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Mpeaucnosue

Lienv v npvHUMnbl cTaHaapTu3aummn B Poccuiickoin Penepaumm yctaHoBNeHb! eaepanbHbIM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-®3 «O TexHMIECKOM perynupoBaHuM», a NpaBuna NpPYMeHeHNs1 HaUMOHANbHbIX
craHpaptoB Poccuiickoii ®epnepauvm — FOCT P 1.0—2004 «CraHpaptmsauus B Poccuiickon depepaumn.
OCHOBHbIE NONOXEHUA»

CBeneHus 0 cTaHaapTe

1 NOArOTOBIEH PoccuiickvM rocynapCTBEHHLIM TEXHOMNOMMYeCKkUM yHuBepcuteToM um. K.3. Livon-
koeckoro (MATW) Ha ocHoBe COGCTBEHHOTO ayTEHTWYHOTO NepeBoAa CTaHAapTa, YKa3aHHOro B NnyHKTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgaptusaumm TK 453 «MMnnaHTaTbl B XMpyprim»

3 YTBEPXIOEH W BBEJEH B ﬂEI?ICTBI/IE Mpukazom denepanbHOro areHTCTBa MO TEXHUYECKOMY
perynvposaHuio 1 meTpornorum ot 30 nioHs 2005 r. Ne 175-ct

4 Hacrosiumii ctaHaapT uaeHTUYeH MexayHapoaHomy ctaHaapty UCO 7207-2:98 «MnnaHTaThl Ans Xu-
pyprvin. KOMMOHEHTbI 4aCTU4YHbIX M TOTanbHbIX S3HOOMNPOTE30B KOMEHHOIO cycTaBa. Yactb 2. CycTraBHble NoBepX-
HOCTW, U3rOTOBNEHHbIe 13 MEeTannMYeckux, kepamMmnyecknx u NonMMepHbLIX Marepuanos» 1ISO 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».

Mpv NpYMeHeHUN HacTOoSALLIero CTaHaapTa PEKOMEHAYETCS MCMONb30BaThL BMECTO CChLUMTOYHBLIX MeX/AyHa-
POAHLIX CTaHAApPTOB COOTBETCTBYIOLLME UM HaLMOHanNbHbIe cTaHAaapThl Poccuiickon ®epepauun, cBefeHns o
KOTOpPbIX NpUBEAEHbLI B AONONHUTENbHOM NpUoXeHnn A

5 BBEAEH BMNEPBbLIE

UHpopmauust 06 usmeHeHUsIX K cmaHOapmy ry6rnuKyemcsi @ exezo0Ho u30agaeMoM UHGHOPMaUUOHHOM
ykasamene «HauuoHanbHbie cmaHGapmbi», @ MeKcm U3MeHeHUL U Nonpasok — @ exeMecsa4YHO u30asaeMbix
UHGhOPMaYUOHHBIX ykazamensix «HayuoHnanbHbie cmaHO0apmsi». B criyyae nepecmompa (3aMeHbl) Unu omme-
Hbl Hacmosiuje2o cmaHOapma coomeemcmeyroujee yeedomneHue 6ydem onybriuKo8aHo 8 eXXeMecsHHo u3da-
g@aeMOM UHGhOPMaULUOHHOM yKa3amerne «HayuoHarnkHele cmaHOapmel». Coomeemcmeyiouwas uHghopMayus,
yseOoMrieHUe U meKcmbi pasMewaomest makke 6 uHghopmayuoHHol cucmeme obuiez0 nonsL3oeamerisi — Ha
ochbuyuansHoM calime HalyuoHabHO20 opeaHa Poccutickol ®edepayuu no cmaHGapmu3ayuu e cemu MIHmep-
Hem

