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MNpeaucnoewne

ek, ocHOBHEN NMEMHLMNLL M NOEALSCK NPOBEASHWA paboT Mo MEeXrocyJapoTBeHHeR CTaHIADTHIAL MM
yoTasopnede: B MOCT 1.0—82 aMesrocyJapcTEEHHEA CUCTEMA CTANIAPTAIALMA. OCHOBHBIG NONoHEHHaY K
MOCT 1.2—2009 «MesrocygapcTEEHHas CHCTEME CTaHJAPTHIAUMK. CTAaHOapTe MEMMOCYIApCTEEHHLIE,
Noaguna | PeKoMeHJauny No MEXOCYAADCTEEHHGA CTAHIAPTHIAWMK. [paBuna paspatoTid, MPUHATHA,
NOMMEHEHAA, OOHOBNEHWS W OTMEH D

CeepeHWAa o cTaHaapTe

1 MoOOroToENEH PepepaneHbiid CIOOMETHEM YHDEROEHHEM 30paAB00OXDAHEHWA  « POCCHACKANR
DEMMCTE MOTEHUMANEHD ONAcHbIE XHMHASECEKE W BUONorMHeckny pewectes PegepansHoil cnykbol no
Hagaopy B chepe aawWTel npae noTpebutenald v Bnarcnonydua yenoeeka [(OEY3 «Poccuickni pericTp
NOTEHUHANBHDS ONACHBIX KMMPYBCKHE B Bronorrdeckx pewecte: PocnotpebHagaopa),

PegepancHeid  FOCYASPCTESHHBIM - YHWTADHEM - NpeanpratHer «BoepocCHRCKMR  HayyHo-
HECMEnoBaTeNLCKMA UBHTD CTAHJADTHAALMK, WHEODMaLWE # CepTUOMEALMK ChIDbA, MATEPHANGE W
pewectas (PIYT «:BHUUCME»)

2 BHECEH ®epepansHbib argHTCTEOM MO TEXHWYSECKOMY DEMYNMPOEIHKD W METPOMOMKA

3 MPHMHAT MesrocygapcTREHHBIM - COBETOM N0 CTAMOAPTAIALMK, METPONOTHKM W CEpTHUDMEALMK
{npoTokon oT 18 okrabpa 2013 r. Mz 60-11)

3a NPUHATKE NOCronocoBany.

Kpartuoe Kon crpade na ME CORpHWAHHOE HAMMEHOBAHHE
HEHMEHDEEHIE (MCO 3166 004 - 97 HELMOHENEHOM GpraHa no
CTpans no ME CTAHLAPTUEELHI
[WICO 31663 004 — 857 - -

Apmenua A Murzonomurn Pecnybnues Apsessa
bBenapych BY MNocetawnapt PecnyBnees benapycs
Kupriiana KG KeipreiactalnapT
Monaosa MD Monaoea-CTanaapt
PoccuA RU PoccranfapT
TamHHKUCTaH T4 TapeWecTaHoapT

4 HACTOALWWA CTaHOADT HOSHTHYEH MEMIYHApoOHoMyY AoKkysmedTy OECD Test Ne 4711997 «Bacterial
Reverse Mutation Tests (MyTaresHocTe. METOO OUEHEW OGRATHLIX MYyTAUWA Ha DakTepuax),

Mepeaod © aHMARCKONS A3kKa (en).

CTengHe COOTEETCTEMA — WOeHTHWHHaRA (10T

5 MpueaioM CenepankHord AreHTCTEA MO TEXHAYECKOMY DEryNUpOBaHMIa W METPONOrdK ot 22
HORDpA 2013 r. Mo 805-cT mexrocynapcTEeHHsd cTadgapT MOCT 32376—2013 speged 8 OeACTEHE B
EAYECTES HAUWOHANEHOND CTasaapTa Pocoyidckod Peaepaumi ¢ 1 asrycta 2014 r.

& BEEJEH BINEPELIE

Muhopalus of  UIMENSKURX K HacmoRwesy cmaddapmy nybnukyemca & ewesodWom
LUHDODMALUDHHOM YEazamene «HEUUOHansHese cmandapmes, 8 mMekcm uiMedesul U nonpagok - @
CAHOMECAYHONM UHDORMALUONNOM yrazamene  sMayuosankaee cmandapmes. B enyyae nepecmomps
(FaMatb!) WU MMekel Hacmosuwiess  omawrdapma  coomeememeyiowes yasdoMnenue  Sydem
anyinuKaaaHe @  SXOMECHYNOM  UNGhDRMAUUoOHHOM  yRadamene  sHauuoMmaneMele  cmamdapimens.
Coomapmomayowan uRihapdalus, pacdoMnenlue U MasciMbl DATMEUWSKNTICA Makwe & UHDoDMaiuotsen
cucmeMe oBlle20 NOALICAANUA — Ha ofuyuansqoi catime QedepanbHoas 82CHMOMES N0 MEXHLYWSCKOM
LEIPNUDIEIHIN U Memponoauy 8 cemu Mumepsam

& Crangaptdrdopm, 2014

B PoccWickol egepayiln HACTOAWMA CTAMOAPRT HE MOMET ObiTe NONHOCTED WOK 4BCTHHHO
BOCNPOMIBEOEH, TWDAMWDOBAH W PACHPOCTLAHEH 8 kaYecTBe OofwuMansHore Kadands Del pajpelesss
TeaepansEHOro areHTCTES N0 TEXHWHECKDMY DEryNEPOBIHMKD W METRONOMAM
Il
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BeepeHue

TecT ouenkd COpaTHEX MyTAUWA Ha DAKTepHAX NPOBOGAT HA 32BHCHMEX 0T SMHHOKKCNOT LWTaMMAX
Salmonella typhimurium w Escherichia coli gnA oueHEW ToOYKDBLIX MYTALWA, BOAHMKAKLWME BoNegcTEMe
SAMEHE NAR OCHOBAHWA, BCTABKK WKW JeNeUMl OOH0A MNM HECKONBRMY Nap ocHoBaHKME. MNMosHuKn meTona -
ONpeenende OOpaTHBIX MYTAUKME ¥ WMCCNedyeMblx  WTAMMOB, KEOTOPLIE NOIBONAINT MHKPOORraHMaMan
CHHTEIMDCRATE HEoOROOMMYIO AMMHOKWCROTY. PeRepTanTHxe GakTepHH  BRIABNAKTCE MO WX CNoCOSHOCTI
PRCTH HA CPEOe 8 OTCYTCTEME AMAHOKKMCNOTE, HEoBXoaMMOR ANA DOCTa MCKOOHOTS WTakMMa BakTepuu.

