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roCT P HCO 18192-2—2014

Mpeancnoeue

1 NCArOTOBRNEH OfwecTteoM © OfpaHAYEHHOR OTBEETCTEEHHOCTED oUMTOnpoekTs (OO0
sllMTOnpoekT») Ha ocHoBe CoODCTEEHHOMD AYTEMTHHHOID MNEDEBOGE Ha PYCCEME AIBK MEMOYHEPOLHOM
CTaHOapTa, YKasaHHoro B nyHkre 4

2 BHECEH TexHM4eckimM KoMUTETOM No CTaHgapTHaausi TEAS3 sMnnanTaTel 8 xepypriads

3 YTBEPWIEH W BBEOJEH B AEWMCTBME NMpukazom SepepansHoro areHTCTBa No TEXHHYECKOMY
DErYNWPORAHMIC M MeTponomi ot 12 gexkadpa 2014 . Me 2069-cT

4 HacToAWwMA CTaHAADT WOBHTHYEM KMewmdyHapoaHoMy cTangapty MCO 18192-2:2010 sHMMnnadTaTsl
ONA |pyprin. Masoc Nnondely NpoTeans MemnoasaHoYHeR Adckoe. YacTe 2. 3asedsl sgeps (IS0 18192-
22010 slmplants for surgery — Wear of total intervertebral spinal disc prostheses — Part 2: Nucleus
replacementsa )

Mer NpUMeHEHAK HACTOAWErD CTaH0apTa pEeKoMEHOYeTCA  WCMONbIoBATE BMECTS  CobUNOYHEX
MEXOYHAPOOKE:X CTAHOAPTOR COOTBETCTEYICWME M HALKMOHANEHLIE CTAHGADTel Poccrackon Deaepauus,
CEEASHMA O EOTOPLX NDUESOEHE B JONONHWTENBHOM NEpMIEoEeHian 1A

5 BBEOEH BNEFBLIE

Mpaema NpUMEBHENUA HSCMORIUE20 Cmaddapms yomanoaneder 8 NOCT P 102072 (paadan 8. Hugopsauus
00 UEMEREHUAX & HACMOSWEMY Cmandapmy NyEnukpames € BNES00R0M (M0 COCMOAHLA HE T ANGADR mekywean 2oda)
LHBODMAULOHHOM pHaZamans «HEYuoHanesLIs CMaHOapmaik, 8 ofUUUETbHBID MEKCT UAMSHEHUD U HoNpagoy — &
SMEMECRYHON HODMELUOHRDNW yRI2EMeans Hayloransseie cmardapmeiy. B omyyas nepecMomps  (Jamens] wnoy
QMMEHE! HACIMOFUE0 cmasdapma Coomeamormeyryes peadomneduve Sydaem omplimuroaano 8 Qrusaiiies Smmycye
SREMECAYHDSD UHEODMALLIOREDSD YREIEMENA «HALUOHANLHSE cmahdapmeny. Coomesmomeyollyal vribopranur,
yeadomreHus U MEeNCMmsl DEIMELERMEA  Makke 8 UHRDODMAYUORHOD cucmeds o0We20 MonLI08aHUs — HE
ofuuETeHon  cadme PedepansHosn SSORMGIEDS DO MEXHUYEEKOMY DESyTUDOESAHUKN U MEMponosuy 8 Gemy
Hurmepsem [gostoa)

© CTannaptrdcgopM, 2015

HacToAWwmiA cTadpapT He MOMET GkiTh NONHOCTEID WM YACTHYHC BOCNPOMIBEOEH, THMREMMDOBAH M
pACAPOCTRaHEN B kadecTee odwUWaneHoro wagamuAa Ges pazpewedns PefepaneHoro angHTcIea no
TEXHAYSCHOMY DEryNAPOBEIHWI0 1 METRONOMHK
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HAUMOHANBHBIW CTAHOAPT POCCHHUCKOW EOEPALMM

MMMNNAHTATEI ORA XHPYPTAK
M3HOC NONHBIX NPOTEZ0OB MEXNOZBOHKOBEIX OUCKOB

YHacTe 2
3ameHkl Agep

Implants for surgery. Waar of total imerertebral spinal dise prostheses.
Fart Z: Mucleus replacements

Oata eeegedvA = 2016—01—01

1 OBnacTe NpUMeHEHUA

Hactoawan Y4acTe cTaxgapta MCO 18192 ycTanaenkeaeT Npoueoypy TECTHPOBaHWA ONA NpoTE30B
MOSBOHOHHOTS AOPE B YCNOBWAKX OTHICWTENBHOMD YINOBOMD CMELEHWA, YCTAHOBMEHHbIX B cTanaapre WMICO
18192-1.

