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Mpepgucnosune

1 NOArOTOBJ/IEH ABTOHOMHOI HEKOMMEPYECKOW opraHnsaumnein «MIHCTUTYT MeAnKo-61M0n0rnyeckmx
uccnefoBaHuini n texHonoruii» (AHO «MIMBUWT») Ha OCHOBe COGCTBEHHOrO ayTeHTWYHOrO nepesoja Ha
PYCCKMIA 13bIK MEXAYHAPOLHOT0 CTaHAApTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHuuyeckum KoMuTeTOM No cTaHgapTnsaumm TK422 «OueHka 61M010rmyeckoro feincrams
MeAULMHCKUX N3aennii»

3 YTBEPXJEH W BBEJEH B AEVICTBME [Mpukasom ®efepanbHOrO areHTCTBa N0 TEXHUYECKOMY
perynuposaHuio u metponoruu ot 20 mapta 2015 r. No 147-cT

4 HacToAwWwmin cTaHaapT MAEHTUYEH MexayHapoaHomy cTaHgapTy NCO 5834-4:2005 «/mnnaHTathbl
Ana xvpyprun. MonnaTuneH CBepxBbICOKON MONEKYNAPHON Macchl. YacTb 4. MeToA n3MepeHuns nokasatens
okuncnexusa» (ISO 5834-4:2005 «Implants for surgery — Ultra-high molecular weight polyethylene — Part 4:
Oxidation index measurement method», IDT).

Mpv NpUMeHeHNn HacToALLEero cTaHAapTa PEKOMEH4YeTCA UCMO/Ib30BaTh BMECTO CCbUTOYHbIX MeXAyHa-
POAHbIX CTaHAAPTOB COOTBETCTBYHOLLME UM HaLMOHa/bHblE CTaHAapTbl Poccuiickoii Pegepauun, cBefeHns o
KOTOPbIX MpUBeAEeHbl B AOMOSTHUTENIbHOM Npunoxexnun A

5 BBE/EH BIEPBbIE

MpaBnna nNpuMeHeHUs HacToswero ctaHgaprta yctaHoBneHol B FTOCT P 1.0— 2012 (pa3gen 8).
WHopmaumsa 06 n3MeHeHnax K HacToswemMy cTaHgapTy ny6avkyetcsa B rofoBoM (MO COCTOSIHUIO Ha
laHBaps TeKyLero roga) MHQOPMaLMOHHOM yKa3aTesie «HaunoHanbHble CTaH4apThbl», a ouunanbHbIi
TeKCT WU3MEHEHWA 1 NOMpPaBoOK— B €XeMEeCSYHOM yka3aTene «HauuoHanbHble cTaHfapTbl». B cnyyae
nepeasnoTpa (3aMeHbl) UM OTMEHbI HACTOALWEro cTaHAapTa COOTBETCTBYOL ee yBeoMIeHe 6yaeT
ony6/IMKOBaHO B GAvKaMLIEM BbIMYCKE €XeMeCSYHOro UHPOPMAaLMOHHOro ykasaTtensi «HauuoHanbHble
cTaHgapTbi». CooTBeTCcTBYyWOWAan WHopMaumsa, yBefoMneHne N TeKCTbl pasmelwalnTcsa Takxke B
NHOPMaLMOHHOR cucTeme 061 ero NoibL30BaHNA — Ha oduumanbHOM caliTe defepanbHOro areHTCcTBa
No TEXHUYECKOMY peryinpoBaHunio u metponorum ecetu MHTepHeT (wmv.gost.ru)

©CrtaHgapTuHdopm, 2016

HacTosuii cTaHfapT He MOXET GbITb MOTHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPXKMPOBAH 1 pac-
MpocTpaHeH B KayecTBe ohuLManbHOro n3gaHus 6e3 paspelleHus defepanbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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BsepgeHune

