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MpeaucnoBue

1 MNOArOTOBNIEH O6wecTtBOM C OrpaHUYEHHON OTBETCTBEHHOCTbIO «LIUTORNpoekT» (000
«UNTOnpoekT») Ha OCHOBE COBGCTBEHHOTO ayTEHTUMYMHOFO MEPEeBOAA HA PYCCKMI A3bIK MEeXaYyHapOOHOro
cTaHaapTa, YKasaHHOro B MyHKTe 4

2 BHECEH TexHu4yeckuMm KOMUTETOM NO cTaHaaptusauun TK 453 «<MmMnnaHTaTbl B XMpyprumny»

3 YTBEP)XOEH W BBEAEH B OEMCTBMUE Mpukasom deaepan-HOro areHTCTBa MO TEXHUYECKOMY
perynupoBaHuio u Mmetponorum ot 12 pekadbpa 2014 r. Ne 2063-ct

4 Hacrosiluit ctaHaapT WAEHTUYEH MexayHapoaHoMmy ctaHaapty UCO 14949:2001 «MmnnaHTaThbl
ANns  XUpypruu. 3nactomepbl CUMOKCAHOBBLIE [ABYXKOMMOHEHTHbIE, MOSIyYEHHbIE NPU OTBEPXAEHUU B
pesynbTaTe peakuuu npucoeanHenusay (ISO 14949:2001 «Implants for surgery — Two-part addition- cure
silicone elastomersy)

Mpu nNpUMEHEHUM HACTOAWEro CTaHAapTa PeKoOMEeHAYEeTCA WCMNOoNb30BaTb BMECTO  CCbINIOYHbIX
MEeXAYHapOAHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM HAUMOHanbHbIe craHaapTbl Poccuiickoin depepauum,
CBEJEHUS O KOTOPbIX NPUBEAEHBI B AONOSTHATENBHOM NpunoxeHnn OA.

5 BBEOEH BINEPBbIE

lpasuna npumeHeHus Hacmoawezo cmaHdapma ycmaHosneHs! 6 FOCT P 1.0—2012 (pasden 8). MH¢popmauus
00 UBMEHEeHUSX K HacmosujemMy cmaHOapmy nyonukyemcs & exe200HoM (no cocmosaHuio Ha 1 aHeapsa mekyuwezo 2oda)
UHgopMayloHHOM yKkasamene «HayuoHanbHble cmaHdapmbly, a oghuyuanbHelll mekem UsMeHeHul U onpasok — &
eXeMecAaYHOM ¢hopMaylUoOHHOM yKka3amene «HauuoHanbHble cmaHOapmely. B crnyyae nepecmompa (3aMeHbl) unu
OomMeHb! Hacmosuweeo cmaHO0apma coomeemcmeyroujee ysedomneHue ydem onybnuKko8aHo 6 bnuxkaliliem 8birycKe
6XXeMeCcAYHO20 UHGOPMaUUOHHO20 yKasamensa «HayuoHanbHele cmaHdapmebiy. Coomeemcmeyowas uHgpopmMayus,
ysedoMeHUe U MmMeKCmbl pasmMewalomcs makxe 8 UHPOPMaUyUoHHOU cucmeme obuje20 [oNb308aHUS — Ha
ogpuyuansHom calime @elepanbHO20 aseHMCmea 0 MEXHUYECKOMY peeynuposaHulo U Memponoeuu & cemu
UnmepHem (gost.ru)

© CraHgapTtuHdopm, 2015

HacToswuii ctaHgapT He MOXeT ObiTb MOSIHOCTLIO MM YaCTMYHO BOCMPOW3BEAEH, TUPAKUPOBAH U
pacnpocTpaHeH B KauyecTBe OUUMAnNbLHOrO U3gaHusa Ge3 paspelueHus deaepanbHOro areHTcTsa no
TEXHUYECKOMY PETYNUPOBAHUIO U METPONOTUN
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BBegeHue

B HacTosiLee BpemA CUMUKOHbI AOCTYNHbI B MpoAaXe B paszHOOOpasHbiX PUMYecKux copmax u
cocrtaBax. [lpu nNpou3BOACTBE BYNKAHW3NPOBAHHbLIX CUIIOKCAHOBBLIX NPOAYKTOB YacTo WCNOMb3YOTCA
npouecchbl OTBEpPXAEHUA C MPUMEHEHWEM MeTannoB, CBOGOAHLIX pagukanoB u/unu aTtMocepHon
BMAa)XHOCTU. HacroAwwmin CcTaHaapT COAEpPXUT ONUCaHWe CUIOKCAHOB, YCMELUHO MWCMOMNb3yeMbiX Mpw
NPOW3BOACTBE UMMMAHTATOB, @ UMEHHO, ABYXKOMMOHEHTHbIX CUIOKCAHOB, MOMYYEHHbIX NPU OTBEPXAEHUU B
pesynbTaTe peakuuMu NpUcoeauHeHust (Ha OCHOBE MnaTuHbl). Hacrtoswwmin craHgapt Obin paspaboTtaH B
CBA3W C HeoOXOAMMOCTbIO CTaHZapTu3auuu Cbipbd, PeuenTypbl, MPOM3BOACTBA, TECTUPOBAHMUS
XapaKkTepucTuk U JOKYMEHTUPOBAHUSA  ABYXKOMMOHEHTHbIX  BYMKAHU3MPOBAHHbLIX  CMITOKCAHOBbIX
31aCTOMEpOB, NPeAHa3HaYeHHbIX 4N UCMONB30BAHUA B KAYECTBE UMMMAHTATOB ANS XMPYPruu.

[BYXKOMMOHEHTHbI  BYIIKAHM3MPOBAHHLIA  CMIIOKCAHOBLI  9nacTtomep npeacTaBnsieT  coboi
TepPMOOTBEPXAAEMbIA 31acTOMEp U UMEETCA B NPOoAaXKe B BMAE [ABYXCOCTABHOrO (HECLUMTOrO) NpoAykTa.
[Be yacTu anactomepa AOMKHbI ObITb NONHOCTLI0 CMELUaHbl B (OMKCUPOBAHHOM COOTHOLLIEHUM, NPEXe YeM
emy OyaeT npuaaHa copma B MPOLIECCE IKCTPY3UW, NUTHEBOTO MWIM MHXEKLUMOHHOIO NPECCOBaHUS U
CLUMBaHUA NMpPU BbICOKUX TEMMEpAaTypax.
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HALUVWOHANBbHBLIAN CTAHOAPT POCCUNCKOW GEAEPALUMN

MMMNNAHTATbLI AnA XUPYPrmn

dnacToMepbl CUSIMKOHOBbIE ABYXKOMMOHEHTHbIE, NosfyYeHHble NMPU OTBepXAeHuU B pe3yrnbraTte
peakuuu npucoeguHeHua

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

Dara BBepeHnn—2016—01—01

1 ObnacTtb NpuMeHeHus

HacTosimi craHaapT ycTaHaBNUBAET XapakTEPUCTUKM U COOTBETCTBYIOLLME METOAbl UCTILITAHUS Ans
JBYXKOMMOHEHTHOrO BSAISKOrO UMK >KUZAKOTO CMITOKCAHOBOTO 3riacTomepa, MOofy4YeHHOro Npu OTBEPXKAEHUN B
pesynsTarte peakumn NpucoeanHEeHUs U NpegHa3Ha4YeHHOro Ans NPOU3BOACTBA (YACTUYHO WM MOMHOCTLIO)
XNPYPrUvecKnX MMMNIaHTaToB.

