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MCTP WCO 5834-1—2015
MNpeancnoeune

1 NOOroTOBNEH ABTOHOMHOH HEKOMBMEDHECKOR opraiuiaumed « MHCTUTYT MaguEo-Guonornsackiay
WCCMEdoBaHKA M TeXHonordds (AHOD « AMEBIAT o) wa ocHoBE COBCTEEHHOMD AYTEHTHHHOID NEPEBOLA HA DYC-
CHMA ALK MEXDYHAPOOHOMD CTAKGAPTA, ¥KAIAHHOD B NyHETE 4

2 BHECEH TexHMyeckinm KOMATETOM No cTaHaapTHaauqs TK 422 «Duenka BUonoriyeckoro SencTeMa
M EOMLIMHCEMK MIOENHA

3 ¥TBEPHIEH W EBENEH B JEMCTBWE Mpueaiom SenepankHOro areHTCTEa No TEXHUHBCHOMY Pary-
NUPOBAHWD | METPoNOMIA 0T 20 mapTa 2015 r. Na 146-cT

4 HacToAWwWA cTaHgapT WOEHTHYEH MEXOYHapooHoMy cTaddapTy MCO 5834-1:2005 aksnnasdraTel
anAa  sApypran.  MonuaTuned CBEDXBRICOKDN MONEKYNAPHOR Macckl. YacTe 1. [Nopowsocbpasveiis
(150 5834-1:2005 «lmplants for surgery — Ultra-high-molecular-weight polyethylene — Part 1. Powder
formes ), BRAMHAEA TEXHWHECKY 0 KopperTHpoBry 150 5834-1:2005/Caor. 1: 2007,

MpK NPUMEHEHAW HACTOALLEND CTAHAARTA PERNOMEHOYETCA MCMONEI0BATE BMECTO CObINOHH LIX MEHIYHA-
POOHB CTAHAAPTOR COOTRETCTAYVIOLWME MM HALUWOHANEHEE cTaHgapTel Pocokiickol Pegepaum9, CBEOeHna o
KOTOPBEX NEHBEOEHE B GONCAHATENEHOM NRANCHER KA [LA

> BBEJEH BMNEPBELIE

Mpaauna NpUMaNEHUA Hacmodweso cmawdapma yemasoaneds! @ FOCT P 1.0—2072 (paaden 8).
HuchopMayua o UIMEHERUAYE K HECMOALeMY cmardapmy Nybnukyemcs & exezod ol (Mo CoOCmoaNLI Ha
T ALeapA mexyiweso 2odal yribapMaluekHonM yrasamene « HauuoHanb e cmaddapmeds. a auyuansial
MEKCT UIMEHERUD U NONDSE0oK — 6 SXEMECAYHOM PRaZamens cHauuosansHee cmandapmes. B cnydae
NepecomDa {IaMarE!) WU GMdaks REcMOALeso omardapma coomaasmomayollee yeedomnerue Sydaem
anyfinuekoeano 8 Bnuwaliwen GLINMycKe EXMEMECAYNO20 UHDoDMALUCHHOZD yraszamens sHauuonansHeie
cmakdapmsly, COomeemomariomas unghopmayus, yeedOMIeHUe U MEeNcmsl DaIMELUSKNTICA Make @
urbopMmaLiL ool cucmeasra oSlLe20 MoNsICEaNUR — Ha sghuuLalsRoM calime TedepansHos0 a2eHmeimea
1o MEXHUNECKIMY DESYNUToEIHU U MEMPoNocUY a camu HMumepnem (www.gost. rul

B CraugapTesdopi, 2015

HacToRWWA cTAHOapT HE MOMET BkiTe NONHOCTLH MNW SACTHHHO BOCNOOHIEEEH, THDAKWDORAH W pac-
NPoCTRaHEH B KaYecTEe OMUMANEHOMD H30aHWA GE3 paipelleiA DalepansHOre aredTCTEA N0 TEXHNYECHD-
My PEMYNHPOBIHAIC W METPONOIAM
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HAUWOHANEHEM CTaHgapTas PoccHiRckol Seaepaumm

FOCT rocTPuUCO 5834-1-2015

ERI[dd GostExpert.ru

CtpaHnuua: 3/8


http://GostExpert.ru/gost/gost-5834-1-2015
http://GostExpert.ru
http://GostExpert.ru

