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MpeaucnoBue

1 NOAroToBNEH O6uwecTBoM C  OrpaHWYEHHOW  OTBETCTBEHHOCTLIO «NTONpoekT»
(000 «LIUTOnpoekT») Ha 0CHOBE COBCTBEHHOTO ayTEHTUYHOIO NEPEBOAA Ha PYCCKUM sI3bIK MEXAYHAPOAHOTO
cTaHgapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHu4yeckum komuteToM no ctaHgapTtusauum TK 453 «<MMnnaHTaThl B Xpyprum»

3 YTBEPXIEHVBBEAEH B AENCTBWE Mpukasom deaepanbHoro areHTcTBa no TeXHUIECKoMy pery-
nupoBaHuio u meTponorum ot 11 uons 2012 r. Ne 168-ct

4 Hacroswwmii cTaHaapT uaeHTUYeH MexayHapogHomy cranHaapty UCO 7206-6:1992 «MmnnaHTaThbl
ANs Xupyprun. SHAaonpoTesbl TazobeApeHHOro cycraBa 4acTuyHble u ToTanbHble. Yactb 6. OnpegeneHue
MPOYHOCTHBIX CBOWCTB 06N1acTu Lekv 1 ronoekn 6egpeHHbIX KOMNoHeHToBy (ISO 7206-6:1992 «Implants for
surgery — Partial and total hip joint prostheses — Part 6: Determination of endurance properties of head and
neck region of stemmed femoral components»).

Mpu npUMeHeHUn HacTosILLIero cTaHaapTa pekoMeHAYeTC UCNoNb30BaTk BMECTO CCbINIOUHbIX MeXayHa-
POAHBIX CTaHO42PTOB COOTBETCTBYIOLLME UM HaUMOoHasbHbIE cTaHAapThl Poccuiickon deaepauun, CBeAeHUs o
KOTOPbIX NpUBeAeHbl B AOMOMHUTENBHOM NpunoxeHun A

5 BBEJEH BINEPBbBIE

lMpasuna npumeHeHus1 Hacmosiweao cmaHdapma ycmaHosneHsl 8 FTOCT P 1.0—2012 (pa3den 8).
UHebopmayust 06 usMeHeHUsIX K HacmosiuieMy cmaH®apmy nybnukyemcs 8 exxe200HOM (110 COCMOAHUI0 Ha
1 AHeaps mekyuwiezo 200a) UHhopMaUUOHHOM yKasamersle «HalyuoHansHbie cmaHdapmely, a ouyuansHeil
MeKCm U3MEHeHUU U NpasoK — 8 exXeMeCsYHOM UHGhOpMaUUOHHOM yKka3amere «HayuoHanbHblie cmaHdap-
mei». B cnyyae nepecmompa (3ameHbl) Unnu OmMeHbl Hacmosuie2o cmaHdapma coomeemcemeyrouee yae-
OomrieHue bydem onybriukosaHo 8 briuxalliem 8bifycKe eXeMeCsYHo20 UHGOPMAaUUOHHO20 yKa3amesns
«HauuoranesHbie cmaHOapmely. Coomeemcemasyrowiasi UHghopMmauusi, yeeOoMITeHUEe U meKcmbl pasmewarm-
€51 mak:xe 8 UHghopmayUuoHHoUl cucmeme oblezo nons3oeaHusi — Ha oguyuanbHoM calime @edepanbHO20
azeHmcemea o mexHuU4ecKoMy peayriuposaHuio U Mmemporsnoauu e cemu YiHmepHem (gost. ru).

