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FrOCT P UCO 7207-2—2005

[MpeaucnoBue

Lienv v npuHUMnbl cTaHaapTU3auum B Poccnnckon Genepauunm ycrtaHoBneHbl PeaepanbHbiM 3aKOHOM OT
27 pekabpsa 2002 r. Ne 184-03 «O TexHn4yeckoM perynmpoBaHuu», a npaBuna npuMeHeHus HaluMOHabHbIX
ctaHaapToB Poccuinckon Pepepaumm — FOCT P 1.0—2004 «CtaHgaptusaumsa B Poccunckon depepaumu.
OCHOBHBIE NONOXEHUS»

CBeaneHun o cTaHaapTe

1 NMOAINrOTOBJIEH Poccuncknm rocyaapcTBeHHbLIM TEXHONOMMYeckuMm yHmeepceutetoMm M. K.3. Linon-
koBckoro (MATIA) Ha ocHoBe COBCTBEHHOro ayTeHTUYHOro NnepeBoaa ctaHaapTa, YKasaHHOro B NyHkKTe 4

2 BHECEH TexHu4yeckum KomnuteToM No cTaHgapTusaummn TK 453 «MMnnaHTatbl B XMpyprum»

3 YTBEPXXOEH WV BBEOEH B AEWCTBWE [MMpukazom depepanbHOro areHTcTsa Mo TeXHUYECKOMY
perynupoBaHuio n metponornm ot 30 noHs 2005 r. Ne 175-cT

4 HacTtosilun CTaHOAapT naeHTuYeH MexxayHapoaHomy ctaHaapty MCO 7207-2:98 «MnnaHTaTtsl Ans Xu-
pypvn. KOMMOHEHTbI YaCTUYHbIX M TOTanbHbIX 3HAOMNPOTE30B KONeHHOro cycraBa. Yactb 2. CycTaBHbIe NOBepX-
HOCTW, U3rOTOBMNEHHbIE U3 MeTanMMYecKknx, kepamMmmyecknx U nonmmMmepHbix matepuanos» 1SO 7207-2:1998
«Implants for surgery — Components for partial and total knee joint prostheses — Part 2: Articulating surfaces
made of metal, ceramic and plastics materials».

[Tpy NpuMeHeHU HACTOoSALLEro ctTaHgapTa peKkoMeHAyeTCcAa UCNOoNb30BaTbh BMECTO CChINTOYHbLIX MeXayHa-
POOHLIX CTAHOAPTOB COOTBETCTBYIOLLME UM HAaUUOHaNbHble cTaHgapTbl Poccunckon depepalumn, cBegeHus o
KOTOpPLIX NpyBeAeHbl B AONONTHUTENIbHOM NPUNOXeHUU A

5 BBEJEH BINEPBbIE

HHcbopmauust 06 usMeHeHUsiX K cmaHoapmy rnybnukyemcsi 8 exxe200H0 u30asaeMoOM UHOOpMayUOHHOM
ykalamere «HayuoHanbHble cmaHOapmbly», 8 meKcm U3MeHeHUU U rorpasok — 8 exXXeMecsiyHoO u3doagaembix
UHGDOPMaUUOHHbIX yKa3damersix «HayuoHanbHbie cmaHoapmbl». B criydae nepecmompa (3aMeHbl) Unu omme-
Hbl Hacmosiweao cmaHoapma coomeemcmeyroujee yeeooMrieHue byoem ornybriukogaHo 8 exxeMeCsiYHO U30a-
8aeMoM UHhOPMaYUOHHOM yKalamerne «HayuoHanbHble crmaHdapmabl». Coomeemcemeyrowjast UHtbopMayusi,
yeedoM/IeHUe U meKcmbl pasMewlaromcesi makxe 8 UHhopMayuoHHOU cucmemMe obuleao rnosb3o8ameriss — Ha
ogbuyuanbHOM calime HayuoHasribHo20 opeaHa Poccuuckolu ®elepayuu no cmaHoapmu3ayuu 8 cemu MIHmep-
Hem