HactoAawan YacTe cTadgapta MCO 18192 npumenmsa gna NpoTE30R K3k NOACHHYHBIX, TaK M WEeHHbIX
no3BOHEDR. OHa HE NPMMEHMMA & CHyY3AM NONHOE JaMEHBl QUCKOE W 3aMEeHbl GaceToYHBE CYCTABOE.
Jaukbid MeTod DENICYEET WCNBTaHWE Ha HIHAWWBEIHWE W yCTanocTHele TecTel. MoryT noTpebopaThoA
AONCAHATENEHEIE MEXAHWYECKEE TECTE, HANPRMER, MCNEHTAHWE HA NON3YYECTE.

B vacToswed 4act cradgapta MCO 18192 He BOCNpOMABOORTCRE B KOMNNEKCE HATDYIEM ¥ CMELWEHIWA,
MMEBIOWMe MecTo i wive, JadHpe N AIHAWWBAHWG W YCTANOCTHEIM XapakTepyucTHKamM, NoNyYeHHsIE ©
MOMOLWEKD 3TOMD METOSE8 WONBITAHWA. NO3ABONAKT NPOESOWTL CPABHEHWE MEXDY PaEIANHYHBIMA THNAMK
WMMOAHTATOR, HO MOMYT OTAMYATECA OT KNWHAYECKWX XaDakTepWCTHE WIHAWWeanda. MonsiosaTens
HACTORWEA 4acTu cTamnapta MCO 18192 ponwer npeaycMoToeTe NPOBEOEHWE  OONOHHTENEHbBIX
MCNBITAMKA, HanpaeneHMblx Ha OTGENbHBE ACTENThl  DEI0NACHOCTH  KOHCTPYELWKW  MHOWBWOYanLHoM
HMNOaHMTaTA.

2 HopmMmaTHBHLIE CChINKX

B HacToALLEM CTAHAAPTE MCNONLIOBEAHE HOPMATHEHNBIE CCBMNKA HA CReOVIOLWE CTAKIARTEL

SO 14242-2 MmnnadtaTtel GNA XHMpyprde. Madoc nondes npoteaod TaszcbedpedHHoely CyCcTaBoB.
Hacrte 2. MeTogw vaMepedna (150 14242.2, Implants for surgery — Wear of total hip<joint prostheses —
Fart 2: Methods of measurement)

HMCO 18192-1 MmnnantaTtel gna xupypian. Madoc nondes npoteaos TazchegpedHsx CycTaBos.
Hacte 1. lMapameTphl HAMGYHEHWA KW CMelWleHWA ANA &annapgaTos  AnNA  MCNLITAHWA HE  W3HoS W
COOTRETCTRYIOWME YONOBWA OKDYVHIIOWEN cpedsl ONA WchuTadui (120 18192-1, Implants for surgery —
Wear of total intervenebral spinal disc prostheses — Part 1. Loading and displacement parameters for wear
testing and corresponding environmental conditions far test)

3 TepMHHLI U ONpedeneHnA

B HAacTOAWEM JOEYMEHTE NMpHMEHEHE TEPMUHEl W ONPELENEHWR, HCNONBE30BEaHHEIE B cTalgapTe WCO
18192-1, a Takse NEPEYHUCNEHHEE HWKE TEDMWAHGI.

3.1 Havano koopaMHaT (onigin): LesTp cHcTe Ml KOOPOWHAT, PACNOMOHEHHEA B M20MaTRHSECKOM
LEHTRE MOOENMDYRMOrD KONLLA.
Mpume<aruwe — Cu. pucyrsor 1.

3.2 NpeaensHibIA wAkn (cycle limit number of cycles at which the test iz terminated i no functional
failure has occurmed):

KOMWHECTEO WWENDE, Ha KOTOPOM WCNBTAHWE JAEePUSETCR, SCnM HE NPpoWaollen gyHELnoHankHER
CEOH.