© CraHaapTuHgopm, 2013

HacTosiuii ctTaHgapT He MOXeT BbITb NOMHOCTLIO UM YAaCTUYHO BOCNPOU3BEeH, TUPaXKMPOBaH U pac-
NpocTpaHeH B kauecTBe ochuumanbHoro uagaHus 6es paspelueHust degeparnsHOro areHTCTBa Nno TeXHUYECKo-
MY PerynmpoBaHmio U MeTPOoTAm



roCT P UCO 7206-6—2012

CopepxaHue
1 OBMAaCTb MPUMEHEHUSI. . . . o o o oo e e e e e e e e e e e e e e e e e 1
2 HOPMATUBHDBIC COBISTKM . . o o o i v i e i i e e e e e e e e e e e e e e e e e 1
3 HomeHknatypa n 0603HAUEHNSA PASMEPOB. . . . . o o o vt i e e i e e e e e e 1
4 TIPUMHLNMII. . . o e e e e e 2
5 PeakTUBBI M MATEPUATBI . . . . . o o i e e e e e e e e 2
6 AMNAPATYPA. . . . o o o 2
7 ONUCAHNE METOAMKM . . . . o o e e i e e e e e e e e e e e e 2

7.1 WUcnbiTaHne ¢ HarpyaKko, NPpUNoXeHHON napanienbHo NIOCKOCTU Wenkn (6e3 KpyTALero AencTeus). . 2
7.2 WcnbiTaHne ¢ Harpyskon, NPUNoXXeHHON He napannenbHO NITOCKOCTU WENKA (C Kpy TALWMM AeACTBUEM). 3
8 OTyeT 06 UcneiTaHun
9 YTUnM3aumusa obpasua ANAMCIBITAHUA . . . . . . o o o o e e e e e e e e e e 4

MpunoxeHne [OA (cnpasoyHoe) CBeAeHNs 0 COOTBETCTBUM CCbINOYHBIX MEXAYHapPOAHbIX CTaHAapTOB HaLMO-
HanbHbIM CTaHgapTam Poccuinckon Pegepaun . . . . . . . o oo o it e 5



roCT P UCO 7206-6—2012

HAUUWOHANBHBIA CTAHOAPT POCCUWMCKOHW OSOEAQAEPALUUMNU

UMnnaHTaTbl ANA XMpypruv
QHAONPOTE3bl TASOBEAPEHHOIO CYCTABA YACTUYHBLIE U TOTAJBbHBIE

YacTtb 6

Onpe.qenel-me MPOYHOCTHLIX CBOUCTB obnacTu WenlKu U roNnoBKU GeﬂpeHHbIX KOMNOHEHTOB

Implants for surgery. Partial and total hip joint prostheses. Part 6. Determination of endurance properties of head and neck
region of stemmed femoral components

Oara BBeaenna — 2013—06—01

1 O6nacTb NpUMeHeHumsA

HacToswmin cTaHaapT ycTaHaBnnBaeT MeTodbl UCTILITAaHUA NMPOYHOCTU FOJIOBKA U Wekn 6egpeHHbIX
KOMIMOHEHTOB C HOXKOW ANt TOTarnbHOro 3HAONPOTEe3UpoBaHUsA TasobeapeHHoro cyctaBa U 6eApeHHbIX KOMMO-
HEHTOB C HOXKOI A5 YaCTUYHOrO 3aMelleHNUs TazobeapeHHOro cyctasa B COOTBETCTBYIOWUX NabopaTopHbIX
ycnoBusax. TpeboBaHUsA OTHOCATCS K MOAYSbHBIM U K HEMOAYIbHBIM KOHCTPYKLUSM U3 METanIMYeckux n Heme-
Tannuyecknx matepuanos. TpeboBaHUa Takke onpeaensitoT YCIOBUA UCTILITAHWSA Tak, YTO6bl ObINN yYTeHbl
BaXKHble NapamMeTphl, BIUAIOLLIME HAa KOMNOHEHTHI, U OMUCHLIBAOT MOAroTOBKY 0bpasua K UCNbiTaHuIo.

