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HAUMWOHANBbHBIN CTAHAAPT POCCUUCKOW SGEOEPALUUMN

ANACTOMEPbI, 'ENIX U NEHbI HA OCHOBE CUITOKCAHOBOIO KAYYYKA,
UCNONb3YEMbIE B MEAULIMHE

YacTtb 1

Peuen'rypbl U UHIrpeaAUueHTbI

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

Dara BBegennsa — 2018—01—01

1 O6nacTb NpUMeHeHuA

1.1 HacTtoswuii ctaHgapT ycTaHaBnMBaeT TpeboBaHUA K CUNIOKCAHOBLIM arilacToMepaM, refisiM v neHam,
a Takke K peuentypam u uHrpegneHTam. CtaHaapT He pacnpoCcTpaHAETCA Ha CUITOKCAHOBLIE MOPOLLKW, XXna-
KOCTW W ApYyrve cunokcaHbl. Hactoawmin ctaHaapT ABnsieTca pykoBOACTBOM Mo BbIGOpY maTepuanos nocne
PacCMOTPEHUA XUMUYECKNX, PUSUHECKUX N TOKCUKOSIOrMYECKUX CBOWCTB OTAENbHbLIX WUHIPEAWEHTOB WU
noboyYHEIX NpoayKToB. B HacTosiwem cTaHaapTe NnpusegeHa obwas MHbopMaLms 0 CUNOKCaHOBLIX MaTepua-
nax, obblMHO Ucronb3yembix B MeguumHe. MoapobHas uHdbopMauua O ByNKaHU3aLMM U M3rOTOBIIEHUN
cunokcaHoBbIX MaTepuanos npusegeHa B ACTM & 2042.

1.2 WNsroToBneHwue 1 ceoiicTBa anactomepos — no ACTM & 2042.

B HacTosiliem cTaHaapTe npuBedeHbl TOMbKO UHIPeANEHTHI HEBYITKAHN30BaHbIX 31aCTOMEPOB, renen u
MeH.

1.3 Buonoruyeckasi COBMECTUMOCTb CUITOKCAHOBLIX MaTepuarioB MOXET paccMaTpuUBaTLCA Ha pa3HbIX
YPOBHSIX, HO BMOCOBMECTUMOCTL U3AENUSA B 3aBUCUMOCTW OT NpeanonaraeMoro UCnonb3oBaHWA oLeHMBaeT
N3roToBUTEMb.

1.4 Buonorudeckune U pmsndeckne CBOMCTBa ABNAIOTCA Oonee BOCNPON3BOAUMBIMA, €CN MaTepuarbl
N3roTOBMAIOTCA B COOTBETCTBUN C NPUHATLIMKU CTaHAapTaMu kadecTsa, Hanpumep UCO 9001, n npasunamu
Hagnexaluen Npon3BoACTBEHHON NPAKTUKA.

1.5 3HayeHus, ykazaHHble B eUHMLIAX cUCTEMbI A0AM-(YHT, paccMaTpuBaloT B Ka4yecTBe cTaHAapT-
HbIX. 3Ha4YeHus, NpuBeaeHHbIe B ckoDKax, maTteMaTuyecku npeobpasoBaHbl B eguHnubl CU, koTopble AaHbl
TOMbLKO ANA HPOPMAaLIMK N He cYUTalOTCS CTaHAAPTHLIMA.

1.6 BHacToswem cTtaHaapTe He NpeycMOTPEHO pacCMoTpeHUe BCex BonpocoB obecneyeHus 6esonac-
HOCTW, CBA3aHHbIX C ero NpuMeHeHneM. Monb3oBaTenb HacTOAWEro cTaHAapTa HeceT OTBETCTBEHHOCTb 3a
yCTaHOBMNEHWe COOTBETCTRYIOLMX NPaBMIT Mo TeXHUKe 6e30nacHOCTU M OXpaHe 300POoBbs, a TaKkKe onpeaensiet
LenecoobpasHoCTb NPUMEHeHUs 3akoHoAaTeNbHbLIX OrpaHUYEeHU Nnepea ero ucnosnb3oBaHueM. Monb3oBaTte-
NAM Taloke pekoMeHayeTCA 03HaKOMUTLCA ¢ nacnopTaMu 6esonacHOCTU MaTepuarsnos, NpeAoCTaBNseMbIMU C
HeBYIKaHU30BaHHbIMU UHTPeAUEHTaMM CUITOKCaHOB.

2 HopmaTtuBHble CCbINKu

B HacTosilem CcTaHAapTe Ucnonb3oBaHbl HOpMaTUBHBIE CCbINTKU Ha cneayloune ctaHgapThl:

Usnanve ohmunansHoe
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2.1 CtaHgaptel ACTM)

ASTM D 1566, Standard terminology relating to rubber (CTangapTHas TepMUHOMOrUsi Ha pe3uHy)

ASTM F 813, Standard practice for direct contact cell culture evaluation of materials for medical devices
(CTaHgapTHas npakTuka no KOHTaKTHOW OLEeHKe KNeTOYHON KyNbTypbl MaTepuanos Ans MeauumHCKnx npnbo-
pos)

ASTM F 2042, Standard guide for silicone elastomers, gels and foams used in medical
applications — Part 2 — Crosslinking and fabrication (CTangapTHoe pykoBOACTBO A1 CUMMKOHOBBIX 3M1acTo-
MepOB, refiei 1 NeH, UCMonb3yeMblX B MeauumHe. YacTb 2. BynkaHusaums u U3rotoBneHue)

2.2 CrtaHgapThl, ycTaHaBnuBawwme TpeGoBaHuA k cTepunbHocTU?)

ANSI/AAMI ST46, Good hospital practice: Steam sterilization and sterility assurance (Hagnexaluas
6onbHWYHas npakTuka: CTepunnsauns napom n obecrneyvyeHne cTepunsHOCTI)

ANSI/AAMI ST41, Good hospital practice: Ethylene oxide sterilization and sterility assurance (Hagnexa-
was 6onbHUYHas NpakTuka. CTepununsaums aTUNeHoKCMaoM U obecneveHne CTepUbLHOCTM)

ANSI/AAMI ST50, Dry heat (heated air) sterilizers [CyxoxapoBble cTepunuaaTtopbl (CTepunusaTtopsl
ropsiuMm Bo3gyxom)]

ANSI/AAMI ST29, Recommended practice for determining ethylene oxide in medical devices (PekomeH-
AyeMas npakTuka rno onpeaereHnto 3TUNeHoKeMaa B MeAULNHCKUX N3AeNnNsX)

ANSI/AAMI ST30, Determining residual ethylene chlorohydrin and ethylene glycol in medical devices
(OnpegeneHne 0CTaTOYHOTO ATUMEHXTOPTMAPUHA U ATUNEHTNINKOMSA B MEAULMHCKAX U3AENUSIX)

