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MpeancnoBne

1 NOArOTOBIEH ABTOHOMHON HEKOMMeEpYECKOW opraHusauneinn «MHCTUTYT MeuKo-61MoNornyecKmnx
uccnegosarnii U TexHonornii» (AHO «MMBUUT») Ha ocHoBe COBCTBEHHOrO ayTEHTUYHOTO Nepeeoaa Ha
pYCCKUiA A3bIK MEXAYHAPOAHOro cTaHdapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecknm komuTeToM no ctaHgaptusaumm TK 422 «OueHka buonornyeckoro aenctens
MeONLMHCKAX N3aenviny

3 YTBEPXIEH V1 BBEAEH B JEVICTBUE Mpukasom denepanbHOro areHTCcTBa Mo TeXHUYECKOMY
perynuposaHuio u metponorin ot 20 mapta 2015r1. Ne 147-ct

4 Hacroswmn ctaHgapT UAeHTUYEH MexayHapogHomy ctaHaapty MCO 5834-4:2005 «MmnnaHTaThl
AN XMpyprun. MonmaTuneH cBepXBbICOKON MOMNEKynsipHoi Macchl. YacTb 4. MeToa nsmepeHust nokasarens
okucnerus» (ISO 5834-4:2005 «Implants for surgery — Ultra-high molecular weight polyethylene — Part 4:
Oxidation index measurement method», IDT).

Mpu npMmeHeHUn HacTosILLIEro cTanAapTa pekoMeHayeTCsl UCNofb30BaTh BMECTO CCbINIOYHBIX MeXayHa-
POAHBIX CTaH4apPTOB COOTBETCTBYOLME UM HaLMoHanbHble cTaHAapThl Poccuiickon eaepauun, cBegeHusa o
KOTOPbIX NMpuBeAeHbl B A0NONHUTENBHOM NpunioxeHu A

5 BBEAEH BINEPBbIE

lMpasuna npumeHeHus1 Hacmosiweao cmaHO0apma ycmatosseHsl 8 TOCT P 1.0—2012 (pa3den 8).
UHghopmauusi 06 usmeHeHUSX K HacmosilueMy cmaHOapmy nybnukyemcsi 8 200080M (10 COCMOSIHUIO Ha
1 AHBaps meKyujeeo 200a) UHGhopMaUUOHHOM yKazamerie «HayuoHanbHble cmaHOapmbl», a ogpuyuarnbHbil
meKcm U3MeHeHUU U rornpasok — 8 eXeMecsYHOM ykasamene «HayuoHanbHbele cmaHdapmel». B ciiyyae
nepecMompa (3aMeHbi) Unu OMMeHbl Hacmosieao cmaHOapma coomsemcemesyiouiee yeedomneHue 6ydem
onybnukosaHo & briuxaliliemM 6bIfyCKe eXeMeCcs4YHo20 UHGhOPMAaUUOHHO20 ykaszamerns «HayuoHanbHble
cmaHOapmely. Coomeemcmsyiowas UHopMayusi, ysedoMrieHue U mMeKcmbl pasMewjaromcss makxe 8
UHbopMayUoHHOU cucmeme obuezo rnonb3osaHusi — Ha oguyuansHoM calime QedepanbHo20 azeHmemea
10 MEXHUYECKOMY peayriuposaHuto U Memporoauu 8 cemu iumepHem (www.gost.ru)
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BBegeHune

NCO (MexayHapoaHas OpraHusauua CtaHaapTusauuu) asnsieTcsl BceMupHoun ceaepauuneinn opraHos
HauuoHanbHbIX cTaHaapToB (opraHusauuini — yneHos WNCO). Pabota no noAroToBke MexayHapoAHbIX
CcTaHaapToB 06bLIMHO NpoBOAUTCA Yepes TexHudeckne koMuteThl ISO. Kaxagasa opraHusauma-uneH, sanHTe-
pecoBaHHas B peagmeTe, sl KOTOPOro cosfaBancsa TEXHUYECKUA KOMUTET, UMeeT NpaBo ObITb NpeacTaBneH-
HOI B aTOM KomuTeTe. MexayHapoaHble opraHusauun, Kak rocyqapCTBeHHbIe, Tak U HEroCcyapCTBEHHbIE,
Takke NpMHUMAIOT yyacTue B pabote Bo BsaumogencTeumn ¢ UCO. UCO TecHo coTpyaHuyaeT ¢ MexayHa-
poaHon dnekTpoTexHudyeckon Komuccnen (MIK) no Bcem Bonpocam aneKTpoTEXHUUECKON cTaH4apTU3auuu.

