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rOCT P UCO 5834-1—2015
Mpeaucnosune

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMepYeCKol opraHusauuein «<MIHCTUTYT MeauKo-61oIornyecknx
nccnenoBaHuii n TexHonoruii» (AHO «MIMBUWNT») Ha ocHOBe COHGCTBEHHOTO ayTEHTUYHOrO NepeBoja Ha pyc-
CKWI1 A3bIK MEXAYHApPOAHOro CTaH4apTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHuyeckum kKoMUTeTOM N0 cTaHaapTusauum TK 422 «OueHka 61M0n10rmyeckoro aeicTeus
MeAVNLUHCKUX U3[ennin»

3 YTBEPXJEH W BBEJIEH BEWCTBUE Mpukasom ®efepanbHOro areHTcTea No TEXHUYECKOMY pery-
nuposaHunio n metponornn ot 20 mapta 2015 r. N 146-cT

4 HacTosiwuniA cTaHAapT UAEHTUYEH MexayHapoaHoMmy ctaHaapTy MCO 5834-1:2005 «MmnnaHTathbl
ans  xvpyprun. TonnMaTUNEH CBEPXBbICOKON MONEKynspHoli Maccbl. YacTb 1. [lopolKoo6pasHbii»
(ISO 5834-1:2005 «Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1: Powder
form»), BK/llo4asi TeXxHMYeCKyt koppekTnpoBky ISO 5834-1:2005/Cor. 1:2007.

Mpv NpYMeHeHnn HacTosALWero cTaHAapTa pekoMeHAyeTCs UCM0/Ib30BaTh BMECTOCChHI/IOUHbIX MeXayHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLLME UM HaLMOHabHbIE CTaHAapTbl Poccuiickoil degepaunm, cBefeHns o
KOTOPbIX MPUBEAEHbI B AOMO/THUTESNIbHOM MPUNoXeHun A

5 BBEJEH BIEPBbIE

MpaBuna npuMeHeHUs HacToOsLWero craHgapTa ycTaHosneHwol B FTOCT P 1.0—2012 (pa3gen 8).
WNHdopmaumsa 06 n3mMeHeHUAX K HacT oS eMy cTaHgap Ty Ny6MKyeTCa B eXerofgHoM (Mo COCTOSHUIO Ha
laHBaps TekyLllero roga) MHMOpPMaLoOHHOM yKasaTesne «HaunoHabHble cCTaHgapTbi». a opuunanbHbIi
TEeKCT U3MeHeHWli 1 NoMpaBoK — B eXeMecsYHOM ykasaTene «HaunoHanbHble cTaHaapTbi». B cnyyas
nopBLIOTPa (3ameHbl) WM OTMEHbI HACTOALLEro cTaHgapTa cCooTBeTCTBYyOLWee yBefloMNeHne bygeT
ony6/IMKOBaHO B G/MKaiLLeM BbIMYCKe €XEeMeCcAYHOro MHMOPMAaLMOHHOIo ykasaTens «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYyOWas MHpopMaumsa, yBefOMNEHWE W TeKCThbl pasMelialnTca Takke B
MHOpPMaLVOHHONM cucTemMe 06LLero NosbL30BaHNa — Ha ouLManbHoOM cainTe dBaepasnbIioro areHTCcTBa
N0 TEexXHUYeCKOMY perynMpoBaHunio 1 MeTponorume ceTu IHTepHeT (Wmv.gost.ru)

©CrtaHgapTuHpopm. 2015

HacToswuii cTaHgapT He MOXeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro Usganus 6e3 paspellenus defepanbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum

n
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BeBegeHve

NCO (MexayHapogHan opraHusauusa ctaHgapTusauun) sBnseTcs BCEMUPHON hedepauyneil opraHos
HaLMOHa/IbHbIX CTaHAAPTOB (opraHu3aumii — yneHoB NCO). PaboTa no nNoAroToBke MeXAyHapoAHbIX CTaH-
AapToB 06bIYHO NpoBOAMTCA Yepe3 TexHnyeckne kommuTteTbl MCO. Kaxgas opraHusaunsa-ynieH, 3amHTepeco-
BaHHas B npegMeTe, A5 KOTOPOro co3gasasncs TeXHUYEeCKnin KOMUTET, UMeeT NpaBo ObITb NPeACcTaBNEHHON B
3TOM KoMuUTeTe. MexAayHapoHble opraHu3aummn, Kak rocyfapCTBeHHble, Tak U HerocyapcTBeHHble, Takxe
npuMHMMaloT yyacTue B paboTe no B3aumogeinctenio ¢ MCO. NCO TecHo coTpygHuyaeT ¢ MexayHapoaHoi
3N1eKTpoTexHnYeckoin kommccueli (M3K) no Bcem Bonpocam 3/1eKTPOTEXHNYECKOW CcTaHfapT3aL .