AAMI 13409-251, Sterilization of health care products — Radiation sterilization — Substantiation of
25kGy as a sterilization dose for small or infrequent production batches (Ctepunusauus nsgenvin MeguLMHCKO-
ro HasHauveHusl. PagmaunoHHas ctepunusauus. MNoatsepxaeHue NpaBuibHOCTUM NPUMEHEHUS! MOTMOLLEHHON
[03bl IOHU3MPYIOLLLErO U3NYyYeHUst 25 KI'p kak cTEPUNU3YIOLLEN A03bl ANs1 HEGOMbLUMX UM HEYaCTbIX NPOU3BOA-
CTBEHHbIX NapTUiA)

AAMITIR8-251, Microbiological methods forgamma irradiation sterilization of medical devices (Mukpo6u-
onorvyeck1ie MeToAbl CTepUnn3annm MeauuMHCKUX U3AeNVii raMMa-usnyyeHuem)

2.3 CrtanpgapThbl, ycTaHaBnuBawLmue Tpe6oBaHUA K cUcTeMam kayecTBad)

ANSIJASQC Q9001, Quality systems — Model for quality assurance in design, development, production,
installation and servicing (Cuctemsbl kayecTBa. Mogenb o6ecnevyeHuns kadyecTsa Npyu NPOEKTUPOBaHUK, paspa-
60TKe, NPOU3BOACTBE, MOHTaXe U 06CNyX1BaHUK)

21 CFR 820, Quality system regulation (current revision) [Tpe6oBaHus k cucteme KkadyecTBa (TekyLuas
Bepcus)]

21 CFR 210, Current good manufacturing practice in manufacturing, processing, packing or holding of
drugs; general (current revision) [dencTteyiowasn Haanexaliaa npon3soAcTBeHHas npakTuka B ccpepe npons-
BOACTBA, NepepaboTku, YNakoBKU UNWN XpaHEeHUA NekapCTBEHHBIX CPEACTB; 06LWMe NonoKeHNs (TekyLas Bep-
cus)]

21 CFR 211, Current good manufacturing practice for finished pharmaceuticals (current revision)
[AencTBylOWan Haanexalas Npou3BOACTBEHHAA NPakTUKa ANA roToBon chapMaleBTUYeckon NpoayKuun
(Texywan sepcus)]

3 TepMuHbI M onpeaeneHun

3.1 JononHutenbHble onpeaeneHus npuesegeHsl 8 ACTM [] 1566.

3.2 BHacTosilem ctaHaapTe NpUMeHeHb! cneayioLne TepMHbLI C COOTBETCTBYIOLLIMMU onpeAeneHUsIMA:

3.2.1 cunokcaHoBbI nonumep (silicone polymer): MNonuMepHble Lienu ¢ OCHOBHOM LieMbio U3 NOBTO-
PAIOLMXCA aTOMOB KPEMHMUSI M KUCIIOPOAa, rAe KaXablil aTOM KpeMHUsl uMeeT ABe opraHndeckue rpynnbl. Opra-
HUYECKUMU rpynnamu, kak NnpaBumno, ABMAATCA METUAbHBIE FPYNMbIl, HO MOTYT BbITb BUHUbHAs, heHnnbHas,
¢TopUCTan unmn apyrue opraHuyeckue rpynnel.

1) YTouHNTB cobinkm Ha ctapapTbl ACTM mMoxHo Ha caiite ACTM www.astm.org unu B cnyx6e nosuiepxkv Knmek-
ToB ACTM: service@astm.org. B uHdopmaunoHHom Tome exerogroro c6opHuka crangaptoB (Annual Book of ASTM
Standards) cneayet oGpalaTbesi K CBOAKE CTaHAAPTOR eXerogaHoro c6opHuka cTaHaapToB Ha CTPaHULe canTa.

2) NocTynHLI B AMEPUKaHCKOM HaLMOHaNbHOM MHCTUTYTe cTaHaapTos (ANSI), 25 W. 43rd St., 4th Floor, New York,
NY 10036, http://www.ansi.org.

3) DocTynHbI y HauanbHUKa ynpasneHns gokymeHTauum MNpaeutenscteeHHon Tunorpadum CLUA, 732 N. Capitol St.,
NW, Mail Stop: SDE, Washington, DC 20401, http://www.access.gpo.gov.
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3.2.2 umknuyeckue onuromepsbl U NUHeNHbIe onuromepsl (cyclics and linears): Huskomonekynsp-
Hble NeTy4re LKImieckme Buabl CUIOKCaHOBBLIX ONTIMroMepoB, 0603HavaemMble cumMmBosioM «D» ¢ undppoit, koTo-
past osHavaeT yncro cesasel Si-O B matepuane (06b14HO D4—Dyg); BUALI 0T D7 A0 Dyg (M 6onee) MOXHO
Has3BaTb «MAKPOLIMKIIMYECKNMU OfiuroMepamMmy . JINHeHble orimrome pbl — OfIMroMepbl € MPSIMON Liernbio, KOTOo-
pble MOryT BbITb NeTy4nMU U 6oree BbICOKOW MONEKYAPHON MacChl B 3aBUCUMOCTM OT AMNWHbI Lienu, 0603Ha-
Yyaemble KombuHaLmen cumaonos «M» u «Dy, rae cumson « My» — rpynna RsSi-O, cumson «D» onucaH Bhille,
«R» — Kak npaBuno, MetunbHas rpynna [Hanpumep, (CH3)3SiOSIOSi(CH3)3 06osHavatoT kak MDM]. Husko-
MOMeKyIsipHble BelLecTBa B PasHO CTeNeH MPUCYTCTBYIOT B KOMMOHEHTaX CUITOKCaHOBBIX Kay4uyKOB B 3aBUCU-
MOCTU OT TEXHOSOrMYECKOro MpoLecca U YCoBUA XpaHeHWs. YPOBHU MaKpOLMKIIMYECKUX ONUroMepos,
KOTOPbIE€ MOXHO BbIAENUTb U3 CUTOKCAHOBLIX MOMMMEPOB C NMOMOLLbLIO BakyyMa, BbiCOKOTEMMepaTypHOW
Aecopbumun unu nocneayowei BynkaHM3aLnmM B TepMmocTaTe, 3aBUCSAT OT UCMOMb3YEeMbIX YCIOBUIA.

3.2.3 katanusartop (catalyst): VHrpeameHT peuenTypbl CMECKU Ha OCHOBE CUIIOKCAHOBOrO af1actoMepa,
VHULIMMPYOLLMIA peakLmio CLUMBAHWS NPU BYIKaHWU3aLMmn anactomepa.

3.2.4 cwwuBaTenb UNu clUMBaKLWUNA areHT (crosslinker or crosslinking agent): UnrpeaunenT peuenty-
Pbl CMECW Ha OCHOBE CUITOKCaHOBOTIO 3r1acToMepa, KOTOPbIN SABMAETCA PeakTMBOM B peakLun CLUMBaHWUS, Npo-
ncxoasLLen Npy ByNkaHW3aLmMm anactomepa.

3.2.5 nHrnburop (inhibitor): NHrpeameHT peLenTypbl CMECKU Ha OCHOBE CUIOKCAHOBOro afacToMepa,
[obasnsieMblii 48 3aMeaneHns CKopocTn peakLm CLUMBaHWS.

