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HAUWOHAINBbHBIA CTAHOAPT POCCUUCKOWNW @GEREPALMUMN

ANACTOMEPDI, T'ENU U NEHbI HA OCHOBE CUNOKCAHOBOI'O KAYYYKA,
MCNONb3YEMbIE B MEAULIMHE

YacTtb 1

Peu,enTypbl U MHrpeaAneHTbl

Silicone elastomers, gels and foams used in medicine. Part 1. Formulations and compounding materials

Data BBegeHnsa — 2018—01—01

1 O6nacTb NnpMMeHeHus

1.1 Hactoswwii cTangapT ycTaHaBnMBaeT TpeboBaHWs K CUITOKCaHOBLIM 3f1acToMepam, ref1IsiM M neHam,
a Takxke K peuenTtypam n uHrpeaneHtam. CtaHaapT He pacrnpocTpaHsieTCs Ha CUoKCaHOoBbIe NOPOLLKU, KUA-
KOCTM M Apyrve cuiokcaHbl. HacTosiwmin ctangapT ABNsSeTCA PYKOBOACTBOM MO BIGOPY MaTepuanos nocne
pPacCcMOTPEHUSI XUMNYECKUX, (PUINYECKNX U TOKCUKOMNOTMYECKUX CBOWCTB OTAEMbHbLIX WHIPEeOUEHTOB Mn
noboyHbIX MpoAYyKTOB. B HacToswem cTaHaapTe npuBedeHa obwas nHdopmaLnsl O CUITOKCaHOBLIX MaTepua-
nax, obblMHO MCMoNb3yeMbiXx B MeguuuHe. MNoapobHas uMHgopMaums o BYNKaHM3aLUA U U3rOTOBIIEHWUN
CUNOKCaHOBLIX MaTepunanos npuesegeHa B ACTM ® 2042.

1.2 N3roToBneHune 1 ceoncTea anactomepos — no ACTM & 2042.

B HacToqwweM cTaHAapTe npuseeHbl TONbKO UHIPeANEHTbl HEBYNKAHU3OBaHbIX 311aCTOMEPOB, refiein n
neH.

1.3 Buonornveckasi COBMECTUMOCTb CUNIOKCAHOBLIX MaTepMUanoB MOXeT pacCMaTPMBaTLCA Ha PasHbIX
YPOBHSIX, HO 6MOCOBMECTUMOCTb M30eNNsl B 3aBUCUMOCTW OT NpeanoniaraeMoro UCrnosib3oBaHusl oLueHNBaeT
M3roTOBUTENb.

1.4 Buonornyeckse n usnmdeckne CBOMCTBA ABNAOTCH Bonee BOCNPON3BOANMbBIMUI, €CIT MaTepuarnbl
N3roTOBMAOTCSH B COOTBETCTBUM C NPUHATLIMA cTaHdapTaMn KadecTea, Hanpumep MCO 9001, n npasunamun
Hagnexawen Npon3BoACTBEHHON NPaKTUKMN.

1.5 3HayeHus, ykasaHHble B eIMHULLAX CUCTEMBI OOAM-DYHT, paccMaTpuBaloT B KadecTBe cTaHaapT-
HbIX. 3Ha4eHus, NpuMBedeHHbIe B ckobKax, MaTemaTudeckn npeobpasoBaHbl B eanHUUbl CU, KOoTopble OaHbl
TONbKO ANst MHpOPMAaLNN U HE CHUTAIOTCA CTaHAaPTHBIMMI.

1.6 BHacTosileM cTaHgapTe He NpeJyCMOTPEHO pacCMOTPEHMe Bcex BOMpocoB obecneveHns besonac-
HOCTW, CBAA3AHHbLIX C ero npuMeHeHueM. MNonb3oBaTenb HacTosWero cTaHgapTa HeceT OTBETCTBEHHOCTL 3a
yCTaHOBNEHWE COOTBETCTBYIOLLMX MPaBui No TeXHWKe 6e30NacHOCTN M OXpaHe 300p0oBbS, a Takke onpegenseT
LenecoobpasHoCTb NPUMeEHeHUs 3akoHodaTelbHbIX OrpaHUYeHUn nepe erc Ucnonsb3osaHnem. lNonb3oBaTe-
NsIM TakKe pekoMeHAyeTCsi 03HAaKOMUTBLCA ¢ nacnopTamu 6e30nNacHOCTU MaTepuarnos, NpegocTaBNAeMbIMUI C
HeBYIKaHWU30BaHHbIMU UHIpeaNeHTaMn CUITOKCaHOB.

2 HopmaTuBHbIe CCbINKK

B HacTosiwem CTaHgapTe NCnonb30BaHbl HOPMaTUBHbIE CCbIITKU Ha crneaykline ctaHaapThl:

UspaHne ocpnumanbHoe
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2.1 Ctangaptbl ACTM")

ASTM D 1566, Standard terminology relating to rubber (CtangapTHas TEpPMUHOMOTUSA Ha PE3UHY)

ASTM F 813, Standard practice for direct contact cell culture evaluation of materials for medical devices
(CTaHgapTHas NpakTuka No KOHTaKTHOW OLEeHKe KNeTOYHOW KyfbTypbl Matepuarnos 4s MeguuMHeKnx npnbo-
pos)

ASTM F 2042, Standard guide for silicone elastomers, gels and foams used in medical
applications — Part 2 — Crosslinking and fabrication (CTaHgapTHOe pyKOBOACTBO AS1S1 CUNMKOHOBbLIX 311acTo-
MepOB, refie U NeH, UCNorb3yeMblX B MeauuuHe. YacTtb 2. BynkaHusaluums U U3roToBneHune)

2.2 CtaHpapTbl, ycTaHaBNuBawLWwme Tpe6oBaHUA K cTepunbHocTU?)

ANSI/AAMI ST46, Good hospital practice: Steam sterilization and sterility assurance (Hagnexawas
60onbHUYHan npakTuka: CTepunuaauuns napom n obecnedeHne CTepPUNLHOCTA)

ANSI/AAMI ST41, Good hospital practice: Ethylene oxide sterilization and sterility assurance (Hagnexa-
Wwas 6onbHUYHas NpakTuka. CTepunusauns aTUINeHoKCUaoM 1 obecnedeHne CTepUNLHOCTN)

ANSI/AAMI ST50, Dry heat (heated air) sterilizers [CyxoxapoBble cTepunuaaTopbl (CTepunmsaTopsl
ropsyMM BO3gyxXom)]

ANSI/AAMI ST29, Recommended practice for determining ethylene oxide in medical devices (PekomeH-
ayemasi pakTuka no onpeaeneHunio STUIEHOKCUAA B MEJULNHCKUX U3OeNnsX)

ANSI/AAMI ST30, Determining residual ethylene chlorohydrin and ethylene glycol in medical devices
(OnpeneneHne oCTaTOYHOMO 3TUNEHXNOPIUAPUHA U 3TUINEHT IMKONA B MeOULUHCKAX N34ennsaX)

