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rMcT P 5T406—2017
Mpepucnoeue

1 NOArOTOBNEH feaspanbHibin rOCydapcTBEHHEIM YHETADHLIKM NPEANPUATHEM «=BoepoCCHACKHA
HAYYHO-MCCNE L 0BATENLCKHA MHCTUTYT CTAHSADRTHIALWA MaTEPHanoe 1 TexHonoriEy (PIY T «BHAK CTx)
Ha ocHoRE CODCTBEHHOrO NEPERISA HA PYCCKMIA A3BIK AHMMOAIEIYHOA BEDCHM CTAHOSPTA, VEAIAHHOO BNYHKTE 4

2 BHECEH TexHM4ecknM KosUTETOM No cTadgapTHaai TH 180 « Mpogysuka He@ TEXHMMHAHEckoro ko=
nrekcan

3 YTBEPWOEH W BBEOEH B OEMCTEBWE [MMpukailom $elepansHoro aredTcTEa N0 TEXHHYECKOMY
pErynupoRaHAE M MeTponordk oT 3 mapTa 2017 r. MNe 98-cT

4 HactoAawri cTadiapT naeHTrHeH cTangapty ACTM & 20358 —00 (201 1) «CTangaprHoe pyKoBOOGTED
ONA CHNKKECHOBLIX ANACTOMEDOE, Fened W NeH, MCNoNBYYEMBIX B MEJUULMHE. HacTe 1. PeUanTypht 1 HEeBy e Hit-
ADBAHHEE MATEOMANLIR (ASTM F2038—00 (2011) «Standard guide for silicone elastomers, gels and foams
usad in medical applications — Part 1 — Formulations and uncured materials», [DT).

HanMeHoaaHKe HaCTOALWErD CTAHSADTA MIMEHEHD OTHOCHTENEHD HAKMEHDBAMWA YE3IAHHONS CTaKaap-
Ta ACTM gnA npuBeneHHA B cooTeaTCeTEME C TOCT P 1.53—2012 (nyHrkT 3.5).

MpK NpUMEHEHHH HACTOALETD CTaHdapTa PEKoOMEeHaYETCA MCMNoNEI0RaTE BMECTO CCrINOYHELX CTaKaap-
TOR COOTRETCTRYKLLME MM HALWOHANBHBIE M MEKMOCY QARCTEEHHBIE CTAHZADRTH, CRROEHMA & KOTOPBIX NPHBE-
A&HE B 4ONOMHATENEHEM NEANoHeHm9 04

> BBEOEH BNEPBBIE

Mpasuna NoUMEeNeRUR HacMaAllEso cmandapma yomaroanaks! & cmames 26 Pedepansboao FaKoHa
T 25w 2075 20 Ne 162-03 O cmandapmudalivy @ Poccudckol dedepadud ». Mighapsmaluua of Uaidenrs-
HLAX K HECMOReMy cmaydapmy nyfaukyemcs & exesodnom (Mo coomoRnuo Ha T ArEaps meryweso 2oda)
LHOOMALUGHHOM VEAZSMETE ¢« HaULOHANLREE Candapmers, 8 WPULUANEMEID MEKCT WAMENSHUD U Nonpa-
BOH — 8 ENEMECHYHOM UHDODMALUGHKOM Frazamane s Hauuoranetsg cmandapmets. B cnydas mepaciom-
pa  (3amesbl] Ny omMdess’ Hacmofsleso  omandapma  coomesmomeyiowes  yeedomnenus  Gydem
onyfnukoaann 8 Gouwaliiven auinMycke EXEMECHUNGE0 UNDODMALUOHROSD yrazamens sHaluonansqsme
cmaxdapmeiy. Coomeamemayiownan ungoomalus, yaedoMaanue U IMEKCME DEIMELLEKNNCH IMaKKE &
uHthopMaLuaksod cucmeasa ofiyeso NoNEICEaHLE — Ha GhUyUansHoM calime QedepanesHoso a2eXmecmea
10 MEXHUNSCKOM)Y DESYALDOEINUD U MEMPoncauy @ camu Mumepiem (www.gost. ru)

B CradgapTeHdopm, 2017

HacToAWwMiA CTAaHOAPT HE MOMET BkiTe NOMNHOCTEID MMM Y3CTHYHO BOCNDOWIBE0EH, TMDAMWDOEAH | pac-
NPoOCTDEHEH B KAYECTES PUUMANEHOMD H30aHWA G2a paspellerdna PeepansHore aradTcTaa No TeXHMYECKD-
Ky PEMYTIHPOBAEHHI0 M METRONOMM
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FOCTP 57406—2017

HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

ANACTOMEPBI, FTENKA M NEHBbI HA OCHOBE CHNOKCAHOBOIO KAYYYKA,
WCNONbB3YEMBIE B MEOWLIWHE

YacTte 1

PeuenTypil W MHIPEOWEHTLI

Sillcona elastomers, gels and foams used In medscine. Fart 1. Formulations and com pounding matenals

Oata egpegevws — 201 8—01—01

1 O6GnacTe npuMeHEHWA

1.1 HacToawwicTasgapT yeTaHaenueaseT TpeboBraHWA K CHNONCaHOBLIM JNACTOMEDAM, TEMAM M NEHZM,
2 TaKHE K PeuenTypam v MHrpeamesTar. CTasaapT He pacnpocTpaHASToA Ha CUNOKCAHOBEIE NOPOLWKK, %Ha-
KOCTH W ADYTWE cHNoKcaHsl. HacToAwKA cTaugapT ABNASTCR PYKOBOACTEOM Mo BeiSopy MaTeplanos nocne
PACCMOTOEHMA XMMKHYECKHE, QHINYECKKE M TOKCHEONOTHYECKHE CBOMCTE OTOENeHLIX WHIDSOWEHTOR WK

NoBOYHLIX NPOOYETCRE. B HACTOAWLEM CTaMapTe NoMBEASHA 0DWAA MHDODMALWA O CHNOKCAHOBEIX MATEDMA-
max, obedHO WCNoONbBIYEMEX B MeguuuHe. Mogpobvan wudopMayra o BYNKaHMIALNME M MIMOTORMEHWM
CHNOKCAHOBLIX MaTERHaNnoe NnpHeeaera 8 ACTM 2042,

1.2 MaroTopneHKe M cacidcTa anactoMepor — no ACTM @ 2042,

B HacToAWeM cTAHOApTE NOMBEOEHE! TONLKED MHIPEIMEHTE HERYNEEHUACEANEX ANACTOMED0R, TEMEA 1
MeM.

1.3 BHONOrHYECKaA COBMECTHMOCTE CHNOKCAHOBLIX MATEDWANGE MOKET DACCMATRHBATRLCR HA PAIHBIX
YDOBHAR, HO BHUOCOBMECTUMOCTE WIOENHA B 3aBMCHMOCTA OT NDeOnonarasmMor MCnoneaosadua cLeHHBasT
HArOTOBMTENE.

1.4 Bwonorwyectde v frandecke CEONCTEA ABNAKTCR SONee BOCNPOMIBCIMMEIMN, BCNTH MaTEpraNk
HArOTORMNARTCA B COOTBETCTEMM C NPUHATLIMKA CTAHJARTAMK Ka4ecTEa, Hanpdmep MCO 9001, » npaeunamm
HANNEKALLEHA NPOUIR0ACTREHHDN NDAKTAEM.

1.5 3HaueHUA, YHAIAHHLE B 8OMHULAX CHCTEMB JI0AM-DYHT, PAcCMATOMEAKT B KAYECTRE CTaHapT-
HEDX. 3HaAYEHHA, NMPUBEOEHHLIE B CKODKAX, MaTemaTiyecky Npaolpazosais B eguuuuel T, koTopeie oame
TONBED 4R MHOOPMAUMKH M HE CHMTAKOTCA CTAHOADTHEIMH.