MexayHapofHble cTaHAapTbl pas3pabaTtbiBaloTCA B COOTBETCTBMM C MpasBuiamu, MpuBEAEHHbIMW B
Nunpektusax MCO/M3K, yacTb 2.

OcHOBHOI 3afaveii TeXHUYeCcKNX KOMUTETOB IBNSAETCA NOArOTOBKA MeXAyHapoHbIX cTaHAapToB. Mpo-
€KTbl MeXAyHapo4HbIX CTaHAAPTOB, NPUHATbIE TEXHNYECKUMU KOMUTETaMK, PACNPOCTPaHAOTCA opraHu3awu-
AM-4nieHaMm g9 ronocosanua. Mybnunkauns B KauecTee MexayHapoaHoro ctaHaapTa TpebyeT of06peHns He
MeHee 75 % opraHu3auuii-uneHoB ¢ NpaBoM rosioca.

Heob6xo4umo 06paTTb BHYMaHMe Ha BO3MOXHOCTb TOTO, YTO HEKOTOPbIE 3/IEMEHTbl HACTOSALLLEro CTaH-
fapta MOryT sBAATbCA NpefMeTom nateHtoo6nagaHus. MCO He HeceT OTBETCTBEHHOCTU 3a BbliB/IeHUE
Kaknx-nnbo TakoBbIX NaTeHTHbIX Npas.

NCO 5834-1 6611 nogrotosneH TexHnyeckum komutetom NCO/TK150, «Xnpypruyeckne nMmniaHTaTbl»,
MoakomuteT SC 1, «MaTepuanbi».

HacTosiwee TpeTbe nsgaHne OTMeEHSIET 1 3aMeHseT BTopoe nsganmne (MCO 5834-1:1998), koTopoe 6b1/10
TEXHUYECKN NePecMOTPEHO.

NCO 5834 cocTounT M3 criegyrownx yactei nof 06Wum HaumeHoBaHneM «X1pypruyeckne MMniaHTathl.
MonnaTuneH CBEPXBbICOKON MONEKYNSPHOI MaCChl»:

- YacTb 1. MopolwkoobpasHblii;

- Yactb 2./lnTeiiHble hopMbl;

- YacTtb 3. MeToAMKa YCKOPEHHOIo CTapeHus:

- YacTtb 4. MeToA n3mMepeHns nokasartesisi OKUC/IEHUS;

- YacTtb 5. MeTog oueHkn mopchonormu.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

MMnaaHTaTbl AN XMpYyprum
MNONNSTUEH CBEPXBbICOKOIW MOJIEKY/TAPHOW MACCHI

YHacTtbl

MopoLIKoo6pasHbIi
Implants for surgery. Ultra-high-molecular-weight polyethylene. Part 1. Powder form
Jarta BBegeHna — 2016—03—01
1 O6nacTb NpUMeHeHns

HacTtosAwuin ctaHgapTt onpegenseT TpeboBaHNS 1 COOTBETCTBYIOLLME METOAbI UCNbITaHWi Ans hopmy-
eMbIX MaTepuasioB 13 NOpOLLIKa NOSIM3TUNEHA CBEPXBbLICOKOWN MosiekynspHoi maccel (UHMWPE) gnsa ucnosnb-
30BaHUsA B MPOU3BOACTBE XUPYPruYECKNX UMMIaHTaTOB.

HacTosawuii cTaHfapT He pacnpocTpaHsaeTcs Ha roToBble U3genus.

2 HopmaTtnBHbIE CCbIIKA

B HacToALleM cTaHgapTe MCNoib30BaHbl HOPMAaTKBHbIE CCbISIKW Ha criefyloLine cTaHaapTel. Ana gatu-
POBaHHbIX [JOKYMEHTOB MUCMOJIb3YHOT TOSIbKO YKas3aHHoe usgaHune. [1na HefaTvpoBaHHbIX JOKYMEHTOB MUCMOJb-
3yl0T caMoe nocnefHee n3gaHune CCblIOYHOro AOKYMeHTa (CYy4eTOM BCEX ero U3MEHeHW).