MexayHapoaHble cTaHAapThl paspabaTbiBaloTca B COOTBETCTBUM C NpaBuinamu, nNpyuBeaeHHbIMU
B Aupektnsax NCO/MOK, vacTtb 2.

OcHOBHOW 3apa4eil TEXHUYECKUX KOMUTETOB SABNAETCA MOAroTOBKa MeXAyHapoAHbIX CTaHAapTOB.
MpoekTbl MexayHapoAHbIX CTaHAAPTOB, NPUHATbLIE TEXHUYECKUMIU KOMUTETaMU, PacipOCTPaHAKTCA OpraHnu-
3aunsam-uneHam anaronocosaHus. [Nybnukauma B kauecTse MexayHapoaHoro ctaHaapTa TpebyeT ogobpeHus
no MeHbLUen mepe 75 % opraHn3aLmit-4neHoB ¢ NpaBoM rofioca.

HeobxoamMmo 06paTnTb BHUMaHUE Ha BOSMOXHOCTb TOr0, YTO HEKOTOPbIE 3/1eMEHTbI JaHHOTO AOKYMEHTa
MOTyT SIBATbCA npeameToM nateHToobnagaHua. UCO cHuMaeTt ¢ cebst 0TBETCTBEHHOCTb 32 BbisIBNIEHUE
Kakux-nnbo TakoBbIX NaTEHTHLIX NpaB.

NCO 5834-4 6bin nogrotoeneH TexHu4eckum komuteTom MCO/TK 150, Xupypruyeckne umnnaHTarhl,
Moakomutet SC 1, Matepuanei.

MCO 5834 cocTtout U3 cneaylowmx yacter nog obwmum sarnasnmem «Xupypradeckme UMNNaHTarhl.
MonnatuneH cBepXBbICOKON MONEKYNAPHON Macchi»:

YacTb 1 — MopoLwkoobpasHbii

YacTtb 2 — JluTteitHble popMbl

YacTtb 3 — MeToanka yCKOpeHHOro cTapeHusa

YacTtb 4 — MeToa namepeHns nokasatens okKUCNeHns

YacTb 5 — MeTopa oueHkn mopdonorun.
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HAUMWOHANBbHBLIA CTAHAOAPT POCCUMMCKOW SERQREPALMUMU

WUMnnaHTaThl ANA XUpypruv
MNONUITUINEH CBEPXBbICOKOW MONEKYNSAPHON MACChI
YacTtb 4
MeTtopa usmepeHus UHAEKca OKUCNeHUn

Implants for surgery. Ultra-high molecular weight polyethylene.
Part 4. Oxidation index measurement method

Data BBegenna — 2016— 03—01

1 O6nacTb NnpMMeHeHus

HacTosiwuin ctaHaapT onpedensieT MeTo U3MePeHUs OTHOCUTENbHON CTENEeHW OKUCNEHUS NONUITU-
neHa cBepXBbICOKOW MorekynspHon Macesl (UHMWPE).

HacToswwuit cTanaapT NPUMeHSAETCA K NONUSTUNEHY CBEPXBLICOKOK MonekynsipHoi maccel (UHMWPE),
npegHasHa4YeHHOMY ANS NPUMEHEHWS B KAYECTBE XMPYPrMYecKUX UMMNIaHTaToB.

2 HopmaTuBHbIe CCbINKK

B HacTosillemM cTaHOapTe WCMONb3OBaHbl Creayloline CCbIIKM Ha MexayHapoaHble cTaHaapTbl.
Mpy AaTUPOBaHHON CCbINKE MPUMEHUMO TOMbKO yKalaHHoe u3gaHue. Mpu ccbinke 6e3 AaTbl NPUMEHUMO
nocneaHee usgaHue ykasaHHoro AOKyMeHTa, BKITHoYas BCe Nonpasku.