1.6 B HacTOAWEM CTAHOAPTE HE NPeyCMOTReHD PACCMOTReHWE BCeX BONpocoB obacnayaH W Beaonac-
HOCTM, CEAIANKEN C 8ro NpMMeraHBen. MNoNeE308aTeNs HACTOAWErD CTAHAAPTA HECET OTERTCTEEHHOCTE 33
YETAMOBNEHME COOTRETCTRYMILLWX NPARAN MO TEXHMKE BE3I0NaACHOCTH M OXPaHe I00P0RLA, 8 TAKKE ONpeaenaeT
LEnecoob PAIHOCTE NDHMEHEHHE JEK0HO0ATENEHEE OrPAHKYEHHA NEPed &M MCNONLIoEaAHKEN . [TonkIoEaTE-
MAM TAKKE PEKOMEHOVETCA 0IHAKOMWTECA C NACAODTAMM G230NACHOCTH MATEDUANDE, NDEOOCTABNASMEIMK ©
HEBYHAHWIOBAHHEIMH MHIDEOMEHTIMA CHNOKCAH0a.

2 HopMmaTHBHLIE CChINKK

B HacToAwe cCTaHZapTe MCNoMNeEI0BaHE HODMATHEHBIE CORINKWA HA CNE0YHLWWE CTaHZa0ThI:

MamaHue SPHUHANBHOR

e
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21 Cranpaprtei ACTM1

ASTM O 15646, Standard terminology relating to rubber (CTangapTHan TEPMUEONOMAA Ha PEIHY )

ASTM F 813, Standard practice for direct contact cell culture evaluation of materials for medical devices
(CTaHgapTHaA NPaKTHES NS KOHTAKTHOA OUSHKE KNEToYHOA KyNbTYPR MaTERUMaNos gna MedHUHCEHE NprEo-
pog)

ASTM F 2042, Standard guide for silicone elastomers, gels and foams used in medical
applications — Part 2 — Crasslinking and fabrication (CtangapTHoe pYEOBSACTEO ONA CHNKKOHOBLIX JNaCTO-
MEDCE, FENe i NEH, HENoNE3YEMblX B8 MEgHUKHE. YacTe 2. ByNEaddIauMs ¥ 1aroTosneH«e)

2.2 CranfapTil, ycTaHagnueawlwme TpeSoBaHMa K CTEpUNLHOCTIAE)

ANSIAAMI ST46, Good hospital practice: Steam sterilization and sterility assurance (Hagnemawan
GoMNeHUYHAA NPAKTHES. CTEPUNMAALWMA NApoM 1 00RCNeueHME CTE PUNEHOCTIA)

AMSIAANMIST41, Good hospital practice: Ethylene oxide sterilization and sterility assurance (Hagnesa-
Wwad BonEHAYHaA NparKTuka. CTEQUNAIALHA ATHNEHOKCHOOM H ODECNeYe ke CTEPUNBHOCTH])

ANSIAAMI 5TS0, Dry heat (heated air} sterilizers [CyxoMapopesie CTEDUNMIATODE (CTEDUNHIATODEI
MOpAYHE BO3OY X0 )]

AMSIAAMI ST29, Recommended practice for determining ethylene oxide in medical devices (Pexomen-
OyEMan NPaKTUEA No ONQeJenaHiio ATUNEHOKCUOA B MEMUMHCKAX H3AeNnAx)

ANSIAAMEI ST30, Determining residual ethylene chlorchydrin and ethylene ghycol in medical devices
(Onpegeneyre oCTATOMHOND ATHNEHXTOPIMODHHE W ATHIEHTNMEONA B MEJWMULMHCKKY M308MNMAx)

Al 13400-251, Stenlization of health care products — Radiation sterilization — Substantiation of
25 kGy as a sterilization dose far small or infrequent production batches (CTepunqzauds H308NAH MEQUUMHEKD-
rg HAZHAYeHMA. PaadauuolHan cTeprndaauda. MNogreepyaeine NEpaeuneHocTi NPUMEHeHMa NOrnoweHHON
D03k WOHKIADYIOWErD ManyYeHda 29 KMp KaKk cTepunnayvIiowed 00as Ana HeS0nbWHE MNH HeYacTR NooMIg0g-
CTEEHHLIX NARTHA]

AAMITIRE-251, Microbiological methaeds for gamma irradiation sterilization of medical devices (MukpoGu-
ONOMMYECKME METOORI CTERWUIAIALMM MEJHLKHCKKE MAOSNAA FAMMa-HanyYeHem)

2.3 CrangapTel, yCTAHABNHEAKLWHE TpeSoBAHMA K CHCTEMaM KavYecTBa®!

ANSIAS0C 09001, Quality systems — Model for quality assurance in design, development, production,
instaliation and servicing (CrcTeMel ka4vecTea. Mogenk oSecneseHMA KA4ECTEA NPW NPOeKTHROBAMKK, paipa-
GOTEE, NOOMAIBOOCTES, MOHTAME M OGCNYVIKUBAHWM)

21 CFR 820, Quality system regulation (current revision) [TpeGopadqA K cHCTEME KadacTea {TekywWwan
BEpcHal)

21 CFR 210, Current good manufacturing practice in manufacturing, processing, packing or holding of
drugs; general {current revision) [JedcTeyoLan HaANKaWan NPoWIB0OCTEEHHAA NPAKTHES B Chepe NpoWa-
BOOCTEA, NEPEpadoTrY, yNAKOERM MW XpaHeHUA NEKEPCT BEHHLIX CPEOCTE, 0BLWME NONOMEHUA (TERYLLaA Bep-
ChA

A 21 CFR 211, Current good manufacturing practice for finished pharmaceuticals (current revision)
[defcTeyviolan HaaneKawan NpoMiEOACTREHHaA NEaKTHEA ONA roToRol dapMauesTHHECKOH NpogyELHK
(TEEVWEaA aapoua)]

3 TepMWHbI W ONpeaeneHuA

3.1 JononHuTensHsle onpagengHHda nprueaedeHs 8 ACTM [0 1586,

3.2 BuacToAWEM CTAHAADTE NPHMEHEHSE CIEOVIOLIWE TERMWME C COOTBETCTRY KOLLIAMIA 0N e 0 e HAAMK:

3.2.1 ervnokcaHoBLIA nonumep [silicone polymer): NMondMepHse LEMK ¢ SoHOBHONR LWENEID KA NoaTo-
PAIOWMXCA ATOMORB KPEMHWA 1M KMCNOpoaa, roe KawasIid aToM EpeMHMA MMeaT 0B Opradduecke rpynne. Opra-
HHUYECKAMI TDYNNAMK, KAK NRABKN0, ARNAIOTCA METINbHBIE TPYTINE, HO MOMyT ObiTh BUHWNLHAA, DEHMNBHEA,
DTODHUCTAA MM SOYITHME CPMaHHYE CHAE MDY MMk,

TFYToMHK Te COBINKKW HE CTAHAADRTE ACTM MoxHO HA cafTe ACTM www. BS1IM.ong Wik 8 cRywBe NoAJemHEM KNdesH-
1o ACTM: service@asim.ong. B wHdopuaydosHoM ToMe esamaHero chopHeka cTexaapToe {Annual Book of ASTHM
Standards) cnegyeT ofpawa TecA K CEOOLE CTEHGAPTOR eXeroHoro cBopHHEE CTAHAAPTOS HE CTPAHALE CRUTE.

2l NocTynse B AMEpMKEHCRDM HELHOHENEHOM HHCTHTYTE CTAHOApTOR {AKS), 25 W. 43nd 51, 4th Floor, New York,
MY 10038, hitp:iwww.anaong.

