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Mpeavcnosue

Llenv v npuHumnel cTaHgapTusauum B Poccuiickoli ®egepaunmn yctaHoBieHbl PefiepasibHbIM 3aKOHOM
0T 27 pekabpsa 2002 r. Ne 184-d3 «O TEXHUYECKOM perynnpoBaHum»

CBefleHna o cTaHgapre

1 MNOArOTOBJ/IEH O6wecTBoM C OrpaHW4YeHHOW OTBETCTBEHHOCTbIO «LINTONpoekT» (e]e]e]
KLUMTONpoekT») Ha OCHOBE COGCTBEHHOrO AyTEHTWYHOIO MNEpPeBOAA Ha PYCCXWIl A3bIK MeXAyHapoAHOro
cTaHAapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHu4YeckMM KOMUTETOM NO cTaHdapTusaumm TK453 «MmnnaHTaTtbl B XUpyprum»

3 YTBEPXJEH W BBEAEH B AEWCTBWE [Mpukasom ®eaepansHOro areHTCTBa N0 TeXHUYECKOMY
perynvpoBaHuio U MeTposiorum ot 7 mas 2013 r. Ne 81-ct

4 HacTosiwuiA cTaHOapT UAEHTMYEH MexAyHapoaHoMy cTaHaapTy VCO 14242-3:2009 «MmnnaHTaTsl
ANna  xupyprun. M3HOC ToTaslbHbIX 3HAONPOTE30B TasobefApeHHoro cycrtasa. Yactb 3. [MapameTpsl
HarpyXeHusi U nepemeLLeHns MalluH A8 UCMbITAHUA Ha U3HOC OPOMTasbHbLIX ONOP U YCI0BUS OKpYXatoLLei
cpedbl nNpu ucnbitaHum» (ISO 14242-3:2009 «Implants for surgery — Wear of total hip-joint prostheses —
Part 3: Loading and displacement parameters for orbital bearing type wear testing machines and
corresponding environmental conditions for test»).

Mpn npuMeHeHUM HacToAlWero craHgapTa PeKOMeHAYeTCA WUCMoJib30BaTb BMECTO CCbIJTIOYHbIX
MeXAyHapoAHbIX CTaHLAPTOB COOTBETCTBYHOLME VMM HaLMOHasNbHble CTaHAApTbl Poccuiickoil Pegepaumu,
CBEe/IEHNS O KOTOPbLIX NPUBEAEHbl B AOMOIHUTENLHOM NpuioxeHun A

5 BBEJEH BINEPBbIE

MpaBuna npuMeHeHns HacTosAWero craHjapTa ycTaHosneHsl B FTOCT P 1.0—2012 (pasgen 8).
MHdopmanmsa 06 n3MeHeHUsIX K HacTosWweMy cTaHgapTy ny6mkyeTcs B eXerogHom (Mo COCTOSHUI0 Ha
1 sAHBapsa Tekywero roga) MHCPOPMALMOHHOM YKasaTene «HauuoHanbHbi0 CcTaHgapTbhi»f a
ohuuManbHblli TEKCT W3MEHEHWA W MOMpaBOK - B EXEeMeCAYHOM  UH(OPMALMOHHOM YyKazaTene
«HauunoHanbHble cTaHAapThi». B cnyyae nepecmMoTpa (3ameHbl) UAM OTMEHbl HACTOSLLEro cTaHgapTa
COOTBETCTBYWLIEE yBeJOM/IEHNE GyAeT onyb/MKoBaHO B 6Gnmxaliluem BbiNycke WH(OPMAaLMOHHOTO
ykaszaTensa «HaunoHanbHble cTaHgapThi». CooTBeTCTBYWaA nHdopmaums, yBeioMIeHne n TeKCThl
pasmellalnTCcs Takke B MH(POPMALMOHHON cucTeme 06LEero nonb3oBaHMsA - Ha odmumanbHOM cainTe
depfepanbHOro areHTCTBa N0 TEXHWYECKOMY PEeryMpoBaHUi0 M MeTponorum B ceTu WHTepHeT
(gost.ru)

CtaHpapTuHgopm. 2014

HacTtosawumii cTaHgapT He MOXeT 6biTh MOMHOCTLI0 MM YacTUYHO BOCMPOM3BEAEH, TUPAXMPOBaH W
pacnpocTpaHeH B KadecTBe O(ULUMANLHOrO M3faHus 6e3 paspelleHuss defepanbHOT0 areHTcTea Mo
TEXHUYECKOMY PerynnpoBaHunio 1 MeTposiorim
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BeBepaeHue

MaluvHbl ANS UMUTALMOHHOTO UCMbITAHUS NMPOTE30B Ta306epPEeHHOro CycTaBa Ha M3HOC OpOUTabHbIX
onop (OBM) LIMPOKO 1 yCNELIHO UCMO/b3YTCS A1 OLEHKU NapamMmeTpoB M3HOCA CYCTaBHbIX NMOBEPXHOCTEN,
npuMeHseMbIX NpW  TOTasbHOW apTponnacTuke TasobegpeHHoro cyctaBa (TATC). [lokasaHo, uTO
pesynbTaTbl 3TWUX WCMNbITAHWI XOPOLIO KOPPENNPYKT C AaHHbIMW KIMHWYECKOTO NpUMeHeHus. Beugy
LLIMPOKOTrO WUCMOMNb30BaHUSA UCMbITATE/IbHLIX MallWH AAaHHOro TUMna BaXHO CTaHAapTU3MpoBaTb napamMmeTpbl,
4yTobbI cAenaTtb pe3ynbTaTbl 60/1ee egMHO06Pa3HLIMK 1 CPaBHUMbIMY MexXAy nabopaTtopusamMu.

