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HALWMWOHANBbHBIN CTAHAOAPT POCCUMNCKOMN PELEPALUMN

ONACTOMEPHI, TENN N NMEHbI HA OCHOBE CU/IOKCAHOBOIO KAYYYKA,
NCMNONb3YEMbIE B MEAVNLNHE

YacTtb 1

PeuenTypbl ¥ UHIPEANEHTbI

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

Aata BBegeHna — 2018—01—01

1 O6nacTb NpUMeHeHus

11 HacTosawwii cTaHgapTycTaHaBMBaeT TpeboBaHUSA KCUIOKCaHOBbIM 3/1acTOMepam, refisiM 1 neHam,
a Takxe K peuentypam v nHrpegueHtam. CtaHgapT He pacrnpocTpaHAeTCsa Ha CUI0KCaMOBbIE NMOPOLLKN, XUA-
KOCTU 1 Apyrue cuiokcaHbl. HacTosiwmii ctaHAapT SABASeTCSA PyKOBOACTBOM MO BblI6OpPY MaTtepuasnioB nocsne
paccMoOTpeHUs XMMUYECKUX, (PU3NYEcKUX U TOKCUKOSIOTMYECKUX CBOWCTB OTAENbHbIX WHIPeAWeHTOB Wnin
Nno60YHbIX NPOAYKTOB. B HacTosAlem cTaHAapTe npuBeeHa o6Lasa MHpopmMaLunsa 0 CU/IOKCaHOBbIX MaTepua-
nax, 06bI4HO UCNOMNb3yeMblX B MeAuumHe. [Mogpo6Has WHGoOPMauMsa O By/KaHM3aLMM U M3roTOBIEHUMN
CUJIOKCaHOBbIX MaTtepuanos npueeneHa BACTM & 2042.

1.2 W3roToBrieHUe n cBOICTBa 3a/1acToMepoB — MOACTM & 2042.

B HacToswem cTaHgapTe npyBeaeHbl TONIbKO UHTPeANeHTbl HEBY/TKaHM30BaHbIX 3/1aCTOMEPOB, refnen n
MeH.

1.3 buonorunyeckass COBMECTUMOCTb CU/TIOKCAHOBbLIX MaTepuasioB MOXeT paccMaTpuBaTbCA Ha pasHbIX
YPOBHAX, HO 6UOCOBMECTUMOCTb U34eNunsa B 3aBMCMMOCTY OT Npegnonaraemoro Ucnosib3oBaHns oueHnsaeT
N3roToBUTESb.

1.4 Bunonorunyeckue n husanyeckre CBoMCTBa ABNAOTCA 60/1ee BOCMPOM3BOANMBbIMU, EC/IN MaTepuasbl
M3roTOBJ/IAIOTCA B COOTBETCTBUU C MPUHATLIMU CTaHAapTaMmu KkadecTtsa, Hanpumep MCO 9001. n npasunamn
Hajexallen NPon3BoOACTBEHHOWN NPaKTUKN.

1.5 3HauyeHus, yka3aHHble B ejuHULAX CUCTEMbI AIONM-DYHT, paccMaTpuBalroT B KauecTBe cTaHOapT-
HbIX. 3Ha4YeHns, NpMBefEeHHbIE B CKOOKax, MateMaTtnyeckn npeobpasosaHbl B efuHULbI CY. KOTOpble faHbl
TONbKO ANS NHAOPMALMKN U He CHUTAKOTCA CTaH4aPTHLIMU.

1.6 BHacTosuWeM cTaHAapTe He NpeyCcMOTPEHO pacCMOTPEeHVe BCeX BOMPOCOB o6ecnevyeHns 6e3onac-
HOCTW. CBA3aHHbIX C ero npumMeHeHneM. MNonb3oBartesib HacToALWEro cTaHAapTa HeceT OTBETCTBEHHOCTbL 3a
yCTaHOB/IEHNE COOTBETCTBYOLNX NPaBua N0 TEXHUKe 6€30NacHOCTN N OXpaHe 340POBbA. a Takxke onpeaenset
Len1ecoo6pa3HOCTb NPUMEHEHNS 3aKOHOAATeIbHbIX OFPaHNYeHni nepeg ero ncnosib3oBaHneM. Monb3oBare-
NAM Takxke peKoMeHAyeTCsH 03HAaKOMUTbLCA C nacnopTaMmn 6e30MacHOCTM MaTepunanos, NpeaocTaBAsgeMbIMuy C
HeBY/IKAHN30BaHMbIMN UHTPeAMeHTaMN CU/TOKCAHOB.

2 HopmaTumBHble CCbI/IKN

B HacTosAwem cTaHAapTe UCMNO0J/Ib30BaHbl HOPMAaTMBHbIE CCbIIKM Ha crieAyloumne ctaH4apThbl:

N3paHne opuymnansHoe
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2.1 CtaHpapTbl ACTM1)

ASTM D 1566. Standard terminology relating to rubber (CTaHgapTHass TepMMHOIOTNSA Ha Pe3VHY)

ASTM F 813, Standard practice for direct contact cell culture evaluation of materials for medical devices
(CTaHpapTHasa NpakTuka NO KOHTaKTHOWM OLEHKe K/IETOYHOW Ky/NbTypbl MaTePUanNoB A8 MeAULMHCKUX NPU6Go-
poe)

ASTM F 2042, Standard guide for silicone elastomers, gels and foams used in medical
applications — Part 2 — Crosslinking and fabrication (CTaHgapTHOe pyKOBOACTBO A1 CU/IMKOHOBBIX 3/1aCTO-
MepoB. refieii v NeH, UCnosb3yemMbiX B MeauLmHe. YacTb 2. BynkaHusaums v usaroToBneHue)

2.2 CTtaHpapTbl, ycTaHaBnBawLlme TpeboBaHMA KCTEPUNBHOCTNZ)

ANSI/AAMI ST46, Good hospital practice: Steam sterilization and sterility assurance (Hagnexatas
60n1bHMYHaA NpakTuka: CTepunnsanms napom nobecneveHre CTePUILHOCTH)

ANSI/AAMI ST41. Good hospital practice: Ethylene oxide sterilization and sterility assurance (Hagnexa-
wan 60nbHUYHAsA NpakTuka. CTepuansauns aTUIeHOKCUA0M U oGecrnedeHe CTEPUILHOCTH)

ANSI/AAMI ST50, Dry heat (heated air) sterilizers (CyxoxapoBble cTepunumsatopbl (CTepuansaTopsbl
ropsunM BO34yxom)]

ANSI/AAMI ST29. Recommended practice for determining ethylene oxide in medical devices (PekomeH-
Ayemasi npakTuka no onpegeneHnio aTIeHOKCNAa B MegLMHCKUX U3LeNmnsx)

ANSI/AAMI ST30, Determining residual ethylene chlorohydrin and ethylene glycol in medical devices
(OnpegeneHne 0CTaTOYHOTO STUIEHXIOPTMAPUHA U STUIEHTINKONSA B MEAULIMHCKUX U3AeNUNAX)

AAMI 13409-251. Sterilization of health care products — Radiation sterilization — Substantiation of
25 kGy as a sterilization dose for small or infrequent production batches (CTepunusauusa nsgennii MeguLmNHCKO-
ro HasHauyeHusl. PagnaynoHHas ctepunmsaums. NogreepxaeHre NpaBuIbHOCTU NMPUMEHEHNS NMOTOLLEHHOW
[03bl MOHU3MPYIOLLETO M3/TyveHust 25 KIp Kak cTepuAnaytoLLet A03bl 4151 HEGONbLINX U HeYaCTbIX NPOU3BOA-
CTBEHHbIX NapTuii)

