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rMcT P ACO 5834-1—2015
lMpeaucnoeune

1 MOOTrCOTOBNEH ABTOHOMHOH HEKOMMEDHECKOR Oprawkaauren «MHCTUTYT MeguED-BHonoriHeckny
WocneqoeaHuia @ TexHonomids (AHOD «MMBWIAT 2 Ha ocHoBE COBCTREHHOMD ayTEHTHHHOTO NEpER0NE HA DYC-
CHEMA AJLIK MEXDYHARPOOHOMD CTAROAPTA, YEAIZHHOM B NyHETE 4

2 BHECEH TexHHM4YecKnM KOMATETOM No CTaHapTHIaUAM T 422 cDyeHka BHonorddeckoro QEACTEMA
MEOHLMHCEMY W0 AR »

3 YTBEPHWOEHWEBBEQEH B JEMCTBMWE Mpukalom PenepankHoro areHT CTEa N0 TEXHWYECHOMY PEry-
NUPOBAHKKD ¥ METponordik oT 20 mapTta 2015 1. Ne 146-cT

4 HactoAawri cTadZapT WOeHTHYEH MexdyHapogHomy cTadnapty MCOD 5834-1: 2005 «Mannautartel
AnA  XApyprdn. [NonudaTaned CEGDMBRICOKOH MOMeKYNApPHOR Maccel. YacTe 1. [Mopowkoobpaskibiis
(150 5834-1:2005 zlmplants for surgery — Ultra-high-molecular-weight polyethylene — Part 1: Powder
fiarmms ), BEMOHEA TEXHWHECKY 0 KOpRekTHpoByy IS0 5834-1:2005/Cor. 12007,

MpH NpHsEHEHHA HACTOALWEND CTAHAAPTA PEKOMEHOYETCR HCNONLINESTE BMECTS CObINOHHLIX MERTYHE-
POOHLIX CTAHOAPTOE COOTEETCTEYIOWME MM HALUWMOHANBHLE CTAHGapTel PoccHilckol Pedepagyd, CEeOeHns a
KOTOPBX NPHEELEHE B GONCAHNTENEHOM NPMNoEern 04

& BBEOEH BMEPBLIE

Mpasuna NoUuMeHEHUA HacMoswWeso cmakdapma Yomascaness: & FOCT P 1.0=20712 (pazden 8.
Mudhopmagud off USMEHERUAY K HECMOAWLIEeMY cimandapmy Nybnuskyemes & exesodHom (Mo COCMOANLID Ha
T AhigapR manyiyeso 2003) uRihapMaluoHHOM yRasamens «HaLLoHANEHEE cCMaHdapmers. 3 0 UUUaTEHLIL
MEKCM UaMeMaHull U NOIpagoK — & SXSMOCAYHIN Yiazamens «Hauuokanstee cmandapmes. B cnyuae
2pecHMoMOa (3aMansl] WY OMiess! RAcMOALWe2D cmardapma coomeamomayoinee yeedosunerue Sydam
aybnukoaano & Bouwalen auiNnyche ENEMeCcAYNt2d UHDoDMAUUSHHOZD VrAZamens sHaluananshbie
cmaxdapmety, CoomMeamMemayiowusn udoomayus, yaedoMaasue U MEKCME DIIMELSIIMCE MAkEe 8
urboppaluonkod cucmeande o0LWe S0 MoNe30Eanus — Ha agduulansnon catime CedepansHozo a2eMmomesa
10 MEXHUHECKOMY DE2YNUD0aaHuD U MEMPONoSUY @ camu Mumepnem (www.gost. ru)

B CramgapteHdopm, 2015

HacTosWwriA CTaHOapT HE MOMET BTk NONHOCTERD MMM YACTHYHO BOCTDOWIBE0SH, TMDAMMDOEEH K pac-
NPoCTRaHEH B KaLECTBS PUUMANEHOTD H3OaHKMA G2a paspelledra Pe0epansHore argHTeTaa N0 TeXHMYECKD-
Ky PEMYIHPOBAHHI0 1 METRONOIN
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CepTHRMKAT HCMNBITAaHKA

Mpuanowedde DA (cnpasoykog) CEegeHu 0 COOTESTCTERN CobIMOYHEY MEXOYHAPOOHBIX CTaHZapTOR

HALKMOHANBHEM CTaHaapTaM PoccHiickol Ceaepaumu
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rMcT P AICO 5834-1—2015
BeegeHwne

