DEJEFANBEHOE AFEHTCTEO

No TEXHWYHECKOMY PErYnNAPOBAHWIO W METPONOrKKA

HALUMOHANLHbIM NMNCTP UCO

CTAHOAPT

POCCUWUCKOMW 5834-4—
QEOEPALUMMN 2015

MMnnaHTatbl ANA XMpypruu

NONUITUNEH CBEPXBbICOKOW
MOJNEKYNSIPHOWN MACCHI

YHYacTte 4

MeTopn UM3mMepeHMA MHOEKCa OKNCINeHWnA

IS0 5834-4:2005
Implants for surgery — Ultra-high molecular weight polyethylene — Part 4:
Oxidation index measurement method
(IDT)

Hapanue odruHMansHoe

Mockna
@ CrannaptuHGiopM
— 2016

GostExpert.ru
https://GostExpert.ru/gost/gost-5834-4-2015



https://gostexpert.ru?utm_source=pdf&utm_medium=70896
https://gostexpert.ru/gost/gost-5834-4-2015?utm_source=pdf&utm_medium=70896&utm_term=page

rcT P WCO 5834-4—2015

Mpepucnoeue

1 NOANOTOENEH ABTOHOMHOH HEKSMBMEDHECKDH DPradkaauMel sMHCTUTYT MeOMED-BRONCrH<4acKx
WCCneqoeaduid 1 TexHonorrd: (AHD sMMBEYIWMT:) Ha ocHoBe COGCTESHHONS ayTEHTWYHOrS Nepeacda Ha
PYCCKMNA B3k MEXOYHADOOHOIS CTAHASPTS, YEAIZHHOD B NYHKTE 4

2 BHECEH TexHM4eckum KOMUTETOM No cTaHdapTHaauxd TH 422 «DueHka BHonoru4eckoro QEMCTaMA
MG HLMHCEME MITE MM -

3 YTBEP¥OEH W BBEJEH B NENCTBWE Mpukazom PegepansHorc areMTCTBa NO TEXHWHECKOMY
PETYMUPORAHK M MeTponarkdk ot 20 sapTta 201571, Ne 147 -cr

4 HacToAwrrA cTavZapT WoeHTHYeH MexgyHapogHomy cTadgapty MCO 5834-4: 2005 «MannanTaTtoi
AnA XHpyprad. NonuaTined CeEpXBEICOKOR MONeKYNAPHoA Maccsl. HacTte 4. MeTog damepeHHa NoKalaTena
ORHCEHA: (150 5834-4:2005 «Implants for surgery — Ultra-high molecular weight polyethylene — Part 4
Oxidation index measurement methods, IDT).

Mpk NpHsEHEHNA HACTOALWEND CTAHAAPTa PEKoMEHOYETCA KCNoNBI0EATE BMECTD CObINOHHbIX MERTYHA-
poOOHBIX CTAHOAPTOR COOTEETCTEYIOWME MM HALUWMOHANEHBE CTaHgapTel Pocorickol Pegepaymy, CEEOeHNA O
KOTOELN NEPHEELEHE! B ONSAHATENEHOM NPWNoEEHAA 0A

3 BBEOEH BNEPBHIE

Mpasina NpUMENeHUs HacMmoRwWea0 cmasdapma yemakoanets: @ FOCT P 1.0—2012 [pazden 8
Huchopmauus of UaMeREHURY K HACMaAWeMy cmasdapmy nySnukyemca & 2030600 (N0 COCMOANLK Ha
1 aHeaps manyweso 2oda) urhopraliuanHon yrazamene « Hayuonaneteie cmaddapmers. a abuylanatel
MEHCM UIMEHSHU U TONJSEoK — & EXSMSCAYNOM yrasamens sHaulonans s cmandapmes. B cnyuag
EpeCMoMDa (IamMessl] Lu omass! HacmoALweae cmardapma coomasmomayiowes yeedomnenue Gydam
amyGnukoaano & Gauwaliwen abiMyChe EMEMEcAYNGE0 UNPODMALUOHHOSD yrazamend sHaluoHansHse
cmardapmbis, Coomesmomayioliss ulgopMaULs, yeedoMasHue O MENcmel DaIMeILamTCcA Makke &
uHhopMaliuonkod cucmearde 0BLUE S0 MoNLICEARUA — Ha aghuluUansHoM caime CedepansHosn 32eHMomEa
10 MEXHUYECKOMY DESVALDORARUN I MEMPONO2UY @ Camu Mameprem (www. gost. ru)

