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MNpepncnosune

1 MNOArOTOBJ/IEH O6uecTBOM C OrpaHMYeHHOW OTBETCTBEHHOCTbI «LINTONpoekT» (000
«JTONpoeKkT») Ha OCHOBE COBGCTBEHHOrO AyTEHTUYHOrO nepeBofa Ha PYCCKUM SA3bIK MEeXAyHapo4HOro
CcTaHfapTa, yka3aHHOro B nyHkre 4

2 BHECEH TexHuyeckum KomuteToM no ctaHgapTtnsaumm TK 453 «mMnnaHTaTsl B Xupyprum»

3 YTBEPXOEH W BBEAEH B ,£l,El7|CTBVIE Mprka3om ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynvpoBaHuio n metponoruv ot 12 gekabps 2014 r. N9 2063-cT

4 Hacrtosiwumii cTaHAapT MAEHTMYEH MexayHapoaHomy cTaHgapTy WCO 14949:2001 «MmnnaHtaTtbl
ONA  XUpyprun. OnacToMepbl CU/I0KCAHOBble [ABYXKOMMOHEHTHble, MOJyYeHHble MpU OTBEPXAEHWN B
pesynbTate peakuyun npucoeguHenus» (ISO 14949:2001 «Implants for surgery — Two-part addition- cure
silicone elastomers»)

Mpy npumeHeHUM HacToAWEero craHgapTa PeKkoOMeHAyeTCA WCNo/b30BaTb BMECTO CCbI/IOYHbIX
MeXAyHapoAHbIX CTaHLApTOB COOTBETCTBYIOLME MM HaLMOHasbHble CTaHAapTbl Poccuiickoii depepauum,
CBefleHNs1 0 KOTOPbIX NPMBEAEHbI B JOMOMHUTENbHOM NpUNoXeHun JA.

5 BBEJEH BMNEPBbIE

MpaBuna NpYMeHeHNs HacTOoALLero cTaHgapTa ycTaHosneHol B FTOCT P 1.0—2012 (pa3gen 8). NHdopmauus
06 N3MEHEHMNAX K HACTOALBATY CTaHAapTy Ny6nukyeTCs B @XerogHom (No cocTOsAHMI0 Ha 1sAHBapsa TekyLero roaa)
MH(POpPMaLMOHHOM yKa3aTene «HauuoHanbHble CTaHAApPThI», a ouunanbHblii TEKCT M3MEHEeHWl 1 NonpaBoK — B
exemecs4yHoM (hOpMaLMOHHOM ykasaTene «HauuoHanbHble cTaHgapThbi». B cnyyaB nepecmoTpa (3aMeHbl) wau
OTMeHbl HACTOALEero cTaHjapTa cooTBeTCTBYylolUee yBefgoMeHne 6yaeT ony6iMkoBaHo B 6amxaiilem Bbinycke
€XeMeCsAYHOro MHgopMaunoHHOro ykasaTensa «HaumoHanbHble cTaHAapThi». CooTBeTCTBYyWasa UHPOPLWLUS.
yBefjoM/IeHne U TeKCThbl pasMelialoTCA Takke B WHMOPMaUWOHHOA cucTeme ob6uero nonb3oBaHUs — Ha
ouunansHoMm caiiTe ®PefepasbHOr0 areHTCTBa MO TEXHWYECKOMY PeryinpoBaHUI0O W MeTponorum B ceTwu
MHTepHeT fgosf.ru)

©CraHpgapTtuHpopm, 2015

HacTosawumii ctaHgapT He MOXeT 6biTb MOJIHOCTBIO WM YAaCTUYHO BOCTPOW3BEAEH, TUPAKMPOBAH W
pacnpocTpaHeH B KauyecTBe O(MUMANbHOTO U3faHus 6e3 paspelleHuss ®efepasibHOrO areHTcTBa Mo
TEXHUYECKOMY PerynpoBaHuio 1 MeTposiorim
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BeepneHue

B HacTosillee BpeMsi CWIWKOHbI [JOCTYMHbI B Npojaxe B pasHoo6pasHbix U3Myeckux opmax u
cocTaBax. [lpu nNpou3BOACTBE BYJIKAHW3MPOBAHHbLIX CU/IOKCAHOBbLIX MPOAYKTOB 4YacTo MWCMO/b3yTCA
npoueccbl OTBEPXAEHUS C MNPUMEHEHWEM MeTasfioB, CBOOGOAHBLIX PpajuKanoB w/unu aTMocepHoi
BNAXHOCTU. HacTosAwmiA cTaHOapT COAEPXMUT OMUCAHWE CUJIOKCAHOB. YCMELHO MCMOoMb3yeMbIX Mpu
npon3sBoacTee MMnNsiaHTaToB, a UMEHHO, ABYXKOMMNOHEHTHbIX CU/TOKCAHOB. NOMYYEHHbIX NpU OTBEPXAEHNN B
pesynbTate peakuuyu NPUCOEAMHEHUs (Ha OCHOBE NfaTuHbl). HacToawwii ctaHaapT 6bin paspaboTaH B
CBA3N C HEOOXOAMMOCTbIO CTAaHAApPTU3auuKM  Cbipbs, PeuenTypbl, NPOW3BOACTBA, TeCTUPOBaHWA
XapakTepucTuk M AOKYMEHTUPOBAHWA  ABYXKOMMOHEHTHbIX  BY/IKAHW3UPOBAHHbLIX  CUIOKCAHOBbIX
3/1aCTOMEPOB, NpefHa3HavYeHHbIX 415 UCNONb30BaHUS B KAYECTBE UMMNIAHTATOB A5 XUPYPrun

[BYXKOMMOHEHTHbI  BY/IKAHW3MPOBAHHbIA  CU/IOKCAHOBLI  3n1acTomep  npeacTaBnseT  coboit
TEPMOOTBEpXLAaeMblii 31acTOMEP U UMEETCsl B NPOAaxe B BUAeE ABYXCOCTABHOMO (HECLUMTOr0) NPoAykTa
[JBe yacTn anactomepa A0/DKHbI 6biTb MOMHOCTHLIO CMeLIaHbl B (PUKCMPOBAHHOM COOTHOLLEHUM, NPEXAe Yem
emy 6yaeT npugaHa copma B Mpouecce 3IKCTPY3uUU, SIMTbEBOTO WU WHXEKLMOHHOTO MNpPEeccoBaHus U
CLUMBAHMSA NpY BbICOKMX TeMnepatypax.
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HAUWOHA/NbHbBIMN CTAHOAPT POCCUWMWCKOWMW GEALEPALUN

VMMNAHTATbBI AnA XUPYPTN

JnacTtoMepbl CUMKOHOBbIE ABYXKOMMNOHEHTHbIE, MONYYEHHbIE NPU OTBEPXAEHUN B pe3ynbTaTe
peakumu npucoeanHeHuns

Implants for surgery. Two-part addition-cure silicone elastomers

[arta BBeferHnsa-2016—01—01

1 O6nacTb NpUMeHeHus

HacTosiwumii cTaHAapT ycTaHaB/IMBAET XapakTePUCTUKN M COOTBETCTBYIOLME METOAbI UCMbITAHUS ANs
[ABYXKOMMNOHEHTHOIO BA3KOrO WM XWUAKOrO CUIOKCAHOBOIO 3/1acToOMepa, NoJlyYeHHOro Npu OTBEPXAEHUN B

pe3ynbTtarte peakyun npucoegmnHeHns n npegHasHad4eHHoro ans npomssoactea {LlaCTVI'-IHO nnn I'IO}'IHOCTbI-O)
XNPYyprunyeckux nmnaaHTaTos.