3 QocTynesk: ¥ HA“ANLHUKA YNDAENEH WA JosyMedTaund MpasnTenscTasH=of THRorpadne CLWA, 732 W, Capiiol 5t.,
MW, Mall Stop: SOE, Washington. D0 20401, hitp:fwww access gpoe.gov.

2
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3.2.2 UMKNHYECKHE ONUIoMEPLI H NHHERHLIE onuroMepkl {cyclics and linears): Huakosonekynap-
HELE METYYHE UHKNAYECHAE B CUMTOKCAHOBLIX CNHIoMe pos, obosHaqvae sl e ciMeonon «Ds o yudhpoi, koTo-
paA 0IHAYEET YWCNO CBAISA S5i-0 B MaTepuane (06wdHo O,—DOq, ) gk oT Dy oo Dy, (M09 Sonee) somHo
HEIBATE HMAKPOUMETMSECKHMK CNMromMepamn s JTHHEAHBIE CATOMEDE — CNATOMEDE CNPARMONR LUE k0, KoTo=
Phid MOMYT BTl METYHHMK 4N H SONEE BRCORD A MONBEYNADPHOA MActhl B 3aBMCMMOCTH OT ANWHEI Uenu, oBosHa-
Yaemele KoMBHHALKEH CUMBONOE «Mo U «Da. rge cumeon «M: — rpynna R, Si-0, cumaon «D» onvcasd Beile,
#Ry» — KaK Npasuno, MeTHNeRaA rpynna [Hanpumep, (CH, L SI0SI05EI{CH, ), oboskaqanT kak MDM]. Huawo-
MOMEEYNADHER BRLWECTES B DA3HONA CTENEHK NPUCYTCTEYIOT B EOMMAOHEHTAX CUNOKCAH0BLIX KaYYyHOB 8 3381CKH-
MOCTH 0T TEXHONOTWMHECKOrD NDOUECCa W YCNOBWA XpaHeHnA. YPOBHK MakpouMENHYSCHHs CNWMMepos,
KOTOPLIE MOMHO BBIOENWTE W3 CHNOHCAHOBLIX NONUMED0E C NOMOWBE BaKyYMa, BbICOKOTEMMSDATYDHOK
pecopiuyMi UNK NOCNeayiwWei ByNKaHMIaLMA B TEDMOCTATE, JABUCAT 0T HCNONLIYEMEX YCNOBKRA

3.2.3 karanuiatopicatalyst). MHrpeonedT peyenTypel CMECH HA OCHOBE CHNOKCaHORON0 3NacToMepa,
HHALLAADYIOLLMA DEEELMI0 CLUWBAHHAA NPKH BYTKAHMIA LAY 2NacToMepa.

324 CLMBATENEL MMM CLIMBAKWKME aredT (crosslinker or crosslinking agent). MurpegresdT peyenty-
Pl CMECH HE OCHOBE CHNOKCAHOBOMD INACTOMEDA, KOTORRIA ABNAETCA DEAKTWACHM B PEAKLWA CLUWBAKKA, Npo-
HCXOOALEHA NpK By NKAHEIALKA aNacToMepa.

3.2.5 uHraBuTop (inhibitor: MArpeguesT peyenTypel CMECH HA OCHOBE CHNOKCAHOBOND INAacToMEara,
pofasnAemMelld ANA JaMegNeHia CKODOCTH PEIKLMK CLUMBAHKA.

3.2.6 nanonHeTens (filler): ToHED #aMEnNsYeEHHOE TEERAOE BEWECTED, KOTOROE TIWATENEHD CMELLHMEa-
WOT C CHNOKCAHOBLIMK NONMMEDEMA B NPoOESCce NPOMIB0LCTES ONA NOMYHEHWA KOHKPETHRIX CRBOHCTE. Hanon-
HMTEMW, KCNONbLIYEMbIE B CUNOKCAHOBRY JNACTOMEDaX, DRIBAKT JBYE THNOD,

3261 yerwnveawwmre HanonHytTenu (reinforcing fillers) HanonH«Tend, WMEKWKE, KaK NRaBKMNo,
BONEWYH NNoOWaNL NOBEPXHICTH W AENAKWHECH aMOpPHEME, HANPAMED NHPOTEHHER WNH OC3M0EHHEBIR
BUOKCKHT KpesaHia. TAKKE H2NOMHWTENK NPKAAI0T BeICOKYID NPOYHOCTE M 3N3CTHYHOCTE ANACTOMEDY.

3.2.6.2 neycrnueawmre HanonHuTenu (axiending fillers). HanonHKUTEnw, HANDHME D KPUCTANNMYEC-
ke DOpMBl OWMOKCHOA KPEMHAA W DMATOMOBRIE 3GMINH, KaK NPABKND, WMEDLWWE DoONes HW3IKYH NNowans
NOBEPXHOCTIA W BONEe HAIKYK CTOWMOCTE, &M YCUNWBAWWE HANONHWTENH. OHW 0DECHEYMBanT HEKOTOROE
APMUPOBAHKME, HO, TAK KK CHA OTHOCKTENBHO HE00POTHE, MCNONs3IYKTCA B OCHOBHOM ANA YESNWYeHHA ol bamMa
CMECH.

3.2.7 pobBaskw [additives): HMHrpeguerTe pEUenTyphl CMECH HE OCHOBE CHNOKCAHOBOrD ANAcToOMERa,
HCNCNLAYEMBIE B OTHOCHTENEHD HEE0NEILKWE KONWYSCTRAX, BLINONHAWLWWE TAKHe DyHELWH, KK MapRMpOBKa,
CHPAWHBEAHKE MW 0BECNeYaHnE HENPOIpaYHOCTH ANacToMepa.

3.2.8 cunokcaHoBan Baaa (silicone base). PapHOoMEpHS NepeMELLAHHAA CMECk W3 CHNOKCAHOBIMD
NONEMERa, HANONMHATENEA K 0003808, He COORPHMALLIA CLIMBAOUWY ArEHTOR WK KATaNKaaTopa.

3.2.89 HeBynKaHMIOBAHHLIA 3nacTomep (uncured elastomer) CHNoEcadoBan Gasza, cogepwallan
CLIMBAIDLME BresT WIWMK KATaNKIaTap, HO HE ByNEAHWI0BAHHAR.

3.2.10 cunokcanoeLld anacTomep [silicone elasiomer): HeaynkadnmiopaKHed anacTomep, NogeEepr-
HYThIR BO3JSRCTEHID YCNOBKKA, BRl3EBAKWME BMO CLIMBEHWE, JNACTOMEDAMKA MOTYT BoiTh BRICOKOBAIKHE KayJy-
KM, HAIHOBASKME KayYykd uni BTV (ocw. 3.2.10.3).

32101 peicokoBAlKMe Kaydyud; HCRS [high consistency rubbers (HCRS)]: Martepdant, KOTopLe
HE MOTYT Bbi Th NEDERaYaHL 08 bIYH b HACOCHBIM 0DopyacBaHyHen. My, kaknpaewno, obpatatelBaoT ¢ MCMoNk-
I0BAHMEM OBOPYO0BaHKA C GONBLHAMK CLEMIOBLIMA YCUIHAMK, TAKOID KaK ABYXBaANK0BLIE BansUk. Magenus,
KaK MPaEAng, WArOTORNAKT NPECCOBAHNEM WNH NATEEBRIM OopMOBAHKEM.

32102 HHIKOBAIKME KayYyeEW HNK MAOEME CHNOKCaHoBLIE Kaydykw: LSES [low consistency
rubbers or liquid silicone rubbers (LSRS)]: Tekydue NpK HORMANBHEX YENOBWAXY MATEDHANL, KOTOPBIE BOKHD
MEFKS NepeEaqYdBaTe. Mx CMEWWasioT NPONYCKaHWem Yepes CTATHYECKWE CMECHTENK. Magenis MOomHD Waro-
TOBMATE © HCNONBI0BAHKWEM NHTER NOS A3BNESHKEM.

