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roCT P MCO 5834-2—2014
MNpeaucnoeune

1 NMOOroTOBNEH OfwecTaos © OrpaHAYEHHoR OTEETCTREHHOCTEID cUMTOnpoekTs (oo0
cUWTOnpoekT» ) Ha ocHope CODCTEEHHOM AYTEMTHYHOID NEpeB0Oa Ha PYCCEME ALK MENMOYHADOOHOMD
CTAHOAPTA, YHAAAHHOID B NyHKTE 4

2 BHECEH TexHMYsckuM ESMATETOM No CTAHgapTHaauun TE453 aMnnantarte & xMpyRrude

3 ¥YTBEP#OEH W BBEJEH B AEWNCTBWE Npukasom DegepansHore areHTcTBa No TEXHHYECKOMY
peErynMpoBaHAn U smeTponomn oT 12 gexabpa 2014 . Ne 2073-c1

4 HacToORAWWHA CTaHZapT HOeHTHYEH MEemIyHapoanoMy cTaroapty MCO 5834-2:2011 «MMnnadTare
ana =dpypran. MNonuaTuned cEepXBRICOKON MONEKyNADHON macce. Y a ¢ 7 b 2. NluTednee dopses (150
29834-2:2011 «Implants for surgery — Ultra-high- molecular-weight polyethylene — Part 2: Moulded formss)

MeW NpUMEHEHWH HACTOAWEro CcTaHgapTa DEeKoMEHOYETCA WCNONLIoBaTe BMECTS  CCbIMOYHBIX
MEHOYHAPOAHEE CTAHOARTOR COOTBETCTEYRMIUME WM HALMOHANLHLIE CTaHgapTsl Poccuickol fepepaum,
CREO8HHA O KOTODEE NEHBEAEHEl B JONGMHWTENBHOM NRWIo®HeHEA 04

5 BEEAEH BMNEPELIE

Mpasuna npuMeHeRUs HACMoAWess cmandapma yomasoanaqs @ FOCT P 1.0—2012 [pazden 8).
HrgbopMayua 08 UsMeHeHURY ¥ HAcmOAWEMY cmandapmy nySnukyaimcs & exesodnasd (Mo COcmOaHLoe Ha
1 AWeaps mekyiueso 2oda) UHPODMALUUOHHOM  VESIEMans  sHauuoNanekdee cmasdapmels.  a
CHUUUANEHED  MEKCTT UIMEHEHUD U NONPaEcK — @ SXeMecRYHoNM  URDopMAUUoHNON yrazamene
v HALUOHANEHES CMaddapmes. B CNyYas NEpecdompa (2ameHil] WL OMMaksl HacMosWleso omaxrdapma
COMNTMEMOMEyiales peedoMnesus Bydem omybnukoeass & BNuWadiieM abimycke UHDoDMaLLuoHHOS0
yvicazamens «Hayuoranetee cmaxrdapmsis, CONMEemomayuias uHdopMauun, yeedoMIatLe o Mascib
PEIMEWIIOMCH Makwe @ UMPoDMaYLOHROLD cucmeme obes0 NOMBIOEAHUA — Ha ODULUENTEHOM Calime
Tadepansbos0 a2eHMoMEa N0 MEXHUYSCKOMY LOSWIUDOEIRUID U Mempancaul & cemu Mamepuam
fgostiul

2 CTtavpapThHdgopm 2015

HacToAWME CTZHOAPT HE MOMET GblTh NONHOCTLD WM YACTHYHD BOCNPOMABELEH, THPaMWPORAM K
RACNPOCTRAHEH B KAYSCTEE OMUUMANLHOTe W30aukde Gea paspelweHdA CelepansHore areHTcTEa no
TEXHWYECKOMY PEMYNHDOBEAHWIG W METPOMNOTIAN
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HAUMOHANBHBIA CTAHOAPT POCCHMWCKOW ®EOEPALMM

MMNNAHTATEI ONA XUPYPTHMH
NONW3TUNEH CBEPXBLICOKOW MONEKYNAPHOW MACChI
Yacte 2
NMuterdHsie GopMil

Implants for sungery. Ultra-high- malscular-weighl polvathylene, Parl Z: Mouldad forms

ﬂara BEeneHnA — 2016—01—01
1 O6nacTe NpUMeEHEHMA

HacToAwan vacTe cTadgapTa MCO 5834-2 yeTadaenupaeT Tpebopadka W COOTRETCTRYIOWME METOk
HENBITAMWA ONA NUTERKE GOpM, TO BCTE NMCTOR W CTEOWHEN, CAENAHMEX U3 NONHUITANEHE COEDXBLICORON
MONEKYNAPHTE Macce (CBMIMD) ans NnpodIeoacTea KMpyYRrHSecidy MMNNanTaTon.