2 HopmaTtuBHble CCbINIKK

B HacTosLeM cTaHJapTe UCMONb30BaHbl HOPMATKBHbIE CCbIJIKU Ha cefyowmne cTaHaapTbl:

NCO 34-1:1994.Kayuyk By/nKaHW30BaHHbIi UAW TepmonaacTuU4HblAi. OnpefeneHve COnpoTUBEHUS
pasgupy. YacTtb 1. Pa3aBoeHHble, yrnosble n cepnoBuaHblie o6pasubl (ISO 34-1:1994. Rubber, vulcanized or
thermoplastic — Determination of tear strength — Part 1: Trouser, angle and crescent test pieces)

NCO 48:1994. Kayuyk BYy/IKAHU30BaHHbIN UM TepMonaacTuyHblii. OnpeaeneHue tBepgocTu (ot 10 o
100 IRHD) (ISO 48:1994, Rubber, vulcanized or thermoplastic — Determination of hardness (hardness
between 10 IRHD and 100 IRHD))

NCO 527-2:1993. Mnactmacchl. OnpeaeneHne MexaHU4eckux CBOWCTB MpU pacTskeHuu. Yactb 2.
YcnoBua wuchbITaHWA  ONS NUTbEBLIX W SKCTPY3MOHHbIX nnactmacc (ISO 527-2:1993. Plastics —
Determination of tensile properties — Part 2: Test conditions for moulding and extrusion plastics)

MCO 3417:1991. Cwmecb pe3unHoBadA. OnpegenieHne BYy/IKAHU3ALMOHHbIX XapakTepucTuk C
ncnonb3oBaHMeM ByJfikameTpa ¢ konebnwwwmmca potopom (ISO 3417:1991, Rubber — Measurement of
vulcanization characteristics with the oscillating disc curemeter)

NCO 6502:1999. Kayuyk. PykoBOACTBO NO npumeHeHuto BynkameTpoB (ISO 6502:1999. Rubber —
Guide to the use of curemeters)

MCO 10993-1:1997. OueHka 6uonornyeckas MeanuUnHcknx magenuii. Yactb 1. OueHka U UCnbITaHUs
(ISO 10993-1:1997. Biological evaluation of medical devices — Part 1: Evaluation and testing)

NCO 10993-5:1999. OueHka 6Guonoruyeckas MeAULMHCKMX u3genuii. Yactb 5. McnbiTaHus Ha
LMTOTOKCUYHOCTb in vitro (ISO 10993-5:1999. Biological evaluation of medical devices — Part 5: Tests for in
vitro cytotoxicity)

3 TepMuHbI 1 onpepeneHus

B HacTosilwem cTaHAapTe NpMMEHeHb! cnefyowme TepMUHbl C COOTBETCTBYHOLNMUN onpeseneHnsmun.

3.1 katanusatop (catalyst): OpraHoMeTan/iMyeckmii KOMMIEKC, OObIYHO cogepXawuii naaTuHy,
3aMELLEHHY iraHiamMu, COCTOSILLMMM U3  COOTBETCTBYWOLLEA KOMOGUHauuM yrnepoga, BoAOpoOAa,
KAcropoga, xiopa WM CWIMKOHa (3a WCK/IKYEeHMEM apoMaTUYecKMx Kosew), KOTOpbIA MHULMnpyeT
XUMUYECKYI0 peakuuio Mexay NoMMepom 1 CLUMBAIOLLMM areHTOM.

n pnmedvyaHune - KaTal‘IVI3aTOp MOXeT 6bITb pacnpegeneH B CUI0OKCaHOeEOM osiMromepe, nonnmepe Unn ux
cmecwu, Hanpumep: RMei SiO(SiMe-.iO),,(SiMeR,0)>SiMe?R. raqe R n R' npeAcTaBnsioT co60ii MeTU/bHbIE WY BUHUMbHbIE
rpynnebl.

3.2 cwwuBatwmii areHT (crosslinking agent): MoHomep, nonumep, cuaukat wunu awbdas  uKx
KOMGUHauus, 06blYHO uMetwwasa cTpyktypy R"MeiSi0(SiMe20)4(SiRMe0),SiMe2R"”. rge R" 06bI4HO
npeactaBnseT co60i MeTWNbHYH Tpynny uwau BOAOpof, obecneyvBalolme nonepeyHoe CBsi3blBaHUE
napannenbHbiX NOIMMEPHbIX Lenei.

N3paHue odmumnanbHoe
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MpumwmeduuaHuwue - lepes BynkaHusauueii pekomeHgyeTcsi (He TpeGyeTcs B 06s3aTenbHOM Mopsigke)
MCNoMb30BaTh N36bITOK SiH, 4151 TOro YT06LI 06ECMeUnTs MOJHYI0 BY/IKAHU3ALMIO U OTCYTCTBUE OCTATOUYHbIX KPEMHMUIA-
BUHWU/IbHBIX PEAKTUBHbIX OCTATKOB, YTO MO3BOJIUT JOCTWNYbL ONTUMASIbHOW CTAGWUIBHOCTM 31acToMepa.

3.3 HanonHuTtens (filler): AKTUBHbIA HanoNHWUTENb (ANS Leneil HacTosALWero cTaHaapTa) - CUavKaT um
BbICOKOOUMLLEHHbIA aMOPMHbIA ANOKCUL, KPEMHUS

MpumeyaHunel- Takne areHTbl U3BECTHbI NOJ TOPrOBLIM Ha3BAHWEM KO/IONAANLHON ABYOKUCN KPEMHUS
WM 0CaXAEHHOTro AnoKcuaa KpeMHUS.

MpumeyaHne?2 - [IBYOKUCb KPEMHUA MOXET ObITb 06paboTaHa CUNNAUPYIOWIMMU areHTaMu, Hanpumep,
nmeowmmn bopmyny MenSiX nnn Me2SixX2, rage X - aTo rugponvsyemas rpynna, uim nosiMcuIoKCaHOBbIM O/IMTOMEPOM C
chopmynoii HOMeiSiCKSiMeiOWSiMeROkSiMe”"OH. rge R - meTunbHasa uav BUHWIbHAA rpynna.

MpumeyaHune3 - YNpouHAOLWMUMK CBOMCTBAMM MOryT o6nafjatb COeAMHEHUs, npujatolimne anactomepy
PEHTIeHOKOHTPACTHOCTL. HanpumMep. BaSOx.

3.4 nHrnéutop (inhibitor): CoeanHexnve nnn matepuan, obnagarouime cnoCO6HOCTbIO 3aMeaIAaTb WK
OCTaHaBNMBaTb XMMUYECKYIO peakuuto, Hanpumep, clunBaHue

3.5 cepusa (lot): OnpegeneHHoe KONMYECTBO MaTepvasa, NPoM3BOAMMOE B paMkax OLHOCTaAWAHOro
AW  MHOTOCTaAMIMHOTO rfpouecca TakuM o06pa3oM, UTO MOMYYEHHbIA MaTepuan MOXeT cuuMTaTbCs

FTOMOT€HHbIM.
MpumeuyaHune-B cnyyae HENPEpPLIBHOTO NpoLecca TEPMUH OTHOCUTCS K ONpefesieHHol fo/e NPoAyKLWY,
Xapaktepusytleiics 3agaHHO 0f4HOPOAHOCTbIO.

3.6 npoussBogutenb (manufacturer): Komnawus, npou3BoAAwWas paccMaTpuBaemMoe roToBOe
MeAWLUMHCKOe YCTPOCTBO

3.7 cbipbe (raw materials): Martepuanbl, 13 KOTOPbIX MNPOU3BOAUTCSH  [ABYXKOMMOHEHTHbIN
CWIOKCaHOBbI 3n1acToMep, NOlyYeHHbI NPy OTBEPXAEHUN B pe3ynibTate peakuun npucoeimHeHns

3.8 cunokcaHoBbIi anacTomep (silicone elastomer): CuHTeTMyeckas pesvHa, MOMy4YeHHas nyTem
nonepeyHoro CBA3bIBAHWA LEeneid CUI0KCAHOBOro MoAMMEepa, MCXOLHO COCTOSALWMX W3 MOBTOPSIOLLMXCA
CWIOKCaHOBbIX OCTATKOB.