B CrangapTeHdopm, 2016

HacToAWwMA CTAaHOAPT HE MOMET BTk NOMNHOCTED MMM Y3CTHYHO BOCNDOWIBE0EH, TMDAMWDOEAH K pac-
NPoOCTREHEH B KAYECTES PULMANEHOMD H30aHKWA G243 paspelledna PeepansHors aradTcTaa N0 TeXHMYECKD-
Ky PEMYTIHPOBAEHHI0 M METRONOMM
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EBeegeHne

WCO (MexgyrapogHan Opradusauds CTandapTyaaumd ) RENAETCA BoEMUPHOH Defepauren opralos
HALWOHANGHEIX CTaHdapToR (opraHdagymd — unewoa WMCO). Pabota no nNoaroToBE:e MesOyHapogHe X
CTaHOAPTOR O0LIYHO NPOBOOMTCR YEPES TEXHWUSCKME KOMWMTETE 130, Kawaoas opraHdIauma-unes, aauHTe-
pECOBAHHAA B NPEOMETE, ANA KOTORONd COI0ARANCA TEXHMYECKWA KOMUTET, MMEET Npasn DwTe NpeacTABNEH-
HOH B 3TOM KoMUTeTE. MesoyHapooHse Opraq9d 3a099, say rocyJapcTEeHHBIE, Tak 4 HEMoCYAAPCTREHHBIE,
Takke NPWHKMaKT yYacTie B padoTe BO BaawMogencTawd ¢ MCO. MCO TecHo coTpygHydaeT © MewoyHa-
POOHOR SNekTpoTexHYeckor KoMrcocken (M3K) no ecem aonpocam INeETpoTEXHWHECKON CTARGIDTHIALKA.

MexgysapogMsie cTaddapTsl paspafaTwBa0TCA B COOTBETCTEMM C NPABHN&AMY, MRWBEGEHHbIMA
B OQupekTeeax MCOUKMSK, vacTe 2.

OcHoBHOW 38034l TeXHMUGCKHE KOMWTETOR ABMASTCA NOGroTOBRKa MEesOyHapolHbX CTaHOapTros.
MpoekTe MexayHapoO LY CTAHIZADTOR, NPHMHATEE TEXHRYECKUMK KOMUTETAMM, PACTPOCTPAHAIOTCE OpPranM-
JALMAM-YNEHAM ONA FONocoBaHuA . MyBNMEauxA B KAYeCTES MENOYHaDoaHOro CTangapTa TpedyaT o0 0GpaHMA
Mo MEHEWENE Mepe 75 % opraqdiali-4neqon C NPasom renoca.

Heobxonumo 0B0aTHTL BHAMIHWE HA BOAMOMHOCTE TOMD, YTO HEKOTOPEIR 3NEMEHTE GaHHOMD A0KYMEHTA
MOMYT AENATECH NpeaMeToM natTedToobnagasua. WMCO cavmaeT ¢ ceff OTERTCTBRHMHOCTE 13 BRIABNEHNE
KAKAX=-NAD0 TAKOBEX NaTEHTHEX Npas.

MCO 5834-4 GeinnogroTopned TEXHHYECcKWM KoMdTeTom MCOUTRK 150, XepypruiHeckie MMnnadTaTthl,
MogromuTeT SC 1, Mateprank.

MCO 5834 coctouT Ka cnegyiowWs sacTed nog ofluM 3arnasem « Xupyprideciles MMNNaHTaThl.
MonKatThneH CEERXBBICOKOR MONEKYIADHON MacChl !

YacTe 1 — MNopowroobpaiksin

YacTe 2 — NuTedHee GopMis

HYacte 3 — MerogueEa yokopeHHoro CTapeHna

YacTe 4 — Metog naMepeHna NoKailaTend ChUCNEH A

YacTe 5 — Merog oUeHEN MOpdeonoriaM,

I
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

MmMnnanTaTil ANA XUPYPraW
NONWATHUNEH CBEPXBLICOKOW MONEKYNAPHOW MACCbI
HacTe 4
MeTon WiMepeHHA KHOBKCA OKMCHEHWA

Impiants for surgery, Uitra-high mokacular welght polyethylens.
Fart 4, Daxsdation index measurement method

Daraseenenns — 2016— 03—01

1 OBnacTb NPUMEHEHUA

HacToAWMWA cTaHg0apT onpenenaAaT MaTod WIMEPeHHA OTHOCUTENEHON CTENgHn OKMCN2HMA NONUaITH-
MNEHA CREPXBLICORIH MONeKyNapHoH macce {UHMWPE).