NCO (MexpayHapoaHasa OpraHusauumsa CTaHgapTusaumm) sBAsieTcs BCEMUPHOW dhefepalmeil opraHoB
HauuoHa/bHbIX CTaHA4apToB (opraHusauunii — uneHos WCO). Pabota no MNOArOTOBKE MeXAyHapOAHbIX
cTaHgapToB 06bIYHO NPOBOAUTCA Yepe3 TexHuyeckme komuteTbl 1ISO. Kaxpas opraHusauusa-yneH, 3aumHTe-
pecoBaHHas B npeAmeTe, A1 KOTOPOro co34aBasicsa TEXHUYECKUI KOMUTET, MMeeT NpaBo ObITb NPeACTaBNeH-
HON B 3TOM KomuTeTe. MexayHapofHble opraHu3auny, Kak rocyfapCTBeHHble, TaK U HerocyjapcTBeHHbIe,
TaKxe NpYHUMAIOT yyacTue B paboTe BO B3aumogeiicteum ¢ MCO. MCO TecHo coTpyaHuMyaeT ¢ MexayHa-
poZHoi SnekTpoTexHudeckoin Komuccueli (M3K) no Bcem Bonpocam 3/1eKTPOTEXHUYECKON cTaHAapTh3aumm.

MexayHapogHble cTaHAapTbl pas3pabaTbiBaloTCs B COOTBETCTBUM C npaBunamu, MNpuBefeHHbIMU
B AupekTnBax MCO/M3K, yacTb 2.

OCHOBHOW 3ajayeil TEXHNYECKUX KOMWUTETOB SBASETCA MOArOTOBKA MeXAyHapoAHbIX CTaHAapToB.
MpoekTbl MeXAyHapoHbIX CTaHAAPTOB, NPUHATbIE TEXHUYECKUMMN KOMUTETaMK, pacrnpoCcTpPaHaTCsA opraHu-
3auvam-yneHam 48 rosiocosanus. MNybamkauus B KayecTse MeXyHapoAHOro cTaHgapTa tpebyeT ogobpenHuns
no MeHbLUeli Mepe 75 % opraHu3aluii-4seHoB ¢ MPaBoOM rosioca.

Heobxoaumo 06paTvTb BHUMaHWE Ha BO3MOXHOCTbL TOT0, YTO HEKOTOPbIE 3/1eMEHTbI AaHHOT0 OKYMeHTa
MOryT ABAATbCA NpegmMeToM nateHToo6nagaHus. MICO cHMMaeT ¢ cebs OTBETCTBEHHOCTb 3a BblSiB/IEHME
KaKNX-M60 TaKOBbIX NATEHTHbIX Npas.

NCO 5834-4 6bin nogrotoBneH TexHuyecknm kommtetoM NCO/TK 150, Xvpypruyeckne nMnaaHTaThl,
Moakomutet SC 1, MaTepuasibl.

NCO 5834 cocTouT 13 creAylownx yacteih nog obwum 3arnasnemM «Xupypruyeckue mmnaaHtarbl.
MonnatuneH cBepxBbICOKON MOMEKYIAPHON MaCChI»:

YacTb 1— Topowkoo6pasHblii

YacTb 2 — JluTeiHble hopmbl

Yactb 3— MeToanka yCKOPEHHOro cTapeHus

Yactb4 — MeToj n3MepeHus nokasaTesis oKucneHus

Yactb 5— MeToz oLeHK1 Mopdonorum.
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HALULMOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PEAEPALNMN

MMnnaHTatbl NS XMpyprum
MOJMIN3TUNEH CBEPXBbICOKOWN MONIEKY/SPHOW MACCHI
YacTtb 4
MeTof u3MepeHus MHAEeKca OKUCNEeHUs

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

NatasBegeHnsa — 2016— 03— 01

1 O6nacTb NnpumMeHeHUs

HacToAwwuidi ctaHpapT onpeaensieT MeTof U3MepeHUss 0THOCUTENIbHON CTEeNeHW OKUCNEHUst NONN3TU-
NeHa cBepXxBbICOKOW MonekynspHoi maccel (UHMWPE).

HacTtosawuin ctaHgapT NpuMeHsAeTcs KNoNnaTuieHy CBepXBbICOKON MonekynsapHoi maccel (UHMWPE),
npefHasHavyeHHOMY 415 NPUMEHEHNS B KA4YeCTBE XUPYPruyecknx UMnaaHTaTos.

2 HopmaTuBHbIE CCbIJIKM

B HacToswem cTaHgapTe WUCNoMb30BaHbl Chnefyloline CCbIIKM Ha MeXAyHapoAHble cTaHAapTbl.
Mpw faTUpoOBaHHON CCbiike NPUMEHWMO TOMbKO yKasaHHoe usgaHue. lMpu ccbinke 6e3 Aatbl NPUMEHUMO
nocnefHee ns3faHne ykasaHHOro JOKyMeHTa, BK/o4as BCe Nnonpasku.