32103 RTV anactomepkl (HAIKoTEMDepaTypHol ByneEadusauwn) [RTVs {room temperature
vulcanization)]: OQHOKCMNOHEHTHENE ANACTOMEDLI, BYNEAHWIVIOLWHECA B NPACYTCTEME ataocdepHol BNAr.
MNpH HEGEROAWMOCTH YBENHHEHWE CEODOCTH BYNTKAHWIAUWK JOCTWIEETCH 38 CHET NOBLIWEHWA TEMNERaTY Pkl
Tak kax ByNEaHNIaLNA 32BMCKHT OT gudidiy 3K Boge B 3NaCTOMED, HE PEKCMEHOYETCA NPOBOAMTE BYNKaHKMIA-
Lo Ka rnybreEe Bonee §,25 podna (0635 cm).

32104 renw (gels): CnabocliKTole MATEPHANE, HE KMEKHLKE WITH KMEIOWHE OTHOCKWTENEHD Cnadoe
YCWMSHAE MO CRaBHEHMID CO CLUMTEM NONMMEpos. Kak Npagnno, oHW AEMAAKNTCA JBYXKOMNOHEH THEMIK CMECch-
MW, HAMOTOBMNASMBIMA C HCNONEIOBIHMEM CHCTEM bl NPHCDEOMHKTENEHOA BYNEIHHU3ALKWA Ha NNaTHHOBOM KaTa-
nzatope. TEEPASCTE MENA MOMHD DErYyNUpoBEaTE B WWPOEHE Npegenax. MaTtepuan obeiuHo He NpegHaIdaden
ANA BONBWKWK HAMPYAOK, 8 KCNONE3YEToA ANA 0DeCcneYeHdiA NNOTHOMD KOHTaKTa HEPORHLIX NoBEpXHOCTER. B
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pEaynbLTaTe HArDYIkd PacnpedenfinTcs No BoNeWeR NNOWaad. JTd MaTepHanl TAKKE MOKHD HCNONLICEATE
ANA oDecneyYaH s IAWKTE ORpYRAI0WEaR CRanLl OT 3arpRaHeHHA.

3.2.10.5 neHs! {foamsz): CLWWTeE MAaTEPWANL, HMEKLWWE B CAOEM COCTARE EOMMOHENT, BelOENA KA
MM BYNEIHAIALMA NETYHHA raz. Hanvdame Takoro KoMNoHeHTa NpUBOAMT KNOMYYeHUIo MaTEpHana G oYeHk 1 b=
KOW MNOTHOCTRIO. Meds, Kak NpaBsunio, ABNAKTCA OEYXKOMMIOHEHTHBMK COCTABAMM, WIrOTOEMAEMBIMKA C
HMCNONBIOBIHWEM CHCTEME NPUCOSOMHKT 2NEHON BYNEAHWIALMA HA NNATHHOROM KATanMaaTope. Mx wenonsay-
KT HA HEDOBHE NOBEDXHACTAX, TAK KEK OHM PACLUMpAKTCA, 008CNeYMEad NROTHEIR KOHTAKT M 33LWKMTY OT BOS-
OBACTEMA OKDYMAKLLENR CPeabl; NEMsl DONes MECTHME M BhlOEDHMUBEAI0T GONLIUEE YCUMKE, e renn. Tak Kax
MesHbl ABNSIOTCR BCNEHEHHEM M ANACTOMEDaMK, TO B NEPECYETE HA MACCY OHW ABNAITCA CHMNLHOCIUWT MK No
OTHOLLEHAID K TenaM. BONsWMHCTRS YONOBKA NOMNMMEDHMIAALMY NDUBOOMT K NONYYEHKID NeH ¢ 33EDbIThIMM
MNopanM.

3211 naprva WnK cepua (ot or batch) KonwyecTeo mMaTepWana, WarcTORMNEHHONS MO 3a0aHHoE
palenType 38 aduHbli NPOHIB0ACTESHHBIA UWKN NEK KOHEDETHRIX YCNOBWAX M MeTogax 0GpadoTia.

3.2.12 pyneaMWaauMa (vulcanization): HeobpaTHmMel @ NPOUSCT, NP KOTODOM MEXIY CHNOKCAHOERIMM
UensmMu oboazyioTc KOBANSHTHER XUMUYECKHe CaAtx. B npoyeccs By NEaHMaanian na TeKy9ai MK NNacTi4-
HOH CMECKH CDpasyeTCA ARACTOMEDHbIE MATEDHAN, KOTODLIR HE MOMET Bk Te NOgBEPrHyT NORTODHOMY ropmo-
BaHHIO, 38 HCKMDHeHnes HaiYeckoro paspywaHEn,

3.2.13 Tunbi ByNnKaHnaaumm (typesofcure). B aaBUCHMOCTH OT NPHMEHSEMOMD MEXAHMIMA By NHAHM3S-
UMK CHNOKCAHOBLIE INACTOMEDE], WCNONEIYEMBIE B MBOHUMHE, MOTYT BbiTe TREX TMNOR. KOHASHCALMOHHON
BYNEAHMIALUMNA, NEpOKCHOHOR BYNEIHKIALNA W NPUCORTMHHTENLHOM BYNKIHUIALIMIA

3.2.13.1 marepvank! KOHOEHCALMOHHOR BYNKaHM3aunkn {condensation cure materials). MaTtepua-
MNil, KOTORLIS BO BPEMA BYNEAHUIALWA, KAK NPABUMID, KEATANAIMDYEMON METANNOODTAHMHECKMM COSOMHEHHENM,
OTLLENMAOT SOraHMYECKYID 32 MELLAS MY TDYIINY,

OAQHOKOMMNOHEHTHENe (one-part). MTOToBRLIEe K NPUMEHEHKID MaTEDHANL, NOCTARNASMEIE B BOIOYKO-
HENDOHALAGMOM KOHTEAMEDE, KOTODBE BYNESHWIYIOTCA NOO BO3NEHCTEMEM aTMOCRpHOMR BRAarn, HadwHdan oT
MNOBEERHCCTH. HE pekoMeEHIYETCA NPOBOONTE BYNEAHWIALKK Ha riySrHe Gonee 0,25 gwama (0,635 o).

OBYXKOMMIOHEHTHER (two-part). Martepsane!, NOCTABNAEMEIE B ABYE OTOENEHLX KOHTEAHEDAX, KOTO-
plle CHegyeT TWaTeNLHO CMELLAaTE B 130aHHEN NPONopUKAX HENOCOEaCTEAHHO NEDE s HCNOMNEI0BRHAEM. TaK
KEK OHM HE 33BWCAT OT AUCNERCHK ATMOCHEDHON BNAMM B CMECE, MYTHHA BYNEAHMIALWM HE OTDAHWMHYEHE.

3.2.13.2 marepvankl NepoKcHOHOW BYNKaHM3IaUMKy (peroxide cure materials): OoHOEOMOOHERTHBIE
CHECH, BYyNHAHHAYEMEIE CBODBOOHEME PaOMEanani, 0B pasvaUMMACA NpKM RaCcnane Oprad-eckoro Nepgokcuaa.

3.2.13.3 MaTepvansi NPpUCOBAMHMTENLHOR BYNKaHKaauMK (addition cure materials): deyxkomno-
HEHTHEE INACTOMEPE], KOTODLE CHAYANA CMEWKMBAINT QPYT ¢ OPYIoM, 3 3aTeM BYNKAHWIYT 0ofapnaHMen
CHNMUNTMODMEA K BMHUNCHNaHY B NDUCYTCTEMM NNaTHHOBOMD KATANMIaTopa.