ISO 5834-2, Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 2: Moulded forms
(MmnnaHTaTel ANA xupyprud. MonuatuneH ynbTpaBbICOKON MOMEKYNsipHOM Macchl. Yactb 2. IutenHble
dopmel)

ISO 11542-1, Plastics — Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials. Part 1. Designation system and basis for specifications (Mnactmaccsl. NMonuaTuneH co cBepXBbICO-
KOW MOneKynsipHoW Maccoi aAnst hopMoBaHus 1 akcTpyauu. YacTte 1. Cuctema o6o3HayeHUa U ocHoBa And
COCTaBMIEHNA TEXHUYECKNX YCITOBUI)

ISO 11542-2, Plastics — Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials — Part 2: Preparation of test specimens and determination of properties (Mnactmacchl. MonuatuneH
CO CBEPXBbICOKON MOMEKYNApHOM Maccon Ana popMoBaHna 1 akeTpysuun. HacTs 2. MNoaroToBka UcnbITaTerb-
HbIX 06pasLoB 1 onpeaeneHne CBONCTB)

3 TepMuHbI v onpegeneHuns

B HacTosiLem cTaHaapTe NpUMEHeHbl TEPMUHBI C COOTBETCTBYIOWMMU onpeaenieHusiMA, NpuBeaeHHbIe
B NCO 11542-1 N CO 11542-2, a Take cnegyowme:

3.1 pasmep anepTypsl (L,): AnuHa u uimpmHa npsmMoyronbHON anepTypbl Unu AnameTp Kpyrion anep-
Typbl, ncrnonbsyemoi B UK cnekrpomeTpe Ans cnekrpanbHbIX USMepeHnia.

3.2 obWMN UHOEKC OKUCNEeHUs (lox,b): CpegHsis BenuuuHa WMHOEKCOB OKUCINEHUs1, U3MEPEHHBIX
B AnanasoHe 1,5 mm B6nn3u ueHTpa npodunsa okucneHus obpasua (ans obpasua).

UspaHne opmumansHoe
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MpumeyaHUe— TUNUYHaA BENMYMHA U3MEPSETCA S yyacTka NnaTto ¢ HAMMeHbLUMMIU MHAEKCaMK OKUCTe-
HusA. [1na 06pa3LoB TONWMHON MeHee YeM 8—10 MM 3Ta LieHTpanbHan 0tnacTb MOXET UMETb HauBbICLUIME MHOEKCbI OKUC-
FIEHNS B 3aBMCUMOCTU OT COCTOSIHWSA OKUCNEeHUs obpasua.

3.3 nokatop rny6uHbl (d): iamepenue cpeqHero pacctosiHus oT uccrieqyemMon nosepxHocTy obpasua
UIN MHTEPECYIOLLIeI Hac NOBEPXHOCTK, Ha KOTOPOW Bbin 3aMepeH CNeKTp U BblYncrieHa BenuynHa I,

3.4 pasmep nHkpemenTa (L;): PacctosHune mexay AByMs npuneraiowmmm obnactsiMm Ha ucnbiTbiBae-
MOW NIIeHKe, rae nocnegoBartenbHO namepsitotes MK cnekrpol.

MpwumeyaHun e — I10 paccTosiHME 0ObIMHO ABNAETCH NOCTOAHHON BENMMUHOW ANt KOHKPETHOIO UCCNeayeMoro
ob6pasua.

3.5 Hopmanu3soBaHHas nnowaabL nuka (A
mexay 1330 cm~11n 1396 cm.

norm): OOLLAA NNOLWaAbL HOpManNM3oBaHHOTIO(bIX) Nuka(os)

MpumeyaHune—Ira obnactb onpeaensieTcA kak obnacte mMexay 6a30BOA NMHWER WM CnekTparibHOM, Kak
noKasaHo Ha pucyHke 1.

