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Mpeaucnoewne

1 NCAroTOBRNEH OfwecTteom © ofpaHHYeHHOR  oTBETCTREEHHOCTEO  sUMTOnpoekTs (000
clUUMTOnpoekTs) Ha ockoBe COODCTEEMHOMND AYTEHTHYHOMD NEpReBOda Ha PYCCKMR ALK MENOYHapoOHORD
CTAHOAPTA, YEAIAHHOMD B NyHETE 4

2 BHECEH TexMAYeckii ECMUTETOM No CTasgapTHaagwn TE453 e MMInNanTaTel B XHPYErAMe

3 ¥YTEBEP#IOEH W BEEJEH B NEWCTBWE Npukasom DefepansHOro areqTcTBa No TEXHHYECKOMY
DENYNAPOBIHHAID W MeTponomKe ot 12 gexadpa 2014 r. Ne 2069-cT

4 HacToAwmit cTaHnapT MOeHTHYEH MaxdyHapoadomy ctanaapTy MCO 18192-2:2010 «MmnnadTate
ONA XHPYRrdE. Madoc NonHelx NQoTe308 MEKnOIacHoHHEY JWCK0B. HacTe 2. 3aMedsl Ageps (IS0 15192-
22010 wlmplante for surgery — “Wear of total intervertebral spimal disc prostheses — Part 2. Mucleus
replacementsa )

Mer  NPAMEHEHHH HACTOAWErD CTaHMgapTa DeKoMEHYETCA  WCNONBI0BATE BMECTO CCbIMOYHEX
B OYHAPOOHEE CTAHOAPTOR COOTBETCTRYMIUME WA HALKOMANEHLE CTaugapTel Poccuickol fegepaum,
CREOEHHA O KOTODEE NOHBEAEHE B AONGNHWTENBHOM NRMEoHeHIA 15

> BBEOEH BENEFEBEIE

MNpaguna NpUMEHEHUA HADMORWESD CMEHdapma yomaroaneser 8 TOCT P 1.0—2072 {paadan ). Hughapeauus
A5 USMERSHUAY & HACTIORWEMY Cmandapmy AyEnuKpamcs @ exes00roM [TD COCMmomRHLE HE T AHEGapR mekpuweao 2004)
UrthoprealuoRHoN yrazameane «HayuoraneHsie CMaH0apmet, 3 oUULENTEREIL MEKETT UAMBREHUD U MONDIEOK — &
BWEMECAYROM  ODMILUOHROM yRAZEMaNs sHayuonanstee cmandapmey. B oivas fepecMomps  (3amens] iy
AMMEHE! HACMOAWSE0 CMandame cOOmEamomeyiyes peadowmnesue Sydam onmpbnuroaana 8 SnuNEiwan aumpcye
EHEMECAYRIID UHEODMILLORHDS0 YREIEMEnR «HAUUORIMLHEE CmaHiapmes. ComesmemeErolyan prbopaninr,
yeedoManeHLuE U MeNGomLl DEFMELIEMGH  Makme 8 URPopRayuoqHal coomewms  o0lWe20 monL20ednuA — Ha
agrplameRor  cadme Dedepamehosn  SSeRMGAEs N0 MEXHUYSCKOMY DESyNUDOSaRUN I MEMPoNosiny 8 Gamy
Hrumeprem [gostw)

B CtangapTuHdiopm, 2015

HacToAWWA CTaHgapT HE MoMeT BeiTh NONHOCTEID WM YACTHYHO BOCMPOWMIBEOEH, THDAXHMDOBAH M
pACNPOCTRAHER B Ka4ecTee ofmuumaneHoro wagadwA Ges paspewenns PegepansHoro aredTcTea no
TEXHUHBCKOMY Dery NMPOBIHWID 1 METRONOMMK
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HAUWOHANBHBIW CTAHOAPT POCCHMHUCKOW ®EJEPALMWM

HMNNAHTATEI ONA XUPYPTAKM

M3HOC NONHBIX NPOTEIOB MEXKNO3IEOHKOBLIX OUCKOE

YacTe 2
3ameHel Agep

Implants for surgery. Weaar of tofal intervertebral spinal disc prostheses.
Part 2: Mucleus replacements

DaTa eeegeqHuA = 2016—01—01

1 OBnacTe NPUMEHeHHA

HacToAwas YacTe cradgapTta WMCO 18192 yocTadaanueasT Npouedypy TECTHPOBAHWA ONA NpoTesos
MNOZBOHOYHOTD AOPa B YCNOBKMAK OTHOCHTENEHOMD YINOROMD CMELWEHWA, YCTaHOBNeHHRIX B cTardapte MCO
18192-1.