WMCO (MexoyrapofHan opraddiauds cTaMdapTHiau9K) ABMASTCA BCeMUpHON dedepauden opraHos
HALWOHANSHEIX CTAHOAADTOR (Opradd3aubi — d4nedos WMCO). Pa&ota no nogroToBEe MesdyHapoaMeLs CTaH-
A3pTol obe4HO NEOBOAWTCA Yeped TexHHYecsre KomuTeTal MICO. Kaxnan opraHvIauna-1neH, 1auHTepaco-
BaHHaR B NpeqMeTs, GNA KOTOPoro co3aaeancs TeXHWHYECKKA KOMHTET, MMEET Npaacs OeiTe NPegCTaBNeHHON B
ITOM KOMWTETE. MemdyHapoiHue OpraHviauny, Kak rocyfapcTeeHHbe, Tak M HEroCyJapCcTREEHHBIE, TaKHE
NpHHAMKDT ydacTie B paboTe no aaauMogerkcTenio ¢ WCO. MCO TecHo coTpyouMyasT ¢ MexgyHapogHoi
INEKTPOTEXHAYECKTH Komuccrer (M3K) no Boen Bonpocas 3NekTPoTEXHHAYECKDN CTaHIARTMAALMM.

MesgyHapogHble CTaHgapTel pA3padaTui8aldTCR & COOTRETCTEMM C NPapMNaMW, NpHESJeHHBIME B
OupexTreax MCO/MIK, vacte 2.

DoHoaHo® 330342l TEXHWYECKHX KOMWTETOR ABENASTCR NOQroToDEa MEmOYHapod X cTangapTos. Npo-
EEThl MENIYHAPOOHEIX CTAHGAPTOR, NPHHATEE TEXHWYETKHMK KOMWUTETaMK, pACTPoOCTRaHARTCA OpraHMIagM-
AM-4MEHaM ANA ronccosadKA. MNMyDNKMEaYHA B KaYecTee MamayHapoaHoro cTasaapTa TpebyeT ogoSpeHnA He
MEeHas 79 % opradd3Iaudin-1neHoe C Npasom ronoca.

Heofxogumo oBpaTiTe BHUMAHWE HA BOIMOMHOCTE TOMD, YTO HEKOTIPLE IMNEMEHTE HACTORAWEND CTaH-
0apTa MOoryT ABNATLCR NpegmeTom natedToctnagadwa. WMCOD He HECET OTEETCTEEHHOCTH 33 BeIABNEHWE
KARHX-MHE0 TAKOBLIX NATEHTHRX Npas.

MCO 5834-1 Bein nogroToangH TexHHYSCKMM EOMATEToM MCOITK 1 50, « XHpyprideckie MMIManTaTkls,
MogeomuTeT SC 1, «MaTepdansis.

HactoRwee TRETLE MA0aHWe OTMEHAST 4 3aMEHART aTopoe nigauue (MCO 5834-1:1998), koTopoe Geino
TEXHAHECENA NEPECMOTREHD.

MCO 5834 CoCTOWT M3 cneyiowws YacTed Nog 0B WHM HAKMMEHOBaHHMEM « XKDYDRrAYSCKHE WMNNMaHTaTol.
MoNKUaTANEH CEERXBRICOKON MONSKYMAZHON MACChIxn .

- Yacte 1. MNopowskoobSpaiHeE;

= Hacte 2. Nureddse Gopme;

- YHacTe 3. MeToOHKEa YCKOPEHHSI D CTAREeHKA,

- Hacte 4. Metog namepeHdna NoKa3aTena okrCNeHHA,

= Yacte 5. Metod oueHKK Mopchonoriin.

I
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rocTP WCO 5834-1—2015

HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

MMNNaHTaTEl ANA XUPYPrdK
NONWITAUNEH CBEPXBLICOKOW MONEKYNAPHOW MACCHI

YaecTe1l

NopowkooSpazHLIA

implants for surgery. Uitra-high-molecular-waight polyethytena. Far 1. Powder form

Hara ppeneHua — 2016—03—01

1 OBnacTb NpUMEHEHWA

HacToAWMA cTaHgapT onpeqenAeT TpeboBaHnA  COOTBETCTEY IOWWE METOLE WCNBETaHAA AN Gophy-
EMblX MAaTEPHANDE K3 NOPOLWKA NOMHWATANEHA CEEPXELICOKIH MONEKyNapHo® Macce {UHMWPE) ona vonons-
IOBAHWA B NPOMIB0ACTEE XMPYDTHLYECKHE MMNNAaHMTAToa.

HacToAWMIA CcTaMOApT He pacnpoCTPAHASTCA HA MOTORLIE MAMENAA.