HacTosiwumii MeTog UCnbITaHUa OTAMYaeTcs OT MeToAa, U3NoXEeHHOro B ICO 14242-1. ABUXEHUSIMU B
LIapHUPHOM COefVHEHUN, MpefyCMOTPEHHbIM HAaCTOAWMM MeToLOoM. HecMmoTpsi Ha TO. YTO ABUXEHUS B
OBM 6o0nee npocTbiIB U MeHee aHaTOMW4yeckme, 4YeM [ABMXEHUs, onucaHHble B WCO 14242-1,
MMUTaLMOHHbIE Mofenu TasobeapeHHoro cyctasa ana OBM UCNosb3yloTca A1 OLEHKM M3HOCA CYCTaBHbIX
KoMnoHeHToB Ana TATC Ha npoTseHun 6onee 25 neT. O6opydoBaHWe AN WUCMbITAHUA UM3HOCA
KOMMNoHeHTOB [Ansa TATC wucnonb3yeTcs BO BCEM Mupe, UM OKasasocb BeCbMa YyAauHbIM AN
BOCMPOM3BEAEHNA BuAa W CTEMeHW W3Hoca, HabnioJarwmuxcs B YCMOBUAX i ViVo NpU UCMO/b30BaHUN
LUIMPOKOTO CMeKTpa MaTepuasioB A1 LUAPHUPHBLIX COEAVHEHWIA, BKOYAs MOMUITUMIEH, MeTaslInyeckue u
Kkepamuyeckne matepuansl. o aToli NpUYMHE UCNbITaHWs, NPOBOAUMbIE C MOMOLLbI0 YCTPOACTB Tuna OBM,
NO3BOIAIOT NONYYNTb BECbMA TOUHBIA MPOrHO3 ANS IKCM/IyaTalMOHHbIX NapameTpoB HOBEWLWVX MaTeprasnios
B nocneaywoweii KIMHWYECKOW npakTuke. 3TO OCOOGEHHO CchpaBej/IMBO B OTHOLIEHUU HOBbIX, Tak
Ha3blBaeMbIX «CLUUTbIX» MOANITUIEHOB. PAd HeAaBHO MNOJyYeHHbIX OTYETOB C 6osiee YeM NATUNETHUM
neprmoAoM nocneayloLero HabNiAeHNA CoaepPXUT NHopMaunio 06 OTHOCUTENIbHOM CHUXEHWUM U3HOCa, Mo
CpaBHEHUIO C paHee MNPUMEHSIBLUMMCA MNONITUIEHOM, W 3TU AaHHble BecbMa 6/M3kM K pe3ynbTatam,
KOTOpble OblV C/IPOTO3MPOBAaHbI elle AeCATb NleT Ha3af B XOfe WCMbITaHUi Ha YCTPOMCTBaxX MmuTauuu
TaszobefpeHHOro cyctasa Tuna OBM.
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HAUMWOHANBbHBIN CTAHALAPT POCCUMNCKOW OELEPALUMN

WMOAAHTATbBI ANA XUPYPTAW
M3HOC TOTanbHbIX 3HAONPOTE30B Ta306eApPEHHOro cycTaBa
YacTtb 3
MapameTpbl Harpy>XeHusa 1 nepeMeLlleHns MaluH A9 UCMbITaAHUSA Ha U3HOC Op6UTabHbLIX OMOpP U
YC/I0BUS OKpyXaloLliein cpedbl Npu UCNbiTaHUK

Implants tor surgery. Wear of total hip-joint prostheses. Part 3. Loading and displacement parameters for orbital bearing
type wear testing machines and corresponding environmental conditions for test

[Jara BBegeHns — 2015—01—01
1 O6nacTtb npMMeHeHnA

HacToswwmii cTtaHgapT ycTaHaBNMBaeT OTHOCUTENbLHOE YIJIOBOE [ABUXKEHUE MeXAy COUSIeHEHHbIMY
KOMMOHEHTaMu, WaboHbl A7 MPUMEHSEeMO  CU/bl, CKOPOCTW U A/UTENLHOCTU  TECTUPOBAaHMS,
KOHpMrypaumio o6pasua M cpefly TECTUPOBAHUA MpW MCMLITAHUU TOTa/IbHbIX MPOTE30B Ta306epeHHOro
cycTaBa Ha U3HOC Op6GMTasibHbIX OMop.

2 HopmaTMBHbIE CCbI/IKU

B HacTosilLeM cTaHAapTe UCNo/b30BaHa HOPMAaTKBHAS CCblfIKa Ha cneayowuii cTaHaapT:

NCO 14242-2 VmnnaHTaTbl Ana xupyprun. W3HOC TOTasbHbIX NPOTe30B Ta306eApeHHOro cycrasa.
YacTb 2. MeToabl usmepenus (ISO 14242-3, Implants for surgery. Wear of total hip-joint prostheses. Part 2.
Methods of measurement)

3 TepMUHbI 1 onpeaeneHns

B HacTosileM cTaHgapTe NpYMeHeHbl cnegytolMe TePMUHbBI C COOTBETCTBYIOLLMMU OnNpeseneHnamum:
3.1 oTBefeHue/npusegeHune: [IBxeHne BOKPYr ocu. NpoXosilein yepes TasobefpeHHbIli cycTas B
nepegHe3afHeM HanpaBieHU.

MpumeuvaHne 1 - [BwkeHne 6Gefpa B HanpaBneHWW OT CPEAVMHHON NWHWM TynoBuLia HasbiBaeTcs
oTBefieHneM. [iBmkeHne 6epa B HanpaBieHNN K CPEANHHON NMHWN Ty/OBULLA HA3bIBAETCA NPUBEAEHNEM.
MpumeuyaHne 2 - YrnoBoe ABMKEHME NOKa3aHO Ha puUCyHke 1a).

3.2 crubaHue/pasrnbaHue: [BUxeHne BAONbL MonepeyHolt ocy, npoxopsuleil yepes TazobefpeHHblit
cycTas.