HacroAwas YacTe cTadaapra MCO 18192 npuMeHddssa QNA NOOTE30B8 KAK NOACHHYHBIX, TAK M WEAHbIX
NO3BOHEDE, OHa HE NPAMEHKMA K CNyYadn NoNHON 3amedbl JUCKOE W JaMeHbl faceTouHpE CYCTaRoe.
JaHHBER MeTod BEMOYEET WMCNETAHKWE Ha WMaHalWWBAHKME KW YoTanocTHele TecTe. Moryt notpefoparecA
A0NOAHATENEHEIE MEXAHUYECKHE TECTE, HANDPKMED, WCNETAHWE Ha NONIYYEecTE.

B nactoAwel yactk cradgapTta MCO 18192 He BocnponIeogatcs B KOMINEECE HATPYIEM H CMEWEeHMA,
MBMEIOWHE MECTO N wvo, JadHeEe N0 HIHALKBAHAK 1 YOTANOCTHEIM XapakTepucTHRaM,. NoyYeHHBlE o
NOMOWEK 3TOMD METoga WCNeTaHKs, NOABoNRIoT MpoBOOWTE CPABHEHWE MEMOY PaINWYHBIMHA THNaMA
MMIM3HTATOR, HO MOMYT OTNMHAETBECA OT  KNMHAYECKWX XapakTepucTHE kaHawwsadus. [MoneacsaTens
HACToRLWEW 4acTi cradgapta WMCO 18192 gonwed npegycMoTpeTe NPOBRE0eHME OONONHATENbHBIX
MCNBITAHKMEA, HanpapneHHsx Ha  OTOeNEHBE  AcNekThl DeIonacHOCTH  KOHCTRYVEUEK  AHDHEMIYaNEHOrD
HMMNMaHTaTa.

2 HopmaTUBHLIE CCLINKX

B HACTOALEM CTAHAADTE MCNONBLACBAHL HODMATHAHLIE SCRMEM HA CReOYKWWE CTAHIADTE.

HMCO 14242-2 MannadmaTel OnNA XMpyprde. M3doc nondes NpoTeaos TaiobeipeHHelx CYCTaBoB.
Hacte 2. Metogr wamepenna (130 14242-2 Implants for surgery — Wear of total hip<joint prostheses —
Part 2: Methods of measurement)

HMCO 18192-1 Mmnnadtatel gnAa x\pyprad. MsHOC nondes npoTesos Tazobegpeddsix CycTaBos.
Uacte 1. [MapasmeTpsl  HAMDYWEHHMA W CMEWEeHWA 407 annagaTtoR  ANA WCNsITAHHE  HE8  MaHoc W
COOTREETCTEYIOWME YENOBMA OEDYHMANWEA Cpeasl OnA Weneitadud (150 18192-1, Implants for surgery —
Waeaar of total intervertebral spinal disc prostheses — Part 1: Loading and displacement parameters for wear
testing and corresponding environmental conditions for test)

3 TepMuyHbl 1 oNpegeneHKA

B HAacTOAWEM A0KYMEHTE NEHMEHEHEI TERMUHBL M ONPEOSNEHWA, HCNONE30BaHHEIE B cTasgapTe MCO
18192-1, a Tarse NepeqYucneHiBEE HHKE TEDMAHBI.

3.1 Havano koopgMHaT (ofigin): LesTp CUCTEMBl KOODOWMHAT, DACNONOMEHHEIR B ME0MEaTDWECROmM
LEHTPE MOJENHDYEMOro KONbUa.
Mpumesanue — Cw. prcynor 1,

3.2 NpepensHsiA wakn (cycle limit number of cycles at which the test is terminated if no functional
failure has occurred):

Kony4ecTeo LMENOR, HA KOTOPOM WCNLITAHHE IARSPIUAETCA, SCW HE NEOHI0LWEN dyHELAOHANE MBI
cBoR.

Hapamwe oduuransHoe
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4 OCHOBHOW NPUHLUMKN

3aMeHWTENe AODA NOMEWLABTCA HA WCNEITATENEMYIO CTAMUMIO B COOTEETCTEWM O cTaugaptom WMCO
18192-1 (caa. prcyHor 1), WECTHICTE KOMBUA Ha COBWI MOQENWMPYETCA NEW NOMOLKY CUCTEMbl OrpaH-HEHA
cMelweHda. Mpubop NpUENaaLIBAET K 3aMEHUTEND ANPa oNpeOenaHHyD WAMEHAKLLYIOCA BO BRSMEH CHIY
OOHOBREMEHHD C YCTAMOBNEHHBIM OTHOCHMTEMNBHEIM YINMOBRIM - CMEewesden. B cnyuyae WCCneqoBaHuA
NOMNAMEROE KOMTRONEHBR 0BPasEL TaKKke NOABEDTASTCA TAKOH ME WAMEBHAKILERACE BO BEMEHW HATDYINES
ONA onpeenedds NRAacTULeckod OedopMauMie MoneiTyemoro ofpaiua wWiANK WIMEHEHKR KONWYECTEA
MACChl WI-13 NEpEMELLEHNA MHOKOCTH. CNMTasKe NpOBOOWTCA B KONTDONUPYEMOR COEOE, MMHTHMDYIOWEA
M INONONAYECHHE YENOBKRA.