ISO 5834-2. Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 2: Moulded forms
(MmnnaHTaTbl gna xupyprun. MonnmaTuneH ynbTPasbiCOKOW MOMEKYNSAPHON Mmaccbl. YacTb 2. JluTelHble
hopmbl)

ISO 11542-1, Plastics — Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials. Part 1. Designation system and basis for specifications (Mnactmacchl. [0M3aTUNEH CO CBEPXBbICO-
KOl MONeKynspHoli Maccoli Ans hopmMoBaHus 1 akcTpy3un. Yactb 1. Cuctema 0603HaYeHUst 1 OCHOBa ANA
COCTaBNEHNA TEXHNYECKNX YCOBUIA)

ISO 11542-2. Plastics — Ultra-high-molecular-woight polyethylene (PE-UHMW) moulding and extrusion
materials — Part2: Preparation of test specimens and determination of properties (Mnactmaccsl. NonnMatuiex
CO CBEPXBbICOKOW MOIEKYNSIPHON Maccoii ANl hopMoBaHUA 1 3KCTpy3un. YacTb 2. MogrotoBka ucnbitaTenb-
HbIX 06pa3L0B 1 onpeaeneHne CBOKCTB)

3 TepMuHbI 1 onpeneneHns

B HacTosilem cTaHgapTe NnpYMeHeHbl TEPMUHbI C COOTBETCTBYIOLWMMU OnpefesieHuaMn, NnpuBefeHHble
B ICO 11542-1 n CO 11542-2. a Takxe cnegyouine:

3.1 pa3smep aneptypsbl (LJ: AavHa v wWypuHa NpSIMOYTofIbHON anepTypbl v AuameTp Kpyrioi anep-
Typbl. ncnonb3yemoii B IK cnekTpomeTpe Ans cnekTpanbHbIX M3MePeHHii.

3.2 o6wmnii mHaekc okucneHus (/0, b): CpefHAs BenMuMHA WHAEKCOB OKUCMEHWS, U3MEPEHHbIX
B Anana3oHe 1,5 mm B6M3K LeHTpa npodunns okucneHus obpasya (4158 obpasua).

M3paHne ouynanbHoe
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n punmMmeyvyaHune — TunuyHas BenmMumMHa n3mepseTca And ydactka nnarto ¢ HaMMeHbWNMn HAekKcamMu okucne-
HuA. [1ns 06pa3uoB TONWMHOK MeHee YeM 8— 10 MM 3Ta LeHTpasibHas 061acTb MOXET UMEeTb HauBbICLINE UHAEKCHI OKKC-
NeHnA B 3aBUCUMOCTU OT COCTOAHUA OKUCNTEHNA o6pa3ua.

3.3 nokaTtop rny6uHsl (c/,): i3amepeHne cpeHero paccTosiHUsl OT Ucciedyemoii MoBepPXHOCTM obpasua
UM UHTEpeCYyoLL el Hac MOBEPXHOCTM, Ha KOTOPOI 6bl1 U3MEPEH CMEKTP U BblYUC/IEHA BENNYMHA faX

3.4 pasmep nHkpemeHTa (L*): PaccTosHme mexagy AByMs npuieranwymy o6n1acTsaMy Ha UCnbiTbiBae-
MOV NneHKe, rae nocnefosatenbHo nsmepsoTes VK cnekTpsi.

MpumevyaHne — 210 paccTosaHune 06bIYHO ABNAETCSA NOCTOSIHHOW BEMUYNHOM ANA KOHKPEeTHOoro nccregyemoro
o6pasua.

3.5 HopmanusoBaHHas naouwafb nuka W norr): O6was nnowasb HopmanusoBaHHOro(bix) nuka(os)
mexay 1330 cm-1u 1396 cm-*.

MpumMmeuyaHne — ISTa o6nacTb onpegensieTcs Kak o6nactb Mexgy 6a30BOV NUHWEW W CNEKTPanbHOM, Kak
nokasaHo Ha pucyHke 1.

