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MpeaucnoBue

1 NOArOTOBJEH ABTOHOMHON HEKOMMeEpPYECKOoW opraHu3auunein «MHCTUTYT MeuKo-61MonorYecKnx
nccnegosaruii n TexHonorni» (AHO «UMBUNT») Ha ocHoBe cobcTBEHHOMO ayTEeHTUMHOO NepeBoaa Ha pyc-
CKWIA A3bIK MeXAyHapoAHOro cTaHaapTa, yKkasaHHOro B MyHKTe 4

2 BHECEH TexHun4ecknm komuTeToM no ctaHgaptusaumm TK 422 «OueHka buonoruyeckoro genctasns
MEANLMHCKUX U3aenuiiy»

3 YTBEP)XOEH M BBEAEH B AENCTBUE Mpukasom PegepanbHOro areHTCTBa No TEXHUHECKOMY pery-
nMpoBaHuto U meTpornorun oT 20 mapta 2015r. Ne 146-ct

4 Hacrtosiuuin ctaHgapT uaeHTUYeH MexayHapoaHomy ctaHgapty UCO 5834-1:2005 «UmMnnaHTaThl
ans xvpyprun. [MonuaTuneH CBEpXBLICOKOW MonekynsipHoit maccekl. Yactb 1. Mopowkoo6pasHbliiny
(ISO 5834-1:2005 «Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1: Powder
form»), BkNtovas TexHUYecKyto Koppektnposky |ISO 5834-1:2005/Cor. 1:2007.

Mpu npUmMeHeHUn HACTOSILLIEro cTaHaapTa pekoMeHAyeTCsl UCNOoNb30BaTh BMECTO CCbINOYHbIX MeXayHa-
POAHBIX CTAHOAPTOB COOTBETCTBYIOLLME UM HaLMOHarbHbIE CTaHAapTel Poccuiickon deaepaun, cBeaeHUA O
KOTOPbIX NpUBeeHbl B AOMONHUTENBHOM NpUnoxeHn OA

5 BBEJEH BMNEPBbIE

lpasuna npumeHeHUs1 Hacmosiweao cmaHdapma ycmaHoeneHsl ¢ FTOCT P 1.0—2012 (pasden 8).
UHehopmayust 06 usMeHeHUsIX K HacmosiujemMy cmaHOapmy nybnukyemcs 8 exe200HOM (110 COCMOAHUK Ha
1 ssH8aps meKyujez2o 200a) UHGhopMaUUOHHOM yKkazamene «HauuoHanbHble cmaHdapmely, a oghuyuanbHbil
meKcm U3MeHeHUU U Monpasok — 8 eXeMeCs4YHOM ykasamene «HayuoHansHele cmaHdapmel». B criyyae
nepecmompa (3aMeHbl) unu OMMeHbl Hacmosiweao cmaHdapma coomsemcmayioujee yeedomneHue bydem
onybnuxkosaHo 8 BruxalleM 8bIfyCKe eXeMeCsiYHOo20 UHEOPMaUyUOHHO20 yKa3lamens «HayuoHanbHblie
cmaHOapmely. Coomeememsyouwjas UHhopMayus, ysedoMIIeHUe U MeKCMbl pasMewjaromcs makxe 8
UHghopMatuoHHoUl cucmeme obuiezo ronsL308aHust — Ha oguyuansHom calime OedeparnbHo20 azeHmemea
10 MexHU4eCKOMy peayiuposaHuro U Mempornoauu e cemu lumepHem (www.gost.ru)

© CrangaptuHdgpopm, 2015

Hacroswwuin ctaHaapT He MoXeT GbITb MOMIHOCTLIO UMW YaCTUYHO BOCIPOU3BEAEH, TUPAXUPOBaH U pac-
npocTpaHeH B KavyecTBe ocuumanbHoro nagaHua 6es paspeluerus dPeaepanbHOro areHTCTBa Nno TEXHUYECKo-
My perynmpoBaHuio U METPONOrUA
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BBeaeHune