AAMITIR8-251, Microbiological methods for gamma irradiation sterilization of medical devices (Mukpo6u-
0/10rn4ecKre MeToAbl CTEPUNN3ALNN MEAULNHCKUX N3AENUIA raMMa-U31yHeHneM)

2.3 CTtaHpapThl, ycTaHaBAnBawwmne TpeboBaHusa Kcnctemam KavyectBasd)

ANSI/ASQC Q9001, Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctembl kadyecTBa. Mofesib o6ecrnevyeHns KayecTBa Npu NpoeKTMpoBaHuun, paspa-
60TKe, NPOM3BOACTBE, MOHTaXe N 06CYXMBaHNN)

21 CFR 820, Quality system regulation (current revision) [Tpe6oBaHusa K cucteme kayectBa (TekyLias
Bepcus)]

21 CFR 210, Current good manufacturing practice in manufacturing, processing, packing or holding of
drugs: general (current revision) [[lelicTBytowas Haasexawas nponsBoACTBEHHAS NpakTuka B chepe npomns-
BO/ACTBAa. NepepaboTKu, YNakoBKN UMM XpPaHeHUs 1eKapCTBEHHbIX CPeACTB: 06LLMe NONoXeHWs (Tekylasa Bep-
cus)]

21 CFR 211, Current good manufacturing practice for finished pharmaceuticals (current revision)
[delicTBylowan Hagnexauias NpPovu3BOACTBEHHAs NpakTuka A18 rotToBol dhapMaueBTUYeCKOW NpoayKumu
(Tekywasn sepcus)]

3 TepmMuHbI 1 onpeaesnieHns

3.1 [ononHutenbHble onpeaeneHns npusegeHsl BACTM [l 1566.

3.2 BHacTosleM cTaHAapTe NPUMEHEHbI CNneaytoLme TEPMUHbI C COOTBETCTBYIOLLMMM Onpefe/ieHNAMN:

3.2.1 cuiokcaHoBbIli nonumep (silicone polymer): MonuMepHbie Lenn ¢ OCHOBHOW LieNbio U3 NOBTO-
PAOLWMXCA aTOMOB KPEMHUSA Y KUC/10PO/a, FAe Kax bl aTOM KpeMHUS uMeeT fiBe opraHnyeckue rpynnel. Opra-
HUYEeCKMMM TpynnamMu, Kak npasuio, ABASATCA MeTUbHbIE TPYNMbl, HO MOTYT 6bITb BUHU/IbHAsA. DeHU/IbHas,
hTopuCcTas unmn apyrve opraHnyeckue rpynnobi.

1>YTOUYHUTL CCbINKM Ha cTaHaapTel ACTM MOXHO Ha calitTe ACTM www.astm.org uam B cnyx6e nogaepxkm KAmeH-
ToB ACTM: service@astm.org. B nHdpopmaymoHHoM Tome exerogHoro cbopHuka ctaHgaptoB (Annual Book of ASTM
Standards) cnegyet o6pawatbCs K CBOAKE CTAHAAPTOB €XerogHoro c6opHuka ctaHAapToB Ha cTpaHuue caliTa.

2) focTynHbl B AMEPUKAHCKOM HaLMOHaNbHOM UHCTUTYTe cTaHaapTos (ANSI), 25 W. 43rd St.. 4th Ftoor. New York.
NY 10036, http://www.ansi.org.

3>[0CTyNHbl Y HAYB/IbHUKA YNPBBAEHUA AOKYMeHTauumn MNMpaButenbcTBeHHoW Tunorpacgum CLA. 732 N. Capitol St..
NW. Mail Stop: SDE. Washington. DC 20401, http://wvvw.access.gpo.gov.

2
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3.2.2 uuKnunyeckme onmromepbl U NnUHeliHble onnromepsl (cyclics and linears): Huakomonekynsip-
Hble neTyuune LMKINYecKme Buabl CU/IOKCaHOBbLIXO/IMTOMEPOB. 0603Ha4YaeMble CUMBO/IOM «O» € LM POIA, KOTO-
pasi o3Ha4vaeT umcno ceasen Si-O B maTepuane (06b14HO D4— D20); Buabl oT D740 040 (nn 60n1€e) MOXHO
Ha3BaTb «MaKpPOLNK/INYECKUMU ONIUTOMepPamm». JINHeHbIe ONIMTOMEPbI — O/INTOMEPbI C NPAMON LieNnbHo, KOTO-
pble MOryT 6bITb NETYYMMU U1K 6ONee BbICOKOV MONEKYISPHOM MaccChl B3aBUCMMOCTW OT A/INHBI Lienn, 0603Ha-
YaeMble KOMbBUHauMer cnmBosioB «M» 1 «D», rae cumBon «M» — rpynna R3S»-0, cumBon «O» onuvcaH BbllLe,
«R» — Kkak npaBuno, meTunbHas rpynna (Hanpumep. (CH3)3SiOSiOSi(CH3)3 o60o3HavatoT kak MDM], Husko-
MONEKYNSAPHbIE BelllecTBa BPa3HOl CTENEHN NPUCYTCTBYIOT BKOMMNOHEHTaX CUIOKCAHOBbIX Kay4YYyKOB B 3aBUCU-
MOCTWN OT TEXHOJIOTMYECKOro fnpouecca W YCMOBUA XpaHeHUs. YPOBHU MakKpOLMKINYECKMNX OJIMTOMEpPOB,
KOTOpble MOXHO BblAe/IMTb U3 CU/IOKCAHOBbLIX MOMMMEPOB C MOMOLLbIO BakKyyma, BbICOKOTEMMNepaTypHOW
Aecop6Luuuy 1AV nocrieaytoller ByikaHn3aumm B TepMocTaTe, 3aBUCAT OT MCMOJ/Tb3YeMbIX YCI0BUIA.

3.2.3 katanusartop (catalyst): VHrpeguneHT peuenTtypbl CMECKH Ha OCHOBE CU/IOKCaHOBOTrO 3/1acTomMepa,
VHULUNPYIOLWNT peakumio CLUMBaHWA Npu By IKaHU3aunmn anacTtomepa.

3.2.4 cwuBaTenb nnu cwmBatowmnini areHT (crosslinker or crosslinking agent): VIHrpeauneHT peuenTy-
pbl CMECW Ha OCHOBE CU/TIOKCaHOBOTO 3/1acTOMepa, KOTOPbI AB/IAETCSA peakTMBOM B Peakuun CLUMBaHUS, Npo-
ncxogsauen npy BynkaHusaunum anactomepa.

3.2.5 nHrnéuTop (inhibitor): NHrpeaneHT peuenTypbl CMECU HA OCHOBE CM/IOKCAHOBOFO 3/1acToMepa,
pobaBnsemMblii ANA 3aMef/IeHUA CKOPOCTUN peakLmn CLUMBaHNS.

3.2.6 HanonHutens (filler): TOHKO n3MeNbUYeHHOE TBEpPAOE BELLECTBO, KOTOPOE TuWiaTe/IbHO CMeLllBa-
10T C CU/IOKCAHOBbLIMW MOIMepamMu B NpoLiecce NPOM3BOACTBA A5 NOIyYEHUSI KOHKPETHbIX CBOWCTB. Hanon-
HUTENN, NCNONb3yeMble B CU/TIOKCAHOBbIX 3/1aCTOMepax, 6bIBatoT ABYX TUMOB.

