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[lpeaucnoBue

1 NMOAroOTOBJIEH OO6wectBOM € oOrpaHMYeHHOMW OTBETCTBEHHOCTbIO «LTONpoeKkT» (OO0
«LUNTONpoekT») HA OCHOBE COOCTBEHHOIO ayTEHTUYHOrO NnepeBoJa HA PYCCKUU A3blK MEXAYHApPOAHOro
cTaHaapTa, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHunyeckum komutetom no craHgaptusaumm TK453 «MmnnaHTatbl B Xupyprum»

3 YTBEPXXOEH W BBEOEH B OEWUCTBUE Mpukasom denepanbHOro areHTCTsa no TEXHUYECKOMY
perynupoBaHuto u metponorumn ot 12 pekadbpa 2014 r. Ne 2073-cT

4 Hactodawmn ctaHaapT UAEHTUYEH MexayHapoaHomy crtaHpgapty NCO 5834-2:2011 «mnnaHTaThl
ana xupyprun. NonnatuneH cBEpPXBbICOKOW MONEKYNAPHOW Maccbl. 4 a ¢ T b 2. JlIutenHole popmbl» (ISO
5834-2:2011 «Implants for surgery — Ultra-high- molecular-weight polyethylene — Part 2: Moulded forms»)

[lpu NpPUMEHEHUN HaCTOoALLEro craHpaprta PEeKOMEeHAYeTCA UWCNnonb3oBaTb BMECTO CCbINMOYHbIX
MEXAYHAPOAHbIX CTAHAAPTOB COOTBETCTBYHOLLUME UM HaUMOHanNbHbIE cTaHaapTbl Poccunckon depepaumu,
CBEEHUA O KOTOPbIX NPUBEAEHLI B AONONMHUTENBHOM NpunoxeHun JA.

5 BBEJEH BIEPBbIE

[1pasuna npumMeHeHuUa Hacmosauweao cmaHoapma ycmarHossneHbl 8 TOCT P 1.0—2012 (pa3oen 8).
NHoopmayusa 06 UsMeHeHUsaX K HacmoswemMy cmaHoapmy nybrnukyemces 8 €Xea200HOM (110 COCMOSAHUK Ha
1 saHeaps mekyweao 200a) UHCDOPpMAUUOHHOM yKaszamerse «HayuoHasbHble cmaHoapmsbi», a
ocouyuarnbHbil MEKCM U3MEHEHUU U T[ornpasoKk — 8 EXeMECAYHOM - UHGOoPpMAayUOHHOM yKa3amerse
« HayuoHarnbHble cmaHoapmbi». B cniydae nepecmompa (3amMeHbl) urnu OommMmeHbl Hacmosduwjeao cmaHoapma
coomeememesyruiee yeseoomiieHue byoem onybnukoeaHo 6 onuwxauuwieM ebirnycke UHopMaUuUuoOHHO20
yKkaszamernsa «HauyuoHanbHbie cmaHoapmbil». Coomeememeyrowas UHpopmayusd, yeeooMIIeHuUe U meKkemel
pa3Mmeuwjaromes makKkxe 6 UHoOPpMayUOHHOU cucmeme obLlyea0o rnosib3oeaHus — Ha oguyuarbHOM caltme
QeoeparnbHO20 azeHmemea o MEXHUYECKOMY pezaynupoesaHuro U mMemporoauu 8 cemu HVHmepHem
(gost.ru)

© CtaHaapTuHoopm 2015
HacTodawmun ctaHgapT HE MOXET ObITb MOMHOCTbLIO UMM YaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH W

pacnpocTpaHeH B KayecTBe odwmumManbHOro usgaHus ©Oe3 paspelwieHua denepanbHOro areHTcrTea Mo
TEXHUYECKOMY PEryfiMpoBaHuio U METPONOIUK
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HAUMWOHANBbHBIN CTAHOAPT POCCUUCKOWU PEOEPALUUNMN