© CranpapTtuHdopmM, 2005

HacToswwmi cTaHaapT He MOXeT ObiTb NOMHOCTLIO UMW YACTUYHO BOCNIPOM3BEAEH, TUPaXUPOBaH U pac-
NPOCTpaHeH B KavecTee ouLMarnbHOro usnaHns 6es paspelueHns denepansbHOro areHTCTBa Mo TeXHUMECKOMY
perynvpoBaHuIo U METPOsIoMK
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HALULMWOHANBHBIA CTAHOQAPT POCCUUCKOWN OEQEPALMUM

WmnnaHTarbl ANA Xupyprvm
KOMNOHEHTbI YACTU4YHbIX U TOTAJIbHbIX SHAOMNPOTE30B KONIEHHOIO CYCTABA
YacTthb 2

CYCT aBHbIe NOBEPXHOCTU, U3rOTOBNMEHHbIE U3 MeTaNINMUYeCKMX, KepamMuieckmux
U NONUMEePHbLIX MaTepuarnoB

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

Nara seBegexmna 2006—07—01

1 O6nacTb NpUMEHeHuUs

Hacrosawwin CTaHOapT yCTaHaBnMBaeT TpeﬁoBava K OKOHYaTeSIbHOM OGPGGOTKG CYCTaBHbIX NOBEpPXHOC-
Tel ToTarnbHBLIX M YaCTUYHbIX 9HOOMPOTE30B KOMEHHOro cycrasa, KrnaccuduumpoBaHHbLIX B COOTBETCTBUN C
NCO 7207-1.

2 HopmaTuBHbI@ CChINKU

B HacTosiLLeM cTaHdapTe MCMoNb3oBaHbl CCLINKK Ha CrieayioLLme CTaHAapThl, CoAepXKallme NornoXeHWs,
KOTOpble MOTYT paccMaTpuBaThCs Kak pasfenkl HacTosALLEero craHaapTa:

MCO 468:1982* LllepoxoBaTocTb noBepxHOCTU. [NapameTpel, X 3Ha4eHusi 1 obLume npasuna no ycra-
HOBReHuio TpeboBaHUi

NCO 7207-1:1994 NmnnaHTaThl ANA XMpyprvn. BeapeHHbIV 1 6onbLuebepLoBbIi KOMMOHEHTbI YaCTUMHBIX
M ToTamnbHbLIX 3HAONPOTE30B KONEeHHoro cycrasa. Yacte 1. Knaccudukauws, onpegenenusi 1 o6o3HaueHue
pa3mepos.

3 TpebGoBaHusA K OKOH4YaTeNbHOMU 06paboTke NOBEPXHOCTHU

3.1 ToranbHble 3HAONPOTE3bl KOJIEHHOro cycTraBa

3.1.1 beapeHHble KOMMOHEHTbI, USFOTOBMEHHbIE 13 MeTanNIMYecKnX U KepaMmyeckmx MaTepuarnos

MapameTp wepoxoBatocTn Ra no NCO 468 cycTaBHOW NOBEPXHOCTU METansiM4eckoro Unm kepammiec-
koro 6eapeHHOro KOMMOHEHTOB AoMkeH 6biTe He 6onee 0,1 MKM Npu UCNONb30BaHMK 6A30BOW ANWUHLI, PABHOW
0,08 mm.

Heobxoavmo yunThiBaTh cneaytoLlme AaHHbIe:

a) paguyc KOHYMKa UMbl;

b) MecTo namepeHus Ha obpasue.

Mpy BM3yanbHOM OCMOTPE Ha CYCTaBHOW NMOBEPXHOCTU MMMNaHTaTa He AOMKHO ObiTh 3arpsisHEeHWN,
NedeKToB, BbICTYNaLLmUX KPOMOK, 3a00MH, a Taloke LiapanyvH U METOK, OTSIMYHbIX OT BO3HMKAIOLLMX B pesyrb-
TaTe OKOH4aTernkHoV 06paboTku.