3.2.6 HanonHutens (filler): ToHKo nsMenbyeHHoOEe TBepAOE BELLECTBO, KOTOPOE TLaTeNbHO CMeLUvBa-
tOT C CUNIOKCAHOBBLIMW MOSIMMepaMu1 B NpoLecce NPon3BOACTBa A4S NOMyYeHUst KOHKPEeTHbIX CBOWCTB. Hanon-
HUTeNW, NcNosb3yeMble B CUIIOKCaHOBBIX 3nacTomepax, 6biBatoT ABYX TUMOB.

3.2.6.1 ycunusawlwime HanonHutenu (reinforcing fillers): HanonHuTenu, nmerowme, kak npasuso,
60MbLUYI0 NOWaab MOBEPXHOCTU U ABnsoWMec aMmopdHbIMW, HANPUMEP MUPOTeHHbIN UMW OCaXOEHHbIA
Anokeua KpemHus. Takne HanonHUTeNU NpraaoT BblCOKYHO MPOYHOCTb U 3N1aCTUYHOCTb 3f1acToMepy.

3.2.6.2 HeycunusawLlme HanonHutenu (extending fillers): HanonHuTenn, Hanpumep Kpuctannmyec-
Kne copMbl AnoKcuaa KPeMHUS U QUaTOMOBbBIE 3eMIN, Kak nNpasBuno, uMmetowwme 6onee HU3KYIO nnowaab
noBepxHOCTU 1 6oiee HU3KYI0 CTOUMOCTb, YEM YCUnueaoLme HanonHuTenu. OHn o6ecneunBaloT HEKOTopoe
apMupoBaHu1e, HO, TaK Kak OHY OTHOCUTENBLHO HeAOPOre, UCMONb3YTCA B OCHOBHOM ANA yBennyeHus obbema
cMech.

3.2.7 pob6aBku (additives): NHrpegueHThbl peuenTypbl CMECU Ha OCHOBE CUITOKCAHOBOMO 3nacToMepa,
ncnonbsyemMble B OTHOCUTENbHO HEBOMbLUNX KONMYECTBaX, BbIMOMHALWME Takue YHKLMN, KaK MapKupoBka,
oKpalumsaHue unu obecneyeHue Henpo3payHOCTK anacTomepa.

3.2.8 cunokcaHoBas 6a3a (silicone base): PaBHOMepHO nepemMellaHHasi cCMeCcb U3 CUSIOKCAHOBOTO
nonumepa, HanonHUTenemn n 4obasok, He cogepKallas CLUMBAIOLLMX areHTOB UMK KaTanusaTopa.

3.2.9 HeBynkaHu3oBaHHbIA anactomep (uncured elastomer): CunokcaHoBasa 6asa, cogepxawas
CLUMBAIOLLMIA areHT U/unn kaTanusaTop, HO He ByJIKaHU30BaHHasl.

3.2.10 cunokcaHoBbIN anacToMep (silicone elastomer): HesynkaHW3oBaHHbLIA aractTomep, noasepr-
HYTbI BO3A€NCTBUIO YCIIOBWUIA, Bbi3blBaIOLLMX €10 CLUMBaHWE. DriacToMepaMn MOryT BbITb BbICOKOBASKUE Kay4y-
KW, HU3KoBSA3kue Kayuykn unn RTV (cm. 3.2.10.3).

3.2.10.1 BbicokoBazkue kayuyyku; HCRS [high consistency rubbers (HCRS)]: Martepuansl, koTopble
He MoryT 6bITb NepekayaHbl 06bIYHBIM HAacoCHLIM 06opyaoBaHueMm. UIx, kak npasuno, obpabaTtbiBaloT C UCMOMb-
30BaHeM obopyaoBaHus ¢ 60MbLIMMU CABUTOBLIMU YCUITUSIMU, TAKOTO KaK ABYXBakoBble BanbLUbl. U3genus,
Kak npaBuno, N3roToBnsioT NpeccoBaHUeM Unm ITbesbiM opmMoBaHueMm.

3.2.10.2 Hu3KOBA3KME KayuyyKu WUNM Xuakue curokcaHoBble Kaydyku; LSRS [low consistency
rubbers or liquid silicone rubbers (LSRS)]: Tekyuue npu HoOpMarnbHbIX YCNOBUAX MaTepuarnbl, KOTOPbie MOXHO
nerko nepexkauynsatb. X cMelumnBaloT nponyckaHMeM vyepes ctaTudeckue cMecutenu. Magenns MoXHoO uaro-
TOBMSATb C UCMOMb30BAHNEM JTUTbS NOA AaBleHUEM.

3.2.10.3 RTV anactomepbl (Hu3KoTeMnepaTypHol BynkaHusauun) [RTVs (room temperature
vulcanization)]: OQHOKOMMOHEHTHbIE 3N1aCTOMEpDI, BYSIKAHU3YIOLLMECS B NPUCYTCTBUM aTMOCtepHOW Bnarn.
Mpu HeobxoaAMMOCTU yBeNUYeHUe CKOPOCTU ByfKaHU3aLUmM JOCTUraeTCcA 3a cHeT NoBbILLEeHUs TeMnepaTyphl.
Tak Kak ByfkaHusauusi 3aBucut ot guddpysun Bogel B 351iacToMep, He pekoMeHAyeTcsl MpoBoANTL BYNKaHN3a-
uuto Ha rnybuHe 6onee 0,25 aioima (0,635 cm).

3.2.10.4 renu (gels): Cnabocwmtble matepuarbl, He UMetoLLMe NN MeloLLME OTHOCUTENBHO cnaboe
ycuneHme no cpaBHEHMUIO CO CLUMTBIM nonmmepom. Kak npasuio, oHKU ABNAOTCA ABYXKOMMOHEHTHbIMW CMeCcs-
MW, N3roTOBNSIEMbIMU C UCTOMb30BaHUEM CUCTEMbI NPUCOeAUHUTENBHON ByNIKaHA3aLMN Ha NNIaTUHOBOM KaTa-
nusatope. TBepAoOCTb refsi MOXHO perynupoBsarTh B LWMPOKUX Npedenax. MaTepuan obbivuHO He NpeaHasHaveH
Ans 6onblUNX HArpy30K, a ucnonb3yeTcs Ans obecneveHns NIOTHOTO KOHTakTa HePOBHLIX MOBepXHocTen. B
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pesynbTaTte Harpysku pacnpegensiiotcs no 6onbluei nnowaaun. 3T Matepuansl Takke MOXHO UCMONb30BaTb
Ansa obecneveHna 3aLLUTbl OKPYXKaloLLeid cpeibl OT 3arpsAsHEeHUN.