3.2.6.1 ycunuBawwme HanonHutenun (reinforcing fillers): HanonHutenu, umerowme, Kak npaBuno,
60/1bLIyl0 MoWaAb MOBEPXHOCTM U ABASAIOWMECA aMOPMHbLIMU, HAaMpPUMepP MUPOTFeHHbIA WIN OCaXAEeHHbIN
ONOKCUA, KpeMHUA. TakMe HanoIHUTeNU NpUAAT BbICOKYHO NMPOYHOCTb U 3/1aCTUYHOCTb 31acTOMepY.

3.2.6.2 HeycunuBawlwmne HanonHutenu (extending fillers): HanonHuTenun, Hanpumep KpuUcTanmyec-
Kkne popmbl AMOKCMAa KPeMHUS 1 AnaTOMOBblE 3eMJIN, Kak MpaBuio, nmetowme 60see HU3KYHO nowagb
NOBEPXHOCTM N 6OsIee HU3KYH CTOMMOCTb, YeM ycunmnsatoLme HanonHutenn. OHM obecneunBaloT HEKOTOpPOe
apMupoBaHue, HO. Tak KAKOHMOTHOCUTE/IBHO He,0POorue, UCMOJIb3YHOTCHA BOCHOBHOM /191 yBEe/IMYEHNA 06 beMa
cmecwm.

3.2.7 pob6aBkn (additives): WHrpeamneHTbl peLenTypbl CMECUM Ha OCHOBE CU/IOKCAHOBOTMO 3n1acTomepa,
MCNoJib3yeMble B OTHOCUTENIbHO HEBObLUNX KOSIMYECTBAX, BbIMOMHAOWME Takne PyHKLMN, KaK MapKnpoBKa,
oKpallvBaHue unn obecrneyeHne HeMpo3payHOCTM anacTomepa.

3.2.8 cunokcaHoBas 6a3sa (silicone base): PaBHOMepHO nepemellaHHasi CMECb M3 CUJ/IOKCAHOBOIO
nonvmepa, HanosaHUTenel n4o6aBokK, He coAepXallas CLUMBAIOLLNX areHTOB MU KaTanm3sartopa.

3.2.9 HeBy/fiKaHM30BaHHbI 3nacTtomep (uncured elastomer): CunokcaHoBas 6asa, cogepxalias
ClUMBAOLLNI areHT u/unau katanmsaTop, HO He BY/IKaHN30BaHHas.

3.2.10 cunokcaHoBbIi anacTtomep (silicone elastomer): HeBynkaHW30BaHHbI 3/1aCTOMEpP, NOABEPT-
HYTbI BO3eNCTBUIO YC/TIOBUIA, BbI3bIBalOLLMX €r0 CLUMBaHMe. 1acToMepaMn MOryT 6bITb BbICOKOBSI3KME Kay4y-
KW. HU3KOBA3KME Kayuykn nnm RTV (cm. 3.2.10.3).

3.2.10.1 BbicOokoBA3kMe kayudyku; HCRS [high consistency rubbers (HCRS)]: MaTepuansbi, KOTOpble
He MOryT 6bITb NepekayaHbl 06bI4YHbIM HACOCHbLIM 060pyA0BaHMeEM. VIX. Kak npaBuio, o6pabdaTbiBaloT C UCMOSIb-
30BaHMeM 060pyA0BaHNA C 60NbLUNMU CABUTOBBLIMU YCUTMAMU, TAKOTO Kak ABYXBasIKOBble BaslbLbl. 3genuns,
KaK NpaBu/1o, N3roTOB/IAKOT MPEeCCOBaHNEM WU IUTbEBbLIM (DOPMOBaHNEM.

3.2.10.2 HM3KOBA3KME KayuykKum WU XUAKME CUNOoKcaHOBble Kaydyku; LSRS (low consistency
rubbers or liquid silicone rubbers (LSRS)]: Tekyuue npy HOpMasibHbIX YC/IOBUAX MaTepuasbl, KOTOPble MOXHO
Nerko nepekaymBaTb. /X cMelIMBalOT NponyckaHnemM yepes ctaTuyeckune cmecutenu. 3genmsa MoxHo nsro-
TOB/ATb C UCNOJIb30BaHNEM NNTbA NOA faBNeHNEM.

3.2.10.3 RTV 3nactomopbl (HM3KOTeMMNepaTypHol/i ByfnkaHusaumn) (RTVs (room temperature
vulcanization)]: O4HOKOMMOHEHTHbIE 31aCTOMepPbI, BY/IKAHU3YIOLLNECS B MPUCYTCTBUN aTMOCHEPHOW Briaru.
Mpn Heo6X0AMMOCTY yBENNYEeHME CKOPOCTU BYIKaHU3aLUM AOCTUTraeTcs 3a cyeT NoBbIWEeHNA TemMnepaTtypbl.
Tak Kak By/ikaHu3aumsl 3aBucuT oT AUpdy3nmn Boapl B anactomep, He peKOMeHAyeTCs NPOBOANTL By/IKaHW3a-
Lm0 Ha rnybuHe 6onee 0.25 arorima (0.635 cm).

3.2.10.4 renu (gels): CnabocwnTble Matepuasbl, HE UMeEIOLLME UM UMEOLLNE OTHOCUTENIbHO cnaboe
yCUeHne Nno CpaBHEHMIO CO CLUMTBLIM NOSIMMEPOM. Kak MpaBunio, OHU SABASIOTCA ABYXKOMMOHEHTHbIMU CMecs-
MW. U3roTOBNSEMbIMW C UCMOIb30BaHNEM CUCTEMbI MPUCOEANHUTE/IBbHON BYIKaHM3au My Ha N1aTMHOBOM KaTa-
nusatope. TBepAOCTb resid MOXHO PerysiMposaTth B LUMPOKMX Npedenax. Matepuan 06bI4HO He NpefHa3HaveH
AN 60MbLUNX HAarpy3oK, a Ncnosib3yeTcs A1 obecnevyeHns NOTHOrO KOHTaKTa HEPOBHbIX NOBepXHoCcTel. B
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pe3ynbTaTe Harpy3ku pacnpegesnstorcs no 6onblueii niowaan. 3Tm MaTeprasibl TakKe MOXHO NCNOoNb30BaTh
AN obecneyveHUs 3aWnTbl OKpyXatoLlei cpefbl OT 3arpsa3HeHuiA.