2 HopmaruBHbIe CChINKU

B HacTosiem ctaHgapTe MCnonb30BaHbl HOPMAaTUBHBIE CCbINKKM HA CneayloLwme cTaHaapThbl:

MCO 34-1:1994 Kayyyk BYNKAHW3OBAHHbLIA MMM TEPMOMMACTUYHbIN. OnpegeneHne CONpOTUBIIEHUSA
pa3gupy. Yactb 1. PasaBoeHHbIe, YINOBbIe U cepnoBuaHbie o6pasupl (ISO 34-1:1994, Rubber, vulcanized or
thermoplastic — Determination of tear strength — Part 1: Trouser, angle and crescent test pieces)

NCO 48:1994. Kayuyk BynKaHU30BaHHbI Unv TepmonnactuyHbii. Onpegenenue tBepaoctu (ot 10 go
100 IRHD) (ISO 48:1994, Rubber, vulcanized or thermoplastic — Determination of hardness (hardness
between 10 IRHD and 100 IRHD))

NCO 527-2:1993. MNMnactmaccel. OnpegeneHne MexaHW4eckux CBOWCTB Npu pacTskeHuu. Yactb 2.
YcnoBua wuCNbITAHWA ANS NUTbEBbIX W 9KCTPY3UOHHbLIX nnactmacce (ISO 527-2:1993, Plastics —
Determination of tensile properties — Part 2: Test conditions for moulding and extrusion plastics)

NCO 3417:1991. Cmecb pe3uHoBas. OnpeaeneHue BYNKAHWM3AUMOHHbLIX XapakTepUCTUK C
UCcnonbL3oBaHueM BynkameTpa ¢ konebniowmmesa potopom (ISO 3417:1991, Rubber — Measurement of
vulcanization characteristics with the oscillating disc curemeter)

NCO 6502:1999. Kayuyk. PykoBoaCTBO Mo npumeHeHuto BynkameTtpos (ISO 6502:1999, Rubber —
Guide to the use of curemeters)

MNCO 10993-1:1997. OueHka Buonormyeckas MeauuMHCKUX usaenuin. Yactb 1. OueHka U UCNbITaHus
(ISO 10993-1:1997, Biological evaluation of medical devices — Part 1: Evaluation and testing)

NCO 10993-5:1999. OueHka Ouonormueckas MeauUMHCKUX usgenuin. Yactb 5. McnbitaHus Ha
LMTOTOKCMYHOCTD in vitro (ISO 10993-5:1999, Biological evaluation of medical devices — Part 5: Tests for in
vitro cytotoxicity)

3 TepMuHbI U onpepeneHns

B HacTofweM cTranaapte NpUMEHEHb! Cneayiowme TEPMUHLI C COOTBETCTBYIOLLIMMU ONpeaeneHUsMU.

3.1 xaranusatop (catalyst): OpraHomeTannuueckuin KOMNMEKC, OObIMHO coAepXalmii NNATUHY,
3aMeLLeHHYI0 nuraHgamu, COCTOSILUMMM U3 COOTBETCTBYIOWEW KOMOMHauuu yrnepoaa, BOAoOpoAaa,
Kucnopoja, Xmnopa WAM CUAMKOHA (32 WCKIMIOYEHUMEM apoMaTUUYECKUX Kornel), KOTOPbIn WHULMUpyeT
XUMUYECKYIO PeakLMio Mexay NoSIMMEPOM U CLUMBAIOLLUM areHTOM.

MpumMmedyaHue- Katanusatop MoXeT GbITb pacnpeAeneH B CUIOKCAHOBOM OSIUrOMepe, NONUMepe Unu ux
cMecu, Hanpumep: RMe>SiO(SiMe20),(SiMeR'0),SiMezR, rae R u R' npefcTasnsoT cob6oil METUNBbHBIE UKW BUHUNBHEIE
rpynnsi.

3.2 cuwmBaomun areHTt (crosslinking agent): MoHomep, nonumep, cunukat unu nbdas ux
KOMOMHauma, 06bIMHO uMetowas CcTpyktypy R"Me,SiO(SiMe,0),(SiRMeO),SiMe;R", rae R" 06biMHO
npeacrasnAeT coboW METUMbHYIO Tpynny wunu Bogopoa, oGecneuyuBalolMe MONEpevHoe CBsI3blBaHUE
napannenbHbIX NONIMMEPHbIX Lenen.

U3paHue odpuumansHoe
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MpumeuaHue - [lNepes BynkaHu3auueli pekomeHayeTcsa (He TpebyeTca B 06s3aTesibHOM nopsigke)
Mcnonb3oBaTb M36bLITOK SiH, Ana Toro 4To6bl 06ECNeYnTb MOJIHYI BY/IKAHU3ALMIO U OTCYTCTBME OCTATOYHbIX KPEeMHWIi-
BUHU/IbHbIX PEAKTUBHbLIX OCTATKOB, YTO MO3BOJINT JOCTUYb ONTUMA/IbHON CTAbUNBLHOCTK 3nacToMmepa.

3.3 HanonHutens (filler): AKTUBHbI HanoAHMTENb (4719 Leneli HaCToSAWero ctaHgapTa) - cuankar uam
BbICOKOOUMLLIEHHbIA aMOPOHbIA ANOKCUA, KPEMHUS

MpumevyaHwne"! - Takue areHTbl M3BECTHbl MOA TOProBbIM Ha3BaHMEM KON/IOMAANbHON [BYOKUCU KPEMHUSA
UM 0CaXAeHHOro AMoKCUAa KpeMHUs.

MpumeyvyaHne?2 - [IBYOKUCb KPEMHUA MOXeT ObiTb o6paboTaHa CUANAUPYIOWMMUK areHtamu, Hanpumep,
umerwmnmm popmyny MesSiX nnn Me2SiX2, rge X - aTo rugponmsyemas rpynna, WM nosmMcuioKCaHoOBbIM OSIMTOMEPOM C
chopmynoii HOMe2Si0(SiMe20)p(SiMeR0),SiMe20H, rae R - MeTunbHas WM BUHWIbHAA rpynna.

MpumevyaHune3 - YNpouHAOLWMMK CBOKCTBAMU MOTyT 06nafatb COefMHEHUs, npugalolwme anactomepy
PEHTreHOKOHTPAacTHOCTb, Hanpumep, BaSCXt.

3.4 nurnéuTop (inhibitor): CoegnHeHne nn martepuasn, obnagawuwme CnocobHOCTLIO 3aMeaNAaTb WK
OCTaHaBNMBaTb XMMWYECKYIO peakuuio, Hanpuvep, cluMBaHue

3.5 cepus (lot): OnpegeneHHoe KONMYECTBO MaTepuasa, NPOM3BOAMMOE B pamMKax OAHOCTaAMIAHOro
WAM MHOFOCTaAMIHOrO npouecca TakuM 06pa3oM, UTO MOMYYEHHbI MaTepuan MOXEeT cuuTaTbes
FOMOTE€HHbIM.

MpumeuyaHune-B cnyyae HempepbIBHOTO npouecca TEPMUH OTHOCMTCS K OMpegesieHHON [0/se Npoaykuuu,
xapakTepusytouielics 3afaHHON OfHOPOAHOCThH.

3.6 npoussogutens (manufacturer): KomnaHusl, nNpoM3BOASALLAA paccMaTpuBaeMoe [OTOBOE
MeOUUMHCKOe YCTPOICTBO

3.7 cbipbe (raw materials): MaTepuasnbl, ©3 KOTOPbIX MPOM3BOAMTCSA  [ABYXKOMMOHEHTHbIN
CW/IOKCAHOBBIN 3n1acToMep, NOosyYEeHHbIV NpU OTBEPXAEHUM B pe3y/ibTaTe peakuum npucoeguHeHus

3.8 cunokcaHoBblli anactomep (silicone elastomer): CvHTeTUYeckas pesvHa, MOJlydYeHHas nyTem
nonepeyHoro CBsA3bIBaHWS Leneli CUI0KCAHOBOIO MNOAMMEpPa, WCXOAHO COCTOSWMX U3 MOBTOPSOLUMXCA
CMIOKCAHOBbIX OCTATKOB.