3.2.10.5 neHsbI (foams): CwmTble MaTepuarsbl, UMeoLNe B CBOEM COCTaBE KOMMOHEHT, BbiAENAOLWMIA
npu BynNKaHW3aLuu neTyuninras. Hanuuune Takoro KoMnoHeHTa NPUMBOAUT KNOMYYEHUIO MaTepuara c O4eHb HU3-
KON NNOTHOCTbIO. lMeHbl, Kak npaswumo, ABMSOTCA ABYXKOMMNOHEHTHBIMU COCTaBaMu, U3roTOBASIEMbIMA C
NCNONb30BaHMEM CUCTEMBI PUCOEANHUTENTLHOM BYNKaHW3aLUMn Ha NNaTMHOBOM KaTanuaartope. Ux ncnonsay-
0T HA HEPOBHBIX NOBEPXHOCTSIX, TAK KaK OHWU pacLumpaoTcs, obecneunsast NNOTHBIA KOHTaKT U 3aWwuTy OT BO3-
OenCcTBUA oKpyXatoLlen cpeabl; neHbl bonee xxectkne n BoigepKMBaloT bonbluee ycunue, yem renu. Tak kak
neHbl ABASIOTCA BCNEHEHHbIMU 3r1lacTOMepaMu, TO B NepecyeTe Ha Maccy OHU ABMISIIOTCS CUMNbHOCLLMTBIMU NO
OTHOLWWEHUIO K rensiM. BonbLMHCTBO YCNOBUIA NOMMMEPU3ALUN NPUBOAUT K MOJIYYEHUIO MEH C 3aKPbITbIMK
nopamu.

3.2.11 nmaptua unu cepusa (lot or batch): Konudyectso matepuana, U3roTOBAEHHOrO MO 3agaHHON
peuenType 3a eAWHbI MPOU3BOACTBEHHbIN LMKIT MPU KOHKPETHBIX YCIIOBUSIX U MeToAax obpaboTku.

3.2.12 BynkaHusaums (vulcanization): HeobpaTuMblit npouecc, Npyu KOTOPOM MeXAY CUMOKCAHOBBLIMU
uensmu obpasyloTcs KoBarneHTHble XuMnJyeckue cBssu. B npouecce BynkaHM3auum U3 Tekyyen unu nnactud-
HOW cMecK 0bpasyeTcs anacToMepHbIA MaTepuan, KoToOpbIA He MOXET BbITb NOABEPTHYT NOBTOPHOMY (hOpMO-
BaHWIo, 3a UCKItoueHneM husnieckoro paspyLueHus.

3.2.13 Tunbl BynkaHusauuum (types ofcure): B 3aBUCUMOCTMOT NPUMEHSIEMOro MexaH1u3ma BynkaHusa-
LM cUNOKCaHOBbIE 3MacToOMepbl, UCMoNb3yeMble B MeauuuHe, MOryT 6biTb Tpex TUMOB: KOHAEHCALUNOHHON
BYfKaHU3aLuMKn, NepoKCUAHON BYKaHU3aLUmM U NpUcoe ANHUTENbHON BYNKaHU3aLuuu.

3.2.13.1 matepuanbl KOHAEHCALUUMOHHON BynkaHu3sauum (condensation cure materials): Matepua-
Nbl, KOTOPbIE BO BPEMS BYJIKAHU3aLMW, Kak NpaBurio, KaTannusMpyemon meTaninoopraHM4eckum coeguHeHuem,
OTLLENMAT OpraHAYECKyo 3ameLaeMyro rpynmny.

O HOKOMMOHEHTHbIe (one-part): [OTOBble K NPUMEHEHUI0 MaTepuansl, NMocTaBnseMble B BO3AYXO-
HenpoHNLIaeMOM KOHTENHepe, KOTopble BYJIKAHWU3YHOTCA Mo Bo3AeNcTBMeM aTtMocdhepHOM Bnaru, HaymHasa ot
noBepxXHOCTU. He pekomMeHayeTcs NpoBOAUTL BYfKaHU3auumio Ha riybuHe 6onee 0,25 aioima (0,635 cm).

ABYXKOMNOHeHTHbIe (two-part): Matepuansl, noctaBnsieMble B ABYX OTAENbHbIX KOHTENHepax, KoTo-
pble credyeT TWaTenbHO cMeLlaTh B 3a4aHHbIX MPONOpLMAX HenocpeAcTBEHHO nepea Ucnosnb3oBaHuem. Tak
Kak OHW He 3aBUCAT OT Ancnepcun aTMocepHoit Bnaru B cMech, rmybuHa BynkaHu3aLmm He orpaHuyeHa.

3.2.13.2 matepuanbl nepokCMAHON BynKaHu3auum (peroxide cure materials): OaHOKOMMOHEHTHbIE
cMmecu, BynkaHuayemMble cBO6oAHBIMU paaukanamu, 0bpasyiolmmMnuca Npy pacnaje opraHn4eckoro nepokcuaa.

3.2.13.3 martepuanbl npucoeAUHUTENbHOW BynkaHusauuu (addition cure materials): [iByxkomno-
HEeHTHbIe 3r1acToMepbl, KOTOpPbIe CHavana cMeLMBatoT ApYr ¢ APYroM, a 3aTem BynkaHuayloT AobasrneHnem
cunUArMapuaa K BUHUICUNaHy B NpUcyTCTBAM NAAaTUHOBOIO kKaTanusaTopa.

3.2.14 pucnepcusn (dispersion): HeBynkaH13oBaHHbIA CUNOKCAHOBBLIA 3f1acToMep, AUCNepruposaH-
HbI B NOAXOAsLEM pacTBOpUTENe AN HAHECEHUS TOHKOrO CNOA 3nacTomMepa Ha NOANOXKY NOrpy>XeHnem unu
pacnbifieHuem.

4 HasHayeHue M npuMeHeHue

4.1 Hacrosiwmin cTaHdapT sIBNSETCA PYKOBOACTBOM ANsA onpefeneHus TpeboBaHWUi K CUIOKCAHOBLIM
mMaTepuanam 1 Bbibopa cunokcaHoBbIX MaTepuanos 418t MEAULIMHCKUX U3AESNUi.

4.2 WN3roToBUTENM CUITOKCAHOBLIX 31TaCTOMEPOB, NOCTaBAAKLWME MaTepuansl AN NpousBoacTBa Meau-
LUMHCKMX U3OENWIA, 4OMMKHbI MPeAoCTaBNATh A4S CBOUX KIUEHTOB MHopMaLnio 0 HenaTeHTOBaHHOM peLienTy-
pe MaTtepuana.

5 Peuentypa

5.1 BnacTomepbl, reny 1 NeHbl U3roTOBASIOT C UCNOMBL3OBaHUEM peLenTyp, coaepXKaLlx KOMbUHaLmMm
cneayloLwmnx UHrpeaueHToB (MaTepuaros).

5.1.1 CunokcaHoBbIA NoNnuMep

TNMo6oi nonumep co cpegHen U BbICOKOA MOMEKYNAPHON Maccon, UMeoLNA CTPYKTYPY, NOKa3aHHYIo Ha
pucyHke 1,rae R — mMeTunbHas, HeHachILEHHas ankunbHaa Unn rugpokcuneHaa rpynna. R obbiyHo npeacTas-
naeT co60i MeTUNBHYHO UMW HEHACLILLIEHHYHO anKUITLHYH FPYNNY, HO Takke MoXeT BbITk heHunbHOR, TpudTop-
NPONUNLHON rPYNMOA AW APYTUM YINeBOAOPOAHBIM PaAUKANOM; X U Y — Uenble Yucna, 6osbLue Unn pasHble
Hynto. Ecnn R He aBnsAeTcs rmapoKCUnbHON rpynnon, B KaXXA0W Lenn A0SMKHbI NPUCYTCTBOBaTb He MeHee 2
ankeHUNbHBIX rpynn.
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R, R — nto6as opraHnyeckas rpynna

PrcyHok 1 — TunnyHbIN NONUMEPHBIV CUITOKCAHOBbIA AUCTNEePrMpYIOWMIA areHT

5.1.2 Karanuzatop

MeTannoopraHu4eckoe coeAMHeHWe NnaTuHbl UMK ONoBa ¢ NUraHgamMu, COCTOALMMN 13 Nto6ol noaxo-
AALLe KoMOUHALMM TakUX SNIeMEHTOB, Kak yriepoa, Boaopoa, kucropogd, dTop U KpeMHUA.