AAMI 13409-251, Sterilization of health care products — Radiation sterilization — Substantiation of
25 kGy as a sterilization dose for small or infrequent production batches (Ctepunusaums usgenui Me anunMHCKo-
ro HasHavyeHus. PagunaunorHas ctepunusauns. MogresepxaeHne NpaBUbHOCTA MPUMEHEHUSA MOTTOLEHHON
003bl IOHWU3INPYIOLLLETO U3MyYeHns 25 KIMp Kak cTepunuaytoLlein o3bl 4518 HeBoNbLUNX U HEYaCTbIX MPoN3Boa-
CTBEHHbIX NapTUiA)

AAMITIR8-251, Microbiological methods forgamma irradiation sterilization of medical devices (Mukpo6u-
onormieckie MeTodbl CTEPUNMIALNA MEAULIMHCKUX U3OENNA raMMa-n3nydeHmem)

2.3 CTaHAapTbl, ycTaHaBNuBawLWme TpeGoBaHMA K cMcTeMaM KadecTBa’)

ANSI/ASQC Q9001, Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kadecTBa. Mogenb obecneyeHns kayecTBa Npy NpoeKTUPOBaHWK, paspa-
60TKe, NPON3BOACTBE, MOHTaXe 1 0BCNyXMBaHWM)

21 CFR 820, Quality system regulation (current revision) [TpeboBaHusl kK cMcTeMe KavyecTBa (TeKyLlas
Bepcus)]

21 CFR 210, Current good manufacturing practice in manufacturing, processing, packing or holding of
drugs; general (current revision) [JeicTByOWag Hagnexallaa npou3BoACTBEHHaA NpakTuka B cpepe npons-
BOACTBA, NepepaboTKu, yNakoBKN UMW XpaHeHUs1 IekapCTBEHHbIX cpeAcTB; obLyme NonoXeHus (Tekyllas Bep-
cus)]

21 CFR 211, Current good manufacturing practice for finished pharmaceuticals (current revision)
[QencTeyolWan Hagnexallasi NPONU3BOACTBEHHAasl NpakTuka AN roToBOW hapMaueBTUYECKON NpoayKunn
(Tekywas Bepcns)]

3 TepmMuHbI M onpeaeneHus

3.1 DononHuTtenbHble onpeaeneHuna npuseaeHsl 8B ACTM ] 1566.

3.2 BHacTosweM cTaHdapTe NpUMeHeHbl cnegyoLme TepMUHBl C COOTBETCTBYOLWLUMN oripeaeneHnsaMu:

3.2.1 cunokcaHoBbIA Nonumep (silicone polymer): lMonumMepHble Lenn ¢ OCHOBHOM LENbIo N3 NOBTO-
PAOLLNXCA aTOMOB KPEMHUS 1 KACITOPOoAa, TAE KaXKAblil aTOM KpeMHUSA UMeeT [iBe opraHudeckue rpynnel. Opra-
HUYECKUMMW rpynnamu, Kak npaBuno, SBAsSOTCA MeTUMbHbIE rPynMbl, HO MOTyT BbITb BUHWUNbHas, (heHnnbHas,
bTOpUCTaA NN ApYyrne opraHndecKne rpynneol.

1) YTournTe cobinkn Ha cTanaapThl ACTM moxHo Ha caiite ACTM www.astm.org unm B crnyx6e noaaep k1 KrmeH-
ToB ACTM: service@astm.org. B nHpopmaumoHHoM ToMe exerogHoro cbopHuka ctaHgaptoB (Annual Book of ASTM
Standards) cnegyeT obpalaTbCs kK CBOKE CTAHAAPTOB €XerogaHoro cbopH1Ka cTaH4apToOB Ha CTpaHuLe canTa.

2) HocTtynHbl B AMEpPUKAHCKOM HauMoHanbHOM MHCTUTYTe cTaHgapToB (ANSI), 25 W. 43rd St., 4th Floor, New York,
NY 10036, http://www.ansi.org.

3) NocTynHbl y HaYanbHWKa ynpasnenns JokymeHTauum MNpasuTtenscTeHHol Tunorpacun CLLUA, 732 N. Capitol St.,
NW, Mail Stop: SDE, Washington, DC 20401, http://www.access.gpo.gov.
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3.2.2 uuknuyeckue onuroMepbl U NMMHeNHbIe onuromepsl (cyclics and linears): Huskomonekynsip-
Hble eTy4une LMKmyeckme Buapl CUIoKCaHOBBIX ONIMroMepoB, 0603HavYaemble CMMBOOM «D» ¢ undpoit, koTo-
pasi 03HavaeT yncrno ceasen Si-O B Matepuane (06b4H0 Dy;—Dog); BUABI 0T D7 Ao Dyq (Mnn 6onee) MoxHO
HasBaTb «MaKPOLMKIIUYECKUMU ONUromepammy . JIMHENHbIE ONIMrOMepbl — OJTMroMepbl C NPAMON Lienbio, KOTO-
pble MOryT ObIThb FTIeTYYUMU UM Gonee BbICOKON MONEKYAPHON Macchl B 3aBUCUMOCTU OT ANNHBI Lienn, 0603Ha-
YaeMble kKoMBuHaLen cumsosnos «M» n «Dx», rae cumson «M» — rpynna R3Si-O, cumson «D» onncan Bhbilue,
«R» — Kak npasuno, meTuneHas rpynna [Hanpumep, (CH3)3SiOSIOSi(CH4 )5 0603HavatoT kak MDM]. Husko-
MOJEKYNSAPHbIE BELeCcTBa B Pa3HON CTENEHN NPUCYTCTBYIOT B KOMMOHEHTaX CUITOKCAHOBbIX Kay4yKOB B 3aBUCK-
MOCTU OT TEXHOJIOTMYECKOro npoLecca U YCroBUn XpaHEHUs1. YPOBHU MakpOLUKIUYECKUX OJTUroOMepos,
KOTOpPblE MOXHO BBIAESNUTL U3 CUMOKCAHOBLIX MOMIMMEPOB C NOMOLLLIC BakyyMma, BbICOKOTEMMNEPATYPHON
Aecopbunn unu nocnegyroLlen BykaHn3aLnum B TepMocTaTte, 3aBUCAT OT MCNOSb3yeMblX YCOBUNA.

3.2.3 katanusatop (catalyst): WUHrpeaneHT peLenTypbl CMeCU Ha OCHOBE CUMOKCaHOBOTO 3r1lacToMepa,
MHULMUPYIOLLNIA peakumio CLUMBaHUSA MpU ByNKaHU3auum anactomepa.

3.2.4 cwuBaTenb UNU cluMBaKLWUM areHT (crosslinker or crosslinking agent): UHrpeaneHT peuenTty-
pbl CMECU Ha OCHOBE CUITOKCaHOBOIO 3/1acToOMepa, KOTOPBIN SAIBMAETCA PeakTUBOM B peakLuy CLUMBAHUSA, Npo-
NCXOAsALLLENA NPU BYNKaHU3aUMn sanacTomepa.

3.2.5 nHruéuTop (inhibitor): WNHrpegneHT peLenTypbl CMECUM HA OCHOBE CUITOKCAHOBOIO 3fiactTomMepa,
AobaBnaemblil AN 3ameaneHns CKopoCTU peakLMm CLUMBaHNS.