TOYKOBEE  MYTALKMK  — NDPMY4KHE  MHEOMX  FeHeTHYeckdx  aabonepaddi  Yenoeeka.  MsaekoToA
YEROWMTENBHLIE OaHHLIE, 47O TOMKOBRE MYTAUMA B OHECTEHAX M FEHAX ONYKONERoH CYNMPECCHH COMAaTHYECRMY
KRETOK BORMNEYEHE B NDOUBCC OHKSTEHEIa y YeNOBEKA W SHCNEDHMEHTANEHBE WHBOTHLIX. TECT OUSHKK
obpaTtHelx MYyTAUMA Ha DakTepuax He TpebyeT MHOMS BPEeMEHH, HeQOoporol W OTHOCHTENBLHD NErok B
HCNoNHeHrK, MHOME TeCT-wWTamMel HECYT PRO WMIMEHEHHK, KOTODLIE DENa0T WMx Gonee SyocTBMTENLHEIMEA
ONA BeABMNEHHA MyTaUHA. O HH BEMOHaNT. DONBLUYK YYECTEMTENLHOCTE NocneqosaTeneocTeld JHK B caidTax
PEBEPCHMA, NOBLILUEHHYID EIETOHHY IS NPOHAUAEMICTE, INUMARALKIO cheTes penapaumkn JHK vnk nogsiwenme
NEOUBCca CKNOHHOR K ownbkanm penapauqs OHE. Cneurdd-HocTE TeCT-WTaMMOE MOWET ATk NONeIsHyio
MHEOPMALKKD NO THNAEKM MYyTALMA, HHOYURDYEMBSR TEHOTOKRCHY4ECKMM areHToM. HakonneHHse DaHHBE no
pesyNLTaTaM HCCNEdosaHHA WHPOKSro CNEKTEE CTRYETYD NOK33HMBANT BOIMORHOCTE MONONEI0EAHMA METOOA
oueHKK COpaTHelX MyTaudd Ha OakTepuax. PajpafoTadbl METOOMEW ANA WCCNEQOBAHMA  XHBMHYSCKMY
COSOHHEHHA C PAIMHYHEMA IHIHR0-XAMASECKMME CEBOACTEAMK, BENIOYAR NETYHHE COBOMHEHHA.
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M E X Irocy o APCTBEUHH®bB H# C T A HOAPRPT

METOOB! MCMNBITAHWA NO BOSOEACTBUIO XMMHWYECKOW NPOOYKUMMA HA OPTAHWU3M
YENOBEKA
MeToq oueHKN 0BPaATHLIX MYTAUMA HA BakTepUAx

Testing of chemicals of human haalth
Bacterial reverse mutation last

ﬁara BaegedrA — 2014—08—01
1 OBbnacTe NpUMeEHEHMA

HacToAwWi cTaHgdapT yoTaHaenWMeaeT NopALoK NPOBEASHHA WCNBITAHKA XMMAHECKWY BEWECTE B TECTE
oueHKr oBpaTHLIY MYTAUKA Ha DaKTEDHAY C NPHMEHEHWEM NPOEADHOTHBIX KNETOK, KOTOPBIE OTNKYaKTCA OT
KMETOR MABKONATAOWME TAKKME 0C0GeHHOCTAMM, KAK NOCTYNNEHWE, MeTabonKaM, CTRYETYDS XDOMOCOMEI K
npouscck penapadud OHK. TecTHpoBadda in vitro, kak npaenno, TRebyloT WCNONLIOBEAHWME JEI0TEHHBIX
HCTOMHHEDOE  mMeTabonudeckoi  akTueadun. CucTeMel MeTabonvyYeckol akThiBaduK in vitio |e  MoryT
NONHOCTEK MMETHROBATE YONOBHMA MeTabonuama v snesonHTamwks in vivo, Takks obpaioM, MeTton we
O3aeT NDAMoR WHEOpMaUMH No MYyTareHHOMY W ESHUEDOTEHHOMY MOTEHLWANY XWMMHYECKOrD BewecTea B
OTHOLLEH M MMNERONATRIOWLMN.

MeToasl oueHEM ODQaTHEX MYyTauWAd Ha CAKTEpPWAX OOEYHO WONONBEIVOTCA Ha HAYANEHOM 3Tane
CEDMHKMHIG TEHOTOKCHYECKON AKTWBHOCTH, B OCODEHHOCTH WHOYELHMM TOYKOBEE MyTauwd. Mnenowwsecs
MHOTOSUCNEHHBIE JAHHEE CEBHOSTENLCTEVIOT O ToM, 4970 DONBWWHCTES XMMHY4ECKHXY BEWECTE, KOTOPRIE
BLIABHMA MyTaredublit >OEeKT 8 DaHHCKM TECTE, NOKAILIBAKT MYyTArEHHYH: AKTHBHOCTE B ODYIMX TECTax.
MMeoTeA NoMMepbl MyTareHHBX COBOMHEHMR, KOTOPRIE HE ObNM BuABNeHs B dawHom TecTe, Mpuunea
ATOMS ABMEHWA MOMET BbiTe 0DLACHEHA CNEURDHYECKOn NPUECOOR ONPEOENAEMOrD CoOBRITIA, PaanMYHMaAMIA
B MeTabonrYeckol akTHBEAUMK W BWOJOCTYNHOCTW. © OpyroR CTOpOHE, dakTopkl, KOTOPLME NOBLIWAKT
YYBCTEMTENLHOCTE METOO0A OUSHKKM oDpaTHblix syTauWd v GakTepdid MoryT NPUBECTH K NepeoueHke
MYTAreHHOro NOTEHUWANS TECTUDYEMOrD COSQMHEHKA,

MeTod ousHKH ODpaTHRX MYTAUWA vy DAKTEpHA MOMET HE NOOXOOWTE ONA OUSHEH ONPeneneHHbix
KAACEOE ¥AMHHECKNE BELECTE, HANPHUMED, BEWECTE ¢ CHNBHON SakTepRUMAHONA AKTHBHOCTEID (HEXOTOPRIE
AHTUGHOTHERA] WMNA BELWECTE, KOTODBIE CReundr-Heckd BOINeACTEYIT Ha CHCTEMY DEMNHEALUMW B KNeTkax
MIEKONATAIOWAL {PAL HHMMBMTOPOE TONOWAOKMEDAES K DAD AHANCTOE HYENeo3ndoe). B Tamx cnydaax Donee
A0EHBATHE TECTE OLUEHKKH MYyTAreHHOCTH Ha MNEKCMHTaRKLLKE.