HacToAwmrh CTAaHIART NPHMEHARTCH K NCNWATANEHY CEEDXBECOKDNA MoNeky MApHOA Macoe (UHMWPE),
NPeqHaIHaYEHHoMY ANS NEMMEHEHMA B KAYLCTRE XMPYRIMYECKHE MMNINAHTaTOR,

2 HopMmaTHBHbLIE CChINKK

B HacToAwesM CcTasfapTe WChOoNs3IcBEaHE CReayilMe CCRAEA Ha MEeXOyHapoOHBE CTasgapTel.
MNpK GaTWDOBAHHOR COBINKE NPMMEHHMO TONBEKO yEa3aHHos wadadde, Npy coeinke D83 gatel NpUMEeHMM0
NochEgHes H3JaHWe YRaIaHHOM JOKYMEHTA, BEFHKHAR BCE NONDABKH.

IS0 5834-2, Implants for surgery — Ultra-high-molecular-weight polyvethylene — Part 2: Moulded forms
(MasannakTatel gnA x«pyprid. Monuatuned yNeTpaeblCokol MOonNekyNAPHOA macck. HYacte 2. [Miennwe
thopsi}

150 115421, Plastics — Ultra-high-maolecular-weight polyethylene (PE-UHMW) moulding and extrusion
materials. Part 1. Designation system and basis for specifications (MnactMaccs. MonMaTNe s Co CBEPXBRICO-
KOH MONERyNADHOR Maccol OnA PopMosaHds ¥ JHCTRYIMK. HacTe 1. ChucTema oboliaveHda W ocHoBa anA
COCTARMEHMA TEXHWHECKWE YCNOBMA)

150 11542-2, Plastics — Ultra-high-molecular-weight polyethylene (PE-UHMW ) moulding and extrusion
matenals — Part 2: Preparation of test specimens and determination of properties {Mnactmacces. Monuatiined
CO CREPXBRICOKOH MONEEYNADHOR MACCOR 4NA GopMOBAHMA KW CTPYarKH. HacTe 2. MogroToaka MoneITaTenb-
HER oBpasuos 4 onpedane-ie CEONCTR)

3 TepmuHbl U onpefeneHWnA

B HacToAWweM cCTaHOapTe NoMMEHEHEl TEDMHAHE G COOTEETCTEYMLLMMIA ONpE0e NS AN, NDHBE e HHbIS
B MCO 115421 WCD 11542-2, a Taioke cnegyowwea:

3.1 paamep aneptypid (L) OndHa M WHpKHHA NpAMOYIoNsHONR anepTypst HNd GUaseTs kpyrnon anep-
TyDbl, MCHONEIYEMon B MK CResTpoMeTpe QNa CNekTpank sy HIMepeH KA.

3.2 obwni wHaeke okucneduAa ([ )0 CpeaHAd BENWYHHA WHOEKCOB OXWCTEHWA, HIMEPEeHHBIX
B gdanaacHe 1,5 mMm atnuan uedTpa npodidnAa okucnexys obpaaua (angs oSpaaua).

MamaHue SPHUHANBHOR
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NMpuwmesdas e — TENEuHER BENE4HHA HAMepAeTeAa ANA YYARCTHE NNaTS C HaMMeHbWHMH HeJeEcaMKd SEone-
Hw#A. Ana E‘lﬁpEBLL{IH TOMWMHGA MeHesa depm 83— 10 w373 UEHTRaNLHaR aBnacTe MOKET MMETE HEWEBBICLLME WHOBKCE: ORMC-
NeEHHA B I3EHCHMOCTH 0T COCTOAHWA CRUCneH s obpazua.

3.3 nokatop rnySuHel (d): M3MepeHde coeaqero paccToAHMA 0T MCCNadyeMol nosepxHocTH ofipaiua
WK HHTEDECYIOWEH HAC NOBERXHOCTH, HA KOTOPOK GbiN KIMEREH CNEKTP W BEIMKCNEHS BEMWYEMHA [,

3.4 paamep wHkpemenTa (L): PaccToAHds Memdy O8yidA NDUNeramw M oGnacTAME Ha MCNsITL Bae-
RO NNEHES, TOE NOCNeg0eaTeNsHo WakepAinTeA MK cnesTpel.