MpumeuvaHune 1- [IBMXKeHNe B CycTase, KOTOPOE MPUBOAWT K YMEHbLUEHUIO Yrnia Mexgy Ty/IOBULLEM U
6eapom, HasbiBaeTCsl crmbaHvmeMm. [iBxeHve B NPOTUBOMOIOXHYKO CTOPOHY, NPV KOTOPOM Yrosl Mexay Ty/oBuLLeM 1
6epom yBenmunBaeTcs, Ha3blBaeTCsa pasrubaHnem.

MpumeuvaHne 2 - Yrnosoe ABMXeHWE NokasaHO Ha pucyHke 1 b).

3.3 poTaumsa BHYTpb/poTauma kHapyxu: KOMNOHEHT ABUXEHUSI BHYTPb/KHAPYXW.

MpumeyaHne 1- YCTpoicTBO MMuUTaumm TasobegpeHHoro Tuna OBM He npou3BoguT B TasobegpeHHOM
cycTaBe He3aBMCUMMbIX OABWKEHWIA, HanpaBieHHbIX BHYTPb UK kKHapyxwu (T.e. BAOMb ANIMHHON ocu 6eapa). OgHako B [8]
yKa3aHo, 4TO MPOTMBOPOTALMOHHbLIA pblyar, NOACOEAMHSAEMbI K KaXXAOW WCMnbiTaTeNnbHON Kamepe yctpoiictBa OBM,
npuaaeT TpaekTopun ABWKEHUS KOMMOHEHT pOTaLWu BHYTPb-KHaPYXW, No cyTu npespatas OBM B yCTpoIiCTBO C Tpemst
ocsamu. MexaHusm ycTpolicTBa umuTaumm Tuna OBM npuaaet 0THOCUTENIbHOMY NepPeMELLEHNI0 OMOPHbIX NOBEPXHOCTEN
nepeKpecTHbIi KOMMOHEHT. [0 3ToW NpuYMHe, Kak NoAPO6GHO onncaHo B [13], ypoBEeHb HANPSHKEHWUS cABUra U 3HaYeHne
M3MEHEHVA HanpaB/eHUs 3TOr0 HanpsHXXKeHWs BO BPEMS Harpy3ouyHOro atana Lukna umutaumm xofbbbl CpaBHUMbI CO
3HAYEHMSAIMM 3TUX NapaMeTpPoB B MpoTe3e Ta306eApPEeHHOro CycTasa B YC10BUAX in Vivo.

MpumeyaHne 2 - YrnoBoe ABMXEHME NOKa3aHO Ha pucyHke 1 c).

3.4 nonsipHasn ocb: Ocb BEPT/Y)KHONO KOMMNOHEHTa, nepecekalowas LUeHTp cepuyeckoli cycTaBHOM
NOBEPXHOCTW, NepneHauKynapHas K MA0CKOCTM  hnaHua, nvbo, ecnm  dnaHew,  OTCYTCTBYeET,
nepneHauKynapHasa K N1oCKoCT! BXOAHOro AgnameTpa.

N3pgaHue ouumnanbHoe
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4 OCHOBHOI# NpUHUMN

BeApeHHbIt 1 BEpPTAYXHbI KOMMOHEHTbI WCMbITYeMOro ob6pasua nomewalwT B MNOMOXEHWe WX
HOpManbHOlM KoHthurypaumm, u annapat pacnpegenser Mexgy KOMMOHeHTamy 3afaHHylo, 3aBUCKMYK OT
BPEMEHV Harpy3ky BMecTe C 3afaHHbIMW OTHOCUTE/IbHbIMU YI0BbIMKA nepemMelleHnaMn. B cnyvae
uccnefoBaHus MOIMMEPOB KOHTPO/bHbIM 06pasel, Takke MoABepraeTcs aHanorvyHol 3aBMCMMOWN OT
BPEMEHV Harpyske A1a onpefeneHns nnactuyeckoi gedopmaummn ucnbityemoro o6pasua nnnm nsmeHeHns
3HayeHMA Maccbl WK3-3a MepeHoca XWAKOCTW. WcnbiTaHve nNpoBOAAT B KOHTPO/Mpyemol cpefe,
UMUTUpPYIOLLEl th3nonormyeckne ycnoBus.

5 PeareHTbl U UCNbITyeMble 06pa3Lbl

5.1 XXugkaa TectoBas cpefa, TeNsAYbs CbIBOPOTKA C 06BEMHbLIM COAepXaHuem npumepHo 25 %,
pasbaBneHHas AeNOHN3MPOBAaHHOI BOAOW (415 ypaBHOBELLINBAHNS).

O6bI4HO Xuakaa TectoBas cpefia uUNbTpyeTcs 4vepe3 (PUALTP pasmepaMy Mop 2 MKM, U UMeeT
MacCoBYI0 KOHLeHTpauuo 6enka He meHee 17 r/n.

[Ons MuUHMMM3auMM MUKPOOHOTO 3arpsA3HeHUs XWUAKYH0 TecTOBYK cpegy HeobXoAMMO XpaHuTb B
3aMOPOXEHHOM  COCTOSIHUM  HEMNocpefCTBEHHO [0  BbINOJIHEHWA  UCNbITaHuA. MOXHO  [06aBuUTb
aHTUMUKPOOHblE peakTuBbl (Hanpumep, asuf HaTpus). Takume peareHTbl MOryT OblTb NOTEHUMaNbHO
onacHbIMU.

BO3MOXHO BbINOMIHEHWE MOCTOSSHHOTO MOHUTOPWHIa YpPoBHS PpH Xupkoli TecTtoBoi cpefbl. [Mpu
BbIMO/IHEHUN yKa3aHHOW npoueaypbl COOTBETCTBYHOLME 3HAYEHMs cnefyeT BKIYaTb B OT4eT O
npoBeAEeHUN UCMbITaHWiA (CM. pasgen 8).