KOTA MHOTHE COBOWHEHWA, HOTODLIE NOKAIANK MyTaredHbid 20desT & QadHoM TeCcTe ABMAKITCA
KAHUEDOreHamMA ONA MESKONMTAIOWWE, KOpDEnNALWA MExdy O8yMA Brdamd adxperTos ve aboomotHa, 3To
CRRAAHO C KNACCOM XMMHYECKOMD BEWECTEa. MMenTCR KaHueporeHtel, KOTORbIE HE BRISBMAKLTCA B OAHHOM
TECTE, NOCKONBEY OHH OEACTEYICT Yepel ODYrHe HEerSHOTOKCHYECKHE MEXAHWIME MW 3TH MEXSHWIMEb
OTCYTCTEYHT B DakTepHansHulx KNaThax.

2 TepMHHbl W ONpeaeneHHA

B HACTOALWLEM CTAHAADTE NPHUMEHEHEI CNEAYIOLHE TEDMMHEl C COOTEETCTEYHILMMKE ONpELene HnAMIA

2.1 meTog cyeHEW obpartHeix MyTayui vy BaxTepui (Salmonella typhimurium w Escherichia coli)
(A reverse mutation test): Moneimadse, HanpapnedHos Ha BeABRNSHWE MyTaudd vy WTaMMos DaskTepii,
JABMCHMbBIX OT aMWHOEMCIOT (TMCTHMAOMH AN TpANTodad, COOTEETCTEEHHO) K wWTammam DakTeprid He
AABACHIBIX OT HANHYAA 3THX AMAHOEHCNOT B Cpege.

2.2 MYyTAréHel, BRiZbiBawwwe copur pamkd (Frameshift mutagens): COeouHEHHA, HOTOPRIE
NEWBECOOAT K BCTABKE MNW Jeneuuy ogHol und Gonee nap ocHosadkih OHK, 8 peayneTaTe 4erc smeHAEToR
pamMKa cHMTIBaHMA PHE.

2.3 MyTareHbl, NPpABOOALIME K JamMéHe napkl ocHoBawuA (Base palr substitution mutagens):
COBOHMHEHHA, KOTODLIE NPUBOLST K JamedHe nap ocHobanud JHK. B TecTe oueHKM o0paTtHbIX MyTaudi ato
HAMEHEHHE MOMET GbiTE B CAATE MCXOOHON MYTALMK KNW B QRYIOM CARTE GAKTEPHUANBHOMD FEHoMa.

Hapanue odHUMankHoe
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3 MNpuHUKMN meToga

CycneHavie GakTepUaneHbix KMNETOR JECHOHMDYOT C MCCNegyesbitm BEWECTROM B NPUCYTOTEBAM MK
OTCYTCTEHK JEICPEHHOA CHUCTEMBl METAGONMHYECKOR aETHEALMM. B METOQE BECOEHWMA BEWECTEA HA Yawky
{plate incorporation method) ara cycnedawa CMEWMBEAETCA © BEPXHMM arapos M BeINWB3AETCA Cpazy Ma
HAWKY © MUHAMANEHOR cpeaol. B nperHeyDaumoHHoM TECTE, CMECh NPedsapHTensHs MRKYEMpYIOT, JaTem
CHMEWHBAINT & BELXHUM Arapok W BbINABAKT HA CNOR MAHWMANEHOR cpedsl. MNpW decnegoBaHy OBoK W
METOLaMK NocNe WHEYBaUKK 48a — TpW QHA NOGCHHTEBRNT KONOHKK PEBERTAHTOR W COaBHHERIOT © YHCIOM
KONOHWA PEEEPTAHTOR HA YAWKE B KOHTEONE & DACTRODHTENEM.

BLIMH CNACaHL HECKDNBED METOOME CUEHKW 4acToTe oDpaTHeix MyTauki ¥y DakTepki. Cpegy HWxX
Hanbonee YacTto MCNONeE3YHITCA METOD BEedeHHA BEWECTBEa Ha Yalky, NDerHEyGaUMOHHEIR TEcT,
HINYETYALUACHHBINA TECT, M CYCTEHIMOHHLIA METOI.

OamHblid  GOEYMEHT, NPEAMYLWECTESEHHD KACAGTCA METOSE BEEASHMA BEWECTBa Ha Yalky W
npedHkyGaddondore Tecta. O8a noAxodAT ONA NPOBEOEHWA  JHCNEDHUMEHTOR C© MEeTabonHuHecKumMi
ARTHRALMAMK 1 Dea MWy, Paa pewecte Gonee 2aDPekTHEHO KCCNEJ0BaTe B NPeWHKYEaLWoHHOM TecTe. 3TH
BEWECTEA OTHOCATCA K XMMHHECKHM KNaccam, HOTOPEEe BENOHAKT HKODOTEME Leni  anddaTiHeckmx
HATPOIAMKUHOE,  OWBANEHTHLIE  MEeTanfs,  ansderiibl,  SI0KPaCHTENM W OW330CosdMHEHWA,
MADCNAIHAMHOBEE ANKANOWOE, anNNWNCOgepHalke COBOHHEHHA W HUTPOCOBOMHEHAA, Takme MoKazaHo,
YTO HEKOTORLIE KNBCCE MYTRNEHOE HE BCRMGa BLlABMAKTCA, MPKY HCNONB3I0SAHMAW CTAHOAPTHLIX NPoUSOYD,
TAKMX K3k METSO BEEQEHWA BEWECTEA HA Yawky W NoerHEyDauMoHHBIA TecT. OHi QONHHE GoiTb
CACCMOTPEHE KaK «0Co0bIe ClyHads W CTDOMD DeKOMEHOYETCR WCNONLICBAHKE ANLTEDHATHEBHEX METOOOE
OnA WX onpeaenedydd. K Takns «ocobbit cnysanms smoryT DolTe OTHECEHE (BMECTE C NEpEeYHEM MEeToOos,
KOTOPRE MOTYT WCNoNLIOBATLSA GNA WX ONPEOeneHda) A30KPACKHTENK ¥ QHaI0coe JUHEHHA, raacstpaiHoie
W NETYHHE XHMAYECKHME BEIWECTBA W MWKOIMOE. OTENOHEHHE OT CTAHAARTHOR NDoUeIyDel QONMHD BhiTh
Hay4HO oBOCHOBAMO,