5.1.2.1 MnaTtnHOBbLIN KaTanMsaTop

OTOT KaTanusaTop MoxeT BblTb AUCNeprnpoBaH B CUMOKCAaHOBOM MONMMepe (CTPYKTypa nokasaHa Ha
PUCYHKe 1), MMetoLeM JOCTaTOUHO HWU3KYH BSI3KOCTb AN NOMydeHUst nerkotekydei gucnepcun. MoxHo
MCMonb3oBaTh NNaTMHOBLIE KaTannaaTopbl ¢ coaepxaHuem oT 5 Ao 20 ppm akTUBHON NNaTUHbI, HO 0BLIYHO
NCMOMb3YIOT KaTanM3aTopbl, cogepxalune npndnusntensHo 7,5 ppm nnaTuHbI.

5.1.2.2 OnoBsHHBLIN KaTannsaTop

OQHOKOMMOHEHTHbIE CoCTaBbl KOHAEHCALMOHHOM ByKaHn3aLum, kak npasuno, cogepxart ot 0,1 % macc.
80 0,5 % macc. orioBoopraHMYecKkoro coeanHeHUs. [ByXKOMMNOHEHTHbIe COCTaBkl KOHAEeHCALMOHHO BYKaHW-
3auun, kak npasuno, cogepxat ot 0,5 % macc. ao 2,0 % macc. onoBoopraHnyeckoro coegnuHeHns. finraxHapl,
npucoeanHeHHbIe K OMoBY, NPeACTaBnsAlT coboi HekoTopoe codeTaHue ankuibHbIX, anNKOKCUNbHBIX FPYNM U
aHNOHOB KapbOHOBOM KNCMOTHI.

5.1.3 CwuBaTtenb UMK CLUUBAKOLWMUA areHT

5.1.3.1 [OBYXKOMMOHEHTHbIE COCTaBbl NPUCOEOUHUTENBbHON BYNKaHU3aUumn

CuwwuBatowminareHT npeacTasnsaeT cobon nonumep, UMeIoLWNA CTPYKTYPY, NoKa3aHHYH Ha pUcyHke 2, rae
R 06bI4HO ABNSETCA METUMLHOW rpynnoii UM BoAOPOAOM, NPU 3TOM Ha OAHY Lenb AO0SMKHO NPUXOAUTLCS He
MeHee 2,0 SiH rpynn; x u y — uenble yucna, 6onbLe unu pasHole Hyno. YTobbl n3bexatb yANMHEHUs Lenu,
PYHKUMOHaNLHOCTL NoNMMepa, coaepXallero BUHUMbHbIE rPyNnbl, MW CLUMBAIOLLEro areHTa, coaepXallero
SiH-rpynnebl, AomkHa 6bITb He meHee 3,0.

M3-3a HeorpaHM4eHHOrO KONMYECTBa BapUaHTOB CTPYKTYPbI CLUMBAIOLLENO areHTa v (pyHKLMOHabHOro
(coaepxawero BUHUIbHLIE TPYMMbl) NonMMepa HeuenecoobpasHo ycTaHaBNMBaTb AuManasoH cofepkaHust
cluMBatowWero areHTa B peuientype. [Npu 3TOM KONWYECTBO CLUMBAIOLWENO areHTa A0MKHO BblTb AOCTATOYHBIM
Ans obecneveHns cTtexmomeTpuieckoro u3beiTka SiH-rpynn no oTHOWEHWIO K KOMMYECTBY HEHACbILWEHHbIX
ankubHLIX FPYN, €CNN 1Ba KOMMOHEHTa (4acTu) CUNOKCAHOBOTO aflacToMepa NPUcCoeAUHUTENBLHOW BYKaHW-
3auun CMeLnBaoT B pEKOMEHAOBAHHOM U3rOTOBUTENEM COOTHOLLEHUU.

CHy  [CH CH; | CHy
R—Si—04Si—0+1+Si—0 ?i—R
| | |
CH; |CH, H CH,
X y

PucyHok 2 — TUnuYHbIA NONUMEPHbLIV CLUMBAIOLLUIA areHT

5.1.3.2 OpHokomnoHeHTHble RTV anactoMepbl U ABYXKOMMOHEHTHbIE COCTaBbl NPUCOeANHUTENbHON
BYNKaHW3aumm
CwwuBaoLWmMM areHTOM MOXET BbiTb KpeMHURopraHu4eckuii MoHomep obulei chopmyrbl

R,Si(OR), _,, @

rae R, — opraHuueckas rpynna, Kpome heHUNbHOM;
R’ — rupponusyemas rpynna, Hanpumep ankoKcu-, aLeToKCU-, KETOKCUMOrpynnbl U ap.
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5.1.3.3 3GnacTtomepbl NepoKCMAHON BYKaHU3aLum

OpraHunyeckue nepokcuabl NpeacTasnsaoT TPETUA TUM CLUUBAMOLNX areHTOB, KOTOPbIe, y4acTBYS B peak-
L CLUMBaHNSA, HENOCPeACTBEHHO HE BKITHOYAOTCA B CLUMTYIO CTPYKTYPY anactomepa. CogepxkaHue nepokcu-
JoB B obLel peLienType BapbupyeTcsl OT MEHee OHOro MacCOBOro NPOLIEHTa A0 HEeCKONbKUX MacCOBbIX
MpPOLEHTOB. 3TN NEPOKCUAbI pasnaratoTCs C 3aBUCALLEeN OT TEMNepaTypbl CKOPOCTbIO c 06pasoBaHWEM paaunka-
0B, KOTOpPbIE 3aTeM OTLLENNSAIOT aTOMbl BOAOPOAa OT HEKOTOPbIX anKUMbHbIX rPYNM, TPUCOeAUHEHHBIX K riaB-
HO cunokcaHoBOW Lienu. PekoMBUHaLus 3TUX paanKanos NpuBoauT kK 06pasoBaHuio CLUMTOM CUMTOKCAHOBOM
CTPYKTYpbl. OAHUM 13 0BBLIYHO UCMONb3YEeMbIX MePOKCUAOB ABNSETCA Nepokens 2,4-auxnopbersouna. Pasno-
XEHWe 3TOro nepokcuaa nNpuBoaAMT k 06pasoBaHNio HeBOoMbLUNX KOMMYECTB NONMXIop6GUGPEeHUIOB U ApYrux
NoBOYHBIX NPOAYKTOB KaTanMTUYECKOro PasnoXeHUs!, KOTopble A0MKHBI BbITh yaaneHb! U3 ByNKaHN30BaHHOMO
3nacToMepa BO BpeMs MOCTBYIKaHN3aunu.