3.2.14 gucnepcua (dispersion) HeynsaHWacBaHHER CHNOKCAMOBELIA 3NACTOMED, OWCNEDrHpOBaH-
HilA B NOSXOOALLEM DACTECPUTENE AR HAHSCEHMA TOMKOMD CNOA 3NACTOMEDRa Ha MOONCHKEY MO RYHEH HER KA
[ACTis MEHAEM.

4 HazHaueHHeH npUMeHeHHe

4.1 HacToswwi cTaHlapT AENASTCA PYROB0QCTEOM ONA onpedeneHus TPeGoRaHME K CHNOKCaHOBLIM
MaTepHanan W BsiSopa CHNOKCaHOBLIX MaTEDHANCE ONA MEHUWHCEHX WIGenKN.

4.2 WaroctosdTeny CHNoKCAH0BEE INACTOMEPOA, NOCTABNAKLWHE MATEDHANL ANA NPOWIE00CTES MEdH-
LUKHCKHX HIGENWMA, 0oN¥HE NPEGOCTABNATE ANA CEOMX KNHEHTOR HHMDOPMALMED O HENATEHTOBAHHOR PELENTY-
pe MaTepdana.

5 PeuenTtypa

51 3nacToMEpil, TENK K NEHE WAMOTOENAKT G HCNOMNLI0EIHMEM PELENTYR, COOBMMALLMN KOMBUHALWH
CNEQYIOLWE MHIPEIKEHTOR (MaTepKuanaa ).

51.1 CrnokcaHoBLIA NonAMep

Mool nonMMep Co CpenHe MK BICOKDN MONe KyNAPHOH Maccol, MMEKWKA CTRYETYPY, NoKa3aHHYK Ha
pecykie 1, rge R — METHNBHAA, HEHACH LLEHHAA ANKWTEMAR MNK M0 PoKCHMNeHas rpynna. B obsisHo npegeTap-
NAET OG0 METANEHYI0 HAK HEHSCLILLEHHY KD ANKMNEHY I TDYNNY, HO TRKHE MOKET Dol T eHuneHod, Tpud Top-
MPONANLHOA TRYNNGH MO J0YMM YTNeBOJ0POaHLIM DIOUEANTM, X W ¥ — UENLE YYMcha, SoNbWEe WM pagHsbie
HyMeo. Ecnv R e ABngeTe) MMOpOoKCHNEROA TDYNNoH, B kas0oA Uend QonKHsl NPWCYTCTECEATE HE MEHes 2
AMEEHWMBHEBI TPy,
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b i N RO M
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CHy  |CH, R |cH,

RE.R' — niGan oprayvdeckas rpynna

P'HE}'H 0% 1 — THANYHBIA NOoNRMe PHEMH CHNOHCAHOEEE ONCNEDIMPYRILWEA 3resT

5.1.2 Karanuiarop

MeTannoopraHn4eckos CoOBOHHEHHE NNATHHE WTH ON0BA C NMraHdamy, CoCTOAWKMMKE K3 0GoA noaxo-
SAWEH KOMBHHAUMH TARWX INSME8HTOR, KK YyINepogd, Bo0opod, KHCNopag, hTop d KpeMHWRA.

5.1.21 MNnaTHHOBEIA kaTanksaTop

STOT KATAMWIATOD MOMET DeiTe GWCNEDrMpOBaH B CMNOKCAHOBOM NONMMEpE [CTPYKTYRE NOKalava Ha
paCYHEE 1), WMMEOWENM JOCTATOMHO HAIKYH BAZKOCTE ANA NOMYYeHWA NerkoTeky-ed gucnepcud. Momuo
HCNCMNL30BATE MMATHHOELIE KATANWIATOPE © COQEpMaHHen oT 3 ao 20 ppm aKTHBHOA NNATHHE, HO OELMHD
MCNOMNBAYIOT KATANWIATOPE, COASPHALLKME NRHMBNMAIMTENsHo 7.5 ppm NNaTHHE!.

5.1.2.2 OnoBaHHBIR KaTanwkaaTop

D OHOKOMNOHEHTHHE COCTABL KOHZEHCAUKOHHSH BY TKEHWIAUWH, KAKNDaBWno, cogepxar ot L1 % Macs.
20 0,5 % Macc. onoBogpraHiqecsors CoaduHEHHA. JByXKKCMICHEHTHLIE COCTAB L KOHABHCALMWOHHOR By NEAHW-
JAUMK, K2K npasuno, cofepsat o7 0,9 % macc. a0 2.0 % macc. 0NoBOOpraH|Heckors coegrHaeria. NMuraH g,
NPUCOEORHEHHEE KoNoay, NPeLoeTaBnAnT coboi HEKOTOPOE COYBTAHWE ANKMNEHBIX, ANKOHCHMBHEBK TEYIN WK
AHWOHOE KEapDoHOBON KMCNOTE.

5.1.3 CwuBaTens WNKA CLUMBAKOLWMA areHT

5.1.3.1 OBeyREOMMIOHEHTHLIE COCTABL NPUCOEBOHMHHTENLHORE BYNEaHHISLKA

CLUMBaI0WKMA areHT NpegcTaEnAeT coGoi NONHMED, MMEOWHA CTRYETYDY, NOKAIIHHYH Ha PHCYHEE 2, T0e
R 0bsl4HG ARMAETCA METANEHOA TRYNINoH WKW BOGODGOOM, NPE 3TOM HA OOHY LENE A0MMHD NPHAOOKTLCA HE
pMesee 2.0 SiH npynn, x Wy — Ueneie 91icna, SoNbWEe BNy papHeE Hymio, YTobel MaGeRaTe vONWMHEHWA Lany,
EYHELMOHANSHOC T NONKMEDS, COASPHALLENT BUHWNEHLIE MEYINsl, HAW CLUHBAKWWUETD ArEHTa, COgeHalleno
SiH-rpynnbl, AcmeHa GolTe He mexee 30

Fa-3a HEOrpaHWYEHHOID KONMKY4ECTES BADHaHTOR CTRYETYRE CLUMBAKIWErD AreHTa M DyHELHOHANBHOTD
[cogep®allers BUHWILHLIE TPYNNE] NONMMEDE HEUENEco0BpaIHo YCTaHaBNMBaTy QWaNasoH Ccogdepwatna
CUIMBALLETS AreHTa B peusnType. [pK 3TOM KONWYECTES CLUWBA0WETD areHTa 0msHo DeiTe QOCTATOYHBIM
Ana obecnedaHna CTEXKOMETPMYECKOTD MateTHa SiH-rpynn No oTHOWEHWID K KONWYECTEY HEHACH LLEHHbIX
AMNEMNBHE TRYIN, @CNH Q53 KOMNOHENTA (YACTH) CHNOKCAHOBOMD ANACTOMERE NPHCOSOH HMTENEHOA By NKaH-
IBLUWK CMELLKMEBAKT B PEROMEHZOBAHHOM HITCTOBWMTENEM COOTHOLLIEHAK.