NCO (MexayHapoaHaa opraHusauusa ctaHgapTusaunn) asnsieTcsl BCeMUpHoin ceaepaumenn opraHos
HauMoHanbHbIX CTaHAApPTOB (opraHusaumin — uneHos NCO). PaboTa no noarotoBke MexayHapoaHbIX CTaH-
AapToB 06bIMHO NpoBoAUTCA Yepes TexHudeckune komuteTol UCO. Kaxkaasa opraHvsaums-vneH, sauHTepeco-
BaHHas B peagMeTe, AN KOTOporo cozaanancs TeXHN4eckuin KOMUTET, UMeeT NpaBo 6bITb NpeACTaBNeHHOWN B
aToM komuteTe. MexayHapoaHble opraHusauny, Kak rocyaapcTBeHHbIe, Tak U HerocyapCTBEHHblE, Takke
npuHUMaloT yyactue B pabote no B3aumopgeictauo c UCO. CO TecHo coTpyaHudaeT ¢ MexayHapogHoi
aneKTpoTexHu4eckoi komuccuein (MIK) no Bcem Bonpocam areKTpoTEXHUYECKON CTaHAapTU3aLmm.

MexagyHapogHele cTaHgapThl paspabaTbiBalOTCs B COOTBETCTBMU C MpaBunaMu, NpuBefeHHbIMU B
Onpektneax NCO/MOBK, vacTb 2.

OcHoBHoM 3aga4ein TEXHNYECKUX KOMUTETOB SIBNSAETCSA MOAroTOBKa MeXayHapoaHbIX cTaHaapTos. MNpo-
eKTbl MeXayHapoaHbIX CTaHAaPTOB, MPUHSATbLIE TEXHUYECKUMUN KOMUTETaMU, PacipOCTPaHSIIOTCA OpraHu3aLn-
AM-uneHam Ans ronocosanus. My6Gnukauuns B kauecTBe MexayHapoaHoro ctaHgapTa TpebyeT oao6peHus He
MeHee 75 % opraHusaunin-4neHoB ¢ NpaBoM ronoca.

Heobxoanmo o6paTuTe BHUMaHWE Ha BO3SMOXHOCTb TOTO, YTO HEKOTOPbLIE 3MeMEHTbI HACTOSALLErO CTaH-
AapTta MoryT siBNATbCA nNpeaMeToM nateHToobnagaHnsa. UCO He HeceT OTBETCTBEHHOCTW 3a BbISIBNEHWNE
Kakux-nmbo TakoBbIX NaTeHTHbIX Npas.

NCO 5834-16kinnoarotosneH TexHuueckum komuteTom UCO/TK 150, « Xupyprudeckue MMniaHTaTbl»,
MoakomuteT SC 1, «MaTtepnansi».

HacTosiwee TpeTbe n3gaHue oTMeHseT U 3aMeHsieT BTopoe usgaHue (MCO 5834-1:1998), koTopoe bbino
TeXHUYECKN NepecMOTPEHO.

NCO 5834 cocTouT ns cnefytolimx YacTtein nog o6LWLMM HaumeHoBaHUEM «XUpyprudyeckue UMNNaHTaThl.
MonuaTtuneH cBepXxBbliCOKOW MOMNEKYIISIPHON MaCChI»:

- Yactb 1.TMNopowkoobpasHblii;

YacTb 2.JlnutenHble popmbl;

YacTb 3. MeToanka yCKOPEHHOro CTapeHus;

YacTb 4. MeToa nsmepeHns nokasatens oKUCNeHNs;
YacTb 5. MeTog oueHkn Mopdonormu.
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HAUUWOHANBbHBIWN CTAHOAPT POCCUMCKOW OGEREPALUMN

MMnnaHTaTbl ANs Xupypruu
MNOJIN3TUINEH CBEPXBbICOKOWN MONEKYNSAPHOMN MACCHI

YacTtb1

Mopolwkoo6pazHbIn

Implants for surgery. Ultra-high-molecular-weight polyethylene. Part 1. Powder form

DaTta BBegeHna — 2016—03—01

1 O6nacTb NpMMeHeHus

HacToawuin ctaHaapT onpeaenseTt TpeboBaHUsS U COOTBETCTBYHOLLME METOAbI UCTIbITaHWI AN PopMy-
eMbIX MaTepunanos 13 NopoLLKa NonuaTUNeHa CBepPXBbLICOKON MonekynspHoi macesl (UHMWPE) ang ncnone-
30BaHUsA B MPON3BOACTBE XUPYPruieckUxX UMNAaHTaToB.

HacToAawui ctaHgapT He pacnpocTpaHsaeTcsi Ha roToBbIle N3enus.

