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MaCcT 32635—2020

MNpeaucnoewne

Llenu, ocHOBHEE NPUHUKMNE ¥ oOWWe Npae«dna npoeegexss pafoT No MENMOCYRAPCTBEHHOA CTaHaap-
THIAUKA yeTanoanedsl TOCT 1.0 cMexrocynapcTeeHHAA CHETEMA CTAHOAPTHIAUMK. OCHOBHBIE MONGHEHAA
W IPDCT 1.2 aMexrocyJapeTREHHAA CHCTEMA CTAKOARTHIAUMK. CTaRaapThel MERMOCYOARCTEBEHHBIE, NEERMNS
W pERCMEHIALMIA NO MENMDCYIapCTESHHON CTAMAAPRTHIaUMK. MNpaerna paspado Tk, NEPHHATAA, 0EHOBENEHAA
W OTHEHLI»

CoeeaeHWA o cTaHgapTe

1 NOAroOTORNEH TepepansHbil roOCyDagcTEEHHBIM YHHTADHLIM MPeanpuaTres «POCCHACKMR Ha-
YUHO-TEXHWHECKAA LEHTD WHDODMALWMK MO CTAHOaPTHIALWH, MEeTPONOrHKM W ougHKke cooTeeTcTaMas (DTl
uCTAHOAFTUHDOPMe) Ha ocHoBe COBCTRBEHHOMD NEPEBCGA Ha DYCCKHA AWK AHIMOA3BIMHON BERCHM O0-
KYMEHTS, yRAIAHHOM & NyHETE 5

2 BHECEH PepgepanbHiem areHTCTEOM NG TEXHWHECKOMY PEMYIMPOBAHAI0 M METPONSTAK

3 NMPUHAT MexrocyaapoTEEHHLIM COBETOM Mo CTAMOAPTHAAUMK, METDONOMMH W CEPTMMEaLMM
(npoTokon o7 30 Mora 2020 1 Me 131-00)

33 NPUHATHE NpOronaCoBanii;

Epatkoe navmenopamne cipanes no ME Kog ctpiss no MK Cospawerroe fnanmasoBanie BagsoREnEnonm oprana
(WSO 11848) 00497 (A CD 31667004 —Aa7 AD CTAHOLAPTATAUHRE

S pMEHAR Al AAC s HaywoHaneHbIM Oprad No cTaHQAPTHISUHKE 1
meTpanorin e Pacnybnusn Apuends

Eanapyce BY MecoTangapt Pacnybnmen Banapycs

Kaaaxcrad K MeccTangapT PacnyBnmen Kasaxcrad

Kupruamn kG Hripresacranpgapt

Pacown RU FPaceranoapt

TaORMEHCTAH TJ TapswscTangaps

4 Mprkaaowm SeqepansHONm aredToTES N TEXHWSECKOMY PEMYIIKPOBAHKID M MaTponorkd oT 22 oktabpa
2020 r. Mo 909-C1 MexrocynapcTeeHHER cTangapT MOCT 32635—2020 eeened B QEACTEBME B Ka4ECTRE Ha-
LHOHANERCTe cTandapTa Poccrickol Pegepaumn ¢ 1 wiona 2021

& HacToAWWA CTaHgapT SEMASTCA MOQUEDWUKPOBaHHLIK Mo OTHOWEHHID K MERTYHADOOHOMY JOKYMEH-
Ty DECD Test Ne 4872016 «PyRoBOOCTES MO WCNLITAHWK SWMAYecKMY BelecTs. MUKpOALEPHBIR TECT Ha
KMETEAR MISKONMTaKWMs in vitron («Guideline for testing of chemicals. /o Witro Mammalian Cell Micronucieus
Tests, MOD) nyTem:

- BEFEOMEHWA pasaena 1, AcnonHATENEHBIX COKpAWEHHA (Nogpaanen 2.2), KoToOpke BeideneHtl B TRKCTa
Ky RCHBOM;

- MAMEHEHWA 2o CTEYKTYERl ANA NQHEE0EHHA B COOTEBETCTEME C NPAsWMaMW, YCTAHOBNEHHLIMA B
MoCT 1.5 (nogpasgene 4.2 kv 4 .3).