MMIMNAHTATDBI 1A XUPYPI'MU
NONN3TUNEH CBEPXBbICOKOW MONEKYNAPHOU MACCHI
HacTb 2
JiInTenHbie hopmMbl

Implants for surgery. Ultra-high- molecular-weight polyethylene. Part 2. Moulded forms

[1ata BBeaeHua — 2016—01—01
1 ObnacTtb NPUMEeHeHunn

HacTtoawaa vyactb ctaHgapta NCO 5834-2 ycraHaBnuBaeT TpeOOBaHNA U COOTBETCTBYIOLLME METOAbI
MCNbITAHUW ANA NMUTEUHLIX POPM, TO €CTb NIUCTOB U CTEPXKHEU, CAENAHHbLIX U3 MONUI3TUNEHA CBEPXBLICOKOW
MonekyndapHou maccel (CBMI13) ana nponsBoacTBa XMPypruyeckux UMnNNaHTaToBs.

Hactoqawaa yactb ctaHgapta NCO 5834-2 He npuMeHMa K OOpMOBaHHbLIM NMPoaykTam (C npodunem,
ONMM3KMMm K 3agaHHoOMY), NpoayKkTam, NoABEPrHyTbIM O0NYyYEHUIO, U TOTOBLIM NPOAYKTAM, a TaKXKe NpoayKTam,
NPOU3BEAEHHBLIM U3 MONUITUIEHA NMYTEM CMELUMBAHUA C AoDaBKaMu UMK NYTEM CMELUMBAHUA Pa3IUYHbIX
BUAOB MONMUMATUINEHA.

2 HopmMmaTuBHbIE CCbISIKWN

B HacTodLleM cTaHAapTE UCNONb30BaHbl HOPMAaTUBHbLIE CChINIKM HA cneayloLwue ctaHaapThl:

NCO 527-1:1993, lNlnacTtmaccel. OnpeaeneHne MexaHU4eCKnx CBOUCTB MPU pacTtaxXeHuu. Yactb 1.
Obwwme npuHuunol (ISO 527-1:1993 Plastics-Determination of tensile properties-Part 1: General principles)

NCO 1183-1:—1), [lnacTtmacchl. MeToabl onpeaeneHna NNOTHOCTU HEMOPUCTLIX nnacrMmacce. Yacrtb 1.
MeToa norpyxXeHud, MeToa XMAKOCTHOro nukHometpa m metoa tutpoBaHuma (ISO 1183-1-:Plastics —
Methods for determining the density of non-cellular plastics — Part 1: Immersion method, liquid pyknometer
method and titration method)

NCO 3451-1:2008, lNMnactmaccbl. Onpepenenne 3onbl. Yactb 1. Oowme metogbl (ISO 3451-1:2008:
Plastics — Determination of ash — Part 1: General methods)

NCO 5834-1:2005, UmnnaHtaTtbl gna xupypruun. [NonnatnneH cBepXxXBbICOKOWM MONEKYNAPHOW MAacChl.
Yactb 1. lMopowkoodbpasHbin (ISO 5834-1:2005: Implants for surgery — Ultra-high-molecular-weight
polyethylene — Part 1: Powder form)

NCO 11542-2:1998, [MnacTtmacchl. MonnMatuneH co CBEPXBLICOKOM MONEKYNAPHOW MAacCou Ansd
doopmMoBaHMA U IKCTPy3uun. Hactb 2. [NoarotoBka ucnbiTatenbHbiX 00pasyoB U onpeaeneHne ceBoncte (ISO
11542-2:1998 Plastics — Ultra-high-molecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials — Part 2: Preparation of test specimens and determination of properties)

3 Knaccudunkaumsa

Martepuan, oTnutbin U3 nopowika 1-ro, 2-ro unu 3-ro Tuna, cornacHo craHaapty NCO 5834-1:2005,
oyaeTt knaccudpuumpoBaTtbes Kak Tun 1, Tun 2 1 TN 3 COOTBETCTBEHHO.