Mpumep

M e R M e

l. I . l.
—8§—0—Si—0—si—
| | |

M e R M e

rge: R - 310 dheHunbHasn, dTopugHas, TMAPOKCUNbHAsA, alkunbHasa wam gpyras nogxogswiasi
opraHuyeckas rpynna;
Me - 3710 —CH3.

3.9 cunukoHoeblii nonumep (silicon polymer): Jlio6oii nonumep waM KOMOGWHaUMS MOSIMMEPOB
cpenHell Unn BbICOKOW MOJEKYNSAPHOM Macchbl co CTPYKTypoit RMe2Si0(SiMe)x(SiMeR'0)ySiMe2R, rge R,
Kak npaBwno, npefcTaBnsieT CO60/ METU/bHYI, BUHWUBHYKD WM TUAPOKCW/IbHYHO Tpynny, HO MOXeT
ABMATLCSA Takke (PTopuaHONR, PeHnNbHOM 1N Apyroi rpynnoi.

Mpunmepl
Mpumep?2
Me R _Me _ Me
| " é
Me—Si—0 — S i-0 - —O0 —0—Si-Me
| N x| —y |
Me Me Vi Me
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Mpumep3

rge: Vi - ato —CH=CHZ2;
Me - 3aT0 — CH3;
R n R' - meTunbHas, peHUnbHas Uam gpyras noxogsuias opraHuyeckas rpynna.
MpumeyaHune - OnpeaeneHve noauMepa W €ro 3aMeLeHHbIX TPynn NPUMEHSIETCA B OYEHb LLUVPOKOM
CMbIC/le, U B 3afa4yyM HaCTOSLEro cTaHAapTa He BXOAWT OrpaHMyeHne vucna Wim Tuna coAepXalimxcs B nonuMepax
3aMeCTUTEeNIbHbIX [pynn, OAHAaKo B paMkax 3ajady [aHHOro cTaHgapTa onpedesieHMe OTHOCUTCA TOMbKO K Tem
martepuanam, A1 KOTOpbIX AOCTYMHbl AOKIMHUYECKME [aHHble O GMOMOTMYECcKOi COBMECTMMOCTU (CM. pasgen 5) wu
MMmeeTcsa nofpo6Has uctopus 6e30MacHOro MeXxayHapoAHOro MCNosib30BaHUsl B COCTaBe UMIMIAHTATOB.

3.10 nocTaBWwM K (supplier): KomnaHusa, koTopas npou3BoAUT W/uAn nocTaBnsieT ABYXKOMMOHEHTHbIN
CUIOKCAHOBbLIW 3/12aCTOMEpP, UCMO/b3yeMblli B NPOM3BOACTBE paccMaTpnuBaemMoro MeAnLMHCKOro yCTpoicTBa.

3.11 nonuTO4YHbI MaTepuan (treating agent): MoHomep, onUromep WAW MNOSUMEP, UCNOJIb3YEeMblii
[N NOKPbITUSA HapPYXHOW NOBEPXHOCTU OKCMAA KPEMHUS C Leflbl0 YMEHbLUEHUSA ero peakTUBHOCTY.

3.12 ABYXKOMMOHEHTHbIA BYNKaHU3WPOBaHHbI/A CUIOKCAHOBbLIA 3nacTtomep (two-part addition-
cure silicone elastomer): 9nactomep, o6pa3oBaHHbIi B pe3ynbTaTe MNONEPEYHOW CLIMBKUM MOJMMEpPHbIX
CMNOKCAHOBbLIX Lieneii B npouecce peakuyum Mexny BUHWUAbHbIMU (DYHKLWOHANbHBIMU TPyNNaMyu BUHUIbHOTO
CMNOKCAHOBOTO MOANMEpPA U KPEMHUATUAPUAOM, BXOAALWMM B COCTaB ClLUMBAIOLWLEro areHTa, BbIMOSHAOLWEro
dyHKuMn SiH

MpumeuyaHne - Peakuyna TpebyeT NpUCYTCTBMS KaTasM3aTopa; Kak npasuio, 3T0 - OPraHoOMeTasl/IMYecKuii
KOMMNIEKC nnaTuHbl.

Mpumep
KaTtanu3sartop c
KOMM/1EKCOM
nAaTuHbI
= Si—CH= CH2 + H—Si= - — =Si—CH2—CH2—Si=
Monumep CwuBatownii 3nactomep
(OKnaKunin) areHT (TBEPAbIN)

(OKnaKunin)
r4e = COOTBETCTBYeT OCTaBWMMCS BasieHTHOCTAM Si.

4 Peuyentypa

41 CoctaB
B cocTaBe peuenTypbl cieayeT UCNOMb30BaTh ONpefesieHHoe Cbipbe, ykazaHHoe B Tabnuue 1.

Ta6nuya 1- O6WMIA cocTaB peLenTypbl ABYXKOMMNOHEHTHbLIX CU/IOKCAHOBbLIX 3/1aCTOMEpOB,
MOJIyYEHHbIX NPV OTBEPXAEHUN B pesy/nbTarte peakuun npucoeuHeHus

KomnoHeHT MpoueHTHbIA grnana3oH
(% maccoBast gons)
CunnokcaHoBbIi nonumep ot 60 go 80
AKTUBHbI/ HaMoNHUTENb MeHee 40
CwuBalWwmnin areHt or 1805
Kartanusartop < 0,5
WNHrméuntop <10

4.2 OueHKa cbipbs
Kak npu paspab6oTke npoaykTta, Tak v B nopsijke ayauta (He MeHee OAHOro pasa B rog WU Ha Kaxaoi
JecsToli napTum nNpoAykTa) nocTaBLMK ABYXKOMMNOHEHTHOrO BYJ/IKAHU3MPOBAHHOIO 3nacToMepa [AOJIKeH

3



FOCT P UCO 14949—2014

NPOBOAUTL OLEHKY Chipbs (CM. 3.8) cneayowmm o6pa3om.

a) CTpykTypa U OyHKUMOHASBbHbIE XapaKkTepuCTUKW nonumepa

CTpyktypa U (PYHKUMOHANbHbIE XapakTepUCTUKW UCMOMb3yeMoro(bix) nommmepa(oB) AOMKHA
onpeaensitbCA  COOTBETCTBYIOLLUMM  METOAOM, Hanpumep, npu  NOMOLWM  MarHUTHO-PE3OHAHCHOro
CNEKTPOCKONUYECKOro aHanu3a (4ONonHUTENbLHaA WHpopMaumsa npuseaeHa B cobinke [2]).

b) YucroTa gnokcuaa KpeMHUA

Uucrota MCNonb3yemMoro [AMOKCHAA KPEMHUSA AOMKHA OLEHMBATLCA NPU MOMOLUM 3MEMEHTHOrO
aHanusa unu nodbiM APYrUM Noaxoaswum metoaom. Pesynbrar cneayer npeacTaBuTb B CreayloLlen
dopme: (Mr Si nonydeHHoro/TeopeTnyeckasa macca) x 100 = % maccosas gons Si.