Hapanne opHUransHoe
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4 OCHOBHOM NPUHLKN

3aMEHHTENE AODa NOMELWIETCA HA MCNBITATENEHYID CTAHUMIKD B COOTEETCTEWM CO CTaHgapTomMm MCO
18192-1 {cw. prcyHoK 1), MeCcTHICTE KONBUE HA COBWM MOQENWDYETCA NPK NOMOLWM CHETEMB OTpaHUYEHHA
creweHna. Mpubop NprEnaaseasT & 3aMEHUTENKD A48 CNPEOeneHHY D MIMEHALLYIOCA BO BPEMEHK CHMY
COHOBPEMEHHD C© YCTAHOBNEHHBIM OTHOCHTENbHEIM YINOBRIM CMEWedwkden. B cnydae wccnegosaqHqn
NoONAMEDoE KOMTRONBHEIR OBpaIeU Takme NOJREDTAETCA TAKOH ME WIMEHAKILEACH BO BPEMEHH HArpy3Ike
OMNA onpegenesda NNacTHYeckol JdedopMausy WcheiTyemoro obpaiua wWny WameHesns KonW<ecTea
MACCH HI-33 NEQEMEWEHMA MEOKCCTH. MonbiTaske NpoBOOWTCA B EOHTRONKPYEMON COROE, MMHTHPYIOWER
P IMONoTHEECHEHE YCNOBHA.

s
|2
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| i
= e F |
e
-
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YenopHee 0803HaYeHWA!

1 — WAPWEDBBIA NOJWHANTHKE, 2 — CUCTEMa TPEHHHYEHMA CMEWEHKWA, 3 — BEDXHAA OrpaHYHTENLHAA
nnacTiHa, 4 — NpoTed Agpa; 5 — HadYano E0opgWHaT, B — HWMHAA OrpaHdYHMTeNsHaA nnactvea, 7 —
WoMBTaTENBHAR KEamepa

Pucydor 1—Np4HUMD NPOBEOEHHA WCNETAHHA

5 PeakTUBLI W MaTepHansl
5.1 Muoxkan McnkiTaTensHan cpega

TenAYso ChlBOPOTEY PaIB0OAT AEHOHWIWPOBAHHOH BOOOH (OCTANEHAA YacTe) G0 KOHUEHTRaLKWA Genka
20 % 2 rn. WHUOKYE WCNeITATENsHYI0 Cpedy Mo RenadHWl MOMHDS NpodHneTpoBaTe 4epes MHnNeTp C
OWAMETPOM NOP 2 MEM.

ONA sAMHAMAIALAH MUKPOSHOTD JAMPAIHEHWA MHORYI0 MCNBITETENLHYD cpedy HEODROOWMD XpaHnTe B
JAMODOWEHHOM  COCTOAMWMKM 00 NPoOBE0EHWA  WCNwTadwA.,  JobaenAawTcd  anTWiakTepuanbHeEls W
NECTHBOTPMEKOBLIE PEaKTWBLl {(HANDHMep, a3ng HaTpua). Takke peakTHebl s0ryT OkMTe NOTEHULMANEHOD
CACHBLIBA.

OnA ceRanBaHda KanbUWA B PECTEOPE W CBEOEHHA K MUHMMYMY CCaMOEHKA Kansuus docgata Ha
HECYLLMX NOBEDXHOCTAY MOXET BbiTe AoGaenesa IOTA & konudectee 20 MMmons/n. 3ddertuerocTe IOTA
GYOeT J3aBMCETE OT MCNBITYEMOR KomMDMHauMy maTepuanoe. MNons20BaTens Jon#eHd oboCcHORaTE OTCYTCTAME

SOTA B ¥HAKOH HCNBITATENLHOH COEEE.
rEFI AMaeyYyaHie — MCIF!,'T WONONEdOBETECH ANbTERHAETWEHLIE WCNETATEMEHEE AASEDCTH, HANPpAMEQD, pPACTBOR
HAHECE.

CnegyeT OCYWECTENATE CTAHOADTHER MOHMTOPHHI pH #WOKCA WMCNBITATENLMOW Cpegel. [pW 3ToM
COOTEETCTBYIOWME IHAYSHWA CNEOYET BEHONETE B OTYET O NPOBESEHHOM WCNETaHdd (cw. [6], paagen B,
nyHKT 1).

