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MpeaucnoBune

1 MNOOrOTOBJIEH O6wwecTtBOM C OrpaHUMYEeHHOW OTBETCTBEHHOCTBIO «LMTONpoekT» (000
«UMTOnpoekT») Ha ocHOBE COBCTBEHHOrO ayTEHTUYHOIO MEpPeBOAa Ha PYCCKUIA A3bIK MEXZyHapogHOro
cTaHaapTa, ykazaHHOro B nyHkre 4

2 BHECEH TexHU4eCKkum KOMUTETOM No ctaHgaptusauyum TK453 «MmnnaHTatbl B xupyprumnx»

3 YTBEP)XOEH W BBEJEH B OEWCTBME Mpukasom deaeparnbHOro areHTCTBa N0 TEXHUYECKOMY
perynmpoBaHunio u MeTponorumn ot 12 gekabpa 2014 r. Ne 2069-ct

4 Hacroswwumii cTaHaapT UaeHTUYEeH mexayHapoaHomy craHgapty MCO 18192-2:2010 «MmMnnaHTathl
Ana xupyprun. MI3HOC NOSHBLIX MPOTE30B MEXMNO3BOHOYHbLIX AMCKOB. HacTb 2. 3ameHbl aaep» (1ISO 18192-
2:2010 «Implants for surgery — Wear of total intervertebral spinal disc prostheses — Part 2: Nucleus
replacements»)

Mpn nNpUMEHEeHMM HaCTOALLEero craHaapTa PEeKOMEHAYEeTCS UCMOMb30BaTb BMECTO  CCbINMOYHbIX
MEXOYHapPOAHbIX CTAaHAAPTOB COOTBETCTBYIOLUME UM HaUMOHanbHble cTaHaapTtbl Poccuiickon depepaumu,
CBEAEHUA O KOTOPbIX NMPUBEAEHbI B AOMNONMHUTENLHOM NPUNOoXeHun OA

5 BBEJEH BMNEPBbIE

lpasuna npumerHeHus Hacmosawezo cmaHdapma ycmarosneHbl 6 FOCT P 1.0—2012 (pasden 8). ViHghopmayus
00 USMEHEHUSAX K Hacmosu,eMy cmaHOapmy nybnukyemcs 6 exe2o0HOM (1o cocmosaHuro Ha 1 aHeapa mekyuwezo 2oda)
UHGOPMaUUOHHOM yKasamene «HauuoHanbHble cmaHdapmbl», & ouuuansHblli MeKem U3MeHeHUl U nonpasok — &
eXeMecaYHoOM hopMauUoOHHOM yKalamene «HauuoHanbHble cmaHdapmebly. B cnyyae nepecmompa (3aMeHbl) unu
OomMeHb! Hacmosauwjeao cmaHdapma coomeemcmeyoujee ygedomneHue bydem onybnukogaHo & bnu)xalilieM 8bifycKe
exemMecayHo20 UHGOPMayUuoOHHO20 yKazamens «HauyuoHanbHble cmaHOapmel». Coomeemcmeytoujas UHGghopmMauus,
ysedomaeHue U meKcmbl pasmeujalomcss makxe 6 UHGopMauuoHHOU cucmeme obujeeo Mo1b308aHUs — Ha
ogpuyuanbHom catime @elepanbHO20 ageHmMcmea 10 MEeXHUYECKOMY peeynuposaHuio U Memponoeuu & cemu
UimepHem (gost.ru)

© CrangaptuHdopm, 2015

Hacroawmin craHpapt He MOXET ObiTb NOMHOCTBLIO MMM YaCTUYHO BOCMPOMU3BEAEH, TUPAXUPOBAH U
pacnpocTpaHeH B kayectse oduuuanbHOro uspaHua 6Ge3 paspelieHusi deaepanbHOro areHTcrea no
TEXHUYECKOMY PEryrnmpoBaHuio 1 METPONOriu
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HAUMWOHAJNBbHBIN CTAHOAPT POCCUUCKOWN PEOLEPALUMN

UMNNAHTATBI ANA XUPYPImn
MU3HOC MOJIHbIX NPOTE30B MEXXMO3BOHKOBbIX IUCKOB

YacTtb 2
3ameHbl Aaep

Implants for surgery. Wear of total intervertebral spinal disc prostheses.
Part 2: Nucleus replacements

Nara BBegeHus — 2016—01—01
1 O6nacTb NnpUMeHeHus

Hacroawas uvacte craHgapra UCO 18192 yctaHasnuBaeT npoueaypy TeCTUpPOBaHUA AN NpoTe30B
NMO3BOHOYHOIO Si4pa B YCIIOBUSIX OTHOCUTENLHOIO YINOBOrO CMELLEHUs, YyCTaHOBMEHHbIX B ctaHaapte UCO
18192-1.