AA
1,44

: F

1,2
1,0
0,8

1,4 1 2

0,4

0,2

0 I I I I I
1200 1400 1600 1800 2000 2200

[
|

(e}

A — NOrMoLeHUe; ¢ — BOMHOBOE YUCHO, cM™ 1

1 — nnowaab NUKa ansa HOPMUPOBKK, Anorm (1370 cm~1 ); 2 — nnowaab N1Ka oKUCNeHus, on
Pucynok 1 — Tunuynble ®ypbe UK cnekTpbl OKUCNIEHHOro ynbTpaBblCOKOMOMNEKYNAPHOTO NonMaTUneHa,
MNMIOCTPUPYIOLLME pacyeT MHAEKCA OKUCIIEHUS, OCHOBAaHHBIW HA NNOLLaAu, CNONb3yst HOPMUPOBKY
no nuky npm 1370 cm~1

IOX = on/Anorm

3.6 okucnenue: lNpucoeauHeHue kucnopoaa Kk Monekyne (Hanpumep, UHMWPE) nocpeiCTBOM XMMU-

YeCcKoW KoBaneHTHOW CBA3MW.
3.7 vHpekc okucnenus ([,,): OTHoleHWe nnowaam nuka (NUKoB) nornolleHnst mexay 1650 cm~! n
1850 cm~" (A,,) Kk nnowaav nuka (nukos) nornoteHust mexxay 1330 cm~'n 1396 e (A, .)-

MpumeyaHmne—CM. pucyHok 1.

3.8 npochmnb uHAekca okucrneHun: [paduyeckoe BblipaKeHUE W3MEHEHWUs] MHOEKCa OKUCIIeHMUS
obpasua B 3aBUCUMOCTU OT pacCTOAHNA 40 onpeaesieHHOM Uin MHTepPecyeMon NOBEPXHOCTH.

2
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Mpumeyanune—IT0 rpaduk 3asucumoctu I 0T d. OBbIMHO rpadmk AEMOHCTPUPYeT Npodmunb No BCew
TonwwmHe obpasua.

3.9 nnowaab nuka okucnenus (A ,): Obuias nnowaab nuka (MUKoB) NornoLeHnsa Mexay 1650 cm~' u
1850 cm~1.

M punmeyaHun e— ITaBenmunHa BeIMUCISETCS Kak NowWwaabs mexay 6asmcHon NMHWen n cnekTpanbHoOn NUHWen
o6pasua, kak nokasaHo Ha pucyHke 1.

3.10 uHpekc okucneHuanosepxHocTu (I, ): CpeaHAs BenMuMHa UHAEKCa OKUCNEHWUs onpeaeneHHoON

UMK UHTEPecyIoLLIei MOBEPXHOCTU Ha rMyBMHY 3 MM NPUNOBEPXHOCTHOrO crnos (ana o6pasua).

4 Wccnepyemblie ob6pa3subl

Wcenepgyemble o6pasiibl AOMKHLI 6bITb MOMyYeHbl U3 (POPMOBAHHOMO Matepuana Ha OCHOBe ynbTpa-
BbICOKOMOMNEKYIAPHOro NOAN3TUNEHa 1 KnaccuduumposaHsl kak Tun 1, Tun 2 unn tun 3 B COOTBETCTBUM
c NCO 5834-2.

MpuMedyaHue— FOTOBbIE U3AENUS YNLTPABLICOKOMONEKYNAPHOTO MOMU3TUIEHA B 3TOM Criydae He AOMKHbI
coaepaTb CBeToCTabunn3aTopos 1 NO3TOMY HYXKAAI0TCs B 3almTe OT yNbTpacnoneToBOro N3nyyeHusl.

5 Matepuanbl n npu6opbl

5.1 Matepuansl

WUccnegyemele obpasLibl 4N U3MEPEHUA NHAEKCA OKUCTNIEHUS AOIDKHBI BbITb NonyyYeHbl U3 hopMoBaH-
HOTO YNbTPaBbICOKOMOMNEKYSPHOro NONNATUNEHa B COOTBETCTBUM C TpebosaHusamm MCO 5834-2.

5.2 Mpu6opsbl

5.2.1 WHdbpakpacHbI cnekTpoMeTp, KanMbpoBaHHbIA, CNOCOBHBIA 3anucbiBaTh CMEKTP NponyckaHuAa
UMK NornoLleHus B AvanasoHe oT okono 1200 cm~! go okono 2000 cM~1, ucnonb3ays NieHKU TOMLWMUHOW OT
0,15 mMm a0 0,25 mm ¢ paspelieHnem B 4 cMm~1 1 anepTypoii okono 0,2 Mm x 0,2 Mm. PekoMeHayeMmblid pasmep
NHKpemMeHTa cocTaBnsieT 0,2 Mm.