4 OnucaHne mMeToga

4.1 MaTepwani

4.1.1 Baktepun

CeEMne KyNbTypPhl GaAKTEPHR A0MEHEl ObiTe BhIpALEHE: 0 COCTOAHKA NMOIOHEN IKCNOHEHUWaNLHOHR
WnK padHelr ctabunedol diaaw pocTa (NPUEGNMIHTENLHD 107 wnetok wa 1 mn). KyneTypel B noagHei
CTABWNBHOW ale He HCNonNLIVIoTCA. HeobSxogueso, 49T00Bl EyNbTYPR, MPHMEHAEMBIE B IECTIEDUMEHTE,
CONSQMANA BRCOKWA THTE ®WadecnocOOHex GasTeprin. TWTD MoMeT BuiTe yCTAHOBNEH NWBo W3 pades
NENYHEHHBX QaHHBIX KPUBCGE pocTa, NWEC B KAMOOM ONBITE NYTEM ONPEOenNEHHA YHCNa MHIHeCnocobHbIxX
KNETOK B 3KCMIEDHMEHT ANLHOM NOCERE . .

PekoMmeHoyesan dekyDagnoHHas TemnepaTypa 37 C.

HeobxouMmo MCNoNLI0BaTe MUHKMYM NETE WTaMMoBR DasTepri. OHWM GONMHBl BEMOYaTE “eTbipe
wrammMa Salmonelia typhimuriuom (TA1535; TA1537 wne TAST, TADE, TA100), onA kOTOPBIX NOKA3IAHD, Y4TO
OHH O30T HALEKHEHE K BOCNPOWMIECOWMER OTEET B pajdsHey NabopaTopuax. 3TH HeTeipe WTamMua Salmonella
typhimurium st GO napsl OCHOBAHWMA B NEQBHYHOM CANTE PEBEPCHMH. 3TO IHAYKMT, 4TO OHK HE MOryT
BEABNATE DAG ORMCNAKLLME MYTAreHoR, COBWHERWA, BhidBIBaMILKE NEDEERPECTHRIE CLWHBKA, ¥ MMARA3HHEI.
TakWe BRWUECTEa MOryT DRTE CDHADYKEHE B ONeITaX Ha Escherichia coli WP2 wne Salmonella typhimurium
TATDZ, ¥ KoTopeIX ecTe AT Napa CCHOBAHKWA B NEREHYHOM CAWTE PEBEDCHM.

Tardm obpaiom, PEKOMEHIVEMAR KOMEWHAUMWA WTAMMOE BENIOHAET!

-3almonella typhimurium TA1535;

~Salmonella typhimuriuam TATS3T wne TAST, wne TADYa;

-Salmonella typhimurium TAQS;

-Salmonella typhimuriom TAT3,

-Ezchenchia coli WP2 uvrd wnik Escherichia coli W2 uvrd (pkMI101), ung Salmonella typhimurium TA102.

OnA onpefenedks syTAreHOR, BullblBAWHE NEPErDecTHIE CLUABEH, MOMHD HCNONEI0BEaTE LITaRM
Salmonella typhimunium TAT02 Wy npo@HLKTHREIE N0 penapadky wrakmsel Escherichia coli (Hanpumep,
Escherichia coli WP2 wnu Escherichia coli WP2 (pkM101)).

HeobxoOuMel CTAaHgapTHLE NPOUeaypPel ANA SE0eHHA, XDAaHEHWA W NPOBEDKA TEHOTANCE WCXOOHIX
wrammoe. MoTpefHocTe aMHHOKACNOTEl ANA poCTa cnegyeT NooBepATe ONA KaKO0H  SasMoporeHHTN
WCKOOMOR KyNsTYpll (THCTETHE gna Salmonella typhimuriom o Tpenmodas gna Escherichia coli). Tagse
OON#HE DeiTe NPOBSpEHbl ODYTHE (EHOTHNHYECKHME XaDAKTEDMCTHER. NDPHCYTCTEHE MWW OTCyTCTEME
nnazmiua R-dhaktopa ona cooTRETSTAYIOWMY WTAMMOE (De3MCTEHTHOCTE K AMIHUWMIMHY v WTammos TASE,
TA1DD w TASTa wnw TAST, WPZ werd v WP2 uvrd (pKMI101) W peIVCTEHTHOCTE B SMMMUWNKMHEY +
TETpAUAKTIAHY ¥ wTamma TA 102); npudcytcTede cnedudmdeckis MyTaduwia (fa MyTaguia vy WwrammMos

2
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Salmonella typhimuricm nNo KOWTpOMIC  YYBCTEWMTENEHOCTH K KPUCTANN-8MONETY W uvih  myTadem vy
Ezcharichia coli wny uviB myTausd v Salmoneila typhimurium no E0HTROMS YYBCTEMTENBHOCTH. Takke
CUEHHEARTCA CNOHTAHHBRA YOOBEHE KONWMYSCTED KONOHHK DEBEPTAHTOR HA YALLKY, KOTOREIR JOMHeH GbiTh B
npedenax KoneGandd NoES3aTenA B WCTOPHMHECKSM KoHTRone nabopaTopHd ¢ sMenaTensHo B npedenax
KONEGaHMA NoKAIaTENA NG JaHHERM NATERaTY PR,

4.1.2 Cpegii

MononesavioTCA  A0eEBaTHRIE  MHHMMANEHEIA  arap  (HanpWMep, cofjepsawue Vogel-Bonner
MAHMMANBHYIO cpaay E W rmokcay) | BepXdiiA arap, co0ep#alydi MCTADWE 4 BHOTHH WNH TPUNTOdqeau,
NO3BONAIOWHAA NPOATA DAKTEDHAM HECEONEKD KNETOUHEX DemeH .