":IH: ':IHs 'BiH: CH,

H—?I—ﬂ--?l—ﬂ ?I—EI --?I—H
GHy  |GH, H |CH

Fucysor 2 — THRHSHENA TGN AsMEpHEIE CLUWB3HW W& 3raqT

5.1.3.2 OgHosomnoHedTHee RTY anacToMepsl M OBYEECMNGHEHTHEIE COCTABL NPHCOEIUHHTENEHOK
BYNEAHAIALKA
CLUMBA IO ANeHTOM MOKET BbiTe: KPEMHWACPraHHYeCckHMA MoHOMeD obweR opMynkl
R, SI{OR),
roe R, — opraquqeckan rpynna, KipoMe eHUmNsHo;
R — rdaponyayesan rgynna, HanpuMep ankogck-, aueTosck-, KETOKCUMOTPYTINL M Op.

o (1)
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5.1.3.3 SnacroMepk NEROKCHAHOA BYyNEaAHH3ALHK

Dpradiyecking NepokcHasL NPeaCTAaNAKT TRETHR TN CLUWBAKLWWK areHToR, KOTOPBIE, YY3CTRYA B DEaH-
LKW CLUMBAHKA, HENOCPEOCTESHHO HE BENIOYATCA B CLUWTYIO CTRYETYRY 3nacTomepa. Cogepwan ke NepoKcH-
Ace 8 obwed peyenType BAapLMPYETCA OT MEHEE QOHOMD MacCoOBOro NPOUSHTa 00 HECKONbKMK MACCOBBIX
NoCUEHToR. 3TH MEPOKCHOR PAINAraToA CIABKMCALWLEA 0T TEMNEDATYER CROPOCTRIC C 0BpasonaHuenM pagqea-
NoE, KOTORRE 33TeM OTWEaNNAKT ATOoME BO40P00a OT HEKOTO PRI SNEKMNBHBIX TRYIN, NEHCOSJWHEHHLIX K TNaE-
HOH CHNORCAHOBoR Ueny. PeroEHHaLKa 3THY padHEanca NpHECOHT K oBDasoBaHHiD CLUKTOR CHNOKCaHoBOR
CTPYETYDBL. OgHMM M2 00 bINHO MCNONEIYEMEX NEPOKCUO0B ARNKSETCR Nepokcng 2, 4-guxnapberaonna. Paanc-
WEHWE 3TOMS NEROKCKOA NPWEOOWT K oBpasoearnin HebonblUWy KONWHECTE NONAXNoPEHOEHHNGE W OpYrax
MNOGOYHEX NPOYETOR KATANWTHYSCKDTO PASN0HEHHAR, KOTOPRIE OONHHSEl OeiTh YOANEHE M3 BYNEIHWICBAHHOD
INACTOMERE BO BREMA MOCTEYNEIHNIALMH.

51.4 HanonHuTENkL

B kaYecTee HANDMHWTENR KCNoONBLIYIOT AMODdhHEIR JHOKCHD KPEMHMA BEICOKON SMCTOTEIl, MMEMILWMACSE B
Moogame Nog HauMeH0BaHMEM. M POMEHHEIR WNK OCaMIeH LI QUOKCHED KpEMHAA. JHokcHg KpenHsa obpaba-
TlBAKT aNKKUNcHNaHoM fopmynsl CHA 50X Wik (CH, ). 505, rge X — ragponqsyesan ipynna, und ogH 8 M-
BonNeEs NoNMCHNOECIHOBLIM ONHMoMEDoM DODMY Nk HD{EHS}ESiD[Si{GHﬂED]x[SiGH:.,RGLEi{EHSJ?GH. rae
R — MeTHneHAR WM HEHACKILWEHHaA ankunsHan rpynna. KoNnWYecTeo HanonHHTENA 3aBKCKT 0T Tpebyansix
DHIHHECKHY CEONCTE. DHO TAKHE 388MCHT OT BHOA W cTenedn 0 pabo T M MNoWany NoBepxHOCTIA M PoraHHo-
o OHOKCHOS KPEMHAR, ANLTEDHATHEHS B KAYSCTES HANONHHMTENA HCNoONLAYIOT KPUCTaNNMYECHEWE BIUO L KBapUa,
HaNpHMED HIMENEYEHHBIA 00 MENKDOWCNEDCHOTD NOPOLWKS Necok. TAkKe WHOrOa WCNoNEIYT QHaToMORLIE
MK, KOTOPRIE COOEpHaT NpMmepHo B8 % AMoKcHaa KpemHKA,

5141 MnactrpukaTopelpeakTHie 4na obpaboTed HaNONHWTENA

MarepHans, 4oSasnAeMsle NP NPUIOTOEMNEHHA CMBCKH ANACTOMEPa ONA CMAMNEHKA NOBEDXHOCTH NWDo-
FEHHOM GWOECHOA KEPSMHEWA. 3TH MaTE PHaNE CTADHNWIW YT CROACTEA ANACTOMEPa W NOIRCNAKT GOGABNATE
AOonNLLEE HONMYECTED AXOKCHOA KPEMHUA K|, CNEO0BATENEHO, NONYHaTE NyHIee apMupeeadre. B kadvecTae
peakThea OnAobnaBoTi HanonHUTENR OBbMHO MCMOMEIYHIT MO GUORTAHOCH NOECEHEI C CANAH0NaMH Ha KoH-
Liax LEnd Wik CUNOoKCaHE, KOTOPWE MOTYT DkiTe TMGPONWIcEankl ¢ 000a308aHHeM CHNaNona, KaKk ONWCaHa B
5.1.4. 3Th maTteprans! KCNone3ay0TCA Ans obpaboTEW KN CMAMYeHHA BEICOKOAKTHBHON NOBEDXHOCTH YacThU
KONACWOHOM QUOKCKHOAa kperiua. DGpaboTha NPpOoHMcKoaMT 3a cHeT 05 pailoRalnA BOAOPOOHEX CBAZERA WNK 33
CHET XHMHYECKOH PEaKUMK © PEEKLMOHHOCNOCODHEIMK CHNARONLHBIMA MEYNNAMA HA NOBEPXHOCTH OUoKCHOa
KPEMHAR C 0OpaIoBaHHEN KOBANeHTHEX caAIel. MpH NperMyLLecTESHHOM NPOTEKaHHK PE3KLWH DEAKTHE0E
ANA 0GpatoTEM HANCIAHKWTENS C NOBEDXHOCTEI0 AMOKCHOE KDEMHUR MOMHD 1I0edaTe NogobHkLx BaauMoae-
CTEMA C GONes BuiCOKOMONeryNADHOA NONMMEDHo R G330, Takkm oDpailom CEOOA K MUHKMYMY KRENHDOBIHNE
HEBYEEHNICBARHOTS INACTOMEDE W HIMEHEHWE TREDGOCTH BYNE3HMIOEARHOND 3NacToMeDa.

51.5 Nobaskk

Marepuane noboro knacca, 0b&YHO COCTORWKME W3 COMER WNKM OKCHO0BE METannoe, TEKME Kak Bapua,
THTAH MK KEANELHA.

5.1.6 MHruGurop

BawecTao WnNM cMeck BEILECTE, cnOcObHBIN yYMEHBEWWTE CHODOCTE CLUMEaHMA. MErMbuTop obkiuHo
CONEMMHAT HEHACEILLEEHH Y ANKANBHYED FPYONY, cNocofiy BIauMonedcTRORATE CO CLUMBAIOWMM SreHToOM No
peakudd riapocHndnipoBadyA (NpWcoedrHadyal. OH cocToMT ua mobod nodxodAwed KoMEUHALWY T3k
INEMEHTOR, KAK YINEPOD. BOSODOD, HACTOPOD M KDEMHKEA.

51.7 PacTteopHTenL

HWHOKOCTE, MCNONEIYEMARA ONA 0GRA30BAHME JUCNERCHH NEH CMELLMBAHMA CHERYTKAHWIDEAHHEIM 3NAC-
TOMEPROM. KaKk Npapung, MCNoNEIVEOT TOMYON MK KCHNon. Takwe pacTeopUTeNE: MOMET COCTOATE M3 nioGoro
NOOXOOAUET0 COMETAHMA CNEEYVIOLMY ANSMEHTOR. YINEPO4a, BOOOPOAA, KMCMODOAA W, BOIMOMHD, KPEMHAA.