1

| 2

YENOBHEE OG0IHAYEHWA!

1 — WapPHKOBEIA NOOWANTHWE, 2 — CHCTEMa OTPAaHHYEHHA CMELEHKMA, 3 — BERXHAA OFPAHKYHTENLHAA
nracTHHa. 4 — NpoTel Agpa; 5 — HaYans KoopguHAaT, B — HHMHAR OrPaHWHWTENsHaA nnaciuHa; 7 —
HENBITATENEHAA KaMepa

PucyHokrk 1—TpHHUMN NPpOBEIS8HRA WCNETaAHWA

5 PeakTHBbLI M MaTepHankl
5.1 HMMOKan MCNLITaTeNLHaA cpaga

TenA4elD ChBOPOTEY PaIBOOAT JBHOHWUIHDPOBAHHON BOOOH [OCTANEHAR YacTe) 00 KOHUEHTDEuM A Genka
20 = 2 pn. AWgKyse MCNeITATENBHYIO CREay MO Eenadus MOoMKo npofrneTpoBaTe 4Yepes funetTp C
OHEMETDOM NOD 2 MEM.

OnA s MAIALNA MARPOSHOMD 3arpAIHEHWA MHOEYI0 MCNBITATENEHYD cpedy HeobxXoIuMo XpaHnTE B
JAMODOWEHHOM  COCTOAMMKM A0 NpoBegedHkA  MonwTadwA.  JobaenawTcA  anTrdakTepranoHeE W
NEOTHBOTPADKOBRIE PEAKTHELl (HANDHMEDR, A340 HaTpWR). Takde peaskTHBbl &OryT ObiTe NOTEHUMANLHO
CNACHLIMIA.

OnA ceRabBaHyA kansUWMA B pacTBOPE W CEBEOEHKMA K MHHAMYMY CCaMOesrs Kansuws focgata xa
HECYLLMX NOBEDXHOCTAY MOXET ObiTe Aofaeneda 30TA B konvyecTee 20 MMmons/n. IddesTierocTs 30TA
GyeT JaBMCaTy OT MCNBTYEMoR KoMEBMHALUMY MaTepuanos. Nonk3oBsaTens AonseHd oBoCHOBATE OTCYTCTRKE

SOTA B %HAKOH HCTBITATENRHOH COE0E.
|1|:I AMEaYaHHe — M'Clry'T WCNONEI0BETECR anNbTEPHATWBEHEIE MCNETATEMLHES AWMOEDCTH, HANpAMED, PRACTEOR
XaHECa.

CrnegyeT OCYWECTENATE CTAHZADTHEN MOHMTODWHT pH #AOKSH WCNBITATENLHOR Cpedkl. [pW 3TOM
COOTBETCTEVIOWWE IHAYEHWA CNEOyeT BRN0YaTE B OTYET O NPOBEOEHHOM WCNTaHdAr (oM. [8], paagen 2,
MyHKT 1]

5.2 McneITyeMEIF W KOHTPONLHEIA oBpasLkl
OnAa NpoBedeHdA WCNBITAHMA HA WAHAWWBAHWEYCTANOCTE DEXOMEHOYETCEA MCNONBEIOEATE HE MEBHEa
wecTd obpasuce. Kak MUHMMYM COWH OONONHATENRHLR CcOpaley cnegyeT WCNONLICBATE ONA KODPEKLMH

DTHNEHGUAMAHTETPAYKCYCHARA KMCNOTA.
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NEWEABKK MACCH 33 CHET NOrNOWEeHWA MAOEDCTH (KOHTEON: CMaddBanna), KoHTpons cMaduBannA Gyner
NOABERTATECA HAMPYIKE B COOTBETCTEMM C XADAKTEDMCTHEIMK HATMPYIKH ANS JAaHHOM THRE WMNINaHTaTos
(cw. Tabmudy 1) Mo pewendio NoNE30BEATENA, KOHTRONL CMAYMBEAHWA MOMET W HE WCNONLI0BATHCA NP
TECTHROBAHWMK MaTEDHANCE, HE NOMMOWAKLIKE OKPYHSIOWYD #AOKOCTE (HANDHMED, METANMNoR), “nd ecnu
OaHHBIE NS MACCE HECYLUECTEEHHbL BONEOCTBWE SHAYWTENBHOMD ROMMOWEHWA #UOKOCTH HONBITYE MBI
MATEPHANOM [HANPHMED, MTADDOTENARN).

Ecnu MCNbITHEASTEA MEHEE WacTH 08pasUss, CRedyeT NEKESCTH CoOOTEETCTRYIOWEE OGOCHOBAHME.