NCO 1628-3 Mnactmacckl. OnpeaeneHre BA3KOCTU NOMMEPOB B pa3baBieHHOM pacTBope C NpUMeHe-
HHOM KanunnspHbiX BUCKO3MMeTpoB. YacTtb 3. [Monuatunenwbl w nonunponunedsl (1ISO  1628-1,
Plastics — Determination of the viscosity of polymers in diluted solution using capillary viscometers — Part 1:
General principles)

NCO 3451-1 TnacTtmaccel. Onpegenenne 3onbl. Yacte 1. O6wwme wmetogbl (ISO  3541-1,
Plastics — Determination ofash — Part 1: General methods)

NCO 11542-1 MnacTtmacchl. [10113TUIEH CO CBEPXBbLICOKOW MOMIEKYIAPHOM Maccoli 415 hOpMOBaHus 1
3KCTpy3uun. YacTb 1. Cuctema 0603HaUYEHNSA M OCHOBA /181 COCTaB/IEHUS TEXHMUECKMX ycnoBuid (ISO 11542-1,
Plastics. Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion materials. Part 1.
Designation system and basis for specifications)

NCO 11542-2 MnacTtmacchl. [1o11aTUIeH co CBEPXBbICOKOW MOEKYSAPHOM Maccoli Anst hopMoBaHus 1
aKcTpy3un. Yactb 2. lMogroToBka MCNbITaTeNbHbIX 06pasuoB U onpefeneHHo 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)

OVH 53474 VicnbiTaHua nnactMmacc, pesvHbl U anactomepoB. OnpepfesieHne cofep)aHus xaopa
(Wickbold-Combustion) (DIN 53474. Testing of piastres, rubberand elastomers — Determination ofthe chlorine
content (Wickbold-Combustion)

3 TepmuHbI MonpegeneHns
B HacTofWweM cTaHgapTe npMMeHeHbl TepMuHbl o NCO 11542-1 n UCO 11542-2.
4 Knaccudprkaums, o603HaveHme 1 Kogpl

Matepuan knaccudpmumpyetcs kak Tun 1. Tun 2 unmn Tun 3 cornacHo CBoCTBaM TeKyYecTu, NpuBeaeH-
HbIM B pasfesie 6. 1 cocTaBy 30/1bl HA COAEPXaHe MAUKPO3/IEMEHTOB, ONMUCaHHOMY B 7.1.

N3paHne odbunynansHoe
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5 [Mpoun3BoACTBEHHbIE TPEOOBaHUSA

MaTepuan fo/KeH COCTOATb U3 roMonoaimMepa, noay4yeHHoro nonwmepwsau,vleﬁ 3TUNeHa.
ﬂOpOLLIKOBbIVI MaTtepuasn ona Kaxxaoro sakasa os/nkeH 6bITb MOMeYeH HOMEpPOM napTun.

MpumMmeuyaHune — «MapTusi» o603Ha4YaeT maTepuan, NpPoleaWnNin NCNbITaHUS, U CONPOBOXAAETCS COOTBET-
CcTBYlOLW e AOKYMEHTaLWEN.

6 CBolCTBa TEKYUYeCTH

CBoiicTBa TEKyYeCTV ONpesenaoTcs IM60 HaNPSXEHNEM NpU pacTsXXeHUn, Nn6o BA3KOCTbIO. Mpu n3me-
pPeHVM COOTBETCTBYHOLMM METOLO0M, YKa3aHHbIM B Tabnuue 1. MUMHMMaibHOe 3Ha4YeHre HanpshxeHns npu pac-
TSXKEHUW U BAZKOCTM AOJIKHO NPEBOCXOANTHL COOTBETCTBYHOLLEE 3HAUYEHWE, NpUBELEHHOe B Tabnuue 1. ans
maTepuana kaxgoro tuna.

Ta6nuuya 1— CoicTBa TekydecTu. MMHUManbHble 3HaYeHUS

TecToBbIi MeTOS,

CaolicTBa EoviHULbI n3mepeHns Tun 1 Tvnbi2 n3
AN noAnyHKTa
HanpshkeHne npu pacTaxeHUn MMa 0.2 0.42 8.1
BA3KOCTb mn/r 2,000 3,200 8.2
NMpumeyaHune — CooTBeTCTBME /IIO6OMY M3 NPUBEAEHHbIX Bbllle TPe6GOBaHUI yKasbliBaeT Ha y40BNeTBOPU-

TENIbHYIO MOJIEKY/ISIPHYIO Maccy nosiMMepa.