Mpumep

Me R Me

roe: R - aTo beHunbHas, TopuaHas, TMAPOKCUMbHAsS, ankuibHas W gpyras nogxopsiias

opraHuyeckas rpynna:
Me - 3T0 —CH3

3.9 CUNUKOHOBbLIN nonumep (silicon polymer): /llo6oii nonumep wWanM KOMGUHAUWMA NOMMMEPOB
cpefHeli NN BbICOKO MOMEKYNSIPHOW Macchbl co CTpykTypoii RMe2Si0(SiMe )X SiMeR'0),SiMe2R. rae R.
KaK npaswio, npeAcTaBnseT CO60N MeTWSIbHYH. BVWHWUBHYK WAW TUAPOKCUABHYIO [Pynny, HO MOXeT
SABNATLCS Takke PTOPUAHON. (DEHWUILHON UK APYroi rpynnoii.

Mpumep!
Me R cq Me
| 11
R—Si—O -f-S1—0-f~Si—R
| LI Jx |
Me Me Me
Mpunmep2
Me R Me Me
Me- SI-O 4 Si-0 - L ,-Si- O-L Si- Me
| LI J x LI Jy |
Me Me V) Me



FOCT P NCO 14949—2014

Mpumep3

rge: Vi - ato —CH=CH2;
Me - ato —CH3,
RuR' - meTunbmas, hennnbHas unm gpyras noxoasLias opraHnyeckas rpynna.

n punmeyaHmne - Onpe,qeneHme nonuMepa U ero 3amMeleHHbIX rpynn npumMmeHAaeTca B O4Y€Hb LWKNPOKOM
CMbIC/ie, N B 3ajadyn HacTosdwero ctaHgapTa He BXOAWT OorpaHuyeHue ducna unnu tuna cogepxawmxca B nonnmepax
3aMecTUTesibHbIX TPynn, OAHaKO B paMkax 3ajay [aHHOro craHfapTa onpefesieHne OTHOCUTCHA TOJIbKO K TeM
MaTtepunanam, Ana KOTOPbIX AOCTYMHbI AOKANHWYECKNEe faHHble O 610/10rMYecKoil COBMECTUMOCTM (CM. pasgen 5) ]
nmeetcs nogpobHas nctopua 6e30nacHOro MexayHapoaHOro UCnofb30BaHNA B COCTaBe MMMIaHTaToB.

3.10 nocTaBLmkK (supplier): KomnaHuus, koTopas NpPou3BOAUT W/MAWM NOCTABASET ABYXKOMMNOHEHTHbIN
CU/I0KCaMOBbIVi 3/1aCTOMEp, UCNO/b3YeMblil B MPON3BOACTBE paccMaTpuBaeMoro MeAnLMHCKOro yCTpolicTaa.

3.11 nonuTouYHbIli mMaTepuan (treating agent): MoHOomMep, O/iMrOMep UM NOAMMEpP, UCNOMb3yeMbli
[ANA NOKPbITUA HAPYXXHO NOBEPXHOCTW OKCUAA KPEMHUA C Lie/Ibl0 YMEHbLUEHNUSA ero peakTBHOCTU.

3.12 4BYXKOMMOHEHTHbIN BY/IKAHW3MPOBAaHHbIA CUIOKCAHOBbLIN 3nactomep (two-part addition-
cure silicone elastomer): 3dnactomep, o6pa3oBaHHbIli B pe3ynbTaTe MOMNEPeyHOW CLUMBKM MNOUMEPHbIX
CUIOKCaHOBBIX LieMneil B MpoLecce peakunm Mexay BUHUAbHbIMWU YHKLUNOHAIbHBIMY TPYNNamMmy BUHWILHOTO
CU/IOKCAHOBOTO NOSIMMEpPa Y KPEMHUATMAPUAOM. BXOASALMUM B COCTaB CLUMBAIOLWENO areHTa, BbIMOHAOLLErNO
dyHKUMKM SiH

MpumeuyaHune - Peakynsa TpebyeT NpucyTCTBMA KaTa/im3artopa: kak npaBuio, 3TO - OpraHoMeTanImyeckunii
KOMMNAEeKC nnaaTuHbl.

Mpumep
KaTtannsatop ¢
KOMMNNEeKCoM
nnaTuHbl
= Si-CH=CH2 + H—SI= - — =Si-CH2-CH2-Si=
Monumep CwwuBatouuii Qnactomep
(Oxmaxui) areHT (TBEPABIN)

(OKNAKNIA)
rfe = COOTBETCTBYeT OCTaBLUMMCS BasIEHTHOCTAM Si.

4 Peuentypa

4.1 CocTaB
B cocTaBe peuenTypbl cnegyeTt UCMNO/b30BaTb OnpefenieHHoe Cbipbe, Yka3aHHoe B Tabnuue 1.

Ta6nuua 1- 06Kt cocTaB PeLEnTYpPbl ABYXKOMMNOHEHTHbLIX CUMIOKCAHOBbLIX 3/1aCTOMEPOB.
NolyYeHHbIX NPU OTBEPXAEHUN B pe3ysibTaTe peakuun npucoeavHeHns

KomnoHeHT MpouUeHTHBIN Anana3oH
(% maccoBas fons)
CwnnokcaHoBbIi nonMmep oT 60 go 80
AKTVBHBI HAMONHWUTENb MeHee 40
CwwuBarowwmin areHT or1m05
KaTtanusatop <0.5
WHrnéutop <10

4.2 OueHKa cbipbs
Kak npu paspaboTke npofykTta, Tak 1 B nopsfke ayauTa (He MeHee OAHOr0O pasa B rof Wi Ha Kaxaom
[ecsAToi napTuM npogykTa) NOCTaBLUMK ABYXKOMMOHEHTHOrO BY/IKAHW3MPOBAHHOIO 3nacToMepa AOJ/DKeH

3
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NpPOBOANTbL OLEHKY Cbipbs (CM. 3.8) cnegylowm obpasom.

a) CTpykTypa 1 oyHKUMOHa/IbHbIE XapakTepucTukn noanmepa

CTpykTypa U1 (YHKLUMOHANbHbIe XapaKkTepucTukM ucnonb3yemoro(blx) nonumepa(oe) Ao/mkHa
onpefensTbCA  COOTBETCTBYOLMM  METOAOM, Hanpumep, npy  MOMOWW  MarHWTHO-PE30HaHCHOro
CNEKTPOCKONNYECKOro aHanmnsa (f0onoNHUTeNbHasA nHopmauna npusefeHa B ceblnke [2]).

b) UncToTa guokcmaa KpeMHus

YucTtoTa MCNoONb3yeMoro AMOKCMAA KPEMHUS [O/KHA OLeHMBaTbCA MNpWM MOMOLUM 3/1EMEHTHOro
aHanusa unm nwbbiMm ApyruM noaxoAdwuMm MeTogoM. PesynbTaT cnegyeT npeacTaBuTb B crneaytolel
chopme: (Mr Si nonyyeHHoro/TeopeTuyeckas macca) x 100 = % maccosas gons Si.

c) CTpykTypa 1 umctota nponutovHoro(bix) peareHTa(oB)

CTpykTypa M umuctoTa NpPOAMTOYHOrO(bIX) areHTa(oB) [AO/KHbI ONpeAenATbCA COOTBETCTBYHOLMM
MeToAOoM, Hanmpumep, Npv MOMOLWM WHppakpacHol cnekTpockonuu (AONoAHWUTENbHAsA WHdopMauns
npveegeHa B ccblike [2]).