4 MaTtepuan

NlutenHbin maTtepuan oyaet npoussoautbca n3 nopowka CBMITS B cooTBeTCTBUU C TPpeOOBaHUAMMU
ctraHpgapta NCO 5834-1:2005.

5 NMponsBoacTBeHHbLIE TPEOOBAHUSA

JluTenHbIn maTepuan, NocTaBNAeMbIN C KXKAbIM 3aKa3oM, JOJDKEH UAEHTUMUUMPOBATLCA MO HOMEpaM NMapTUM.

1) byaeT onybnukoaH (nepecmoTtp NCO 1183-1:2004).
B Xo4e npouecca opMOBaHUA XKUAKUE UMK NOPOLLKOODOpasHble pasgenaroune areHTel (HanpumMmep, CUMMKOH UK
TanbK) NCNONb30BaTLCA HE DyAYT, ANA TOro YtToObl N3bexaTb 3arpA3HEHUA, MUrpaUnn U 4ePEKTOB OTNUBKMW.

A3paHune oduumanbHoOe
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[TpuMeyaHUe-TepMnH «NapTUs» OTHOCUTCA K MaTtepuany, KOTopbliA AOMKeH ObiTb NOABEPTrHYT UCMLITAHMUIO
N ANSA KOTOPOro UMeLOTCS OTAENbHbIE YYETHBIE JOKYMEHTHI.

MaTepnan p[omkeH noAaBepraTbCs nNpoLeccy oTXura AN onpeAeneHuss OCTaTOMHOrO HanpsKeHWs Mo
COrnacoBaHU MeXAy 3aKa34nkoM N MOCTaBLUMKOM.

6 TpeboBaHus

6.1 Pusnyeckne CBOUCTBA
[Ipn U3MepeHun ¢ NCcnonbL30BaAHMEM HaAnNeXxallero Metroga UCNbITaAHUA, COrnmacHoO onpeaeneHulo B
Tabnuue 1, dusnyeckne CBOUCTBA JNUTEWHOrNo0 mMartepuana AOJKHbl COOTBETCTBOBATb 3HAYEHUSAM,

npuBeAeHHbIM B Tabnuue 1 Ang kaxgoro u3 TMNOB Marepuana.
du3anyeckne CBONCTBA AOJHKHbI M3MEPATLCA HA MaTepuane B TBEPAOM U OTOMOKEHHOM COCTOSIHUM,

npexxge 4yem oH dyaeT noABEPrHyT AanbHeunwen oopadoTtke. Nocneayowme npon3BoaACTBEHHbIE NMPOLIECCHI
MOTYT BINMUATb HAQ CPABHUMOCTb PE3yNbTaTOB UCMNbLITAHUMN.

6.2 TBepable YyacTuubl

[Topn BU3yanbHOW OLIEHKE HEBOOPYXEHHbIM TrMnasoM WKW C Koppekunen 0e3 yBenuyeHusd Ha
NOBEPXHOCTU obpasua unu obpasuoB, MNPUroTOBNEHHbLIX B COOTBETCTBUU C pasgenom 8, OOIMKHO
NPUCYTCTBOBATbL HE D0onee AeCATU YacCTuLl.