6 YnakoBxa, MapKWPOBKA M XpaHeHue

6.1 WuHrpedMeHTel HEBYNIKAHWIOBAHHOMD CHNOKCAHOBOMD INACTOMERa, WCNONBEIYEMOTS B MESHLWHE,
OCNMHE NOCTABNATECA B HAONEMAWEHA YNaKoBKke ONA NPElOTEDEWEHHA WX 3arpASHEHKA NDH TUNHYHEX Y-
BHWAX TOAHCNOLTUROBAMHA H XPAHEHKA, 3 TAKKE YXYOLLIEHHA UX KA4SCTEA 313 CHET yNakoBKM.

6.2 Boe ynakoskK JomsHa BbiTe MEPKMDORAHE TAKMM 0Gpa3ok, 4To6El MoEHD BLiN0 HaeHTUgHUMDO-
BaTh WIArOTOBMTENA, HAMMEHOBAHUE NPOGYELWA W HOMED NEPTHK MK CEDMM,

£.3 MocTaplw Wy MaTepuana qommeH NpeLocTIENATE HHDODAMELMIo O PEEOMEH DYEMBIX YCNOBEWAK XPaHE-
HAR | TADaHTHH Ha NPOgYKLHo.

&
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7 OxpaHa 20opoBELA M Be30NACHOCTL

7.1 Mockoneky HACTOALLMA CTAHGEPT pACNpoOCTRaMAETCA TONBKD HA HEBYNKAHWIOBAHHBIE CHNOKCAHO:
BblEANACTOMEDE M WX BONLWAHCTES BYNEAHMAYETCA BO BRE MA KOHEYHOTO MCNONEICBEAHWA, OCHOBHEIS Npobne-
Mkl OXpaHsl 300p08sA W DEACNACHOCTK, COAJAHHER ¢ WCNONBIOBAHWEM TAKMX MATEpWancs, BOIHWERKNT B
npodecce oDpaLleHnA C HHMK (NoNagaHYe B rNasa, GeEartenbHeie NYTE 4 HE KoY.

7.2 Kaxasid THNHAMONHATENA HMEET COOCTBEHHBIE, CERIAHHLIE C HMM onacHocT . MNoTeHyransHoe Boa-
OEACTEME Ha JbIXaTeNkHEe NYTH, KE3K TPARKN0, HE BCTPEYAETCA, TAK K3K HAROMHUTENK HE MOTYT NErKo Belge-
NATLCA B BOIOYY M2 CMELLAHHBLY MHIPSaMeHToa,

7.3 Katanuaarope MOnyT OHASRIBATE HEKOTOPOE TOKCHYECKOS BOIOSACTEME B AABUCHMOCTH OT KOHUEM-
Tpauuu, dopmsl 1 TANA. MHrMEMTops] 0fbI4Ho MCNAPAKTCA MK BEKNKNAMNTCA B CTRYETYDY ANacTOMEDa NDM BY.
KAHWIALWA WNH COOER#ATCA B KONHYECTEEX, KOTOPBIE OBbIMHD CHHTAMT OKalb BAIOWHMA HEIHAYHTENEHOE
TOKCHYECKOE BOAOSACTRHE,

7.4 TMpUrogHocTe 4NA MCNONBIOBAMWE N0 HAZHAYEHAID [TO BCTE DUMONOTr MYECKY 0 CORMECTUMOCT R} CIpE-
QENRKT Hd MOTORLIX MAGENWAX, MCNETAHHLIX B NPeanonaragmMelx yCnosvax nprmesaHra. Mudopmagna o Guo-
MNOTMYECKDR  COBMECTMMOCTH  BYNKAHWAOBAHMBIK — CHNOKCAHOBELIX  ANACTOMEDOE  MMEET  CcaMos
HEMNDCPEOCTREEHHOE OTHOWEHHE K BRBOpY WHIPEAWEHTOS WAOENHA W BNHAET H3 YCNOBMA NOOroTORKW,
CTEDUNUIALMA M MCTRITAHKA.

7.5 ECnuMesynEadiIoBEaHHLe CUNORCAHOBRE IMACT OMEDEI HENOCOEACTBEHHD KOHTIKTADYIOT C TENOM W
BYNKAHWAYIOTCA HA MECTE, HEOBX0OMMO DACCMATDMBATE MHIDEIMEHT I DELENTYPE W NoBoUHEE NPOOYKTE BYN-
KaHUaaund. OnA HEKOTODLIX TAKMX 3NACTOMEDOE MCNONLAYIOT BYNEAHKAYIOWME CHOTEMBI, NDH NEMMEHEHKK
KOTOPBIX ODPaayYKTEA OLTAHWYSCEHE COBNHHEHNA, KOTORLIE MOTYT BRIARBATE MECTHOE PA30paKaHHe TEAHESN.

7.6 PeayneTarkd TOKCHKONOMMSECKMX MCHETAHWA HERYNKAHMI0BAHHbIX MATEDWANOA MCHONEIYIOT TOMNEKD
NPWY COCTARNEHNUK DELENTYDLl M MATOTORNEHMIA CMECH M BeiBpaHHeX MHIPEOMEHMTOR B COOTEETCTBMKM C NPKHA-
TEMK CTAHAAPTAMA, YCTAHABNWEADWHMA TpeOoBaHWA K cYcTEMaM KadecTea, Taknmd kak MCO 8001, u
SEACTEYIWKME NONCHEHWAMK CHETEM CTAHJAPTOR KaYecTBa HaONeSHaWed NEoMIBoIcTBEEHHOR NPAKTHEN
(GMP).

8 Crepunuaauma

8.1 HMaroTopMTEnM QONMHE NOCTARNATE HEBY TKAHHMACEAHHEE CUNOKCAHOBERIE JNACTOMEDE] CTEDHMBHEI-
MM MW NPEOOCTABNATE PEKOMEHAALMMK NO METOZaM CTEpMNMIAULNA. CneayeT NPOREDATE ITH METOOLI NEpED
HCNONEA0BAHAE.

8.2 ITUNEHOHCHMT XOpOWD PACTEORKMM B CHNoKCaHax. [NonsLaceartend, NPoecaawMe CTepUNMIALMKD ©
HCNONEIDBAHMEM ITUNEHOKCHOA, DOMEHE NPOBOLMTE HCNBITAKWE ONA ONPeLeneHHA NPUEMnenMsx YPoRHE i
OCTATONHOID ATUNEHOKCMA, BCNK CTEPUNMA0EAHHEIA MATELUAN MCNHONLIYETSA KAK BCTE [CM. CCRINOYHLIE OOKY-
MEHTR). [ N8 onpefaneHda OTCYTCTEWMA OCTATOYMBIX CTERWMNMAYIOW WL BELLECTE MOMHD MCNONEIOBATE MCNBTA-
HWA ENeTOYHOM KyNBTYPE, Hanpuamep no ACTM © 813,

8.3 ABTOHNABHAA CTEDMNMAAUMA HEBYNKAHWAOBAHHLIX ANACTOMEDCOE, renad v NeH GhBIYHO HE NCNONESY-
BTCA M HE DEEOMEMOYETCA, NOCKONEKY OHA MOMET NPUBECTH K TRYOHOCTAM NDW MAToToaNe Y. KoHKpaTHee
OETANA B TOKNABHOA CTEDUNHIALMA B HACTORLEM CTAHAARTE HE NPHBOGATCA, Tak KaKC NOMOLW L0 ABTOKNAB0R
OOBMHO CTEPUNHMAYIOT MOTOBLIS ANACTOMEDHIE HAOENHA,

8.4 PagnayWoHHan CTepHIMIagna HeRyNEIHWA0EARHEX ANACTOMBPOR, FENSA W NeH 0BLIYHD HE MCNONL-
IYETCA W HE perkodMernyeTea. DononHHTeNsHaR WHhOopMaALHMA O PASWALMOHHON CTEDUNKUIALKN NPWESOEHE B
ACTM G 2042

9 MonowxeHwa no KOHTPONH KaYecTea

9.1 CunoKCAHOBKE ANacTOMEDEl DaIpataTkIBaKT M MATCTOBNKIOT C MCNONEIOBAHMEM NDOTPaMM KOH-
TpONs gadecTtaa, Hanpusep no AHCH/ACKU UK (Cneuvdrukauma Ha obwme TpeboBaHMA KNPOorpamMMan saqac-
TEA), HO NPEON0YTHTENEHD B COOTEETCTAMH ¢ MCO 9001 W WCO 9002, OoHopogHOCTe XapakTEpHCTHE BaaHbix
NapTHiA NDOOYELMHM TAKKE MONHO KOHMTPONMPORATE CONOCTABRNEHMEM PAD0oYMK KapaKkTepucTHl M30ennA C TRE-
BoBaHMAMK K NOMEMEE NapTHW, KOTODLE O0NMHE GblTh XapakTEpHbMEM ONR NPOOYKEWA W O0CTaTo4HO
HECTRMBIA.