d) CtpykTypa cwmsatowero(ux) areHta(oB)

CTpykTypa ¥ uuctoTa CcluMBawoweroUx) areHTa(oB) AO/HKHbI ONpefenAaTbCsa COOTBETCTBYIOLMM
MeToAO0M, Hanpumep, Npu MomoWwM WHppakpacHoi cnekTpockonuu (AONOMHUTENbHAA WHgopMauus
npuBegeHa B ccbisike [2]).

e) UuctoTa nHrubutopa

YucToTa Mcrnonb3yemoro nHrimbutopa Ao/mkHa onpefensaTbCcs Npy NOMOLLM COOTBETCTBYIOLLIETO aHan3a u
[omkHa npesblwaTb 95% MaccoByto 0110 (40M0NHUTENbHAA MHhopMaLMsa NpuBeaeHa o cebiike (2)).

f) CTpykTypa nHruéutopa

CTpyKTypa uHrnéutopa AosHkHa 6biTb onpeAensaTbCa NoAXOAALWMM METOAOM, Hanpvmep, Npy NOMOLLM
UH(paKpacHoli cnekTpockonuy (4oNosHUTENbHasA MHopMaL s nNpuBeseHa B CChisike (2)).

5 BuocoBMecTUMOCTb

Bronornyeckne u dusnyeckme CBOIWCTBA BY/IKAHW3VPOBAHHOIO CWU/IOKCAHOBOrO 3nactomepa BO
MHOrOM 3aBWCAT OT COCTaBa [BYXCOCTABHOIO CTapTOBOrO MaTtepuana. YCnoBus MpousBOACTBa
CU/TIOKCAHOBBLIX KOMMOHEHTOB (3KCTPY3UA UM INTbE) TaKKe MOryT OKasblBaTb B/IUSAHUE Ha 6uosiornyeckne un
husmyeckme ceolicTBa. Banugaumsa n NOCTOAHCTBO XapakTepucTUK NpoAyKUMM LO/MKHbI COCTaBMAATb YacTb
cuUcCTeMbl ob6ecrneyeHuss kayectsa noctasLiuka. [ns Toro 4tobbl obecneynTb NOCTOAHCTBO XapakTepucTuk
KOHEYHOro npoaykTa, Npou3BOAWUTE b [O/DKEH YA0CTOBEPUTLCA B TOM. YTO MOCTaBLMK MpearnpuHuMaeT
Mepbl AJ15 KOHTPO/IA napamMeTpoB MPOM3BOACTBA M COCTaBa B COOTBETCTBUM cO cTaHfjaptamu WCO 9001,
NCO 14969 u Hapnexalleii Npou3BOACTBEHHOW MpakTukoi. Kpome Toro, Banupauus npouecca [Ao/HKHA
BK/IOYaTb B ce65 BMOMOrMYECKyHo OLLEHKY, TakK Kak NpoAyKT MOXeT CoAepxaTb 3arpAsHsaoWwme KOMNOHEHTI,
a (OyHKUMOHasIbHbIE TPYnMbl, BXOASLME B COCTaB CW/IOKCAHOBbLIX 3/1aCTOMEPOB, MOTYT BAMATL Ha WX
610/10TNYECKYI0 aKTUBHOCTb.

[emoHcTpauns 6MocoBMECTUMOCTM A0/XHA OblTb YCTAHOBEHA B COOTBETCTBUM CO cTaHgapTom NCO
10993-1. VicnbiTanusa cnefyeT NPoBOAUTL Ha 3Tane OLEHKU KayecTBa maTtepuasia, a 3ateM NoBTOPATb Kak
MWUHUMYM OAMH pa3 B 5-10 ner.

6 XapakTepucTuku n TecTupoBaHue

6.1 MoarotoBKa UCNbITATENbHOW NAACTUHBI

VcnbiTaTenbHas nnactuHa ToMwmHoON (2 + 0,2) MM fomkHa 6biTb NOATOTOB/IEHA B COOTBETCTBUM CO
ctaHpaptom WCO 34-1 ¢ nCnosb30BaHWEM PEKOMEHAOBAHHON CXeMbl By/KaHuW3auuu, a Takke
NOoCTBY/IKAHW3ALMOHHO 06paboTKN.

6.2 NOeHTUYHOCTb

Ona Toro uyto6bl MpoaHanM3MpoBaTb BY/IKAHWU3MPOBAHHbI CUIOKCAHOBBIV 3/1aCcTOMEep, OMNUCAaHHBbINA
HUXe, aHa/IM3 AO/HKEH NPOBOAMUTLCA MO MeHbLUEe Mepe B nopsigke ayauta. MnactvHa anactomepa [osmkHa
nccnegoBaTbCa Npu MOMOLWM MHpakpacHoin abcopbLMOHHOV CnekTPothoTOMETPUM C 3anncbio CrnekTpa
MEeTOlOM MHOTOKPaTHOrO MpefioMAeHNs ANA  TBepAblIX BelecTs. MakCUMyM MOM/IOWEHNs  [O/DKEH
COCTaBNATb NPUBAN3NTENBHO

(2962 + 5) cm'l (2906 + 5) cm'l (1260 + 5) cm'lm oT (1094 + 5) cm 'fo (1022 +5) cm .

6.3 AHa/In3 YNCTOTHI
6.3.1 3arpasHeHue meTtaniamu
Kaxpgas naptusa gByXKOMMOHEHTHOMO BY/IKAHU3MPOBAHHOIO CU/TIOKCAHOBOTO 3/1acToMepa fo/mKHa 6bITb
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npoBepeHa Ha Npumecb MeTasnsioB. BynkaHW3WpoBaHHbIA 3anacTomep AO/KEH NPOWTW TecTupoBaHue Wt
COOTBETCTBOBATb yKa3aHHbIM HWXKe XapakTepucTvkam COofepXaHus meTan/imyeckux npumecein. Ecnn ogvH
M3 MeTanqioB BXOAWT B COCTaB peLenTypbl 3nactomepa (Hanpumep. BaS04). oH He noanexut
TEeCTMpOBaHWIO BMecTe C MPUMecsmMu.

Al S200 x 10-6

P. Ti. Fe S50 x 1d®

Na. Mg. Ca s 100 x 10~6

Sh. Ge. Mn. Mo. Pb. Sn. Cr, Bi. V. Ag. Co. Ni. Cu. Zr. Ba. As. Zn. Se. Cd. Hg. TI S 10 x 10~*

n pnmedvyaHune - I‘Ipe,u,eanble 3Ha4YeHNA OTHOCATCA K KaXXAO0MYy U3 3/IEMEHTOB.

6.3.2 3arpsasHeHne MexaHU4YecKMMW YyacTuuamu

Kaxgas napTnsi 4BYXKOMMNOHEHTHOrO BY/IKAHW3UPOBAHHOIO CUIOKCAHOBOrO 3slacToMepa A0o/HKHa 6bITb
npoBepeHa MOCTaBLIUKOM Ha MNpuUMechb TBepAblX 4YacTuy. [o/mkHbl OblTb  NOArOTOBMEHBLI  JINCThI
BY/IKAHU3MPOBAHHOIO 3nactomepa pasmepom 100 mm X 100 MM X 2 MM. B COOTBETCTBUU C
peEKOMEHA0BaHHO npoueaypoii. Mpu HabnwaeHun ¢ ysennyeHnem 10' B COOTBETCTBUM C UCMOJIb3YEMbIM
MeTOAOM 3arpA3HeHne MexaHW4YeckKMMW dacTuuamy AO/IKHO COOTBETCTBOBAaTb AManasoHy [0MnycTUMOro
3arpsA3HeHns], npeacTaBneHHoMy B Tabnuue 2.