Opyrve cnocobbl M3amepeHus [Hanpumep, CNekTpbl OTpaXKeHUs, HapyLleHHoe NoNHOe BHYTPpeHHee oTpa-
xexue (MHMBO), u T. 4.] 1 apyrue 3Ha4eHUs1 anepTypbl U BENUYUHBI UHKPEMEHTa MOTYT 6bITb UCNONb30BaHbI
ANSA NonyveHuns cnekTpa nornoweHust obpasua npu ycrioBuKn, YTO OHU AaayT AOCTaTOMHO 9KBUBANEHTHLIE
pe3ynbTaTthl. Cnvwkom 6onblias anepTypa MOXeT MPUBECTU K oTepe TOYHOCTN NPOhUNA U3MepeHns.

Mpu ucnonb3oBaHUM UHbpakpacHoro cnekTpomMeTpa ¢ dPypbe-npeobpasosaHuem (Pypbe-UK), Heobxo-
AVMO UCTONb30BaTh KAk MUHUMYM 32 ckaHUPOBaHUS NMpu naMepeHun kaxxaoro cnektpa. Mpubop Pypoe-UK n
kamepa ans obpasua AomkHbI ObiTb 06paboTaHbl MHEPTHLIM ra3oM, He CoaepXKallMM Napos BoAblI NN yrne-
KACMOro rasa (HarnpumMep, a3oToM, refiuem U aproHoMm) Anst cBeieHNA K MUHUMYMY CNeKTparbHbIX NOMEeX OT
3TUX KOMMOHEHTOB.

5.2.2 [epxartens obpasua aormkeH 6bITb YCTPOEH Tak, YToDObl TOUHO NO3ULMOHMpOBaTL 06pasel, nepea
anepTypoiA.

5.2.3 MukpoToM, cocToswmii n3 obopyaoBaHusi, cnocobHOro NPon3BoAUTL cpesbl (NeHku) obpasua
TonwuHo o1 0,15 Ao 0,25 MM NepneHANKYNAPHO K NOBEPXHOCTU 06pasLia unn nHTepecyroLlein NOBepXHOCTU.

6 3HayeHue M NpUMEHeHue

MeToqbl, onucaHHble B HACTOALLEM cTaHAapTe, MOTyT BbiTb UCMONb30BaHbl ANA U3MEPEeHUA UHAEKCOB
OKMCIIEHNS YITbTPaBbICOKOMOJIEKYIIPHOTO MONIM3TUINIEHa B YCITOBUSAX PeasibHOMr0 BpeMEHU, TaKUX Kak cTapeHue
B NpoLiecce XpaHeHUs 1 Nocre MMNnaHTaLuum u GbICTPLIX OKUCTIUTENBHBIX NPOLLECCOB.

7 Mpoueaypa

7.1 NMpuroTtoBneHue uccnegyemMbix o6pasuoB

Ucnonbays MUKPOTOM U Apyroe COOTBETCTBYIOLLEE YCTPOMNCTBO, MOAroTOBbTE TOHKMIA cpe3 obpasua
TonwmnHo ot 0,15 0o 0,25 mm.

Cpes 06bl4HO BepeTcs pAAOM C LLeHTPOM NOBEPXHOCTU obpasLia N MHTepecytoLLein NOBEePXHOCTMY.
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HanpaeneHue cpesa obbIMHO ABNAETCA NeprneHANKYNsipHbBIM K NOBEPXHOCTM obpasua Unn UHTepecy-
toLLei MOBEPXHOCTN.
7.2 KoHdurypauua uccneayemoro o6pasua B cnekTpomeTpe

Wccnepgyemas nneHka (cpes) cHavana ycTaHaBnMBaeTCs B CNIEKTpOMeETPe (nocine Toro kak 6bii namepeH
COOTBETCTBYIOLNIA POHOBBIN CMEKTP), TAKYTO anepTypa pacrnonoxeHa Ha paccTosiHnM 0,2 MM OT NOBEPXHOCTH
nneHku. NocneayoLwwme cnekTpbl U3MepPsItoTCA NocriefoBaTensHo ¢ Warom okono 0,2 MM BAOMb BCel LWAPUHBI
nneHkn. MoxxHO ncnonb3oBaTbh U GOMbLWNIA War, HO cnMILKOoM BOMbLIOA pasMep Liara MOXeT NMPUBECTU K
noTepe TOYHOCTW NpoduUnsl.