5.1.4 HanonHuTtenb

B kavecTBe HanonHUTenNs Nenosb3syroT aMopHbIN ANOKCUA KPEMHUSA BLICOKOHR YNCTOTEI, UMEIOLLMIACA B
npoaaxe noa HauMeHoBaHWEeM: MTMPOreHHbIN UMK ocaXaeHHbIA AnoKeua KpemHus. [luokena kpemHuus obpaba-
TeiBaOT ankuncunadom chopmynel CH3SiX unu (CH3),SiXs,, roe X — rugponusyemas rpynna, unm oaHum unu
Gonee nonvcunokcaHoBbIM onuromepom dopmyrel HO(CHj;),SiO[Si(CH3),0],[SiCH3RO], Si(CH3),0H, rae
R — meTunbHas unn HeHacklleHHas ankubHas rpynna. Konuyectso HanonHuTens 3aBucuT ot Tpebyembix
cbusmyecknx ceocTs. OHO TaKkKe 3aBMCUT OT BMAa U cTeneHr 06paboTku u nnoLLaamn NoBepXHOCTU MMPOreHHOo-
ro AMoKcuaa KpeMHUs. AnbTepHaTUBHO B Ka4eCTBe HaMoMHATENA NCNOoNb3YIoT KpucTannyeckne Buabl kKeapLa,
HanpuMep U3MenbyYeHHbIA 40 MEnKoAUCNepcHOro fnopollka necok. Takke MHOMAA UCMOMb3YI0T AMaTOMOBbLIE
3eMIn, KoTopble codepxaT NnpumepHo 88 % Anokcuaa KpemMHus.

5.1.4.1 MnacTudukaTopbl/peakTnsbl Ana 06paboTkn HaNoONHUTENN

MaTepwanbl, Ao6aBnsiemMble NP1 NPUroTOBEHUM CMECK 3nacToMepa Ans CMAr4eHUs NoBepXHOCTU NUPO-
reHHOro AvoKeuaa KpeMHus. AU MaTepuansl cTabunuanpyoT CBOIMCTBa ariacToMepa 1 no3sonaT Ao6asnath
GonblLuee KONMMYECTBO ANOKCUAA KPEMHUA 1, cneoBaTenbHo, NonyyaTtk fyyllee apMupoBaHue. B kayecTse
peakTvsa Ans 06paboTKu HanoNHUTENs 06bINHO UCMIONL3YIOT NONUANOPTaHOCUIOKCaHBI C CUNaHOIaMU Ha KOH-
Lax uernu unm CUnoKcaHbl, KOTopble MOryT BbiTk rMAPONM3oBaHLI ¢ 06pasoBaHnem cunaHona, kak onucaHo B
5.1.4. 3T maTepunansl UCNONbL3YOTCA ANA 06paBoTKN NN CMArYEHUS BLICOKOAKTUBHO NOBEPXHOCTMN YacTuLy
KonnouaHoro avokeuaa kpemHusa. O6paboTka NponcxoauT 3a cyeT obpasoBaHWa BOAOPOAHBIX CBA3EN UNu 3a
cHeT XMMUYECKON peakLymn ¢ peakLMOHHOCNOCOBHLIMM CUNaHOILHBIMU FPyNNaMn Ha NOBEPXHOCTU AUoKcuaa
KpeMHus ¢ o6pa3oBaHUeM KOBaNEHTHbIX cBA3eil. [pu npenmMyLIecTBEeHHOM NPOTEKaHUK peakLM peakTMBOB
Ana 06paboTKM HaNoNHUTENs C NOBEPXHOCTLIO ANOKCMAA KPEeMHUS MOXHO n3bexaTb NoaobHbIX B3aumoaein-
CTBUI ¢ Bornee BLICOKOMONEKYNAPHON NonumepHoi 6a3oi, Takum o6pasom cBoAa K MUHUMYMY KpenupoBaHue
HeBYIIKaH30BaHHOIO 31acToMepa 1 M3SMeHeHne TBepJoCTN BYNikaHM30BaHHOrO 3nacToMepa.

5.1.5 Oob6aBku

Matepuansl mo6oro knacca, 06bIMHO COCTOSAILLIME U3 COMEeR UMK OKCWAOB METanNoB, Takux Kak 6apui,
TUTaH UMW KanbLyi.

5.1.6 WHruburop

BellecTBO mnu cmMechb BelIeCTB, CMOCODHBIX YMEHbLUNTb CKOPOCTb cluMBaHuA. MHIM6uTop o6bluHO
COOEPXKUT HEHACBILLEHHYIO ankuilbHYIo rpynny, cnocobHyo B3anMoAeNCcTBOBaTL CO CLUMBAIOLLIMM areHTOM Mo
peakuun rugpocununupoBaHus (npucoeauHenus). OH cocTout u3 nboit noaxoasawein koMGUHaLMK Takux
3NEeMeHTOB, KaK yrnepog, BOA0OPoA, KUCNOPoa 1 KPEMHUNA.

5.1.7 PacTBopuTenb

XugkocTb, ucronbayemas ans obpasoBaHUs AMcNepcun NpU CMELIMBAHNU C HEBYSTKAHM30BaHHbLIM aNac-
ToMepoM. Kak npasumno, UCToNb3yoT TOSYOm UMK KCnion. Takke pacTBOPUTENb MOXET COCTOATL U3 N60ro
NoaxoAsLero coveTaHUs CrieayoLLMX 3NIEMEeHTOB: yriepoaa, BOAOPOAA, KUCMOPOoaa U, BO3MOXHO, KPEMHUS.

6 YnakoBka, MApKMPOBKa M XpaHeHue

6.1 NHrpeaneHThbl HEBYMKAHM30BAHHOTO CUMIOKCAHOBOMO 3nacToMepa, UCMoNb3yemMoro B MeavLuHe,
[OMKHbI MOCTaBNATLCA B HaANexallel ynakoske Ana NpeaoTBpalleHUs UX 3arpsasHeHm st Mpu TUMUYHBIX YCno-
BUSAX TPAHCMIOPTUPOBAHUS U XPaHEHMS, a TakKe YXYOLUEHNA NX Ka4ecTBa 3a CYET YNaKoBKM.

6.2 Bce ynakoBku AomkHa GblTb MapKMpOBaHbl Takum o6pasom, 4Tobbl MOXHO 6bINo MaeHTUULMPO-
BaTb U3rOTOBUTENS, HAUMEHOBaHVE NPOAYKLIM 1 HOMEP NapTun NN cepun.

