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rocT P MCO 5834-2—2014
Mpeancnoeue

1 NOAroTOBNEH Ofwecteom © ofpaHWHeHHOR oTBEeTCTEEHHOCTEN alUMTOnpoekTs {alele
cUMTORpoekTo) Ha ocHoBe CODCTREHROM AYTEHTHYHOMO NEQEBoEa Ha DYCCEME A3BK MENIYHApoOHOND
CTAHOAPTA, YEAIaHHorD B MyHkTe 4

2 BHECEH TexHM4ecKkrM KEOMUTETOM No CTAHaapTHaaumMi THAS3 aldmnnanTtaTe: 8 xupypriads

3 YTBEPHIEH W BEBEAEH B AEWMCTBME NMpukazom SegepansHoro areHTCTBa No TEXHHYECKOMY
peErynHpoaaH[io M MeTponordd oT 12 gexatpa 2014 r. Ne 2073-cT1

4 HacToSWMH CTalgapT WOeHTHYSH MexOyHaponnony cTadpapry WCO 5834222011 «MmnnawTaTe:
OnA ZApYRrdA. MonHaTenes CEEpXBRICOKDA MONekyNADHOA Macck. Y a ¢ T b 2. JlMTedHeie dopueis (150
2834-2:2011 «Implants for surgery — Ultra-high- molecular-weight polvethylene — Part 2: Moulded formss)

MpM nNpUMeHEHMY HACTOALWErD CTadgapTa pPekoMeHoyeTcA  MCHoNLIoBaTk BMECTO  CChINOYHEIX
MEKGYHAPOOHEE CTAHAAPTOR COOTBETCTEYROWME WM HAUWoHANLHLIE CTaHZapTel Poccickon Pelepauiu,
CEEOSHMA O KOTOPEX NDUESOEHEl B JONANHUTENBHOM NpMIoseHd OA

3 BEENEH BETIEFBLIE

Mpasuna nouMelasLs HacmoAless cmandapmsa yomanoanedkl ¢ FTOCT P 1.0—2012 [pazden 8.
Hibopmayua 0f USMEReRUAK & HACmaoAweMy cmakdapmy nySnukyemcs @ exesodHoM (Mo COCMOANLIID Ha
1 swaaps mexylleso 2oda) uMhopMAaLUoRHOM  Wkasamene  sHauvosanekele cmasdapmels. &
CHULLANEHED MEKCcT UIMEHENLD U ToTNPSEcK - @ GWEeMECAYMONM  UHDODMaUUOHHOM yiaizamenne
e HauuoHanedye cmaddapmeis. B cAyyae nepecMompa (2aMensl] U omsdatbl Hacmosileso cmandapma
comheemomayioles peedovnenue Oydem onvinukoeads @ BOusalweM aeiMycke uHoDMaLLoRHO2D
yiazamens «Hayboransdse cmakdapmeis. COMEBamomayiiiuan uHdopManis, Yeedomnasue o NTekcimsi
PAIMELWAIOMICA Makse & UNGoDMaUUcHHOO cucmems ofllgsn NaMbIoESHUA — Ha obLuuansHoM calma
TadepansHoan aZeHMCMEs M0 MOXHUYECKOMY DESWIULOEaHUIn U Mempaiosuy & cemy HMumepuem
{gost.ru)

& CtangapTiHgopm 2015

HacToALMA CTEHOART HE MOMET GbiTh NONHOCTLA MMM YACTHYHO BOCMPOMIBEOEH, THPaKKPpOBaH W
pACNPOCTRAHEH B Ka4ecTEE OMWUMANEHOTe Magadus Bea paspeweHds CeaepanesHore areHTCTEa No
TEXHWYBCKOMY PEryMMPOBAHWIC W METDONOIAN
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roCT P UCO 5834-2—2014