3.2.10.5 neHbl (foams): CwuTble MaTepuanbl, UMelOLWME B CBOEM COCTaBe KOMMNOHEHT, BbAeNAOWNA
npv ByIKaHM3aunmn NeTyunii ras. Haanume Takoro KOMNoHeHTa MPUBOAUT K MOJTyHEHMIO MaTepuasnia covyeHb HU3-
KO MNNOTHOCTbIO. [MeHbl, Kak NpaBuio, ABNAKOTCA ABYXKOMMOHEHTHbIMW cCOCTaBamMu, WU3roToB/sSseMbiMU C
MCMO/Ib30BaHeM CUCTEeMbI NPUCOEANHUTE/TbHON BY/IKaHU3aL My Ha N1aTMHOBOM KaTanusatope. X ucnosnbay-
10T Ha HEPOBHbIX MOBEPXHOCTAX, TaK Kak OHM paclIMpAIoTCs, obecneyvnBas NAOTHbIM KOHTAKT 1 3aluTy OT BO3-
[eNCTBUA OKpyXXatolel cpefbl: NeHbl 60nee XeCcTKMe U BblAepXuBatoT 60/bliee ycunme, 4em resin. Tak Kak
neHbl SABASIOTCSA BCNEHEHHbIMW 3/1acTOMepamMu, TO B nepecyeTe Ha Maccy OHW SABMISKOTCA CUIbHOCLUNTBIMU MO
OTHOLLEHWNIO K reniaM. BONbLIMHCTBO YCNOBWUI NonNuMepmsaunn NpMBOAUT K MOJYYEHUIO MEH C 3aKpbITbIMU
nopamu.

3.2.11 napTtusa wnn cepusa (lot or batch): Konnuectso maTtepuana, M3rotoB/IEHHOrO MO 3afaHHOW
peLenType 3a eVHbIA NPOU3BOACTBEHHBIN LMK MPU KOHKPETHBLIX YC/IOBUAX U MeToAax 06paboTKu.

3.2.12 BynkaHu3sayusa (vulcanization): Heo6paTumbIii NpoLecc, Npyu KOTOPOM MeXAY CU/TIOKCaHOBbIMU
LensamMu o6pasytoTCa KOBaJIeHTHbIe XMMMUYecKne cBA3n. B npouecce BynkaHU3aunm n3 Tekyyen uam nnactuny-
HOl cMecu o6pa3yeTcs 3/1aCTOMepPHbIA MaTtepurasn, KOTOpbIii He MOXeT ObITb NOABEPTHYT NOBTOPHOMY hOPMO-
BaHWIO, 32 UCK/TIOYEeHNEM (PU3NYECKOrO paspyLLEHUS.

3.2.13 Tunbl ByniKaHu3auunm (types ofcure): B3aBMCMMOCTW OT NPUMEHAEMOrO MexaHn3mMa By ikaHn3a-
LN CUTIOKCaHOBbIE 3/1aCTOMEPbI, UCNOMb3yeMble B MeAuLMHe, MOTYyT ObITb TPeX TUMOB: KOHAEHCaLVNOHHOW
BY/IKaHM3aLNN, NEPOKCUAHON By/IKaHU3aL MM U NPUCOeANHUTENIbHON By IKaHM3aunn.

3.2.13.1 maTepuasibl KOHAEHCaUNOHHOW BynkaHun3auumn (condensation cure materials): Matepua-
Nbl. KOTOPbIE BO BPEMS BY/IKaHM3aUnW, kKak NpaBu/o, KaTan3npyemMmol MeTasinoopraHnyeckumM coefMHeHneM,
OTLEN/IAT OpPraHNYeckyto 3amellaemyto rpynmny.

O[lHOKOMMOHEHTHble (one-part): FOTOBble K MPUMEHEHUIO MaTepuanbl, nocTas/sieMble B BO3[YXO-
HernpoHnLaeMoM KOHTeliHepe, KOTopble BY/IKaHU3YIOTCA Mo Bo3gelicTBMeM aTMochepHOli Bnaru, HaunHas ot
NoBEPXHOCTU. He pekomMeHAyeTCs NPOBOAUTL By/IKaHM3auunto Ha rnybuHe 6onee 0.25 atoima (0.635 cm).

OBYXKOMMOHEHTHble (two-part): Martepuanbl, noctaBnsieMble B ABYX OTAE/bHbIX KOHTeliHepax, KOTO-
pble cnepyert TWaTebHO CMeLaTh B 3afaHHbIX NPONOPLNAX HENOCPeACTBEHHO Nepes Ucnosib3oBaHnem. Tak
KaK OHW He 3aBUCAT OT gncrnepcumn aTMmocdepHoli Bnarn B CMecb, rnybvHa By/IKaHU3aL My He orpaHuyeHa.

3.2.13.2 maTepwuanbl NepoKCUAHOW BynkaHu3auumn (peroxide cure materials): OAHOKOMMNOHEHTHbIE
cMmecu, BYJ/IKaHM3yeMble CBOOGOAHBbIMU pagukanamm, o6pasyowmMmncs Npmu pacnage opraHMyeckoro nepokcunaa.

3.2.13.3 maTtepuanbl NpucoeauHNTENbHOW BynkaHu3saummn (addition cure materials): [Byxkomno-
HEHTHble 3/1aCTOMepbl, KOTOPble CHavyasa CMelnBaloT Apyr C APYroMm, a 3aTem BYJ/IKaHU3YIOT fobaBeHnem
cununrngpuaa K BUHUACUNaHy B NpUCyTCTBUM NJ1IaTUHOBOTO KaTtannsaTopa.

3.2.14 pucnepcus (dispersion): HeBy/KaHW30BaHHbIW CW/IOKCaHOBbI 3/1aCTOMeEpP, ANCMEepPrupoBaH-
HbIli B NOAX0ASLLEM pacTBoOpUTesie ANA HaHEeCEHNS TOHKOrO C/105 31acToMepa Ha NoA/0XKY NOrpy>XXeHnem nnm
pacnblieHnem.

4 Ha3zHayeHue v NpMeHeHne

4.1 HacToswumii cTaHAapT SBASIETCA PYKOBOACTBOM A1 onpejesieHus Tpe6oBaHnii K CUIIOKCaHOBbIM
mMaTepuanam 1 BbliGopa CUIOKCAHOBbIX MaTepuasnoB A1 MeAULNHCKUX N3LeNNiA.

4.2 A3roToBMTENN CUIOKCAHOBbIX 3/1aCTOMEPOB, NOCTaBAOLIMe MaTepyasnbl 418 NPOM3BOACTBa Mean-
LMHCKNX n3aenuii, BO/MKHbI NpeAoCcTaBNATb A5 CBOUX K/TMEHTOB MHChOPMAaLNIO O HeMaTeHTOBaHHO peuenTy-
pe matepwuana.

5 PeuenTtypa

5.1 3nacTtomepsbl, resin v NeHbl U3roTOB/IAIOT C NCMO/Ib30BAHNEM pPeLenTyp, CoAepXalx KOMoHaLmm
cnepyowmnx UHrpeaneHToB (MaTepunasios).

5.1.1 CwunokcaHOBbI nonumep

JNto6oit nonnmep co cpegHel UNn BbICOKO MONEKYNSIPHOM MacCOo, MMeRLLUi CTPYKTYPY, NOKa3aHHYo Ha
pucyHke 1. rae R — MeTu/ibHas. HeHacblLeHHas ankKnabHas UM rMAPoKCUNbHas rpynna. R 06bI4HO NpeacTas-
NsieT co60I METUNBHYIO NIV HEHACILWEHHYHO aJTKUIbHYHO TPYMNY, HO TaKXXe MOXET 6bITb (DEHU/TbHON. TPUdTOP-
NPONWUAbLHO rPyNMnoi UNn Apyrum yrieBoAopOAHbIM PaAUKA/IOM; X MY — LeJsible Ynca, 60/blie NN paBHble
Hyto. Ecnm R He siBNsieTCA rMAPOKCU/ILHOW TPYNNoii, B KaXAol uenu A0/HKHbI NPUCYTCTBOBATb He MeHee 2
aNTIKeHU/IbHbIX rpynmn.