6.3 MocTaBwumK MaTepuana AomKeH NPeaoCTaBNATL MHGopMaLMIO 0 peKoOMeHAYyeMbIX YCIoBUAX XpaHe-
HWA U rapaHTUM Ha NPOAYKLMIO.
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7 OxpaHa 380poBbs U 6€30MacHOCTb

7.1 MockonbKy HACTOSALLMIA CTaHAApPT pacnpoCTpaHAETCs TOMbKO Ha HEeBYIKaHW30BaHHbIE CUNOKCaHO-
Bble 3M1acTOMepbI U UX BONbLUMHCTBO BYJIKAHN3YETCSl BO BPEMSA KOHEYHOMO UCTIONb30BaHMs!, OCHOBHEIE Npobne-
Mbl OXpaHbl 340pOBbs U 6e30MacHOCTU, CBA3aHHbIE C UCMONb3OBaHUEM Takux MaTepuarioB, BO3HMKaOT B
npouecce obpalleHns ¢ HUMU (NonagaHue B rnasa, AbixaTeslbHble NYTU U Ha KOXY).

7.2 KaxabliA Tun HanonHUTenst umeeT cobCTBEHHbIE, CBA3AHHbIE C HAM ONacHOCTU. [oTeHuuanbHoe BO3-
AencTBUe Ha AbIxaTerbHble NyTU, Kak NpaBuno, He BCTpeYaeTca, TakK Kak HanonHUTeNn He MOryT Jierko Bblae-
NATLCA B BO3AYX U3 CMELLaHHbIX UHTPEANEHTOB.

7.3 Katanusatopbl MOryT OKka3biBaTb HEKOTOPOE TOKCUYECKOE BO3AENCTBUE B 3aBUCUMOCTU OT KOHLLEH-
Tpauuu, bopmbl U TUNAa. UHrM6UTOPEI 06BLIMHO UCNApPAITCA UM BKNIOYAKOTCS B CTPYKTYPY 3n1actomepa Nnpy ByI-
KaHW3aUuuM UM coaepxartcsl B KONMMYECTBaX, KOTOpble ODObIYHO CUMTAOT OKa3biBaOWUMU HE3HAYUTESIbHOE
TOKCUYeCcKoe BO31eNCTBUE.

7.4 MpurogHOCTb ANst UCMONb30BaHUs MO Ha3HaYeHUo (TO eCTb BUoNorMyecKyto COBMECTUMOCTL) onpe-
OensitoT Ha roTOBbIX U3AeNUsIX, UCNbITaHHBIX B Npeanonaraembix ycnosusix npumeHeHust. Mudgopmauums o 6uo-
NOrMYEecKo  COBMECTUMOCTM  BYSIKAHM30BaHHbLIX  CUJIOKCAHOBBLIX  3M1acTOMEpoB  UMeeT  camoe
HenocpeaCcTBEeHHOEe OTHOLUEHWE K BbIOOpY WMHIPeAWeHTOB u3genust U BAUSIeT Ha YCIOBUS MOATOTOBKM,
CTepuUnn3aLnmn 1 UCNbITaHUs.

7.5 EcnuHeBynkaHN30BaHHbIE CUITOKCAHOBLIE 3M1aCTOMEPbI HENOCPEACTBEHHO KOHTaKTUPYIOT C TENIOM U
BY/IKaHU3YIOTCS HA MecTe, He0BX0AMMO paccMaTpUBaTh UHIPEAUEHTbI peLenTypbl U MoBoYHbIE NPOAYKTHI BYS1-
KaHW3auuu. [ns HeKOTOPbIX TakMX 3NacTOMEPOB UCNOMb3YIOT BYNKaHU3YOLME CUCTEMbI, MPU MPUMEHEHUU
KOTOpbIX 06pa3yloTcst opraHu4eckue coeauHeHust, KOTopbie MOTYT BbI3bIBaTb MECTHOE pasfpaXeHue TKaHen.

7.6 Pe3ynbTaTbl TOKCUKONOMMYECKUX UCTIbITAH W HEBYIIKAHU30BaHHbIX MaTepUarioB UCTIONb3YHOT TOSbKO
npuv CoCTaBNEHNM PELENTYPbl U N3roTOBNEHUN CMECU U3 BbIDPaHHBIX UHIPEANEHTOB B COOTBETCTBUM C MPUHSI-
TbIMW CTaHOapTamMu, ycTaHasmMBawwmMn TpeboBaHMa K cucTemam kadecTBa, Takumu kak MCO 9001, n
AeNCTBYIOWMMU NOMOXEHUSIMU CUCTEM CTaHOapToB KadecTBa/Haanexaluei npouM3BOACTBEHHON NpakTUku
(GMP).

8 Crepunusauus

8.1 N3roToBUTENU AOMKHEI MTOCTaBMASATL HEBYIKAHN3OBAHHbIE CUMOKCAHOBbLIE 311aCTOMEPbl CTEPUbHbI-
MW U NPedocTaBNsATh pekoMeHaalUnn no MeTogam ctepunusauni. Cneagyet NnpoBepsiTb 3TM MeToAbl Nepes
NCMOMNb3OBAHNEM.

8.2 3TuneHokcuag XopoLlo pacTBOpUMM B cuiokcaHax. Monb3osartenu, npoBogslmMe cTepunnsanmio ¢
NCMonNbL30BaHMEM aTUNEHoKCHAa, AOMKHLI MPOBOAUTL UCTbITaHWE ANsi onpeaeneHns npuemMnemMbix ypoBHei
OCTaTO4YHOro 3TUNEHOKEHAA, ECNN CTEPUMU30BaHHEI MaTepran UCMoNb3yeTCsi Kak eCTh (CM. CCbISIOYHbIE JOKY-
MeHTbI). [nst onpeaeneHns 0TCyTCTBUS OCTATOYHbBIX CTEPUUSYHOLWUX BELLECTB MOXHO NCMOMNb30BaTb UCMbITa-
HUSA KNeTOYHOM KynbTypbl, Hanpumep no ACTM ® 813.

8.3 ABTOKMNaBHas CTepunnaaLms HeBYKaHN30BaHHbIX 3M1aCTOMePOB, refen 1 neH obbIYHO He UCMOoSb3Y-
eTCsl U He peKoMeHAYeTCsl, NOCKOMbKY OHa MOXET NPUBECTU K TPYAHOCTAM MpW U3roToBneHun. KoHkpeTHble
AeTarnu aBToKNaBHON CTepUNN3aLMmn B HACTOSILLEM CTaHAapTe He MPUBOAATCS, TaK Kak C MOMOLLbH0 aBTOKITaBOB
06bIYHO CTEPUIUSYIOT FOTOBbIE 3M1aCTOMEPHbIE U3Aenusl.

8.4 PaguauunoHHas cTepunmnsaumnst HeBYKaHN30BaHHbIX 311aCTOMEPOB, renem 1 neH 06bIYHO He UCNOoSb-
3yeTcs 1 He pekomeHayeTcs. [lononHuTensHas MHdopmaLns 0 pagualnoHHON CTepunn3aLmmn npueeaeHa B
ACTM @ 2042.