2 HopMaTuBHbIe CCbIIKM

B HacTosiLeM cTaHgapTe UCnonb30BaHbl HOPMaTUBHBIE CChINKW Ha cneaytowme ctaHgapTol. [na aatu-
POBaHHbIX JOKYMEHTOB MCNOMb3YIOT TOMBKO YKkasaHHoe usgaHue. ins HepaaTupoBaHHBIX AOKYMEHTOB UCMONb-
3yl0T camoe nocregHee u3gaHune CChiNo4HOro AoKyMeHTa (C y4eTOM BCEX ero USMEHEHM).

MCO 1628-3 MnacTtmacckl. OnpeaeneHue BA3KOCTM MONIMMEPOB B pa3baBneHHOM pacTBope € NpuMeHe-
HAEM KanumnisipHbiX BuUcko3uMeTpoB. Yacte 3. MMonuatuneHsl u nonunporuneHsl (ISO  1628-1,
Plastics — Determination of the viscosity of polymers in diluted solution using capillary viscometers — Part 1:
General principles)

NCO 3451-1 MMnactmaccel. OnpegeneHne 3onbl. Yactb 1. O6wme metogbl (ISO 3541-1,
Plastics — Determination of ash — Part 1: General methods)

NCO 11542-1MnacTtmaccel. NonmaTuneH co cBepXBLICOKOR MONEKYNSIPHOM Maccoii Anst hopMOBaHNA 1
3KCTpy3umn. Yactb 1. Cuctema 0603HaveHUs1 U OCHOBa AJ1s COCTaBMeHUsA TexHuueckux ycnosui (1ISO 11542-1,
Plastics. Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion materials. Part 1.
Designation system and basis for specifications)

NCO 11542-2MNnacTtmaccol. [onMatuneH co CBEpXBbICOKOW MOSEKYNAPHOM Maccoi AnA popMoBaHUs 1
akcTpysuu. Yactb 2. MNoarotoBka ucnbiTatenbHbiXx o6pasuoB u onpeaeneHne ceoicTB (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)

AOUNH 53474 WUcnbiTaHua nnactmacc, pesuHbl U anacToMmepoB. OnpeaeneHue codepXaHust xropa
(Wickbold-Combustion) (DIN 53474, Testing of plastics, rubber and elastomers — Determination of the chlorine
content (Wickbold-Combustion)

3 TepMuHbI M onpefeneHns
B HacTosAweM cTaHgapTe npuMmeHeHbl TepMiuHbl No UCO 11542-1 nACO 11542-2.
4 Knaccudmkaumsa, o6o3HavueHue n Koabl

Martepuan knaccudpuumpyetca kak Tun 1, Tun 2 unu Tun 3 cornacHo CBOMCTBaM TeKy4ecTun, NpueseneH-
HbIM B pasgerne 6, 1 cocTaBy 306kl Ha coiepkaHne MUKPO3NEMEHTOB, ONUCAHHOMY B 7.1.

UzpaHve opnumansHoe
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5 MpousBoacTBeHHbIe TpeGoBaHUsA

MaTepuan goPKeH COCTOATb U3 roMmononnumepa, nosly4eHHOoro nofiMMepusaumen aTuneHa.
nOpOIJJKOBbIIZ MaTepuan and Kaxxgoro 3akasa gomkeH ObITb MOMeYeH HOMepPOoM NapTUn.

MpwnmedaHue—«aptusiy o6osHavaeT matepwvan, NPoLWeAWniA UCMBITAHNA, U CONPOBOXAAETCA COOTBET-
CTBYIOLWWEN AOKYMEHTaUNewn.

6 CBo#cTBa TeKy4ecTu

Ceoictea TeKy4vecTh onpenenanTca nnbo Hanpsa>XXeHnem npun pactsaXXeHuu, NnBo BASKOCTLHO. I'Ip|/| n3me-
PeHnn CooTBeTCTBYHOWNM METOAOM, YKa3aHHbIM B TaGJ'IMLI,e 1, MMHUMAanbHOE 3Ha4YeHne HanpaxXeHna npu pac-
TAXEeHUU NN BASKOCTU AOJTKHO NPeBOCXOAUTb COOTBETCTBYOLWEee 3Ha4YeHe, npuseaeHHoe B Tabnuue 1, ans

MaTtepuana Kaxxaoro tuna.