MpumeuyaHne - BO3MOXHO WCMONb30BAHUE XUAKON TECTOBONA Cpefbl HEBUOMOTMUYECXOT0 MPOUCXOXAEHNS B
c/yyae, Korga Heo6Xo4umo onpeaennTb TpeGoBaHWsi K 3KCM/lyaTauMOHHLIM XapakTepUCTMKaM, OTHOCALIMMCS K
[aHHoOMy MeToay.

5.2 NcnbiTyemsblii 06pasel, 6egpeHHas rosioBka U BEPT/IYXHbIA KOMNOHEHT.

BepTnyXHbli KOMMOHEHT [O/KEH WMEeTb CYCTaBHYH MOBEPXHOCTb, MPUKPENIEHHYI HOPMasibHOWA
NOANMOXKOM (HanpuMep, KOCTHbIA LEMEHT WAM MexaHMyeckn o06paboTaHHbIli CNenoK BHYTPEHHel
NMOBEPXHOCTU MOAJIOKKW), KPOME C/lyyaeB, Korfa 3TO HEBO3MOXHO M3-3a (PM3UYeCcKUX XapakTepucTUK
cuUCTeMbl UMNNaHTaTa. ECim KOMNOHEHT, (DOPMUPYIOLLWIA CYyCTaBHY NOBEPXHOCTb, NMPUKPENIEH K NOAI0XKe
nocpeacTBOM CUCTEMbI 3allefikKuBaHusi, obpaboTaHHas Konust Ao/HKHA obecneynBaTbh UAEHTUYHbIE YCIOBUS
hukcauun. Ecnn ncnonb3oBatb HOpMasbHYH MOAMOXKY WMAN LEMEHTHyl dukcaumio He npeacraBnseTcs
BO3MOXHbIM U3-3a (PU3MUYECKNX OCOOEHHOCTEN CUCTEMbI UMMaHTaTa, CUCTEMA MNOALEPXKMA BEPTYXHOIO
KOMMOHEHTa J0/KHa OTpaXaTb 0CO6EHHOCTN HOPMasibHOW KOHCTPYKLMU U YCIOBUSA UCMOMb30BaHWs, HO npu
9TOM AonyckaTb n3pnevyeHne KOMNOHeHTa ANA U3MepeHna cteneHn nsHoca 6e3 AeCTPyKUnNn.

Heo6x0AMMO yuuTbIBaTb COCTOSIHUE MCMbITYEMOro obpasua. 3T0 COCTOsIHME AO/HKHO MOAENNPOBATb
OKOHYaTefNlbHOe CTepu/iIbHOE COCTOSIHME YCTAHOB/IEHHOTO MWMMAaHTaTa (ecnm 370 BO3MOXHO), Kpome
cny4yaes, Korga ngetT nsydeHume agphekToB 06paboTKu.

MpumeyaHune - MOXET BblTb MOME3HLIM ONUCATb 06pPa3Lbl 4O MPOBEAEHWSI UCTIbITAHWSA. 15 3TOr0 MOXHO
1CMOMb30BaTh NPOCUMNOMETPULD, UCTIbITAHWE HA MPOYHOCTb, MUKPOCHOTOCHENKY U APYTE METOAbI aHaNM3a.

5.3 KOHTpO/bHbI 06pasel, UAEHTUYHBIA UCMbITyEMOMY 06pasLy.

Heo6xoANMO yunTbIBaTb COCTOSIHWE KOHTPOJIbHOrO o6pasija. ITO COCTOAHME A0/MHKHO MOAEMpPOoBaTh
OKOHYaTe/IbHOe CTEepPU/IbHOE COCTOSIHUE YCTAHOB/IEHHOTO MWMMNAaHTaTa (ecnM 3T0 BO3MOXHO), KpoMe
cnyvaes, Korga naet nsydeHvie achdpektoB 06paboTku.

MpumeuyaHne - MOXET GblTb MOME3HLIM ONUCATL 06pa3Lbl 40 MPOBEAEHNUSI UCTIbITAHWSA. 1A 3TOr0 MOXHO
CMO/Mb30BaTL NPOMNOMETPUIO. UCTILITAHUE HA MPOYHOCTb, MUKPOGOTOCHEMKY M ApYre METObl aHan3a.

6 Annaparypa

6.1 AnnapaTt Agna ucnbiTaHWsA, CMOCOOHbLIA NPOU3BOAUTL YI/I0Bble NEepeMeLleHns, MnokasaHHble Ha
pucyHkax 1 n 2 B COBOKYNHOCTM C COOTBETCTBYIOLMMWN Harpy3kamu, nokasaHHbIMU Ha pUcCyHKax 1 u 3, u
paboTatb npu yactote (1 £0,1) I'u.

6.2 CpepacrBa KpenseHuss U OrpaxAeHus WcnbiTyemMoro o6pasua C MNpUMEHEHMEM MaTepuasnos,
YCTOMUMBLIX K  KOPPO3WM, CMOCOOHbIX YyAepxuBaTb OefpeHHbIi 1 BEPTAYXHbIA  KOMMOHEHTHI.
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MCnonb3oBaHMEM MeTOAOB  MNPUCOEAUHEHMS, COMOCTaBMMbIX C MpeanosiaraeMoil  aHaTOMWUYecKoW
dvkcauymeli, n orpaxpeHus, cnocobHoro obecneuntb M30MAUMIO  UCMbITyemoro o6pasuya Ans
npegoTBpaLleHns 3arpsa3HeHNs CTOPOHHUMW KOMMOHEHTaMu U3 annapata Ans NpoBeAeHus UChbITaHusa 1
aTmocdepsl.

MpumedaHue - CneayeT yuuTbiBaTb BCMOMOraTeslbHbIi MaTepuas, WCMOMb3YeMbId MNPU  KpenaeHun
6e/IpeHHOT0 1 BEPT/IY)KHOTO KOMMOHEHTOB A/151 06eCcreueHns Hagexatlein nepeaaqn yeuimns n COCTOSIHUS HanpsikeHus.