3.2.6 HanonHuTens (filler): ToHko n3MenbYeHHOe TBEPAOE BELECTBO, KOTOPOE TWaTeNbHO CMeLlnBa-
0T C CUITOKCaHOBLIMY NoNMMepaMu B rpouecce Npou3BoACTBa AN MoSTyYeHNs KOHKpETHBIX CBOMCTB. Hanorn-
HUTENN, UCNOJb3yeMble B CUITOKCAHOBLIX anacToMepax, ObiBatoT ABYX TUNOB.

3.2.6.1 ycunuBawwume HanonHutenu (reinforcing fillers): Hanonuutenun, umetowme, kak npasuno,
6onbLIyo Nnowaab NoBEPXHOCTU U ABNsloWMecs aMopdHbIMK, HanpUMep NMPOreHHbIR UM ocaXAeHHbIN
Anokeua kpemHusa. Takme HanonHUTENU NPUAAIeT BEICOKYIO NMPOYHOCTE U 9M1aCcTUYMHOCTL 3M1acTOMeEpY.

3.2.6.2 HeycunuBawluune HanonHuTtenu (extending fillers): HanonHutenu, Hanpumep kpucTannmyec-
kue opMbl AMoKcraa KpemHUS U AMaToMOBbIe 3eMIv, Kak npasurio, umetowne 6onee HU3KyLO niowaab
noBepxHOCTU 1 6onee HN3KYH CTOMMOCTb, YeM YeunuBawLwwme HanonHutenn. OHu obecneynBaloT HEKOTOpoe
apMunpoBaHue, HO, Tak Kak OHN OTHOCUTESTBHO HEAOPOrUe, UCNOSb3YHOTCA B OCHOBHOM ANsl yBeNnuyeHus obbema
cMecu.

3.2.7 pobGaeku (additives): NHrpegmeHTHl peLenTypbl CMECK Ha OCHOBE CUIIOKCAaHOBOIo ariactomMepa,
NCMonb3yeMble B OTHOCUTENbHO HEGOMbLUNX KOMMYECTBAX, BbIMOMNHSIOWME Takme hyHKLNW, KaK MapKUpOBKa,
oKpaluMBaHue unu obecneyveHre HeNnPoO3payvHOCTN arlacToMepa.

3.2.8 cunokcaHoBa#s 6a3a (silicone base): PaBHoMepHO NepemMellaHHasi cMeCb U3 CUITOKCAHOBOMO
nonumepa, HanonHuTenen n 4o6aBok, He codepallas CLUMBaKLLNX areHTOB W KaTanusaTopa.

3.2.9 HeBynkaHM30BaHHbIN 3anactomep (uncured elastomer): CunokcaHoBaa Gasa, cogepxallas
CLUMBAIOLUMIA areHT U/UNnN kaTanusaTop, HO He BYNKaHN30BaHHas!.

3.2.10 cunokcaHoBbIN anacToMep (silicone elastomer): HeBynkaHn3oBaHHEIN 3nacTomep, nogsepr-
HYTbI1 BO34ENCTBMIO YCNIOBWIA, BbI3blBAIOLLMX €O CLUMBaHWE. SnacToMepamMm MOryT BbITb BbICOKOBSI3KME Kayuyy-
KW, HU3KOBA3KMe Kayuykn unn RTV (cm. 3.2.10.3).

3.2.10.1 BbicokoBsA3kue kayuyku; HCRS [high consistency rubbers (HCRS)]: Matepunansl, koTopble
He MoryT 6bITb NepekadaHbl 06bIMHbIM HacoCcHbIM 06opyaoBaHneM. VIx, kak npasuro, 06pabaTbiBatoT C UCNOSb-
30BaHneM 0b6opyaoBaHus ¢ 6oMbLUINMN COBUIOBLIMU YCUMUSIMW, TAKOTO Kak AByXBankoBble BanbLbl. Msgenuns,
Kak npaBuIio, N3roToBMAIOT NPecCoBaHNEM UM NINTbEBLIM (POPMOBaHNEM.

3.2.10.2 HU3KOBA3KME KayuyykKuM UMW XUOKUe cunokcaHoBble Kayuyku; LSRS [low consistency
rubbers or liquid silicone rubbers (LSRS)]: Teky4ne npu HopManbHbIX YCNOBUSIX MaTepuansl, KOTOpble MOXHO
nerko nepekadmsaTtb. X cmelLMBaloT NponyckaHnem yepes ctaTudeckue cmecutenn. sgennsa MoxHo nsro-
TOBNSATL C UCNONB3OBAHUEM NTIUTHSA NOA AaBMEHUEM.

3.2.10.3 RTV anactoMepbl (HU3KOTeMnepaTypHon BynkaHusauum) [RTVs (room temperature
vulcanization)]: OAHOKOMMNOHEHTHbIE 3M1AaCTOMEpPLI, BYNKaHU3YIOLWMECs B NPUCYTCTBUN aTMOCepHO Briaru.
Mpyn HeoBxoAMMOCTU yBENUYEHNE CKOPOCTU BYfKaHWU3aLMM JOCTUraeTcs 3a cyeT MoBbILeHUs TeMnepaTyphl.
Tak kak BynKkaHusauns 3asncut ot Anddysnumn Boabl B 3n1acTOMepP, HE peKoMeHayeTcs NPpoBoANTL BYKaHW3a-
uuto Ha rnybuHe 6onee 0,25 grorima (0,635 cm).

3.2.10.4 renu (gels): CnabocwmTble MaTepuarsbl, He UMetoLLUe N NMeroLLIMe OTHOCUTeNbHO cnaboe
YCUINEHWE Mo CPaBHEHUIO CO CLUUTLIM NonumepoM. Kak npasuno, oHu SBNSAOTCS ABYXKOMNOHEHTHBLIMN CMeCst-
MU, N3roTOBMAEMbIMU C UCTIOSNb3OBaHNEM CUCTEMBI MPUCOSAUHUTENBHON BYITKaHU3aL/ MM Ha NaTUHOBOM KaTa-
nusatope. TBepAOCTb rens MOXHO perynMpoBath B LUMPOKUX Npedenax. Matepuan obblbHO He NpeAHa3sHayeH
Anst 6oNbLUIMX HArpy3oK, a ncnonbayetca Ans obecneyeHns NNOTHOMO KOHTakTa HepoBHbIX MOBepXHocTen. B
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pesynbTaTe Harpysku pacnpegensoTes no 6onblien nnowaan. 3Tu MaTepuansl Takke MOXHO UCNOMb3oBaTh
Ansi obecneveHns 3alUTbl OKpyXXatoLlen cpeabl OT 3arpsi3HeHUA.