7.3 MNoaroTtoBKa UH(ppaKpacHOro cnekTpomeTpa

MoaroToBbTE WH(PpakpacHbIA CeKTPOMETP K WU3MEepeHWo crnekTpa NponyckaHus UM MornoweHns
TOHKOW nneHkn obpasua UHMWPE cornacHo pekoMeHgaumsm npousBoANTENs W YCrOBUSAM, OMUCaHHBIM
B7.1.

MpoBeauTe N3MepeHUs CNekTPoB B NOCNeaoBaTebHOCTU, ONUCaHHON B 7.2.

8 BbluncneHmsn

8.1 O6Lwan vyacTb

PesynbTaTtbl, nonyyeHHble nocrne creayrowmnx BbIMUCNEHUA, MOTYT BbiTb NOAE3HBIMKA NPU ONUCaHUK
OKWUCIIUTENbHBIX CBOWCTB 06pasLia Ui Npu cpaBHEHUN OKUCIUTENbHBLIX CBOWCTB 0AHOro o6pasua ¢ apyrum.

8.2 Mnowaab NMKa oKUucneHus

Ons kaxgoro crnekTpa MorfoweHus paccuntante obuyo niowaab nog NUKOM MOrfOWEeHNsa Mexay
1650 cm~' 1 1850 cm~' (pucyHok 1, A,,). OTo nnowaas nog NUKOM nornolleHns obpasua U Hag 6asmucHom
NUHUEN, NPOBEAEHHON MeXay TEMUIKE HavanbHBIMN 1 KOHEUHLIMU TOUKaMK, a UMeHHo: 1650 cm~'1n 1850 cm1.

8.3 lMnowaab HOpManU3OBaHHOrO NUKa

Ana kaxpgoro cnektpa nornoweHna paccuutanTe obulyo nnowaas noA NUKOM MOrfoLeHns Mexay
1330 cm~1 1 1396 e~ (pUcyHOK 1, A, o). OTO NNOLWAAL NOA NUKOM MOrnoLeHna o6pasLa 1 Hag 6asncHo
NWHWeR, NPoBEAEHHON MEXAY TEMUIKE HayasbHLIMM M KOHEYHBIMU TOYKaMK, a MeHHo: 1330 cm~11n 1396 cm—1.

8.4 UHpekKkc okucneHun

[lnsa Kaxxaoro cnekrpa NornoLeHns paccyuTanTe Benuuniy I, nytemM eneHns nnowaan nuka okucneHns
(8.1) Ha nnolwaab HopManuaoBaHHOTO Nuka (8.2), kak mokasaHo Ha pUcyHke 1.

8.5 IlokaTop rnyouHbl

BbluncnnTe cpeaHee paccTosiHie OT NOBEpXHOCTM obpasLia (d|) Ans KaXkAoro cnekTpa ¢ COOTBETCTBY-
tOLLUM 3HaYeHneMm /  , Ucronb3ys crefytoLee ypaBHeHue:

Ci| = 0,5La + nLi;

roe L, — pasMep anepTypbl B MUKPOMETpaXx B MOLLIAroBOM HanpasieHuu;
n — KONM4ecTBO WAros (MHKpI/IMeHTOB), Ha KOTOpoe anepTypa cABUraeTcAa oT Ha4vallbHOro NnonoXeHus
BAOONb MOBEPXHOCTU 06pa3ua;
L, — pa3smep wiara B MUKpOMeTpax.
MpwnwmedaHne— lNormoweHne, 3anMcaHHoe NPUGOPOM, COOTBETCTBYET NNOLWAAN aNePTYpPbl, OCBELEHHON Nyy-

koM UK-nanyyenns. dakrop 0,5L, B ypaBHEHUM NO3BONSET BbIUUCIIMTL NO3ULMIO LEHTPA anepTypbl OTHOCUTENBHO Havanb-
HOW TOYKM UNK Kpas nneHku obpasua.