HacToAwaa yacTe crandapra MCO 5834-2 ke npUMeddMa K opMoBaHHBEIM NPOOYKTaM (G npodvnas,
BNHIKHM K 3303 HHOMY ), NPOGYETAM, NOABEDTHY Taib OENYYEHD, 1 TOTOELIM NPOOYKTAM, 3 TAKE NPOOyKTamM,
NPOHIBEOEHHLIM W3 NONHATANEHA NYTEM CMEWWBaHMe ¢ oDapKamMik MNM NyTEs CHMELUWBAHWA Da3NMYHEX
BUOCE NOMWMITANEHA.

2 HopmaTHBHLIE CChINKK

B HACTOALLEM CTAHAADTE MCNONBICEAHE HODMATHEHLIE CCEMEN HA CREOYI0WKWe CTAHIADTE.

WMCO 527-1:1983, MnactMacce. COnNpelgnedde MesaHHYeckMx CBORCTE NpW pacTAweddd. YacTe 1.
Ofwme npuHyEne (IS0 527-1:1993 Plastics-Determination of tensile properties-Part 1: General principles)

MCO 1183-1:—"., MnactMaccs. MeTogel oNpegeneHls NNOTHOCTH HENGRKWETEIX NnacTMace. YacTe 1.
MeTog NOMpy#eHHMA, METoL ®HAKDCTHOMD NWEKHOMETPa W MeTod TuTposanda (150 1183-1-Plastics —
Methods for determining the density of non-cellular plastics — Part 1: Immersion methed, liguid pyknometer
method and titration method)

WSO 3451-1:2008, MNnacTmaccw. Onpegengdde 30ns. Yacte 1. OGwwe merods (150 3451-1:2008:;
Plastics — Determination of ash — Part 1: General methods)

WMCO 5834-1:2005, MMnnaxTaTe Ona xMpyprdd. Nonnatined CRepxBLICOK0A MONekyNADHOR Mack.
Hacte 1. Mopowsoobpazvei (120 583412005 Implants for surgery — Ultra-high-molecular-weight
polyethylene — Part 1: Powder form)

MCO 115942-21998, MnacTmaccel. [onyartined <0 CBeRXBRICOKCGH MONEEYNADHOA Maccld ans
poprsoBaHMA 1 cTpyauK. YacTe 2. MNogroToeka MoneTaTenkdex obpaiuos v onpegenaqme caoncte (150
11542-2:1998 Plasticz — Ulra-high-molecular-weight polyethylens (PE-UHMW) moulding and extrusion
materials — Part 2: Preparation of test specimens and determination of properties)

3 Knaccudgvrkaumna

MaTepuan, oTnMTei K3 nopowka 1-ro, 2<-ro vnu 3-ro TMNa, cornacKe crangapty MCO 5834-1:2005,
GygeT KnaccdhWyMpoRATECA KAK THN 1. TN 2 @ TWN 3 COOTEETCTREHHD.

4 MaTepuan

NMUTEAHEIA MaTepuan ByoeT NpoMasoduTecA KWl nopowka CEMIMS B COOTEETCTEWH © TPESORAHMAMIA
cTangapta MCO 5834-1:2006.

5 MNpouzeopacTEEHHLIE TpeboBaHuA

NMieTeiiksii MATERHAN, NOCTARMASMEIR C K0T IAKAI0M, J0MHEH KOSHTADMLHDOBEATLCA N0 HOMEDaM MapTHi.

1) Byaet onybrseoean (nepecuorp MCO 1183-1:2004 ).
B xoos npouscca iopMOBSHUA BAQKWE MNY NOPOWKOD0PAZHEE DaIEnAWME areHTEl (HENPHMMED. CHMAKDH WK
TAMLL] MCNONBE20BATECA He ByoyT, ons Toro Yol vabamare JarpRIHEHHSA, MAMPaLMK 1 0atiEkTOs OTNNEKH.

Hapanue odHUMankHo®
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Mpumedadda- TEpMUH #N3PTHRR OTHOCHMTCH K MATENMANY. KOTOPREIA Oomsed e NOOBEPHYT MCMsTEHAKD
W ONA KOTOPOTO AMENTCH DTSENEHLIE VHETHEIE QOEYMEHTE.

Matepwan [poreesH NOOBSQIETECA NPOUBCCY OTHMIE ONA  COPE0ENSHAR  OCTATOHHOMS  HANPAXEHWA o
COMMBCOBAHHED MEHTY JAXIIHAKOM M NOCTABLLMEOM.