9.2 M3roToBUTENK HEeBYNKAHMICEAHHEY CHNOKCAHODER ANACTOMED0A JOMEHbEL YREOOMNATE KNUMEHTOD
o0 MIMEHEHHAAX PEUENTYDE, METOO0E WCNBITAHME, CNeLUMEALME WK YNEKoBsH. TP KaOom HIMeHEHWH
chneayeT npefocTaEnNATE GETAMA KIMEHEHHA W CNOCOGE KX MOEHTHgUEALHIA.
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8.3 CTepvnkaaykio NPoRoaaT © MCNONEIOBaHHEM CNedyWWy CTARZARTOR, HANPUMED,

- AHCAAAMIA CT46 Hagnexaw aa BoneEHWYHaA NpaKTHEa: CTEpMNHaaUMa napos | obecnedaqns cTe-
PHAMNEHOCTH;

- AHCH/AAKMIA CT41 Hagnexawas DonsHudHan npasTHea. CTepANMIaLMA 3TUNEHOKCHASM M 0Gecneds-
HHE CTEPUNEHOCTH,

- AHCAAMK CTSD CysosapoBbie CTEDHNMIATODL [CTERHNHIATORE FNODAYHMM BO3OYXOM),

- AHCAAARMK CT29 Pekome iOYEMAA NPAKTHED N0 SNPEOSNeHHID ITHNEHOKCAEE B MEQWUUMHCKHE H3Oe-
NWaAx,

- AHCHAARMIA CT 30 Onpedgenesie OcTaTo4Hore aTANEHXNOPIMEPHHA M 3TUNSHIMHESNA B ME QWU MHCKNE
WaOEnkaAx,

= AAMIA 13409-251 CTepunMaauMa M3gend MeduUMHCKSro Haadadenna. PagrauMoHHan cTeprndaa-
uks. MoaTEep# e e NPABANEROCTI NPHMEHEHKA MOMMOWEHHOR 0036 KOHAIMPYIOWErD “anyseHda 25 kMp kak
CTEPANWIYHWER 003k ANA HEBoNLWWK WK HEYACTRIX NDCHIB0OCTBEHHEX NApPTHA,

= AAMIA THUPE-251 MUukpoGHOnorvYeckie METOOE CTEDHNHIALNM METMLHMHCKWE HIOSNHE ramMmMa-uiny-
HEHHMEM,
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MpwnoweHe X1
(CpagoYHoE]

OfocHOBAHWE

X111 MeLMUWMHCEME WM3OANKA W3 CHNOECAHOEGTO SNACTOMEDS WHPOKD HCNONBIYHTCA B MEIMUWHE. U WMEKTCA
HAKCGMMEHHEE 33 ANHTENEHRA TEDHOI BREMEH W GaHHBE 0 nx BHONOrEYe CHOR COBMEBCTHMOCTH B0 Ma0THx 0BNacTAX NoK-
WMEHEHHA. B nacToRWSM CTEHOEDTE NPHESOEHE AHEODMAUKA © pa3paloThe SNACTOMEROE, HEYANBHERA CTAAWA KOTOROR
BMNHAET HE BUONOrEYSCHYsE COBMACTHMOOTE FOTOBCMS W3ganka. TaxHe HE BUONOrAHECchy ] COBMBCTHMOCTE TOTOEGIG Mg 8-
TR BNUAKT YCAOEMA MITOTOBNEHHA CHNOKCAHOBO NS AanacTorMepa (cu. &G TR @ 2042

¥1.2 Npegsigywan eepona ACTM @ 20308 8 HACTOA WSS BpSMA DAIJENEHE 8 OBE “ACTH, OAHE PECNPOCTREHASTCA
H3 PEUENTYRY CMEC, OpYras — Ha M3roToEneHde. Kogel, paHes dononesvemeis g ACTHM @ 2038, He OuinH WHPOKS NEHHA-
Thi M3TOTOBMTENAMKE, W NO3TOMY CTAHOERT MAMEN MHEHRMANEHYS: NONs3y. MHDPOPMALWE. NPELCTEANEHHARA B TEKYLWER BEp-
Ced ACTM @ 2038 {1 HEEOTOPHS NRESNCHEH WA QN DENEHEALME MCCNEO0BEHNA}, CRYHUT OTNRPABHOR TOYHOR, © NOMOLW R
HOTOROA NONBI0BATENE MOHWET NONYHHETE YEEZAHMAND BHONOMMYeCkoMy BOZOERCTEMK PEUENTYR cHNoscaRcE. OTERTCTEEH-
HOCTE A3rOTOEMTENER, ONWCEHHAR B TEKyWeR sepcHin ACTM @ 2038, npuMmeHAeToA UNK, HEL NpegnonaraaTea, Gyoet npM-
MEHATECA HA NPEXTHKE B NPOMESWNEHHOCTH, WAMOTOEHTANKW MaryT BrTe AMEGepeH USPOBEHE HE COHOEE MHOpMaLHE,
EOTORYH OHA NPESCCTARNAKT Mo TEMAM, YIOMAHY ThIM B TEEYLWEA BBpCcdH ACTM @ 2038
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NMpunoxedne OA
(cMpaBoYHo®E)

CeEeoeHWA O COOTEETCTEMH CCLINOYHBIX CTAHOAPTOR HALWOHANLHEIM
H MeEHMoCYAdpCTEEHHLIM CTaHOAPTAM

latnweoua A1

CIAOIHAYE ERE CCRINIUHON T AHAEPETE

Creneie
caatEETCTHMA

DHOIHASEHHE W HAWMEHOBA RS CIOTAETCT BYHKIWEr
HAUNOHANEHITD, HEEIOCYQREPLCTAEHHDID CTAHOQAET

ASTM D 1566

AESTM F 813

ASTM F 2042

ANSHAAMI 5Tda

AMSUAAMI ST41

ANSHAAMI 5TSO

ANSUAAMI ST29

ANSUVAARI ST30

AAMI12408-251

AANI TIRB-251

ANSHASOC Qb001

21 CFR 280

21 CFR 210

21 CFR 211

*COCTRETCTEYIOW @A HALUOHANBHEN, MEHIOCYIAPCTEEHHEIA CTAHO3RT oTeyToTayeT. o erc NPAHATHA PaloMEHdy-
BTCA WCMNONB30D8ATE NEPEEDO HE PYCCKHR A3blK JBHHOMD cTaHgapTa. [InA nonyYeH W Nepescaa cnegyeT ofpaluaTsce 8
TE 160 «Mpoaykumna sedi TeXHMEueChoTs SoMInescas.
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¥IOK 678.842:678.033:006.354 OKC 83.140.99

KnioYepkie CNOBA. ANACTOMBDE, FENK W NEHE HE OCHOBE CUNOKCAHOROMD KaYHYKE, MCNONLAYEMEIE B MEIALN-
HE, PEUENTYDSE, MHTPEIWEHThI
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