MCTP WCO 5834-1—2015
BeepeHue

MCO (MexgyMapogHad Opraddiauuds cTaHaapTHIaUWK) SENASTCA BCemMUpHDn defepaureld opraqss
HALWOHANSHLIX CTAHOAPTOR (Opraddaallii — dnedon WCO). Pagota no NOOroToBEe MEesdyHapoa ey CTaH-
OApToR OBBYHO NEPOBOOKTCA Yeped TexHHHeckne koMHTETel MCD. Kawian opraddiauqA-Hned, 3auHTepeco-
BaMHASR B NPEOMETE, ONA KOTOPOTO Cosnapanca TEXHHHECKHA KOMATET, MMeaT npaad SeiTe NpERCTARNEHHOA B
ITOM KOMUTETE. MemdyHaponHee ORTaHnaanneg, KaK rocyapcTEEHHEE, TAK B HEMOCYOapCTEEHHEIE, TaKKE
NEMHKMEKT yyacTee B pabote no eaawmogeikcTemo ¢ MCO. MCO tecHo cotpygrmyaeT ¢ MexgyHapogHoi
INEKTPOTEXHAYECEDH KoMUCCHaR [MOK) No B BoONpocas INekTpoTEXHHYECEDA CTANIAPTHIALMA.

MesgyHapooHse cTaqgapTel paspaaTelBaoTcA B COOTEETCTEMH © NPABHNAMA, NPUBEIEHHEMK B
Dupextueax MCOMMSK, yacTe 2.

OeHoaHol 3a884%e0d TEXHAYECEMK KOMUTETOR ABNAGTCA NOOIOTORKA MEXOYHAPOHEE cTangapToa. Moo-
EEThl MEXIYHAPOOHLIX CTAHGAPTOE, NPHHATEE TEXHWHECKHMM EDMATETaMW, DACNDOCTRaHARTCA SpraHHIaUm-
AM-4NEHaM ana ronccoadua. MyEnuekau9a B KaYeCTES MENMAYHADOAHCrO CTaHaapTa TpedyeT ogoGpeHHA He
MEHes 75 % opraddIauuin-uneHos C NpaBowM ronoca.

Heobxogumo oBpaTiTe BHUMaHWE HA BOIMOKHOCTE TOMD, 4TO HEKOTOREIE ANEMEHTE HACTOAWEND CTaH-
0ApTa MOMYT SENATLCR NpegMeTon naredtocbnananna. MCOD He HeceT OTEETCTREHHOCTH 38 BeIABNEHWE
HARKHX-NAE0 TAKOBRE NATEHTHEX NRAE.

MCOD 5834-1 BeinnogroToenegH TexHHHacki koMU TeTom MCOTK 150, « XHpyprideckie WMInaHTarel s,
MogkomuteT 3C 1, sMaTepdanss.

HacToRWee TRETES HISAHWE OTMEHAST ¥ JaMeHaeT BToOpoS Magande (MCO 5834-1:1998), koTopoe Seng
TEXHHHECEA NEPECMOTREHD,

MCO 5834 cocToWT ma cnegyiowms yacTed Nog oBWMm HaMMeaHoaaHMER ¥ XHDYRIAYSCKHNE MMINaAHTaTE.
MoNHUATHNEH CEBEDXBEICORON MONEKYMADHOR MaCChio:

- Hacte 1. Nopowsoobpazymi;

- Yacte 2. fNuTeddee hophb;

= Yacte 3. MeToguka YoKOPEHHOTD CTADEHKA,

- Hacte 4. Metog nasmepesna NoKasaTens okMCcieHMs,

- YacTe 5. Metog oueHki sopdbonoriain.
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HAUWOHANBHBIW CTAHOAPT POCCHMWCKOW GEONEPALUMM

MmnnawTaTel ANA XMPYPra|
NONWATHUNEH CBEPXBLICOKOW MONEKYNAPHOW MACCHI

YHacre1

NopowkootpaIHLIA

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

Oara peegenva — 2016—03—01

1 OBnacTb npuMeHeHWn

HacToAwMA cTaHgapT onpeqenaeT TReBoBaHA # COOTBETCTEYIOWHE METOOR HCNBTaHHE ANA hopmy-
EMbIX MATEPWANDE W3 NOPOWKS NOMNHITHNEHS CEEPXBLICOKIH MONSKyNRPHOH Maccs [UHMWPE) ona nenone-
I0BAHAA B NPCHIBOACTEE XMPYDTHYECKHY KMNNaHTATOR,

HacToAWKK CTaHLapT HE DacnpoCTRaHASTCA HA MOTOBLIE MAGENKA.