¢) CTpyKTypa ¥ YucToTa NponUTOYHOro(bIX) peareHta(os)

CTpyKTypa M u4ucroTa nNponMTOYHOro(blX) areHta(oB) AOIDKHbI ONPeAenATbCA COOTBETCTBYIOLLUM
METO/IOM, HanpuMep, npu noMowm WHEPaKPaCHON CnekTpockonuu (aononHUTENbHaA uHdopmauus
npusegeHa B ccoinke [2]).

d) CtpykTypa clumBatowero(ux) areHta(oB)

CTpykTypa M uuctoTa clumBawowero(Mx) areHta(oB) AOMKHbI ONpeAensitbCl COOTBETCTBYIOLLUM
METOAOM, HanpuMep, npu NOMOLUM MHAPAKPACHOW CnekTpockonuu (AONONHMTENbHAa WHpopMaums
npueegeHa B coblrike [2]).

€) Yucrorta uHrmbutopa

YucroTta MCnonb3yemMoro MHrMoUTopa A0IbkHa ONpeaensaTbCa NP NOMOLLM COOTBETCTBYIOLLIErO aHanusa u
JOrKHa npesbIwaTtb 95% Maccoyio 40N (A0NONHUTENBHAA MH(popMaLUua npuseaeHa B CCbinke [2]).

f) CTpykTypa uHrubutopa

CTpykTypa uHrnéutopa AomnxkHa GbiTb ONpeaensaTbCa NOAXOAALMM METOAOM, HaNpuUMep, NpyU NOMOLLIN
WMHPaKpPacHON CNEKTPOCKONUM (4ONONHUTENbHAA MHOpMaUUA NpuBeaeHa B CCbisike [2]).

5 BnocoemecTumocTb

Buonoruyeckue n duandeckme CBOMCTBA BYMNKAHM3MPOBAHHOTO CUSMOKCAHOBOrO 3nacromepa BO
MHOFOM 3aBMCAT OT COCTaBa [ABYXCOCTaBHOrO CTapTOBOr0 Marepuana. YCrnosuss nNpou3BOACTBA
CUITOKCAHOBbLIX KOMMOHEHTOB (SKCTPY3US UMK NUTBE) TaKKE MOryT OKa3blBaTb BUSHUE HA Buonornyeckue un
du3anyeckne ceoiicTBa. Banugaumua u NOCTOAHCTBO XapakTepPUCTUK NPOAYKLIMKU AOIDKHLI COCTaBAATL 4acTb
cuctemMbl obGecneyeHns kadectsa nocraslymka. [Ans Toro 4tobbl o6ecneynTb MOCTOSHCTBO XapakTepucTuk
KOHEYHOr0 NpoAykTa, NPOU3BOAUTENb AOIMKEH YAOCTOBEPUTLCA B TOM, UTO NOCTaBLUMK NpeaAnpUHUMMAaET
Mepbl AN KOHTPONSA napaMeTpoB NMPOU3BOACTBA UM COCTaBa B COOTBETCTBMM CO ctaHaaptamu NCO 9001,
NCO 14969 u Hagnexawlein Npou3BOACTBEHHOW npakTukon. Kpome TOro, Banugauyusa npouecca AOorkHa
BKMo4aTh B ceba BUOMOrMYECcKyO OLIEHKY, Tak Kak NPOAYKT MOXET CoAepaTb 3arpsi3HAIOWNE KOMMNOHEHTBI,
a (YHKUMOHAmMbHbIE TPYNMbl, BXOAALUME B COCTAB CUIIOKCAHOBbLIX 3NaCTOMEPOB, MOTYT BAMATb HA UX
BUONOrMYECKYIO aKTUBHOCTD.

HemoHcTpaumsa BMOCOBMECTUMOCTHM AOSTKHA ObiTh YCTAHOBNEHA B COOTBETCTBUM CO cTaHaapTom MCO
10993-1. UcnbiTaHua cnegyet NPOBOAUTL Ha dTamne OLEeHKM KayecTBa marepuana, a 3aTem NoBTOPATb Kak
MWUHUMYM OAWH pa3 B 5-10 ner.

6 XapaktepucTukm n TectuposaHue

6.1 MNoaroToBka UcnbiTaTeNbHOW NAACTUHbI

WcnbiTatensHasa nnactuHa TonwmHon (2 £ 0,2) Mm AOMmKHa ObITb NOATOTOBIIEHA B COOTBETCTBUU CO
craHgaptom WCO 34-1 ¢ wuCNONMb30BaHMEM PEKOMEHAOBAHHOW CXeMbl BYJIKaHW3auuMW, a Takke
NOCTBYNKaHU3aLMOHHON 06paboTKM.

6.2 \neHTUYHOCTbL

Ona Toro 4tobbl NpoaHanuM3upoBaTb BYSIKAHW3UPOBAHHLIA CUMOKCAHOBLIA 9NacTOMEp, ONUCaHHbLIN
HWXKe, aHanu3 AOJMDKEH NPOBOAUTLCS NO MEHbLUEN Mepe B nopsiake ayauTta. [nactuHa anacromepa gormkHa
nccneaoBaTbcs Npu MOMOLM MHppakpacHoi abcopBbLUMOHHON CnekTPoOTOMETPUM C 3anMCbi0 CnekTpa
METOAOM MHOFOKPaTHOrO MpEenoMneHns Ana TBepabix BewectB. MakCuMym MNOrnOLEeHUs [OSMKEH
COCTaBMATb NPUBNM3NUTENBHO

(2962  5) cm™', (2906 £ 5) cm™', (1260 + 5) oM™ n oT (1094 + 5) cm™ o (1022 + 5) om™.

6.3 AHanus YMCToThbI
6.3.1 3arpsAsHeHue MeTannamm
Kaxkgast napTs ABYXKOMMOHEHTHOIO BYJIKAHW3MPOBAHHOIO CMIOKCAHOBOIO 9nactomepa AosmkHa ObiTb
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npoBepeHa Ha nNpuMMecb MeTannoB. BynkaHM3MpOBaHHLIN 3racToMep AOIDKEH MPOWTU TECTMPOBAHME WU
COOTBETCTBOBATb YKA3aHHbIM HUXE XapakTepucTukaMm COAepXKaHusi MeTannuMyeckux npumecen. Ecnu oauH
M3 MeTannoB BXOAWT B COCTaB peuenTypbl anacromepa (Hanpumep, BaSO,), OH He noanexur
TECTUPOBAHUIO BMECTE C NMPUMECSAMMU.

Al<200 x 10

P, Ti,Fe <50 x 10™°

Na, Mg, Ca< 100 x 10°°

Sb, Ge, Mn, Mo, Pb, Sn, Cr, Bi, V, Ag, Co, Ni, Cu, Zr, Ba, As, Zn, Se, Cd, Hg, TI<10 x 107

I puMedYaHUNne— I'Ipe,qeanble 3Ha4YeHUA OTHOCATCA K KaXXJOMY U3 SJIEMEHTOB.

6.3.2 3arpsisHeHMe MeXaHM4YeCKUMM YacTuLamMm

Kaxxgasi napTus AByXKOMMOHEHTHOIO BYJIKAHU3MPOBAHHOIO CUMIIOKCAHOBOTO 3nacTtoMepa A0SkHa ObiTb
npoBepeHa MOCTaBLUMKOM HA MpPUMECb TBEPAbIX 4Yactuy. [OmkHbl ObiTb MOAFOTOBMEHbl  JUCTI
BYNKAHM3NPOBAHHOIrO 9anactomepa pasmepom 100 mm x 100 MM X 2 MM, B COOTBETCTBUM C
pEeKOMEHA0BaHHOM npoueaypon. Mpu HabnwoaeHun ¢ ysenudeHmem 10° B COOTBETCTBMW C UCMOMNb3YEMbIM
METOOM 3arpsi3HeHMe MeXaHU4YeCcKMMM YacTuLamu [AOIDKHO COOTBETCTBOBATb AManasoHy AOonyCTUMOro
3arpsA3HeHus, npeacTaBrneHHoMy B Tabnuue 2.