HacTosiwmin ctanaapT He pacnpocTpaHAeTCA Ha napameTpbl UCNbITaHUA TeCTMpyeMoro obpasua notyet
06 ncnbiTaHNK; OHM AOMKHBI BbITb COrNacoBaHbl MeXay UcMbITaTeNbHOoi nabopaTopueil U CTopoHamu, Npea-
CTaBNAKOLLMMUM 0OpasLbl AN UCNbITAHNA.

2 HopmaTuBHbI€e CCbINKK

B HacTosLWweM cTaHgapTe NCnofb3oBaHbl HOpMaTMBHbBIE CCLISIKU Ha crieayowme cTaHaapThl:

NCO 7206-1:1985") UMnnaHTaTel ANS XUPYprv. SHAONPOTE3bl Ta306€ApEHHOro CycTaBa YacTUUHLIE U
ToTanbHble. YacTb 1. Knaccudukauns, ob6osHaveHue pasmepos u TpeboBaHua (ISO 7206-1:1985, Implants for
surgery — Partial and total hip joint prostheses — Part 1: Classification, designation of dimensions and
requirements)

NCO 7206-3:19882) UMnnaHTaTel ANS XUPYprin. SHAONpoTeskl TazobeapeHHOro CycTaBa YacTUUHbIE U
ToTanbHble. YacTb 3. OnpegeneHune NpoYHOCTM GeAPEHHBIX KOMMOHEHTOB C HOXKOM 6e3 UCNoNb30BaHUA Kpy-
tawero yeunus (ISO 7206-3:1988, Implants for surgery — Partial and total hip joint prostheses — Part 3:
Determination of endurance properties of stemmed femoral components without application of torsion)

NCO 7206-4:19893) MMnnaHTaTkl ANA XMpYpran. QHACNPOTE3k Ta306e4peHHOro CycTaBa YacTUHbIE U
ToTaneHble. YacTb 4. OnpegeneHue NPOYHOCTU BeipeHHbIX KOMMOHEHTOB C HOXKOW NPW NCMOMb30BaHUU KPY-
Tauwero yeunua (ISO 7206-4:1989 Implants for surgery — Partial and total hip joint prostheses — Part 4:
Determination of endurance properties of stemmed femoral components with application of torsion)

3 HomeHknaTtypawu 0603Ha4YeHUsA pa3mepoB

Ons uenen HacTosiLero ctaHgapTa NPUMEHSIIOT HOMEHKIaTYpy M 0603Ha4YeHUs pasmepos, NpuBeaeH-
Hble B UCO 7206-1.

" 3amenen UCO 7206-1:2008. [ns ogHo3Ha4HoOro cobnoaeHnst TpeboBaHUi HACTOSILLErO CTaHAAPTA, BbIPaXKEH-
HbIX B AaTVPOBaHHbIX CCbINKax, pPEKOMEHAYyeTCsA NCNONb30BaTh TONBKO AaHHbIN CChINOYHbIA CTaHAapT.

2 OrmeHeH.

% 3amenen NCO 7206-4:2010. [ns ogHo3Ha4Horo cobniogeHuns TpeboBaHnin HACTORALWEro CTaHAaPTa, BblpaXKeHHbIX
B JATUPOBaHHbIX CCbINKaX, PEKOMEHAYETCS UCMONBb30BaTh TONBKO AaHHbIN CChINOYHbIN CTaHAaPT.

WU3panne opnumnansHoe
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4 MpwvHUMN

3anuBatoT HOXKY UCTbITyemoro obpasia dukcupytowei cpeaoi. YacTuiHo NorpyxatoT BeicTynaLume
YyacTu UCMbITYeMoro obpasLa B KWKy TeCTOBYHO cpeay. MpuKnaabisaoT LMKIMYECKYo HarpysKy K ronoske
ncnblTyeMoro o6pasiia 4o MOMeHTa paspyLleHUs roNoBKU UMK LWe ik o6pasLia unu 4o AoCTUXKeHNs TpebyeMo-
ro uicna uuknos. MayyatoT o6pasel Ha Hanuune AedeKToB, BbI3BaHHbLIX PEXUMOM Harpy3Ku.