2 HopmaTHBHLIE CChINKA

B HacToAwemM cTaHgapTe HoNoNeEI0BaHE HOPMATWEHLIE CCEIKH HA CNegyiowWe cTasgdapTe. 0na gatm-
POBEHHB Y GOKYMEHTOR KCNSNLIYVOT TONBES YEASAHHOE KIgaHue. N8 HegaTHROBaHHEE 00Ky MERT SR MCNoNb-
IYHOT CAMOE NOCNEAHES WITAHKE CCbINOHHOTD AOKYMEHTA [CYYETOM BOEK SN0 MAMEHEHKIA ).

HMCO 162B-3MNnacrMaccsl. ONpegensHy e BAIKoCTH NONMMEDOR B pa3BapneHHoM DACTEODE C NPHMEHE-
HHEM  HKANWANAPHEX BHCEDaWMeTpoR. YacTe 3. (MonWatunedsl W nonunponvneds (150 16281,
Plastics — Determination of the viscosity of polymers in diluted solution using capillary viscometers — Part 1
General principles)

MO 34511 NMnactmacce. Onpegensdde  3ons. Hacte 1. OGwme metogs {150 3541-1,
Plastics — Determination of ash — Part 1. General methods)

HMCO 11542-1 NnactMaccel. NoNMaTHNEH CO CRE DXELICONTH MONSKY NADHON MaCC0R ANA GOopMoBRaH WA 1
AKCTRYIMH. HacTe 1. CHoTema 06oaHa49eHlA M OCHOBAE ONR COCTARNSHIAR TEXHMYSCEME Yyenoawi {150 115221,
Plastics. Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion materials. Part 1.
Dezignation system and bagis for specifications)

HMCO 11542-2MnacTrMacckl. NonNyaTHNEH CO CREDXEBICOKOHR MONEKYNADHOA MacCor ANA GO MOBaHMA 1M
akcTpyanM. Yacte 2. MogroToBka woneiTarenesHes obpaijyoe v onpedgeneswke ceoncte (IS0 11542-2,
Plastics — Ultra-high-molecular-weight polyethylens {PE-UHMW) moulding and extrusion materialz — Part 2:
Preparation of test specimens and determination of properties)

OWMH 53474 Wonemadka NRacTMace, pesvHsl ¥ anacTomepos. ONpegeneHde CoJepwadHa xnopa
{Wickbold-Combustion )i DIM 53474, Testing of plastics, rubber and elastomers — Determination of the chilorine
content (Wickbold-Combustion)}

3 TepMuHBI M ONpegeneHUA
B HacTOALEM CTAHIADTE NPHMEHEHE TEDMKEHE No MCO 11542-1 W NSO 11542-2.
4 Knaccudukaumn, obozHaveHme u Kogbl

MaTepran knaccugvunpyeTcs kak Tun 1, Tun 2 vnn Ten 3 cOFNacHo CaoRCTEAM TEKYHECTH, NpHUaaZesH-
HElM B paigens 6, i cOCTARY I0Mkl HAa COOBQKAHAE MUEDOINEMEHTOR, ONKCAHHOMY B 7.1,

ManaHme SpHUManbHoE
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5 MpovaeoACTBEHHbIE TPeboBaHWA

MaTepuan gQonmseH COCTORTE WA TOMONONWMMERa, NOMYYSEHMOID NONWMERHIALKER 23THMNEHA.
MopowWKoBsIA MaTepWan 4Na Kasooro 3akasa Jonsed el Te TOMEYeH HOMEDOM NapTHM.

NMpumedsssunwe— «laprhas odoznauaeT METEPHEN, NPOWEILEHAA HCNETEHWA, W CONPOBOHOARToR COOTEET-
CTEYRILERA AOKYMEHTALHEA.

& CeoWcTBa TEKY4YECTH

CeocicTea TERYUYECTH ONpegenaiTeA NWOC HANDAKEHHUEM NP pAcTAXEHHW, b0 BAZKCCTRI. Mpu Hame-
pEHA COOTBETCTEYEOWLMM METOOOM, YEaIaHHLM B TAGNHUE 1, MUHWMANEHOS IHAYEHAE HANPAKSHWA NDH pac-
TAMEHHMK UMK BAIKCCTH O0NMHO NPEBOCKOANTE COOTEETCTEYIOWEE AHAYEHWE, NDMBEJeHHoe B Tadnuue 1, gna

Matepyana Kaxgord Tina.

lTatnwua 1— CaoAcTRE TEEYHECTH. MUHEMAaNEHEE IHEYEHAA

TecToned Mmatasn
CaoAcTaa EMAFALE AIMEEEHNE Tun 1 Turw 2 1 3
A\ NOanyHEra
HanpAm®eH#e npd pacTAHEH MU mMMa 02 042 B.1
BASHOCTE M 2,000 2,200 g2

MpumedaHse — CooTEeTcTAWe NbBoMy W2 NpHBSdEHHEIX BeWE TPEGOBAHWA YERAILIBEET HE YOOBNETEODH-
TEMEHYHK MONELYNARHYH MACCY NONAMEPa.