Mperadasre — Sacno donsTyessi aBpaIuos roseT BuTs ONPEOENEHD HALWOHANEHEIME HODMETHERMI,

6 Annapartypa

6.1 MenkiTaTenbLHaA MalLinHa
MocnelTatensHas Mali¥kia OoMEHa COOTRETCTRORATE TReDoRaHHAM cTargapTa MCD 151921,

6.2 CHCTEMA OMPAHHYeHHA CMELLEHKA

CHCTEMa  OMDAHMYEHHA  CMELWEHHA, NOBONAIWAR NRHNOKHTE  COSDMHERKOWEE YCOHUNHE B
FOPMICHTANBHOR NNOCKOCTH, WCRONLAYETCR ANS MOOQENHPORAHKMR HECTKOCTH KONbUa Ha coeur. Benuuynua
COBOMKBAIOWER CHNbl NPONOPUMOHANEHA TOPWICHTANGHOMY CMELWEHHI0 BEDXHER CTODOHE! WMNNAHTATA.
WECTEOCTE CUCTEME ONpaHMYEHWA CMeWweHMA aon#Ha cocTaenate 115 Himm = 10 Hivea {om. [7]) MNpusep
CHCTEME OMDaHKHEHNA CHMELEHMA NOKA3AH HA PUCYHEE 2.

PucyHok 2 —TpuMep (RONOEMHHAA MOOENE ) CHCTEMEBl OFDEHMYEHNA ChELLEHIA
Ha CCHOBE HADOPA NDYHHH

DFI’.‘IEHH‘-IHTEHEHHE MNACTHHEl CHBNEHE W3 PEIUCTEHTHOMD K KOPPO3MK MaTepyana C WepoxXOoBaTOCT D
Fa = 0,05 srem 2 0,07 mim.

MpowmMmeds ad e — Dopua orpaHAYMTENEHEIX NNACTHH 33BKCHT OT MocneTyersoro obpaiga, One
NpEaoTEQRWEHEA CMEWEHAR ROPDE MOMET NoTpaboBatecR MCNONLROBATE OFPEHHHWTENEHLE NNESCTHHEY SO0CHYTOA
hopmbl. BNEncoBMgHaA opma NoIBonAST NPSgoTERATHTE BREWEHWES NPOTESE ROPE.

6.3 MeTofkl BLIPpAEHWBEAHMA 4 ONpeenaH A MEeCcTONOMNOMEHHA

BripopHATe o0paley B BepxHeM NONOHEHHAA, TaKk 4Tobk @rg MrHd2edHas OCk BRALEeHWs B
HEATDAMNEHOM NONoEEHAM  PACNCNAranack B USHTPE CCeH BPALEHMS WCNBTATENBHON MAWHAHL, W
YOOCTOREPUTRCA B TOM, 4TS ATO WE NONSMEHHE M ODHEHTALMA MOTYT ObiTe BOCNPOWIABEAREHE MOCNE CHATKA
ofipaiua OnA WIMEDEHAA MKW OHUCTEK, B CNYYae HEoDXoOMMOCTI.

6.4 MenbiTaTenLHan KaMepa
MonelTarens+as kaMepa GonwHa BisiTe NONMOCTED MICNHMPoRANE OT BHewHEl cpefe. MoneTaTens1an
KamMepa aaknodact 8 cefe obpailey W orpasi-HTENsHBIE FNECTHHKA.

Mpume-daHuwe — Cnegyat wberat ofpazosaqua HECTHY WIHOCE B MECTE UKCAUWMM OTPESHMYHTENEHLIX
NAECTHHOK B MONBEITETENEHOR KEMEDE, XOTH HE BOEMDE BOIMOMHD RONHOCTER Ma0EaTE 00paI0BaHMA YAOTHL H3HOCE.

6.5 CHCTEMa KOHTPOMNA TEMNePaATYR kI
CHCcTEMa KOHTROAA TEMNERATYPR NO3BCNAST NeAJepHHMEaTE TEMNEpaTYRY MUON0H WMCNBTATENLHOA
COE0BL, OHDYHAOWEA KCNLITYEMLIA oGpatey, Ha ypoBHe (37 = 2)°C.
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7 NpepensHBIA LWAKN

MpeoeneHOe KONWYECTEO LHKknos GyaeT cocTaensTe 1 * 107 UKKNOE, KPOME CNYYaes, KOrna Bnajens,
ofpaaua TpebyeT wCoNoNe30BaTe OPYION NPegensHsiil UMKN, B 3ToM cnydae TpebyeTca CooTReTCTayiowes
OGOCHOBRAHME.

|_|:|:I AMEYHIHHEe — HFIE'D.EnhI-H:IE EODMNHMHESCTED LUHEMOE MOHSeT DkITh onpedansHd HaUuMOHEMEHEIME HOPMaTHABE M.