8.6 UHAeKc okucneHnsa noBepxHoCcTU obGpasua

Paccuuraite / oBpasua nyTeM BblMMCNEHUs CpeaHeit BeNUYMHLI MHAEKCOB okucneHus obpasua (/,,)

AnA 3Ha4YeHui nokaTopa rnybuHbl (d,) mexay 0 u 3 Mm.

MpumeyaHune— MakcnmansHoe okucneHne Habnogaercs B Gnuxanwem K noBepxHocTu obpasua croe Tor-
LMHOW 3 MM, KOTOPbII UCMBITEIBAET MakcmaribHble Harpy3ku Npw ero UCrofb3oBaHUKM B pearnbHoM BpemeHn. Namepexne
BENMUUHLI |, . ABNSAETCA OAHWM M3 CMOCO60B NPEACTaBMTb OKUCNIEHHOe COCTOosHMe obpasua Ans 3ToW CyWeCTBEHHON
obnacTu.

8.7 O6wWuI UHAEKC OKUCeHuA oGpa3ya

Paccuuraiite / , , o6pasua nyTem BblUACIEHUA CpeaHe BenM4YnHbI MHAEKCOB oKucneHna obpasua (/ ),
Ans ydacTka gnvHoin 1,5 MM B LLeHTpe maTtepuana.
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9 OtyeThl

9.1 ObwanayacTb

BaxHO OTMETUTb BCe AeTanu, Kacarolmecs MoaroToBKU UccrieayemMbix obpasLoB, NpoUCXoXaeHus
maTepuana u paboymx napameTpoB cnektpomeTtpa. OTMeTbTe CrneayoLyo MUHUMANbHY MHGopMauuo
B 9.2—9.8.

9.2 UHdopmauua, oTHocAWwancA K matepuany

Heo6xoaMmMo oTMEeTUTL TUM NoAMMepa U HOMEpP NapTUM NONUMepa, a Takke MeToA U MeTOoAb! ero nony-
YeHusl, a TaKkke ykasaTb NpoM3BOAMTENS 1 HOMep MapTun oT npoussoguTens. Heobxoaumo Takke oTMETUTL
kakue-nubo ocobble BUAbLI 06paboTkM nocne nonydeHusi, Hanpumep, npeccosanue (FUMM), sakanusaHue,
CTepunusaumio, CLLUUBKY, CTabnnmsaunio, yCKOpeHHoe CTapeHune, a Takke YCIoBUSl XpaHeH s,

9.3 UHdopmauumsa o6 o6pasue

Kaxabln o6pasel, 4omkeH ObITb YETKO MOMEYEH KakK OpTONEANYECKUIA UMMNNIaHTaT UMW SKCMTaHTaT Uin Kak
nabopaTopHbIi NPobHLIN 06pasel. O6Lwasn reomeTpua obpasLa AomkHa ObITb YETKO OnNUcaHa, ¢ ykazaHnem
opueHTaLuM NneHkM Npo6Horo obpasla OTHOCUTENBHO ero reomMmeTpumn. Heo6xoaumo oTMEeTUTb kakue-nnm6o
nocnegytwowne ocobble BUALI 06paboTkn Uccregyemoro obpasua, Hanpumep, 3akanuBaHue, cTepunnsauns,
CLUMBKa, cTAbMNN3aLMs, yCKOPEHHOE CTapeHne, a TakKe YCMOBUS XPpaHeHMSsI.

B oTueTe HEO6XOAUMO OTMETUTL TOSLLMHY U OBLLYHO LIMPUHY UCCNeAYEMOM NIEHKM, a Takke kakue-nnbo
nocneaytowne ocobble Buabl 06paboTkn nccnegyemelx NeHOK, Hanpumep, 3akanvBaHue, cTepunusaums,
ClUMBKa, CTabunMsauus, yCKopeHHoe cTapeHne, MexaHndeckasi 06paboTka U yCNoBMS XpaHeHNs.