Tab6nuya 2,- 3arpsa3HEHNEe MexaHMYecKMMU YacTulamm

Pa3mep vacTtuy, Konunyectso yactu,
MKM
£ 400 OTcyTCTBYHOT
oT 399 fo 300 Makcumym 2
oT 299 no 200 Makcumym 4
oT 199 po 100 Makcumym 4

6.3.3 LLIUTOTOKCUYHOCTb

Kaxpgas naptva npogykta [oO/hkHa ObiTb MpoBepeHa Ha LUTOTOKCMYHOCTb B COOTBETCTBUM CO
ctaHgaptoM MCO 10993-5. TecTupyeMblii maTepuan He AO/MKEH OKasbiBaTb LuTONaTMyeckoro adhgoekra B
OKPYXXHOCTW MaTepuana u B KynbType.

6.3.4 BelecTBa, pacTBOpUMble B rekCaHo

OnpefeneHve BelecTB, pacTBOPUMbIX B rekcaHe, 6yfeT NpoBOAWUTLCA B COOTBETCTBAM C METOAOM,
OMUCaHHbIM B NPUNOXEHUN A. DTOT aHann3 GyfeT NPOBOAWTLCSA C NapTUSIMU MPOAYKTa, MO MeHbLlell Mepe,
B nopsajke ayaura.

Mocne aKcTpakuuy v BbiNapuBaHusa OCTATOK He AO/KEH MpeBblluaTb BeCOBOM f0nun 3%.

6.3.5 OnpegeneHne NeTyynx coeguHeHmni

OnpegfeneHne neTyunx coeavHenunii 6yaeT NpoBOAWUTLCA B COOTBETCTBUM C METOAOM, ONUCaHHbLIM B
npunoxexmn B. 9ToT aHanus 6yfeT NpoBOAMTLCA C NapTUSIMU NPOAyKTa, NO MeHbluel Mepe, B nopsgke
ayguTa.

MaccoBas [0/18 eTyyux BelecTB He A0oKHa npesbiwath 2,0%.

6.4 CKopoCTb By/fiKaHU3auuu

MocTaBLWWK GyAeT NPoOBOAWUTL TECTUPOBaHWE Kax[oW napTuM ABYXKOMMOHEHTHOrO CU/I0KCAHOBOrO
3nactoMepa Ha CKOPOCTb ByJ/iKaHW3auuMu B COOTBETCTBMM CO cTaHgaptamm WNCO 3417 n WNCO 6502.
O6pasel, 6yaeT NoAroToBNeH B COOTBETCTBUM C NPOLLEAYpPOi, PeKOMEHA0BAHHON nocTaBLMkoM. CKOPOCTb
oTBEPXAEHMA OyAeT M3MepsATbCA MNPU PEKOMEHAOBAHHOW MNOCTaBLMKOM TemnepaType By KaHu3auun c
1cnosib30BaHMEM MOAXOAsLLEi PeosiorMyeckoli MeToauKW, Hanpumep, BUOpauMOHHOW peomeTpuun. [pu
MCNOMb30BaHNN PEOsIOTUYECKNX MeToAMK Bpems, Heobxogumoe Ansa  gocTmxeHus 90% KOHeYHOro

BpallalLLero MOMeHTa, A0/MKHO COCTaBIATb 3N1IEMEHT cneundukauny npoaykra.
MpumeuyaHune - MoxeT 6blTb UCNONL30BAH BUOPALMOHHBLIA PEOMETP A/ U3MEpeHus Bpallaiolero
rNIOMEHTA, 06pasyloLLerocs B CMeLIaHHOM MaTepuasne npu nepexose 13 K1LKOro COCTOSIHWS B COCTOsIHUE 3/1acTOMepa.

6.5 Pn3MKo-MexaHNYeckne CBONCTBA U XapakTepucTukn

Kaxpasa naptmsa BY/KAHWM3UMPOBAHHOINO CU/IOKCAHOBOrO 3nacTomepa  MNOANEXUT UCMAbITaHUIO Ha
MexaHn4yeckue CBOICTBa Mocfie By/nKaHu3auuu. VcnbiTaTenbHas niacTuUHa JO/HKHA OblTb NOATOTOB/EHA B
COOTBETCTBMM C MPOLEAYpPOii, pPEKOMEHAOBAHHOW NMOCTABLLNKOM.

ByneT cocTaBsieH nnaH OTBEpXAeHUs (Bpems U Temnepartyp), a Takke, npu HeobxoAMMOCTU, naH
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NOCTBY/IKAHW3ALMOHHO 06paboTKN.

MocTaBWwuK OGyfeT ykasbiBaTb Crefylolne MexaHUYyeckme XapaKTepucTuku, KoTopble 6yayT
N3MepATbLCA B COOTBETCTBUU CO cTaHAapTamu MCO 527-2. NCO 34-1 un NCO 48:

- yAnIMHeHne npu paspbise (%);

- npefen NpoyYHocTU Ha paspbis (MMa);

- HanpshkeHue Npu yannHeHun obpasua Ha 100% (MMa);

- conpoTuBneHne pasgupy. obpasel, B (kH/m);

- TBeppocTb (IRHD);

- OTHOCUTE/NIbHAsA NMOTHOCTb MW YAenbHbI Bec (Kr/m3.

7 [okymeHTauus

7.1 JINCT TEXHUYECKUX AaHHbIX

Mo 3anpocy u ANA  KaxAoro Tuna [ABYXKOMMNOHEHTHOrO BYJ/IKAHUM3UPOBAHHOIO CU/TIOKCAHOBOTO
afnacTomepa NOCTaBLMK [JO/DKEH NPefocTaBuUTb JINCT TEXHUYECKUX [AaHHbIX, COAepXalliuii no MeHbluel
Mepe criefyoLLyto UHdopMaLmio:

a) HauMeHoBaHve, agpec 1 Homep TenedoHa NocTaBLLVKa CbIpbS.

b) cnpaBoyHas MHgopMauus 0 NPOAYKTE;

C) peKkoMeHAoBaHHble npoueaypbl U YCNOBUA XPaHEHUS HecLMTOro marepuana B OpUrMHasIbHOM
HEBCKPbLITOM KOHTeliHepe 1 npeanonaraemMblii CPOK rO4HOCTU NPY 3TUX YC/IOBUSX;

d) pekomeHpoBaHHas npouefypa By/kaHu3auuu, BKIlOYas  PEeKOMEHAOBaHHble  npoueaypbl
CMeLUMBaHUs C COOTHOLWIeHVWeM uvacTeli A n B. pekoMeH[O0BaHHbIli Pexum By/KaHu3auun (Bpemsa u
Temneparypy) U peKoMeHA0BaHHble NOCTBY/IKAHU3ALWOHHbIE NpoLeaypbl, B Clydae He06XoaAMMOCTH:

e) Ananas3oH CBOWCTB C OnpejAesieHHbIMU MpefesnbHbIMU 3HAYeHsAMU crneuudmkaunii 1 mMetTogamu
UCMbITAHUSA, BKNOYAA YCNOBUA By/KaHW3aL My 1 NOCTBY/IKAHU3ALMOHHOV 06paboTku;

f) pekomeHfoOBaHHble MeTOAbl CTepuausauuu, BKIOY4AA W METOAbl, KOTOpble He OTHOCATCA K
peKoMeH0BaHHbIM;

) Nobble U3BECTHble OrpaHUYeHus WCNOoMb30BaHWA W/WAN 3asBfIEHUS O He pPeKoOMeH[0BaHHOM
npUMeHeHuu;

h) 6uonornueckne n usnyeckne xapakTepucTukM BY/IKAHN3MPOBAHHOIO CUIOKCAHOBOrO 3s1lacToMepa,
BK/tOYaA YCMOBMA MOATOTOBKM obpasua. Buonornyeckne xapakTepucTUKM AOSKHbI 6bITb MpUBEAEHbl B
UTOrOBbIX AaHHbIX MO UCMbITAHUIO HA 6UOCOBMECTUMOCTb;

i) Bpems, Heobxogumoe Ans pocTwkeHmsa 90% KOHeYHOro BpallaloLlero MOMeHTa, AO/HKHO ObiTb
yKkasaHo B cneuudukaumm npogykta (cm. MUCO 3417).