3.2.10.5 neHsbl (foams): CwnTele MaTepuarsl, UMeloLLMe B CBOEM COCTaBE KOMMNOHEHT, BbIAEMSOLNIA
npuv ByNKaHM3aLuM NeTy4nin ras. Hannmyume takoro KOMNoHeHTa npUBoAUT KMOJyYeHUIo MaTepuana ¢ 0MeHb H13-
KOW MIOoTHOCTLIO. [eHbl, kak npaBuio, ABMSIOTCA OBYXKOMMOHEHTHBIMU COCTaBaMu, U3rOTOBMSAEMBIMU C
NCNOb30BaHNEM CUCTEMbI NPUCOEANHUTENBLHON BYIKAHN3aLMU Ha NITaTMHOBOM KaTanusatope. X ucnonssy-
0T HA HEPOBHbIX MOBEPXHOCTAX, TaK Kak OHW paclumpstoTcs, obecrneunBas NIOTHBIA KOHTaKT U 32Ty OT BO3-
AelCTBUA OKpyXKatollel cpeabl; NeHbl 6onee xecTkie 1 BblaepxkusatoT 6onbluee ycunue, Yyem renn. Tak kak
NneHbl ABMSAIOTCA BCNEHEHHBIMU 3r1lacToMepamiu, TO B NepecyeTe Ha Maccy OHU SABNAOTCH CUINbHOCLUNTBIMU MO
OTHOLUEHMIO K refisiM. BOomnbWMHCTBO YCroBUIA MONMMEPU3aLni NPUBOAUT K NOJTYYEHUIO NEH € 3aKpblThIMK
nopamu.

3.2.11 naptva unu cepus (lot or batch): Konuyectso martepuana, U3roToBMEHHOro No 3adaHHON
peLenType 3a e4UHbIA MPON3BOACTBEHHBIN LMKIT MPU KOHKPETHBIX YCNOBUSAX 1 MeTodax 0bpaboTku.

3.2.12 BynkaHusauus (vulcanization): HeobpaTuMbIi NpoLlecc, Npyr KOTOPOM MeX4y CUMIOKCaHOBLIMU
uensamn obpasyroTcs KoBaneHTHble XMMUYeckne CBs3n. B npolecce BynkaHM3aLMmn U3 TeKydel unm nnacTuy-
Hol cMecu obpasyeTcs 31acTOMepHBIN MaTepnan, KOTOpbli He MOXKeT 6bITb NoABepPrHyT NOBTOPHOMY hOpMO-
BaHWO, 3a UCKITIOYEeHUEM (DN3NHECKOTO paspyLLEHNS.

3.2.13 Tunbl BynkaHusaumu (types ofcure): B 3aBMCUMOCTUOT NPUMEHSIEMOrO MEXaH3ma By KaHn3a-
LMW cUNoKCaHOBbIE 2M1acTOMepbl, NCMoNb3yeMble B MeauumnHe, MoryT BbiTb TpexX TUNOB: KOHAEHCALUOHHOWN
BYIIKaHW3aLnn, NePOKCUAHON BYKaHU3aLNN U NPUCOEONHUTENLHON BYNKaHU3aLNN.

3.2.13.1 maTepuanbl KOHAeHCALMOHHON BYyrkaHu3auuu (condensation cure materials): MaTtepua-
Nbl, KOTOPbLIE BO BPEeMS BYfKaHU3aLUMU, Kak NpaBuIio, KaTanmsnpyemMoin MeTannoopraHuieckuM CoeIMHEHNEM,
OTLEMMA0T OpraHNYeckyo 3ameLliaemMyto rpynny.

OAHOKOMNOHEHTHbIe (one-part): [OoToBbIE K MPpUMEHEHWI0 MaTepuarbl, NocTaBrisieMble B BO3OYXO-
HernpoHNLAeMOM KOHTEeHepe, KOTopble BYNKaHU3YTCH oA Bo3aencTBneM aTMocdepHoi Bnaru, HadmHasi ot
NoBepxHOCTU. He pekoMeHayeTcs NpoBOAUTL ByfKaHM3auuto Ha riybuHe bonee 0,25 gronma (0,635 cm).

ABYXKOMMNOHeHTHbIe (two-part): MaTtepuansl, nocTaBnseMble B ABYyX OTAENbHbIX KOHTEHepax, KoTo-
pble cnedyeT TWwaTeNbHO CMeLlaTh B 3a4aHHbIX NPONopLUsIX HeNoCcpeACTBEHHO Nepe UCNoNb3oBaHMeM. Tak
Kak OHW He 3aBUCHAT OT Ancnepcunn atMmocdepHOn BNnaru B CMech, rnybuHa ByfkaHU3aLUMmM He orpaHnuyeHa.

3.2.13.2 matepuanbl nepokcUgHON BynkaHuzauuu (peroxide cure materials): OaQHOKOMMNOHEHTHbIE
CMecMH, ByrkaH13yeMble CBOBOAHBIMU pagukanamMu, o6pasyroLmMmcs npu pacnage opraHA4eckoro nepokcuaa.

3.2.13.3 maTtepuanbl npucoegMHUTENbHON BynkaHuM3auuu (addition cure materials): Osyxxkomrmo-
HeHTHble 3nacToMepbl, KOTOpPblE CHavyana CMeLUMBaloT APYr ¢ APYroM, a 3aTeM BynKaHu3yloT gobasneHnem
cUNUArMapuaa K BUHUICUNaHy B NPUCYTCTBUN NITaTUHOBOTO KaTanusaropa.

3.2.14 pucnepcua (dispersion): HeByrnkaHM30BaHHBLIA CUNOKCAHOBEIN 3M1acToMep, AUcneprupoBan-
HbI B NoAxo4sLweM pacTBopuUTene Ans HaHeCeHNSA TOHKOTO CNosl SracToMepa Ha NoANoXKKY Norpy>KeHuem unm
pacnblfieHneMm.

4 HasHa4yeHwe n npUMeHeHune

4.1 HacToawuin cTaHaapT ABNAETCA PyKOBOACTBOM ANA onpeaeneHus TpeBoBaHWiA K CUNOKCaHOBLIM
martepuanam 1 BeiBopa CUNOKCaHOBLIX MaTepuanos AN MeANLMHCKAX U3OeNuiA.

4.2 V3roToBUTENU CUMIOKCAHOBEIX 31aCTOMEPOB, MOCTaBNALWNE MaTepunarnb ANs NPOU3BOACTBa Meau-
LIMHCKUX M30eMuWid, AOMKHBI NpeAoCTaBNATb ANA CBOUX KNMMEHTOB MHOPMAaLMIC O HenaTeHTOBaHHOW peLienTy-
pe MaTepuana.

5 PeuenTypa

5.1 Onactomepbl, reniv U NeHbl U3rOTOBMAIOT C UCMONb30BaHUEM peLenTyp, CoaepX)allnx KoMBUHaLMn
creyoLmMX MHrpeaneHToB (MaTepuanos).

5.1.1 CunokcaHoBbI/ nonumep

TTioboii nonMmMep co cpeHen Ui BbICOKO MOMEKYISIPHON MacCOM, UMEIOLL A CTPYKTYPY, MOKa3aHHYo Ha
pucyHke 1,rge R — MeTunbHas, HeHacblleHHas ankuisHas Unn rugpokcunbHas rpynna. R obelvHo npeacTtas-
nsieT cobo METUMBHYHO UMM HEHACKILLLEHHYO anKUMbHY0 rpYNy, HO Takke MOXeT BbITb heHUnbLHORN, TpudTop-
NPONUIBHON rPYNMOKA UK APYTUM YIIeBOAOPCAHBIM PagunKanoMm; X U y — Lenble yucrna, 6onbLue Uy paBHble
Hymo. Ecnn R He siBNsieTca ruipoKCUNbLHON rpynnon, B KaxKAon Lenn AoMmkHbl NPUCYTCTBOBATL He MeHee 2
arkeHUnbHbIX rpynmn.