Taonwuua1l- dPusnyeckne CBOUCTBA

CBOWUCTBO EAvHUULI TpeboBaHue TpeboBaHue TpeboBaHKue MeToA
N3IMepeHUS Tun 1 Tun 2 Tnn 3 ncnblTaHua no
| noapasgenam
[1NOTHOCTL Kr/M” OoT 927 no 944 |o1 927 no 944 |01 927 no 944 7.2
30/1a, MaKCUMYM MI/KT 150 150 300 7.3
[1pegen Teky4yecTu npu Ml 1a 21 19 19 {.4
pPacTsXKeHUu, G;, MUHUMYM
PaspyLiatoLlee Ml1a 35 21 27 7.5
HanNps>XeHne npu
PacTAXEHUWU, Gy, MUHUMYM
YANUHeHne npu paspbiBeE, % 300 300 250 7.6
A, MUHUMYM
YaapHad npo4yHOCTb NO |<,[I,>|</|v|2 180 (126) ° 90 (73) 30 (25) {.7
LLlapnu®, “cN, MMHUMYM
[TpuMeyaHune-MUHUManNbHbIE 3HAa4YEHUSA, NPUBEAEHHLIE B STOW Tabnuue, NpeacTaBnAaT cpegHUe pesynbTaThl
MCNBITYEMBIX 00Opa3uUoB. MHAMBMAYanbHblE pe3ynbTaThl 418 OTAENBHBIX 00pa3UoB MOTryT ObITb HUXE 3TOro
MUHUMYMA.
P MoryT 6bITb NpoBefeHbl UCMbITaHUa yaapHoi npodHocTH no LLiapnu unu no M3oay, ycTaHOBNEHHbIE B
naparpade 7.7. B cnydyae COMHEHWUA UM CNOPHOro pesynbTaTa B KavecTBe 3TanoOHHOro Metoga oyaer
MCNONb30OBaTLCA MeTO 4 UCNbiTaHUA, ycTaHOBIeHHbBIN B cTaHgapTe MCO 11542-2 (meTog LLapnn).
|6 3Ha4vyeHuna B ckobkax onpeaeneHsl B cootTBeTcTBUU ¢ ASTM F648:2007 (no Usoay).

7/ Metoabl UCNbITaHUSA

MPEOYINPEXOEHMWE -. Nopowok CBMINM3, nonyodbpaboTaHHbIA U TOTOBbLIN NPOAYKT AN
JAHHOro0 NPUMEHEHUS He coaepXaT CBeToCcTabunu3atopoB M MO3ITOMY TPeOyloT 3aluuTbl OT BO3OENCTBUSA
yIbTPadnoneToBoro N3ny4yeHus.

7.1 YcnoBus ucnbiTaHuA
Ecnu He ykazaHO MHOE, UCMNbITaHUA, YCTAHOBNEHHbIE B pasaenax /.2 u /.4-7.7/, AOMKHbI NPOBOANTLCA

NpU CTaHAAPTHbLIX YCNOBUAX NMpU TeMnepartype (23 +

°C nocne T10ro, Kak ucrnbiTyembi obpaseu dyaeT HaxogUTbCHA B 3TUX YCIOBUAX HE MeHee 16 .

7.2 TINOTHOCTL

[1NMOTHOCTbL AOMMKHA N3MEPATLCA Npu NomMoLum metoaga A (MeToa norpykeHunsa), ycraHosneHHoro B MCO
1183-1, ¢ ucnonb3oBaHMeM He MeHee Tpex obpasuoB. CpegHee 3HAYEHUE PEe3ynbTaTOB UCMbITAHUA TPEX
oOpasyoB HE AOIMKHO NPEBbLILLATL 3HAYEHUE, yKa3aHHOe B Tabnuue 1.

/7.3 3ona

CoaepxaHue 30nbl AOIMKHO U3MEPATLCA B COOTBETCTBMM ¢ MeTtogomMm A craHpaaprta NCO 3451 -1, ¢
npoBeAEHNEM ABYKPATHOINO aHanusa KaXaoro u3 AByX UCMbITyeMbIX 0Opa3suoB rnpu temneparype (700 £ 50)
°C. CpegHee 3Ha4YeHWEe pe3ynbTaToB MUCMbITAHUA ABYX 00pasuoB He AO0MMKHO MNpPeBbILATb 3HAYEHUE,
yKkaszaHHoe B Tabnuue 1.