7 MpepencHoe cofepXavHve NnpUuMecen

T4 JonbHbie BELSCTEA W MHEDOINEMEHTEI

MpK MasepeHrd COOTEATCTEYIOW MM METOOOM, YKAIAHHEM B TAENMUE 2, KONHYSCTED 30NE, TUTaHa, ANo-
MMHAA, KANLUAA M XNopa HE QOMNMHO NDEEHLWATE COOTEETCTEYIOWEE IHAYEHWE, NPHBadeHHo: B Tabmaue 2 ona
Marefrana Kaxgord Tina.

lTatnwue 2— MakcHMaNeHDe CONEPHEHWE 30NEHSIX BREWECTE W MUEROANSMEesTIE

MEKCHMANLGHOE SONYETHMOE KDOBYSETE, IR _
TecToosl MaTad
JnewmsET
O\ NaarnEHETd
Tur 1 Tun 2 Tun 3
Jona 125 125 300 E.3
T nTEH 40 40 180 B4
KankLm# 5 5 50 E.d
ENop a0 an ai B4
A NTH MAH Al 20 20 100 =]
& |'|ﬂ-.|'|-'|\.'|EFI Tvna 3 B HECTORIW A& EBDEMA HE NpOWHIB0OGHTCR. Tem He MEHEE, HTofbl OXBATHTE WHE NDOHIEaNEHNEM
WMaTepHan, F#n 3 pcrasToh & HA CTORAWEM CTAHOQEPTE OO CN2ay0Wero NnepecHoTiE CTRHOBRTE.

7.2 TeepaLie NpHMacK

MpK HIMEPEHHA METOOOM. NPHBEOEHHEIM B 8.5, HE QOMEHC GeTE DONeE YamM TP YacTHUBE NDHMEecad B
rmaTapuanax Tuna 1 wnd Tuna 2 e Bones Jes 25 YacThu NPMMeced B MaTepranax Tuna 3 (k. NpUMeYaHHe K
Tabnuue 2yua (300 4 200 r wccnegyenors Mateplana.
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8 Metogkl MccnenoBaHUK

EHHMAHHE — Mopowor UHMWPE u nonyzomoasie u 2omoasrie uadenus 08 amozo npuMeHe-
HUR HE UMEHM CE8MocmMabunuiamopoa ¥ domwHLl GLIMb 3aluilenk om aoadelicmaud ynkmpadguo-
Nemoaoao Uinydenus.

8.1 Hanpamxexdue npm pacTameHHH
HanpAaxeHEe NoW PACTAMEHKY ONPESENKINT B COOTEETCTENA ¢ VGO 11542-2.
8.2 BAIKOCTL

BAIKOCTE ONPELEnRIoT B COOTRETCTRWA ¢ MCO 1628-3, nenoneayA 0,02 Y-Hiblk pACTEOD N0 MACCE MaTE-
pHana e gekardgporad TanuHe (DerkandHe) npu TesMnepaTypa 135 °C.

8.3 Cooep¥aHWe 30MkI

CogepaaHne acnel onpegensoT B cooTeercTemy o WCO 3451-1, nporoos NoBTOPHEIE MCNBITAHKA Ha
KAXOOM M3 OByx oDpaiaygos npe Tesnepatype (700 L 50) *C. Cpegues aHade 4 e peayneTaTor (N0 JEYM 0Gpaa-
uas) Ha geyx obpasuax He QOMEHo NPEBLIWATE IHaYeHHe, NpreeneHHoe B Tabnuue 2.

8.4 MuKpoanemMaHTEl
HONWYesTeo MAKPOINEMEHTOR ONPEOenA0nT METOOAMY, NPHBEIeHHEMK B TAGNuUe 3.

TaBnuvuya 3 — MeTosl RCCNEQOEAHWA HE MHEPOSNEMEHTR

L ETPETE MeTton mooneqonanEn
TwTaH ATOMHAR ABcopiUra WRH AMMCCHOHHER CNEKTROCKONA
AN HEMEHAA ATomAaR aSCopBUAA WNM SMUCCHOHHAR CNEKTROCKENWA
Kansy«i ATomHaR aHCopBUMA MW AMUCCHOHHER CNEKTPOCKONWA
Xnop MOHHEA ¥poMaTorpadive B coOTERTCTEHN ¢ DIN 53474 anw skeMaanedT