Ta6nunya 1— Ceoncrea TekydyecT. MMHMUMArnbHblE 3HaYEeHUs1

. TecToBblli MeTOA
Ceoicrea EauHuubl uamepexus Tun 1 Tvunei2u 3
ANA noanyHkra
HanpsikeHne npu pacTsbkeHum Mlla 0,2 0,42 8.1
BsizkocTb mn/r 2,000 3,200 8.2

MpwumeyaHwue— CoorBeTcTBUE NI0BOMY U3 NpuBEAEHHbIX Boiwe TPeboBaHWi yka3biBaeT HA yAOBNETBOPU-
TENbHYI0 MOMNEKYINSPHYIO Maccy nonumepa.

7 MNpepenbHOe cogepXxaHue NpuMecen

7.1 3onbHble BelecTBa U MMKPO3rieMeHTbl

MprnsmepeHnn COOTBETCTBYHOLWMM METO40M, YKa3aHHbIM B Tabnuue 2, KoNM4YecTBO 3051bl, TUTaHa, anko-
MWHUA, KanbLUnAa U XIrnopa He O0JDKHO NpeBbllWaTb COOTBETCTBYOLWEee 3Ha4eHe, npusegeHHoe B Tabnuue 2 ans
MaTepunana Kaxxgoro tmna.

Tabnunya 2— MakcumanbHoe cogepXaHue 30MbHbIX BELWECTB U MUKPOIEMEHTOB

MakevmaneHoe 4onycTUMOe KONMUYECTBO, MI/KT TecToBbIA MeTOR
Snement ONns noanyHkTa
Tun 1 Tun 2 Tun 32
3ona 125 125 300 8.3
TuTtaH 40 40 150 8.4
Kanbumn 5 5 50 8.4
Xnop 30 30 90 8.4
AnoMUHWIA 20 20 100 8.4
@ Monumep Tuna 3 B HacTosILLEE BPEMS HEe NPOU3BOAUTCSH. TeM He MeHee, YTOBbl OXBaTUTb Y& NPOU3BeAeHHbI
marepwan, Tun 3 octaeTcsa B HACTOsIWEM CTaHAapTe A0 CreaytoLero nepecmoTpa craHgapra.

7.2 Tseppable npumMecu

Mpu UsMepeHun metogom, NpuBedeHHbIM B 8.5, He AomMKHO BbITb Goree YeM Tpu YacTuULbl NpUMecel B
mMaTepuanax Tuna 1 unu Tuna 2 u He 6onee Yem 25 YacTul, npuMmeceit B MaTepuanax Tuna 3 (CM. npuMeyaHue K
Tabnuue 2) Ha (300 £ 20) r uccnegyemoro matepuana.
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8 MeToabl uccnegoBaHUM

BHUMAHUE — lMopowok UHMWPE u nonyzomosbie U 20mosbie uzdenusi 05151 3mo20 npuMeHe-
HUsI He uMerom ceemocmabunuzamopoe U 00/MKHbI 6bImb 3aljUUeHbl om 8o3delicmeust yibmpaguo-
J1emoeo020 U3ny4eHusl.

8.1 HanpsixeHue npu pacTsXeHUU
HanpsixeHne npu pactskeHUM onpegenstoT B cooTseTcTBUN ¢ UCO 11542-2.
8.2 BaAskocTb

BsizkocTb onpeaenstoT B cooTBeTcTBUM ¢ MCO 1628-3, ncnonbays 0,02 %-Hbli pacTBOp Mo Macce marte-
puana B gekarngpoHacdtanuHe (aekanvHe) npu temnepatype 135 °C.

8.3 CopaepxaHue 3onbl

CopepxaHue 3o0nbl onpegensatoT B cootseTcTBUM ¢ MCO 3451-1, npoBoaA NOBTOPHbIE UCMLITAHUSA Ha
KaxkaoMm 13 AByx obpasuos npu TemnepaType (700 £ 50) °C. CpeaHee 3HauyeHWe pe3ynbTaTos (No ABym obpas-
Lam) Ha aByx obpaslax He OOIKHO NpeBhIaTh 3HaYeHune, npusedeHHoe B Tabnuue 2.