8 Npouenypa

8.1 DMHCTHTE MCNETYEMBIR 0Dpalew.
Mprmedanne — O4HACTRE WCNBITYEMOND ODpEIUE MOHET NPOBCOWTECA B COOTBETCTEMW C ONBCaHHEM B
craHgapre OO 14242-2 unm SNsTepHaTREHEM METOOOM.

8.2 BuiNonHWTE NIOBLIE HadankHbe WaMepeHud, HecbXodMLie ANA onNpeaeneHis Nocnenyesollei
CTEMESHM WAHOCa WANW MNacTHYeckod JedopMagdE, 8 Taowe oTEAnWOpYATe KawOyld WCneTATeNsHy
YETAHOBKY, HCRONB3YA  JUHEMOMETDHYECKHR  gartauk. [poBegWTe  yealamdHyk kandbpoBky BO  BpemMA
NPANCEEHWA HArDYIEA Ha OpYTHX YCTAHOBKAX, BCNH TAKOBRE HMEKTCR, B MCNaITATENLHOM cTeHae. MamepeTe
HIHALWWBAHAE MCNETYEMorD 0BpasLa ogHIAM K3 METOOOR, ONMCAHHEY B cTaHgapTe MO0 14242.2,

8.3 JakpenaTe 06paszeu 8 HoNLITATENEHON MallMHE.

8.4 BO3bMHTE KOHTPONEHEIR OGpa3aL 1 NOBTODHTE Wark, YEalanH=e & nyHkTax 5.1, 5.2 n 8.3,

8.5 Bepegure HMOKYK WCNBITATENsHyD cpely (cM. 5.1) g0 3anonseHWA WCNLITATENEHOR EaMEepsl.
MogoaepsneadTe TEMNEPATYRY OKDYEIRWEA MAOKDCTH HA ypoBHE 37 + 2°C, BRNONHAR HIMEDEHAA COegHEN
CEBEMHOR TEMNEDATYRE HWOKCCTH B DPENPEISHTATHEHLIX TOYKAK.

8.6 MNogowoure, noka obpased He JoCTUIHeT TEMNEDATYDEl PABHOBECHOMD COCTOAHKA.

8.7 BeNuMTe MCNeITAaTENBHYI0 MAWKMHY W HAcTpolTe e8 Takws obpazom, 4Tobel K MCNRTYEMOoMY
OSpaIUy SRMd NPUNoEEHE CHNEBEL, YEA3aHHBE B Ta0nuae 1, 4 cMBLWEHKE, YCTAHOBNEHHO2 B cTavgapTe WCO

18192-1.
Tatnwya 1 —MNapaMmeTpesl HATPYIEN WCNLITATENLHOW MALMHEI
Harpyasa
CEnacTe
(H) _
LLleinan MK, 75
BALH. 25
FloAcHraHan BT, 1000
BAMH. 300

pumME<“aHE — Harpysu, yrEazaqHee B JaHHOA TaEmsua. BEANN CHICREHE HE 507 B CRAEHEHMH C HAND VEKEMM.
CTARORNEHHEIMY B cTadgapre MO0 1B182-1 {om. [2] w [3]1.

BB JucnnyaTWpyATe WCNBITATENBMYIo Malkdy npr Yactote 1 My © moduocTes £ 01 My, MoseT
HEMONEICEATECA YacToTa oo 2 My, BnyAxse YacToTel MCNBTaH|dil Beile 1 Ty Ha MaTepuan dMnhaqTaTa | |a
TOMHOCTE PEIYNETATOR HCNLITATENBHON MAWKHE O0NHKHD GRTe MAY4eHD NonbiosaTanad. Mone3oBaTenk
QONHEH NOWBECTA COOTRETCTAYIOWHWE OBOCHOSaHHA.

8.9 MNonHOCTRI0 JAMEHARTE HUOKYID WCNHTATENbHYH CRegy HEe pEme J4eM Yeped kawibie 5x 10°
UKKNOE, NKEC Yepes samdbie CeMe OHER (B JABHCHMOCTIA OT TOMD, KAKOH NEPHOD BREMEHH MEHBLLE).

8210 COcranasnueanTe WCNeITaHKe ONA  BeNONHEHAA WIMEDEHKA 0o KpadHel  sepe  JYepes
5x10°guknoe, 1 * 10° UMENOB M KAK MUHUMYM 4epe3d kawase 5 % 107 yMKNoR B JanbHERWEM A0
NpEEPALLEHAA HCNBITAHKA (Caa. 5,14

B.11 Magneknte moneTyenelid 0Bpasey ua MCNTATeNEHON YCTAHOEKH 1 o4ucTHTe obpaaey,.