4.1.3 MerabonuuyecKas aKTHBALWA

BakTephi GOMMHE NOLGESOraTecs BOAOSRACTEHIO MCNBTYEMOrD BELECTES B BADHAHTAX C NPHUCYTCTBHEM
H OTCYTCTEBHEM CHCTEME! METAbONKYECKON AKTHBALMM,

CObl4H0 NPUMEHAETCR CHMCTEMA, BRMIOYAKWAA KOGakTopel W NOCTMHATOXCHODMANEHYIO fpaKkUmio
MNEYEHA KDBIC KW MPBlAYHOR, KOTOPEIM BECOAT aKTHRADYHOWKE DeDMEHTEH COSOMHEHHA, TAKWHE KaK Aposnop
1254 e kombuHaumo TerotapbuTona v f-xadTtodnaeoHa. NocTMUTOXOHIEWANEHYH Dpaswmio oDewHo
HCMONB3VIOT B QHaNa3oHe KoHUeHTpauMd oT 5 % oo 30 % ofbessa checH S0,

BulGop ¥ YCMOBMA CUCTEME METABONWHECKOR SETHBALMK MOMET IABMCETE OT KNACCA WCNbITYEMOro
AAMWYECKOMD BEWecTea. B HEKOTOpLIX CNY4Yanx BOAMORHO WCNONLIcBaHME GONee OQHOW KOHUEHTDALMM,
MocTMUTOXOHOPMANEREE SpakUWi oSedH0 BCNONBEIYTCA B NpEOENax KOHUSHTpAaUMKM o7 5 % go 30 % e
OO LEMHOM OTHOWEHWA B S9=mix. METOXOHIDHaNEHOHE dpasuydi. OnA aiokpacHTensgil M QWMaiocoeJUHEH A
MoMET GbiTe Hanbonee NOAX0OALER MCNONBICRAHME DEOYETHEHON CHCTEMBl METaDoNMEecKoi aKTBaLMIA

4.1.4 MoneiTyeMos BelLecTEO/MNOAMOTORKA NpenapaTa

Mepeq WCCNeqoBadHHen TBEEPAOE WCNLITYEMOS BElUSCTES  SONHKHO GoiTe  PACTEODEHO  WIH
CYCNEHAWDOBEIHO 8 MoQrOOAWMY PACTRODMTENAX WNWM cpegdax o palbaBnedo, echd aTe HeoSxogumo.
HUOKue HCNBITYEMBIE BEWECTES MOKHO Q00aRNATE HENOCPEOCTEEHHD B TECT-CHCTEME WHNM paibaenate
nepeg Bo3nercTaMA Ha GakTepud. CnegyeT HoNoNea0BaTe CEEXWE NPENapaThl NpH STCYTCTEMK JaHHEX OO
HX CTADHNBEHOCTHA NEH XDAHEHH,

PacteopuTene/cpena He O0MHHE BCTYNETE B XUMHHECKYH DESKUME © MCNBTYEMEIM BOLWSCTEOM H HE
OOM#HEl BNHATE H3 BLIMHBAEMOCTE SAKTEDWA K BKTHEHOCTE S5, ECAW NOMWMO CTAHZAPRTHEE HCNONEIYETCA
OPYroN pacTROPUTENRCDEa, HEOGXOOWME! JaHHERE 08 WX COBMECTHMOCTIA. PEKOMEHOYETCA, MIE BOIMOIHHO,
NEWMEHEHKWE BOOE B Ka4YecThe pacTeopalcpeds. MNpd WCCNenoBadHdi HecTabwNbHelX 8 BOOE BEWECTE
HMCNCNEIYEMBLIE OPTaHMHYEcKnE DACcCTRODHTENM HE QOMKHEl COOemMaTe BOay.

4.2 YenoBWA WCNLITAHWMA

4.2.1 HccnegyemMbie KOHLEHTRALWK BELBCTE

BasHusM KpHTERHAMKA, NEMHWMAEMEMY BO BHRMAHKE NPW ONpegeneqi MakcHMansHoro Knd4ecrea
MENBITYEMONS BEWECTES, AANAKTCA UWTOTOKCMMHOCTE M DACTECPWMOCTE B cMeck. PekomedgyetcA B
NPeJEapUTENEHOM JHCNEDHMENTE ONPELENHTE TOKCHYHOCTE W DacTBODMMOCTE., LUMTOTOKCHYHOCTE MOMET
ObiTe OUBHEHA MO CHHMEHWK YKHCNE KOMOHWA DEGEDTAHTOB HA Yawry, OTCYTCTEMEM MMM YMEHBLEHAE
POHOBOMND TaioHa WKW CTENEHEN BLiKMBaEMOCTH obpaboTaHHblx KyNeTyp. UMTOTORCHYHOCTE BEWECTEa
MOMET MEHATECA B NDUCYTCTEMW CUCTEME! METAGoNAYEckon arTneaukk. HepacTEOpMMOCTE BelABNSSTCH KaK
NPEUHNATALKA B KOHEYHOR CMECKH B PEANEHLIX YCNOBWAK, BHAENASMAA HEBOORYHEHHLIM FNAI0M.