Npuwmeyasne— 3TopaccToad#Ae olzivHo ABNASTLA NOCTORHHOA BENMYMHO® ONA KOHEPETHOID WCCNeayeMoro
ofipasua.

3.5 HOpMaNWMIOBAHHAA NNOWaAL Nuka (A
meokny 1330 o ' v 1396 o .

norml: OBLWEAA NAOWAOE HODMANWICBAHHOTD bIX) MHEE(0E ]

Npuwmesdadse— 313 ofnNacTe ONpeOSnAeToR KAk obnacTe Mexay G230B0A NHHUER W CREHTRENSHOA. H3K
NoK33AHO HA pUCyHEe 1.

ak

14—

T T
1200 14040 1800 1830 2000 2200 2

A — MOTAOL|EHHE, = BURHOBRDE YHdCnO -:M-1

T = Mnousge NHES ONE HO MPOEEH, .nlm:lm__ (137011 2 = nnowane nnxtuucnermn..i'ln

FucyHok 1 — THaHuHee Sypee MK SNekTpE ORUCIEHHOMD YN THEBR COKGM ONSKYNAPHOTD NONUSTHNEHE.
RAMKCTENPYH LWIKWE DECHET WHOEKCE OKWCNEHUA, DCHOSEHHSIR KA NNGWENM, MCNONEIYA 40 PMUPOBLY
no WKy npe 1370 cw !

'rr: x " "q'r: -.'I"q'nc-m:

3.6 oxncnedse: MpucosguHEHre KHCNOPoGa K Monekyne (Hanpesep, UHMWPE) nocpegcTaom xHmMM-

YECKON KORANEHTHON CEAIM.
3.7 mnpenc okncnedwA (1, ): OTHOWEHKE NNoWAOSK NHEE (NWKOE) NornowednA ey 1630 cm-! |
1850 cm (A, ) K NNoWAnK NKUKa (NHKOB) NOrNowesHA mexay 1330 o’ 1 1396 cm' (A

norm }

Npuwmesade— LM pEcyHoK 1.

3.8 npodune WHASKCa OKWCNeHWA: [padhW4eckos BhiPEAMEHWE HIMEHESHWA WHOSKCE OKWCIEHHA
0Gpaila 8 3aBMCHMOCTH OT PACCTOARKA 00 ONPeEnNEHHOA KW HHTEDECYEMON NOBSDXHOCTH.

2
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Mpuwedadse— 370 rpader 2aemcuMocTd [, 0T &, QGuSHO rpadiue QeMOHCTRHpYeT npodene No Boed
Tonu«He cBpasua.

3.9 nnowage nuka okmcnesdd (A ): Obwas nnowanes nrka (Nuies) nornowesnA smexgy 1650 o' 1
1850 oo

I PAMBY A3 H®E— BTa BENMYRHE BHNHCNABTCA KEK NNOWALL F2HILY GaascHol NHHASA 1 CAEKTRANEHORA THHWEER
ofipaiua, Kak noxazaso Ha BHCYHEE 1.

3.10 wHoeKc oHMCNEHWA noBepxXHocTA ([, ) CpedHas BEMMYMHE HHAEKCA OKMCNEHUA ONDESENaHH O
WM MHTEPECYROLENR NOBEPXHOCTI HA rMyBuHY 3 MM NPUNoBRERHOCTHOND CNOA (ANA obpaiya).

4 Wccnegyemele oBpasybl

Mocnenyeseie obpaiuel AONMHE GbiTe NONYYEHE M3 (OPMOBAHHOTD MATEPWANA Ha OCHOBE YNETPa-
BEICOKOMONEKYNADHOND NONWATUNEHA W KNaccubUUMpOBaKE Kax TUN 1, TMN 2 MnW TN 3 B COOTESTCTAKMK
c MO0 5834-2.

I PAME24YaH#2— MoToBERIE H3ZENKA FATREEHCOKOMONSEYNARHOTD NONKAATUNEHE B 3TOM COYYEE HE A0NEHE
choepEaTe CEETOCT BEHNA3aTO poE E NOaTOMY HY #0880 TOR B 3AWMTE 0T YNeTREDACAETOESND WANYHEHHWA.