9.4 MapameTpbl MH(paKpacHOro cnekTpomeTpa

HeobxoanMmo BKMHOUYNTL B OTYET NPOU3BOAMTENS U HOMEP MOAENN CNEKTPOMETPA, a Takke napameTpbl
anepTypbl, pasMep WHKPEMEHTa, ChekTpanbHOe paspelleHWe W KOMUYECTBO CKaHWPOBAHWIA AN O4HOro
obpasua.

9.5 MeToabl BblYMcneHUs

MeToabl, UCTIONBb30BAHHBIE AN BBIMUCTIEHNS KakMX-Nbo npuseaeHHbIX npodunen I, I, I, v,
[OIMKHbI ObITb YETKO OnncaHsbl.

9.6 PaccuuTaHHbIA MUHOEKC OKUCNEHUA NOBEPXHOCTU o6pasua

HeobxoamMmMo BHECTU B OTHET MHAEKC OKUCIIEHUS MOBEPXHOCTN ANS kKaxaoro obpasua.

9.7 PaccuuTaHHbI 06U MHOEKC OKUCIeHUs obpasua

Heobxooumo BHeCTU B OTHET 0BOLLUI MHAEKC OKUCTIEHUS kaxaoro obpasLa.

9.8 PaccuuTtaHHbIN Npocdunb UHAEKCa OKUCNeHUs obpasya

HeobxoamMmMo BHECTU B OTYET paccuMTaHHbI Npodunb NHAeKca OKUCneHns Ans Kaxaoro obpasua.
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Mpunoxenve JA
(cnpaBo4Hoe)

CBeaieHUA 0 COOTBETCTBUU CChINMOYHbLIX MeXAYHapoAHbIX CTaHOapTOB
HaluMOHanbHbIM cTaHAapTaM Poccuinckon ®egepaunmn

Ta6nwuua OAA

0603Ha4YeHMe CCbINOYHOroO
MeXOYHapoaHoro ctaHgapTa

CreneHb
COOTBETCTBUSA

O603HavYeHne n HaMmeHoBaHue
COOTBETCTBYIOLLEr0 HALIMOHANBHOrO
cTangapTa

NCO 5834-2

*

NCO 11542-1

*

NCO 11542-2

*

* COOTBETCTBYIOLMI HAUMOHATBHBIM CTaHZ4APT OTCYTCTBYeT. [lo ero yTBepx)aeHUsi peKOMeHAyeTCs MCNob3oBaTh
nepeeod Ha PYCCKUi A3bIK AaHHOrO MeXayHapogHoro ctaHaapTa. Mepesos AaHHOTO MeXAyHapoaHOro cTaHgapTa Ha-
xoguTesi B degepanbHOM MHGOPMAaLMOHHOM (DOHAE TeXHWYECKUX pernamMeHTOB U CTaHJapToB.
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Bu6nuorpadusn

[11 NCO 5834-1:2005 WmnnaHtatel anst xvpyprun. [MonMatmneH CBepXBbICOKOW MOMNEKynspHoW maccel. Yacts 1.
Mopowkoobpasmbii (ISO 5834-1, Implants for surgery — Ultra-high molecular weight
polyethylene — Part 1: Powder form)

[2] NCO 5834-3:2005 WmnnaHtatsl gnsa xmpypruun. [MonmatuneH ynbTpaBbiCOKON MOMEKyNnAapHOW maccel. Yactb 3.
MeToguka yckopeHHoro ctapeHus (ISO 5834-3, Implants for surgery — Ultra-high molecular
weight polyethylene — Part 3: Accelerated ageing methods)

[3] NCO 14242 MmnnanTtatel xupyprudeckme. W3HOC nonmHbIX NpoTe3oB Ta3ob6edpeHHbIX CyCcTaBoB
(BCe vactn) [ISO 14242 (all parts), Implants for surgery — Wear of total hip-joint prostheses]

[4] NCO 14243 MMnnaHTatel xupyprudeckue. N3HOC NONHbIX NPOTE30B koneHHoro cycrasa [ISO 14243 (all
(BCe yacTtn) parts), Implants for surgery — Wear of total knee-joint prostheses]
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