6.3 CpeficTBa BblpaBHMBAHNA W NO3ULMOHMPOBAHNA GefpeHHOro KOMMNOHEHTa McnbiTyemoro obpasua
B HWXKHEM MOMIOXKEHWN Takum 06pa3oM, 4TOObI ero ocb Obia pacnosiokeHa B LEHTpe ocell BpallieHus
annaparta A5 NpOBeAEHNA UCMbITaHMSA, W Tak. Y4TO6bl 3TO Xe MOJIOKEeHWe W OpueHTauus Moran ObiTb
BOCNPOM3BEAEHbl MOCMAe YyAaneHuss KOMMOHeHTa [ANA MPOBeAEeHUs U3MEepPeHus unuM  ounctku (npu
Heo6xoAMMOoCTK).

MpumeyaHue - B crnyvyae UCMbITaHUSA MOAY/bHbIX KOMMNOHEHTOB CTEPXEeHb MMMNIaHTaTa MOXHO 3aMeHUTb
KpOHmTeﬁHOM C Taknum e KOHyCOM, CMNoco6HbIM 0b6ecneynTb BOCNPOM3BOANMOE MOJIOXEHUE TOJTOBKN.

6.4 CpepcTBa BblpaBHMBAHWUA ¥ NO3ULIMOHVPOBAHUSA BEPT/YXXHOTO KOMMOHEHTa MCMbITyeMoro obpasua
Takum o6pa3om, 4Tobbl ero ocb Gblla pacnosioXeHa B LiEHTpe Oceil BpalleHus annapaTta A5 npoBeAeHus
UCMbITAHUSA, U TakK. YToObl 3TO e NOJIOXKEHNE N OpUeHTaumMsa MOrnn ObiTb BOCMPOM3BEAEHbI NOCNE yAaneHns
KOMMOHEHTa ANs npoBeAeHns n3mepeHuns.

6.5 Cuctema KOHTpONs [ABWXEHWI, cnocobHas co3fjaBaTb YrioBble nepemelleHus 6eApeHHoro
KOMMOHEHTa, KaK rnokasaHo Ha pucyHkax 1 v 2, u nogaepxusaTb 3HavyeHWe [aHHOro nepemMeLleHus c
[ONYCTUMbIM OTK/IOHEHMEeM + 3° OT MaKCMMaslbHOTO M MWHUMANbHOrO 3HauYeHuid ABMXeHua u + 1 %
NOIHOW ANNTENBHOCTYN LUMKNa ga3npoBaHus.

6.6 Cuctema KOHTPOMA CW/bl, CMOCOGHas co3fjaBaTb Cwuay, [AelCTBYOLWY B Hanpas/eHusX,
nokasaHHbIX Ha puUcCyHke 3. 1 noAfepxuBaTb 3HaYeHWe MakCMmyma W MUHUMYMa CW/bl B JAaHHOM LuMKIe
Harpyskv ¢ JOMyCTUMbIM OTK/IOHEHWEM =+ 3 % MaKCUMasibHOro 3HauyeHUs Harpyskv ansa uvkna v £ 1 %
NOIHOW ANUTENBHOCTYU LUMKNa ¢ha3npoBaHus.

6.7 Cwnctema cmasku, npefHasHayeHHas AN NOAAEPXaHUS  KOHTaKTUPYHOLWMX MNOBEepPXHOCTel
MOrPY>XEHHbIMU B XWAKYI0 TECTOBYIO Cpefy, C MUHUMa/IbHbIM AOCTYMHbIM 06BEMOM CMa304HOro Matepuana
200 mn.

MpumeyaHune - Vcnonb3oBaHue repMeTUYHOrO KOXyxa MOXET npefynpeaunTb ncnapeHve.

6.8 Cuctema TeMnepaTypHOro KOHTPO/s, NnpeAHasHavyeHHaa AN noafepxaHus Temnepartypbl XUaKon
TecToBoli cpeapl (cM. 5.1) Ha ypoBHe (37 +2) °C.

MpumeyaHne - MoOXET MMETb MECTO TEM/IOBOE BO3AENCTBME Ha CBOMCTBA TECTOBOI cpeapl.

6.9 Cuctema(bl) ynpasneHus, npefHasHayeHHas(ble) ANA MPUMEHEHUS PEXUMOB  Harpysku,
nokasaHHbIX Ha pucyHkax 1 n 3, 6e3 yrnosbix NepemMelleHunii, npreBefeHHbIX Ha pucyHkax 1 n 2. Cuctema
ynpasfieHns fo/KHa yYuTbiBaTb NOMIOXEHNA 6.2 - 6.4 1 6.6 - 6.8.
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b) CrnbaHune/pasrnbaHve

1

c) PoTtaumsa BHyTpb/KHapyxu d) OpueHTaumsa BePTAYXHOIO 1 6eApeHHOro
KOMMOHEHTOB B CPEAHEM MOIOXEHUN
OTHOCUTENILHO IMHUWN Harpy>XeHus

MpumevaHune - Yol N. Lu PonpegeneHbl B nyHkTax 7.4 n 7.5.

1- ocb HarpyxeHnus; 2 - yron crubaHus/pasrnb6anus; 3 - yron otseeHus/npuBefeHus:

4 - yron poTtaummn BHYTpb/KHapyxu: 5 - nonsapHas oCb BEPT/TYXXHOTO KOMIMOHEHTA,

L - yron Hak/oHa NosspHOi 0CY BEPTYXKHOTO KOMMOHEHTA K JIMHUN HarpyXeHus;

N - yron HakioHa /NMUEBOW NOBEPXHOCTW BEPT/YXKHOTO KOMMOHEHTa, paBHbIi 60° + 3 (1160
onpefesnieHHblil nrotoButenem); P - yron Hak/ioHa OCu CTEPXHSA K IMHAW HAarpy3ku B CpeAHEM MONOXEHUU
AnanasoHa oTBefeHus/npuBeeHns