7.2 CepTudukat aHanmsa

Ana KaxAoin napTun BY/NKAHM3MPOBAHHOTO CW/IOKCAHOBOrO 3n1acTomMepa MNOCTaBLMK npeacTaBuT
cepTudmkaT aHanusa, B KOTOPOM MepPeuncnsaoTcs pesynbTaTbl UCNbITAHWSA, NPOBEAEHHOIO B COOTBETCTBUM
co cneuudmkaunamm n TpeboBaHMAMM, ykasaHHbIMK B pasgenie 6 HacToAwero ctaHgapTa, U cnegyiollee
3asBfeHne: «HacToAWwMA ABYXKOMMOHEHTHbIA CWU/IOKCAHOBLIA 3n1acToMep COOTBETCTBYET TpeboBaHuAM
KsanMUKaLMOHHOro TeCTUPOBaHNSA, onucaHHbiM B cTaHgapte MCO 14949 «MmnnaHTtaTbl Ans Xupypruu -
2nacTomepbl CU/IOKCAHOBbIE [ABYXKOMMOHEHTHbIE, MOJIyYEHHbIE MPU OTBEPXAEHUW B pe3ysibTare peakuun
npUcoeanHEHNN».
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MpunoxeHune A
(o6s13aTENbBHOE)

OnpejaeneHue BelWECTB, pacCTBOPUMbIX B rekcaHe

Al Uensb

TecT «BelecTBa, pacTBOpuMble B rekcaHe», KOpOTKO onucaH B EBponelickoii ®apmakonee [1J n
Mo3BONIAET OMNpefennTb COoeAnHeHUs, cofepXalinecs B CU/IOKCAHOBOM 3/1acTOMepe U 3KcTparnpyemble
reKcaHoM.

B pgaHHOM npunoxeHwn npueogutca 6onee noapobHas CcTaHAapTU3NpPOBaHHAs Ko/MYecTBeHHas
npoueaypa (agantMpoBaHHas wu3 Tekcta EBponelickoii  ®apmakoneun), no3sofsolas ob6ecneuntb
BOCMPOU3BOANMbBIE U CPABHUMbIE pe3ysibTaTbl.

A.2 OCHOBHOW npuHLUMN

OKCTpakumMs COefVHEHWId, pacTBOPMMbIX B TrekcaHe, W3 BY/IKAHU3MPOBAHHOIO Marepuana
(cvnnkoHOBOrO  3/1acToMepa) MPOBOAMTCA NOCPEACTBOM  pedd/IloKCHOM  KOoHAeHcauun. PesynbTarthbl
NpMBOASATCA B BUAE NPOLEHTHOW MaccoBoW A0/M ocTaTtka.

A.3 MoaroToBka obpasua

A.3.1 O6uwume cBegeHus

BynyT paccMoTpeHbl cneayoLme aa ciyyas:

- HEBY/IKAHWU3MPOBaHHBIW 3n1acTomep (He nogsepriuniics 06paboTke);

- yXe noggepriimiics obpaboTke BynKaHU3MPOBaHHbIA anacTtomep (Tpyoku n T.4.).

A.3.2 HeBy/nkaHU3MpOBaHHbIA 3n1acTomep

MaTepran f[O/KeH MoABepraThbCsl OTBEPXKAEHU C UENbH NOMYYEeHUS NAACTUHbI OAHOPOLHOW
TONWMHbl (2.0 £ 0.2) MM. C KOTOPOI/ MOXHO GyAeT npoBoAuTb (U3NYECKOe TeCcTUpOBaHUE (onpegeneHuve
COMPOTUBAEHUSA pa3aupy, Hanpumep, B COOTBETCTBUM CO cTaHgapTom VCO 34).

Ycnosusa oTBepxaeHus (TemnepaTtypa, BpeMs, faBfieHne, BTOPUYHOE OTBEPXAEHNME), 3annCbiBaOTCA 1
NpYBOAATCA BMeCTe C pe3yfbTatamu.

lMocne oTBepXAeHUsA NaacTMHa paspe3as3aeTcsl Ha KycOukum pasmepom 5 Mm x 5 MM c cobngeHnem
Mep NpPefoCTOPOXHOCTU NPW BbIMNOJTHEHUN 3KCMEPUMEHTA, YKa3aHHbIX B pasgene A.6.

FeomeTpus obpasuya OkasbiBaeT HENOCPELCTBEHHOE B/IMAHWE Ha pe3ynbTaTbl WUCMAbITAHMSA, MO3TOMY
pekomeHAyeTcsa NpuAepXuBaTbCA YKa3aHHbIX Bblle pa3MepoB AN obecneyvyeHuss BO3MOXHOCTU
nocrieaylolero cpaBHeHuss. Ecnn BblGpaHbl ApyrMe reomMmeTpuyeckre XapakTepucTukv, 3TO [O/KHO ObiTbh
yKa3aHOo Mnpu onucaHuy pesynbTaToB.

A.3.3 ¥xe nogseprwuniica o6paboTke «ByNKaHU3MPOBAHHbI» 3nacTomep
B cnyyae Tpy6OK nan apyroro o6paboTaHHOro Matepuana pekoMeHayeTcs, 4To6bl pasmepsl 06pasLos
COOTBETCTBOBa/IM YKa3aHHbIM Bbille. B 1l060M cnyyae pasmepbl 06pasLoB A0/MKHbI 6bITb NPUBEAEHDI.

A.4 PeareHTsbl
Bce peakTuBbl A0/KHbI UMETb CTEMEHb YNCTOTbI «pPeakTVBHAA YNCTOTa» WU «UYUCTbI 4151 aHa/IM3a».

A.4.1 n*lekcaH

A.4.2 3onponaHon, ANs O4NCTKM maTepuana n paboyeil NoBepxHOCTW.
A.5 Mpubopbl 1 cTekNAHHAA nocyga

CnepfyeT MCNosb30BaTb ONUCAHHBIE HUXE NPUOOPbLI U CTEKNAHHYIO Nocyay.

A.5.1 'pagynpoBaHHble NUMNETKN Ha 25 M. Knacc A.

A.5.2 llecTb CTeKAAHHbLIX K016 Ha 500 M. CMOCOGHbLIX BblAEPXMBATL MakCMMasibHY0 Temnepartypy
450 X .

A.5.3 CTeknsaHHble K0N6bl 500 M/ C KPYr/IbIM CTEK/IAHHBIM NEPEXOAHUKOM.
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A.5.4 CTeknsiHHble TpagyvpoBaHHble Kosi6bl Ha 100 mn.
A.5.5 CTeknsAHHble MepHble cTakaHbl Ha 100 mn.
A.5.6 KoHAeHcopbl.
A.5.7 ®nnbTp-BOPOHKA U3 CNEYEHHOTOo cTekna (KoathuumeHT nopnctocTu 4).
A.5.8 Konba gnsa BakyyMHoOW chunbTpayunu.
A.5.9 BakyyMHbIii Hacoc Ans unbTpaymu.
A.5.10 3nekTpoTepMuyeckan HarpesaTesibHas ycTaHOBKa A5 CTEKNSAHHbIX KONG6.
A.5.11 TepmocTaTupoBaHHas BoasHasa 6aHs, HarpeBaemas [0 TemnepaTypbl 100°C nog, KpbILLKOiA.
A.5.12 BeHTuaupyemasn neub c Temnepatypoii ot KOO'C go 105°C.
A.5.13 MNpo6koBble Ko/bLa A8 CTEKNSAHHbIX KON6.
A.5.14 CywwnnbHbIA Wkad, cogepxalinii cunnkarenb C UHANKATOPOM.
A.5.15 Kann6pylouiasa noBepXHOCTb U NieHkKa u3 nonutetpadtopatuneHa (MTPJI).