HPHMBHHHHB — {ycTEa WMICNETYEMOro Dﬁpi:'IELI,H MOMET NPpOECONTSCH B COOTEETCTEWHW C OMWACEHHEM B
cradgapTe FMCO 14242-2 i ansTepHATHEHEM METOL0M.

B8.12 NpopegeHHe MaMEPEHKA MIHAWWBAHMA

BHOBE BEBEOMTE HCNHTYEMBN COpalely B MCNBTaTENsHYIo yoTadoeky (8.3 1 8.4).

B.13 MNoBToOpUTE BRINONHEHWE LWAMNDA, YEAIAHHEE B NyHKTax ¢ 8.6 no 8.12, 0o 3apepluenns MCNeITa4HA
{cr. B.14),

8.14 MpoponeuTe NpOoReLeHE KCNBITAHKA 00 Tex Nop, NOoKa HE NPOMAcHZeT OOHO W3 CReaysiuKe
CobBITHI,

a) QOCTHHEHWE NDERENEHOTD UHKNa;

b} pyHELHOHANEHAR WNK YCTAHORNEHHAA NRONLICEATENEM NONOMES MMNINAMTATE.
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MpumedaHue — MexaHuHeciad NONOMES MORET HE NOTEED0EaTh 28BOPWEHHRE WCNLITAHAR, NOCHONBEY NEW
TEKOM METOOE TECTWPOBEHWA CTEEMTCA 380d48 YOTSHOBNEHWA 38EMCALLNMY 0T BPEMEHW CBOWCTE M3HAWMBEHWA
YOTPOACTEE.

9 OT4yeT 0B MCNBITAHMMK

OTyeT 0f MCNBITAHKKM ACMEEH BENCYaTE CNEeayowy i WHipopsacie:

a) CoBUKY Ha HACTOALWYH YacTe cTaHgapra MCO 18192, 1.e. MCO 18192-2, 1 yralanmen JaThl;

b)  wWoeuTRpMKAUMOHHYID  Wldopsaudie of  WoneiTYeMoM  0DDasue,  yEAIAHHYIo  CTOROHOR,
npedcrasnanowed obpazey ONA HONLITAHMA, BENCYaAs wWHOOpMayWKo © paamepe, Matepwans, Tdng K
NPOWIBOOWUTENE,

C] ONWCAHWE WCNETATENEHOR MAWWHL, BRAKYAR KONMWYECTES CTAMUME, THN WCRONbIYEMBLE CACTEM
ONA MeHEpALMA OBKEHHAR 1 HADY3IKK, OMana3I0H JBMMEHKA W NPWNaraemon CHnkl, THR WCNOoNbIyerblx
CHCTEM ONA WIMEPEHWA OBMEEHHA W Harpyasd, yoTpoRcTeo ONA 3akpennedds obpaada (oM. 5.2),
YOCTPOHCTEO ONA CHMATKK COMMNEHAINWMEXCA NOBEDXHOCTER, YOTPORCTEO ONS KOHTPONA TemMnepaTypsl K
YCTPOWCTEO ONA YCTRAHEHWA KOHTAMMHWDPYIOLWIKE YacTiu,

d) vacToTa MCnesTaHAi, BKNKYan of0CHOBaHWE YEENWMYEHMA YaCcTOThl WCTLITAHKMA CBIWe 1 Tu;

@) Yron OTKNOHEHHWA YOTPORCTEa o ODOCHOBaHWE ero BLibopa No OTHOWEHHID K DEHHEHHI0
COMMBHAKWMECH NOBEDXHOCTEA,

fi konvy4ecTes obpazyos ¥ obOCHOBEHWE TECTWDOBAKKWA o0paIlu0s B KEONWYECTREE MeHes wecT (Gea
yHETa cMasveaemoro obpaaual;

Q) gobasnedke WnK oTeas ot gobasnerna J0TA v cooTeeToTRyIOWE:e OOOCHOBAHKE,

h] pofaenedde WNd OTEasz o7 OoDAENeHWA aHTAMUEDODHOrS pearguTa W CcoOTBeTCTRYMLeE
OBOCHOBAMWE,

i) Bblfop HOMWHANBHOD LEHTDE BRALLEHHA & YYETOM KOHCTRYELMKA MMIMadTaTa;

i1} HENENBIOBANKCE MW KOHTEONEHLIE 0GEa3LUL, W BCMKM HE KCNONBIOBANKCE - CCBINKA HA MCNBTAHMA, B
KOTORBIX Dbl RONYSEHSsl KEOHTRONBHSIE GEHHbIE,

Kl NpeiensHBia AN, B ToM 94cne oGocHOBIHME WCNoeNb30BaHHA NPeLensHOrs KOMMHEcTRa UMKNos,
OTNHYACLLEroca oT 1 x 107;

[} manoxenne peaynNeTATOR, BENIDYAI0WEE:

1) ofwes KONUYECTRD NPOBEOSHHEX LWKNOE,

2] NPpU4MHA 3ABEDIWEHHA UCNBTAHWA, ECNH NEPOBEOEHD MEHBLUEE YHCNC LMKNOGE, HEM MNaHHpoBaNnccs
B COOTEETCTEMM C NPEOenksHEIM LIMETON,

3) ONHCaHHE BCaX NOBEDXHOCTEN OD0MX HOMNOHEHTOR, [O8 BOIHMEANGS OTHOCHTENEHOE OBHME HIKE,

4) ONACAHWE COCTOAHHA HKOHTAKTURYIOWWX MOBSDXHOCTEN MEXOY SNEeMEHTAMK KOMIOHEHTOR, SChW
KOMOCHEHTE! MBS MOOYNBHY D KOHCTDYKLMED,

5) oNWcaH«e XapaKTepa NonosMky, 8cnd oHa Ngouaowna;

G) aHadeHds pH, ecnu NpoBOLKNCA CTAHOARTHEIA MOHHUTOPKWHN {C. 5.1,

m) noapohHoe oNMcaque MaToOa WAMEDEHHS MIHOCAE W NoNyHedHse peayneTaTel (MCO 14242.2), a
MBE HHD

1) METOO WIMEDEHHA HIHOCA [HANPHMED, TPABMMETPWHECKA MM 00 BeMHRIA),

2) M3MEHEHWA MACCE! ONA KAXOOMS MAMEDEHWA C MCNONBEI0BAHWEM MPEBMMETREHYECKSTD MaToga, nubo
HMIMEHEHMA OoDBEMa ONA KAMA0ND MIMEPEHWA C HCNONEIDEAHMHEK 0D BEMHOMD MEeTOOa,

3) CpeOHMAA CHOPOCTE MIHAWWBAHMS [IPABMMETDHHECKAM WK ODLeMHEIM METOOOM) W ONHCAHNE
METoga CNpeleneHdA CPeqHEld CKOPOCTH WIHAWMWMBAMMA [(HEeNWHERHARA annpoEcCAMaUWA, Nodrodka o
NOMOWLEKD METOO0A HAaHMEHBLLIAY KBAJDATOR M T.0.),

4) onNMcaTensHan CTATUCTHKA, B TOM YUCNE CTAHGADTHOE OTENOHEHHE,

5) rpadhudeckDe NPeJCTABNEHME WIHALWNWBAHAA KAK EOyHELAA EDNWYECTEA UWENOR;

f) NOGEE OTHNOHEHWA OT OQDWIMMAMNBHONS NPOTOKCGNS WCMBTAHWA, B TOM YWCNE CoOTBETCTRYHILESE
ohoCHOBaHKE,

10 ¥runusaumAa uensiTyemoro obpasya

HuEagkaa 4acTs WONeITYEMOoro oDpaida He O0MEHa WCNONe3I0nBaTeCH B KNWHWYECKKE Uenss nocne
NpoBeIeHA HCNEITaAHHA.
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Npunoxerne A
(CnpapoJYHoe)

O6ocHoBaHME M eTo0o0B MCNbITaHKMA

A1 Jauuas 4acTe HE OFpaHdYeda onpegensHHeEME THNaME WNd MeCMeTRHYeckEDd EOHCTRYELWER
HMINAaHTHDYEMEB MaTepdanos. OgHaED WTaAMMOBAHHLIE 1 Sl WMANANTATEl 00M#Hel BoliTe OTNHTE B
oNpedeneHHyio  NonNe3oBaTenss  Qopsy, COOTRETCTEVIOWYIO WX NPeAnonarasmMony  KNAHEYeCRomy
NEHMEHEHAD. MCNeITAHKE MATEDHANCE, NONYYEHHBX KA TRAHER ODradMama, 8 HACTOALLEE BREMA HAXOLWTCA
HE ATAME WIYYEHWA W HE OXBATHEIETCA HACTORWER YacTe0 cTadgapTa MCD 181592,

A2 Ha mMOMEHT ONYCNHECBAHME HACTOAWER 4acTiK cTadwgapta WMCO 18192 QocTynHOo OMEHE
HEGoNbWOE KOMNWYBCTED WMHOPMAaLKY © MaTepHane, NORSDXHOCTE W FE0METPMYECKUY XapakTepucTHEax
JaMEeHKTENER Afgep. CTENeH: WepoX0BaTOCTH NOBEDXHOCTH CYCTABMON THaHW KMoweT konebaTtecs oT
rnaggoit (dwbpoasan Teade) 00 WepoxosaTed (ryBd4atas wocTe). [nA HacTosRWwed dactk cTawgapta WCO
18192 yocTanmoRneHHas cTeneHe WepoXoEaToCT OMpaHnYMTenE R NNAcTMHoKE Npednonaraet kx cnadywo
HIHALLMBARMOCT L,