5 PeakTuBbI W MmaTepuansl

McnonbaytoT peaktuskl n matepuansl no MCO 7206-3 M CO 7206-4.

6 Annapatypa

McnonbayoT annapatypy no MCO 7206-3 n NCO 7206-4.
7 OnucaHue meToOUKMN

7.1 UcnbiTaHWe ¢ HarpyskoW, NPUNOXeHHON NapannenbHO NMOCKOCTU LWelku (6e3 KpyTaLlero
Aencreus)

BeinonHsaoT neneitaHne, kak onucaHo B MCO 7206-3, 3a UcktodeHneM crnegyoLero:

a) norpyxatoTt obpaseL, Tak, 4Tobbl cpea AN 3anN1BKM NOAHSANACE 40 YPOBHS HOXKW, KOTOPbIN NPU KIk-
HUYECKOM NPUMEHEHN COBMagaeT ¢ YPOBHEM NONepeqHoro ceveHus 6eapeHHon KOCTU, peKOMEHAOBAHHBIM
narotosuTenem (M. pucyHkmn 1 n 3);

b) HacTpauBalT ucnbITaTenbHbIA annapaT Ao MHOM MHCTPYMEHT Tak, 4To6bl OH CUrHanuaupoBan,
€CIv BepTHKanbHbIA UM FTOPU3OHTaNbHbIN KOMMIOHEHT N3rmba o6pasLa npeBsbllliaeT 3Ha4YeHne 3 MM No cpaBHe-
HWIO € N3rMboMm, BO3HUKAIOLLIMM Ha NEPBOA MUHYTE UCMbITAHWS C Harpy3Ko.
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PucyHok 1 — PacnonoxeHue o6pa3sua ¢ Harpy3skoi, PucyHok 2 — Pacnonoxexne o6pasua ¢ Harpy3komn,
NPUNOXEHHON NapannenbHO NITOCKOCTY LWENKN NPUNOXEeHHOMN He NapannenbHO NMNOCKOCTU LWEWKN
(6e3 kpyTsiLero AelcTBUS) (c KpyTAWMM AencTBMEM)
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7.2 UcnbiTaHUe ¢ Harpy3Koi, NpUNoXXeHHOMN He NapannenbHO NOCKOCTU LUENKU (C KpYTALUM
AencTeuem)

BbINOMHAOT UcnbiTaHue, kak onucaHo B UCO 7206-4, 3a uckrioueHneM cnegyoLero:

a) norpyxatoT obpaseL, Tak, YTobbl cpeaa Ans 3anmBKY NOAHANACH A0 YPOBHA HOXKU, KOTOPLIN NMPU KK~
HU4ECKOM NPUMeHeHUN CoBnagaeT ¢ ypoBHEM MonepeyHoro cevyeHust 6epeHHoON KOCTU, peKoOMeHA0BaHHbLIM
n3roToBuTENEM (CM. pUCYHKN 21 3);

b) ycTtaHaBnuBawT UcnbITaTenNbHbIA annapat NGO UHOM MHCTPYMEHT Tak, YTOBbl OH cUrHanusuposarn,
€cnv BepTUKanbHbIA N rOpU3OHTasbHLIA KOMMNOHEHT n3rnba o6 pasua npesbilaeT 3Ha4eHWe 3 MM No cpaBHe-
HUIO C N3rMboM, BO3HUKAIOLLMM Ha MEPBON MUHYTE UCTILITAHWUSA C Harpy3KoWu.
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PucyHok 3 — Obuwas cxema moHTaxa obpasua aAns npoBeaeHns UCNbITaHUA