A.5.16 Ckanbnenb uayu Apyroe yCcTpoCTBO, NO3BOJISIOLLEE HAape3aTb paBHble KyCcOuks pasmepoMm 5
MM X 5 MM.

A.6.17 AHanuTuyeckne Bechl (C TOYHOCTbIO A0 0.1 mr).

A.6 Mepbl NPefoCTOPOXHOCTM NPU NPOBEAEHUN IKCNepuMeHTa

MpyMeHUMbl 06blYHbIE pekoMeHAaLMu no 6e3onacHoCTW. [OMKHbI GbiTh MPUHSATHI Cregytole Mepbl
NPeAoCTOPOXHOCTU:

- MpW HanMuMM Ha MaTtepuane MblAM Nepef Hapeskoli 06pasLoB CMbITb Mblfb AEMOHWU3UPOBAHHO
BOZOM 1 akKypaTHO BbICYLUMTb BNWTbIBatOLLEl GymMaroii 1 NOTOKOM BbICOKOOUMLLEHHOTO a30Ta;

- TWaTeIbHO OYUCTUTL MaTepuan 1 pabouyto NOBEPXHOCTb, UCMO/b3yeMyHo A1 Hape3ku afacTomepa:

- NPV NOMOLLY MPOMBIBHOM CK/ISIHKU NPOMbITh CTEK/ISIHHYIO NOCYy M30NPONaHosIoMm;

- Nepej CyLKOI OMoSOCHYThL CTEK/ISHHYIO NOCYY reKCaHoM;

- paBHOMEpHO OMOIOCHYTb KOHAEHCOP TeKCaHoM;

- [06GaBNTb HOBLIV BNAronorfioTUTENb, Kak TOMIbKO LBET UHAMKATOpA U3MEHUTCS.

A.7. MNpoueaypa

A.7.1 Yncno akcnepumMeHToB
OKCNepUMEHT AO0/IXeH MPOBOAUTLCA B Tpex MoBTopax, TO ecTb OyAeT npoBefeHO Tpu MOBTOPHbIX
BBeeHUsA.

A.7.2 SKcTpakyus

HapesaTb MaTepuan Ha paBHble KyCOYKM pa3mMepom Npubsn3nTesiHo 5 MM X 5 M.

B kaxayto CTeKNAaHHY0 Konby, NpoMbITYl0 N-rekcaHoM, nomectuTb 2,0 T (TOYHas HaBecka) matepuana
1 100 mn n-rekcaHa (M3 rpagyvpoBaHHOro unnuHapa). HaHectn MT®3-nneHKy Ha CTEKNSHHbIE TPYOKM.

OCTOPOXHO HarpeTb CMeCb B 06paTHOM KOHAEHCaTope B TeyeHne 4 4acos.

3aKpbiTb NPOGKOW KaXAYH CTEK/IAHHYIO KONBY N NOMECTUTb UX Ha NMPOBKOBbLIE KOJbLA.

OxnaguTb Konbbl B TeyeHne 1uyaca ¢ NoAcoeAnHEeHHbIM KOHAEeHCATOPOM.

A.7.3 dunbTpayua

BbICTpO OThMNbTPPOBaTh COAEPXKMMOE KaXA0N KOMObl Yepe3 CTEKNSAHHYI0 (OU/IbTPOBasIbHYI0 BOPOHKY
(koadhpmumeHT nopuctocTn 4). MNPOMbITh Kaxayl CTEKNAHHYI KONOy 1 huabTp M3 CNEeYeHHOro cTekna Tpu
pasa npumepHo 5 M n-rekcaHa. Cobpatb (hunbTpaTt B MepHyto konby o6bemom 100 mn. Jo6aBuTb N-rekcaH
[0 MeTK/ 1 nepemelLaTb.
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A.7.4 BbinapusaHue

MpubnnsntenbHo 3a 2 vyaca [0 BbiNapvBaHWA MOMECTUTb MEpPHble CcTakaHbl (npefBapuTenibHO
TapvpoBaHHble 1 NOMEeYeHHble CTOMKUM MapKepoM) B BEHTUIMPYEMYL0 neyb npu Temnepatype oT 100eC go
1058C Ha 1luyac. OxnaguTb B CyWUMIbHOM Likady B TeyeHve 1 yaca.

Mpyv nomowM rpafiyvupoBaHHOW nuNeTkM nepeHectn 25 M pacTBopa U3  Kaxaolh Konobl,
NPUroTOB/IEHHOTO B COOTBETCTBUM C pasfenom A.7.3, B KaxAbli M3 Tpex MepHbIX cTakaHoB no 100 wmn.
MomecTnTb MepHble CTakaHbl B KANSALLYIO BOASHYI0 6aHo, BbinapuTb NpubansmTenbHo B TeueHne 1 yaca u
BbICYLLMTb MEpPHble CTakaHbl, Cofepxallme ocTaTok, B BEHTUAMpPYyeMOli neun npu Temnepatype ot 100QC Ao
1058C B TeveHve 1 yaca. OxnaguTb MepHble CTakaHbl B CYLUW/IbHOM Lkadyy B TeueHne 1 vaca.

A.7.5 B3gewwunBaHue
Mo ogHOMY BbIHYTb MeEpHble CTakaHbl, COAepXaljue OCTaToK, M3 CylWAbHOro wkada. B3aBecuTb
KaXAplli cTakaH Ha aHaIMTUYEeCKUX Becax.

A.8 PacueTsbl
PaccuunTbiBalOT NPOLEHTHOE coepXaHne ocTaTka B KaX0M MEPHOM CTakaHe, UCNOJb3ys cnegylollee
ypaBHeHue:
% ocTatka = (T,- - W,) * 400 ru,
rae T,- macca nycToro crakaHa,
J1?, - Macca MepHOro ctakaHa c ocTaTKoM,
T.- HayaslbHas mMacca anactomepa.
Pernctpupytotca cnegyrouime nokasarenu:
a) UHAMBUAYabHble pe3y/bTathl;
b) cpegHwuii pe3ynbTaT TpeX aKCNepUMEHTOB;
C) CTaHAapTHOE OTK/IOHEHNUE;
d) oTHOCUTENbHOE CTaHA4apTHOE OTK/IOHEHME.

A.9 TexHnyeckne xapakrepucTtukm
KonuuecTBo ocTaTka, BblpaXeHHOe B NpoLieHTax (Maccosas f[0Ns), fO0/HKHO cocTaBNATb S 3 %.
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Mpunoxexne B
(o6a3aTenbHoE)

OnpegeneHue neTyuynx coefnuHeHni

B.1 Uenb

B HacTosleM NpuNoXeHUn onucaHa KonmyecTBEHHas MeToAuKa onpefenieHns fetTyynx COG,EI'I/IHeHI/IVI
B COCTaBe CUJIMKOHOBOIO ajlacTtomMepa.

[aHHas cTaHfjapTusMpoBaHHas npouedypa Obina afjantupoBaHa U3 cTaTbl  EBponeiickoi
dapmakonen [1], HO c 60AbWMMKM  NOAPOGHOCTAMU,  yyuTbiBAA  HEOOXOAUMMOCTb  NOSYYEHUS
BOCMPON3BOAUMBIX U CPaBHVUMbIX Pe3y/ibTaToB.