Hacrosiwas yactb ctaHgapta UCO 18192 npumeHuma ana nNpoTe30B KaK NOSICHUYHDLIX, TaK U LWEWHbIX
no3BOHKOB. OHa He MPUMEHUMA K CRy4asiM MOMHOM 3aMeHbl AWUCKOB W 3aMeHbl (PaceTOYHbIX CyCTaBOB.
JaHHbIli MeToh BKMOYaeT MCNbITaHWe Ha U3HAWWMBAHWME U YCTanoCTHble TecTbl. MoryT notpe6osarbcs
AONOMHUTENbHBIE MEXaHWYECKNE TECTbI, HAaNPUMEP, UCMbITAHME HA NON3Y4ECTb.

B HacToswen yactu ctangapta UCO 18192 He BOCNPOU3BOAATCA B KOMIMEKCE HArpy3kn U CMeLLeHuns,
UmeLmne MecTo in vivo. [JaHHble NO M3HALWWUBAHWIO U YCTANOCTHBLIM XapaKTepUCTUKaM, MNOMyYeHHble C
MOMOLLBIO 9TOr0 METOAA MCNbITAHWUA, MO3BOMAIOT NPOBOAUTL CPABHEHWE MEXAY PasfUYHbIMU TUNamu
WUMMNMAHTaTOB, HO MOTYT OTAMYATbCA OT KIMHWUYECKUX XapakTepucTuK wusHawmeauuA. [Monb3osaTtenb
HacTosiler 4actu cranHgapta UCO 18192 poskeH npeaycMoTpeTb MPOBEAEHUE AOMNOSTHUTENbHBIX
UCMLITAHUIA, HAMPaBMEHHbLIX Ha OTAEMbHbIE acnekTbl 6e30NacHOCTU  KOHCTPYKUUM UHAUBUAYANBLHOIO
uMnnaHrTara.

2 HopmaTtuBHbIE CCbUIKU

B HacTosiLem cTaHgapTe UCnonb30BaHbl HOPMATUBHLIE CCbIMKKU HA criegyiowme cTaHaapThbl:

NCO 14242-2 UmnnaHTatbl Ans xvupyprun. M3HOC NOMHbIX NpoTe30B Ta3o0eapeHHbIX CYCTaBOB.
Yactb 2. Metoabl usmepenus (ISO 14242-2, Implants for surgery — Wear of total hip-joint prostheses —
Part 2: Methods of measurement)

MNCO 18192-1 UmnnaHTatbl Ans Xxupyprun. M3HOC NOMHbLIX NpoTe30B Ta300eapEeHHbLIX CYCTaBOB.
Yactb 1. [llapameTpbl HarpyxXeHusi W CMELWEeHus Ans  annapatoB AN UCNbITAHMA HA WU3HOC W
COOTBETCTBYIOLUME YCMOBUS OKpyKaloLwlen cpeabl ana ucnoiradun (ISO 18192-1, Implants for surgery —
Wear of total intervertebral spinal disc prostheses — Part 1: Loading and displacement parameters for wear
testing and corresponding environmental conditions for test)

3 TepMmuHbI U onpeaeneHus

B HacrosieM 4OKyMEHTe NPMMEHEHbI TEPMUHBI U ONPEAENEHUs, UCMONb3oBaHHbIE B cTaHaapte UCO
18192-1, a TaKke NepevYnCneHHbIE HUXKE TEPMUHDI.

3.1 Hayano koopauHar (origin): LieHTp cucrembl KOOpAUHAT, PacnosioXeHHbIN B FreOMETPUYECKOM
LeHTpe MOAEeNnupyeMoro KonbLa.
MpumeyaHue — CM. pucyHOK 1.

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

KonuyecTtBo UMKNOB, HA KOTOPOM UCTILITAHUE 3aBEPLUAETCA, €Cnu He npousowten yHKLMOHATbHbIN
coon.