HAUWOHANBbLHBIA CTAHOAPT POCCMHUCKOW ®EOEPALMM

MMNNAHTATEI ONA XMPYPTHK
NONWASTANEH CBEPXBLICOKOW MONEKYNAPHOW MACCHI
Yacrte 2
NurerHeie ropMii

Implants for surgery. Ultra-high- malecular-weight palyathylene. Parl 2: Maulded forms

fl,ata BBEOEHHA — 2016—01—01
1 06nacTe NpUMMeHEHUA

HactoAawan YacTe cTardagapta MCO 5834-2 yecradaenueaet TpefoBalka KW COOTEETCTEYIOWME METOSES
MCTIBITAHKA ANA NATERME ©0PM, TO BCTE NHCTOE W CTEPHMHER, CRENaHHEX W3 NONM3ITUNEHE CREDXBEICOKOR
MOMEKYNAPHOH Macok (CEBMIMT3) ons npovaesacTea XMpYRriYeciMx MMNNanTarce.

HacToawan 4acTe cradgapra MCO 5834-2 He npuMeddma K QopMoBaHHEM NPOOYETaM {C npoduines,
BNU3KKMM K 320aHH0OMY), NPOQYETaM, NOABEDTHY Tk 0ENYYSHMID, ¥ TOTOBEIM NPOLYKTAM, 8 TAKEE NPpoOyKTam,
NPOWIBESEHHBLIM W3 NONMATHNEHA MyTEM CMEWWBAHKA C JoDaBkamMiK WM NYTEM CMEWNBAHWA DazndqHbix
BHOCE NOMW3ITHMEHA,

2 HopMmaTHBHLIE CChINKW

B wacToRWwen cTaHaapTe MCNoNLACBaAHE HOPMATHREHLIE CCBINEN Ha CReOy0uWe cTAHOapTh:

OO 527-1:1993, MnacTMacie. CnpeenedHs MEXaHWYeckdy CBOHRCTE nNpW pacTameddw. YacTe 1.
OBuwme NnpuHuune (150 527-1:1993 Plastics-Determination of tensile properties-Part 1. General principles)

MCO 1183-1:—", Mnactmaccs. MeTogsr ONpEAENeHHs NNOTHOCTA HENGPWCTRIX NNacTMace. YacTes 1.
MeTon NOrpyseHna, MeTol MUOEOCTHONS MUEHOMeTPpa W MeTod TuTposawds (130 1183-1-Plastics —
Methoeds for determining the density of non-cellular plastics — Part 1 Immersion methad, liguid pyknometer
method and titration method)

WMCO 3451-12008, Nnactmacce. Onpageneske aonel. Hacte 1. OSwre metodu (150 3451-1:2008:
Plastics — Determination of ash — Part 1: General methads)

WMCO 5834-1:20058, MMnnadTaTe Gna xUpyprvd. TNonuatines cEepEBLICOK0R MONeKyNAPHoN Macok.
Yacte 1. MopowsoobBpaiadbid (150 5834-1:2005. Implants for surgery — Ultra-high-molecular-weight
polyethylene — Part 1: Powder form)

SO 11542-2:1998, Mnactmacos. [MNondatuned ©0 CBEpXBRICOKSH MONesyNApHOR Maccol ans
popRMOBAHKA M IKCTPYIMK, YacTe 2. MNoaroToska WonkTaTankibx 0DpaIUoe W ongegensHde ceorcTe (IS0
11542-2:1998 Plastics — Ulira-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials — Part 2; Preparation of test specimens and determination of properties)

3 Knaccuipukaums

MaTepran, oTNMTEIA W3 NODOWKa 1-rg, 2-ro WM 3-ro TMNa, cornacHo ctadgapty MCO 5834-1:2005,
BygeT knaccipHUHMPOBATECA K3K THN 1. TN 2 4 TWN 3 COOTRETCTEEHHD.