4
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R, R — nto6as opraHudeckas rpynna

PucyHok 1 — TUnWYHbBIN NONMMEPHbINM CUITOKCAHOBbIN ANCNEPrUPYIOWNA areHT

5.1.2 Katanusartop

MeTannoopraHudeckoe coeiiHeH1e NnaTuHbl UK Of0Ba ¢ NraHaamu, COCTOALMMN U3 NGO Noaxo-
asien KoMOUHaLUN TaknX 311eMeHTOB, Kak yrnepod, Bo4opoa, kucnopod, hTop U KpeMHUA.

5.1.2.1 nNaTUHOBLIN KaTanusaTop

OTOT KaTanusaTop MoXeT ObiTb QUCNEPrMpoBaH B CUTOKCAHOBOM NONMMepe (CTPYKTypa nokasaHa Ha
pucyHke 1), MMetolemM OOCTATOYHO HU3KYHO BA3KOCTb AMS MOMy4YeHust nerkotekyder gucnepcun. MoxHo
NCNoNb30BaTh NNAaTUHOBLIE KaTanu3aTopbl ¢ codepaHnem oT 5 4o 20 ppm akTUBHOM NNaTuHbI, HO OOLIYHO
MCNONb3YIOT KaTanusaTopbl, cogepXale npubnuanTensHo 7,5 ppm nAatuHebl.

5.1.2.2 OnoBsiHHbIA KaTanusaTop

OaHOKOMMOHEHTHBIE COCTaBbl KOHAEHCALMOHHOW BYNIKaHN3aL U1, Kak npasuno, cogepxat ot 0,1 % Macc.
00 0,5 % Macc. 0noBoOOpraHN4eckoro coeanHeHnsl. [IByXKkoMNOHEeHTHBIe COCTaBbl KOHAEHCAaLMOHHOW BYNIKaHW-
3auuK, Kak npasuno, cogepxart oT 0,5 % macc. 0o 2,0 % macc. 010BOOpraHNYeckoro coeguHeHns. JlnraHael,
npucoeMHEeHHbIE K OfI0BY, MpeACcTaBAsloT CODON HEKOTOPOE CoYeTaHNe anKkUbHbIX, aNTKOKCUABHBIX TRy Un
aHWOHOB KapB&OHOBOM KMCNOTHI.

5.1.3 CwuBaTenb UNU CLUMBAKOLWUINA areHT

5.1.3.1 [BYXKOMMNOHEHTHbIE COCTaBbl NPUCOEAUHUTENbHON BYKaHU3aLmn

ClwmBaoLWwnin areHT NpeactaBnseT co6oN MonMMep, UMEIOLLNA CTPYKTYPY, MOKa3aHHYHo Ha pUCYHKe 2, rae
R 06bI4HO siBNSieTCS METUINBHOW FPYMNoOR UM BOAOPOACM, NPY 3TOM Ha OAHY LieNb AOMKHO MPUXO4UTLCA He
meHee 2,0 SiH rpynn; x n y — uensble yicna, bonblue Uy paeBHble Hymo. YTo6bl M3bexaTb yafTMHeHUs Lenu,
bYHKUMOHANBHOCTL NONMMepa, cofepXkallero BUHUMNbHbIE rpynnbl, UM CLUMBAKLLEro areHTa, coagepxallero
SiH-rpynnsl, gormkHa 6bITb He meHee 3,0.

M3-3a HeorpaHNMYeHHOro KONMYEeCTBa BapuUaHTOB CTPYKTYPhI CLUMBAIOLLEro areHTa U (oyHKLMOHAINBHOro
(cogepallero BMHWMbHbIE TPYMNbl) NoNUMepa HelenecoobpasHo ycTaHaBMMBATL AManascH cogepKaHus
clLuMBatoLLLero areHTa B peuentype. [Npn 3TOM KONMYECTBO CLUMBAIOLLEro areHTa 4OMKHO ObiTb 40CTaTOuHbIM
ans obecneveHnst cTexMoMeTpu4eckoro M3bbitka SiH-rpynn no oTHOLWEHMIO K KONMYECTBY HEHAaCbILWEHHbIX
arnkuUnbHbLIX FPYNM, ecriv iBa KOMMOHEeHTa (4acTu) CUMOKCaAHOBOIo anactToMepa nNpucoeanHNTENLHOM BYNKaHU-
3aUMKn CMELLMBAtOT B pEKOMEHAOBaHHOM N3rOTOBUTENIEM COOTHOLLEHUN.

CHy  |CH, CH; |CHs
R—Si—0-+Si—0+4+Si—0 +Si—R
| | | |
CH; |[CH, H CH,

e ¥ -

PucyHok 2 — TunuyHbIvi NONMMEPHbLIN CLUMBAIOLUNA areHT

5.1.3.2 OpaHokomMnoHeHTHble RTV 3nactoMepbl U ABYXKOMMOHEHTHbIE COCTaBbl NPUCOeAUHUTENbHON
BYIKaHU3aLum
ClwmBaoLwnm areHToOM MOXET B6bITb KpeMHUAOPraHu4Iecknin MoHoMep obLen chopMynebl
R,Si(OR)4 _ 4 (1)

rae R, — opraHudeckas rpynna, kpome theHUNbHOI;
R — rugponusyemas rpynna, Hanpumep ankokcu-, aLleToOKCU-, KETOKCUMOTrpYnnbI 1 Ap.
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5.1.3.3 3nactomepbl NepokcUaHON ByNKaHM3aL 1

OpraHuyeckue nepokcuabl NpeAcTaBNAwT TPETUNA TUN CLUMBAIOLLMX areHTOB, KOTOpbIe, y4acTBYS B peak-
LU CLUMBAHWUSA, HEMNOCPEACTBEHHO He BKIHOYAKTCS B CLUUTYIO CTPYKTYPY anactomepa. CoaepkaHue nepoKcu-
OOB B 00LLeN peLenType BapbupyeTcs OT MeHee OOHOrc MaccoBOro NpoLeHTa A0 HeCKOMNbKMX MacCoBbIX
NpoLEeHTOB. 3TN NepOoKCMAbl pasraraloTcs ¢ 3aBUCSALLEN OT TemrnepaTypbl CKOPOCTbIO C 06pasoBaHneM paguka-
NoB, KOTOPbIE 3aTEM OTLLEMMASOT aTOMbl BOAOPOAA OT HEKOTOPLIX anKUMbHbLIX rpyrn, NPUcoeAMHEHHbIX K rnaB-
HOW CUITOKCaAHOBOM Lienun. PekomMBbuHaLna 3Tux pagvkanos NpuBognT K obpa3oBaHuio CLUMTON CUIOKCAHOBON
cTpykTypbl. OAHUM U3 0BBLIMHO UCMOMNb3YEMbIX MEPOKCUOOB ABMNSAETCA Nnepokeug 2,4-guxnopbeHsonna. Pasno-
KeHue 3Toro nepokcuaa NpUBOAUT k 0Bpa3oBaHMio HEGOMbLUNX KONMYECTB NonuxinopbudgeHnnoB u gpyrux
NoBOYHBIX MPOOYKTOB KaTanuTUYEeCKOro pasfoxeHus, KoTopble O/MKHbBI OblTh yaaneHbl U3 BYfKaHN30BaHHOTO
aracToMepa BO BpeMsi MOCTBYNKaHU3aL UK.