N3paHue opuumnanbHoe
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4 OCHOBHOW NpPUHLMM

3ameHuTeNb Agpa NomeLLaeTcss Ha MCMblTaTe/lbHyl CTaHuMio B COOTBETCTBUM CO cTaHgapTtom WCO
18192-1 (cM. pUCYHOK 1). )KeCTKOCTb KoJjibLia Ha CABWI MOLENMpyeTcs Mnpyv NOMOLLM CUCTEMbI OrpaHnUYeHus
cMelleHuns. Mpubop npuknagbiBaeT K 3aMeHUTENI0 aapa onpefeneHHy N3MEHSIOLLYIOCA BO BPEMEHWN Cuy
O[IHOBPEMEHHO C YCTAHOBJ/IEHHbIM OTHOCUTE/IbHLIM YI/IOBbIM CMelleHneM. B cnyyae wuccnegoBaHus
NosIMMEpPOB KOHTPOJIbHbLIA 06paseL, Takke MNoABepraeTcs Takol e U3MEHSLWENCs BO BPEMEHW Harpyske
4N onpefeneHus nnacTuyeckol fedhopmauum McnbiTyeMoro o6pasua wunM U3MeHeHUs Ko/M4vecTBa
Macchl 13-3a NepemeLleHns XULKocTu. McnbiTaHne NpPoBOAUTCA B KOHTPONIMPYEMON cpefe, UMUTMpYIOLLEN
hun3nonornyeckmne ycrosus.

YcnoBHble 0603HaYEHUSA:

1 — WapunKoBbI/i NOALWUMHKK; 2 — CUCTEMA OrPaHUYEHUsI CMeLLEeHus; 3 — BEpXHAs orpaHuynTeNNbHas
nnactnHa; 4 — npoTe3 Aapa; 5 — Havyano koopamHat;, 6 — HWKHAS orpaHuynTenibHas nnactuHa; 7 —
ucnblTatenibHas kamepa

PncyHok 1— lMNpuHUMn npoBefeHUs nUcCnbITaHns

5 PeaKkTuBbl 1 MaTepuasibl
5.1 XXupgkaa vcnbitateNibHaa cpega

Tenayblo CbIBOPOTKY pa3BoAAT AeMOHM3MPOBaHHOM BOAOW (OCTasibHas YacTb) A0 KOHUEeHTpauun 6enka
20 + 2 r/n. XXuakylo ucnbiTaTeNbHY0 cCpefy Mo XenaHWi MOXHO npodunbTpoBath 4epes uabTp C
AVaMeTpoM Mop 2 MKM.

Ona MUHMMM3aUMM MUKPOBHOrO 3arpsi3HEHUS XUAKYI0 UCMbITaTeNbHYO cpely Heo6XxoAMMO XpaHuTb B
3aMOpPOXEHHOM  COCTOSHMM A0  npoBedeHus  ucnbiTaHus.  [o6aBnsawTca  aHTubakTepuabHble 1
NPOTUBOrPUOKOBbLIE peakTUBbl (Hanpumep, asuf, Hatpus). Takue peaxkTuBbl MOryT ObiTb MOTEHLMaNbHO
onacHbIMU.

[na csA3blBaHUA KasibUMA B pacTBOpe W CBELEHWA K MUHUMYMY OCaxAeHus kanbums docdarta Ha
HECYLLMX NOBEPXHOCTSAX MOXeT ObiTb gob6aBneHa SATA* B konuuectee 20 MMonb/n. SddekTmBHoCcTb S4TA
6yaeT 3aBuceTb OT UCMbITYEeMOl KOMOUHaLMM mMaTepuasnos. Monb3oBartesb AO/HKEH 060CHOBaTb OTCYTCTBUE
O/LATA B XWUAKOI MCnbITaTeNlbHON cpeae.

I‘Ipmmeanme — MOFyT NCNoMb30BaTbCA ajibTepHaTUBHbLIE WUCNbITATE/IbHbIE XWAKOCTWU, Hanpumep, pacTtBop
XaHKca.

CnepyeT OCylecTBAATb CTaHAAPTHbIA MOHUTOPUMHI PH XWAKOW ucnbiTaTenbHON cpefpl. Mpu 3ToM
COOTBETCTBYIOLLME 3HAYEHWUA CreAyeT BKAKYaTb B OTYET O MPOBEAEHHOM uchbiTaHun (cMm. [6], pasgen 9,
NyHKT 1).