1— nnowapgb nura Ans HOPMUPoBKK, JINE>(T (1370 cmM-1); 7 — nnowafb NUKa oKUcneHus. A of

PucyHok 1— TunuyHble ®ypbe VK cnekTpbl OKUCNEHHOTO YNbTPaBblCOKOMOIEKY/IAPHOrO NONN3TUNEHA,

UNNCTPUpPYOLWMe pacyeT MHAEKCa OKUCEHNS, OCHOBaHHbI Ha naoLaan, NCNosib3ys HOPMUPOBKY
no nuky npun 1370 cm-1

;o»BJ1 0.M norT

3.6 okucneHue: MNpucoegnHeHue Knucnopoga K monekyne (Hanpumep. UHMWPE) nocpefcTtBom Xxumu-
YecKol KOBaIeHTHOW CBA3N.

3.7 nHpekc okucnennsa (/ox): OTHOWeEHMe naowaan nuka (NMUMKoB) noraoweHnsa mexay 1650 cm-' 1
1850 cm- * (Aa,) knnowaamn nuka (NMKoB) nornoweHnsa mexay 1330 cm-’' 1 1396 cm-' (Anotm)).

MpumeyaHne — CM. pucyHok 1.

3.8 npochunb uHAekca okucneHus: [paduyeckoe BblpaXKeHUE W3MEHEHWsI WHAEKCA OKWUC/EeHUs!
o6pasLa B 3aBMCMMOCTU OT pacCTOSHUSA 0 ONPeAeneHHOR NN HTepecyeMoli MOBEPXHOCTMH.

2



FOCT P NCO 5834-4— 2015

MpumeyvaHne — IT0 rpadnk 3aBUCMMOCTU /OX OT O6bIYHO rpadMK AeMOHCTpUpyeT npoduab Mo BCeW
ToNWwMHe obpasua.

3.9 nnowapgb nuka okucnenns (Aoy: O6lwan naowanb nuka (NMMKOB) nornoweHns mexay 1650 cm-’ un
1850 cm-'.

MpumMmeyaHune — ITaBeMYMHA BbIUNCAAETCS KakKNaowanb Mexay 6a3ncHoil TMHuelt u cnekTpanbHol nuHneit
o6pasua, kak nokasaHo Ha pucyHke 1.

3.10 uHAEeKC okucneHns nosepxHocTu (/oll): CpefHas BeNMUMHA MHAEKCA OKUC/IEHUS OnpeaeeHHOo
WK VHTEPECYIOLLE MOBEPXHOCTM Ha FTyGUHY 3 MM MPUMOBEPXHOCTHOTO c/0s (418 06pa3ua).

4 Wccnepyemble o6pasubl

Wccnepyemble 06pasypbl AOMKHBI ObITh MOMyYeHbl M3 (hOPMOBAHHOTO MaTepuana Ha OCHOBe Y/bTpa-
BbICOKOMOJIEKY/IIPHOTO MOIMATU/IEHA U KNacCMPULMPOBaHbl Kak TUR 1, TUM 2 uam Tun 3 B COOTBETCTBUMU
¢ ICO 5834-2.

MpumeuyaHue — FOTOBble U3JENNUSA YNbTPABLICOKOMOIEKYNSIPHOTO NOMN3TUIEHA B 3TOM C/lyyae He JO/KHbI
cofepxaTb CBETOCTAGWUIN3ATOPOB U NO3TOMY HYXAKTCA B 3aL1Te OT ybTPanoNeTOBOro U3yyeHus.

5 MaTtepuansl n npubopsbl

5.1 Martepuansl

Wccnenyemble 06pasubl 419 U3MEPEHUI MHAEKCA OKUCNEHNS AO/KHbI ObITb NOSyYeHbl U3 DOPMOBaH-
HOrO Y/IbTPaBbICOKOMOJIEKYNAPHOr0 NONN3TUNEHA B COOTBETCTBUY C TpeboBaHuamMu NICO 5834-2.

5.2 Mpubopsbl

5.2.1 WHdpakpacHbllii CNnekTpomMeTp, KannbpoBaHHbIN, CNOCOOHbIV 3anucbiBaTb CNEKTP NPOMNYyCKaHWs
UK MOrnoweHns B guanasoHe ot okosio 1200 cm-1 go okoso 2000 cM-', UCNOMb3yS MIEHKW TOMLWMWHOW OT
0.15 mbl g0 0.25 MM ¢ pa3pelueHnem B 4 cM-1un anepTypoii okono 0.2 mm * 0.2 MMm. PekomeHayeMblii pa3mep
MHKpeMeHTa cocTasnigeT 0,2 Mm.