8 OTyeT 00 MCNbITAHUMN

OT4eT 0 NPoBeAEHHOM UCMbITaHUW AOMKEH BKIlOYaThb CeAyHoLLyo MHopMaLmio:
a) CCbIKy Ha HacTosILLKIA CTaHaapT;

b) onucanue ncneiTaHHoro 06pasua, AaHHOEe CTOPOHOW, NpeAcTaBuBLUEl obpasel;
C) ucnornbayeMyto cpeay As 3anuBku;
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d) MUHUMarnbHYI U MaKkcUManbHyo NPUKNagbIBaeMble HarpysKkn ¢ ykasaHmeM Toro, Kak Harpyska npuno-
JKeHa K MIIOCKOCTH LWEKN — MapaniensHo Ny He napannesnbsHo;

€) NpoAOCIIKNTENBHOCTb UCTIbITaHUS, B LIUKNaX;

f) vacTtoTy Harpysku;

g) yroncmelleHus, B rpagycax;

h) nanoxeHue pe3ynbTaToB, BKIOYAOLLEEe YKkasaHUe pacnofoXeHusl paspyLueHus (ecnm npumMeHumMo),
onuncaHune TecTMpyeMoro ob6pasia B KOHLLE UCMbITaHWS, a Takke pe3ynbTaTbl OLLeHKW, 3anpallnBaeMble CTOPO-
HOW, NpeAcTaBnsoLen obpasel, ANS UCTbITaHUS;

i) 3anucb 0 TOM, NPepbIBANOCh i1 UCMbITAHKE (C YKazaHUeM NPUYnHbI).

9 YTtunusaumsa obpasua ansa ucnbiTaHUmn

KaTteropuyecku sanpeLueHo NpUMeHeHne NCnblTaHHbIX 3HOONPOTEe30B B KIMHUYECKNX LiensiX.

CnenyeT C OCTOPOXKHOCTbHO UCMOJNb30BaTb 06pa39|_|, B JanbHeNLMX MeXaHNYeCcKUX TecTax, B TOM Yucne B
NenblTaHUAX HA NPOYHOCTb, TaKKakK I'IpeﬂLLIECTByIOLLI,I/IIZ PEXUM HArpy3km MOXXeT UISMEHATb MeXaHNU4eCckme CBOW-
cTBa.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBegeHUA 0 COOTBETCTBUM CCLIITOYHbIX MEXAYHapOAHbIX CTaHAAPTOB HaLMOHaNbHbIM CTaHO4apTam
Poccuiickon ®epepanuu

Ta6nwuuya JAA

O603HaYeHUe CChINOYHOTO
MeXAyHapoaHOro craHaapTa

CrteneHb
COOTBETCTBUSA

0O603HaYEHNE U HAMMEHOBAHWUE COOTBETCTBYIOLLErO HALIMOHANBHOIO
craHaapTa

NCO 7206-1:1985

*

NCO 7206-3:1988

*

NCO 7206-4:1989

*

* COOTBETCTBYOLLUI HALMOHaNbHbBIN CTaHAAPT OTCyTCTBYeT. [10 ero NpuHsTUA pekoMeHayeTcsl MCNONb30BaTh Nne-
peBo/ Ha PYCCKMIA s13bIK AaHHOTO MEXAyHapoaHoro ctaHaapTa. MNepeBoa 4aHHOIO MeXAyHapoAHOro cTaHaapTa Haxo-
autes B PegepanbHoM MHMOPMaLMOHHOM (DOHAE TEXHUUECKUX PErNaMeHTOB U CTaHAapTOB.
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YK 616-089.843:006.354 OKC 11.040.40 OKI193 9800

KntoueBble cnosa: sHOONPOTESbI T8306e,ﬂpeHHOFO CyCTaBa, 6e,ﬂpeHHbIl7I KOMIMOHEHT, ronoBKa, LWenka, npoy-
HOCTHbIE CBOWUCTBA, cpeda ANnd 3anunBkn, Harpyska, otyet 06 ncnbiTaHum
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