8.4 MukpoaneMeHTbI
Konnuectso M1KpO3eMeHTOB onpeaensaoT MeTogamu, NnpueeaeHHbIMU B Tabnuue 3.

Tabnwuuya 3— MeTtoasl UCCregoBaHUsl HA MUKPOIEMEHTbI

JnemeHT Metoa nccnenoeaHus
TuTaH ATomMHas abcopbumsi UnNM SMUCCMOHHAsA CNEKTPOCKOMNUS
AniomMuHU ATomHas abcopbuys NIm 3MUCCUOHHAST CNEKTPOCKOMNKS
Kanbuwnn ATomHas abcopbuys M IMUCCUOHHAS CMEKTPOCKONMS
Xnop Wonnas xpomatorpadus B cootBeTcTBUM € DIN 53474 nnn skeuBaneHt

8.5 Teeppable npumecu

CwmMeLumBaloT kaxayo U3 YeTelipex uccrieqyemolx nopuui (75 £ 5) r ccopmyemoro matepuana ¢ (400 +10) mn
M30MPOMUIIOBOro CNMpTa B YeThbIpex KOHUYeCKNX konbax BMecTuMocTbio 1000 Mn. BCTpsaxuBaroT Kaxayo Kom-
6y, 4ToBbI MOPOLLOK MONHOCTLIO paccessnica. BusyansHo ocmaTpusatoT konbbl He paHee, Yem Yepes 5 MUH
nocre BCTPSIXUBAHWS, 1 MOACUNTLIBAOT YMCIIO YacTUL, OCEBLUMX Ha AHO KaXKAO0WN KONGbI.

9 CepTtudmkar ncnbiTaHMn

Kaxxgas naptus nonyyaet cepTudmkaT UCMbITAHUA, ONMChIBAIOLLMIA pe3ynbTaThl NPOBEASHHbIX Uccreao-
BaHUA 1 cooTBeTCTBUE TpeboBaHUsAM HacToslero cTaHaapTa. CepTudukaT UCMbITAaHUIA AOKEH BKMHYaTh
cnegytoLyo nHbopmaLmio:

a) pesynbTaThbl UCMLITAHWIA, MOSyYeHHbIe COrNacHo NyHKTam 7 1 8;

b) oBosHaueHune Tvna nopotwka — Tun 1, Tun 2 unm Tun 3;

C) HOMep napTuu;

d) paty(bl) NpoBeAeHUS UCMbITaHNIA.

10 MapkupoBKa

Ha kaxayto ynakoBky matepuana AomkHa bblTh HaHeceHa YeTkas MapKMpoBKa, coAepallas, no MeHb-
Len Mepe, cneayoLyo MHopMaLmio:

a) HavmeHOBaHWe Uy ToBapPHbIN 3HaK M3rOTOBUTENS;

b) onucanue cogepxumoro;

C) HoMep napTuw;

d) macca cogepxnmoro;
) obo3HaueHWe HacTosLLero cTaHaapTa.

(¢}
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Mpunoxenne JA
(cnpaBouHoe)

CBegieHUs1 0 COOTBETCTBUM CCbINTOYHBIX MEXAYHapPOAHbIX CTaHAAPTOB HaLUOHAaNLHLIM cTaHAapTaM
Poccunckon depepauuu

Ta6nwuuya OA1

0O603Ha4YeHUe CCLINOYHOTO MeXayHapoaHOroO 0603Ha4YeHUe 1 HAaMMEHOBaHWE COOTBETCTBY-
CreneHb COOTBETCTBUA
craHgapra IOLWEro HaUuMoHaNBLHOro cTaHaapTa
NCO 1628-3 — *
NCO 3451-1 — *
NCO 115421 _ *
NCO 11542-2 _ *
OWVH 53474 — *

* COOTBETCTBYIOWMIN HALMOHASIBHBIN CTaHAAPT OTCYTCTBYET. [10 ero yTBepXaeHua pekomeHayeTCsl UCoNnb3oBaTh
nepeBoa Ha PYCCKUIA A3bIK AAHHOTO MEXAYHAPOAHOro cTanaapTa. MNepesoa A4aHHOro MeXayHapoaHOro CTaHaapTa Ha-
xoanTcs B depepanbHOM MHPOPMALMOHHOM (DOHAE TEXHNYECKUX PEINTaMEHTOB U CTaH4APTOB.

YOK678.742:543.813:006.354 OKC 11.040 OKM 939800
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