5.1.4 HanonHuTtenb

B kauecTBe HanonHUTens NCNoNbL3yKT aMOPMHBIN ANOKCUA, KPEMHNST BBICOKON YACTOTHI, UMEIOLLUIACS B
npoAaxe nog HaMMeHOBaHWEeM: MUPOTEHHBIA UMM OCaXKAEHHBIA OUOKCUA KpeMHUs. [nokcug KpeMHus obpaba-
TbiBaOT ankuncunadom gopmynbsl CH3SiX nnu (CH3),SiX,, rae X — rmaponusyemas rpynna, unmM ogHum uim
Gonee nonucunokcaHoBbIM onromepom gopmynbl HO(CH3),SIO[Si(CH3),0],[SICH3RO], Si(CH3),0H, rae
R — meTuneHas unu HeHackIWeHHas ankunsHas rpynna. KonMyuecTBo HanormHUTenNs 3aBUCUT OT Tpebyemblx
buzmyecknx cBoncTB. OHO Takke 3aBUCUT OT BUAA U cTeneHn 06paboTkM 1 NoLwaam NoBepXHOCTU MUPOreHHOo-
ro Anokcnaa kKpeMHus. AnbTepHaTUBHO B KAYEeCTBE HANONHUTENA UCMOMNb3YIOT KpUCcTannmMyieckne Buabl keapLa,
Hanpumep namMenbYeHHbIA 40 MeNKoAUCNEePCHOro NopoLlka necok. Takke nHorga UCnonb3yT AnaToMOBbIe
3eMin, KoTopble cogepxat npumepHo 88 % anokcnaa KpeMHUs.

5.1.4.1 MnacTtudpumkatopbl/peakTuBbl AN 06paboTKM HaNnoNHUTENS

MaTepuansl, jobaBnsieMble NPY NPUroTOBIIEHN CMECU 3N1acToMepa 415 CMSAMMeHUsI TOBEPXHOCTU MNpOo-
reHHOro AnoKcKMaa KpeMHusl. OTM MaTepuarbl cTabunManpyoT CBOMCTBA anacToMepa 1 No3BonAeT 4o0aBNAThL
6ornbluee KONMMYeCTBO AMOKCUOa KpeMHUS 1, cnedoBaTenbHo, nofy4vaTs Nydwee apMupoBaHune. B kavecTse
peakTuea 4ns 06paboTkn HAaNOAHUTENS 06bIYHO UCMOMb3YIOT MONMUAUOPTAaHOCUIOKCAHbI C CUITAHONaMM Ha KOH-
Lax Lenuy Ui cunokcaHbl, KoTopble MOryT ObITk rMaponn3oBaHsbl ¢ 0bpaszoBaHMeM CUnaHona, kak onnmcaHo B
5.1.4. 311 maTepuansl NcnonbaytoTcs Ans 06paboTKM UMM CMAMYEHUS BbICOKOAKTUBHOWM NMOBEPXHOCTY YacTuL,
KonnouaHoro guokecuaa kpeMuus. O6paboTtka npomcxoduT 3a cHeT 06pasoBaHnst BOACPOOHbBIX CBSI3ER UK 3a
cYeT XMMUYECKOW peakLn ¢ peakLuMOHHOCNOCODHBIMU CUITAaHOMBHBIMW FPYNNaMn Ha MOBEPXHOCTU AUOKCUAa
KpeMHusi ¢ 06pa3oBaHMeM KOBaNeHTHbIX cBsA3ei. [pn NnpenmyLecTBEHHOM MPOTEKAHNN peakLnM peakTUBOB
anst 06paboTKM HAaNONHUTENSA C MOBEPXHOCTLI0 ANOKCUMAA KpeMHUS MOXHO 1n3bexaTb NogobHbIX B3aumoaen-
CTBUIA ¢ Bonee BEICOKOMOMEKYSIPHOW NonMMepHon 6a3oi, Takum 06pa3oM CBOAS K MUHUMYMY KpenupoBaHie
HeBYIIKaHWU30BaHHOro 3nactToMepa U UsSMeHeHne TBepAoCTU BYNIKAHN30BaHHOMo anactoMepa.

5.1.5 Oob6aBku

MaTepmanbl noboro knacca, obbIYHO COCTOSALLNE U3 COMNEN UMM OKCUOOB METaNNoB, Takux Kak 6ap|/||7|,
TUTaH UK KanbLUWAA.

5.1.6 UHrudurtop

BellecTBo MM cMecb BeLECTB, CMOCOBHBIX YMEHbIUMTbL CKOPOCTb ClUMBaHUA. NHMBUTOP OBbIMHO
COAEPKNT HeHAaCBILLEHHYIO ankuIbHYIO rpynny, cnocobHyo B3aMMOoAeMCTBOBATh CO CLUMBAIOLLMM areHTOM Mo
peakUuun ruapocUnnimMpoBaHnsa (MpucoeduHeHns). OH cocTouT 13 Mroboit noaxoasallein KoOMBUHaLMK Takux
3/1eMeHTOB, KaK yrrepo, BoAopod, KUcrnopod v KpeMHUIA.

5.1.7 PacTBopuTtenb

KnakocTb, ncnonb3yemMaa anA OGpﬁSOBaHI/Iﬂ gncnepcnnnpu cMmelinBaHnim C HeByJKaHM30BaHHbIM 3M1ac-
TOMEpOoM. Kak npaBunno, NCNOJb3YIOT TOJNYOJT TN KCUNOT. Takke pacTBOPUTESIb MOXET COCTOATb U3 noboro
noaxoadwero covetTaHuna cneyrwnx aneMeHTOoB: yriepoaa, Bogopoaa, Kucnopoda n, BOSMOXHO, KpeMHUA.

6 YnakoBKa, MapKupoBKa U XpaHeHue

6.1 WHrpeameHTbl HEBYKaHN30BaHHOrO CUIIOKCAHOBOIO 3riactoMepa, UCMoNb3yeMoro B MeauuuHe,
[AOITKHBI MOCTaBMATLCA B HaAnexallen ynakoske Ans npedoTspalleHna Ux 3arpsasHeHns npy TUNNYHbIX yero-
BUSIX TPAHCMOPTUPOBAHUA U XPaHEHNS, a TakKe YXYALIeHUs UX KayecTBa 3a cYeT YNakoBKM.

6.2 Bce ynakoBku JomkHa GbiTb MapKMPOBaHbl TakUM 06pasoM, YTo6bl MOXHO Gbino naeHTUdULMpO-
BaTb U3rOTOBUTENSA, HAaUMeHOBaHMe NPOAYKLMUM 1 HOMep NapTUM UMK CePUN.