B.2 OCHOBHOI NpuHuuN

Co,u,ep)KaHme nety4dyero ocrtatka B BYJ/JIKaHU3MpPOBaAHHOM  MaTtepuasie onpegendeTtca nytem
BbICyLLINBaHUA, HarpesaHNA 1 B3BeLLMBaHNA.

B.3 MoaroToBka obpasua
CnepyeT BbINONHATL NOCNeAoBaTeIbHOCTb, NPUBEAEHHYI0 B pasdesne A.3.

B.4 PeaKkTuBbl

B.4.1 i30nponaHos, He HUXe «PeakTUBHOW YACTOTbI» UN «YUCTbIN AN aHam3a», 418 OUYUCTKU
martepuana v paboyeii NOBEPXHOCTH.

B.5 Mpunbopbl 1 cTeKNsAHHaA Tapa
B.5.1 ANlOMUHUEBbBIE KIOBETbI AMaMeTpPOM 86 MM, BbICOTOW 25 MM.
B.5.2 CywunnbHbIi wkad, cogepxalinii cuavkarenb ¢ UHANKaTOPOM.

B.5.3 Ckanbnenb unv apyroe ycTpoincTBo, N03BOMSAKLLIEE Hape3aTb paBHble KyCOYky pa3Mepom 5 Mm
X 5 MM.

B.5.4 BeHTunupyemas neub C ycTaHOBMEHHOW Temnepatypoin 200 °C.

B.5.5 AHanuTtnyeckue Bechl (C TOYHOCTbIO A0 0.1 mr).

B.6 Mepbl NpefoCTOPOXHOCTU NP NPOBEfEHUN SKCMEepPUMeHTa

JomkHbl  ObITb NPUMeEHEeHbl cnegylolme o06blYHble pekomeHgauun no 6e3onacHoOCT U Mepbl
npefoCTOPOXHOCTUN NPY NMPOBEAEHUN IKCNEPUMEHTA

- TWwaTtesibHO OYNCTUTb MaTepuan u pa6oqyro NOBEPXHOCTb, MCNO/b3YyEMYIO AN1A HAPEe3KN anacTtoMmepa:
- ,qO6aBMTb HOBbI/i BNAronorioTUTe b, Kak TONbKO UBeT MHAnKaTopa N3MEHUTCA.

B.7 MNMpoueaypa

B.7.1 YUncno akcnepuMeHTOB
OKCNepuMEeHT JO/KEH NPOBOAUTLCA B TPEX NOBTOPAX.

B.7.2 BboicywumBaHue o6pasuoB anactomepa
Hapesatb okono 30 r maTepuana Ha KyCOYKM pasmMepom npuoénmsuTensHo 5 MM X 5 MMm.

MpuénusutensHo 10 r pacnpegennTs paBHOMEepHO {M36erasi C/AUNAHUS KYyCOYKOB) B KaXAoin U3 Tpex
a/IlOMUHUEBBIX KIOBET 1 MOMECTUTbL KIOBETbI B CYLUM/IbHbIN LWikad Ha 48 yacoB.

B.7.3 BbicywnsaHue KioBeT

Ha cnepytowmii AeHb NOMECTUTb TPU NpefBapuTeNIbHO B3BELLUEHHbIE NYCTble afloMVHNEBbLIE KIOBETHI B
neyb npu Temnepartype 200°C Ha 4 yaca, a 3aTeM Ha 1 yac B CyLUU/IbHbIM WKag.

B.7.4 HarpeBaHue o6pa3LoB aslacTomepa B neuun
Mocne cywkn B TeyeHne 48 4acoB B CylIN/IbHOM LiKady nepeHocAT 10 r TOUHOW HaBecku MaTepuana
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(M3 nyHKTa B.7.2) B KaXayto 13 TpeXx BbICYLUEHHbIX NYCTbIX KI0BeT (M3 5.7.3), 3aTemM NoMeLaT 3TN KIOBETLI B
neyb npu Temnepartype 200°C Ha 4 yaca, a 3aTem Ha 1 4yac B CyLWNSIbHbINA LKad.

B.7.5 B3BewunBaHue
Mo opgHOMy BbIHMMAKT KIOBETbl U3 CYLWMWAbHOIO Lkada. B3BellMBalOT KaXAyl KOBeTy Ha

aHa/IMTN4YeCKnxX secax.

B.8 PacueThl
PaccunTbiBalOT MPOLEHTHOE COAEepXaHue neTyuMx BeLlecTB B KaxX[oi KioBeTe No crepytouei
dopmyne:
% neTtyuyux Bewects = [w, - (T,-T,)] * 100/T,
rae: T, - Macca nycToi KioBeThbl:
T,- Hava/sbHas mMacca anacTomMmepa.
T,- Macca KBeTbl C MaTepuasiom.
Peructpupytotca cnegyoume nokasaresnu:
a) MHAMBKAYasIbHblE pe3ynbTaThl;
b) cpeaHuii pe3ynbTaT Tpex 3KCNepUMEHTOB:
C) cTaHAapTHOE OTK/IOHEHME:!
d) oTHocuTenbHOE CTaHAapTHOE OTK/IOHEHME.

B.9 TexHMuyeckne xapakTepucTuku

CogepxaHue netyumx BeLWeCTB B CUINKOHOBOM 3/1acTOMepe, BbipaXKeHHOe Kak Maccosas [0/ B %,
[0/TKHO cocTaBAaATb S2 %.
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MpunoxexHune A
(cnpaBo4HOE)
CBeAEHMﬂ O COOTBETCTBUUN CCbIJTIOYHbBIX MeXAYyHapoAHbIX CTaHAaApPTOB
HaluMoHanbHbIM cTaHgapTam Poccuiickoin ®egepauuu
Ta6bnuua OA.1
O603HavYeHre CCbIIOYHOTO

MEXAYHAPOIHONO CreneHb O603HaveHre 1 HaMMeHoBaHWe COOTBETCTBYIOLLErO
COOTBETCTBUA HalMoHasIbHOro cTaHjapra

cTaHjapTa .
NCO 34-1:1994 -
NCO 48:1994 - ¢
NCO 527-2:1993 ¢
NCO 3417:1991 - ¢
MCO 6502:1999 - i
NCO 10993-1:1997 HoT FOCT P UCO 10993-1-2009 «WN3penvs meguuMHCKME.

OueHka 6M0/I0TMYECKOro feicTBUA MeANLMHCKNX
n3genwuii. Yactb 1. OueHka 1 uccnesoBaHus»
NCO 10993-5:1999 HoT FOCT P NCO 10993-5-2009 «M3nenust MeanuuHCKUA.
OueHka 61010rNYecKoro AeicTena MednLHCKNX
nsgenwuii. Yactb 5. MiccnefoBaHne Ha LMTOTOKCUYHOCTD!
MeToAbl in vitro.»
'COOTBETCTBYHOLLWMIA HALWOHA/bHBIV CTaHAAPT OTCYTCTBYET. [l0 ero yTBEPXAEHNS PEKOMEHYETCS
1CrO/Ib30BaThb NEPEBO, Ha PYCCKMI A3bIK AHHOTO MeX/AyHapoAHOro cTaHaapTa. [Mepesog AaHHOTo
MexayHapoAHOoro ctaHaapTa Haxoautes B ®efepasibHOM MHOpMaLMOHHOM (hOHAE TEXHUYECKUX PErTAMEHTOB U
CTaHJapToB.
MprvmMBYaHUeE-B HacTosLel TabnmLe 1CNoMb30BaHO CreaytoLLee YCIoBHOe 0603Ha4eHne CTeneHm
COOTBETCTBUS CTaHAAPTOB:
- IDT - MAEHTUYHbIE CTaHAaPTHI.
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