6 Tpeboeanun

6.1 PHIMYecKHE CROWCTRA

MpK WiMepeskk © WCNONEIOBAHMEM HAONSMAWErD METOOE WCNLTAMWA, COMMACHD ONPELEneHdo B
Tabndue 1, QUIMYECKKME CEORCTES MNWTERHONS MaTepWana OQOMMHE  COOTBETCTEOBATE  IHAYEHHAM,
npgMegneHHbM 8 Tatnuue 1 QNA KaKA0ro KA THNOB MATEpWaNa.

DHIMUECKE CROACTRA OOMHE MIMEDATRCA Ha MaTepWane b TESROOM W OTORMEHHOM COCTOAMNM,
npe#ae 4em od ByoeT NnogeepriyT dansHedwen obpabotke. Nocnegyiowme NpoKM3IBOOCTEEHHLIE NPOLUECCH
MOMYT BAWATE HA COABHKMOCTS DEIYNLTATOR UCNETaHMR.

6.2 TeepObie YACTHL LI

Mer BHIYANEHONR OUBHKE HEBOODYHEHHEIM [N330M WMNM C KoppeskuMeRn 023 yEEnMYeHHA Ha
noBepxHocTd  obpasya Wik oGpasucs, NPUISTORMNEHHBEIX B COOTBETCTEMW ¢ pasgencm 8, QomsHo
MEMCYTCTECBATE He Bonee JecATH YacTHl.

Tabnwuya 1 - duarmyecsde caolcTaa

CaoRcTaD EquHie TpeboaHue TpeboeaHua TpabosaHwe MeTan
MAMEpEHAA Tun 1 Tun 2 Tun 3 WMCMNETAHKA NG
NOGpE3 neriEan
MNoTHOCTE krim” oT 8927 0o 944 (o1 927 oo 944 (or 927 oo 944 7.2
| 300na, MakcumMym Mrikr 150 160 200 1'_11
Mpegen TekydacTH NpK MMa 21 18 14 T4
DACTAMSHIAN, O, MAHAMyR]
Paipywaioues mMMa 35 27 27 7.5

HanpAMeHUE N
LECTAEEHMW, O, MAHEMY M

YONMHEHWE NpW PAIPLIBE, %o 300 300 250 76
B, MHAHAR YA _ _ _
Y¥napHaa MNpodYHoCTE NO s 180 (126} " a0 (73) 30 (25) 7.7

Wapn«®, “cN, saHHmym
MpumedaHPe - MIHIMENEHEIS 3HE49EHNR, MPUBBOSHHEIS B 3TOR THONWUE, NPSCTIEENAOT CREOHHE PE3yNETEThI
poneITyaMelx oipaauce. MHOMBMOYENEHES De3yNETETE ONA OTOENsHEE o0paagos MoryT BeiTh HUoKE STOra
FAHBLERYIE.

MoryT OeiTe NPOEEAEHE KCNEITAHWA YOAPHOR nposHocTy no Wapnm wnw no M2o0y, yoCTaroeneHHeE B
naparpate 7.7. B cnyqEe cOMHEHRA AMH CRAOPHOND pE3ynsTaTa B Ka4ECTEE 3TAMDHHOM MaTona ByneT
MONCNEIDBATRCR METOS HEALITARMS, YVCTAHDBMEHHEW B CTanpapTe MCO 11542-2 (meton Wapne).
| AnaHeHuA B CRODKE X ONpEaEnEHs B COOTERTCTEMN & ASTM FGAE2007 (no Maogy).

T MeToabl MCNEITAHWA

MPEOY¥NPEX OEHWE - Mopowok CBMN3, nonyobpadoTadusid W roTOBsIA NPOLYET ANA
OAHHOTD NPUMEHEHHA HE COOEPHAT COeTOCTADMNWIATOPOR W NoaToMY TPEEVeT I3LMTEl OT BOIOSMACTEMA
YLTPAGMONETOROM HAMYHEHUA

7.1 YocnoBnAa HCNeITaHWA

Echn HE yEaaaqo WHOE, MCNEITAMKMA, YCTAHORNEMHEIE B paafenax 7.2 1 7.4-7.7, gomedsl nposcguTsca
Mg CTAHOADTHEX YCMOBWAX NPK TeMnepatType (23 £

“C Nocne Torg, KaK MConeTyemelit obpasey GyoeT Haxo4WTeCA & 3TUX YCNOoBMAR He meHee 16 4,

7.2 NMNOTHOCTEL

MMAOTHOCTE OOMMHE HIMEDATECA MPM NOMOLWKE MeToga A [METOD NOrDYHeHWA), YoTaHoBNEHHOrS B MCO
1183-1, ¢ MoNoNwaoBaHkeM He wMeHees Tpex obpasuce. CpegHese JHAYeHWE PelyNLTaToR ACMLITaHKA TRex
OSPAAUCE HE ODMHHD MPEBLILLATE IHAYEHKE, YEAIAHHOS B TaGnHue 1.