Tabnuya 2. —3arpsgasHeHNe MEXaAHUYECKUMU YaCTULLAMU

Pasmep yactuy Konu4yecrso yactuy
MKM
=400 OTCyTCTBYIOT
ot 399 go 300 Makcumym 2
ot 299 go 200 Makcumym 4
ot 199 go 100 Makcumym 4

6.3.3 LIuTOTOKCUYHOCTDL

Kaxpgas naptua npoaykta AomkHa ObiTb NMPOBEPEHA HA LUUTOTOKCUYHOCTb B COOTBETCTBUM CO
ctangaptom MCO 10993-5. TecTupyemblii maTtepuan He AOSDKEH OKasblBaTb LMTONaTM4eckoro addekra B
OKPY>KHOCTU MaTepuana u B KynbType.

6.3.4 BewecTtBa, pacTBOpUMbIE B reKCaHe

OnpegeneHve BELLECTB, PaCTBOPUMbIX B rekcaHe, Oyaet npoBOAMTLCA B COOTBETCTBMM C METOAOM,
OMUCAHHBbIM B MPUMOXeHUn A. 3TOT aHanu3 OyaeT NPOBOAUTLCA C NAPTUAMMW NPOAYKTA, NO MEHbLUEN MEpe,
B nopsajake ayauta.

[Nocne akcTpakumMmn 1 BbinapuBaHUA 0CTaTOK He AOSMKEH npeBbiaTe BecoBon aonu 3%.

6.3.5 OnpegeneHue neTyymx coeaMHeHUNn

OnpegeneHne neTy4nx coefuHeHuin Byaet nNpoBOAUTLCS B COOTBETCTBUMM C METOAOM, ONMUCAHHLIM B
npunoxeHun B. 3ToT aHanu3 OyaeT NpoBOAWUTLCA C MapTUAMK MPOAYKTA, MO MEHbLUEN Mepe, B NOpsaake
ayauTa.

MaccoBas fonsa neTyvmx BeLecTB He AormkHa npesbiwaTth 2,0%.

6.4 CKOpOCTb BysfiKaHU3aLumn

MocraBwwmk OyaeT npoBOAMTE TECTUPOBAHUE KAXAOW MapPTUM ABYXKOMMOHEHTHOrO CUIOKCAHOBOTO
anacTtomepa Ha CKOpPOCTb ByfKaHuM3auuum B COOTBETCTBMM cO craHgaptamu NCO 3417 n NCO 6502.
O6pasey 6yaeT NoAroTOBNEH B COOTBETCTBMM C NPOLEAYPON, PEKOMEHAO0BAHHON NOCTaBLMKOM. CKOpPOCTb
oTBePXKAEHUA OyneT U3MEPATLCA MPU PEKOMEHAOBAHHOW NOCTaBLUMKOM TEMMepaType BynKaHu3auun ©
UCMONb30BaHMEM MNOAXOASALLEN PEONorMyeckon MeToAuKU, Hanpumep, BUOPaALMOHHON peomeTpun. Mpw
MCNONb30BAHMN PEONONMYECKUX MeTOAUK Bpemsi, Heobxoammoe ana aoctmwkeHuss 90% KOHEYHOro
BpaLLaKoLLEero MOMEHTA, JOMMKHO COCTaBAATb 3NEMEHT cneumdukaumm npoaykra.

MpunmMeyaHUe— MoxeT BbITb UCnonNb3oBaH BUOPaALMOHHBIR peoMeTp ANSA U3MepeHUs BpallatoLllero
MOMEHTa, o6pa3yr0Lu,eroc;| B CMellaHHOM MaTepuane npu nepexoge 13 XMAKoro COCToAHUA B COCTOAHUE anacTomMepa.

6.5 PU3nMKo-mMexaHn4yeckue CBOMCTBA U XapaKTEPUCTUKH

Kaxxgas naptus BynNKaHU3MPOBAHHOrO CUMOKCAHOBOrO 3nacTtoMepa MNOAMEXMUT WCMbITAHUIO Ha
MexaHu4eckue CBOWCTBA MOCMe BynkaHu3auuu. McnbiTaTrenbHas nnacTtuHa AoskHa ObiTb NMOArOTOBIIEHA B
COOTBETCTBMM C NPOLEAYPON, PEKOMEHAOBAHHON NOCTaBLUUKOM.

ByneT cocraBneH nnaH OTBEPXAEHWA (BPEMSA U TEMMNepaTyp), a Takke, Npu HeobXxoAMMOCTM, NNaH
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NOCTBYJIKAHU3AUMOHHON 06pabOTKM.

MocraBwmk OyneT ykasbiBaTb CreaylolMe MexaHW4ecKne XapakTepucTuku, KoTopble OyayT
N3MepATLCA B COOTBETCTBUM cO cTaHaapTtamu NCO 527-2, NCO 34-1 n UCO 48:

- yanvuHeHue npu paspoise (%);

- Npeaen NpPoYHOCTU Ha paspeiB (Mla);

- HanpsbkeHne npu yanuHeHun obpasua Ha 100% (MMa);

- conpoTuBneHue pasaupy, obpaseu B (kH/m);

- TBepgocTtb (IRHD);

- OTHOCUTENbHAA NNOTHOCTb UNWU YAENbHbLIN BEC (KF/MS).

7 JokymeHTaums

7.1 JINCT TeXHUYECKUX AAHHbIX

Mo 3anpocy M Ana Kaxgoro Tuna [ABYXKOMMNOHEHTHOrO BYNKAHU3UPOBAHHOTO CUMOKCAHOBOTO
anacTtomepa NOCTaBLUMK AOIDKEH NPefoCTaBUTb JIMCT TEXHUYECKMX [AaHHbIX, COAEMKALLMA NO MeHbLUen
Mepe creayoLyo MHgopmMawmio:

a) HauMeHoBaHue, agpec U HoMmep TenedOHa NOCTaBLLUMKA CbIPbS;

b) cnpaBoyHas uHopmaLma 0 NPOAYKTE;

C) PEeKOMEeHAOBaHHble Npoueaypbl U YCMOBUA XPAHEHMA HECLUMTOro mMatepuana B OpPUrMHaNbHOM
HEBCKPbLITOM KOHTENHepe W npeanonaraeMblii CPoK roAHOCTU NPU 3TUX YCMOBUSAX;

d) pekoMmeHZoBaHHAsE npoueaypa ByMKaHM3auuu, BKIOYAs PEKOMEHAOBAaHHble  Mpoueaypbl
CMEeLUMBaHUS C COOTHOLUEHMEM 4acTeid A u B, pekoMeHAOBaHHbI pexum BynkaHusauuum (Bpems u
TeMnepartypy) U pEKOMeH0BaHHbIE MOCTBYKAHM3ALMOHHbIE MPOLUEAYPbI, B Cry4yae HeoBXoaMMOCTH;

€) AuManasoH CBOWCTB C ONPEAENEHHbIMU NpedernbHbIMU 3HaYeHUsSMU cneumdukaumum u MeTogamm
UCMbITaHUS, BKINOYas YCroOBMSA ByNKaHU3aLUuu U NOCTBYMNKAHW3aUMOHHOW 06paboTku;

f) pekomeHOOBaHHbIE METOAbl CTepUnM3auMu, BKIIOYAsi U METOAbl, KOTOPbIE HE OTHOCATCS K
pPEKOMEHAO0BAaHHbIM;

g) nobble W3BECTHblE OrpaHUYeHWst UCMONb3OBaHWA W/WMMW 3a8BNEHUA O HE PEeKOMEHAOBaHHOM
NPUMEHEHUMU;

h) Guonoruyeckue u puanveckme xapakTepucTUku BYNKaHW3UMPOBAHHOTO CUMTOKCAHOBOTO anacTomepa,
BKIMIOYass yCnoBUSA NOArOTOBKM oBOpasua. Buonorudeckne xapakTepucTuku AOMKHbI OblITb NPUBEAEHbI B
UTOrOBbIX AaHHbIX MO UCTLITAHUIO HA BMOCOBMECTUMOCTb;

i) Bpemsi, Heobxoaumoe ana aoctmwkeHna 90% KOHEYHOro BpaLUaloLero MOMEHTA, AOMKHO OblTb
yKkasaHo B crneuudukaymm npogykra (cm. UCO 3417).