7 TlpegenbHoe coaepXXaHue rnpumecen

7.1 30/ibHble BellecTBa U MUKPO3/1IEMEHTbI

Mpy U3MEPEHNN COOTBETCTBYHIOLLMM METOA0M, YKa3aHHbIM B Tab/inue 2, KOSIMYeCTBO 30/1bl, TUTAHA, asto-
MUHUSA, KaslbLs U X/10pa He A0/HKHO NPeBbILWATh COOTBETCTBYIOLLEe 3HaYeHue, NprBeaeHHoe BTabnuue 2 ans
mMaTepuana Kaxzoro Tuna.

Ta6nuya 2— MakcumanbHOe CofepXKaHue 30/1bHbIX BELECTB Y MUKPOI/IEMEHTOB

MakcrmasibHoe [oMyCTMMOe KO/IMYecTBo, Myl o
TecToBbI MeTop,

nemeHT
Ansi noarnyHkTa
Tvn 1 Tun 2 Tun 3*
3ona 125 125 300 8.3
TuTaH 40 40 150 8.4
Kanbuwnii 5 5 50 8.4
Xnop 30 30 90 8.4
AnNOMUHNA 20 20 100 8.4

a Monumep Tuna 3 B HAcTOsILEe BPeMsi HE NPOU3BOAUTCA. TeM He MeHee, YTOGbl OXBaTUTb YXXe NPOU3BeLeHHbIN
matepuan. Tun 3 oCTaeTCA B HAcTOsILEM CTaHAapTe [0 C/leAylolero nepecMoTpa ctaHaapra.

7.2 Tseppble npyuMocu

Mpy n3mepeHun MeTofoM, NpMBEEHHbIM B 8.5, He AO/MKHO BbiTb 60/1e€ YeM TP YacTULbl NpUMecein B
mMaTepuanax Tuna 1unum Tuna 2 n He 6onee yem 25 yactuy npumMeceli B MaTtepunanax Tuna 3 (CM. npumMmeyaHue K
Tabnumue 2) Ha (300 + 20) r uccnegyemoro marepuana.
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8 MeToabl uccnegoBaHwnii

BHVUMAHWE — MNMopowok UHMWPE n nonyroToobIC U TOTOBble N3aenna ans 3 Toro npumeHe-
HUS HE UMET CBeTOCTabnnM3aTopoB U AOMKHbI 6bITb 3aLMLLeHbl 0T BO34eNCTBUA YyIbTpaduo-
NIeTOBOro U3JlydYeHus.

8.1 HanpsxeHue npu pacTtsXeHuu
HanpshkeHune npun pactsxeHun onpeaenstoT BcooTseTcTBUN ¢ N C 011542-2.
8.2 BA3KOCTb

BsiskocTb onpegensatoT B cooTBeTcTBUMU ¢ MCO 1628-3, ucnonb3sys 0.02 %-Hblli pacTBOp NO Macce mare-
puana B gekarngpoHadranuHe (gekanvHe) npy temnepatype 135 °C.

8.3 CopepxaHue 30bl

CogepxaHue 30/bl onpenensatT B cooTBeTcTBUM ¢ MICO 3451-1, npoBOAA NOBTOPHbLIE UCMbITAHUA Ha
KaxxaoM 13 AByx 06pasLos npu temnepatype (700 +50) BC. CpefHee 3HayeHve pe3ynbTatos (Mo AByM 06pas-
Lam) Ha AByx obpasLax He [Jo/HKHO NPeBbIWaTh 3Ha4YeHne, npueeeHHoe B Tabnuue 2.

8.4 MUKPO3NEeMEeHTbI
KonnmyecTBo MUKPO3/1EMEHTOB ONpeAeNsoT MeToAamMu, NpuBeAeHHbIMN B Tabnuue 3.

Ta6nuuya 3 — MeToabl UCCNEAOBaAHUSA HA MUKPO3NEMEHTbI

3nemeHT MeTon vccriefosaHns
TutaH ATOMHas abcopbuma NaAM 3MUCCUOHHAs CeKTPoCKonus
ANOMUHWIA ATOMHas abcopbuma Uam aMUMCCUOHHAA CNeKTPOoCKonus
Kanbunii ATOMHasa abcopb6uma UM IMUCCUOHHAA CNEKTPOCKONUA
Xnop MNoHHaa xpomaTorpacdus B cootTseTcTBUn ¢ DIN b3474 nnn akBuBaneHt