4



FOCT P 57406—2017

CHa R'

CH» I ™
R-SI-O <3 -0 81-0 -SI-R
| I I I
CH4  cu* R* CHj
Y4 y
R, R" — nio6as opraHnyeckas rpynna
PucyHok! — TUNWUYHbLIA NONUMEPHbLIA CUNOKCAHOBbLIN AUCNEPTUPYIOWNIA areHT

5.1.2 Kartanusartop

MeTannoopraHmyeckoe coeAuHeHNe NaaTnMbl UK 0/10Ba C JiMraHAaMu, COCToAWMMN U3 SIto60ol noaxo-
Asuleli KOMOGMHaL MM TaKUX 3/1eMEHTOB, KaKyr/epo/,. BoOAOPOA, KUC0pos, (pTOp 1 KpeMHWIA.

5.1.2.1 TnaTMHOBbLIW KaTannsaTop

JTOT KaTanMsaTtop MOXeT 6bITb AUCNEPrnpoBaH B CUIOKCAHOBOM MosiMMmepe (CTPYKTypa fnokasaHa Ha
pucyHke 1), umerowemM AOCTaTOYHO HU3KYHO BA3KOCTb ANA MOJyYeHUS nerkoTekyyein gucnepcun. MOXHO
MCMNO/b30BaTh NAAaTMHOBbIE KaTasiM3aTopbl C cogepxXaHneM oT 5 4o 20 ppm akTMBHOM NaTUHbI, HO OObIYHO
MCNOMb3YIOT KaTam3aTopbl, cogepxalyme npuéan3nTenbLHO 7.5 ppm naaTuHbl.

5.1.2.2 ONOBSsHHbIN KaTannsaTop

OHOKOMMOHEHTHbIE COCTaBbl KOHAEHCaLMOHHOM ByikaH13aLumnm, kaknpasusio. cogepxart ot 0.1 %macc.
00 0.5 % macc, 0/1T0BOOPraHNYecxoro coegnHeHus. IByXKOMNOHEHTMble COCTaBbl KOHAEHCALMOHHOM BYNKaHW-
3aumun, Kak npasunio, cogepxart ot 0,5 % macc, go 2,0 % macc, 010BOOPraHNYecKoro coegmHeHus. JiuraHabl,
npucoeanHeHHbIe KOSIOBY. NpeACcTaBNAOT CO60I HEKOTOPOE coveTaHe afTKUbHbIX, &/IKOKCUbHbIX FPYNn uin
aHNOHOB KapbOHOBOW KUC/OThI.

5.1.3 CwwuBatenb Uau clumMBarWnii areHT

5.1.3.1 [BYXKOMMOHEHTHbIE COCTaBbl NPUCOEeANHUTENBHO ByIKAHN3aLUN

CwumBaloLlWnii areHT npeacTaB/isieT co60i NomMMep, UMeIOLWLMIA CTPYKTYPY, NOKa3aHHY Ha pUCYHKe 2. rae
R 06bIYHO ABMSAETCA METUBHOW FPyNnoin nanm BoAOPOAOM, NMPU 3TOM Ha OAHY Lenb AO/MKHO NPUXOAUTLCS He
MeHee 2.0 SiH rpynn; X 1y — uenble yncna, 6osblle nan pasHble HyM0. YTobbl n3bexaTb YA/IMHEHNS Lenw,
PYHKLMOHa/IbHOCTb NOIMMEPA, COAEePXKaLLEro BUHWUbHbIE FPYNMbl, WX CLUMBAIOLWEro areHTa, cogepxaliero
SiH-rpynnbl, fo/mkHa 6bITb He MeHee 3.0.

MN3-3a HeOrpaHWYEeHHOro KO/IMYeCTBa BapMaHTOB CTPYKTYPbl CLUMBAIOLLETO areHTa u yHKLNOHaIbHOTO
(copepxalero BUHW/bHbIE TPYNMbl) NoAMMepa HelenecoobpasHo ycTaHaBAMBaTb AManasoH cofepxXaHus
cluMBaloOLEero areHTa B peuentype. Mpy 3TOM KO/IMYECTBO CLUMBAIOLLETO areHTa A0J/IKHO 6bITb 4OCTATOYHbIM
ONA obecnevyeHns CTEXMOMETPUYECKOro n3bbiTka SiH-rpynn no OTHOLIEHMIO K KOMIMYECTBY HeHacCbIWeHHbIX
aNKUNbHbBIX FPYNM, ecnn fBa KOMMNOHEHTa (YacTu) CUI0OKCAHOBOTO 3/1acToMepa NpUcoeauHUTEIbHOW BYIKaHU-
3auMm cMeLwwmnBalT B PEKOMEHA0BAHHOM M3rOTOBUTE/IEM COOTHOLLEHUN.

CH5  CH* CH3  CHs
R-SI-O -si-o -81-0 -81—R
| I 5 I
CHa  CH H CHa
-y
PUCYHOK 2 — TWUNUYHbIA NONUbIEPHbIV CLUMBAIOLLUNIA areHT
51.3.2 OAHOKOMMOHEeHTHble RTV anactomepbl N ABYXKOMMOHEHTHbIE COCTaBbl NPUCOEAVHUTENbHON
By/IKaHM3auumn
CwmBaloLWmnM areHToM MOXeT ObITb KpeMHUIAOPraHnyeckunii MoHoMmep o6l el hopmynbl
RXSi(OR"4 . (1)

rae Rx— opraHuyeckas rpynna, Kpome theHWUIbHO:
R'— rugponusyemasi rpynna, HanpvmMep askokcu-. aLeToKCU-. KETOKCMMOTpy bl 1 ap.
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5.1.3.3 3nacTtoMepbl NEPOKCUAHOI ByKaHU3aLUn

OpraHuyeckue nepokcubl NpeacTaBAAOT TPETU TUM CLUMBAIOLLMX areHTOB, KOTOPble, y4acTBYs B peak-
LK CLUMBaHUSA, HeNnocpeCTBEHHO He BK/THOHAKOTCA B CLUMTYIO CTPYKTYpPY anactoMepa. CofepxaHue nepokcu-
[0B B 06LUleli peuenType BapbupyeTcs OT MeHee OAHOro0 MacCOBOrO MpoLeHTa A0 HECKO/bKMX MacCOBbIX
NPOLEHTOB. 3TU NepPoKCUAbI pasnaratoTcs C3aBUCsLL el OT TeMnepaTypbl CKOPOCTbIO C 06paszoBaHNeM pajnka-
JI0B. KOTOPbIE 3aTeM OTLEN/IAT aTOMbl BOAOPOAA OT HEKOTOPbLIX a/IKU/IbHBLIX TPYMM, NPUCOeAMHEHHbIX K rnaBs-
HOV cnnoKcaHOBOW Lenu. PekoMbuHauns aTux pagukasios NpuBoANT K 06pa3oBaHMIo CLLUUTON CU/TOKCaHOBOW
CTPYKTYpbl. OAHUM 13 06bIYHO NCMOJIb3YEMbIX NEPOKCUAO0B ABNAETCA Nepokeng 2,4-guxnopbeHsonna. Passo-
XXeHne 3Toro nepokcuga nNpuBoOANT K 06pa3oBaHM0 HEGONbLLUNX KONNYECTB NOAMxI0p6ugoHnIoB 1 Apyrux
NO6OYHbIX NPOAYKTOB KaTa/IMTUYECKOTO pPassioXeHus, KoTopble AO/DKHbI ObITb YAasieHbl U3 BY/IKAHW30BaHHOTO
3/1acToMepa BO BPEMs NOCTBY/IKaHU3aLun.