4 Marepuwan

NuTeRHEA MaTepkan ByaoeT NpoMIBodWTECA W3 Nogowka CEMIMS B COOTRETCTEMH © TPEGOBAHWMAMEK
cTaugapTa MCO 5834-1:2005.

5 MpownzeogcTeeHHbIe TpeboBaHuA

NMTeiksIA MaTERHAN, NOCTABMASMER C KEEORM 33KI30M, J0MHEH HOSHTHEMLKDOBATLCA MO HOMELAM NapTH.

1) Byget onybmiroean (nepecyotp WCO 1183-1-2004 ).
B =oge npougcca HopMOBSHMA HAOKWE MW NoOPoWKSoBpAIHEE PEISENFHWLWAE ArEHTRl (HENPHME], CHNHEOH WK
TAMLK) MCNOnNe20BATLCA HE ByoyT, ans Tor sTobe MzBasate JaMPAIHEHNS, MWMPEUMH 1 0aekTos OTNWBKN.

Haganwe odrrumansroe
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MoCT P UCO 5834-2—2014

Mpumedanya- TEpMHH 4NEBPTHAR OTHOCATOR B METEDKANY. KOTORER 0oreeH Geme NOOBEpHYT MCmsTEHID

W AR KOTOPOrS AMETEA OTSENEHEIR YHETHEIE QOEYMEHTE.
Matepwan [omkeH NOOBSpTETECGH NPOUECCY OTHEWIE  4NA  CNPegENSHAR  OCTATONHOM  HANDAMEHWA nNo
COIMACOEAHKED MEOyY 3aXa3UAR0M W NOCTABLMEDM,

& TpeboBaHua

6.1 PHIM4YeckMe CROWCTRA

MK HIMEPEHWH © WCNONLIDEIAHMES HAOMSWAWETD METOOa WCTLITAHWA, COMacHs SNpegensHdio B
Tabnuue 1, drandeckhne  CROACTEA NATERAHONS MaTEpWana OONMHE COOTEBETCTEOBAaTE  AHAMEHHSM,
noWeggeH LM B TaGnuue 1 QNA KaXacro Wa THNOB MaTepWana.

DAIAHECKWE CBOACTES 0Ll MIMBDATECA HA MaTepWane o TESDOOM W OTORMEHHOM COCTOAHWH,
npexne Yem od BYIeT nogeeprHyT dansHedwer obpatote. MNocnegyiowke NDoHIB0ACTEEHHBIE NPOYECCh
BADMYT BAWATE Ha COABHWMOCTE PEIYNETATOR WCNETAHWA.

6.2 Teepabie YacTHULI

MpH BHIYANEHOW OUBHKE HEBODDYHEHHBIM N30 WM © KOppesUdeR ©e3  yEenWYeHHA Ha
nosepxHocTyd obpaszya wWny ofpasucs, NPUIOTOBMNEMHLIX B COOTREETCTEMWM C pasfjencoM B, gomseHo
NEWCYTCTRORATE He Bonee OBCATH SacTrL.

TabGnuya 1- PuUavyecsde caOACTEA

CeoAcTan EauHme Tpebopaque Tpeboeasua Tpatosanwme MeTtan
MAMEpEHNH Tin 1 Tun 2 Tun 3 WMCNETAHKWA No
MO pra3 ern=am
MnoTHECTE ki’ o7 927 no O44 ot 927 a0 944 ot 927 oo 924 1.2
| 3ona, M EECHBMYM MIkr 150 150 300 2.3
Mpegen TeKyYacTHd NpK MMa 21 18 19 T4
[DACTAMEHWM, O, MHHEAMYM]|
Fazpywanowes MMa 33 27 27 1.5

HANPAKEHAE NDH
PACTAHEHWA, 0, MAHAMYM

YOMWHEHWE NDW Pa3pbiBe, Y 300 300 250 76
S, MHMBAYIA _ _ _ _
YOoapHaa NpoHHOCTE Mo KT e 180 {126) 90 (73) 30 [25) T7