2
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7.4 [lpepen TeKy4yeCcTu Npu pacTaXeHUn

[lpepen TeKyyecTu npu pacTsaXKeHUWU, C;, AOIDKEH onpeaenaTtbCa ¢ UCMONb3OBAHUEM MUCMbITAHUA Ha
pacTsaXXeHue, yctaHoBrneHHoro B ctaHgaprte NCO 527-1, ¢ ucnonb3oBaHMEM 3KCTEH3OMETpPA ANA U3MEPEHUS
YCUINUA U co ckopocTbio ucnbitaHnga (100 £ 10) Mmm/MuUH. JOMKHO ObITb UCNbLITAHO HE MEHee NATU 00pa3LoB
TonwuHon (1,5 x 0,5 MmMm. CpeaHee 3Ha4YeHUe pe3ynbTaToB UCMNbITAHUA NATU 00pas3uoB HE AOJTKHO
npeBbILLIATL 3Ha4YeHune, ykazaHHoe B Tadbnuue 1.

7.5 Pa3pyuwarluiee HanpsaxXeHue npu pactaxXeHuun

PaspyLialoLlee HanpsaXXeHne npu  pacTaXeHuu, O, AOMKHO WU3MEPATLCA B XOAE€ WUCNbITAHUA,
onucaHHoro B pasgene 7.4. CpeagHee 3HA4YeHWE pe3ynbTaToOB UCMHLITAHUA NATU 00pa3UOB HE AOJMKHO
npeBbILLATL 3HA4YeHne, ykazaHHoe B Tadbnuue 1.

7.6 YOnuHeHue npu pas3pbiBe

YANUHEHNE Mnpu paspbiBe, &, AOMKHO U3MEPATLCA B XOA€ UCMbITAHUSA, ONMCAHHOro B pasgene 7.4.
CpeaHee 3HavyeHue pesynbTaTtoB UCMbITAHUA NATU 00pa3LOB He AOMMKHO NMpeBbILATL 3HAYEHUE, yKasaHHOoEe
B Tabnuue 1.

/.7 YpoapHasa NpOYHOCTb

YaapHaa npo4yHOCTb obOpasua, pasMmewaemMoro Ha AByx onopax, acN, agomkHa onpeaensarbcs
MCMNbITAHUEM Ha yAAapPHYIO MPOYHOCTbL, onucaHHbiM B ctaHpaapte NCO 11542 - 2, npunoxeHue B (meTon
LLlapnu) nnu B ASTM F648:2007.

8 MapkupoBka

Kaxxgass ynakoBka NMUTEMHOro mMaTtepuana AoJkHa ObiTb YETKO NMpoMapkupoBaHa B COOTBETCTBUU C
NOpPAAKOM, COrnacoBaHHbIM MEXAY 3aKa34ynKoOM U NMOCTaBLLUKOM.
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[MpunoxeHnue QA
(cnpaBoO4YHOE)

CBegeHUss 0 COOTBETCTBUMU CCbINTOYHbLIX MeXAYHAapPOAHbLIX CTaHOAPTOB
HaunoHanbHbIM cTaHaapTaMm Poccunckon ®enepauun

Taonuua dA.1

Obo3Ha4yeHmne CTeneHb O603Ha4YeHne 1 HanMeHoBaHNe COOTBETCTBYHIOLLENO
CCbINTOYHOrO COOTBETCTBUSA HaLWMOHanbHOro cTaHaapTta
MEXYHapOHOro
cTaHpapTa
NCO 527-1:1993 — *
NCO 1183-1:2004 — *
NCO 3451-1: 2008 — *
NCO 5834-1:2005 — *
NCO 5834-1:2005 — *
NCO 11542-2:1998 — *
*COOTBETCTBYHLLUMA HaUWOHaNbHBIA  CTaHAapT oOTcyTcTByeT. [lo ero yTBEPXAEHWS PEKOMEHAYeTCS
MCcrnonb3oBaTbh MEPEBO] Ha PYCCKMA A3bIK JaHHOro MeXAyHapoaHoro cTaHgapTa. [lepeBop AaHHOMO
MEXAYHapOoAHOro ctaHgapta Haxoautes B PegepanbHOM MHDOpPMaLUMOHHOM DOHAE TEXHUYECKUX PErMaMeHTOB
N CTaHOapTOB.
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buobnuorpadpua