PucyHok 1- Yrnosoe gBuxeHue Ge,qpeHHoro KOMMOHEHTa N opueHTayna KOMNOHEHTOB OTHOCUTE/IbHO
JNINHUW HarpyxeHus
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1 - oTBegeHue/npusegeHve; 2 - pasrnbaHue/crnbaHve; X - Bpems (B MpouLeHTax OT MOJIHOW
ANMTEeNbHOCTY LuKNa); Y - yron B rpagycax

3pewms, % OT NOSHOW ANNTENbHOCTU UMkia + 0 25 50 75 100
1%

/ron crnbanma (+) unu pasrnbaHns (-) B 23 0 -23 0 23
mpagycax = 3 °

/[ron oteBefenusa (+) wunu npusegeHus (-) B 0 -23 0 23 0

mpagycax + 3 °

PUCYHOK 2 - 3aBUCMMOCTb OT BPEMEHU YI/TI0BOTO CMELLEHUS, KOTOPOE HEOOXOAMMO MPUMEHNTb K
UcnbITyemMoMy o6pasLy 6eipeHHOTr0 KOMMOHEHTA

X - Bpems (B MpoueHTax OT MNOMIHON AAWUTENbHOCTW uvkna); Y - npuknagbpiBaemas Harpyska (B
KNIOHbIOTOHAX)

3pemsi, B % OT MOMHOM 0 12 32 50 62 100
ONuTenbHOCTU unkna (x 3 %)

MpuknagbiBaemasa Harpyska. 0.3 3.0 15 3.0 0.3 0.3
cH (+ 90 H)

PUCyHOK 3 - 3aBUCUMOCTb OT BPEMEHHU AeiCTBUSI CUMbI, KOTOPYI0 HEOGXO0AMMO MPUIOKUTL NO 0CU
HarpyxeHus
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7 MNpoueaypa

7.1 KanubpyloT KaXAyl WCnbiTaTelbHyl0 YCTaHOBKY C WCNOJIb30BaHMEM [AVHAMOMETPUYECKOro
Aarumnka (patumka Harpysku). MpoBogAT ykasaHHY KaimbpoBKy BO BpeMs NPUIOXKEHUA Harpysku Ha Apyrux
yCTaHOBKax, eC/i TakoBble UMETCA, B UCMbITaTeNIbHOM CTEHJE.

7.2 NpOBOAAT OYMCTKY MCNbITYEMbIX 06pasLoB no NCO 14242-2.

7.3 MpoBoaaT nobble HauyanbHble W3MEpeHus, Heobxoaumble ANS onpefeneHws nocneayroLlei
CTeneHn n3Hoca u/vnu nnactTuyeckon gedopmanun ncneiTyemoro obpasua.

MpnmeuvaHne - MeTog n3MepeHUs cTeneHn nsHoca ykasaH B VICO 14242-2.

7.4 YcTaHaBnuBalT 6GefApeHHbIli KOMMOHEHT WCNbITyemMoro obpasua B annapaT A1 NpoBefeHus
UCMbITAHUSA B HWXHEE MOJSIOXKEHWE C OTBeAeHVeM/npuBedeHNeM CTEPXHA Ha yron P, pasHbili  10°t 3°. kak
nokasaHo Ha pucyHke 1a), a Takxke C poTauuei BHyTpb/KHAPYXM Ha yron y/2. Kak nokas3aHo Ha pucyHke 1 c).

MpumeuyaHue 1-B cayyae UCMbITAHUS MOAY/bHLIX KOMIMOHEHTOB CTEPXEHb UMM/AHTATA MOXHO 3aMEHUTh
KPOHLUTE/HOM, C TakKUM e KOHYCOM, COCOGHbIM 06ECTEUYNTH BOCTPOU3BOAMMOE MOJSIOXKEHUE TOSTOBKY.

MpumevyaHue 2 - [N MOAY/bHbIX KOMNOHEHTOB MOXET ObiTb Lenecoo6pasHbiM MO3ULMOHUPOBAaHNE,
VIMUTMPYIOLLEE OPMEHTALMIO KOHCTPYKLMN B KIIMHAYECKUX YCNOBUSAX (CM. PUCYHOK 1).

7.5 YcTaHaBnMBalOT BEPT/IYXHbIA KOMMOHEHT MCMNbITyemMoro obpasua B annapar Ana npoeefeHus
UCNbITAHUS C BEPTVKA/IbHLIM NOJIOXEHWEM MOMIAPHON OCK. Kak NokasaHo Ha pucyHke 16), a Takke C yriom
HaknoHa L. kak nokasaHo Ha pucyHke 1a). rge yron L coctasnset 30° =+ 3 °. 6o, ecnn B COOTBETCTBUN C
yKasaHusiMW U3rOTOBUTENA HaK/TOH KOMMOHEHTa Npu XUPYPrnyeckol nmnnaHTauum aomkeH coctasnatb N.
Kak nokasaHo Ha pucyHke 1d), To yron L gonxeH coctaBnaAtb (75 - N) * + 3e.

7.6 BepyT KOHTpO/bHbIA 06pasey u MOBTOPSAT 3tanmbl no 7.1 - 7.4. lna umnnaHTatoB ocoboii
KOHCTPYKLMWN 13 TAKOro Xe MaTepuasna, Takol e hopMbl U pa3MepoB MOXHO WUCMOMb30BaTb KOHTPOJIbHbIE
[aHHble, NoJlyYyeHHble B Xofe NpeAblAyLnX UCTbITaHWIA.

MpumeyaHune - Kcnosnb3oBaHWe KOHTPOSIbHBIX [AaHHbIX MNPEABIAYWNX WCMbITAHUIA MOXET NPUMBECTU K
cucTeMaTnyeckon omnoke.