Wapnu®, “cM, MaHHMYM
MpMeYaHne - MaHIManeHels 3H349E8HWR, MOUESNAHHEIS B 3TOR T0NUWUS, NPpEOCTaRNANT CREOHWE DE3yNETATEI
poneiTyamelx cbpaiyoe. MHOMEMOYENEHEE PE3yNETATE ONA OTOENEHEY 0BpaIygoe MoryT GhiTh HEHE 3T0r
FAMHAM YIS,

hMoryT BeITe NpOSEgEHE MCNEITAHKA YOAPHOR nposHocTa no Wapnw mnw no FMaony, yCTaHoBNEHHBIE B
naparpathe 7.7. B cny4as CcOMHEHAA MOW CNOPHOMD DE3yNETAT B KE4BCTEE STANOHHOM Marogd DygeT
JCNONEI0EATECH METOS HENLITAHNE, YETEHOEREHHEN B cTtadpapte WCOD 11542-2 (metog Wapnu).

[ 3vaqeHeA B ckoBLEX DNPBASNEHL B COOTEETOTEMK § ASTM FE4E:2007 (no Maoay).

7 MeToabl MCNBITAHWA

NPEOYNPEX OEHMKWE - Mopowok CEBMMN2, nonyobpatoTanHsid W roToBeIM NpOOysT 4nd
O2HHOTS NPUMEHEHHA HE COOEpMAT CEeTOCTaDMNMIATOPOR W NoaToMy TPeDyoT 3aLMTel OT BO3OESACTEMA
YNETRAGKONETOROMD MIMYYEHHMA

7.1 ¥YocnoBWA HCNkITaHWA

Ecnn He yEaiaxo WHOE, MCNBITAHWA, YCTAHOBNEHHEE B paangenax 7.2 \u 7.4-7.7, OomsHbl NpoacaMTeCs
N CTAHQADTHEL YCNOBUAX NPK Temnapatype (23 +

"3 nacne Toro, KaK HenNeTyeMeld obpaszed Gy0eT HAXOOWTECA B 3THX YENOBKWAR HE MEHee 16 4.

7.2 MnoTHoCTE

MAoOTHOCTE O0N¥MHE HIMEDATECA NPH NOMOLWK MEeToga A (METOD NOMPYReHka), yocTadoenedHoro B MCO
11831, ¢ McnonwaoBadMem He smedee Tpex ofpasuoe. CpegHes JHAYEHWE PEIYNLTATOR WCNLITAHWA TREX
OSPAIUCE HE OONHHD NPERLILATE AIHAYSHWME, YEAIAHHOE B Tadnude 1.

7.3 3ona

CogepsaHne a0Nel QOMKHO H3MEPRTECA B COOTEBETCTEKMKM © MeTogom A cTaddapta WCO 3451 -1, ©
NEoBEOeHHer NBYKDATHOMD AHANKIA KEI0r0 M3 OBYX HCNbITYeMEX 00pasuos np| Tesnepatype (700 £ 50)
"C. CpeqHee aqadYeHus peayneTaTol WCNBITAHWA O8yvy oBpasyol He DONMHO MPeBLILLaTE IHAYSHWE,
yviEazaHHoe B Tabnuue 1.

2
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FoCT P MCO 5834-2—2014

7.4 Mpegen TeKy4EcTA NPY PACTAMEHWUA

Mpegen TeKYYEcTH NpWM PACTAMEHWW, O, OOMEEH ONPEegenATECA © WCNONbIOEAHWEM WCNHTAHMA Ha
pACTRREHKE, YOTAHOBRNEHHCro B cTadgapte MCO 527-1, ¢ MCnoNb30BaHKEN AHCTEHIOMETRA NS HaMeDeHna
YCWMMMA M O CEODOCTER ACNeTaHEA (100 £ 10) Mm/miad. Jomsso OeiTe MCNBITAHD HE MeHee NATH obpaayon
TonwrHor (1.5 + 0.5) sam. Cpeoses aHadesHe DeayneTATOB WCNHTAHAA MATH 0Gpa3UoB HEe OOnNKHO
NPeBEWATE IHAYEHKE, YEalanHoe B Tabnuue 1.