NCO 11542 2:1998 INnacTtmacckl. [10nNMaTUNEH CO CBEPXBLICOKOW
MONEKYNApPHOU MacCon Anga opMoBaHUA U IKCTpPy3uKn. Hactb 1. Cucrema
0003HA4YeHNS U OCHOBA AN COCTaBNeHUA TeXHu4eckux ycrnosum (1ISO
11542-2:1998 Plastics — Ultra-high-molecular-weight polyethylene (PE-
UHMW) moulding and extrusion materials — Part 2: Preparation of test
specimens and determination of properties)

ASTM F648:2007 CtaHaapTHbIe XapaKTepUCcTUKN ANA NOPOLLUKOOOpa3HOoro
NONMU3TUIEHA CO CBEPXBLICOKOU MONEKYNAPHON MACCOU U TOTOBbLIX POPM
ONA U3roToBNMEHUA XUpypruyeckux nmnnaHratos (ASTM
F648:2007Standard Specification for Ultra-High-Molecular-Weight
Polyethylene Powder and Fabricated Form for Surgical Implants)

NCO 527-1 NnacTtmaccsl. OnpeaeneHne mexaHn4ecknx CBOUCTB MNMPn
pactsxkeHun. Yactb 1: Oowme npuHuyunsl (1ISO 527-1:1993 Plastics;
determination of tensile properties; part 1: general principles)

NCO 1183-1:—" MnacTMaccsi. MeTtoabl onpeaeneHnda NiNoTHOCTHK
HenopucTbixX nnacrtmacc. Yactb 1. Metoa norpy>keHuda, MeToa >XMAKOCTHOro
nukHoMeTpa u metog TuTpoBaHua (ISO 1183-1-:Plastics — Methods for
determining the density of non-cellular plastics — Part 1: Immersion
method, liquid pyknometer method and titration method)

NCO 3451-1: 2008 lNnactmaccel. Onpeaenenne 3onbl. Yactb 1: Oowme
MeToabl (ISO 3451-1:2008: Plastics — Determination of ash — Part 1:
General methods)

NCO 5834-1:2005 mnnaHTaTbl 4Na xupyprun. NNonnaTUNEH CBEPXBLICOKOW
MonekynapHon maccbl. Mactb 1. NopolukoobpasHbin (1ISO 5834-1:2005:
Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1:
Powder form)

NCO 5834-1:2007 mnnaHTaTbl ANa xupyprun. NNonnaTUNEH CBEPXBLICOKOW
MonekynapHon maccbl. Mactb 1. NopolukoobpasHbin (1ISO 5834-1:2007:
Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1:
Powder form)
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YOK 616-089.844:006.354 OKC 11.040.40

KrntoueBble CrnoBa: UMMNNAHTAaTbl, XapakTEPUCTUKKU ANA NOPOLLKOOOPAa3HOro NofMaTuneHa co CBEPXBbLICOKOW
MONEKYNAPHON MacCoOMN U TOTOBLIX POPM ANA U3FOTOBNEHUA XUPYPIrUYECKUX UMMNNAHTATOB, UCNbITAHUA ANA
NMNTEUHLIX POPM, NMUCTbI U CTEPXHU, COENAHHbLIE U3 MONMUITUNEHA CBEPXBLICOKOU MONEKYMNAPHOU MAacCChl,
NPOU3BOACTBO XUPYPrMYECKNX UMMNINAHTATOB

[TognucaHo B nevatb 02.02.2015. PDopmaT 60x84 /s,
Yen. nev. n. 0,93. Tupax 32 3K3. 3aK. 837.
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