5.1.4 HanonHutenb

B kauecTBe HanosIHUTENA UCMO/Ib3YIOT aMOPMPHbI ANOKCUA KPEMHUSA BbICOKOW YMCTOThI, UMEIOLWMACSA B
npojaxe nNoj HaMMeHOBaHWUEM: NMUPOTreHHbIN AN OCaXAEHHbIV ANOKCUA KpeMHUSA. JMoKeuna kKpemHus obpaba-
TbiBaOT ankuncunaHom popmynbl CH3SiX nnn (CH3)2SiX2, rae X — rmgponundyemas rpynna, uav ogHUM uam
6os1ee nonucunokcaHoebim onuromepom copmysbl HO(CH 3>2Si0[Si{CH3)20 ]X[SiCH3RO0]ySi(CH3)20H. rae
R — mMeTunbHas unn HeHacbllWeHHaa anknnbHasa rpynna. KonmyecTtBo HanoNHUTENS 3aBUCUT OT TpebyeMblx
hunsnyecknx cBocTs. OHO TakxXe 3aBMCUT OT BMUAa U CTeneHn 06paboTkun 1 nowaan NoBepXHOCTU NMMPOreHHo-
roauokcuaa KpeMHus. AflbTepHaTUBHO B Ka4eCTBe Hano/IHNTe 15 UCNO/b3YIOT KpUCTa/TINYeCKme BUAbl KBapLa,
Hanpumep U3MenbYeHHbI 40 MeKOAMCNEPCHOro NopoLlKa Necok. Takxe MHOorga Ucnosb3yoT ANaTtoMoBble
3eM/11, KOTopble cofepaT NPUMepHO 88 % AMoKCcUaa KPEMHUSA.

5.1.4.1 MnacTtudukaTopbl/peakTBbIl 415 06pabOTKN HANOAHUTENSs

MaTepuasnsbl, fo6aBnsemble Npy NPUroTOB/IEHUN CMECU 3/1acToOMepa A1 CMArYeHnss NOBEPXHOCTU NUPO-
reHHOro ANoKCcuaa KpeMHus. 3TN matepuranbl CTabUAN3NPYIOT CBOKCTBA 3/1acTOMepPa U NO3BOJIAIOT A06aBNATb
6o/ibllee KOSIMYECTBO AMOKCHAA KPEMHMA W. CriefjoBaTesibHO, NosyyaTb /lyyllee apMmmpoBaHune. B kavecTse
peakTuBa ns 06paboTkn HaMOAHUTENS 0ObIYHO UCMOL3YIOT NONNAMOPraHOCUIOKCaHbI CCUIaHO1aMM Ha KOH-
Lax uenum nam CUNOoKCaHbl. KOTOpble MOTYT 6bITb M’MAPOIN30BaHbI C 06pa3oBaHMEM CUIaHONa, Kak OMMCcaHo B
5.1.4. 3T matepuranbl UCNONb3YIOTCA A1 06pabOTKN UM CMATYEHUA BbICOKOAKTUBHOM MOBEPXHOCTU YacTul,
KOINONAHOro Anokcmaa kKpemHus. O6paboTka NpoMcxoanT 3a cueT o6pa3oBaHMs BOAOPOAHbIX CBA3el 1im 3a
cYeT XMMUNYECKO peakunn ¢ peakLMOHHOCNOCOOHbIMM CUMAHONbHBIMU TPYNNaMn Ha NOBEPXHOCTU ANOKCuaa
KpeMHUs ¢ o6pa3oBaHeM KOBasIeHTHbIX CBfA3eli. [pyn npenmyLecTBEHHOM NpOTeKaHUN peakuun peakTuBoB
015 06paboTKN HaNOIHUTENS C NOBEPXHOCTbIO ANOKCUAA KPEMHUA MOXHO n3bexaTb NoA06HbIX B3anmopgeii-
CTBUI1 C 60/1ee BbICOKOMOJIEKY/IAPHOW NOSIMMEpPHOT 623011, TakuM 06pa3om CBOASA K MUHUMYMY KpenvpoBaHune
HeBY/IKAHM30BaHHOIO 3/1acToMepa U u3MeHeHne TBepA0CTM BY/IKAHM30BaHHOMO 3nactToMmepa.

5.1.5 [Lo6aBku

MaTepuansl n060ro knacca, 06bIYHO COCTOSALLME U3 COMEN NN OKCUAOB MeTasloB, Takux Kak 6apuii,
TUTaH WU KaTbLUNA.

5.1.6 WNHrnéutop

BelecTBO uiM CcMecCb BeLecTB, CMNOCOOHbIX YMEHbLUTb CKOPOCTb ClMBaHUA. WHrMémutop o6bIYHO
COAEPXUT HEHACILWEHHYIO a/TIKU/IbHYHO TPYMMy, CNOCO6HY B3anMOAeNCcTBOBaTb CO CLUMBAIOLLNUM areHTOM Mo
peakuum rmgpocununmpoBannsa (NnpucoeanHermns). OH COCTOMT M3 N60IM noaxoaslleri KOMBUHaunm Takmx
3/1eMeHTOB, KakK yr/iepog, BoAopos, KNC/I0POA, U KPEeMHWIA.

5.1.7 PactBopuTenb

YXNAKOCTb, Ncnonb3yemasi 4715 06pa3oBaHNs ANCMNEPCUN NPU CMeLNBaHNN C HEBYJ/IKAHN30BaHHbIM 3/1ac-
TOMepoM. Kak NpaBu/io, UCMOMb3YHT TOMTYO UK KCUNOM. Takke pacTBOPUTE/Tb MOXET COCTOATb 13 N060ro
NoAXOAALLEr0 CoYeTaHus CeAyoWMX 3/1IEMEHTOB: YrepoAa, BoA0Poaa, KMCI0poaa U. BO3MOXHO, KPEMHUSI.

6 YnakoBKa, MapKMpPOBKa U XpaHeHne

6.1  VHrpegueHTbl HeBY/IKAHM30BAHHOTO CUJ/IOKCAHOBOMO 3/1acTOMepa, MCMOJIb3yeMOro B MeAUUMHE,
AOJIKHBI MOCTaBMATLCA B Haf1exalleil ynakoske Ans npefoTBpaLLeHns Ux 3arpsa3HeHns Npu TUNNYHbIX yC1o-
BUSIX TPAHCMOPTUPOBAHUS U XPAHEHUS, @ TaKXe YXYALLIEeHNsI UX KaYecTBa 3a CUeT YNakoBKU.

6.2 Bce ynakoBKu AOJ/DKHA GbITb MapKMPOBaHbl TaKMM 06pa3oM, YTOGbI MOXHO 6bl/10 MAEHTUULMPO-
BaTb M3roTOBUTESIS, HAUMEHOBaHWE NPOAYKLMM 1 HOMEP NapTUX UN CEPUN.