7.5 Pazpyllaioules HANPDAKEHHE NPA PACTAMEHKK

Paapywamwiies HANDAMEHAE nNpW DACTAMEHWMH, O, JO0M¥HD MWIMEDATECA B X008  WCNLITAHWA,
oNUCaHHOre B pajgene 7.4 Cpedwes IHAYEHHME DE3YNLTATOR WCNLITAHWMA NATU 0Bpa3uoR HE OONWHO
NpeBEIWLAaTE AHaYeHme, yrasanHoe B Tabnuue 1.

7.6 YanuHeHwe npW paszpLige

YANWHEHHE NPY PAIPLIDE, £, ACMAHHS WIMEPATLCR B X008 WCNBITAHMA, ONWCAHHONS B paanene 7.4.
CpaoHee iHadeqHue peaynsTaToR WMCNETaHMA NATH oDpaiyos HE OJOMMHO NPEBRILATE IHAYEHWE, YEAIIHHOE
B Tabnwue 1.

7.7 YpapHan npouyHocTh

YnapHan npodMocTs o0D0pasua, pasMelassord Ha Oeys onopax, a.M, Jonsusa onpegenATecd

MCNBITAHKEM HA YAAPHYID NPOYHOCTE, ONWCaHHeIM B cTadgapTe MCO 11542 - 2, npunosenwe B [(meton
Wapnd) wnv s ASTM FE48:2007.

8 MaprvpoBKa

Hamnas yNnakoBka NATEAHOM MaTeprana gon#Ha OeiTe YeTHO NPOMapEUMpOB3Ha B COOTBETCTEMM C©
MOpASKOM, COrMacDBaRHBIM MEXMOY JAKAIHHKOM M NOCTABLLLHEOR.
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Mpunoxense OA
(cnpaBodvHO)

CeefeHWA © COOTEETCTEBMM CChINOYHLIX MeXOyHapoAHLIX CTAHOAPTOR
HauWwoHanbHbLIM cTadpaptam Poccurckon @Denepauuu

Tabnuuyafai

D’EUHEHHHHH ‘E-TI':'IHE'Hb ll.:-'TE'EIE-HE'-IIE‘HI-".E W HEHMMEHDED HWE COOTERTOTEYHLWErD
COIM-HDND CCOTEETCTBIER HAEAUAOHAMBHOM CTEI—ZJ:I,HPTE
MEROVHEPOIHOM
ETHHJ:I,.':'I[.."TEI
WCO 527-1.1503 _ *
TGO 1183-1.2004 o *
WCO 3451-1; 2008 s >
WCD 5834-1.2005 = *
MCL Sa34-1.2005 = .
TGO 11542-2.1005 5 x
T:IL'IDTEEITC"E'_I.'ICILLIHH HELIP!'{JH':'InhHhIl-'! CTAHOAPT CTCYTOTEYET. fll'_'l [=agu] FTEEEHOSHAR PEXDMaHOYSTCA
MCNOMs30BETE I'IE[.IEEDJ:L HH FI'_n.'l'_'A'_'HI-'I':-'I FielE OaHHOMo r.n'IE}H,.'_';:"H.':‘I[_'l'_'I,'_".I-ZIIIFE I:T.':'IHEI.':'IF:TEI. Me pEeeln OaHHCRD
h'IE'HiII].'H-':'IpEEIHEFD C-TEIHEE.FITH HEXQOQUTCH 8 ¢'H,'.'IE F:.':'IF! EHOR I-".H¢ID|'.: MIAULHOHHDM IIF."UH;J.H TERHH-IBCHAX pernauaH TOE
W oTaHaapTaR.
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EwGnuorpaduna