5.2 McnbITyeMblii 1 KOHTPOJ/IbHBIA 06pasLbl

Ona nposefeHus ucCNbITaHUA Ha VI3HaLUVIBaHVIe/yCTa}'IOCTb PeKoOMeHAyeTCAaA UCcnosib3oBaTtb HE MeEHee
LiecTun 06pa3LI'OB. Kak MUHUMYM OAMH ,U,OI'IOI'IHVITGI'IbeIVI 06pa3eu, cnegyet mcnosb3oBaTb A1 KOppekyun

ATnNeHJHaMUHTETPAYKCYCHas KUCoTa.
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npuéaBkym Maccbl 3a CYeT MOMNOLWEHNA XULAKOCTU (KOHTPONb cMaumBaHus). KOHTPONb cmauuBaHua o6yaeT
nofBepraTbCsi Harpyske B COOTBETCTBMUM C XapaKTepuUCTUKaMW HarpyskM Ans AaHHOro Tuna MMNAaHTaToB
(cm. Tabnuyy 1). Mo peweHVto Monb30BaTens, KOHTPO/b CMayvBaHWA MOXET U He WCMOoMb30BaTbCA Mpuv
TEeCcTUpPOBaHUN MaTepuanoB, He NOI/OLLAILWNX OKPYXAIOLLYI0 XUAKOCTb (Hanpumep, MeTansioB), AN ecnu
[JaHHble M0 MacCe HecCylWeCcTBEHHbl BCMEACTBME 3HAYMTENBHOTO MOIMOWEHNS XUAKOCTU MUCNbITYEMbIM
Matepuanom (Hanpumep, rugporensamu).

Ecnu ncnbiTbiBaeTCca MeHee LiecTn obpasLos, criefyeT NPpUBECTU COOTBETCTBYIOLEee 060CHOBaHNMeE.

I'Ipmmeanme — Yucno NncnNbITyeMbIX o6pa3u,03 MOXET ObITb onpenesieHoO HauMoOHa/IbHbIMKA HOpMaTuBammn

6 Annapartypa

6.1 NcnbiTarenbHas MalunHa
VMcnbiTaTtenbHaa mawmHa [OJ/DKHA COOTBETCTBOBaThb TpeboBaHMAM cTaHgapTa MCO 18192-1.

6.2 Cuctema orpaHu4eHusa cMeLeHus

CncTema OrpaHU4YeHWss CMeleHWs, Mo3Bo/iAlWas NpWIoXUTb CAepXuBalwlliee ycuane B
rOPU30HTANLHON MI0OCKOCTW, MCMNOMb3YeTCs ANS MOAENUPOBAHWUS XECTKOCTU KonbLa Ha casur. BenuumHa
cepxuBarlleid cunbl NponopuuoHanbHa FOPU3OHTa/IbHOMY CMELLEHVIO BEPXHE CTOPOHbl MMMNAaHTara.
XKecTKoCTb CMCTEMbI OrpaHMyeHus cmeleHns fo/mkHa coctaBnatb 115 H/mm £10 H/mm (cm. [7]) Mpumep
CUCTEeMbl OrpaHUYEeHNs CMeLLeHNs nokasaH Ha PUCYHKe 2.

PucyHok 2— MNpumep (NONOBUHHASA MOAE/b) CUCTEMbI OFPaHUYEHUS CMELLEeHNs
Ha OCHOBe Habopa NpPyXuH

OrpaHnunTenbHble NAacTUHbl caenaHbl 13 Pe3MCTEHTHOro K KOPPOo3uu Matepuana C LepoxoBaToCTbio
Ra = 0,05 MKkm * 0,01 MKM.

Mpwu™MeuyuaHuue — dopMa OrpaHNUNTENIbHLIX NACTMH 3aBUCUT OT WCMbITyeMoro o6pasua. Ans
npeaoTBpaLLEHNst CMELLeHVst sigpa MOXeT noTpeboBaTbCsi UCNOMb30BaTbh OrpaHWYUTesIbHbIE MNMACTUHKWA  BOFHYTON
hopmbl. DIMNCoBMAHAsA popma No3BosIsSeT NPeAoTBpaTUThL BpallleHne npoTesa sapa.

6.3 MeToAb! BblpaBHMBaHWSA W ONpeAesIeHNs MeCTOMNOSIOXEHMS

BbipoBHATL 06pasel, B BEPXHEM MOMOXEHUM, Tak 4TOGbl €ro MrHOBEHHAasi OCb BpalleHus B
HeliTpasbHOM MOMOXEHUWM pacnofnaranacb B LUEHTpe oceli BpaweHus UChbITaTeNbHON MawuHbl, W
Y[,0CTOBEPUTLCS B TOM, UTO 3TO Xe MOMIOXKEHNE W OpUEHTaLUsi MOTYT 6biTb BOCMPOU3BELEHbI MOC/E CHATUS
o6pasua ans N3MEPEHUS UMM OYUCTKU, B CllyHae HEOGXOLUMOCTH.

6.4 NcnbiTarenbHasa kamepa

WcnbiTaTenbHas kamepa fo/mKHa 6biTb MOMHOCTBLIO M30/IMPOBaHa OT BHELLHeN cpeAbl. VcnbiTatensHas
kamepa 3aknioyaeT B cebe obpasel, U orpaHNUNTeNbHbIE MAACTUHKW.