9 lNMonoXxeHWUs NO KOHTPOIIO KayecTBa

9.1 CunokcaHoBble 3nacToMepbl pa3pabaTbiBaloT U U3FOTOBNAAIOT C UCMOMb30BaHWEM NPOrpamMm KOH-
TponsikadecTsa, Hanpumep no AHCW/ACKL LIM (Cneumndunkauus Ha obuime TpeboBaHMs KnporpaMMam kadec-
TBa), HO NpeanoyTuTensHo B cootBeTcTBUM ¢ MCO 9001 n MCO 9002. OgHOPOAHOCTL XapakTepucTUK pasHbixX
napTuin NPodyKLUUN TakKe MOXXHO KOHTPOIMPOBATL conocTaBfieHneM pabounx xapakTrepnucTuk usgenus ¢ Tpe-
6oBaHMAMM K MpUeMKe NapTvuKn, KOTopble AOMKHbI OblTb XapakTepHbIMW ANS NPOAYKUMM U OOCTaTOuMHO
XKECTKUMMU.

9.2 U3roToBUTENN HEBYKAHW3OBAHHbBIX CUIIOKCAHOBBIX 311aCTOMEPOB OO/DKHbI YBEAOMNATE KIIMEHTOB
006 M3MeHeHMUsX peLenTypbl, MeTOAOB UCMbITaHWIA, cneunduKkaunm nnm ynakosku. Mpn kaxaoM N3aMeHeHnn
criegyeT nNpedocTaBnATb AeTanu M3aMeHeH i 1 cnocobbl UX naeHTudnKaLmm.
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9.3 Crepunusauuio NpoBOAAT C UCTIONb30BaHWEM CRieayIoLNX CTaHAapToB, HanpuMep:

- AHCWUW/AAMU CT46 Hagnexawasa 6onbHU4Hag npakTuka: CTepunusaums napom n obecnevyeHue cte-
pUNBLHOCTY;

- AHCWAAMW CT41 Hagnexawas 6onsHu4Has npakTuka: CTepunusaums aTuneHokeuaom n obecneve-
HWe CTEPUNbHOCTY;

- AHCWAAMW CT50 CyxoxapoBble cTepunusatopsbl (CTepUnMsaTopbl ropsiuMM BO3QyXOM);

- AHCW/AAMU CT29 PekomeHayemasn npakTuka no onpeaeneHuio aTuneHokcuaa B MeaULUUHCKUX U3ge-
nmax;

- AHCWUW/AAMU CT30 OnpeaerneHune 0cTaTouyHOIo 3TUIIEHXIIOPruapUHA U STUNEHT NIUKOIS B MEAULIMHCKNX
n3nenuax;

- AAMU 13409-251 Ctepunusauusa nsgenmin MeanumHcKoro HasHaveHusi. PaguaunoHHas ctepunusa-
uns. NoareepxaeHne NpaBUNbHOCTU NPUMEHEHNA NOrMOLLEHHOM A03bl MOHU3UPYIOLLEro U3nydeHua 25 kIMp kak
cTepunusytoLlein Ao3bl AN HeBOoNbLUMX UM HEYaCTLIX TPON3BOACTBEHHBLIX NAPTUIA;

- AAMU TNP8-251 Mukpobuonornyeckne MeToibl CTEPUNU3aLNM MeQUUVHCKUX U3AenMin ramma-unsny-
YeHuneMm.
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Mpunoxenue X1
(cnpaBo4Hoe)

O6ocHoBaHue

X1.1 MeanumHckue nagenus M3 CUNOKCAHOBOIO 3racToMepa WUPOKO UCMOMb3yTCs B MeauuvHe, U umerTcs
HaKonmneHHble 3a ANWMTENbHbLIN Nepuog BpEMeHW AaHHble 06 X 61oNorM4ecko COBMECTUMOCTM BO MHOMMX 06nacTsax npu-
MeHeHus1. B HacTosAWwem cTaHgapTe npyveeaeHa uHcopMaumsi o paspaboTke 3NacToMepoB, HavarnbHas cTagms KOTOpPOoWn
BNUsIET Ha BUONOrMYECKyo COBMECTMMOCTB FOTOBOIO U3aenus. Takke Ha Buonormieckyto COBMeCTUMOCTL FOTOBOIO U3je-
Vs BNUSIIOT YCINOBUS M3rOTOBMEHMWS CUITOKCAHOBOTO anactoMepa (cm. ACTM & 2042).

X1.2 Mpegbiaywas epenst ACTM & 2038 B HacTosIWee BpeMsi pasgerneHa Ha ABe YacTu: 0gHa pacnpocTpaHsaeTcs
Ha peuenTypy cmecu, apyras — Ha usrotoenexmne. Kogel, pavee ncnonedyemble B ACTM @ 2038, He Gbiny LIMPOKO NPUHS-
Tbl U3rOTOBUTENSAMMU, Y NO3TOMY CTaHAAPT MMEN MUHMManbHY10 none3y. MHpopmMaums, npeactaBneHHas B TEKyLLEen Bep-
cmn ACTM @ 2038 (1 HekoTopble NPeanoXeHns Ans AanbHenLLnX MCCnegoBaHuni), CNy>KUT OTNPaBHON TOYKON, C NOMOLLBI0
KOTOPOW NOMNb30BaTENb MOXET NOMY4UTh yKa3aHusi o Bronornyeckomy BO3aecTBUIC peLenTyp CUnokcaHoB. OTBeTCTBEH-
HOCTb M3rOTOBUTENEN, onncaHHas B Tekylwen sepcun ACTM & 2038, npumeHsieTes Unu, Kak npeanonaraetcs, 6yaet npu-
MEHATLCS Ha NPaKTUKe B NPOMBbIWNEHHOCTW; U3rOTOBMTENU MOTyT ObiTb gndhdepeHumnpoBaHbl Ha OCHOBE MHOpMaLmUK,
KOTOPYIO OHW NPeaoCcTaensoT No TeMaMm, yNoMsaHYThIM B TekyLen sepcun ACTM & 2038.



roCT P 57406—2017

Mpunoxenvne A
(cnpaBo4Hoe)

CBefeHUsA 0 COOTBETCTBUM CCbINTOYHbIX CTaHO4apTOoB HaUMOHaNbHbLIM
N MeXrocygapcTtBeHHbIM cTaHAapTaM

Ta6nwuua OA1

O6o3HaveHue CChINOYHOro cTaHaapTa

CrteneHb
COOTBETCTBUSA

O6o3HaveHne 1 HaMMEeHOBaHWe COOTBETCTBYHOLLErO
HaLMOHaNbHOTO, MEXrocyAapCTBEHHOro 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

*

*COOTBETCTBYIOLWMIA HAUMOHAMNbHbIN, MEXIOCY4apCTBEHHbIM CTaHAapT oTcyTcrByeT. [lo ero NpuHATUS pekomeHay-
eTCs UCnonb3oBaTk NepeBod Ha PyCCKMii S3blk JaHHOrO cTaHgapTa. [ins nonyyveHns nepesoaa cnegyet obpallarscsl B
TK 160 «[MpogyKumsa HepTEXMMMNUECKOTO KOMININEKEa.
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YOK 678.842:678.033:006.354 OKC 83.140.99

KritoueBble cnoBa: 3nacTtoMephbl, refin M NneHbl Ha OCHOBE CUJNTOKCAaHOBOIO Kay4vyKa, UCnoJib3yemMble B Mmeanumn-
He, peuenTypbl, UHTPEeANEeHThI
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