2 HopmaTHBHLIE CChINKA

B HacToAWeM CTAHOADTE MCNONBAOBAHE! HOPMATUEHLIE CCRMKA HA CNagyIoWWe cTaqgapTe. OnA 0atn-
POBAHHEI X OOEYMEHTOR MCNONBAYIOT TONEKS YEASAHHOS HAOaHKe. [Na HeJaTHRORAHH LR J0KYMEHTOR MCNONb-
YT CAMOR NOCNEAHEs MA0EHKE CChINOYHOTD DOKYMEHTA (C YYETOM BCEK B0 MAMEHEHMA).

MCO 1628-3MnacTaaccal. DNpegeneHHe BAKGCTH NONHMEROR B pasBapneHHOM PacTROPE G NEHMEHE-
HHEM  K3ANANNAPHEX BucRoadMeTpoB. YacTe 3. Monuatinedesl W nonunponEnedes (150 1628-1,
Plastics — Determination of the viscosity of polymers in diluted solution using capillary viscometers — Part 1:
General principles)

MO 3451-1 Mnactmaccs. Onpegensdre  aone. Yacts 1. OBwwe metoge (IS0 35411,
Plastics — Determination of ash — Part 1: General methads)

HMCO 11542-1 MNMnacTMaccsl. MNonyaTines Co CE pEBLICOS0H MONSKYMADHON MaCCoR ONAQOopMoBaHKA K
ICTPYEWA. HacTe 1. CucTema 0D03HaYEHKMA M OCHOBA QN8 COCTABMNEHA TEXHHYBCKHY yonoariA {150 115421,
Plastics. Ultra-high-molecular-weight pelvethylene (PE-UHMW) moulding and extrusion materials. Part 1.
Deszignation system and basis for specifications)

HMCO 11542-2 MnactmMacoel. [ondaTines Co CoEpXBLICOROH MONEkyNADHOA MaCcCol 4NA opMOBEaHWA K
IKCTPY3IWA. YacTe 2. MogroToBka WONbITaTeNbHeEX obpaiyoe W onpedenedHde ceolcTe (150 $1542-2,
Plastics — Ultra-high-molecular-weight palyethylens (PE-UHMW]} moulding and extrusion materials — Part 2:
Preparation of test specimens and determination of properties)

OWH 53474 Voneimakka NiacTMacs, pesvdsl W 3nNacToMepoB. OnpegensHde coJepsaHka xnopa
(Wickbold-Combustion) (DIN 53474, Testing of plastics, rubber and elastomers — Determination of the chlorine
content (Wickbold-Combustion}

3 TepmuHbI M ONpeeneHunA
B HacToAWEM CTAHOADTE NpMMEeHEHE TERMEHE No MCO 115421 WMCO 11542.2,

4 Knaccuduraumna, obosHavyeHHe U Koabl

Matepran knaccHplgupyeTes K3k Tun 1, Tn 2 vni TER 2 COFNacHo CacHCTEAM TERYYECTH, NPHBSTEH-
HEiW B pa3gens B, 1 cOCTARY 3006 Ha COASPHAHWE MUKDOINEMEHTOR, ONKCAHHOMY B 7.1,

MamaHue SPHUHANBHOR
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5 MNpouMzeoACTEEHHLIE TpeboraHuA

Marepuan JoMmeH COCTORTE M3 FOMONONMMEDE, NONYHYEHHOD NONMMEDHIALHENA ATHNEHA.
MopoWKOBLIA MATEDWAN ONA KA%O0ND 38K33a A0MEH Bl Te NOMEYEH HOMEDOM NapTHIA.

MpumMeHdBaHdE— «MNapTha: oboinauwaer METERHAN, NPOWeTW AR WMCNETEHAA, 4 CONPOBOWOARTOR COOTRET-
CTEYHILEA QOEYMEHTALWER

&6 CpovcTBa TEKYYECTH

CBoACTEA TERYYECTH ONpEeqenaAkTeA MUEo HanPAKEHH M NPKY DACTAXEHWK, MWDo BRIKSCTRIO. NMpH HaMe-
PEHWA COOTRETCTRYREFW M METOO0M, YEAIAHHBIM B Tabnuye 1. MUHAMANEHR0E IHAYEHAE HANDREEHHA N pac-
TAMEHME UMK BAIKOCTH J0MMHD NPEECCKOAMTE CODTRETCTRY LSS IHAYRHME, NpMEeaeHHoe B Tabndue 1. onA

MaTepdana Kawgord Tina.

fTafdneus 1—CEORACTES TERYHECTH. MUHHMANEHEE IHRHSHHA

Tectaneis matas
CaofcTea ENMHAUL HIMER&HNRA Twn 1 Tune 2w 3
O8N\ NaanyHerad
HanpaxeH#e MM paCcTAMSH I mMa 0.2 042 E.1
BAZKOCTE M 2,000 3,200 E.2

MpuUMedaHse—ConTASTCTARE NWBOMY M2 NPHBSdEHHEY BHWe TPRGOB3HAR YEA3LIBAAT HA YIOARNSTEODH-
TEMEHYE MONELYNRARHYH MACCY NONKAMEpS.