7.2 CeptucpukaT aHanmsa

Ona kaxgonm napTuM BYIKAHW3UMPOBAHHOTO CUITOKCAHOBOrO dnacroMepa MocTaBLUMK NpeacTaBuT
cepTuduKaT aHanm3a, B KOTOPOM NEPEUYUCHATCA Pe3ynbTaTbl UCTLITAHUS, MPOBEAEHHOr0 B COOTBETCTBUM
co cneuudpukauuamm u TpeboBaHUAMK, yKasaHHbIMWU B pasgene 6 HacToswero craHaapTta, u crnejyiollee
3asBneHne: «Hacroawmi ABYXKOMMNOHEHTHbIA CUMOKCAHOBLIM 39MacToMep COOTBETCTBYET TpeboBaHMSAM
KBanMUKaLMOHHOI0 TeCTMPOBaHNs, onucaHHblM B ctaHgapte MCO 14949 «MmnnaHTaTthl ANS Xupypruum -
SnacTtomepbl CUMOKCAHOBbLIE ABYXKOMMOHEHTHbIE, NOMYYEHHbIE MPU OTBEPXAEHUW B pe3ynbTaTe peakumu
NpUCOEaNHEHNSA».
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MpunoxeHnune A
(o6a3aTenbHoe)

OnpepneneHne BewecTs, PaCTBOPUMbIX B reKCaHe

A.1 Uenb

Tect «BewectBa, pacTBOpMMblE B rekcaHey», KOpPOTKO onucaH B EBponerickon ®apmakonee [1] m
No3BOMAET OMPeaenuTb COeAMHEHUs, coAepXalumecs B CUMIOKCAaHOBOM 311acTOMepe U JKcTparupyemble
reKCaHoM.

B paHHOM npunoxeHuu npuBoauTca Bonee nogpobHas CTaHAAPTU3MPOBAHHASA KONMYECTBEHHasi
npoueaypa (aganTupoBaHHaa wu3 Tekcta Esponenickonn dapmakoneun), nosponswowas obecneunTb
BOCMPOM3BOAUMbIE U CPABHUMbIE PE3yNnbTaThbl.

A.2 OCHOBHOW NpUHLMN

OKCTpakuMsi CoeaMHEeHWN, pacTBOPUMbIX B [eKCaHe, W3 BYMKAHM3MPOBAHHOrO Matepuana
(cunukoHOBOro  anacTtoMepa) MPOBOAUTCHA MOCPEACTBOM  PEMMIOKCHOW KOHAEeHcauuu. PesynbTaTthl
NpUBOAATCH B BUAE NPOLIEHTHOW MacCOBON 40NN OcTaTKa.

A.3 NoaroroBka o6pasua

A.3.1 O6wue cBegeHus

ByayT paccMoTpeHbl criegyolme ABa crnyyas:

- HEBYJIKAHU3UPOBAHHBIN dnactoMmep (He noaeeprumiica o6paboTke);

- yXXe noaeeprwminca obpaboTke BYNKAHU3MPOBAaHHbLIN anactomep (Tpybku n 1.4.).

A.3.2 HeBynkaHM3UpOBaHHbLIN 351acTOMEp

MaTtepuan pomkeH noaBepratbCA OTBEMKAEHMIO C LENbl NOMAYYEHMA MNacTUHbl OAHOPOAHOW
TONWMHbI (2,0 £ 0,2) MM, C KOTOPON MOXHO OyaeT npoBoAuTb (Ppu3nyeckoe TECTUPOBAHWUE (onpeaeneHne
CONPOTUBIIEHNS pa3aunpy, Hanpumep, B COOTBETCTBUM CO cTaHgapTom NCO 34).

Ycnosus oTBEPXKAEHUA (TemnepaTtypa, BpeMs, AaBfeHne, BTOPUHHOE OTBEMKAEHUE), 3aNUCbIBAIOTCA U
npuMBOAATCS BMECTE C pe3ynbTaTtamu.

Mocne oTBepxaeHWUA nnacTuHa pa3pesas’aeTcs Ha KyCouku pasmepom 5 MM X 5 MM ¢ cobniogeHnemM
Mep NPeaOoCTOPOXKHOCTU MPU BbINOTNHEHUMN IKCMIEPUMEHTA, YKa3aHHbIX B pasaerne A.6.

FeomeTpus obpasua OkasbiBAET HEMOCPEACTBEHHOE BIMSHUE HA PE3ynbTaTbl UCMLITAHWUSA, NO3ITOMY
peKOMEeHAYyeTCs MPUAEPKMBATLCA YKa3aHHbIX Bbile pasMepoB AnA  obecneyeHnss BO3MOXHOCTU
nocneaywoulero cpaBHeHus. Ecnu BbibpaHbl Apyrue reoMeTpudeckne XapakTepucTuku, 3TO AOIDKHO ObiTb
yKa3aHo npu onucaHuun pesynbTaTos.

A.3.3 Yxe nogsepriiminca o6padboTke «BySIKAHU3UPOBAHHbIN» 3N1aCTOMEpP
B cnyyae Tpy6ok unm gpyroro o6paboTaHHOro marepuana pekoMeHayeTcs, YTobbl pasmepbl 06pasLoB
COOTBETCTBOBAM yKa3aHHbIM Bbile. B niobom cnyyae pasmepbl 06pa3syoB A40MkHbI ObiTb NPUBEAEHDI.

A.4 PeareHTbl
Bce peakTuBbl AOIHKHbI UMETb CTE€NEHb YNCTOThI «peaKTUBHaAA YNCTOTa» UNU «YUCTbIN Ana aHanusa».

A.4.1 nTekcaH

A.4.2 N3onponaHon, Ans O4YUCTKM MaTepuana u paboyeit NOBEPXHOCTY.
A.5 MpubopbI 1 cTeknAHHAA nocyaa

CrieayeT UCNOJb30BaTb ONUCAHHbIE HUXE NPUBOPbLI U CTEKIISIHHYIO NOCYAY.

A.5.1 N'pagyupoBaHHbIe NnUNEeTKN Ha 25 mn, knacc A.

A.5.2 LlecTb CTeKNAHHbIX KONG Ha 500 Mn, CNOCOOHbLIX BblAEpPXMBaTb MakCUManbHyl0 TeMnepaTypy
450 °C.

A.5.3 CteknsiHHble KOnObl 500 M C KPYrfbiM CTEKNSAHHBLIM NEPEXOAHUKOM.
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A.5.4 CTeKnsiHHble rpagympoBaHHble KOnobl Ha 100 mn.
A.5.5 CTeknfAiHHbIe MepHble cTakaHbl Ha 100 mn.
A.5.6 KoHgeHcopbl.
A.5.7 DunbTp-BOPOHKA U3 CNeYeHHOro ctekna (KoapUUNEHT NOPUCTOCTH 4).
A.5.8 Kon6a ansa BakyyMHON punbTpauuun.
A.5.9 BakyyMHbI Hacoc anda ounbtpayumm.
A.5.10 dnekTpoTepMUYeCcKas HarpeBaTesibHasA yCTaHOBKA ANA CTEKNAHHbIX KONO.
A.5.11 TepMmocTaTUpOBaHHasA BogsHas 6aHsA, HarpesaeMas Ao temnepatypbl 100°C noa KpbILLKOW.
A.5.12 BeHTtunupyemasa neub ¢ Temneparypoin ot 100°C go 105°C.
A.5.13 Mpo6GkoBbIe KosbuUa AN5 CTEKNAHHbIX KONO.
A.5.14 CywunbHbIN WwKad, cogepxaluii CUnukarenb ¢ UHANKATOPOM.
A.5.15 Kanu6pyrwana noBepxHOCTb U NreHka u3 nonutetpacdropatuneHa (MTPI).