5.2 HoeneiTyeMbiM M KOHTRONLbHBIA obpazyisl
Ona npoBeOeHMA WCNBITAHAWA Ha WIHAWMBAHWEYCTANOCTE PENGMEHOYETCA WMCNONEI0EATE HE MEHea
wecTy obpasuse. Kak MyHdMyM COWH OonNondWTeneEHbR obpatey cnedyeT WCnoNbIcEaTe GNA KOppeklHMM

ATHNEHOWAMUHTETPAYKCYCHAA KMCNOTa.
2
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NPUBaEKK MAcckl 33 CHET NOMNOWeHWA HMUOKCCTH [HOHTEOMNS CHMAYHBaHKa). KoHTpons cMadvdealna Syoer
NOABEPraTLCA HATPYIKE B CODTEETCTEMKM © KapaKTEpWCTAKAMKA HArpYIHd ANA AAHHOM THRE WMInanTaTon
(cw. Tatnuay 1). Mo peweskio NONBIDBEATENA, KOHTPONE CMaYHMBAHWA MOWMET M HE WCNONbLIOBATECA MpW
TECTHRPOBAHWMK MATEDHAN0R, HE NOMNOWRKWME OKPYHEKLWLYID $MAN0CTE (HENDAMED, METANNOE), WAKW SCnW
OaHHBIE 10 MACCE HECYLMeCTEeHHbl BCNEACTEME 3HAYWTENEHOM MOMNOWESHWA MUOKOCTH  HCMBTYEMEIM
MATEPUANOM [HANPUEARED, MTAGDOTENANN ).

Ecnu MCMbTHEASTCA MEHEE LWECTKH 0BRA3UOR, CNEAYET NOMBECTH COOTRETCTRYUES OBOCHOBAHME.

Mprre4adwe — Yacno MonsTyemsx abpaauos woseT BuTe ONPEASNEHD HAUKOHANEHEIMKE HODMATHEIM.

6 Annapartypa

6.1 MecneiTarensHaa MawMHa
MenelTarenssHas Mallkia OcHHa CoODTRETCTBOBaTe TRebosaHdAM cTangapta MCO 18192-1.

6.2 CAcTeMa OrpaHHYaHHA CMeLLaHHA

CHWCTEMa OMpaHi4eHWA  CMELSHWA, NOIBONAKWLEA NPWMNoMHTE  COSPHHEAOWEE yoWnWe B
FOPWICHTANEHOR MADCKOCTK, WCNONLIYETCA ANA MOGENWPOBAHMA MECTHOCTH KOMbUA Ha coBwr. Benwduua
COPPMHERIOWER CHMNEl NPONCPUMOHANEHA TOPWIcHTANLHOMY CMELWEHHID BEPXHER CTODOHE WMNNAaHTaTa.
MECTEOCTE CUCTEME OFDaHMYEHMA CMEWEHWA J0M*Ha cocTapnAaTe 115 Hivm £ 10 Himsa {cm. [7]) Mprssep
CHCTEMEB! OMDAHMYEHWA CMELLEHAA NOKA3aH HA PHCYHEE 2.

PucyHok 2 —NpWMep (NONOBMHHAA MOOENE) CHCTEME] OMPAHMUYEHXA CMELLEHWA
Ha ocHoBe HABOpa NPYHHMH

DFDEHI‘I"-IHTE.‘IIEHHB MNAtTHHE COeNads W3 PEIVCTEHTHOMD K KOPPOIWK MaTepdana C Wep0xXOBaTOCT 0
Ra = 0,05 pmeM £ 0,07 men.

MpepvwMme 4 aH e — DOpMES OFPEHAYMTENEHBIX NOACTIEH 3ZEBMCKHT 0T WonkTyemoro obpaszua. oA
NEEACTEREIEHMA CHMEWSHWA BOPE MOMET NoOTREb0BETECH WOCNONLIVEATE OrpEHAHNTENEHLE NMNECTHHRY SOCHYTOR
thopmMbl. 3MMMNCORBMAHAR opME NoABONAST NPEgOTERATHTE BRELWEHWE NPOTEIR ROPE.

6.3 MeTogll BLIpARHWBAHMA M GNpogeneHyWA MeCcToONONoMEHWA

BrelpopaTe 00paiey B BEpHHEM  NONOMEHWY, Tak 4Tofkl ero MrHoBeHHas OCh BpALBHWA B
HEATDANEHOM MNONOKEHKWY  pacnonaranack B UEHTPE OCEA DPAEHWA WCNETATENEHON MAWWHL, W
YOOCTOREPUTLGR B TOM, 4TO 3T ME NONCHEHHE W OPHEHTALMWA MOTYT GbiTe BOCNPOMABEOEHE] NOCNE CHATWMA
oBpaiua ONA MIMEPEHMA MKMW OHUCTEN, B Chydae HeoBxognMmocTiA.

6.4 MeneiTatensHan Kamepa
MonelTaTensHas KamMepa GonsHa BeiTe NONHOCTEG MACNWDoOBAHA OT BHEWHER coede. MoneiTaTeneHan
KamMepa sakmodacet & cebe cbpasey v orpaHHYEMTENEHEIE NNACTHHEN.

