMBKUX UMW BCEX CYCTaBHbLIX MOBEPXHOCTEN B
KOMNMEHHOM CycTaBe, KnaccuduuupyroT cneaytowmm obpasom:
a) OOHOMBILLENKOBbLIE (CM. PUCYHOK 4):
1) 6enpeHHble,
2) 6onblwebepuoBble;
b) aByxmblwenkoBble (CM. pUcyHku 2, 3, 5, 6):
1) 6enpeHHble;
2) 6onblwebepuoBtle.
3.2 B 3aBMCUMMOCTM OT HAa3HAYEeHUA SHAONPOTE3bI KNnaccuuumpyoT cnegyowmm obpasom:
a) 4acTU4HOE 3aMEeLLEHWE CyCcTaBa:
1) OAHOMBILENKOBLINA,
2) 0aHOMOMKCHONR;
b) ToTanbHoe 3amelleHne cycTaea.
3.3 Mpu ToTansHOM 3amelleHUn cycTaBa aHaonpoTesbl B cbope knaccuuumpyoT B COOTBETCTBUM C
oyHKUMEI CycTaBa B HEHArpPyKEHHOM COCTOSIHUM creayrowmm obpasom:
a) HecBA3aHHLIN (CM. PUCYHKU 2 — 4);
b) 4YacTM4yHO cBA3AHHBLIN (CM. PUCYHOK 5);
C) CBA3aHHLIA (CM. PUCYHOK 6).

4 OO6o3Ha4YeHue pasmepoB

Pa3smMepbl 4acTUYHbLIX M TOTaNbHLIX 9HOONPOTE30B KOMEHHOro cycTaBa AOMKHbI ObiTb 0603HAYEHLI B
COOTBETCTBUW C pUCYHKamK 2, 3, 4 unn 5.

n pumMmedaHune — Ha PUCYHKaX 2 — 6 noka3aHbl TUMUYHbIE IHOONPOTE3blI KONEHHOIo CyCcTaea, MXx HOMeHKNaTypa
1 0bo3HaveHune pa3mepoB, HO OHW He OaloT NpeacTaeneHnA o d)opme KOMMNOHEHTOB 3HO0NPOTE30B.