PelomeHaveMan MakCUManbHas KOHUEHTPaWWs ONA DacTEODMMBIX HELUWTOTOKCHYHBIX BEWEeCTE S
MEMHAWEA | 9 MEnfyawka. 0na HeudToTORCHYHEY BEWEBCTE, KOTODLIE HE DACTEODHMEl B KOHUEHTRALMAX
5 MMYaWLKa MNKW 5 MENYaLWES, 00Ha WNK SoNeEs WCNbITYEMBIX KOHUEHTPALKWA OoN#KHE BbiTh HEPACTRODHMME B
KOHEYHOR TECTURYEMON cMecd. BolwecTea, KOTOPRE UWTOTOKCHMYHEl B KOHLEHTRAUMAX MeHes 5 smriyawka
MW 5 MEMYaLKE, omeHbl BoiTe WCNHTAHL Ha WATOTOKCHYH Y0 KoOHUEHTpaumio. BellgcTea, UuMTOTORCHSHEIS
B EOHUEHTDAUWAX HM#e 5 sriYawsa wnd 5 Men~awks qonsHel OeiTe TECTHROBAHL B OWanasoHde oo
LHTOTOKCHYECHON KOHUEHTRALMA. [TPEUMNHTAT HE JONKEH MEWATE NOQCHETY.

Kak mesumMyn 5 pasHsix  GHanWadpyessl  SoHLEHTRAUMA  MCTBITYEMOr0  BEWeCTea DoSMHE
HENONBIOBATHCR NPUENWIMTENLHD C WAroM B Nonoaddy log (V10) Meway TeCTHRYEMbIMM TOYKamMW ans
HAYANLMOTD JKCNEDWMENTE. MeHblWKE WHTEDBANE MOMYT OBTE WCNONBICBAHE B Tex CNyYasx, korga
HMCCNEayeTeA 3ABMCHMOC T SKOHUEHTpaunA-30gerTs.

WMoocnepopadde BEWECTE © HOHUEHTRAUWENR Beille 5 Mr4aluka wid 5 MENYAWES MOMeT OkiTh
NPOBEOEHD, SChM  TeCTURYEMEE BeLEecTEa COOEQWAT  IHAYHTENEHOE  KONMWYECTE0  NOTEHUWANsHD
MyTareHHblx NpKMece.

4.2.2 OTpUUATENLHLIE W NONOHRTENLHEIE KOHTPONK

COOTEETCTEVIOWWE WTAMM-CNELUdHYHbIS NONOKATENEHLIE W OTPHUATENEHEE [LacTECDHMTENE Coeaa)
EOHTPONK, K&k B NpUCYTCTEMA MeTafonuyecrol akmuBaumrk Tak v Ge1 ses, J0MeHbl ObTE BENIOYEHL B
KasOoe docneqosaqHde. JonwHel GeTe oTobpadsl KOHUEHTDAUMK NONOMMTENEHLIX KOHTRONEH, KOTOpRBIE
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NokAZLIBART 3QQEKTHBHOCTE OTEETE COOTRETCTEVIOWErD WTaMsa DakTepHi 1 CHCTEME MeTabonHYecson
AXTHRALMM.

OnA  BApWaHTOE ¢ WCNONBE30OBAHMEN CHCTEMDLl  MeTADONWYECKDR  AKTHBALMM,
NONOAMTENBHOID KOHTDOMA CNeqYeT oTAMRAaTE C YHSeTom TUNa GasTepransHonD WTammMa.

COoOSOMHZHAG

Tabnvuya 1 = lMNpUMEps BEWECTE ONA NONOEWMTENEHONS KOHTROMNA B BapWaHTaX ¢ MeTabDonWYeckol
AKTHBALWEA,

Be LWBCTED CAS N2 EINECS N2
8 10-gumeTnadTpayge- 781-43-1 212-3058-4
| 7. 12-gumeTunbedalalaHTpaes o7-97-6 200-359-5
Bewzolalnuped 50-32-8 200-028-5
2-AMHHOAHTPaLIEH 613-13-8 210-330-8
Unknohoctaniki, 50-18-0
Usxknodochasng mosorgpar E055-18-2 200-015-4
Tabnvya 2 - (MpHMepsl WTaMM—CNEUBDHUYHEX COBOMHEHWE ONA NONOEWTENEHOMD KOHTDONA B
BapuanTax 23 MeTabonMueckol aKTHBALMM. _
BewecTRO CAS Ne EINECS No Lramm
Aand HaTpiA ZBG28-22-8 247-B52-1 TA 1545 W TA 100
2=HATROENYApEH BO7-57-8 210-138-5 TA G5
S-aMAHOA DO a90-45-9 201-895.6 Ta& 537, TAOT M TA O7a
ICR 181 1707 0-45-0 241-125-4 TA 1537, TAST n TA 97a
KyMeH rdapone pokc|n &0-15-9 201-254-7 TA 102
MHTOMMLMH C a0-07-7 200-008-6 W2 uvrhow TATD2
MeaTun-M-HaTpo-M- WP2, WP2uwrA ¥
HHTROIOYaH DA TO-25-F 200-730-1 WP2uvrApkM101)
4 HHTPOX HHONAH-T-0KCKT, 26-57-5 2002811 %Ziﬁi’iﬁ:;ﬁ;,} ]
Pyprndyvpamua (AF2) 3688-53-T MnazmMuaoconepaanae WTasiM b

MoryT ©OweiTe KHCNONBE30BAHEI ANS  NONCHWWMTENBHONS KOMTDONA ODYTHME a0ckBaTHLIE BeWEecTaa.
MenonbacBanme  goyrdx  XUMWSSCHHX  COBOWMHEeHWH, eCnd  Takde HMEINTCA, W3 KNacca HIBECTHBIX
NENOKKTENEHEIX KOHTROMNENR QONYCTHMOS,

OomeHsl ObiTe BEMMYEHE STPAUATENLHEIE KOHTPONK © pacTeopuTenemicpeqch Des doccnedyemors
BEWECTEA NP BEEJEHAH Tem He cnocobomM, Y4TO W JKCNEDWMMEHTANSHBIE BADHAHTEL. K ToMy e
OTPHUATENEHEIE EOHTEONM NPH COABHEHWM C KOWTRONEM, NONYYeHHbIM B NPeguOyLHE IHCNeDHMEHTAX,
BAOMYT NOKAIATE, H9T0 NOO0YHLIE KW MYyTareHHble 3dEerTH HE HHIYLMDORAHE BHBDAHHEIM DacTBORUTENEM.