MpumevyaHne — CnegyeT un3beraTb 06pasoBaHMs YacTul, M3HOCA B MecTe (IMKcauuym OrpaHuyuTesbHbIX
NAACTVHOK B UCMNbITaTeNbHOW Kamepe, X0Ta He Bcerga BO3MOXXHO MOJTHOCTbIO nsbexarb o6pa3OBava vyacTul, U3Hoca.

6.5 Cuctema KOHTPOIA TeMnepartypbl
CucTema KOHTpONsA TemnepaTypbl MO3BONSET MOAAEPXUBATbL TeMnepaTtypy XWAKOW ucnbiTaTenbHOM
cpeapbl, OKpyXatoLen ncnoityemblii obpasel, Ha ypoBHe (37 + 2)°C.
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7 MpepenbHbIA LUKN

MpeaensHOe KONMYECTBO UMKOB OyaeT cocTaBnarh 1 x 10 LMKMOB, KPOME Cry4Yaes, Koraa snageney
obpasua TpebyeT MCNOnNbL30BaTh APYron NpeAenbHbId LUK, B 9TOM cnydae TpebyeTcsi COOTBETCTBYlOLLEE
060CHOBaHMe.

ﬂpl/lMeHaHVIe —_ I'Ipe,qeanoe KONMWYeCTBO LMKITOB MOXET ObITb onpepeneHo HayunoHanbHbIMU HOpMaTUBaMM.

8 Mpoueaypa

8.1 Ouncrute ncnbITyeMblin 06pasey.
MpuMeydaHune — OuucTka McnbiTyemoro obpasla MOXeT MPOBOAMTECA B COOTBETCTBMM C OMUCaHWEM B
cTaHgapTe NCO 14242-2 unun ansTepHaTUBHLIM METO4OM.

8.2 BbinonHuTe niobble HavanbHble W3MepeHus, HeobGXoaumble ANs OnpejeneHus nocneayloLlei
CTEMEHW W3HOCA W/MNM NNacTUYECKON aedopmauun, a Takke OTKanubpynte Kaxayl WCnbiTaTenbHy
YCTaHOBKY, WCMONb3ys AWHAMOMETPpUYeCKui aartuuk. [poBeauTe ykasaHHyl0 KanuMbpoBKY BO Bpemsi
MPUNOXKEHWA Harpy3ku Ha ApPYrux yCTaHOBKAX, €CNK TakoBble UMEIOTCS, B UCNbITATENBHOM CTeHae. M3mepbTe
U3HaLLMBAHUE UCMbITYeMOro obpasua ogHMM U3 METOA0B, ONMUCaHHbIX B cTaHgapte NCO 14242-2.

8.3 3akpenute o6paseL B UCMbITATENbHOW MaLLKHE.

8.4 BO3bMUTE KOHTPONLHLIN 06paseL, u NOBTOPUTE Luaru, ykasaHHble B NyHkTax 8.1, 8.2 n 8.3.

8.5 Beeaute XuAKyl MUCnbiTaTenbHy0 cpedy (cMm. 5.1) A0 3anONHEHMA UCNbITATENbHOW KaMepbl.
MoapepxuBaiiTe TEMNEpPaTypy OKPY>KatoLLEH XMAKOCTM Ha ypoBHe 37 1 2°C, BbINOMHAA n3MepeHust cpeaHen
06bEMHOI TeMNepaTypbl XULKOCTU B PENPE3EHTATUBHbIX TOYKAX.

8.6 Mogoxaute, noka obpasel He JOCTUTHET TEMNEPATYPbl PABHOBECHOTO COCTOAHUSA.

8.7 BkniounTe UCMbITATENbHYID MAaLUMHY W HAcTponTe €& Takum obpasom, 4Tobbl K UCMLITYEMOMY
06pasuy 6binm NPUNoXeHbl CUnbl, ykasaHHble B Tabnuue 1, u cMelleHne, yCcTaHoBneHHoe B ctaHgapte UCO
18192-1.

Tabnuya 1 —lMapameTpbl HArPy3kn MCNLITATENBHON MALLNHBI

Harpy3ska
Obnactb H)
LLlerinas MaKc. 75
MWH. 25
MosicCHM4YHag MaKC. 1000
MWH. 300

MpumedaHne — Harpyaku, ykasaHHble B fJaHHO Tabnuue, 6binu cHKeHbl Ha 50% B cpaBHEHUM C Harpy3kamu,
CTaHOBMNEHHbLIMK B cTaHaapTe MCO 18192-1 (cm. [2] m [3]).