ConocTapnedue CTRYKTYPL HACTOAWETD CTAHOapTa Co CTRYKTYPOR yRalaHHoro MemgyHapoaHoro no-
KYMEHTA NPHEEIEHD B JSNCNHWTENBHOM NEMNcHeHnH JA.

HaWMe oBaHWE HACTORLWEIND CTAHAAPTA WAMEHEHD CTHOCHTENEHD HAWMMEHORIHWA YEIIAHHOTD MENTY-
HAPOOHOND JOKYMEHTa AN NpUasdeHka B cooTeeTcTEMe ¢ FOCT 1.5 {nogpazgen 3.6)

& B3AMEH MOCT 326352014

i
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rMocT 32635—2020

Hucghopmauyua o egedenun & delcmaue {Npespawjeruy dedomaua) Hacmomueso cmaddapms u Lame-
HEMUD K HOMY HE MEPPUMOPLUL VRAIEHMLIN BLILLE 20cydapoma NyEnuKyemMcs @ YNa3amenay NaLuLoMansMbix
cmandamos, LadagacMeix @ WHux 2ocydapomeas, & makwe & Camu MHMepHem Ha calmay copmeasmormay-
FOLLILN MALUGHSNEHEX ODS3H0E M0 CMaNdapmuaagun.

B cnyyas negecmompa. UIMEHEHUS LTl oiMMaHs!l Hacmofiye2o cmakdapnma coomaemcmayiowan LM-
chapasauus Sydem onylnukoaada Ha ouyuansHon uWmeprem-caiimea Mexzocydapomesisoaa cosema no
cMandammuas ULy, Memponoeny O cepmudhurkanuy 8 kamanaae sMexeocpdapemeshiee Cmaidapmils

& CrangaptrHdgops, odopanesne, 2020

B Pocoitcron Tefepaudd HacToAWMA cTadzapT He MoseT BalTe NONHCCTR WK
YACTHYHD BOCNPOMIBEEIEH, THPSHMPOBaH M PACNPOCTEaHEH B kaYecTae SdMUMANEHOMD
winaHnA Gea pazpelieHnA DepepansKorn SreHTETES NO TEXHRYBCKOMY DERYTIAPORAHKIO
i METOOMOMMK
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MaCcT 32635—2020

CopepxaHue
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rMocT 32635—2020

EeegeHne

Pykopoactea Opradd3anMyd AKOHOMUHECKOID COTPYOHWHNECTREA W paiprTHA (OECD) ne ACneTaHdam
KAMWHECKHY BELWECTE NepHSOM4Eckd NEPECMATPHBAIOTCA B CEBATH C HAYYHLIM NPOrpeccom, MeHAKLWMACH
HOPMaTHBHLMK TPEEOEIHWAMK, 2 TAKHE B UENAX ISWHTEl MHBOTHEX, [NepBoHa%ansHan pepcHa pYEOBOOCTES
OECD Test Ne 487 Gwina nprsAaTa 8 2010 6 B 2016 r. oxa Swna NepecmoTpeHa 8 KOHTEHCTE 0BWETrD NepecMo=
Tpa pykoeogcTe OECD No reHeTH4ECKoR TOKCHSHOCTH M OTRRXAET HAKONMEHHLIA ONBT NPOBE0EHUA KCNbLITa=
HIAK W WHTEPRPETAUMK JamHs. HacTORWEE pYKOBOOCTES ABMASTCA YACThed CEPHK DYROBCOCTE O MEHETHYE-
CEOA TOKCHKONSMAW. B HeM NpegcTaenedsl KpaTkan MHdopMaLmws ob HCNbITAHKKA MEHETHYECKTR TORCWYHOCT
W 08300 MOCREOHKE HIMeHe A