6.3 MocTaBLUK MaTepuana gosiXeH NpefocTaBAsiTb MHPOPMAaLMIO O PEKOMEHAYEMbIX YC/TOBUSIX XPaHe-
HWA 1 rapaHTUX Ha NPOAYKLMIO.
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7 OxpaHa 300pOoBbs 1 6e30MacHOCTb

7.1 TlOCKOMbKY HacTosWMIiA cTaH4apT pacnpocTpaHseTcs TONbKO Ha HeBY/IKAHNM30BaHHbIe CU/I0KCAHO-
Bble 3/1aCTOMEPbI 1 NX 60/1bLUNHCTBO BY/IKaHU3yeTCS BO BPeMs KOHEYHOTO MCMOJ/1b30BaHNA, OCHOBHbIE Npobne-
Mbl OXpaHbl 340pP0BbSA M 6€30MacHOCTU, CBA3aHHbIE C MCMNOJIb30BAaHWEM TakUX MaTepuasioB, BO3HUKAIOT B
npouecce obpalleHnsa ¢ HUMK (NonagaHne Brnasa, AblxaTesibHble NyTU N Ha KOXY).

7.2 KaxXablii TN HANONHUTENA UMeeT COGCTBEHHbIE, CBSAA3aHHbIe C HUM ONacHOCTU. MNoTeHunanbHoe BO3-
[elicTBMe Ha AblxXaTesibHble MyTW, Kak NPaBuio, He BCTpeYaeTcs, Tak Kak HanosIHUTE NI He MOTYT JIerko Bblae-
NATbCA B BO3AYyX N3 CMELLaHHbIX UHTPeANEHTOB.

7.3 KaTanusaTopbl MOTYT OKa3biBaTb HEKOTOPOE TOKCUYeCKoe BO3AeiNCTBUE B 3aBUCMMOCTUN OT KOHL,EeH-
Tpauuun, popmbl nTnNa. IHrIM6mnTopbl 06bIYHO NCNAPSIOTCA NN BKTOYAKOTCA B CTPYKTYPY 3n1acToMepa npu By /-
KaHM3auunm unn coaepxarcs B KOMIMYeCcTBaX, KOTOpPble OObIYHO CUMTAIOT OKa3blBalOWMUMW He3HaunTes/IbHoe
TOKCMyeckoe BO3aencTBue.

7.4 MpuUrogHoCTb ANS NCMONb30BaHNA N0 Ha3HaYeHUo (TO eCcTb BUOTOrNMYECKY0 COBMECTUMOCTb) Onpe-
[ensoT Ha roTOBbIX U3AENUAX, UCMbITAHHbIX B NpegnonaraeMbliX yCnoBuaAX npuMmeHeHns. indopmaums o 6uo-
NOTNYeCKOli  COBMECTUMOCTW  BYJ/IKAHM30BaHHbIX  CWU/IOKCAHOBbIX  3/1aCTOMEpPOB  MMeeT  camoe
HenocpeAcTBEHHOE OTHOLWEHWEe K BblOOPY WHIrpeAMeHTOB W3AeNusa U BAWSAET Ha YC/10BUA MOATOTOBKM,
cTepuansaumnm n NCnblTaHUA.

7.5 Ecnu HeBynKaHW30BaHHbIEe CU/TIOKCAHOBbIE 3/1aCTOMepPbl HeNnoCcpeACTBEHHO KOHTaKTUPYHOT C TENOM U
BY/IKAHU3YIOTCA Ha MecTe, He0O6XO0ANMMO paccMaTpmBaTh MHIPeANEeHTbI peuenTypbl M NO604YHbIE NPOAYKTbI BY /-
KaHusaumn. 1N HEKOTOPbIX TaknxX 3/1aCTOMEPOB MCMO/b3YIOT BY/IKaHMU3YOWMe CUCTEMbI, NPU NPUMEHEeHUN
KOTOPbIX 06pa3ytoTCA OpraHnyeckne cCoeNHeHNs, KOTopble MOTYT BbI3blBaTb MECTHOE pa3jpaxeHune TKaHewn.

7.6 Pe3ynbTaTbl TOKCUKOTOTMYECKMX UCMbITAHWIA HEBY/TIKAHM30BaHHbIX MaTepmnasioB NCMO/b3YHOT TONTbKO
npu cocTaBfieHN peLenTypbl N N3roTOBNEHNN CMECU U3 BbIOPaHHbIX MHIPeAMEHTOB B COOTBETCTBUN C NPUHS-
TbiIMW CTaHAapTamu, ycTaHaBAMBawWMMn TpeboBaHWSA K CUCTeMaM KadecTBa, Takmmu kak MCO 9001. un
OeliCTBYIOWMMY MOSIOXKEHUSAMN CUCTEM CTaHAapTOB KayecTBa/Hagsexalieill Npou3BOACTBEHHOM MNpakTUKu
(GMP).

8 Crepunmzauuns

8.1 W3roToBuTeN M A0/DKHbI NOCTaBNATb HEBY/IKAHN30BaHHbIE CU/TIOKCAHOBbIE 3/1aCTOMEpPbI CTEPUSIbHbI-
MW NN NpefocTaBiATb PpeKoMeHaunm no metogam crepunusauymn. Crnenyet nNpoBepsTb 3TU MeToAbl nepes
MCMO/Ib30BaHNEM.

8.2 OTuMNEeHOKCK/ XOpPOLWOo pacTBOPUM B Cu/IOKcaHax. Mosib3oBaTtenn, Nposojsline cTepuansalmio ¢
MCMNO/Ib30BaHMEM 3TUNEHOKCHAA. A0/DKHbI NPOBOANTL MUCMbITaHMe 4715 onpeAesieHns npuemMaeMblX ypoBHel
OCTaTO4YHOr0 3TU/IEHOKCUAA. €C/IM CTEPUNN30BaHHbIN MaTepuas UCMosb3yeTCs KakeCTb (CM. CCbI/TIOYHbIE JOKY-
MeHTbI). /15 onpejesieHnsa OTCYTCTBUA OCTATOUHbIX CTEPUIN3YIOLWNX BELLLECTB MOXHO UCMO/b30BaTh UCNbITa-
HUWSA KNeTOYHOW Ky/bTypbl, Hanpumep NnoACTM & 813.

8.3 ABTOK/1aBHas CTepun3alms HeBYJ/IKaHN30BaHHbIX 3/1aCTOMePOB, resieli U neH 06bIYHO He UCMOoJIb3Y-
eTCA U He PeKOMeHAYyeTCsl, MOCKO/IbKY OHa MOXEeT NPUBECTU K TPYAHOCTAM Mpu U3rotoBneHnn. KoHKpeTHble
AeTanv aBTOK/1aBHOM CTepuan3aunm BHacTosILLeM cTaHAapTe He NPUBOAATCS, Tak KaKC MOMOLLbIO aBTOK/1aBOB
06bIYHO CTEPUNN3YIOT TOTOBbIE 3/1aCTOMEPHbIE U3Ae/USA.

8.4 PapguauMoOHHas cTepunnsanms HeBy IKaHM30BaHHbIX 3/1aCTOMEPOB, refiei 1 neH 06bIYHO He NCMNOoJ1b-
3yeTca 1 He pekomeHayeTcs. [lononHuTeNnbHasa Hgopmaums o paananoHHON cTepunivsanmm npusejeHa B
ACTM @ 2042.