[pyrve cnocobbl nsamepeHns [Hanpumep, CNeKTPbl OTPaXXEHUS, HapyLLeHHOe MoSIHOe BHYTpeHHee oTpa-
xeHve (MHMBO). nT. A4.] napyrue s3HayeHnsa anepTtypbl ¥ BEIMYMHBI MHKPEMEHTA MOTYT 6bITb UCMO/b30BaHbI
AN NofyyYeHusl cnekTpa nornoweHns obpasua npu ycnoBuu, YTo OHW AafyT AOCTATOYHO 3KBUBAJIEHTHbIE
pe3ynbTaTtbl. CAMULWKOM 60/1blUas anepTypa MOXeT NPMBECTU KNOoTepe TOYHOCTY NPOdnIs N3MepeHUs.

Mpu ucnonb3oBaHUy MHhpakKpacHOro cnekTtpomeTpa ¢ dypbe-npeobpasosaHnem (Pypbe-K). Heo6xo-
AVMO MCMONb30BaTh Kak MMHUMYM 32 CKaHWpOBaHWSA Npu N3MepeHun Kaxgoro cnekrpa. Mpuoop dypbe-VK n
Kamepa 415 o6pasua AOMKHbI 6bITb 06paboTaHbl MHEPTHLIM Fa30M, He COoAepXXaLluM NapoB BOAbl UaW yrie-
KMUCoro rasa (Hanpumep, asoToMm, resivem Uav aproHoMm) /151 CBefeHUss K MUHUMYMY CNeKTpaibHbIX NOMeX 0T
3TUX KOMIMOHEHTOB.

5.2.2 [fepxartens obpasua fAo/kKeH 6bITb YCTPOEH TaK. YTOObI TOYHO NO3ULIMOHMPOBAaTL 06pasel, nepeq,
anepTypoi.

5.2.3 MuKpoTOM, cocTosiwmiA U3 060pyaoBaHNs, CNOCOGHOrO MNPOM3BOAMTL Cpe3bl (NeHKN) obpasuya
TonwwmHoi ot 0.15 go 0,25 MM NepneHANKYNSPHO KNOBEPXHOCTM 06pasLia UM MHTEPECYOLL el NOBEPXHOCTHU.

6 3HayeHve v NpuMeHeHue

MeToapl, onucaHHble B HACTOALEM CTaHAapTe, MoryT 6bITb UCNOb30BaHbI ana nsmMepeHusa nHaeKcos
OKNUCNEHNA YyNbTPaBblICOKOMONEKYNAPHOIO NOIN3TUNIEHA B YCN0BUAX pea/ibHOro BpeMeHU, TakKux KakctapeHune
B rpouecce XpaHeHua n nocne nmnnaHtaumm n 6bICprIX OKNC/INTENbHbIX NPOLIECCOB.

7 Mpoueaypa

7.1 MpwurotoBneHne nccregyembix o6pasuos

Mcnonb3yss MUKPOTOM WM APYroe COOTBETCTBYIOLLEE YCTPOCTBO, NOATOTOBbTE TOHKUIA cpe3 obpasua
TonwmHoli ot 0.15 go 0,25 mm.
Cpe3 06bI4HO GepeTcsl PsiAOM C LLEHTPOM MOBEPXHOCTU 06pasL,a Uan MHTepecyoLLell NOBEPXHOCTHU.
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HanpasneHue cpe3a 06bI4HO ABASETCH NepneHANKYNSAPHbIM K MOBEPXHOCTN 06pasua uam nHTepecy-
toLLel NOBEPXHOCTHU.