6.3 MocTaBWMKMaTepuana AofKeH NpeaocTaBiATb MHGopMaLMo 0 peKoMeHaYyeMbIX YCIOBUSIX XpaHe-
HWS M rapaHTK Ha MPOaYKLUMLC.

6
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7 OxpaHa 300poBbsi u 6e30NacHOCTb

7.1 TlockornbKy HACTOSILUMA CTaHAapT pacnpoCcTpaHseTCs TOMbKO Ha HEBYNKAHN30BaHHbIE CUMOKCaHO-
Bble af1acToOMepbl 1 X 6OMBLIMHCTBO BYIKAHU3YETCS BO BPEMS KOHEYHOTO UCMOMb30BaHNUS, OCHOBHbIe Npobe-
Mbl OXpaHbl 340poBbsA U 6e30MacHOCTK, CBA3AaHHbIE C UCMONb30BaHMEM TakMX MaTepuanoB, BO3HUKAKT B
npoLecce obpalleHus ¢ HUMKM (MonagaHue B rnasa, gblxaTerbHble NyTU 1 Ha KOXY).

7.2 Kaxabl TN HAanonHUTens nmeeT cobcTBEHHbIE, CBA3aHHbIE C HUM onacHocTu. MNoTeHumMansHoe Bo3-
OencTBue Ha ablxaTenbHble NyTK, Kak NpaBuno, He BCTpevaeTCs, Tak Kak HanonHUTEeNn He MoryT Nnerko Bblae-
NATbCS B BO34yX N3 CMeLUaHHbIX UHIPeJNEeHTOB.

7.3 KatanusaTtopbl MOryT OKasblBaTb HEKOTOPOE TOKCUYECKOEe BO3AENCTBUE B 3aBUCUMOCTU OT KOHLIEH-
Tpauun, opmbl U TUNa. UHrMbuTopbl 06bIMHO UCMAPSAIOTCHA UMK BKIOYAKOTCA B CTPYKTYPY 3r1actomepa npu ByIi-
KaHuU3auum Unmn coaepkartcs B KONMMYecTBax, KOTopble OBbIYHO CUMTAT OKa3biBAOWMMN HE3HaYUTENbHOE
TOKCcUYeckoe BO3aencTBume.

7.4 TpuUrogHocTb NS UCMOMb3OBAHWS MO HA3HAYeHUIo (TO eCcTb B1OMOrMYecKyo COBMECTUMOCTb) ornpe-
OensioT Ha rOTOBLIX M3OENNUsIX, UCMIbITAaHHbIX B NpeanoriaraemblX yCnoBuax npumeHeHust. Madgpopmaums o 6uo-
NnornyeckorM  COBMECTUMOCTW  BYIIKAHW30BaHHbLIX  CUMOKCAHOBLIX  3MacTOMEpoOB  UMeeT  camoe
HenocpeACcTBEHHOE OTHOLIeHWEe K BbIGOpY WHIPEeOWMEeHTOB M3Oenusl U BAUSIeT Ha YCOBUS MOATOTOBKM,
cTepunmMsaunm u UCNbITaHKUS.

7.5 EcnuHeBynKaHU30BaHHbIE CUMOKCAHOBbLIE 3N1acTOMepPbl HEMOCPEACTBEHHO KOHTAKTUPYIOT C TENOM U
BY/IKaHM3YIOTCS HA MecTe, HeobXxoanMmMo paccmMaTpyBaTh UHIPeaWEHTh peLenTypbl U NOBOYHbIe NPOAYKTbI BYS1-
KaHnsaunn. Onga HekoTopbIX Takux 31acTOMEPOB UCMONb3YOT BYMKaHU3YOWME CUCTEMBI, NPU NPUMEHEHNN
KOTOpbIX 0Bpa3yoTcs opraHuieckue coeguHeEHUs!, KOTopble MOTYT Bbl3blBaTb MECTHOE pPasapakeHne TKaHe.

7.6 Pe3synbTaTbl TOKCUKOMOrMYECKNX UCTbITAaHUNA HEBYNKAHN30BAHHbBIX MaTepmnanos UCNOb3YHOT TOMNBKO
NPy COCTaBMEHUN PeLLenTypbl U U3roTOBMEHUM CMeCK N3 BbIDpaHHbIX MHIPEANEHTOB B COOTBETCTBUN C MPUHSI-
TbIMW CTaHdapTamu, ycTaHaBnuBaloWwUmMM TpeboBaHMs K cucTeMaM kadecTBa, Takumm kak MCO 9001, m
OENCTBYIOLLUMI MOSNOXEHUSIMA CUCTEM CTaHOApPTOB KavecTBa/Hagnexawen npon3BoACTBEHHON MpaKTUKK
(GMP).

8 Crepunusauusn

8.1 WN3aroToBUTENU AOMKHBI MOCTaBMASATbL HEBYNKAHN30BAHHbIE CUIMOKCAHOBbIE 3M1aCTOMEPbI CTEPUNbHBI-
MU UKW NpeoCcTaBNATbL pekoMeHaaunn no metogam ctepunusaumn. Cnegyet NpoBepaTh 3TU MeToAbl nepef
UCMoNb3oBaHNEM.

8.2 3TuneHokcua xopoLlo pacTBOpUM B cunokcaHax. MNonb3oBatenu, npososilime cTepunnsaLnio ¢
UCMonb30BaHNEM 3TUMNEHOKCUAA, AOIKHBI NPOBOANTL UCMbITAHWE AN onpeaerieHnus NpUuemMnemMblX ypoBHein
OCTaTOUYHOro 3TUNEHOKCUAA, €CrU CTEPUITU3OBAHHBIA MaTepuan CNonb3yeTes Kak eCcTh (CM. CCbINOYHbIE AOKY-
MeHTbI). inst onpeaeneHus OTCYTCTBUSI OCTATOUHBIX CTEPUNNIYIOLLINX BELLIECTB MOXHO UCMOMNb30BaTh UCMbITa-
HWA KNeTOYHON KynbTypbl, Hanpumep no ACTM @ 813.

8.3 ABTOKNaBHasi CTepuIn3aLms HeBYIKaHN30BaHHbIX 31aCTOMEpPOB, refiei U neH obbIYHO He NCMONb3Y-
eTCcsl U He pekoMeHayeTCs, NOCKONbKY OHa MOXET MPUBECTU K TPYOHOCTAM MNpu U3roTosrneHuu. KoHKpeTHble
JeTanu aBToKNaBHOW CTEpUNN3aLLnMA B HACTOSILLEM CTaHdapTe He NPUBOAATCSA, Tak Kak C NOMOLLIbIO aBTOKNAaBOB
0BbIYHO CTEPUNN3YIOT FOTOBLIE 3M1AaCTOMEPHbIE N3OeNns.

8.4 PagnauMoHHasi cTepunmnaalmns HeByKaHM30BaHHbIX 311aCTOMEPORB, rerieil v neH 06bIMHO He NCnoMb-
3yeTcsa n He pekoMeHayeTcs. ononHuTtenbHasa nHgopMauna o paanaunoHHon ctepunusalm npuseeHa B
ACTM & 2042.

9 lNMonoxeHnsA NO KOHTPOO KaYyecTBa

9.1 CunokcaHoBble aracToMepbl paspabaTbiBaloT U U3rOTOBASIIOT C UCMO/b30BaHWMEM NPOrpamMm KOH-
Tponsi kadecTBa, Hanpumep no AHC/ACKL LI (Cneundukaumsa Ha obwme TpeboBaHnA K nporpaMmmMam Kadec-
TBa), HO NpeanouTUTensLHO B cooTBeTCcTBUM ¢ MCO 9001 1 NCO 9002. OgHOpOaHOCTL XapakTepUCTUK pasHbIX
NapTuWil NPOAYKLMMU TaKKe MOXHO KOHTPOIMPOBAaTL CONOCTaBNeHNEM paboymx XxapakTepucTuK n3genus ¢ Tpe-
60BaHMAMN K MpUeMKe MapTUM, KOTopble OOMKHbI ObiTb XapakTepHbiMU 418 NPoAyKUUM WU 4oCTaTouyHOo
KECTKUMMU.