5 Marepuanbt M npubopbi

5.1 MaTtepranis

MoconegyeMels obpaiys GNA WIMEPEHKA MHIEKCA CHMCNEHHA O0NMHE BHTE NOMYHEHL M3 QopMOBaH-
HOM YNETRABRCOKOMONEKY NAPHOITS NONWMAITANEHA B COOTESTCTEMK C TpeboaanmAmMKn MCD 58342,

5.2 Nprbop.l

2.2.17 PVudrpakpacHslid CNekTpomMeTp, KankbpoBaHHeld, cnocobHbld 3anKcelBaTE CREKTR NPONYCKaHKa
WNi NOMOWEHWA B guanazoHe ot okono 1200 cv~' go okono 2000 ca', MGNONbIYA NAEHKK TONWWHOR OT
0,15 s oo 0,25 mn © paapeweHsen 8 4 oy v anepTypon okono 0,2 mm = 0,2 MM, Pekomergyemslid pasmep
HHEpEMEHTa COCTaRNAST 0,2 Mu.

Opyrie cnocobbl MIME DEHWA [HANDWMED, CEKT Dl OTPAMEHWA, HADYLLEHHOE NONKHOE BHYTDEHHER OTpa-
wedue (MHAMNBOY, 4 7. 4.] W ApyTHe IHaAYSHMA ANepTYPE W BENHYMHE HHEDEMEHTS MOMYT DeiTe MCNONEISEIHE
Ana NoMyYeHda CReKTpa fornowedds oBpaiua npy YCNoBRMK, YT0 OHM Ja0yT OOCTATOUMD SKBMEANEHTHEE
pEAYNLTATE. CNMIWKOM DONLWAR ANepTyYPa MOMET NDUESCTH K NOTEPE TOUHOCTH NDOMINR MAMEDE KA.

Mpy KCNONEIDBAHMKW KHDDAKPACHDTD CNekTpomeTpa ¢ Pypoe-npechpazosadmen { Typee-HK), neobxo-
OHMMO HENONBI0BATE KaK MAHKMMYM 32 CHARKMPOBAHMA NPW WaMepeHHK kaxaoro cnektpa. NMpubop $ypee-HK K
kaMepa ana obpaiua 0omeHe BeiTe 0BpatoTaAHE MHEDTHRIM MA30M, He COTeDHALLMM NAPO0E BOOL KWIH YINE-
KMCNOTD raia (HanpuMep, a3oTomM, FenMes MK aprosom ) Ana Ceage WA K MAHRMYMY CIekTpankHbIx NoOMex oT
ATHX KOMIOHEHTOR.

2.2.2 Jepwartents ofpaiua DoMmseH ObiTe YOTDOEH Tak, 47006 TOMHO NOIWUHOHWPORaTE obpased nepen
aAnepTypoR.

5.2.3 MukpoToM, COCTOAWME W3 obopyQoBaHKA, CNOCOBHONS NPOMIB0OMTE CREdkl (MNeHKK) oSpaiua
TONWHHOA 0T 3,15 0o 0,25 MM NepneH QUEyNADHD K NOBEPXHOCT M 0SpaiLa Mk HHTEDECYIOWeR NoOBe DX HOCTH.

6 3HauYeHHEe N NPUMEHEHWe

MeToOs!, CNACAHHLIE B HACTOALEM CTaHOAPTe, MOMYT BbiTe MCNONLI0BAHE ONA HIMEBDEHWR WHIEKCOE
OKWUCNEHHA YNETPABEICOKOMON 8Ky NRPHOMO NONWATHNENHS B YCNOBUAX DEaNLHOM0 BPEMEHH, TAKWX KaK CTapaH1e
A NPOUBCCR XPAHEHWA i NOCTE WMNNAHTALMA W GECTPE OKMCIUTEN BHBX NPOLSCCOB.

T lMpouegypa

7.1 MNpuroToBneHde AcenegyemMix obpaiuos

Mcnoneaya MAKpOTOM MNK OpYToe COOTRETCTRYIOWE: YCTPOACTED, NOArOTOBRTE TOMKWA cpes obpaiua
TonwkHoA o1 0,15 00 0,25 M.
Cpea obbdHe BEpETCR PALOM C LUEHTROM NOABEDXHOCTH 0G0AILA MITH AHTEDECYIOWEaH NOBEDXHOCTH.
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Hanpagneuye cpesa ofkqMo ABNABTCA NEPNEHIAKYNAPHE K TOBEDXHOCTH 00pasua vnd MHTepacy-
KILLEA NOBEPRHOCTH.
7.2 Kondmrypauua ncocnenyemMoro obpaiya B CNeKTpoMeTpe