© CranpaptnHdopm, 2005

HacTtosilumi ctaHoapT He MoXeT ObITb MONMHOCTBLIO UMK YaCTUYHO BOCMNPOM3BEeNEH, TMPAXXUPOBAaH M pac-
NPOCTPaHeH B KavyecTBe omLmMansHOro naaaHms 6es paspelueHns denepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynmpoBaHuIO N METPOOrn



FOCT P UCO 7207-2—2005

HALUWOHANBbBHBIWAW CTAHOAPT POCCUMUNCKON ODEOEPALUMN

MMnnaHTaThl ANA XUpyprum
KOMMNOHEHTbBI YHACTUYHbBIX U TOTAJIbHbBIX SQHOOMPOTE30B KOJIEHHOIO CYCTABA
HYacThb 2

CycTaBHbIe NOBEPXHOCTU, U3rOTOBNEHHbIe U3 MeTaNNIM4eCKUX, KepaMmuyeckux
M NONTMMEPHbIX MaTepuaron

Implants for surgery. Components for partial and total knee joint prostheses.
Part 2. Articulating surfaces made of metal, ceramic and plastics materials

[ata sBeaeHus 2006—07—01

1 O6nactb npumeHeHun

HacTosLuun ctaHoapT yctaHaBnmBaeT TpeboBaHMA K OKOHYaTernbHOM 06paboTke cycTaBHbLIX NOBEPXHOC-

TeW ToTanbHbLIX U YaCTUYHbLIX S3HOOMPOTE30B KONMEHHOro cycTtaBa, KnacCUUUUPOBaHHbLIX B COOTBETCTBUU C
NCO 7207-1.

2 HopmaTuBHbIE CCbINIKU

B HacTosLleM CTaHOAPTE UCMOJb30BaHbI CChINKU Ha crnenylolie ctaHaapThbl, coaepXXalline norioXXeHus,
KOTOpPble MOIyT pacCMaTPMBAaTLCA KaK pasgenbl HACToALLLEro ctTaHaapTa:

NCO 468:1982* LllepoxoBaTtocTb noBepxHOCTU. [1lapameTpsbl, X 3Ha4YeHus KU odbLine npaBuna No ycra-
HOBRNeHuto TpeboBaHNI

NCO 7207-1:1994 MmnnaHTaTkl ANA Xupyprun. beapeHHbIv n SonbLUebepLoBbIN KOMMOHEHTLI HaCTUYHBLIX
N TOTalNbHbLIX 3HAONPOTE30B KOFeHHOro cycraesa. Yactb 1. Knaccudpukauus, onpeaeneHma n obosHaveHve
pasmMepoB.

3 TpeboBaHuUA K OKOHYaTEeNbHOU 0OpPaboOTKe NOBEPXHOCTMU

3.1 ToTanbHble 3HAONPOTE3bl KONIEHHOro CycTaBa

3.1.1 beapeHHble KOMMNOHEHTbI, M3rOTOBSIEHHLIE U3 METarNNYEeCKUX N KepaMn1YecKnx matepuaros

[TapameTp wepoxoBaTocTn Ra no NCO 468 cycTaBHOM NOBEPXHOCTU METann4yeckoro nnn kepamuyec-
Koro 6eapeHHOro KOMNOHEHTOB A0MmKeH ObITb He bonee 0,1 MKM npu ncnonb3oBaHMM Ha30BON ANMWHLI, PAaBHOW
0,08 mm.

Heob6xoaumo yuuThIBaTh cneaytoLlime AaHHbIe:

a) paauyc KOHYMKA VMbl;

b) MecTo nsmepeHusi Ha obpaaslie.

[lpy BU3yanbHOM OCMOTPE Ha CYCTaBHOW MOBEPXHOCTM UMMMAHTATA He AOMKHO ObIThb 3arpsi3HeHwWm,
ne@eKToB, BbICTYNalLWUX KPOMOK, 3aD0MH, a Takke LapanmH U MeTOK, OTNNYHBLIX OT BO3HUKAKOLUX B pe3yib-
TaTte okoH4aTenbHon obpaboTkw.