9 lMonoxeHus no KOHTPOJIKO Ka4vecTBa

9.1 CwunokcaHoOBble 31acTOMepbl pa3pabarbiBaloT U U3FOTOBAAKOT C UCMOJ/Ib30BaHVWEM MPOrpamMmm KoH-
Tpons kavecTBa, Hanpumep no AHCU/ACKL, U (Cneyndurkaumns Ha obme TpeboBaHNA Knporpammam Kkayec-
TBa). HO NpeAnoYTUTENIbHO B cooTBeTCTBUM ¢ MCO 9001 1 MCO 9002. O4HOPOAHOCTb XapaKTepUCTUK PasHbIX
napTuii NpoayKLMM Takke MOXHO KOHTPO/IMPOBaTb COMOCTaB/IeHNEM Paboymx XapakTepuUCcTUK n3aenns c Tpe-
60BaHMAMWN K NpUeMKe napTun, KOTOpble AO0/DKHbI OblTb XapakKTepHbIMU A8 NPOAYKUUM U AOCTATOYHO
XKECTKUMMU.

9.2 M3roToBMTENN HEBYJ/IKAHN30BAaHHbIX CUIOKCAHOBbIX 3/1aCTOMEPOB AO/DKHbI YBEAOMAATH K/IMEHTOB
06 M3MEeHeHUsX peuenTypbl, METOAOB MCMbITaHUIA, cneundmkaLmm nnn ynakoBku. MNpu Kaxgom M3MeHeHUn
cnefyeT NpefocTaBnATb AeTann U3MeHeHU 1 cnocobbl NX NaeHTUUKaLNK.
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9.3 CTrepuinsaumnio NpoBOAAT C UCMOJIb30BaHNEM ClielyOLWNX CTaHAaPTOB, Harnpumep:

- AHCU/AAMW CT46 Hapnexauwasa 601bHNYHAA NpakTMka: CTepuansaums napom nobecneyeHme cre-
pWIbLHOCTK;

- AHCU/AAMW CT41 Hagnexalias 601bHMYHAA NpakTuka: CTepuinsauyms aTuIeHOKCMAoM 1 obecneve-
HUe CTEPUNbHOCTU;

- AHCV/AAMUW CT50 CyxoxapoBble CTeEpPUIM3aTOPbI (CTepUIM3aTOPbI FTOPSAYMM BO34YXOM);

- AHCU/AAMW CT29 PekomeHayemas npakTnka no onpegeneHunto aTuseHokenga B MeguLnMHCKNX nsae-
nnsx;

- AHCU/AAMUW CT30 OnpepeneHne ocTaTO4YHOr03TUNEHX0PTMAPUHA U 9TUNEHT/IMKONSA B MEAUNLIMHCKNX
n3aenusx;

- AAMW 13409-251 Ctepunumsauunsa msgenuii MeguLMHCKOro HasdHauyeHus. PaguaumnmoHHasi ctepunimsa-
umsa. NoaTsepxaeHne NpaBuIbHOCTU NPUMEHEHMS MOTNIOLWEHHO A03bl MOHU3UPYIOLLErO U3nlyyeHns 25 KI'p Kak
cTepunnsytouleii A03bl 415 HE6OTbLUNX NN HEYACTbIX NPON3BOACTBEHHbIX NAPTUIA;

- AAMU TNP8-251 Mukpobuonormyeckne MeTofbl CTEPUIN3aLNN MEQVNLMHCKUX N3LeNniA raMma-n3ny-
YeHnem.



FOCT P 57406—2017

MpunoxeHne X1
(cnpaBouHoe)

O6ocHOBaHue

X1.1 MepauuuHCKNe M3fenua U3 CUNOKCAHOBOTO 3/acTomMepa LWUMPOKO MCNONb3YTCA B MeAULUHE, U UMeloTcs
HaKoneHHble 3a 4/IMTe NbHbIN Nepnof BpeMeHn faHHble 06 nX 6M0N0TNYecKkoil COBMeCTUMOCTH a0 MHOTUX 06nacTax npu-
MeHeHUs. B HacTosAweM cTaHfapTe npuBefeHa nHgopmaunsa o paspaboTke 3nacToMepoB, HavyanbHaa cTagua KOTopoi
B/IMAET Ha 6MONOTNYECKy0 COBMECTUMOCTb FOTOBOTO U3aenns. Takxe Ha 6M0N0rMYeckyto COBMeCTUMOCTL FOTOBOrO U3je-
NNA BANAKOT yCNOBUSA N3TOTOBIEHNA CUNTOKCAHOBOTO 31actomepa (cMm. ACTM @ 2042).

X1.2 Mpepbiaywan sepcusa ACTM & 2038 B HacTosLlee BpemMsa pasjesieHa Ha iBe yacTu: ogHa pacnpocrpaHsaeTcs
Ha peuenTypy cMecwu, Apyras — Ha usrotosneHune. Koabl, paHee nucnonb3yembie BACTM & 2038, He 6b1/1N LWNPOKO NPUHSA-
Tbl U3rOTOBUTENAMMU, N NO3TOMY CTAHAAPT UMEN MUHUMANbHYIO NoNb3y. Hopmauma, npeacTaBneHHas B Tekylwe sep-
cun ACTM & 2038 (M HEKOTOPbIE NPEANIOXEHNSA ANS AaNbHENLWNX NCCNER0BAHNIA), CAYXUT OTNPABHON TOYKOW, C NOMOL b
KOTOPOIi NONb30BATENIbMOXET NONYYUTb yKa3aHWNs N0 6MON0rMyeckoMy BO34eNCTBUIO peLenTyp CUNoKcaHoB. OTBETCTBEH-
HOCTb M3roToBUTENEN, ONUCcaHHasa B Tekylieih Bepcum ACTM & 2038, npumeHsieTca UKW, Kak npeanonaraeTcs, 6yaeTt npu-
MEHATHCA Ha NPakTWKe B MPOMBbILITEHHOCTH; N3rOTOBUTENN MOTYT GbITb AN epeHLpoBaHbl Ha OCHOBE MHopmauuu,
KOTOPYIO OHW NpefoCcTaBAAT N0 TeMaM, YNOMAHYTbIM aTekywein sepcun ACTM & 2038.
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Mpunoxexnune JA
(cnpaBoyHOe)

CBeAeHNsA O COOTBETCTBUIU CChIJIOYHbIX CTaHAAPTOB HaLMOHabHbIM
N MeXrocyfapcTBeHHbIM CcTaHgapTam

Ta6nuuya [JAN

CreneHb O603HayYeHe N HaMMeHOBaHMe COOTBETCTBYIOLLEND

O603HaYEHNe CCbIIOYHOTO CTaHgapTa
COOTBETCTBUSA HaLMOHA/ILHOTO, MEXTOCY/AapPCTBEHHOIO CTaHAapTa

ASTM 0 1S66 -
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 09001 -
21 CFR 280 -
21 CFR 210 —
21 CFR 211 -

*COOTBETCTBYOLNA HAaLLMOHAbHbIN, MEXrocyjapCTBEHHbI cTaHAapT OTCYTCTBYeT. [lo ero NPUHATUS pPeKOMeHAY-
eTCA UCN0Mb30BaTh NMepPeBo/, Ha PYCCKNIA A3bIK JAHHOTO cTaHAapTa. [lna nonyyeHusa nepesoja cnejyert obpau,atbcs B
TK 160 «MpoAyKkuma HeTexnmmuyeckoro komnaekca.
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YAK 678.842:678.033:006.354 OKC 83.140.99

KntoyeBble CMoBa: 31acTOMepbI, Fesin 1 NeHbl HA OCHOBE CU/IOKCAHOBOTO KayudyKa, MCMo/ib3yemMble B MeAULM-
He, peuenTypbl, UHIpeaneHTbI
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