A.5.16 Ckanbnenb unu Apyroe yCTPOWCTBO, NO3BOMSAIOLLEE HAape3aTb pPaBHbIE KYCOYKM pasMepom 5
MM X 5 MM.

A.6.17 AHanuTuyeckue Becbl (C TOMHOCTbIO A0 0,1 Mmr).

A.6 Mepbl NpeaoCcTOPOXHOCTH NPU NPOBeAEeHMU IKCMEPUMEHTA

MpuMeHnMbl 06bIYHbIE pekoMeHaaumn o 6e3onacHoCTW. JOMmKHbI ObiTh NPUHATLI CNeAyOLmMe Mepsbl
NpefoCTOPOXKHOCTU:

- NPU HanMuMM Ha MaTepuarie MblM nepej Hapeskoi 06pasuoB CMbITh Mblflb A4EUOHWM3MPOBAHHOM
BO/IOM M aKKyPAaTHO BbICYLLNTL BNUTLIBAIOLLEH BYMaroi U noTOKOM BbICOKOOYMLLEHHOO a30Ta;

- TLWATENbLHO OYUCTUTL MaTepuan u pabouyio NOBEPXHOCTb, UCMONb3YEMYIO AN HAPE3KU S1acTOMEpa;

- NPU NOMOLLM NMPOMbIBHOW CKMNSIHKM MPOMbITb CTEKISHHYIO NMOCYAY U30NPONAaHOMOM;

- nepen CYLUKOW OMOMOCHYTL CTEKMAHHYIO MOCYAY reKCaHOM;

- paBHOMEPHO OMOSIOCHYTb KOHAEHCOP reKCaHoM;

- 006aBUTb HOBbII BNAronorfnoTUTENb, KaK TONMbLKO LBET MHANKATOPA N3MEHUTCS.

A.7. Mpouenypa

A.7.1 Yucno akcnepuMeHTOB
JKCNepuMEHT JOMMKEH NPOBOAMTLCA B TPeX MOBTOpax, TO ecTb OyaeT NMpoBeAeHO TPW MOBTOPHLIX
BBEAEHUA.

A.7.2 3kcTpakumsa

HapesaTb Matepuan Ha paBHbl€ KyCOYKN pasmepomM NpubnuantTenbHo 5 Mm X 5 mm.

B kaxayto CTEKnsAHHYIO0 Kondy, MPOMbITYIO N-rekcaHom, nomecTuTtb 2,0 r (TOuHasa HaBecka) Matepuana
1 100 mn n-rekcaHa (M3 rpagynpoBaHHOrO UunuHapa). Hanectn MTP33-nneHKy Ha CTeKNAHHbIE TPYOKK.

OCTOpOXKHO HarpeTb CMeCh B 0OpaTHOM KOHAEHCATOPE B TEYEHUE 4 YaCOB.

3akpbITb NPOGKON KaXayto CTEKNSAHHYIO KONBY 1 NOMECTUTL UX Ha NPOOKOBLIE KOMbLA.

OxnaauTtb konbbl B Te4eHue 1 yaca ¢ N0ACOEAUHEHHbIM KOHAEHCATOPOM.

A.7.3 dunbTpaumsa

BbICTPO OTPUNLTPPOBATL COAEPKUMOE KaXKAON KONGbl Yepes CTEKNSIHHYIO (PMNbTPOBAaNbHYI BOPOHKY
(koachduumeHT NopuctocTu 4). MPOMbITE KKAYI0 CTEKNAHHYIO KONBY U puUnbTp U3 CNEYEHHOro cTekna Tpu
pasa npumepHo 5 mMn n-rekcaHa. Cobpartbe munbTpar B MEPHYO Konby o6vemom 100 mn. [JobaBuTb n-rekcaH
[0 METKM 1 nepemMeLlaThb.
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A.7.4 BoinapuBaHue

MpubnusutensHo 3a 2 vaca A0 BbiNapMBaHWA MOMECTUTb MEpHble CTakaHbl (MPeaBapuUTENbHO
TapupoBaHHbLIE U NOMEYEHHbIE CTOMKUM MapKepoM) B BEHTUIIMPYEMYIO NeYb npu Temneparype ot 100°C go
105°C Ha 1 yac. OxnaguTb B CyLLMNLHOM LUKady B TedyeHue 1 yaca.

Mpn nomMowmM rpagyMpoBaHHOM NMNETKM nepeHecTM 25 MmN pacTtBopa M3  Kagon Konobl,
NPUroTOBNEHHOrO0 B COOTBETCTBUM C pasgenom A.7.3, B Kaxabli U3 Tpex MepHbix cTtakaHoB no 100 mn.
IMOMECTUTb MEPHBIE CTakaHbl B KMNALLYIO BOASHYIO 0aHI0, BeiNapuTe Npubnu3nTensHO B TeyeHne 1 yaca u
BbICYLUMTb MEPHbIE CTaKaHbl, COAEpIKaLle OCTaToK, B BEHTUNMPYEMON neyu npu temnepartype ot 100°C go
105°C B TeyeHue 1 yaca. OxnaguTb MepHble CTakaHbl B CYLUMMBLHOM LIKadyy B TeveHue 1 yaca.

A.7.5 B3BewunBaHue
Mo ogHOMY BbIHYTb MEpPHbIE CTakaHbl, coAepXKalume OCTaToK, U3 CywwunbHoro wkada. B3eecuTb
KaKabli CTakaH Ha aHanMTU4YEeCKMX Becax.

A.8 PacueTtbl
PaccuuntbiBaloT NPOLEHTHOE COAEepPXKaHMe OCTaTKa B KaXXAOM MEPHOM CTakaHe, UCNonb3ya crneayloLlee
ypaBHEHWE:
% ocrtatka = (m; - my) x 400 m;,
rae m,— macca nycroro crakaHa,
m; — Macca MepHOro CtakaHa C 0CTaTKoM;
m; — HaYasnbHasa Macca anacromepa.
Peructpupytorca cneayowme nokasarenu:
a) UHAUBMAYanbHbIE PE3YNbTaThl;
b) cpegHun pesynbTaTt TPEX 3KCNEPUMEHTOB;
C) CTaHZapTHOE OTKMOHEHWE;
d) oTHOCUTENbHOE CTaHAAPTHOE OTKIOHEHME.

A.9 TexHUyecKne xapakTe pUCTUKMN
Konu4ecTBO oCTaTKa, BblpaXXEHHOE B NpoLeHTax (MaccoBas Aons), AOSPKHO cocTaBnAaTh < 3 %.
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Mpunoxexue B
(o6s3aTenbHOE)

OnpepgeneHne NeTyuynx coeAMHEHUN

B.1 Uenb

B HacTosiLleM NPUAOXKEHUU ONucaHa KONWYECTBEHHAs METOAMKa onpeaeneHns neTyynx coeauHeHumn
B COCTaBe CUINMKOHOBOrO anacromepa.

HaHHaa cTaHgapTM3upoBaHHas npoueaypa Obina agantupoBaHa w3  cratbu EBponeiickoii
dapmakonen [1], HO ¢ OonbwMMM NOAPOOHOCTAMM, y4uTbiIBAA HEOOXOAMMOCTb  MOMyYeHus
BOCMPOU3BOAUMBIX M CPABHUMbIX PE3YNbTaTOB.