Mpumesadue — Cnegyer waberate obpasosaqWs 43CTHLY W3Moca B MEcTe MECEUME TPSHWYHTENRHLIX
NABCTUHOKE B MCTIEITETENEHOH KEMEDE, XOTH HE BOEMGE BOIMOHHO DONHOCTER MIDEXATE ODP3I0EEHNA YAUTHY MIHOCE.

6.5 CuecTema KOHTPOMNA TeMNEpaTYRLI
CUCTEME KOHTPONA TEMNepaTyps NOIBONAET NoaoepsHEaTh TeMOepaTypy MUOK0R MCNWTATENLHoR
CPeOb, OHHAIDIWENH HCNLITyeMEHl oGpaaad, Ha ypoaHe (37 £ 2)7C.
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T MNpegenbHbIA UMK

MpeoensHOe KONWHECTBO LWKNOB By0eT cocTasnATe 1 * 107 uKKNoa, KPOME CNYYARE, KOMOA BRafenay
afpaaua TpedyeT HCNoNeI0BaTe APYIOA NPeneneHsE UMK, B 2T0M cnyyae TpebyeToa CooTReTCTEYIowea
OB0CHORAHWE.

I't|:| AMBYaHHAE — rFFIE'.EI.EnhHI:EI EOMHYECTED LHEMOE MOCHST GRiTh ONpedeneHo HauMoHaNHEIME HOPMETHBE M.

8 Npoueaypa

B.1 CunCTHTE NoNETYeMBIR 0Bpadey.
Mpumedanme — OyacTsa woneiTyemorn obpazua mossT NpoEDOWTECA B COOTEETCTEMM O ONUCIHWEM B
craHpapTe VOO 14242-2 unm ansTepHaTHEHEM METOLZ0M.

8.2 Bonondvte niobwie HadanbHbie WasepeHds, HectRodkmMbe OMR ONpeaencHEas nNocnedywiled
CTEMEHK WAHOCE WKW NNacTHYeckod gedopMagk, a Taoke OTEANWEDYRTE KEEOyk WCNBTaTensHys
YVCTAHOBKY, WONONBIYA  JUHAMOMETDHHECKWA Oatduk. [poBeguTe  yeEalawHyld kandbpoBKy BO BPEMA
MPANCHEHWA HAMEYIEA Ha JpYIHX YCTAHOBKAK, 80N TAKOBLIE HMEKITCR, B MCNLITATENLHOM CTeHae. MaMepeTe
HIHAWKWBAHWE MCNBETYeMoro 0BpasUa ogQHKM K3 METOOOR, ONWCaHHBX B cTadgapTe MCO 14242-2.

8.3 ZakpendTe 0Bpasey 8 MCNLITATENSHON MAWAHE.

8.4 BoILMHTE KOHTPONEHER 0Spa3eU M NOBTODMTE WA, YEaJaHHee B nyskTax 8.1, 5.2 1 8.3,

85 BeeouTe MWMOKYK WCNBITATENRHYKD cpedy (cM. 5.1) 00 3anonHedHWa MCNbITaTeNbHoN EamMapbl.
MogoepEraaiTe TEMNEPATYDY OKPYEIHLWEA MUIKICTA HA ypoRHe 37 + 2°C, BRINOAHAA HIMEDEHWA CpegHEN
OO BEMHONR TEMNEDATYDEl MUOKOCTH B PENDEIEHTATHBHGIX TOHKAX.

8.6 NMogoxouTe, Nnoka obpaseu He JOCTUIHET TEMNEPaTYPR PABHOBECHOMD COCTOAHWA.

8.7 BRMOYWTE HONBITATENEHYI0 MALBHY W HAcTpoNTe &8 Takusm obpasom, Y9Tobbl K WCNBITYE MOy
QGpaIly Guind NPUNCHEHE CHNE, YE33aHHLE B TAONUUWe 1, 4 cCMelWe e, YCTAHOBNEHHOE B cTaxwgapTte WMCO
158192-1.