8.8 JkcnnyaTupyiTe McnbiTaTenbHyl0 MalumHy npu 4vacrtote 1 Iy ¢ TouHoctbio + 0,1 Iy, Moxert
Mcnonb3oBaTbcs YacroTa Ao 2 'y. BnusHue 4acTtoThl UCnbiTaHuit Boilwe 1 'y HA Matepyan UMnnaHTaTa u Ha
TOYHOCTb PE3ynbTaTOB UCMbLITATENbHON MalUMHbI JOJDKHO ObiTb M3yveHO nonb3oBatenem. lMonb3oBatenb
OOIDKEH NPUBECTU COOTBETCTBYIOLLME 0B0CHOBAHMS.

8.9 MONHOCTBLIO 3aMEHANTE XKUAKYI0O UCMbLITATENLHYIO CPefy HEe pexe 4eM uyepes Kaxgble 5 x 10°
UMKNoB, NMbo Yyepes kaxable ceMb AHEW (B 3aBUCMMOCTH OT TOTO, KAKOW Nepuoj BPEMEHU MEHbLLE).

8.10 OcraHaBnuBanmTe WCNbITAaHWE ANA BbINOMHEHUA WU3MEPEHUIA N0 KpanHeln wMepe uyepes
5x10°umknoB, 1 x 10° UMKNOB M KaK MMHUMYM yepe3 kaxgble 5 x 10° LMKNOB B AanbHEWLIEM A0
npekpaLjeHus ucnbitaHus (cm. 8.14).

8.11 U3BnekuTe ucnbiTyemblii obpasew, U3 ucnbiTatenbHOW YyCTAHOBKU M o4ucTUTE obpasel,.

ﬂpl/lMe‘-IaHI/Ie — Ounctka ncnelTyemoro 06pa3|_|a MOXET NnpoBOAUTLCA B COOTBETCTBMM C oONnucaHUeMm B
ctanfapte NCO 14242-2 unn ansTepHaTUBHLIM METOAOM.

8.12 NpoBeaeHue n3MepeHuit U3HaWMBaHUS

BHOBbL BBeAUTE UCNbITYEMbIN 00pa3eL; B UCMbITAaTENbLHYIO YCTAHOBKY (8.3 1 8.4).

8.13 MNoBTOpUTE BLINOMHEHWE LLAroB, ykadaHHbIX B NyHKTax ¢ 8.6 no 8.12, 10 3aBepLueHUs UCNbITaHUA
(cm. 8.14).

8.14 MpoaomuTe NpoOBEeAEeHUE UCTBLITAHUA A0 TEX NOp, MOKa He NPOU3oMAEeT OAHO U3 cCrneayloLmx
cobbITui:

a) JOCTMKEHME NPEAENbHOrO LMKNA;

b) yHKLUMOHaNLHAA UNK yCTaHOBMNEHHAsA NONb30BaTENeM NosIOMKa UMMIaHTaTa.
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Mpumeyanne — MexaHuyeckasi NofloMKka MOXET He NOTpeboBaTb 3aBEpLUEHUS UCMbITAHUS, MOCKOMbKY NpU
TakoM MeTofe TeCTUPOBaHMSl CTaBUTCH 3ajavya YCTaHOBMEHUS 3aBUCAWUX OT BPEMEHU CBOWCTB W3HaLUMBAHWA
ycTpoiicTsa.

9 OTueT 06 UcnbITaHUUN

OT4YeT 06 MCNbITAHMU OFDKEH BKIIOYATh CrieayoLLyio Hdopmauuio:

a) CCbINKy Ha HACTOSALLYIO YacTb ctanaapra UCO 18192, 1.e. UCO 18192-2, u ykaszaHuem aaTbl;

b) uwaeHTudMKaUMOHHYIO uHPopMaumio 00 ucnbiITyeMOM 06pasue, YKa3aHHYl0 CTOPOHOM,
npeacrasnfaowen obpasey Ans WUCMbLITAHUSA, BKMIOYasA MHGopMauuilo o pasmepe, marepuane, Tune W
npou3BoAauTEne;