7.2 KoHturypauusa nccnegyemoro obpasua B cnektpomeTpe

Mccnepyemasn nneHka (cpes) cHavana yctaHaBnmMBaeTcs B CNeKTpoMeTpe (Noc/ie TOro Kak 6b11 n3amepeH
COOTBETCTBYHLLMI POHOBbIV CNEKTP), TAKYTO anepTypa pacnosioxeHa Ha paccTosiHum 0,2 MM OT NOBEPXHOCTH

nneHkun. NMocneaytoLwime CNeKTpbl U3MepATCA NocnefoBaTes/IbHO C LWarom okos0 0.2 mm BAOSb BCel LUNPUHDI
NAeHKN. MOXHO MCMoNb30BaTbh U GOMBbLUWIA LWAr, HO C/ULLKOM GO/bLUONK pasmep wara MoOXeT NpMBecTu K

notepe TOYHOCTW NPOPUNSI.
7.3 MofroToBKa MHpaKpacHoro cnekTpomeTpa

MoaroToBbTe MHMPaKPACHbI CNEKTPOMETP K M3MEpEeHWo CrekTpa MponyCcKaHus WAW NOrnoLweHns
TOHKOM nneHkn o6pasya UHMWPE cornacHo pekoMeHgaunsm Npou3BOAUTENS U YCNIOBUSIM, ONUCAHHbIM
B7.1.

MpoBeauTe N3MepeHns CNEKTPOB B NOC/1ef0BaTe/IbHOCTMW, ONNCAHHON B 7.2.

8 BbluncneHus

8.1 O6wasn yacTb

Pe3ynbTathl, NonyyYeHHble NoOcne Cneaywmnx BbIYUCAEHWA, MOTYT 6GbiTb MOME3HbIMU NPU ONUCaHWK
OKUCNNTENbHBIX CBOWCTB 06pasLa unv npy CpaBHEHNN OKUCNTENbHbLIX CBOWCTB OHOro o6pasLa c pyrum.

8.2 Mnowapab NuKa okMcneHuns

[Ans Kaxgoro cnektpa MoOrfolWeHns paccunTaiTe obuyo naowadb nog nNukKoM MOrMOWEHUS Mexay
1650 cMm 1um 1850 cM-1 (pucyHok 1. 40X). DTO niowaab nog nNuKoMm noraolieHms obpasua v Hag 6a3ucHoli
NHWEN, NPOBEAEHHOW MeX Y TEMW e HavaslbHbIMU U KOHEUYHBIMU TOYKaMU, a UMeHHo: 1650 cm-1n 1850cm-1

8.3 Mnowaib HOPpMaNN30BaHHOTO NuKa

[Ans Kaxgoro cnekTpa MorfoWeHus paccunTaiTe o6y nnaowanb noj niKoM MOrNOWEHUs Mexay
1330 cm-1 1 1396 cm 1 (pucyHok 1, [1,0rT). D70 nnowaab noj NUKOM norfioueHmsa obpasua u Hag 6a3ncHoi
NVHWEN, NPOBeAEHHOW MeXay TEMV XXe HavyaibHbIMU U KOHEYHbIMW TOUKamu, a MMeHHo: 1330cm 1n1396cm 1

8.4 MHAeKc okucneHus

J[ns Kaxaoro cnekTpa noraoweHns paccunTaiTe BeNnymHy /oxnyTem geneHuns naowaan nmka okMcneHns
(8.1) Ha nnowaab HOpMaNM30BaHHOTO NUKa (8.2). kak NokKasaHo Ha pucyHke 1.

8.5 JlokaTop rny6uHbI

Bbluncnute cpefiHee paccTtosiHue OT NOBEPXHOCTM o6pasua (d:) AN Kaxkgoro cnekrpa ¢ COOTBETCTBY-
IOWUM 3HaYeHNeM /o, UCMOoNb3ys crefytollee ypaBHeHue:

d, =0.5La+ nL,

raoe  — pasmep anepTtypbl B MUKPOMETPAXx B MOLIAaroBoM Hanpas/ieHuu,

N — KOMUYECTBO LWAroB (MHKPUMEHTOB), HA KOTOpPOe anepTypa CABWUraeTcsl OT HavyaslbHOro NoJI0XKeHUs

BA,0/1b NOBEPXHOCTM 06pasLa;
L — pa3smep wara B MUKpOMeETpaXx.

MpumeyaHune — [ornoweHune, 3anncaHHoe Npubopom, COOTBETCTBYET NOLAAMN anepTypbl, OCBELLEHHON Nyy-
KoM VK-n3nyuyeHuns. ®akrop 0.5LaB ypaBHEHUN NO3BONSAET BbIYNCANTL NO3ULMIO LLIEHTPA anepTypbl OTHOCUTENIbHO Havaslb-
HOIi TOYKM UK Kpas NAeHKn obpasua.