7.7 BBOAAT XMAKY0 TecToByto cpegy (CM. 5.1) uTo6bl MOHOCTbIO NOFPY3UTh KOHTaKTHbIE NOBEPXHOCTU
UCMbITYEMOro U KOHTPO/IbHOTO 06pasLoB. Ecnn TemnepaTtypa XWAKON TeCTOBOW cpeAbl NOAAEPXKMBAETCA Ha
ypoBHe (37 + 2) °C, npoBOAAT Haya/bHOE W nocneaywolne WU3MepeHus B Toukax, TUMWYHbIX ANA
onpefenieHns TemMnepaTypbl Macchl XXNAKOCTU.

7.8 3anyckaloT annapat AN UCMbITAHWA W perynupyloT ero TakuMm 06pa3oM, 4TOObl Harpysku u
CMeLLeHus, yKasaHHble Ha pucyHkax 1. 2 n 3. 6blan NpUAOXKeHbl K UCibITyeMoMy obpasyy (cm. 6.5 n 6.6), a
Harpy3ku, ykasaHHble Ha pucyHkax 1 n 3. 6blNn NPUNOXEHbl K KOHTPO/bHOMY o06pasuy. KpuBble mexay
onpefeneHHbIMU 3HAYEeHUSAMU MakCMMyMa ¥ MUHMMYMa Ha pUcyHkax 2 n 3 Ao/KHbl ObiTb NAasBHbIMK, 6e3
BbIOPOCOB. ®UKCUMPYIOT KPMBbIE CMELLEHWS W HarpyskM B Hayase MUCMbITaHUs, a Takke nocne Kaxaoin
nocnegytlleil 3amMeHbl XKWAKOW TecToBOW cpefdbl (ecnu obopydoBaHvem npefycMoTpeHa Takas
BO3MOXHOCTb).

7.9 SkcnnyaTupyoT annapat 4N ucneiTaHuii npu yactote 1+ 0.1 Iy,

7.10 BOCNOMHAIOT MNOTEPI0 XWAKOCTM, WUCNapUBLLEACS BO BPEMS WCMbITaHUs, MO MeHblueli mepe
exefHeBHO, ,06aBNAS LEeMOHU3NPOBaHHYI0 BOAY. MOMHOCTLI0 3aMEHAKTE XINAKYI0 TECTOBYH Cpeay He pexe
yeMm yepes kaxgble 5 * 105uumknoB, M60 Yepes Kaxable ceMb fHel (B 3aBUCMMOCTU OT TOrO, Kakoi nepuos
BPEMEHMW MEHbLLE).

7.11 OcTaHaBNMBalT UCMbITaHNE A/ NPOBeAeHNs usMepeHuii yepes 5 m105 yuknos, yepes 1 ¢ 10°
LUVKNOB WAW paHblle, W Kak MUHUMYM 4Yepe3 kaxgble 1 e 100 LMKNOB B fanbHelieM [0 NpekpalieHus
ucnbitTannsa (cm. 7.15).

MpumMeyaHne - [15 HEKOTOPbIX MATEPUA/IOB LieNIeco06pasHO MPOBOAWTL U3MEPEHMS YaLLe.

7.12 V3BneKkawT UCMbITYEMbI M KOHTPONbHbIA 0bpasubl (kak ykasaHo B ICO 14242-2) n namepsioT
nokasarenin usHoca.

7.13 lMocne un3mepeHus MnokasaTenein M3HOca MOBTOPHO YyCTaHaBAMBAKT obpasubl B annapaT A
ucnbiTaHuin (cM. 7.4 n 7.5).

7.14 T10BTOPAOT BbINOSIHEHME LWATOB, YKa3aHHbIX B MyHKTax ¢ 7.7 no 7.11. A0 3aBepLleHna ucnbiTaHus
(cm. 7.15).
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7.15 TMpogomkalT NpoBeAeHNe UCTbITaHWA [0 HACTYN/IeHNs O4HOro U3 CneayloLwero:
a) 3aBeplieHne 5 m10° UUKIOB;

MpumedyaHue - To 3anpocy CTOPOHbI, NpegocTaBuBlueil o6pasel, WUCMbITaHue MOXET GbiTb MPOAO/IKEHO
nocsne 3Toro MOMEHTa.

b) paspyLleHne Uan pacc/ioeHme CyCTaBHbIX NOBEPXHOCTEIk;
C) Hecnoco6HOCTL anmapaTa A/ WUCMbITaHWii NoAAepXuBaTh NapameTpbl NpuaaraeMmoii cunbl 1
nepeMeLLeHsi B yCTaHOB/IEHHBIX AOMYCTUMbIX Npegenax (cMm. 6.5 u 6.6).

8 OTueT 06 ncnbITaHUAN

OTueT 06 UCNbITAHWUK JO/HKEH BKNIOYATHL C/IEAYIOLLYI0 UH(DOPMALUIO:

a) CCbINKY Ha HACTOSILWUIA CTaH4apT;

b) MAEHTUPUKALMOHHYIO MHDOPMALMI0 KacaTe/lbHO UCMbITYyeMoro o6pasua, kak aTo 6bio 3asBNEHO
CTOPOHO, MpeAcTaBasiolWeli o6pasel, A1 UCNbITaHWUS, BKIKYas MHopMauuio o pasmepe, maTepuane,
TNe, MeToAe CTepUIN3aLmMn 1 NPou3BoaUTENE;

MpumeuyaHune - Tlo BO3MOXHOCTM crefyeT YykasaTb KOAOBble O060O3HAYEHUS NAPTWK, XPOHONOTUIO
M3roTOB/MIEHUSA N NOAPOGHYI0 MHDOPMaLIMIO 06 YCI0BKAX 06paboTkn MaTepuana:

C) onncaHue annapata Ans I/ICI'IbITﬁHI/II7I, BKKO4as KONnM4yecTtBO YCTaHOBOK, TWn CUCTEM,
MCMONb30BaHHbIX A1 TeHepupOBaHUA [BWXKEHWA W CUA. AManasoH ABWKEHWA W CuA. TUM CUCTEM,
MCNO/Mb30BaHHbIX ANA W3MEpPEeHUs ABUXEHWIA W Cui. YCTPOMCTBO [ANA KpenneHns obpasua (cm. 5.2),
YCTPOIACTBO /19 CMa3Kn CYCTaBHbIX MOBEPXHOCTEN, YCTPOWCTBO AN1A KOHTPONS TemMnepartypbl U YCTPOCTBO
[ONS yCTPaHeHNs KOHTaMUHUPYIOLWNX YacTul,;

d) cBefeHWss O TOM. WCMOML30Ba/INCb /1M KOHTPO/bHble 06pasubl (ECAM He MCNosib30BauCh,
Heo06X04UMO MPUBECTU CCbISIKY HA UCMbITAHUSA, B XOAe KOTOPbIX Obl/IM NOMYyYeHbl KOHTPOJ/IbHbIE AaHHbIE [ANA
TOYHON OLEHKM u3HOCa cnefyeT MNPUHATL BO BHMMaHWE MOMNpaBKy Ha NPONWTbIBaHWE MaTtepuana uam
nonpasky Ha U3MEHEeHWEe pa3MepoB)); K UCNONb3yeMOMy MeToAy cneayeT npefocTaBuTb NOSICHEHWE,;

€) B C/lyyae MCMnosib30BaHNA CMasku Ha OCHOBE Oblubeil CbIBOPOTKM CreAyeT yka3aTb ee TUM. HoMep
napTu1, KOHUEHTpaLuio 6e/KoB, UCMOIb30BaHHbIN 06BbEM, NHTEPBA 3aMeHbl U paBHOBECHYK Temnepatypy,
a TaKxe onucatb npoueaypy hunbtpauum (ecnm oHa 6olna NposeeHa);

0 u3noxeHvie pe3ynbTartos, BKIOYatoLLee:

1) obLee YnNCcNo NPUMEHEHHBIX LMK/I0B;

2)  NpuUYMHy NpekpaeHns UCNbITaHus, ecsiv 6bI/10 BbINOSIHEHO MeHee 5 10" UUK/IOB;

3) onucaHue Bcex MOBepXHOCTeli 060MX KOMMOHEHTOB, TrAe BO3HMKA/IO OTHOCUTEsNbHOEe
OBWXeHMe;

MpumeuvaHne - LienecoobpasHo oxapakTepusoBaTb NOBEPXHOCTU C MPU3HaKamu M3HOCA C NMOMOLLBI0 Takux
MeToauK, kak COM. npodmiomMBTpUA 1 Np.;

4) onucaHue COCTOSIHUSI  KOHTaKTMPYIOLLMX  MOBEPXHOCTE  Mexay  BCrloMoraTesibHbIMU
KOMMOHEHTaMM, €CNIN KOMMOHEHTbI UMEIN MOAY/IbHYIO KOHCTPYKLMIO;
5)  3HAueHWsl ypoBHS pH. ecny NpoBOAMIICSA NOCTOSIHHBIA MOHUTOPUHT (CM. 5.1).

) nogpobHoe onucaHue MeToAa M3MEepPeHWs u3Hoca W nosydveHHble pesynbTatbl (MCO 14242-2), a
VNMEHHO:

1) MEeTOoA U3MepeHns U3Hoca (Hanpumep, rpaBUMETPUYECKNIl NN 06 bEMHbIN);
2) M3MEHEeHVe Macchbl Npu KaxgoM U3MEepPEeHUN C UCMOJIb30BaHNEM IPaBUMETPUYECKOTO MeToAa,
60 n3meHeHne obbema npu Kaxaom U3mMepeHun ¢ NCNosib3oBaHMeM 06 bEMHOIO MeToAa,;
3) CKOPOCTb M3HOCa (MO rpaBMMeTpUyYecKoMy WA O06BbLEMHOMY MeTody) W MeTon ee
onpegeneHns (MMHeHasa perpeccus n np.);
4) cTaTucTUYeckuii aHanns, BKIOYas MeToAbl U pe3ynbTaThl (eC/M Gbln NPOBEAEH)

MpumeuaHue - LlenecoobpasHo KOHBEPTMPOBATL MoKasaTeNM CKOPOCTM M3HOCA B NapameTpbl 06beMa C
CMOMb30BaHMEM MN/IOTHOCTY MaTtepuasa (EC/v OHa U3BECTHA).
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9 YTunusaums ucnbITyemMoro obpasua

Hwn ogHa u3 yactei ncnblTyemMmoro nnéo KOHTPOJIbHOTO 06pa3u,a He [OJ/DKHa 6bITb MCMNONb30BaHa B
KIMHNYECKUX Leniax nocne nposeaeHna UCnblTaHUA.
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Mpunoxexne OA
(cnpaBouHOE)

CBefgeHNsi 0 COOTBETCTBUMN CCbIJTIOUYHbIX MeXAYHapPOAHbIX N eBPONencKmx
pernoHasibHbIX CTaHA4APTOB HaUMOHa/IbHbIM CTaHAapTam Poccuiickoin depepauunm

Tab6nuya AL

O60o3HaueHVe CCINIOYHOTO CreneHb O603HaueHVie 1 HaVMeHoBaHVe
MEX/IyHapoHOro cTaHaapTa COOTBETCTBUSA COOTBETCTBYIOLLIErO HALMOHA/ILHOTO CTaHAapTa
NCO 14242-2:2000 HOT roCT P nco 14242-2-2013

«AMnnaHTatel  AAa  XUPYpPruu. M3Hoc
TOTa/lbHbIX 3HAO0NPOTE30B Tas3o6epeHHOro
cycTaBa. YacTb 2. MeTofbl U3MepeHUii»

MpumedaHne — B HaCTOsILLEN Ta 3MMLe NCNOMb30BaHO Cledytolee YC0BHOe 0603HAUYeHNe CTemneHu
COOTBETCTBUSI CTAH4APTOB:

-FOT — naeHTUYHble cTaHaapThbI.
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