HMCO 11542 2:1998 MnacTmacce. MonKaTHNed co CEepiBRCOKOR
MONERYNADHOR Maccoil 0nA GopMOBAHKA W AKCTPYIMK. HacTs 1. CucTema
OB0aAHAYEHWA M OCHORA ANS COCTABMNEHHA TEXHHYECEHY yonoeui (IS0
11542-2:1998 Plastics — Ultra-high-molecular-weight polyethylene (PE-
UHKW) moulding and extrusion materials — Part 2: Preparation of test
specimens and determination of progerties)

ASTM FE48: 2007 CTadgapTHLIE XapakTepHcThEY ONA NopowkooGpasHang
MNONHITHNEHA CF CEEDXBRICOKNDA MONEXYNADHOR MACCol ¥ roToBbix Hopm
ANA HATOTOBRMNEHHA XHDYDTHYECEMY MMNNanTaTos (ASTM
Fe48: 2007 Standard Specification for Ultra-High-Malecular-Weight
Polyethvlena Powder and Fabricated Form for Surgeical Implants)

HMCO 527-1 MnacTMacee. OnNpegengine MexadiHeckiy CBOACTE Mp«
pacTaserd. HacTe 1: OGwme npuHusnel (150 527-1:1993 Plastics,;
determinaton of tengile properties; part 1. general principles)

MCO 1183-1:—" NMnactmaccs. MeToas cnpeaeneHs NNoTHOCTH
HEMOPHCTRIX NNacTMace. YacTe 1. MeTog norpy e A, MeTon SMOKoCTHOM
NHMEHOMETDA W MeToa THTpoaasua (130 1183-1-Plastice — Methods for
determining the density of non-cellular plastics — Part 1: Immersion
method, liquid  pyknometer method and titration method)

MCO 3451-1: 2008 MnactMacce, Onpgegenedne 3ok, YacTe 1. OGuwKe
MeToasl (150 3451-1:2008: Plastics — Determination of ash — Part 1:
General mathods)

HCO 5834-122005 MmnnadTatel Ans sdpyprid. MNonuaTUned ceepraslicokor
MENEEYNAPHOR Macck. HacTe 1. MNopowkoobpasHe (150 5834-1.2005:
Implants for surgery — Ultra-high-maolecular-weight pofvethylene — Part 1:
Powder form)

MCO 5834-1:2007 MMnnanTaTe: NS =Mpyprin. MNonnaTunes cBepxanIcokoiA
MOMEKYNAPHOH Macck. HacTs 1. MopowkoobpasHe (150 583412007
Implants for surgery — Ultra-high-malecular-weight polyethylene — Part 1:
Powder form)
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¥OK 816-089.844:008.354 OKC 11.040.40

KrodeBple CROBS. MMNMEHTATE, XapakTepUcTHEE AN NopOWKOOSpasHGTe NONKMATHNEHA CO CBEDXBRICOKOH
MOMEKYNADHON MAaCco3id KW roToBeix OpM ONA WINSTOENEHKRA XADYDIHYECKWY MMNNaMTaToR, MCNWTaHMA Gna
NUTERHBIX DORM, MECTE W CTERHHHE, COENAHHLE W3 MONHITHNEHA CEEDXBRICOKON MONESKYNADHONA Macchi,
NOOUIE0ICTED XMPDYPIMYeCKHx HMNna-HTaToR

Mognucano B nedars 02.02.2015.  dopmar G0xB4 "%,
Yon. ned. n. 00893, Tupax 32 awa. 3ak. 837,

MoaroToensro Ha CCHOBE ANBKTPOHHOR BEPCHH, NPEOOCTABNEHHOA PapaboTHEnMm CTaHIapTa

DOV wCTAHDAPTUHDR O »

123955 Mockea, TpasaTH=@d nep., 4.
wraew. gostinio.ru infai@gostinfo.ru
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