8.6 NHAeKc oKMucneHUs NoBeEPXHOCTN o6pa3sua

Paccuutaiite o6pasua nyTem BblYUCNEHMUS CPpefHel BENMUYUHBI MHAEKCOB OKMCIeHNs obpa3sua (/ox)
ANsA 3HaveHwii nokatopa rny6uHsl (d,) mexay 0 n 3 mm.

n punmMmeyvyaHune — MakcumanbHOe oKucneHve Haﬁﬂfo,anTCﬂ a 6nmxaiilem K NOBEPXHOCTU 06pa3u,a cnoe TonN-
LL[VIHOI7I 3 MMm. KOTOprﬁ NCNbITbIBAET MakKCUMasibHble Harpy3ku npu ero ncnosib3oBaHnn B peasibHOM BPEMEHN. I/IsmepeHme
BennumnHbl IMi ABNsieTca ofHMM M3 cnocob60B NpeAcTaBUTb OKUC/IEHHOE COCTOsiHME obpasua AnsA 3TOW CyLLecTBEHHON
obnactu.

8.7 O6wWwKii nHOEKC okucneHnsa obpasua

PaccunTaiite /oeb06pasua nyTem BblUMCIEHUS CpefHel BeIMUYNHBI MHAEKCOB OKMcneHus obpasua (/01),
AN yyacTka ananHoi 1,5 MM B LLleHTpe maTepuana.

4
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9 OTyeThl

9.1 O6was yacTtb

BaxxHO oTMeTuTb BCe AeTasnu, KacawLliMecss MoAroToBKU McCnefyeMbiX 06pasLoB, MPOUCXOXAeHUs
MaTepuana n paboynx napameTpoB cnektpomeTpa. OTMeTbTe CreAylLy MUHUMaNbHYI0 WHopmaLmio
B 9.2— 9.8.

9.2 NHopmauusa, oTHocAWaAacsa K Mmatepuany

HeobxoAnMo 0TMEeTUTbL TUN NoAKMepa Y HOMep NapTuKn NONNMepa, a Takke MeTo Uim MeToAbl ero nony-
YeHuA. a Takxke ykasaTb Mpou3BOAUTENSA U HOMep nNapTuy OT Nnpou3BoauTens. Heob6xoaMmo Takke OTMEeTUTb
Kakne-nmb6o ocobble BuAbl 06paboTKM nocne nony4veHus, Hanpumep, npeccosaHue (FUAMM), 3akanusaHve,
cTepunnsaumio, CLUMBKY, CTabnunmnsaymnio, yCKOPEHHOe CTapeHe, a Takke YC/I0BUSA XpaHeHUs.

9.3 WNHdopmaymusa 06 obpasue

Kaxablii 06paseL, Ao/mKeH 6bITb YeTKO NOMEYEH KaKk 0pToneAnYecKnii UMNAaHTaT Uan aKCNIaHTaT Uim Kak
nabopaTopHbIil NPo6HbIN 06paszel,. Oblwasa reomeTpus obpasua AO/MKHA O6bITb YETKO OMMcaHa, ¢ ykasaHuem
opveHTauuy NaeHkn Npo6Horo obpasua OTHOCUTENIbHO ero reomeTpun. Heo6xoAMMO OTMETUTL Kakue-nn6o
nocnegytoimne ocobble BuAb 06paboTKn nccnegyemoro o6pasua, HanpumMep, 3akamBaHue, cTepuansauus,
CLUMBKa, CTabunmsaums, yCKOpeHHoe CTapeHune, a Takke yC/0BUS XpaHeHus.

B oTyeTe He06X04MMO OTMETUTB TOMLLMHY U OOLLYIO LUMPUHY NCCeAyeMOi NEHKN, a Takke Kakne-nmbo
nocnegymouie ocobble BUAbl 06paboTKM uccnegyeMbiX MAEHOK, Hanpumep, 3akaanBaHue, cTepuamsauus,
CLUMBKa, CTabunmsauns, yCKOpeHHoe cTapeHune, MexaHnyeckas 06paboTka 1 ycnoBnus XpaHeHust.