7.3 3ona

Copepwanyie 30N JONMHD WIMERSTECA B COOTBETCTEMM © METogoM A cTawfapta MCO 3451 -1, ¢
MECRefeHWEr OBYEDATHOMD AHANKIA KAMO0M0 W3 OBYX MCMbITYeMBE 00Rasuce Npd Temnepatype (700 £ 500
C. CpegHes aHadeHns pesyNeTAToR WCNbITAHWA Jeyx 000a3u0s He DONHHO NPEBLIWaTE IHAYEHWE,
yviazanuoe B Tabmaue 1.

2
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74 Mpegen TEKY4ECTH NPW DACTANMEHHA

Mpanen TekydecTd NEW PACTAMEHWA, O, O0MEeH ONpagenaTecs © WCNOoNbLIOBAHWMEM WCNBTaHHMA HA
PRCTAMEHWE, YOTAHOBNEHHOMD B cTaMgapTe MCOD 527-1, ¢ MCnNonNsaosaHien IKCTEHIOMETDA ANA WAMEDEe KA
YOWNKA W OO CRODOCTRE HoMemadda {100 + 107 mamsiud. Jonmsio OeiTe HCNLITAHS HEe MaHes NATH obpalyon
ToMuUrHod (1.5 + 05) wu. Cpeodes aHadYedWe pesyneTATOR WCNBETAHAA MATH 0SQaiUcs Me JOMMKHO
NPeREWATE IHAYEHKE, YEIIaHHOe B Tabnuue 1.

7.5 Paipylalules HAaNPpAKEHWE NPW PACTAMEHHW

Paipywamolies HANQAMEHWE Npd  DACTAMEHWH, O, OO0MKHD WIMEPATECA B X002 WCNLITAHKA,
onucauHore @ paigene 7.4, Cpegqee IHAYeHMEe pe3yNLTATOR WCNBITAMWA NMATA 0BpaiucE He OOMMHo
NPEERILATE IHAYEHKE, YEAZAHHOS B Tabnuue 1.

7.6 YanrHeHHe Npy paipeisa

YONUMHEHHE NPW PAIPLIBE, £, AOMHHC WAMEPATLCH B X008 WCNBTAHWA, ONWMCAHHOTS B paagene 7.4,
CpeaHes 3HAYSHAE DEIYNLTATOR WCNEHTAHUA NATY oBpaIuoe He O0MMHD NPEBLILLATE IHAYSHNE, YHAIAHHOS
B Tabnuue 1.

7.7 YpoapHaa npoyHocTe

¥OapHaa npodHocTs 0Bpasua, pasMelaesors Ma OBy onopax, a.M, nonsda onpegenAtees
WMCNBITAHKMEM HA YOAPHYID NMPOYHOCTE, ONWCaHHBIM B cTadgapTe WCO 11542 - 2, npunosenns B (MeTog
Wapna) mnw 8 ASTM FE48: 2007,

B Mapkupoeka

Kaxnas ynakoBka NWTEAHOND MaTeépuana qonsHa BeiTe Y48TEO NPOMAPEMPORAHE B COOTBETCTEMM C
MOpPASKOM, COMNacoBaHNEM MEXOY IAKAIYAKOM W NOCTABWMKOM.
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Npunoxenwne OA
(CnpapoJYHoe)

CeBeQeHWA © COOTBETCTBUM CChINOYHbIX MEXAYHapoAHbIX CTAHAAPTOB
HauwoHanbHLIM cTangaprtam Poccunckon @enepaumu

TaGnuualad

OEoaHauaHMe CransHe |F_:''I-Mj'_'-FH.EI'-IE'i-H-"E W HEHMMEHDEDHME COOTEETCTEYHLWErD
CCRINOYHDID CEOTHETETBHA HEUHOHAMEBHOM CTaHOAapTa
MEEOYHIDOOHOM
CTasdapTd
WCO 527-1.1863 = %
WCO 1183-1.2004 — *
WCO 3451-1: 2008 — "
WMCO 5834-1.2005 — *
WMCO 5834-1.2005 — -

[WCO 11542-2.1998 — "