Tatnwuwya 1 —lMNapaMmerpel HArGYaEH ACNLITATENLHOA MALIMHbI

Harpyaka
JEnacTs (H) _
fllaitHan M3, e
BALH. 25
oackuanan Ak, 1000
B, 300

pumMEHaHKWE — Harpyzs, yHazaHHeS B JAHHOR raﬁnme. BN GHIGKEHE Ha 507 8 GCREEHEHMH G HAMP YNNI,
'CTAHOENEHHEIMK B cTadnapre MO0 18182-1 (oM. [Z] v [3]']_

8.8 BHcnnyaTHpYATE WMCNBITATENBHYIO MawWHy npi YSactote 1 My © 7oquocTen £ 001 My, MoseT
HCMONEIoEATECA HacToTa 0o 2 [y, Bnyaaxke YacToTel HCNTaHAR Beile 1 [y Ha MaTepran MMInaqTaTa | Ha
TOYHOCTE PEIYNETATOR MCNLITATENEHOA MAWMHE OOMNMHO DETE MIYYEHo Nonk3osaTenes. MNMone3oBaTenks
OOMHEH NDWBECTH COOTEETCTEYIOWHME ODOCHOBAHMS.

8.9 MenHocTeio ISMEHARTE MHIKVID WCNBTATENEHYH CReay HE DEME 4YeM Yepes Kawmbme 5= 10°
UMKNoS, NWES Yepes kadase CaMe OHER (B JABMCHMOCTH OT TOMD, KAK0H Neprod BResMEH MEeHLLE).

810 OcraqapnHveaETe WoNsITAHKE GNA  BREINONHEHWA WAIMEDEHWA Mo KpadHed mepe 4Yepes
5x10%umknoe, 1 = 10" WMenoB W k3K MAHUMYM Yepe3 kawasie 5 * 107 uMknos B JansHeidwe]m Ao
NpEEpalLEHHA HeNBITaHKA (ca. 5.14).

811 MaaneknTe MonbTyeMblid 00pasen W3 MCNBTaTENLHOR YCTAHOBKH W o4WcTHTE obpadey.

Mpumedanne — OqmcTEa WoneTyesoro ofipazga MosET NPpOEDOWTLECH B COOTEETCTEMW © ONMCEAHWEM =2
craHgapts VOO 14242-2 uny ansTepHaTHEHEM Ma TOZaM.

B.12 NpopegeHie WIMepDEHWA WIHAWWBAHMA

BHOBE BEEOMTE MCNEHTYEMBIA 00palely B HCNeTATENBEHYID YCTaHoBRY (8.3 W 8.4).

813 MNoBTOpWTE BRINONHEHWE WAMDE, yEa3aHHbBx B NyHKTaX ¢ 5.6 no B 12, 0o jaBeplueHis MCNbITaHuA
(. 8.14).

£.14 MNpogoroeWTe NPOEEJEHWE WCNLITAHKWA 0o Tex Nop, NoKa He NPOMAoHGET OOHD W3 ChenyHilgWMy
CObLITHIA

a}) OOoCTHHEHKE NPegenEHOID LHKNa,

b} pysEUMOHANEHAR MNK YCTAHORMNEHHAA MONLICBATENEM NONOMKA MMINAMTaTA.

4
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MpumedaHue — MexaHWHetkEd NONOMES MOKET HE NOTPEDOEETE 2APOPIUEHME MENBITARNE, NMOCHONLRY NP
TAKDOM METOOE TECTMPOBEHWA CTREMTCHE 380048 YOTAHOBMEHUA J8BMCALUNMY OT BPEMEHH GBORCTE  HM3HALLWMBEHKA
YOTOORETEE.

9 OTyeT 0B MCNLITAHMMK

OTyeT ob MCNLITAHKKA DCNNEH BEMOYATE CIEny oWy MHEOpMaLIHID:

a) CClINEY HA HACTOALWYH YacTe cTaHgapta MCO 18192, 1.e. MCO 18192-2, o yEalaHWem JaThwl,

bl  woenTwhukauworHyio  Wegopsadso of  MoneTyemMoM  obpazue, yEAIAHHYID  CTOROHOR,
npedcTasnfiowen obpaled ONA WCNBITAHMA, BKNCYAR WHDOPMAUWKD O paiMepsa, MaTepuans, THne W
NpoWIasgHTENE;