3.1.2 lNonumepHble KOMNOHEHTLI: DonbLUedepLOoBLIM N HAOKONEHHUK

3.1.2.1 OkoH4yaTenbHasa o6paboTKa CycTaBHOW NOBEPXHOCTU

[TapameTp epoxoBaTocTh Ra no NCO 468 cycTtaBHOM NOBEPXHOCTU KOMMNOHEHTOB HonbLLebepLIoBOro 1
HagKoneHHWKa aomkeH ObITb He bonee 2 MKM npu 6asoson anvHe 0,08 mMm.

* HeucteoBan oo 1 anpens 1998 r.

U3pnaHue ohmumanbHoe
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[MTpunm™meyaHun e— Heobxoaumo yyntbiBaTh CneayroLlime aaHHbIE:
a) paauyc KOH4YUKa Urnbi;
6) mMecTo namepeHus Ha obpasue.

an/I BU3yaJIbHOM OCMOTpPE Ha CyCTaBHOﬁ NMNMOBEPXHOCTU HE O0J1XKHO ObITb 3arps:|3HeHM|7|, ,El,eqf)eI(TOB, BbICTY-

NaloLWmMX KPOMOK, a Takke LapanvH u 3abouH.
3.2 beapeHHble MeTanMyeckue UnNu Kepammyeckue aHAoNpoTe3bl ANA 4YaCTUYHONo 3amMelleHus

KONeHHOro cycraBa
3.2.1 OkoH4aTenbHasa obpaboTka NOBEepPXHOCTU
[MapameTp wepoxoBatoctn Ra no NCO 468 cycTtaBHON NOBEpPXHOCTU DeApeHHOro KOMNOHEHTA OOIMKeH

ObITb He Donee 0,5 Mkm nNpu BazoBon anvHe 0,08 Mm.

[MTpunmeyaHun e— Heobxoaumo yyntbiBaTh CneayrLme AaHHbIE:
a) paauyc KOH4YMKa UMbl;
0) MecTo uamepeHus Ha obpasue.

[lpy BM3yaribHOM OCMOTPE HAa CYCTAaBHOW MOBEPXHOCTU MMMNAHTATa He OOMMKHO OblTb 3arpsA3HEeHWm,
nemeKkToB, BLICTYNAaoLWKUX KPOMOK, a TakKe LapanvH v 3abouH.

[MpunoxeHue A
(cnpaBo4YHOE)

CBeaeHMs 0 COOTBETCTBUM HaUMOHaNbLHOIro cTaHaapTa
CCbINTOYHbLIM MeXAYyHapoAHbLIM CTaHAapTam

Tadbnuua bB.1

O6o3HavYeHue CCbINOYHOro
MEXOYHAapPOOHOro cTaHgapTa

NCO 7207-1:1995 F[OCT P UCO 7207-1—2005 UmnnaHTaTbl Ana Xxupyprui. begpeHHbIn n 6onblLue-
6epuUOoBbLIA KOMMOHEHTbLI YaCTUYHBLIX U TOTarbHbIX 3HAONPOTE30B KOMEHHOro CycTasa.
YacTb 1. Knaccudgpukauus, onpeaeneHve n 0603Ha4YeHne pasMmepoB

NCO 468:1982 [OCT 2789—73 LlUepoxoBaTtoCTb MOBEPXHOCTU. [lapamMeTpbl UM XapaKTepUuCTUKK
(NEQ)

O603Ha4YeHne 1 HaMMEHOBAaHUE COOTBETCT BYHRLEro HauMoHallbHOINoO CtaHgaprta

YOK 616—089.843:006.354 OKC 11.040.40 P23 OKI1 94 3800

KntoueBble crnoBa: MeauLlnHcKoe obopyaoBaHme, XMpyprmiyeckue MnaHTaTbl, opToneanyeckme UMNMaHTaThl,
benpa, cycTtaBbl, 3HAONPOTES3kI, KNaccu@ukauusa, obo3HauveHne pasmepoB

Penaktop B.H. Konbicos
TexHudeckuu pegaktop B.H. lpycakoea
KoppekTtop M.A. lNepwiuHa
KomnbioTepHasa BepcTka M.A. HaneukuHou
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