8.5 TeepaLie MPpUMECH

CMEWKBAINT KKAYI0 M3 YeTHPEX MCCNeayenmbix NopuUwMa {75 £ 5ir dopsyemoromateprana c (200 L 100 mn
HIONDONWUNOBOIND CNHPTE B YeTel DX KoMUYk konbax emecTriaMocTiein 1000 Mn. BCTpAXKMBAKT Eaw Y0 KO-
Gy, 4Tobbl NOPOWORE NONHOCTEK pacceAncA. Bruayaneio 0cMaTpuaanT kondel HE paHes, H4em Hepes 5 MuH
NSCNe BETRAXMBAHKS, M NOACHUTRIBANT YHCNG YACTHU, SCEBLIMY Ha OH0 Kakaod Konbsl.

9 CepTUthMKaT HCNBITAHWA

Hasoaa napTHa Nony4aeT CepTHWEAT HCNBITAHWA, ONHCE BAOWHA PE3YNETaATE NPOBEOAE HHEX HCCNaR0-
BAHWA W COOTRETCTEME TPEBOBAHKMAKM HACTORWEND cTandapTa. CepTHDMEAT HCNBITAHUA QONKEH BENIOYATE
CNEOYRILLYH MHCDMAaLHIo.

a) peayNeETaThl UCNBITAHKMA, NONYYEHHBIE COMNACHS NYHKTaM 7 W 8;

bl oSoaHadedns THME Nopowwka — Tin 1, Tun 2 | Tun 3;

C] HOMEQD NAPTHM,

d] 0aryiei) NpOBEOSHKWA HCNLITAMWA.

10 Mapkupogka

Ha kamayio yNakosky MaTepyana gomsHa DeiTe HAHECEHA HETHAA MAPKHPOBKE, COQEeDHalan, No MeHb=
WEK sepe, CRegywyio MHdgropMamn:

a) HAKMEHOBAHKE AN TOBADHEIA 3HAK HATOTORKTENA,

b) onucadme cogeprumMong;

C] HOMED NAPTHA,

d) macca conepsHMmMoro,

&) oboaHadeHre HACTORLWEND CTaHLapTa.
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Npunoxesne OA
{cnpagoyvHoe)

CEeOoHHA O COOTEETCTEMH CCLIMOYHLIX MEMIYHAPOAHLIX CTAHAADTOE HALMOHANLHLIM CTAHJapTaM

PoccHichol Pepepanyn
Tatnwua QAN
DEII.‘I!I'L‘.'\IEPIHE COEINOYWHOGID MEJﬁq}'I\.H PO D DEU:IHH'-I‘_‘ HAS B HAMMEHDEAHHE COOTEETCTaY
CrenaHL CODTRETETENR
CTAHQARETAa KILUETD HAaUAOHENEFDTD CTaRDEETSE
WMEO 1628-3 — .
MCO 3451-1 — .

WMCO 1154241 —

MCO 11542-2 —

OHMH 534 74 —

" Coor ESTCTEYHI WM HAUMGHANEHEIA CTEHA3PT OTCYTCTEYET. Oo ero Y¥TEEDAOSHNAA PEEOMEHOYETCA MCNONEA0BETE
NepeEng HE PYCCERA ASEK DAHHOMD MesnyHapogaore CTAsA8RTA. Mepesog AEHHOMD MEEAYHEPOAHDMO CTAHOAPTA =a-
20AUTCA 8 PenepanbHOoM HHPODMALKMOHS0M POHGE TEXHUYECEH DAFNAMEHTORE W CTEHOARTOR

YOK G678 742:543.813:006.354 QKT 11.040 OKN 93 5300

Kniodeasie CNoOBa; MMNNEHTAT, BAIKOCTE, NOMW3TIANEN CRE PXBRICOKON MONesyNADHOH Maccl

Pagagrap 0.4, Cmsnaoscras
Texrwuecked pegaktop 8 M. Apyrasosa
Koppesrap B.E. Hecmeposa
HamnemrepHan sepotea AN Joromepeacd

Coake mHaGap 14.04.2015. Mogrecado B navate 2404 2015, dapear B0 « Ed}{. Faprwrypa Agwan.
Weno new. n, §83 Yyoewag, m 0,700 Tupam 34 awa. Tax. 1802

Wagano » ommavarase sa 2CYT «CTAHOAPTMHDOPM =, 123995 Mocaa. Mpasatiwi nep., 4
www.gastinfo.rw infefgosinio.ru
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