C] ONWCAHWE WCNBTATENBHOH MAlAHE, BEMKYAR KONMWYECTED CTAMUWRE, THM WCMoNbIYemMbis CHCTEM
ANA FEHERALMK OBMHEHWE KW HArpYIKK, OManaiod JEM#EHHA W NpANaragmod CUikl, THN WCNoMAs3yeMblx
CHOCTEM ONA HAIMEPEHWR OBHEEHHA W HATDYIsM, yoTpodcTBS Ans aakpennedds obpaada (oW, 9.2),
YCTPOWMCTEO ONA CMEXH COMNeHAINWWKCA NOBEDXHOCTER, YCTPORCTEO ANA KOHTPONA TEMnepaTypo W
YETPOWCTEO OMA YCTRAHEHHA HOHTAMHWUDYIOLWKE YacTul,

d) “aCTOTa MCNBITAHWKE, BKNKYaA oB0CHOBAHWE YEEMHWYEHHA YacToTel KCNLITAHWA CEBILE 1 TU,

B) Wyron OTENOHEHWA yoTpo#WcTEa # ODOCHOBAHWE ero BuiBopa Mo OTHOMUEHMID B OBEEEHWI
COMMEHAKLKACH NOBEDXHOCTER,

f) konueecTes obpasyor ¥ oboCHOBaHWE TECTUPOBAMKA COpaIyUoE B KONWYECTBE MEHes wWecTH (el
YyHETa cMadMBasmoro obpaaual;

gl actaanedye dnK aTeas ot aobasneHna 20TA W cooTRETCTEYIOWES OBOCHOBAHME,

h) poGapnedde WNW OTEas o7 QobaBneHdA adTWMHEDODHOro pearedTa W CcoOTBETCTRYHILLEE
oboCHOBaH M,

i} BbIGOp HOMMHANBHOMD UEHTPA BRELEHHMA C YYETOM KOHCTRYELMKA MMIMaHTaTa;

i1 MCNoNBEA0BANKCE MM KOHTEONEHBIE 0BRA3UBI, W BCMK HE KCNOMBEI0BANKCE - CCBINKA HA WCNBITAHWA, B
KOTOPLIX Bl NONySeHSEl FOHTRONEHLIE GaHHbIS,

k)] NpedensHE LMEN, B ToOM Y4Cne 0S0CHOBAHUE WCTIoNE30BEaAHKA NPEOENeHors KONWYEcTRa UMKENos,
OTNHYEIOWErocA oT 1 = 107

I} HENOHEHWE DE3YNETATON, BENICYAKWEES.

1) ofUWee KONWYECTES NPOBEAEHHEX LWKNOE,

2] NPYYKHA 3ABEDLLEHNA WCNETAHMWA, BCNE NPCEEOEHD MEHLIIEE YWCNO UWMKNOE, YEs NNEHKpoBanccs
B COOTBETCTEMM C NPEdensHisin LiMETIOM,

3] ONACaHWE BCEX NOBEDXHOCTEW GEOMX KOMNOHEHTOE, MO8 BOIHHKAND OTHOCHTENBHOE JEHHEHHE;

4] oNWcaHWe COCTOAHMA KOHTAKTHRYIOWME NOBEDXHOCTER MEWOy INSMeHTAMA KOMMOHEHTOR, B
KOMNOHEHRTE MMETNN MOOYNEHYIO KOHCT YLK,

3) ONWCaHHE XapakTepa NonomMKn, Bci« OHa NgoMaowna;

G) aHakequa pH, acnu NRPOBOOKNCGA CTAHAARTHEIA MOHHUTOPKHHE (oM. 513

mj noApchHOE ONUCaHKke METOZa WIMEpeHHA HIHOC3 W NonyYeHHeE peayneTatel (WMCO 14242-2), a
MMEHHD!

1) METOO MIMEPEHHA H3HOCA (HANDHUMED, MLABMMETPHHECKMA HMNK OO BeMHEIAY,

2] M3MEHEHWA MACCE GNA KGOS MIMEDEHHA © KCNCNBEI0OBAHWEM MPABMMETRHYECKDTD MaToda, NWoo
M3MEHEHWA oOLEMa ONA FAKIOrD MAMEPEHWA © HCNONLICEaHWEM 0D BEMHOTD MeToaa;

3) CcoeaHAA CHOPOCTE W3HAWHBAHKRE (IDARMMETPHHECKKM #NM ODbeMHEBIM METGLOM) W@ ONHCAHKE
MaTodda CNpeOeneHdA CpefHER CROPOCTW WIHAWWBaHWA [HENWHEWHAA annpoKCHMAaUWA, nogrodka o
MOMOLWEK METODA HEHMEHBLLIWE KE3ODATOR W T.0.),

4] ONACATENEHAA CTATUCTHES, B TOM YHMCNE CTAHJADTHOR OTENOHEHHWE,

5 rpadidecEoe NPEACTABNEHNE MIHALLMBAHMA KK (PYHELKM KONKWYecTEa LWMENOE;