B.2 OCHOBHOW NnpuHLUMN
Cogep)xaHue neTydyero ocraTka B BYNKaHU3MPOBAHHOM Martepuane onpeaensieTcss MNyTem
BbICYLUMBAHUS, HAarPEBaHUA U B3BELUMBAHUS.

B.3 NMoaroroeka obpasua
CrnefayeT BbINOMAHATL NOCNEA0BaTENbLHOCTL, MPUBEAEHHYIO B pasgene A.3.

B.4 PeakTtuBbl

B.4.1 3onponaHos, HE HIKE «PEaKTUBHON YACTOTLI» UMK «YUCTLIA ANA aHanu3ay, ans O4ncTKu
marepuana u paboyei NOBEPXHOCTMU.

B.5 Mpubopbl 1 cTeKnNsAHHAA Tapa
B.5.1 AntoMuUHueBbIE KIOBETbI AUamMeTpoMm 86 MM, BbICOTON 25 MMm.
B.5.2 CywunbHbIN wkad, cogepxalymii Cunukaresnb ¢ MHAUKaTOPOM.

B.5.3 Ckanbnenb unu gpyroe ycTporcTBO, NO3BOMAIOLLEE HApe3aTb PaBHbIE KYCOYKM Pa3MepoM 5 MM
X 5 MM.

B.5.4 BeHTunupyemas neuyb C yCTaHOBMNEHHON TeMnepaTtypoi 200 °C.

B.5.5 AHanuTtnuyeckue Becbl (C TOYHOCTbLIO A0 0,1 mr).

B.6 Mepbl npegocTopOoXHOCTU NPU NPOBEAEHUU IKCNEePUMEHTA

HomkHbl ObITb NPUMEHEHbI cneaylwme o6bldHblE pekomeHgaumm no 6e3o0nacHOCTM U Mepbl
npeaoCTOPOXXHOCTU NPU NPOBEAEHUU SKCMIEPUMEHTA:

- TLWWATENLHO OYUCTUTL Martepuan u pabo4vylo NOBEPXHOCTb, UCMOMNb3YEMYIO ANS HAPE3KU 3MacToMepa;

- 106aBUTb HOBbIN BNAronOrnOTUTENb, KaK TONLKO LIBET MHAMKATOPA U3MEHUTCS.

B.7 NMpoueaypa

B.7.1 Yucno akcnepumeHTOB
SKCnepUMEHT J0IKEH NPOBOAUTLCS B TPEX NOBTOpaXx.

B.7.2 BbicywuuBaHue o6pasLoB 351acTomepa

Hapesate okono 30 r maTtepuana Ha KyCOYkM pasmepom npubnusutenbHo 5 Mm X 5 wmm.
MpubnuantensHo 10 r pacnpeaenuTb pPaBHOMEpPHO (n3beras CNUMNAHUS KYCOYKOB) B KaXaowW M3 Tpex
antoMUHUEBDBIX KIOBET U MOMECTUTb KIOBETbI B CYLUMMbHbIN LWKad Ha 48 yacos.

B.7.3 BbicywwuuBaHue KroBeT
Ha cneayowmii AeHb NOMECTUTb TPU NPEABAPUTENBHO B3BELUEHHbIE NYCTbIe antOMUHUEBBIE KIOBETHI B
neys npu Temnepatype 200°C Ha 4 yaca, a 3aTeM Ha 1 Yac B CYLUMMbHbIN LKad.

B.7.4 HarpeBaHue o6Gpa3uoB 351aCTOMEpa B nNeyu
MNocne cywkn B TeyeHne 48 yacoB B CyLUMNbHOM LiKkadyy nepeHocat 10 r TO4HOW HaBeCkn Matepuana
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(M3 nyHkTa B.7.2) B KaXkayt0 U3 TPeX BbICYLUEHHbIX MYCTbIX KIOBET (M3 B.7.3), 3aTeM NnoMeLLaloT 9TU KIOBEThI B
neyb npu Temnepatype 200°C Ha 4 4aca, a 3aTeM Ha 1 4ac B CYLUMINLHbIN LLKad.

B.7.5 BaBewunBaHue
Mo oaHOMY BbIHUMAIOT KIOBETbl M3 CYLUMNBHOTO Lukacha. B3BewmBalOT Kaaylo KIOBETY Ha

aHanuUTU4eCKnx secax.

B.8 PacueTbl
PaccuntbiBalOT MNPOLEHTHOE COAepXKaHMe INeTyunmx BELECTB B KaXXAOW KOBETe MO cneayoulen
dopmyne:

% neTy4unx BewecTts = [m; - (M- my)] x 100/m;
rae: my— macca nycromn KiOBeThl;

m; — Ha4yanbHasa Macca anacrtomMepa.

my — Macca KIOBETbI C MaTEPUAnom.
Peructpupytotca cneayloLme nokasarenu:
a) uHaAnBUAYyarnbHble pe3ynbTaThl;
b) cpeagHuii pesynbTaT Tpex IKCNEepUMEHTOB;
C) CTaHAAapTHOE OTKMOHEHHUE;
d) oTHOCUTENbHOE CTaHAAPTHOE OTKIOHEHWE.

B.9 TexHu4yeckue xapakTepUCTUKU

CoaeprxaHue neTy4nx BewecTB B CUIIMKOHOBOM 311aCTOMEpPE, BbIPaXKeHHOE Kak MmaccoBada 4ons B %,
OOIMKHO cocTaBnsaTb <2 %.
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Mpunoxexue JA
(cnpaBouHoe)
CBe,quMil O COOTBETCTBUMU CCLINTOUYHLIX MeXAYHAPOAHbLIX CTaHOAPTOB
HauuoHanbHbIM cTaHaapTam Poccuitckon Pepepaunmn
Tabnuya OA.1
O0603HaYeHNe CCbINOYHOTO

wexayispomioro | ( STEIONe | OBt s ameionae sommmeTcrayer
cTaHaapra
NCO 34-1:1994 - *
MCO 48:1994 - *
NUCO 527-2:1993 - *
NCO 3417:1991 - *
MCO 6502:1999 - *
NCO 10993-1:1997 IDT FOCT P UCO 10993-1-2009 «N3penua meauumHCKue.

OueHka OUMONOrMHECKOro AENCTBUS MEAULIMHCKNX
n3genui. Yactb 1. OueHka n nccnegoBaHns»
NCO 10993-5:1999 IDT FOCT P UCO 10993-5-2009 «M3aenua MeauLUHCKUNA.
OueHka Buonorn4yeckoro AeNCTBMA MeaULMHCKUX
usaenuin. Yactb 5. UccneposaHne Ha UUTOTOKCUMHOCTD:
MeToAb! in vitro.»

*CoOTBETCTBYIOLMIA HALMOHArbHLIA CTaHAapT OTCyTCTBYET. [lo ero yTBepXAeHUA pekoMeHayeTea
“cnosnb3oBaThk NEPEBOJ Ha PYCCKUI A3bIK JaHHOrO MeXAyHapoaHoro ctaHgapta. MNepeBog AgaHHOro
MeX[yHapof4HOro cTaHgapTa HaxoauTtesa B PefepanbHOM UHPOPMALMOHHOM (hOHAE TEXHUYECKUX PErNaMeHToB U
CTaHgapToB.

MpumMedyaHune—B HacTosLel Tabnuue ncnonb3oBaHo creaytoLlee ycrioBHoe 0603HaYeHne cTeneHn
COOTBETCTBUS CTaHAapTOB:

- IDT - ngeHTUYHble cTaHgapThl.
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