3.1.2 MNornumepHbIe KOMMOHEHTLI: GorbLIe6epLIOBbIA U HAAKONEHHWK

3.1.2.1 OxkoHuaTtenkbHas o6paboTka CycTaBHOM NOBEPXHOCTH

MapameTp wepoxoBaTocTy Ra no MCO 468 cycTtaBHOI NOBEPXHOCTU KOMIMOHEHTOB GorblLLEGEpLIOBOrO U
HaZlKoneHHUKa [omkeH ObiTb He 6onee 2 mkm npu 6azoBoii AnvHe 0,08 MM.

* NencteoBan ao 1 anpens 1998 r.

UspaHue opuumansHoe
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MpwuMedyaHue— HeobxoaMmo yuuTbiBaTh CregyloLue AaHHbIE:

a) paguyc KOHYMKa urnbl;

6) mecTo MaMepeHusi Ha obpasLie.

Mpw BU3yansHOM OCMOTPE Ha CyCTaBHOW NOBEPXHOCTN He AOIMKHO BbITh 3arpsiaHeHwin, [,edpeKToB, BbICTY-
naloLLMX KPOMOK, a Takke LiapanvH 1 3abouH.

3.2 BeapeHHble MeTannM4yeckue UM Kepammyeckme HAONPOTE3b! ANSl YaCTMYHOrO 3aMeLleHus!
KOJIeHHOro cycraBa

3.2.1 OkoHuaTenbHasi 06paboTka NOBEPXHOCTH

MapameTp WepoxoBaTocTy Ra no MCO 468 cycTaBHOWM NOBepXHOCTN 6eAPEeHHOr0 KOMMNOHEeHTa AOMKeH
6bITb He 6onee 0,5 Mkm npu 6a3oBoit AnvHe 0,08 mm.

MpuMeyaHn e — HeobxoauMo yuuTthiBaTh Cneayoliue gaHHble:

a) paauyc KOHYUKa Urnbl;

6) MecTo MamepeHusi Ha obpasLie.

Mpy BM3yanbHOM OCMOTPE Ha CYCTaBHOW MOBEPXHOCTV WMMMMaHTaTa He AOMKHO ObiTb 3arpsisHeHWi,
[edeKToB, BLICTYNaIOLLMX KPOMOK, a TakKe LiapanuH 1 3a6ouH.

Mpunoxexue A
(cnpaBouHoe)

CBeaeHMA 0 COOTBETCTBMM HaLMOHANILHOIO craHpapTta
CCbINNOYHbIM MeXXAyHapoAHbIM CTaHAapTam

Tabnuya B.1

OB6o3Ha4YeH1e CChINOYHOro
MEXZYHapoAHOro CTaHaapTa

NCO 7207-1:1995 FOCT P UCO 7207-1—2005 UmnnaHTaThl ANA Xupyprun. beapeHHbiid U Gonblue-
6epL|,OBbII7I KOMMOHEHTbI YaCTUYHbLIX U TOTalNbHbIX 3HAONPOTE30B KONEHHOro CycraBa.
Yactb 1. Knaccudmkauus, onpeaeneHne n o603HaveHne pasmepoB

NCO 468:1982 FOCT 2789—73 LlepoxoBaToCTb NOBEPXHOCTU. MapameTpbl U XapaKTepuCTUKU
(NEQ)

OBo3HaueHe U HAMMEHOBAHME COOTBETCTBYIOLLEND HALMOHANBLHOTO CTaHAapTa

YOK 616—089.843:006.354 OKC 11.040.40 P23 OKI194 3800

Knioueskle crniosa: MeaMLUMHckoe o6opynoBaHne, XMpypmyeckne UMNNaHTaThbl, OpToneanYecKMe UMNMaHTAaThb,
6enpa, cycraBbl, SHAONPOTESLI, KnaccuduKkaLys, 0603HauYeHne pasmepos

Pepakrop B.H. Konbicoe
TexHuqeckuii pepaktop B.H. lNpycakoea
Koppextop M./. MNMepwuHa
KomnblotepHas BepcTtka U.A. HanelikuHol
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