MukposgepHedd (MNVIt) aHanua in wiro — 370 MeTOd CUEHKK MeROTOKCHYHOCTH NO BRERBMNEHWID MAKDO-
agep (MN) B yuTonnazme raTepdEaasx kneTos. Mukposopa MmoryT 0BpaicRHBEaTE AUBHTPHUHECKKE dhparmes-
Tht XPOROCOR (T.8. G OTCYTCTEMEM LEHTROMEDEI ) MNK UEMBE XPOMOCOME, KOTOPBIE HE CROCohHEl MEMPUpOEaTS
k NOMACamM Ha cTaduy avadaik KNeToYHore geneHqa. Tarwm obpason, MMV aHanus ABNARTCS METOOO0M I
witro, obecnedyMEI0WAM BCechbeMMWYH SCHORY ANA MCCNegoBaHA NoTEHLWANS NOBpeKIEHHA RpoMOCOM
in vitro nyTem oNpenenesy|A KNacTOMEHHOM M aHeyraHHorn adderTon?! B KNETKaX, KOTOPLIE NORBERrANKEE
SENEHKK B0 BPEMA WNK NOCNE BOIOeACTBMA MCCNEqYEMOND XMMMYECKOrD BewecTra (Aonee nogpobHan 1e-
dropuauma npeeegeda 8 4.2 HactoAwers cTadgapra). Mukpoagpa npegctaananT cobDoi HADYLLEEHHA, KOTo=
peig GLNo NEpefals JoHepHrM KTETEaM B OTNHYWE 0T XPOMOCOMHLIN abeppali, OTMeHeHHbX B KNETHaX &
maTadiase, KOTOPsIE MOMYT He NEpEdaBaTeCH. B Mobol cNydas WIMEHEHWE MoryT ObiTh HECOBMECTHMBIMIA C
BhIMHABAHWEM KNEToH.

HacTofwes pykKoB0ACTED NOIBCNAST WCNoNBEI0BATE NPOTOKONL K3K C NPUMEHEHHEM HHIMOKTOPa nonK-
MEPHIALKK akTHHa UKToxanaskHa B (cytoB), Tak 1 Gea Hero. Jobaanesne cytoB nepen MUTOI0M NOWBOONT K
ochpaeadiio JBYAZEDHEX KNEToR 1, Takik oBpason, NoIENAET WOEHTHEMUFMPOBETE W NOCESTWTL aHAMWI
MHKDORAED TOMBKO B TEX KNETHAX, KOTOPLE IEBEPIIMNKM OOWMH MUToaY. HacToAlwee pyKoBoOCTAS TalKE No-
IBOMAET MCNoNL30BATE NPOTORDNR 523 BNOKATORa UATOKMHESA NPH HANKYKA JCKAIaTENLCTE, TO aHANCIHEY-
EMAR KNETONHAR NONYNALMSE NOJSEDINACEH MATOIY.

B gononHesse £ MCnonesaosadyio akanuaa MNvit gne onpegenesus BeWEecTs, MHOYLUMPYIOLWME MUEpo-
AOPA, MCHONBEA0BAHWE MMM YHONUMASECKOND MEYEHRA KKHETOXNOD WK THBpHGWIauME ¢ WEHTDOME D HBI MK TEno-
MEPHEIRMK I0HIaMA [nyopecUeHTHan MAGpKaMaauMa in situ (FISHY] no3ecnaeT nonyYddTe OnNonHWTENBHYID
MHDOPMALMIO N0 MEXAHWIMAM XPOMOCOMHEEX HADYLWEHWH W oEpasosaHmo mMukpoagep®!. Mpousgypel Meve-
KA 1 THERMAOKIAUMK MOTYT BaiTh MCRONS30BAMHE B CRYYaAX. KOMGa NEOMCIOaWMT NOELIUSHHE YaCToTe cOpaiag-
BaHMA MHUEDCALGED W WCCNed0BaTelNk XOMET BRIACHHTE, ABNAETCA 370 BO3PACTAMWE PEAYNLTATOM KNacTOraHHbIX
HWANK aHeyrersHsx fhakTopos.