4.3 MNpoueoypa TeCTHPOBEIHKA

B meToOe BEGOEHHR BEWECTEA Ha YaWky B BapvanTe Bes meTabonu4eckon astueaukn obewyno 0,05
wn wne 01 MM pacTeopa  wWocnedyessorn sewectea, 0,1 M chexed OakTepuane ol KyNeTyDb
(cogepwaled, NpUBNUMIMTENsHD, 10" wuaHecnocolMeix KNeTok) ¥ 0.5 Mn cTepuneHoro BydepHoro pacTeopa
cMewdeaeTer © 20 MmN epepxHerc arapa. B eapradte o MmeTabonuv4eckol akTueaumed obeMHo 0,5 wmn
MUKPOCOMANBEHOH aETUBADYIOLER CMECH. COASPHALWER AQEKBATHOE KONMMHYECTES MOCTMHETOROGHODAANEHON
dipakyd [B gWanazode oT 5 % go 30 % (oBwem) obWed MUEDOCOMAanEHOE KTHEMDYIOWEW CRMECcH]
CMEWKMBABTCA © BEpXHANM arapom (2.0 mn} emecTe © BAKTEpHMAMK ¥ DACTEODOM WCCNEedyeMoro BeWecTaa.
COOepsMmMos Kaw ool npoBupe CMEeWWBASTER W BbINMBASTCR HA YALUKY HA NOBEDXHOCTE MHAHMMANBHOMNS
arapa. BepxHemMy arapy Hy®HO 0aTe 3ATEEPIETE Neped MHKyDauren.

B npeuHryGaumroHHomM TRCTe pacTEOD BEWECTES NPEIEapHTENEHD MHKYBUDYIOT © ONBTHERM WTaMMOM
GakTepuid (Cogopmalwye, NpWEnuaMTensHa, 107 wMadecnocobHeX KNeToN) W CTepUNEHbIM Bydepom 1
MURDOCOMAaNEHOH akTHBrpyiowad crmeceo (0.5 sn). OBpHHD CMECE HHEYSHPYIOT B Tededue 20 MHH 1w
Gonee npw 30-37 C nepeg CMEWWBAHWMEM C BEDXHAM arapoM W BLMMBAHWEM HE NOBEDXHOCTE
MAHAMaNERero arapa. Obeidgdo, 0,05 Wiy 0,1 mn pacTeopa voneiTyesoro sewectea, 0,1 mMn Gakteprd, 1 0.5
MmN caaeck 59 wnw crepunedors Bydepuoro pacTecpa cMewweaeTcA ¢ 2.0 mn sepxHero arapa. Npobupim
OonkHE: BalTe A2pHPOEaHL BO BREMA NEerHKyBauUMye ¢ NOMOLWED anNNapaTta Ans BCTRRXHMBAHKA.

OnA agekBatHoR CUEHE HIMEHYWMBOCTA CNedyeT WCnoneEIeeaTe ONA KaMOoro YPORHA 103 3 Yallkm.
WMononsaceadne 2 Yalek BOIMOMHD, 8CNH Hay4Ho obocHoBaHo, CNyYaiyan noTepa YaWwky He obAIaTensLH:
OENAET ONeIT HEQEACTBHTENEHEM.

Mazo0bpasHee WK NeTyYHWe BeWeCcTEa O0NHHE OobiTe  WCNBTaHE NOOXOOSWHMKE - METOSaMH,
HANPKMED, B 3AKDBITOM COCYOE.

4.4 WueyGauwna
4
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BCe NNAcTHHEW B IKCNEPUMEHTE JomwHbl GuTe nakyGrposansl npn 37 'C 8 Tedexwe 48-72 4. Mocne
WHEYGALMOHHOND NEPUoOa, NOOCHUTRIBAINT YACTO EONOHWA DEBEPTAHTOR Ha Yalky.

5 [aHHbIe K OTYeT

5.1 NanHele

5.1.1 OBpadoTia peaynkLTaToR

HamHee gomsHel DeiTe NPEOCTABNEHE K3K YACAD KONOHWA peBepTanToB Ha dJawesy. JonwHo OpiTe
NEHBEOEHD YWMCnN0 KONOHHA PERERTAHTOR HA Yallky KaE B BAPHAHTAX C© OTPHMUATENBHBIM [HOHTPONL o
PRCTEOPHTENEM K, 8CNH WCNONLIYETCA, HEODPaboTaAHHME KOHTEOMNE), Tak W C NONOKHTENEHLIM KOHTROMERM.

Hecno KONOHWA PEEEDTAHTOR HA KEWOYyH ALKy, COEOHEE YMCNO KONOHWA HA Yawky | CTaHZapTHOR
OTENGHEHHE NEWBCAATCA ONS KaRO0N 003k MCCNeayeMoro BELecTBa, NONoMKETENLHONS H OTPHUATENBHOMD
(HEOBpaboTaHHOMD WHIMK © PACTEBOPHTENEM) KOHTDOMEN.

He TpeGyaToq NPoRepEa YeTROM: NenowuTENeHOrD peaynsTata. CoMHUTENbHBIE PeIyNbTATE CNeayeT
YTOHHHTE B JANbHEAWME  WMCCNedoBaHMAX, HCNoNbSYA  MOOWMHKAUHIO  YCNOBWE  TECTUROBAHKA.
OTpHUATENEHBIE PEIYNLTATE HYyMIAKTCA B NOATEEDWOESHWMHA B Kawgom KOHKDETHOM cnysae. Ecnwk
NoATEEDHASHHME OTPHUATENBHOMD peEaynNeTata e Tpebyetca, JonwHo OeiTh NPEOYCMOTREHD Hay4HOE
oBOCHOBAMHKE,

Mogudwkayia NapaMeTpoR WoCNedoBaduA, HanpaeneHdHan Ha paclivpeqHde nNpegena  yornoBei,
OOMEHA NPoOBSSWTRECA B NoOCNedywms MonepamedTax. MNapamerpel MCCNeaoBannA, KOTOPRIE MOMYT DTk
MOQUEHLHDCRAHE, BEMKYADT. HHTEDBAN KOMUEHTRALKA, meTod obpaboTiy (BBeASHWE BEWECTEA HA YaLUKy
MW NperHEyBauMa B MUgrocTK) U YCNoBKMA METABoNMYeCcKoN aKTMBaLKMH.