A3 C yyaToM OTHOCHTENEHOMD COBMAQEHMA PeayNeTaATOE MCNLITAHWMA Ha WMaHos N wire 1 0 vivo npe
NofHod  apTRONNACTHEE  MEXNOIBoHKIBRaTs  JWCKa NOACHKYHOMS  OTOGNa, oOMH  rod  HIHALKBAHHA
cooTeeTCTEYET 1 = 10° yuknon (CM. coelned [5] W [6]). MpegensHe@ uwsn 1= 107 npUBnMIMTensHo
cooTaeTcTeveT 10 rogam QyHELWOHKPOBaHKA NpoTaaa i weo.
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Mpunoserte [A
(cnpapoYHoR)

CBefieHHMA 0 COOTBETCTEWM CCbINOYHLIX MeXAYHAPOAHLIX CTAHOAAPTOB
HauWoHanbHLIM cTaHpapTam Poccuickon Penepaumm

Tacnwya O&. 1
CHEOAHAE H G
CCbINOYHOND CTengHe DEoaHaqeHHe W HAWMEHOBAMWE COOTRETCTEYIOLEMD
R B HAPOOHOTD COOTEETCTBMA HALUWOHANEHOrD CTakgapTa
CTaHOapTa
MCO 142422 — *
WMCO 181921 — :
"CoOTEETOTEYHIWMA HALMOHANLHBIA CTEHOAPT otoyToreyeT. Qo erm yTEEpE0SHAR PEROMBEHOYETCA MCNONB302aTh
NEpeE00 HE OYCCKMA A3kIE JAHHOM MEROYHADOOHOTD CTAHGApTa. MNepernd JaHHOrD MEsOyHIPOOHOMD CTEHOEpTa

HaXOOWTCH B 'Ila.u.apanthm HHIPJFIMEL&HDHHDM ¢IEIH,'_'|H TEXHWHECKMY PEIMAEMeHTDE W CTaHO0apTaR.
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Damage Patterns With In Vitro TODR Moton Response? Spineg 33, pp. 481-489, 2008 (KYPL C.M.,
NATBAPOAH A, MAKOOHANGD O.. UHKAPENNKM N., BAH O A, NOPEHL M., UMHOPWE M., O NKMPK
M., MCA3A O+ u POCC P, Kakopa BIaMMOCEAIs MEKDY XaDakTeDMCTHEAMK WAHAWWBAHWA M NOBPE¥IeHHA
in Yivo W XapaETepoM QBEMMEHIS N vitro NpK Nnondol aamedse gucka? Spine 33, c. 481-489, 2008)
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Sharing, Spine, 30, pp. 204-209, 2005 (MO B., MOK K., XONMC A HEHT K. w NEHT OHC. LU, W, LUK, K.
HOLMES, AL, CHEUNG, K. and LEONG, J.. XapakTepWcTHEM CHONBREHWS B CyCTaBax NOACHANHOIS oTgena
NOIBSHOYHHES W BNAAHKE DACCeYeHKR TEAHEA Ha pacnpeienadqde Harpyakd. Spine, 30, ¢. 204-209, 2005}

FOCT rocTPuco 18192-2-2014 Crpatuua: 10/12

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-18192-2-2014
http://GostExpert.ru
http://GostExpert.ru

rocT PMCO 18192-2—2014

Y¥IK 616-085.844.006.354 OHC 11.040.40

Kniodeokie CNoB3 WMMNAHTATE, WIHOC MONHL NPOTE3I08, MENMOAB0OHOYHLIE JWCKK, NapaMeTpel
HArPYHEHHE W CMEWESHWA, annapaTbl AN8 MCNLITAHMA HA H3HOC, WCNBTAHKA Ha BIMAKWE YCNOoBHA

CKPYHANLLER COB0L, KCTILITAHWA HA NMPOYHOCTE MMINAHTATOR A8 KMP YR

Mognwcaso B navars 02032015, thopmar GOxE4',.
Yen, maw. n, 1,40, Tupas 32 sxa, 3ak. B42.

MooroToBnNEHD Ha OCHOBEES SMMEETEOH HOH BEPCHA, NpeiOcTaanaH HIH FIE][.I.':'IEG'.I"-II-".-HDM CTaHIapTa

YT « CTAHOAPTHHOOP M

123995 Mocesa, NpaHatHeIR nep., 4.
s gastinfa.n infod@gostinfouru

FOCT rocTPuco 18192-2-2014

M4 GostExpert.ru

CtpaHnuua: 11/12


http://GostExpert.ru/gost/gost-18192-2-2014
http://GostExpert.ru
http://GostExpert.ru

FOCT rocTPuco 18192-2-2014 Crpatuua: 12/12

G ((H]|idl GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-18192-2-2014
http://GostExpert.ru
http://GostExpert.ru