Wocnegyemas nnelka (cped) CHaqvana yoTadaeny BasToh B CNekTRoMETRE (Nocne Tor £3K Sk HaMepeH
COOTRETCTEYKWWA QoHOBRIR CNEKTR), T2KYTO aNepTyDa pacnonoEeHa Ha paccToAMH MK 0,2 MM OT NOBEpXHOCTH
nreHkn. MocRegyIoWwMe CNeKTPE MIMERRINTCA NOCNHBOoBaTENEHD C© WaroM okono 0,2 MM BACNs BCEN WHPH I
ek, Mo¥Ho Menone3oeaTe B GoNeWWA War, HO CRMWESK BoONsWod pAIMER WAara MOoseT NOWBECTH K

MNoTepE TOYHOCTE Npoduana.
7.3 NMogroToeka MR PaKpacHOro CREKTROMETRA

MogroToBeTe MG pakpacHsi@ CNeKTPOMETP K MAMeDEHKKD CNeETpa NPOonyCcrRaHdA Wik NornoweHdA
TOHKSH nneqsd obpazua UHMWPE cornmacHo peksMesdalWas NpoHaBoguTena H YConoodam, OndcaiHLIM
B7.1.

MpoBEOMTE HAMEDEHKS CNEKTPOE B NOCNEL0BATENBHOCTA, ONWCAHHOWR B 7 2.

8 BoiuvcneHuA

8.1 ObBwan 4acTk

PeayneTaTkd, NOAYYSHHEIE MOCTe CHegyHWLWME BLHWCTeHWA, MOTYT BuiTe NONEIHbIMG NRH ONRCaHKA
OEACTWTENRHBIX CECACTE OBDasua MNH NPKM COARHEHMH OKWCNMTENbHBIX CBOACTE OGHOMD 0Gpa3ua C apyrim.

8.2 MNnowank NHE3 OKACASHHWA

OnAa kaMaocro cnekTpa NormoweHnA paccydTadTe obwyn niowade nog MdEoM NormowesnA Meskgy
1650 cm-' 1w 1850 cm-' {prcykion 1, A, ). 3To nNowaik: Nod NHEoK nornowesqa obpaiya W Hag GasucHol
NHHWER, NRPOBEOEHHTHE MEKDY TEMK HE HAUANLHBLIMK M KOHEYHBIM K TOYRAMK, 3 dMeHH0. 1650 cm-1 1w 1850 cm-".

8.3 Mnowage HOPMANKIOBAHHOND NKKA

Ona asaoro cnekTpa NormoWweHnA paccydTadTe obuwlyks Niowaie nog MdEos NorMOowWeHnA Mesgy
1330 cm1 1 1396 cm7 (pucywor 1, A ). 3T0 NNOWaas Nog NWKosM Nornowexws ofpaiga 1 1ag GaancHoi
NWHWER, NP OBETEHHOH MENTY TEMM HE HAUANEHEIMA W EOHEYHEM A TOYKaMK, 3vmeddo; 1330cm 111386 cm1.

8.4 Wngekc okHcnenwn

OnA KEamaoro CnesTpa normoweH4A pACCHMTaNTE BENHHHHY [, MyTem JeneH WA NNGLWaaH NAKa cMCieHnA
(B.1) Ha NNoWa L HOPMANKMACBEAHHOND MKKa (5.2), KaK NoE333an0 Ha PHCyHEE 1.

8.5 NoxkaTop rnyBHHL

BrIYHCNMTE CPBOHEE PACCTOAHWE OT NOBEpXHOCTH 0Gpaiua (d) QNA KAMOoro CNEeKTPa C COOTRETCTARY-
AR SHAYEHWEM | HCNONBIYRE CNEQYIOLIEE YDaBHEHME:

LER
a =050, +nl,

roel — pasmepanepTyph B MUKDOMETPAEX B NOWATOBOM HANDABMNEHWN;
1 — KONWHECTED WA [MHKPMMEHTOR), HA KOTOPOE AMNepTYDa CABWMAETCH OT HAYANLHMOTD NONOKEHMA
BACMNE NOBEPXHOCTIA 0GpaIUa;
L — pasmep Wwara B MAKPORMETDAaX.

Npuwmesasde—NormMowsHne, 33N4CEHH0E RpABOpoOM, COOTEETOTEYET NNOLAGW BNERTYPR, OCASLEHHON Ny-
Kokt MK-nznyHeqns. $akTop 0,50 B YPAEHEHHK NOIBONAET BEYHCNHTE NO3HYHKK UEHTPA 3NEPTYPbl OTHOCHTENEHD HAYENb-
HOW TORER MMM KpaA NNeskd obpasua.