5.1.2 OueHKa W MHTEPNPaETALWA PEIYNLTATOR

CVLECTEYVIOT PAINHHYHEIE KPUTEDWW ONS CNPeOenedns NONCEUTENLHONS DeIynbTATa, TakWe Kae
IZBUCHMOE OT EKOHUEHTRAUWA yBenu4eHwe aderta 8 WMocnegyemoMm JHanasode EOHUeHTRauna wiine
BOCOQOHIBOOMMOE  YEBENWHEHME YKCNa KONOHWA  PEBERTAHTOR Ha Yalwey npW ogHoid  wne  Gonee
KOHUWEHTRAUMAK, KAK MAHWMYM, HA OOHOM WTAMME © CHCTEMOR MeTAaDONHYECKON AKTHBALUMK WNK Dea Hee.
BHUONOrM4eckan AHaYMMOCTE DESYNBETATOR J0MHa DbiTe PACCMOTDEHE B NEDEYIO OYEDEOL. CTATHCTHHECKHE
METOOB MOTYT KCNONBSOBATLEGA NDH OUEHKE PESYNETATOR HCNbITAHKMA. DAHAKD CTATHCTHHECKAR JHAYHMOCTE
HE DONKHE ObiTh EQWUHCTREEHHLIM ONDEOeNRIoWHKM DaKTopoM AN 3aKMOYeHMA O NoNOMKTENEHoK adicherTe.

MonoiTyesmoe BEWECTEO, DE3yNLETATE HCCNEZOBaHWA KOTODOID HE COOTBETCTEYHT BhilayOMAH Y This
KRMTEQHAK, DACCMATEHBERMTCA KAK HE MYyTAreHHLIE B JaHHOM TECTE.

XoTA B DONBWHHCTEE JKCTEDHAMEHTOE NONYYAOTCE YETHAE NONOKHTENRBHBIE WM OTRHLAaTENLHEE
pEayNeTaTel, B QEOKAX CAYYARK, COBOKYNHOCTE OaHHbx OyOET WCKNOYaTe ONpEgeneHHyc ousHky of
AKTHBHOCTI  MCOBITYEMONS  BeWwecTsa.  PeayNeTaTel  MOMNYT  OCTABATLCR  COMHMTENEHBIMA  WNK
NEoGNEMaTHYHEIMN HEIABHCHMD OT YHCNE NOBTOPOR IKCNEDHMMEHTA.

MonosATENLHEE PEAYNETATE B TECTE OUSHKK 00paTHEE myTauqk Ha DakTepnax CBMASTENLCTEYIOT O
TOM, 4TO BEWECTES HHAYUMEYET TOMKOBRIE MyTALWM THMNE 3aMEeHbl Nap CCHOBAHKA WKW GORATE DasKK
CUATeIBaHMA B redoMe Salmonella typhimunum weme Escherichia coli. OTpuuatenoHse pesyneTaTk
NOKAILBAKT, Y4TO B YCNOBMAX GNBITA WCNHTYEMOE BELECTED ARNSETCH HE MYyTArcHHLIM QNA TECTHDYEMbIX
BHOCE,

5.2 OTyeT

5.2.1 MHipopMaLMa of MCNLITAHWK, KOTOPYIO AONMEH BENWYATE OTYET

Hecocnegyemoe coegMHeHHe:

“MOEHTHEHEALMOHHBIE OaHHbIE 1 CAS NO (8CNH MIBECTHE),

~PHAINYECKaA NPMPoaa W YHCTOTE,

“PHINEC=XHMHHECKHE CRONMCTES, OTHOCALUWECA K NPOEEQEHHID HCCNedoBaAHKA;

-CTabuNLHOCTE COBOMHEHHA [ECNH MABECTHA).

PacTeoputens/cpena:

-ofocHoBaHMe BeDopa pacTROpUTENAICpEOL;

“PACTECPUMOCTE M CTA0MNLHOCTE MCNBTYEMOro BEWECTES B pACTRODUTENE Coene [BCNM HIBBCTHO ).

LUTammibsi:

“MCNONEIYEMBIE LUTaMME,

“4HCINO KNEToK Ha KyNsTYDY,

“RALAKTEDACTHEN LUTAMMOE.

YenoBWA HCNBLITAHKWA:

HOMAYBCTEO WCNBITYEMOrD BELACTES HA YallKy (MrYaweEa Mnn Merdawka) © obocHoRaHies exbopa
SOkl M HHCNE YaWWEK Ha KOHLEHTRaLAN,

-HCNCNe3yeMan cpega,

“THM W COCTAE CHOCTEME! METAGONKYECKDN AKTHEALMHK, BENKYAMWLEN KEDHTEDWA NEHMEMNEMOCTI,

FOCT rocTt 32376-2013 Ctpanuua: 9/12

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-32376-2013
http://GostExpert.ru
http://GostExpert.ru

rocT 3237e—=2013

-npouedypel obpatoTin.

PeaynLTaTii:

MM SHAKA TORCHYHOCTH,

~NDHSHAKH NDELHNHTALMA,

~KONMSSCTES KOMNOHKA PEBERTAHTOR HA KXY YaLlKy;

~CPEOHEE YUCND KONOHAR PEBERTAHTOR HA YaALIKY W CTAHOAPTHOE OTKNGHEHWE,
-3ABHCAMOCTE AdpekTa 0T Qodkl. FE BOIMOKHD,

~CTaTHCTUYECKAR obpaboTya, Bcnn acTe,
~O0AHHEIE N0 OTPWUATENMLIM (DACTEOPWTEN:/CPpEaa) W NONCKHTENsHEIM KOMTRONAM, © NPELEnaM9

KONEGAHKA, CPEaHMMKE 1 CTAHIRTHEIMM OTENCHEHHARKK,
O0AHHEE N0 DaHEE NONyYeHHs  (NabopaTopHeiM) OTDHUATENEHEM  (DBCTEODWTENE/ COEOa) H

NONOHATENLHBIM EOHTEONARM. JHaNaoHel KONEGaHWA, COegHWE ¥ CTAHOAPTHEE OTENOHEHHA,

5.2.2 OBcymneHWe peaynLTaTos
5.2.3 JaxmovaHHe
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