8.5 Taeppable npumecu

CmMeLrBaloT Kaxayto 13 YeTbipex uccregyembix nopuuii (75 +£5) r dopmyemoro matepuana c (4001 10) mn
M30MpONMI0BOro CNMPTa BYETbIPEX KOHUYECKNX KONbax BMeCTUMOCTb0 1000 MA. BCTpAXMBAKOT Kaxayto Kosi-
6y. 4TO6blI MOPOLUOK MOMHOCTbLIO paccesncs. BusyanbHO ocmaTpuBatloT Konbbl He paHee, YeM yepe3 5 MUH
noeno BCTPSAXMBAHWUSA, N MOACUNTLIBAKOT YAC/I0 HYACTULL, OCEBLUNX HA AHO KaXK O KONobbl.

9 CepTudmkaT UcrnblTaHWi

Kaxpas naptus nonyyaeT cepTudmKaTt UCNbITaHUIA, ONUCbIBAOLLMI pe3ynbTaTbl NPOBEAEHHbIX UCCIea0-
BaHWli 1 cOOTBETCTBUE TpeboBaHWAM HacToswero ctaHgapTa. Ceptudmkar ucnbiTaHnii JOMKEH BKIOYaTb
cnepytoLyto nHcpopmauumio:

a) pesynbTaTbl UCMbITAHWIA, NOYYEHHbIE COr/TACHO NyHKTaM 7 1 8;

b) 0603HavyeHue TMna nopowka — Tun 1, Tun 2 nnn Tun 3;

C) Homep napTuu;

d) paty(bl) npoBeAEHUSA UCNbITAHUIA.

10 MapknpoBka

Ha kaxayt ynakoBky MaTtepuana Ao/XHa 6bITb HAHECEHA YeTKasi MapKUpoBKa, coaepxallas, no MeHb-
el mepe, cneayloLyo MHpopMmauumio:

a) HaumeHoBaHWe UK TOBapHbI/ 3HAK U3rOTOBUTENS;

b) onucaHue coaepXMmoro;

C) HOMep napTuu:

d) macca cogepxumoro:

e) 0603HayYeHne HacTosALWero cTaHgapTa.
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MpunoxeHne OA
(cnpaBouHOE)

CsefleHNs 0 COOTBETCTBUM CCbIJTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HaLlMOHaIbHbLIM CTaHgapTam
Poccuiickoii ®egepayum

Tab6bnunue JAL

0O603HayeHne 1 HauMeHOBaHNe COOTBETCTBY-

0O603HaYeHVIe CCbIIOYHOIO MeXayHapOAHOro
apoA CTeneHb COOTBETCTBUSA
IOLLIEr0 HaLUMOHa/IbHOTO CTaHaapTa

cTaHfapTa

NCO 1628-3 -
NCO 3451-1 —
MCO 11542-1 —
NCO 11542-2 -
OWH 53474 _
* COOTBETCTBYOLW NI HALMOHANbHbIN CTaHAapT oTCyTCTBYeT. [lo ero yTBepX/AeHUsi peKOMeHAyeTCs UCMOoNb30BaTb

nepeBo/ Ha PYCCKUIA S13bIK AAHHOTO MeXAyHapoAHOro cTaHAapTa. MepeBo AaHHOTO MeXAYHapOAHOro cTaHAapTa Ha-
xoauTcs B defepasibHOM UHPOPMALNOHHOM (DOHAE TEXHUUYECKMX PErfiaMeHTOB 1 CTaH4apTOB.

YK 678.742:543.813:006.354 OKC 11.040 OKIM193 9800

KntoueBble c/ioBa: UMNIaHTaT, BA3KOCTb, MNOMNITUNEH CBerBbICOKOVI MOI'IeKyI'IFIpHOl7I MaccChbl

Pepaktop O.A. CTosmoacsas
TexHuyecknit pegaktop B H. Mpycakosa
Koppektop B.E. HecTepoBa
KomnbloTepHas BepcTka A H. 3onoTapesoit

CpaHoeHa6op 14.04.2015. MoanucaHo B neyaTb 24 04.2015. dopmart 60 k 84", FapHutypa flipuan.
Yen. ney. n.0.93. Yu.-uag. n.0,70. Tupa* 34 aka. 3ak. 1802.

N3paHo notneyataHo 0o ®TYMN «CTAHOAPTUH®OPM», 123995 MockBa. FpaHaTHbIii nep., 4.
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