T:UI:I_-EE"IC"E}'PJLLII-'F:I HHLII-'-'JHHJ'IhHhII-" CTaHaapTt OTCYTOTEYET. ,ﬁl'_'l (= g o] ¥TERRHOEHNA PEEDMEHOYETCA
WCNoeL20BaTE NMepeBod Ha FI':.’!'.'\'.'HH'.-’I ALK OaHHOND  MEEIYHapOgQHOrs CTaHOapTd. nEDEBE'_'I JAAHHDM
MEHOYHAPDORDTD CTaHId0Ta HEXOJUTCH B 'I'EEIEFHFEHI'.'IF.-' I-".H¢Il:||'.: MALHAOHHDM l'.[."l'_'ll-'.ﬂ,t'l TEXHWHBCHHAX DETNaMEHTDE
W CTaHSapTaE,
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Bubnuorpadua

[1] HMCO 11542 2:1998 MNnacTMacce. MOMWITHNEH 0 CREDXBECOKDIA
MONEsyNAPHCHA Maccol 4nA opMoBaHMA M KCTpyIMK. HacTe 1. Cuctema
OO0IHAYEHHA M OCHORS ANA COCTABMSEHWA TEXHWYECEHK YCNoBMA (150
11542-2:1998 Plastics — Ultra-high-molecular-weight polyethylensa (PE-
UHMW) moulding and extrusion materials — Part 2: Preparation of test
specimens and determination of properties)

[2] ASTM FE48: 2007 CradgapTHLIe XapakTepHCTHEN ONA NopoWwKo0DD&aaH s
NONMATHAEHA CO CEEDXBEICONSHA MONeKyNAPHOR Maccol 1 roToasx Hopm
AR WArOTOBNEHHA XHDYDIHYECKHX MnnanTaros [(ASTM
FE48:2007Standard Specification for Ultra-High-Maolecular-Weight
Folyethylena Powdar and Fabricated Form for Surgical Implants)

[3] HMCO 5271 MnacTMacck. ONpegengé iie MexaHn-eckiy CBORCTE NpM
pacTaseHnn. HacTe 1. OGwme nprHudne (150 527-1:1993 Plastics;
determination of tenzile properties; part 1. general principles)

[4] MO 1183-1.—" Mnactmaccs. MeToOs onpeaenesss MNoTHOCTIA
HEMNODUCTRIX NnacTMace. YacTe 1. MeToa norpyme A, MeToL 3MOrOCTHOM
NHEHORMETEE 1 METOO TUTpoBauKa (150 1183-1-Plastice — Methods for
determining the density of non-cellular plastics — Part 1: Immearsion
methed, liquid  pyknometer method and titration method)

[5] HMCO 34511 2008 MnacTmacce. Onpagenadie 3ons. YacTe 1 O6Wwwe
MeTonbl (150 3451-1:2008: Plastics — Determination of ash — Part 1:
General methods)

[B] WMCO 5834-1:2005 Munnautatel ANA 2Hpyprdi. NonyvatTined cogpEasicokon
MONEEYTIAPHOR Macck. HacTe 1. MNopowkoobpazHeid (150 5834-1:2005:
Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1:
Powder form}

[ MWCO 583412007 Mmnnautate ana supyprii. MNonuatuned ceepsan cokoi
MONEEYNAPHOH Macck. HacTe 1. MopowkoobpazHe (150 5834-1.2007:
Implants for surgery — Ultra-high-molecular-weight polyethylena — Part 1:
Fowder form}
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¥OK 616-089.844:008.354 OHC 11.040.40

Knodepbe cnosa AMNNaqTaTe, apasTepHcThEl ONA NopoWwkooSpasHore NonuaTinesa oo CBERXBRICOKOH
MONSKYNAPHON MAcCol W roToesX Oops ONA WAroTORNEMHA XHDYPIHYSCKMY MMNNaHTATOR, MCNETaMHA GNA
nUTEAHBLIX DOPM, NACTEl M CTELMHM, COBMNAHHEE W3 NONHITHNEHA CREDXBRICOKON MONSKyNAPHON MacChl,
NEOHIBOOCTED XMOYRTMYECKKE MMNNaHTaToR

Mognueass B neuate 02.02 2015, dopmar G0xB4 .
Yon, ned. n. 0,93, Tupas 32 awa. 3ax, 837,

[MoaroToenaso HE OCHOBE EJ'IE"ETPDHHUI.T'I BEpCHH, I'IFIH,'_'IDETEIE.I'IE‘HHI:II.T'I |J33-|'_'IEEDT'-II1HJ'_'IM CTaHaapTd

DY «CTAHOARTAHDOP A »

123985 Mockea, MpaHaTH=R nep.. 4.
warew.gostiniouru infai@aostinfo.ry
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