Al MoGEe STENOHEHWA OT OpUIMHaANBEHONS NPOTOKGNa WCMBMTAHWA, B TOM YWMCNE CoOTBETCTEYHILLGE
obocHOBAHHE,

10 ¥YTrnuaauMa mcneiTyemMoro obpazua

Hukakan 4acie HONBITYEMOro nﬁpa:!u,a HE O0MEHa MCNONsIORATHCA B KNWMHWY2CKWMY Uenss Noce
MNPoBEEIEHKA HCNBITaHHA.
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roCT P HCO 18192-2—2014

Mpunoxerne A
(cnpagoYHoe)

ObBocHoBaHKE M EeTOO0O0BE MCNbITaHKMA

A1 Jaudas 4acTe HE OrpaHMyYeHa OnNpeleneHdHdsiME THNaMH WK FecMeTDHYSCEDA EOHCTRYELWMER
WMMNAHTHDYEMER MATEPMAN0os. DGHAKD WTaMNOBaHHLIE /1 SiU MMANAHTATEl Qo0N#HE ObiTe OTNWTE B
CNPEAENEHHYID  NoNb30BaTENEM  (DOpMY, COOTRBETCTEVIOWYD WX  NPeANonNarasMoMy  KNdHHYECKosy
NoMMEHERWKD. MCNbiTaHKe MaTEDHANDE, NoMYYEHHBIK WA TRAHER 0DTaHWaMa, B HACTOALWEE BPEMA HAX0OKTCA
Ha ATane WayyeHka W He OXBaTREISTCA HACTOAWER YacTelo cTaddapta WCO 18192,

A2 Ha moMedT onyGnNWKoBAHMA HAcToRWENR 4Y4acTk cTadwgapta WCO 18192 gocTynHo oMeHb
HEDONbLWOE KOMWYECTED WHDOPMaUWKW O MaTeprane, NoOBEpXHOCTH W MeoMETPHYECcKUK XapakTeprcTIKax
JamMeHHTENER Agep. CTeneHb WepoXOBaTocTd MNOBEDXHOCTM CYCTABHOW TEaHW MoweT wkonebaTecs oT
rnageoi (hrwbpoiHan TEaHe) 00 WepoxosaToid (iyByaTtaa kocTe). QnA HacToRWeH YacTh cTadgapta WCO
158192 ycTawoBNeHHAA cTEenNeHdb WEePOXCBEATOCTH OMPaHUYMTENEHER NNAcTUHOK NpeanonaraeT vx cnadyse
HIHALMBAEMOCTL.

A3 C y4eToM OTHOCHTENEHOMD COBMageH A peayneTaTos HCNBITAHWA Ha WIHOC N Wire | in vivo npH
NoMNHOW ApPTRPONNACTHEE  MEXNOIBOHKOBITS  OWCKa NOACHWYHOIS OTGENaE, OOWH Mo HIHALWWBIHWA
cooTeeTcTEyeT 1 = 10° UMKENoR (CM. coeined [5] W [6]). MNMpegensHs@d U@kn 1~1D?npuﬁnn3m3nhun
cooTaeToTeveT 10 rogas vHKLHOHBPOBAHWA NEOTEIA I Vivo.

G
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MOCT P UCO 18192-2—2014

MNpunowerwe OA
(cnpaBoYHOR)

CeefeHHMA 0 COOTBETCTEWM CCbINOYHLIX MEXAYHAPOAHLIX CTaHOapTOB
HauWoHanbHbIM cTaHaaptam Poccuickon @enepaunm

Tabnuuya OA. 1

CEoaHada e
COBIMOYHOTD Creneds OE0IHAYEHME W HAWMEHOBAHWME COOTRETCTEYIOLWEND
MEHOYHIPOOHOID COOTRETCTRBMA HALUMOHANEHOMD CTAHNGApTa
CTaHnapTa
WMCOD 142422 — ‘
MCO 1819221 — *

"COOTBETOTEYHIWME HALWOHANLHBIA CTAHOAPT OTCYTCTEYET. 0o Bro yTEEPMOSHMR PEROMEHOYETCH MCNONL3DEATh
MEpEEn0 HE DYCCOKAA A3bIK OAHHOM MeMOyHApDOHITD cTaHjapTa. MNepesod SEHHOMD MesdyHApoOHoro CTaHdapTa
HEXoOWTCR B TenepaneHom MHEOpMaUnoHHDM hoHOS TEXHWHECKMY DEMEMEHTOE W CTAHGARTOR.
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