9.2 N3roToBUTENWU HEBYMNKAHU3OBAHHbLIX CUITOKCAHOBbLIX 3MacTOMEPOB JOMKHbI YBEAOMIIATL KIUMEHTOB
06 N3MeHeHusIX peLenTypbl, METOAOB UCMbITaHWNA, cneundukauum UM ynakosku. Npun Kaxgom UaMeHeHn
crnedyeT NpedoCTaBMsATb AeTan U3MEHEHWI U cnocobbl X MaeHTudrKaLmn.
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9.3 Ctepunusauuio NpoBOAAT C UCMOMb30OBaHNEM CeayoL X CTaH4apToB, HanpumMep:

- AHCW/AAMWU CT46 Hagnexallasa 6onsHUUHas npaktuka: CTepunusaumsa napom 1 obecnedeHue cre-
pUNLHOCTY;

- AHCU/AAMUW CT41 Hagnexawwas bonsHU4Has npaktuka: CTepunmnsaums aTurneHokengom n obecneve-
HWe CTePUNbLHOCTH;

- AHCU/AAMW CT50 CyxoxapoBble CTepunnsatopbl (CTEpUNN3aTopbl FOpPSHMM BO3AYXOM);

- AHCU/AAMU CT29 PekomeHgyemasi pakTuMka no onpegeneHuto aTUneHokcMaa B MeULMHCKUX n3ae-
nnax;

- AHCW/AAMWN CT30 OnpeaeneHune ocTaTOuYHOr0 3TUNEHXITOPrMAPUHA U 3TUMNEHTTIMKONS B MeANLIMHCKNX
n3genusx;

- AAMW 13409-251 Ctepunusauuma nsgenui meguumnHCKOro HasHavyeHus. PagnauunoHHas ctepunmaa-
uus. NoareepxaeHue NpaBUnbHOCTU NMPUMEHEHUS NOTIOLLEHHON 103kl MOHN3NPYIOLLEro U3nydeHus 25 kI p kak
CTEPUNN3YIOLLEN 003bl ANS HEBONBLUMX U HEYaCTLIX MPON3BOACTBEHHbLIX NapTUNA;

- AAMU TUP8-251 Mukpobuonornieckne MeTofbl CTepUnM3annm MeauUMHCKUX N34envii ramma-many-
YeHUeM.
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MpunoxeHne X1
(cnpaBo4Hoe)

O6ocHoBaHue

X1.1 MeauumHckue nsgenus M3 CUNOKCAHOBOIO 3racToMepa WUPOKO UCMOMb3YHTCS B MeauuvHe, 1 UMerTcs
HaKOMMEeHHbIE 3a ANMTElbHbIA NepUoa BpeMeHu JaHHble 06 nx buonornieckort COBMeCTMMOCTU BO MHOTMX 06nacTsix npw-
MeHeHus1. B HacTosilem cTaHgapTe npyveeaeHa uHopMaumsi o paspaboTke 31acTOMEpPOB, HavarnbHas cTagms KOTOPOWn
BNMsieT Ha BUONOrMYecKyo COBMECTMMOCTB FOTOBOIO U3aenus. Takke Ha Buonormieckyo COBMeCTUMOCTbL FOTOBOIO U3je-
NSt BNUSIIOT YCIIOBUS M3TOTOBITEHWSI CUITOKCaHOBOTO anactomepa (cm. ACTM & 2042).

X1.2 Mpegbiaywas epenst ACTM & 2038 B HacTosIWee BpeMsi pasgeneHa Ha ABe YacTu: ogHa pacnpocTpaHaeTcs
Ha peuenTypy cmecu, apyras — Ha usrotoenexmne. Kogel, pavee ncnonedyemblie B ACTM @ 2038, He Gbiny LUIMPOKO NPUHS-
Tbl MBFOTOBUTENSIMU, M MOITOMY CTAHAAPT UMEN MMHUMarbHY0 Nonb3y. Hdopmauwms, npegcTaBrneHHas B TEKyLLEN Bep-
cnn ACTM @ 2038 (1 HekoTOpble NpeAnoXeHUs Ansi AarnbHEWLWX UCCref0BaHuni), CNYXUT OTNPaBHON TOHYKON, C MOMOLLbIO
KOTOPOW NONb30BaTENb MOXET NONYy4UTb YKasaHusi No GUonornieckomMy BO34enCTBUIC peLenTyp curokcaHoB. OTBETCTBEH-
HOCTb U3rOTOBUTENEN, ONMCaHHas B Tekylen Bepcun ACTM & 2038, npumeHsieTcs unu, kak npegnonaraercs, 6yaet npw-
MEHSITbCSI Ha NPaKTUKE B MPOMBbILLNEHHOCTU; M3rOTOBUTENUN MOTYT GbITh AN depeHUMpOBaHbl HA OCHOBE UHGOpMaLMK,
KOTOPYIO OHU NPEeAOCTaBMSOT NO TEMaM, YNOMsIHYTbIM B Tekywen Bepcun ACTM & 2038.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefileHUA 0 COOTBETCTBUU CCbINTOYHbIX CTaHgapToB HaLuMOHallbHbIM
N MeXrocygapcrtBeHHbIM CTaHOapTamMm

Ta6nwuuya JAA

CreneHb 0603HavYeHe U HanMeHOBaHWe COOTBETCTBYIOLLErO
0O603HavYeHre CCbINOYHOro cTaHaapTa
COOTBETCTBUSA HaLMOHANBHOTO, MEXTOCYAapCTBEHHOro cTaHaapTa
ASTM D 1566 — *
ASTM F 813 — *
ASTM F 2042 — *

ANSI/AAMI ST46

ANSI/AAMI ST41

ANSI/AAMI ST50

ANSI/AAMI ST29

ANSI/AAMI ST30

AAMI 13409-251

AAMI TIR8-251

ANSI/ASQC Q9001

21 CFR 280

21 CFR 210

*

21 CFR 211

*

*COOTBETCTBYIOLLMI HALUMOHANBHLIW, MEXIOCYyAapCTBEHHbLIN CTaHAapT OTCyTCTBYET. [10 ero NpuHATHS pekomMmeHnay-
€TCH UCNOoNb3oBaTh NEPEBOA HA PYCCKUI A3bIK AaHHOro cTaHaapTa. [inst nonyyeHus nepesoga criegyet obpawarbes B
TK 160 «lMpoaykums HeOTEXMMNYECKOTO KOMIIEKCa».
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YOAK 678.842:678.033:006.354 OKC 83.140.99

KntoveBkle croBa: 3nacTtoMepsbl, refin n neHbl Ha OCHOBE CUJTOKCaHOBOTIO Kay4yKa, UCnomnb3yemMble B MeauLin-
He, peuenTypbl, MHIpeaANeHTbI
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