8.6 Wnoekc oKMCNeHKMA NOBEPXHOCTH obpaaya

PaccuutaiTe i,  0bpaaya nyTem BHYHCNEHWR COBOHER BENHYHHE MHOBKCOR OkMcnexkA obpaaua (I, )
ANA AHAYSHWA NokaTopa rNyBuHe: (d)) Mexay 0 13 me.

Npuwwmesas e — MakCWMBENEHOS oKicnedde HAONOARETEA B SNAHERWEM K NOBEpXE0CTH OBpa3La cnoe Toq-
LUMHOA 3 Mk, BOTOPEA MCNBITHEIET MAKCHMANBHEE HEMPYZKM P &M MCNONE3CEAHWH B P2ANEHOM BREMEHA. MarMepaHre
BENWYMHE! [, . ABNAETCA OLHAM W3 cnocolos NPeaCTABUTE OHMCNEHHOA COCTOAHME OBpAa3wa ONA 3TOR CYWECTAEHHORA
ofinacTs.

8.7 OBwmri MHOeKe ckneneHdA obpasya
PaccuwTakTe [

o b DOPAILA MYTEM BRIYWCTIEHWA CPEAHER BENWHAH LI MHGERCos okMcneHn R obpaiua (1, ),
ANA YYACTHA ANKHOE 1,5 MM B LEHTDE MaTEDHana.

4
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rMoOCcTP UCO 5834-4—2015
9 OTyeThl

9.1 ObBWwan YacTk

Ba#Ho OTMETHTE BCE OETanW, KacaioWWech NOOroTOBK WCCNeayemMbs 0fpasUos, NpoMcXoNaeHna
MaTepuana ¥ pafounx napameTpos cnekrpomMeTpa. OTMETETE CREeayWys MUHHMANsHYID MHopMAaLKrio
BO2—-0H

9.2 Mudpopmaumna, 0OTHOCALLAACA K MaATEpHANY

HeobXoauMo OTMETHTE THIN NONKMEPS K HOMED NARTHA NOMWAMEDS, 2 TAKHE METOD WA METOLE 8o Noy-
YEHKA, 3 TAKEES YEAIATE NPOAIBSOHTENA W HOMED NAPTWH OT NPOHIBECAHTENA. HEoDR0gHMO TRKCKE OTMETHTE
kakke-nkbo ocobele Buge obDpaBoTEkK Nocne NonydY4erksa, Hanpdmeg, npecooeadue (CAM), sakanueaqwe,
CTERUNHAALKKD, CLWWBKY, CTADHNAIAUMHIO, YCKOPEHHOS CTADEHXE, 3 TAKKE YCNOBWA XPaHeHWA,

9.3 Muipopmauun ob obpasue

Kaxnpik obpasey AonkeH Dl Te Y8 TEO MOMEYEH KK SRTONEQMYECKUEA MMINAHTAT MMM KCNNAHMTAT WA K3k
naGopaTopHeld npoSHel obpasey. O8WaA reoMeTpHa 0BpaaUa JoNKHA GRTe YSTHD SNUCaHEA, © YRIIAHKERM
OPUEHTAUMA NNeHM NpobHore obpaius OTHOCHTENEHD ero reomeTprn. Heofxooumo oTMETITE Kakme-nubo
nocnenyiolke ocofke auas obpaboTed keoneayesora ofipasya, HaNDUMep, IaKANWBAHNE, CTEDMNMSALMA,
CLUIABEA, CTAOUNMAALWA, YCKODEHHOE CTADEHWE, 3 TAICHE YCNOBWA XPaHeHHa.

B oT4ere HEOBXOOMMO OTMETHTE TOMWKHY K oBLLYIo WIADMHY MCCNeOyesoR NNEHKK, 8 TAKE kakke-Niho
nocnegyiolwne ocobsle BUoE 0GpaGoTEM HCCNaayemels MNeHoK, HANPUMED, JaKANHEaHKe, CTEDMNM3aAUMA,
CulMexa, cTabrNMagunA, YoRoOpeHHoE CTapeHue, Medadrdeckan obpadoTia W yonoBMA KpasHeHing.

9.4 MNapameTpil HHppaKpacHOTD CAEKTPOMETRA

HeoGxonuMmMo BENIOYHTE B OTYET NPOMABOOUTENA W HOMED MOGENN CREKTROMETEE, 8 TAHE NapaAMET Pkl
ANEPTYPRl, DAIMED WHEPEMEHTa, CNeXTRANLHOE PajpeleHde W HONWHECTEO CHaHWpoBaHWE ONA oaWoro
ofpasua.