C) OnucaHWe UCMbITATENbHOW MALUMHbI, BKMIOYAsA KONWYECTBO CTaHUMUW, TUN UCNOMNb3yeMbIX CUCTEM
ANA reHepauumn ABWKEHUA W Harpy3ku, AUanasoH ABWKEHUW W npunaraemon Cunbl, TUN UCMOSNb3yeMblX
CUCTEM AN M3MEPEHWSA [ABWXEHWA M Harpysku, YCTPOWCTBO AnSA 3akpenneHus obpasua (cMm. 5.2),
YCTPOWCTBO Ans CMAa3Ku COUNEHSIOLMUXCA MOBEPXHOCTEN, YCTPOMCTBO ANA KOHTPONS TemnepaTypbl M
YCTPONCTBO ANSl YCTPAHEHUS KOHTAMUHUPYIOLLIMX YacCTULy;

d) yacroTa ucnbITaHuK, BKNOYas 060CHOBaAHWE YBENUYEHNUA YaCTOTbl UCNbITaHU cBbiwe 1 Ny;

€) yron OTKIIOHEHWS YCTPOWCTBA M OOOCHOBaHME €ro BbiOpa MO OTHOLIEHWUID K JABUXEHMIO
COMYMEHAIOLLMXCA NOBEPXHOCTEN;

f) konnyectBo 00pa3syoB M 0DOCHOBAHME TECTUPOBaHUA O0pa3UOB B KONM4eCTBE MeHee Lectu (be3
yyeTa cMayusaemMoro o6pasua);

g) aobasnexHne unu otkas ot gobasnenus SATA u cooTBeTCTBYIOLEE 060CHOBaHUE;

h) pob6aBneHue wunu oTka3 oT JobaBneHUss aAHTUMMKPOOHOTO peareHTa U COOTBETCTBYIOLLEE
o6ocHoBaHue;

i) BIGOP HOMWUHAMBLHOIO LIEHTPA BPALLEHUS C YYETOM KOHCTPYKLUMU UMMNSIAHTATA;

j) ncnonb3oBanucb N KOHTPOIIbHbIE 00pas3Libl, U €CNU HE UCNOMb30BaNUCH - CCbISIKA HA UCTILITAHUS, B
KOTOPbIX ObINM MONYYEHbI KOHTPOIbHBIE AAHHBIE;

K) npeaenbHbIA UMK, B TOM 4ucre 060CHOBaHUE UCNONb30BaHUA NpeaenbHOro KONM4ecTBa LMKIIOB,
oTrmyaiowerocs ot 1 x 107;

[) n3noxxeHne pesynbTaToB, BKMOYaloLLee:

1) obLuee KONM4ecTBO NPOBEAEHHbIX LMKIOB;

2) NpuyYnHa 3aBEPLLEHUS UCTILITAHWSA, €CNU NPOBEAEHO MEHBbLLEE YUCIO LUKIIOB, YEM MMAHMPOBANOCh
B COOTBETCTBUU C NPeAenbHbIM LIMKIOM;

3) onucaHue Bcex NOBEPXHOCTEN 0GOUX KOMNOHEHTOB, A€ BO3HUKANO OTHOCUTENBLHOE ABUXKEHUE;

4) onucaHne COCTOSIHMSI KOHTaKTMPYIOLLUMX MOBEPXHOCTEN MeXay 9NIeMEHTaMu KOMIOHEHTOB, €Cnu
KOMMOHEHTbI UMENMU MOAYIbHYIO KOHCTPYKLUIO;

5) onucaHue xapakrepa nosioMKu, eCny OHa NPoM3oLLINa;

6) 3HayeHun pH, ecnu NpoBOAUNCA CTAHAAPTHLIA MOHUTOPUHT (CM. 5.1);

m) nogpo6HOe OonucaHue MeToaa W3MEPEeHWUst U3HOca M MoJlydeHHble pesynbTatbhl (MCO 14242-2), a
MUMEHHO:

1) MeTOA M3MepeHust 3Hoca (Hanpumep, rPaBUMETPUYECKNI NN 06 LEMHDIN);

2) N3MEHEHUs1 MacChbl ANA KaXA0ro U3MEPEHNUS C UCMONbL3OBaHWEM rPaBUMETPUYECKOTO MeToaa, nmbo
U3MeHeHus o0beMa AN KaXAoro U3MEPEHUs C UCNONb30BaHUEM OGBEMHOTO MeToaa;

3) cpeadHsA CKOPOCTb W3HALWMBAHUA (rPaBUMETPUYECKMM MMM OGBLEMHBIM METOAOM) U OnucaHue
MeToga oOnpeaeneHns CcpeaHein CKOPOCTUM U3HALLMBaHWSA (HENMMHERHas annpokcumauus, MoAroHka ¢
MOMOLLbIO METOAA HAMMEHbLUMX KBAAPATOB U T.4.);

4) onucarenbHasa CTaTUCTMKA, B TOM YUCNE CTaHAAPTHOE OTKIOHEHUeE;

5) rpachuyeckoe npeacraBrieHme n3HallMBaHns Kak PyHKLMUM KONUYeCcTBa LMKNOB;

n) mobble OTKNOHEHWA OT OPUIMHANBHOrO MPOTOKONA WUCMLITAHUS, B TOM YUCNE COOTBETCTBYIOLIEE
ob6ocHoBaHue.