T MNpepencHoe conepXxaHve NnpuMmecen

71 JonbHuie BELWACTEA W MHEROINaMEHTI

MpK MasMeDEH M COOTESTCTRYIOLWLMM METOO0M, YEAIAHHEM B TAENMUE 2, KONWYECTBED 30Nk, THTAHA, ANiD-
MUHAR, £ANBUAA H XNOPa HE JONKHO NDEERWLATE COOTEETCTEVIOWEE IHAYEHHE, NpHaedeHHoe B Tabmaue 2 ona
MaTepdana Kawoord Tina.

fTafnwue 22— MakcHManeHOS COOERKEHNE I0MNEHEIX BEWECTE W MW EpOANSMesTOR

MakcHMANLHDE GONYCTHMOE KDMEYECTS, MK =
TECION:E MaETal
Inewmsit
OAR NaanyHETa
Twn 1 Tir 2 T 3"
Jona 125 125 300 E.3
[ nTEH 40 40 150 B.4
Kaniku e a =] =0 E.4
RGP A0 30 g0 B4
A TIHD WAH M 20 20 100 B4
= Monu MEp Twna 3 B HECTOAWEE EBREMA HE NPpOM3IB0OGHTCR. Tem HE Me Heg, HTaDhli OXBATHETE ¥HE NDORIEEDEHERM
WMATERAAN, Fen 3 DCTESTCA B HACTOAWEeN CTEHOEPTE GO CNEaYGWesnd NepecMoTpE CTRHOGRTA.

7.2 TeepaLie NPHMECH

MpKn HIMEPEHKA METOOOM,. NPHUBEOEHHEIM B 8.5, HE O0MEHD BRTe DOMes YoM TPH YacTHUERl NDMMEceEd B
rMatapuanax Tuna 1 wnu Tvna 2 wxe Bones 4es 25 YacTUU NPUMEeced B MaTepuanax Tuna 3 (CM. NPUMEUaHHE K
Tabnuue 2} xa (300 4 20) rwcocneayeMoro MaTeprana.
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8 Metogbl MccnegoBaHMH

BEHHMAHHE — Nopowokx UHMWPE u nonyzomoasie U 20Moakie W3denus dng 3moso npuMene-
HUA He UMerm ceemocmabunuiamopoa U donmHel SLimb 3aiuuiens om soadelcmaus ynbmpadhuo-
Nemogoso Uanyyenua.

8.1 HanpameHMe npW PacTAREHKM
HanpAmeHwe N4 PAcTAKEHKWA ONPEZENSIOT B COOTEETCTEWA © MICO 11542-2.
8.2 BRaxocte

BAXKOCTL ONPEIENRIOT B COOTEETCTEWA © MICO 1628-3, nononesya 0,02 %-Hblik pacTeop no Macce Mate-
prana a gekarigporadTanvHe (gekanuHe ) npy TemnepaTtype 135 °C.

8.3 CopepHaHHe 30Nkl

Cogepadie acnsl onpegenanT B cooTeeTcTem ¢ MCO 3451-1, npoRoas NOBTOPHRIE MCNLITAHKMA Ha
kA OoM W3 aeyx obpaiyos Nnpy Temneparype (700 L 50) *C. CpegHes aHa4YeHke PEIyNLTATOR (NO O8YM 0Gpai-
Lan) Ha geyx obpasyax He JOMMHO NPEBLIWATE IHAYEHHE, NpHBEdeHHOE B Tabnuye 2.