9.4 MapameTpbl MHpaKpacHoro cnekTpomeTpa

Heo6Xx0A1MO BKIIOYNTb B OTYET NPOU3BOAUTENS 1 HOMEP MOAE/N CMEKTPOMETPa, a Takxke napameTpbl
anepTypbl, pa3Mep WHKPEMEHTA, CMeKTpasbHOe pas3pelleHne U KOMMYECTBO CKaHMPOBAHWIA ANS OAHOrO
obpasua.

9.5 MeTogbl BblUMCcneHuns

MeTozbl, UICNONb30BaHHbIE ANS BbIMNCIEHUS KaKux-Nnbo npuBeaeHHbix npoduneii /o(, /oxs, /0>6. n lok,
[0/MKHBI 6bITh YETKO OMMCaHbI.

9.6 PaccuuTaHHbIli MHAEKC OKMCNEHUA NOBEPXHOCTK 06pa3ua

Heo6x0A1MO BHECTH B OTHET MHAEKC OKUCIEHUSI NOBEPXHOCTY A5 KaxKA0ro obpasua.

9.7 PaccuunTaHHbIli 06WKnii MHAEKC oknucneHuns obpasuya

Heo6x041MMO BHECTU B OTUET 06LLMIT UHAEKC OKUCNEHNS KaX0ro obpasua.

9.8 PaccuuTaHHbIli Nnpothnab NHAEKCA OKUCNOHKSA 0bpasya

Heo6x0A1MOo BHECTY B OTHET pacCUMTaHHbI Npodnb MHAEKCA OKUCNEHNS AN KaxLoro obpasua.
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Mpunoxexne OA
(cnpaBo4YHOE)

CBefeHNst 0 COOTBETCTBUM CCbIZTOYHbBIX MEXAYHAPOAHbIX CTaH4apTOB
HauuoHanbHbIM cTaHfgapTam Poccuiickoin degepauun

Ta6nuuya OA1

O603HayeHVe 1 HaVMeHOBaHWe

O60o3HaYeHe CCbIOYHOTO Crenerb COOTBETCTBYHOLLETO HALMOHA/ILHOMO
MeXxayHapoaHOoro ctaHgapTa COOTBETCTBUA cTaHgapTa
NCO 5834-2 - :
NCO 11542-1 - ‘
NCO 11542-2 - :

* COOTBETCTBYIOLWNI HALMOHANbHBIA CTAHAAPT OTCYTCTBYET. [l0 ero yTBepXAeHnsi PeKOMeHAyeTCsi UCMo/b30BaTh
NnepeBoj Ha PYCCKWii Si3bIK 4AHHOTO MEXAYHapoAHOro ctaHgapTta. Mepesos 4aHHOTO MEXAyHapOoAHOro cTaHgapTa Ha-
xoauTcst a ®efepasbHOM VHGOPMALMOHHOM (POHAE TEXHUUYECKUX PEraMeHTOB U CTaH4apTOB.



[1] NCO 5834-1:2005

[2] NCO 5834-3:2005

(3] NCO 14242
(BCe yacTu)
(4) NCO 14243
(BCe yacTu)
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Bubnuorpadus

MMnnaHTatel A4Na Xupyprun. MonnatuaeH CBepxBbICOKON MONeKynspHoi maccbl. YacTb 1.
Mopowkoo6pasHbliii  (ISO 5834-1. Implants for surgery — Ultra-high molecular weight
polyethylene — Part 1: Powder form)

VMnnaHTatbl gns Xxmpypruu. MonmaTuneH ynbTpaBbiCOKOW MOMEKYNsiPHOM mMacchl. YacTb 3.
MeToguka yckopeHHoro ctapeHus (ISO 5834-3. Implants for surgery — Ultra-high molecular
weight polyethylene — Part 3: Accelerated ageing methods)

MmnnaHTatbl  xvpypruyeckne. W3HOC MOMHbIX NpOTE30B Ta306epeHHbIX CyCTaBOB
(ISO 14242 (all parts). Implants for surgery — Wear of total hip-joint prostheses)
MmnnaHTaThl Xupypruyeckune. VI3HOC MOMHbIX NPOTE30B KOMEeHHOro cyctaBa (ISO 14243 (all
parts). Implants for surgery — Wear of total knee-joint prostheses)
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