8.5 MeToakl BLIYHCNEHWRA

MaTogel, UCNONLICEAHHLIE ANA BLIMHCNEHHA KEKWX-NMWE0 NpUBefekHelX npodunen | (1wl .
SONEHE BeiTe 48 THS ONUCaHSI.

9.6 PaccuynTaHHbIA HHOBKC OKMCMEHHA NOBEPXHOCTA oGpa3sua

HeobioauMo BHECTIH B OTYET HHOBKC ORWCNE HWA NOBEPXHOCTI ONA Kaxaoro obpasua.

9.7 PaccynTaHHbIR 00LWMA MHOEKC OKKMCneHHA obpazya

HeohxonuMo BHECTH B OTYET 0SW KA HHOSKS ORMCNEHMA Kaxaoro obpasua.

9.8 PaccynMTaHHbLIN NpodMn: HHOSKCa OKHCNEHWA obpaiua

HeobxoadMo BHECTKH B OTHET PACCHMTAHH IR Npodne, KHOSKCE OKMCNEHKA ANA EaXacro obpaiya.
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NMpunoxedne OA
({cmpaBoqHoe)

CeepeHHA & COOTBETCTBHMHA CCLINOYHLIX MERAYHAPOOHLIX CTAHAAPTOR
HauWoHanLHLIM cTaHaapTam Poccrickod Qenepaumm

lTatnwua QA1

DHIHAYE HME CORNTMHDMR
MERIFHATGOHOTS CTAHOATT

Cremeta
COOTEETCTHRA

OEGIHAYEHME M HAHM EHOEAHKE
COOTEETCTAFKIW BID HALMOHANEHDIT
sTAHAApTA

NCO 5534-2

MCD 115421

MCO 11542-2

®

* CooTEe TCTEYH WA HAUMOHANEHEIA CTAHOSRT OTCYTOTEYET. Oo era YTEEDHOSHHA PEXOMeHOYETCA MCNONEI0BE T
NEpestl HAE PYCCEMA ASHE GaHHOMD MeROy=apoHord cTasaapTa. MNepeaon QaHHOMD MEEAYHIPOIHOMD CTEAHgapTa Ha-
20AUTCA B PR0epanbHOM WHPORPMAUWCHEOM (DOHOE TEXHWHECKHYE DEFNAMEHTOR W CTEHOADTOR
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[1] HCO 5834-1:2008

[2] HEO 5834-3:2008

[3] MEC 14242
[BCE “ECTH)
[4] MEC 14243
(B “BCTH)

rocT P UCO 5834-4—2015

BrEnuarpadiva

MIMANEHTATE ONA XMDYRTHH. [TONE3TUNEH CREpEBRICORIA MONEKyNARHOA MECCH. YacTe 1.
NopowsooGpazduia (150 5834-1, implants for surgery — Ultrg-high maolecular  weight
polyathylene — Part 1) Fowder form |

VIMONEHTATE ANA XApypris. MonnsTined yNeTPABRICOKOR MONEKyNAPHOA MACCs. HacTe 3.
MeTogera YCROpeHHOrD CTapeH«A {180 5834-3, Implants for surgery — DHra-high molecuiar
weight polyethylene — Fart 3; Accelerated ageng methods)

VIMANBHTATH  NWDYRTE4esiMe.  VISHOC nNondHe® npoTesos TasobedpedHdswms  ocycTasom
IS0 14242 [all parts), Implants for surgery — Wear of tofal hip-point prostheses)
MIMNNEHTETE XHPYEIMHeckHe. MIHOE NeNHBE TPOTe308 KONSeHHor: CycTaea |50 14243 (all
parta), Implants for surgery — ‘Wear of total knee-joint prostheses]
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¥OKE7E.742:543.813:008.354 OKC 11.040 CHETT 93 9800

KrnioYessie CnoBa; WMNNasTaT, MHOEKC OKMCNEHMA, NONMATINEH CREDXBEICOKDA MONeKYMADHON MACCH|

Pegarrop K.B. Komacpusosa
TexHusecknl paoasrap §AD. domoeas
Kappektop M.H. Nepasa
KownsmrTepran pepttea M4 Haneokarog
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Yon, mid, n. 1,40, Ya-mag. b 1,08, Trpas 30 aea. Jak. 7a4
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