10 YTunusaumusa ucnbiTyeMmoro odpasua

Hukakas 4acTb MCMNbITYEMOro o6pa3ua He JOorpkHa ucnonb3oBaTbCA B KNUHUYECKUX uensx nocne
nposeaeHna NCNbITAHUSA.
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Mpunoxenue A
(cnpaBoyHoe)

ObocHOBaHMe MeToA0B UCTLITAHUA

A.1 [aHHasA 4acTb HE OrpaHuyeHa OnpeaerneHHbIMU TUMaMW UKW TEOMETPUYECKON KOHCTPYKUMEi
UMNMaHTMpyeMblX MatepuanoB. OAHAKO LUTAMMNOBaHHbIE in Situ UMNNaHTaTbl AOMKHbI OblTb OTNUTLI B
OMpeaerneHHylo nonb3oBareneMm ¢opMy, COOTBETCTBYIOLLYIO WX MpeanonaraeMomy  KNMHUYECKOMY
nNpUMeHeHuo. MIcnbITaHne maTepnanos, NMoNy4YeHHbIX U3 TKaHEW OpraHuama, B HaCTOsILLEE BPEMS HAXOAUTCS
Ha aTarne u3y4eHus u He OXBaTbIBAETCA HACTOALLEN YacTbio cTaHaapTa MCO 18192,

A.2 Ha momeHT onybnukoBaHusi Hactoswen uactu cranHgapta WCO 18192 [A0CTynHO OYeHb
HebonbLlIOE KOMMYECTBO MHMOPMAUMKW O MaTepuare, MOBEPXHOCTU WU FEOMETPUYECKUX XapaKTepUCTUKax
sameHuTenen agep. CTeneHb LUEPOXOBATOCTM MOBEPXHOCTU CYCTABHOW TKAHM MOXET konebarbcA OT
rnagkon (chmbpos3Has TkaHb) 4O LIepoxoBaTon (rybuyaTas kocTb). Ons HacTosiwei yactu craHgapta UCO
18192 ycTaHOBMNEHHast CTeneHb LLUepOXOBAaTOCTM OrPaHWYMTENbHBIX MAACTUHOK npeanonaraer ux cnabyio
M3HaLIMBaeMOoCTb.

A.3 C y4eToM OTHOCUTEIbHOro COBMaAEHWA Pe3ynbTaToOB UCNLITAHUSA HA U3HOC in Vitro v in vivo npwu
MONHOW apTPONNacTUKe MEXMNO3BOHKOBOrO AUCKA MOSICHUYHOTO OTAEna, OAMH T04 W3HALMBAHUS
cooTBeTcTByer 1 X 10° LUMKnoB (cM. ccbinku [5] u [6]). MNpeaenbHbIn UMKN 1x10 npuBnNU3NTENLHO
cooTeTcTByeT 10 rogam YHKLUMOHMPOBAHUA NpoTesa in vivo.
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MpunoxeHue OA
(cnpaBouHoOe)

CBeaoeHus 0 COOTBETCTBUM CCbUTOYHbIX MEXAYHAPOAHbIX CTaHAapTOB
HauuoHanbHbIM cTaHaaptam Poccuinckon ®epnepaunu

Tabnuya OA.1

O6o3HaueHue
CCbIITOYHOrO
MEXIYHapOAHOTO
cTaHgapra

CrteneHb
COOTBETCTBUA

OB603Ha4YeHne U HAaMMEHOBaHNE COOTBETCTBYHOLLENO
HaLUMOHAamnbLHOro craHaapTa

NCO 14242-2

*

NCO 18192-1

*

*COOTBETCTBYIOLMIA HALWMOHarNbHLIA CTaHgapT oTcyTcTBYeT. [o ero yTBepXAeHWs PeKOMeHZyeTCs WCMOonb3oBaTb
nepeBof Ha PYCCKU S3bIK A@aHHOMO MEeXAYyHapoLHOro ctaHaapTa. lepeBoj AaHHOTO MeXAYHapOAHOro cTaHiapTta
HaxoauTcs B PeflepansHOM MHPOPMAaLMOHHOM pOoHAE TEXHUYECKWUX PerfiaMeHToB U CTaH4apToB.
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