8.4 MukpoanemMeHTEl
Konu4ecTed MAKRO3INEMEHTOR ONDEAENRKT METOOAMK, NPHBSaEHH MK B TabnHue 3.

FTrafnuuga 3 — MeToObl HCCNEGOBAHUE HA MHEPOSAEMEHT R

Snemanr Metoa MEChEQORD HHA
TrTaH AToMHAA abcopBUMA ¥AH MU CCHOHHAR CNEKTPOCRONWA
A HEMUHE R ATomHAR aBCrpluMa WM SMUCCHOHHAR CREKTPOCHENW R
Kansy«n ATomMHAA BHCpELMA WM AMUCCHOHHER CNEKTPOCKANW A
xnop HoHHaa xpomaTorpadue B cooTERTCTEMM ¢ DIM 53474 ann skemaanedT

8.5 Teepabie NpHMECKH

CMELWKRERIOT KAV M3 48T PEX MCCREOyemMbIX ROPUAA {75 £ 5 r dopayemoro matepuana c (2004 10} mn
HIONQONKNOBOND CNHPTA B 4EThPex KOHHWYeCK X Konbax BmecTiMocTeie 1000 Mn. BCTpaRxheam T Kamaye Kon-
By, yrobsl NOPOWOE NONHOCTEK DECCEAncA. BuavaneHo 0CMaTpueainoT konbel HE pades, 4em H4eped 5 Mud
Nocne BCTPAXKWBAHKA, M NOACYMTRIAAIDT YWCNO YACTHY, SCeBLLME Ha JH0 KaMO0N Konbk

9 CepTHhUKAT MCNEBITAHWA

Kawxoan napT¥a nony4aet CepTUdMEaT v TAHWN, ONKCHIBAINWME DE3YNLTaTE NPCEEOEHHEBIX MCChago-
BAHWA ¥ COOTEETCTEME TpeDOoBsaHKAM HACTORLEND CTAHOARTA. CopTHEMEAT HCNLITAHWA OONHEH BENIOHATE
CIEOYRILLYHY MHOEME LW

a) pEIWNbTAToL HCNBITAHWA, NONYYeHHBIE COrNAcHD NYHKTaM T W 8;

b) ofoasadelHe THNA Nopowka — Trn 1, Tdn 2 wWme Tun 3,

C] HOMED NAPTHX,

di paryicl) NpoBedeHRA KCNLITAHWA.

10 MapkupoBka

Ha Kasgyio yNakosry MaTeprana JonsHa SkiTe HAHECEHA YETEIA MAPEMPOBES, COQED#AWAR, NO MEHb-
e sEpe, CRe gy UL yio MHopMaUmi:

8) HAWMEHOBAHKE HNKM TOBADHSEIA 3HAK HIrOTOBMTENA,

b enudcaHKMe CoOepsumon,

€] HOMED NAPTAM,

d) sacca coOOepwMMoro,

2] ohoIHaAYEHME HACTORWErD cTaHgapTa.
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Npunoxesne OA
(cMpasoYHoR)

CEeOOHHA O COOTESTCTEMH COLINOYHLIX MENOYHAPOAHLIX CTAHAARTOR HALWOHANLHLIM CTAHOAPTAM
Poccrickon Pepepaudm

lfTatnweua A1

D EOIHaUaHAE COMMOWHOTD MEXYHE 0T DEoIHAYSHAE W HAMMEHOBAHEE CAATHETCTRY
Crenams CODTBETOTEMA
CTEHGAPTA HILETD HAUMAHANEHRDTE CTSRGAPTE

MCO 1628-3 — 3
MCO 34511 = .
MO 1154241 — 3
MCO 11542-2 — "
OWH 53474 — .

* CooTER TCTEYH LHE HAUHMOHANEHEIA CTAHOART OTCYTCTRYET. Do ero YTEERAOSHAA PELOMEHOYETCA MCNOMNEICHETS
NEpeBE0 HAa PYCCEHA ASEEK JAaHHDMD MexOyHapogHord cTasAapTa. MNepesog AEHHOMD MEewD YHEROOHOMD CTEHGAPTA Ha-
A0OUTCA 8 PefepanaHOM HAPOPMAUHOH=OM POHOE TEXHUHEDEM: PEINAMEHTORE W CTEHOARTCE

YOKG7E.742:543.813:006.354 OKC 11.040 QKM 93 5800

KnioYeasie CNoBa: MMNNaHTaT, BAIKOCTE, NONWITUNEH CESRXRLICOKON MONEXyNADHDA Maccs

Papasrap 0.4, Cmannororan
Taxrpyackdd pegaktop 8 M. fpycacoas
Koppesrap B.E. Hecmapoez
KamnemitepHas peporsa A M. Toromapescd

Coake B HaGap 1404 2015, Meognecado 8 neuarte 2404 2015, fopdar B0 « EH-}‘;. Fapsurypa Apuan.

¥Yen. ney. n. 0,63, ¥u.-dag. m 0,70, THpa= 34 axa Ta, 1HO2

Aspano n omnadartano sa YT «CTAHOAPTAHGOPM s, 123995 Mocmaa. MpesatHwml nep., 4.
wwew gastinfz.ru infeggastinio.ru
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