Mockoneky MUEpDAODA B MHTEpdaIHbIX KNETEaX MOTYT OUEHWBATLCA OTHOCHTENLHD OBBEKTHEHG, Nabo-
PATOEHOMY NEQCOHANY HyWHO TOMLKG ONPENENATE KONWYECTBO ABYALEPHLIX KNETOK NPW HCNONLI0BaHWH cyloB
W HACTOTY BOIHHEHOBEHWA MWKPOAZEDHLIX KNETOK B0 Boey chy4any. To 3ToR NpAYHE MAKPONPENAPaTE MOoryT
BETE OUBHEHSE! CTHOCWTENEHS GRICTPO, 3 2HANM2 MoKeT OeiTh ABTOMATMIMpORaH. 3TO MOIBOAET HA NPAKTWKD
AHANWANDOBATE TRICASK, 8 HE COTHW KNETor Npd 0GpaboTie, 4To NOBLIWaET 30 PesTHaHOCTL aHany3ia. HakoHey,
NoCHOMNEKY MAKDCAOPE MoryT obpasoiul BaTe SCTCTABWUWE XROMOCOMbBI, BOZHWKAAET BOIMOIMHOCTE ANA BRIRENEHNA
ArEHTOE, AHAYLAPYHGWHR AHEYTINCHOHM, KOTORY TRYOHD WIYy9aTe B oOLMHOM AHANW3E HA KPOMOCOMHLIE abap-
pauun®. Ooxake adanna MMyit, npHeEEIEHHLIA B HACTORLLEM PYHOBOACTREE, HE NoasonAeT gnddepeHurpoRaTE
BELWECTES, BEiThIBANALME MIMBHEHWNA B KCNWHECTER XPOMOCOM MK NICHOHOCTE, OT BRLIECTE, MHEOYLMPYRILLHY
KMBCTOMEHHOCTE, 83 CRelkansHsy METCOoB, Takrx Kak FISH (oM. npegsiaywmi abaad ).

AxamEa MNvit ABNAETCA HAZEMHEIM W MOHKET NPOBCOMTECA HA DAIHLIK TWUNAK KNETOK, 3 TAKKE B NpHCyT-
CTEMIA WK NEX OTCYTCTBKK CyloB. MMeeToa BONbWoe KoNWYECTED OatHbIX, NOOTREDMOAMNWHY JoCTOBEPHOCTE
ananiaa MNvit ¢ HCNONsLIOEAHWE M Da3HEER THNOR SNeToR (EyNETYD KNETOHHBR NHHKR WK NEPEHYHBIE KNeTou-
Hed YNeTYR)E OHM BEMOYAI0T MEXOYHAPOOHOE WCCNBAO0BAHME N0 BANMIALKN AHANKIE, KOOPOMHUDYEMOR
dppaHyyIckim OBLWECTEOM TEHETHUHECKON TokcHEOnorkd [Sockété Francaise de Toxicologie Génétique {SFTG}]'_'"_

F Cwa. 1]

= Cw. (2], [3]

3 Cw. [4] 5]

U cm. [B]—17]-
Bf Cm. [18].

E} Cm. [19]—[36].
T . [19]—[231

W

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 5/33
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-32635-2020



https://gostexpert.ru?utm_source=pdf&utm_medium=62454
https://gostexpert.ru/gost/gost-32635-2020?utm_source=pdf&utm_medium=62454&utm_term=page

MaCcT 32635—2020

W Zoknans MexdyHapogHsix COREWAHHA MO WCCNEA0BAHMI TeHOTOKCHYMOCTI . MMeowrecs Dakkee Guini
TAKEE NOBTOPHD OUSHEHE! B DETDOCMHEKTHEHOM BANKOAUMOHHOM MCCNEO0BaHWA BECOMOCTH BOKAIATENLCTRE
EBpONEAckHK UeHTDOM N0 BEaNAOMIALWA aneTepHaTHBHEIX MeTogos (ECYAM) Esponeickod koMuccHl (EC) W
HayyHo-KORCYNETATHEHEIM KoMATETOM ECVAM (ESAC), M METOQ WCNLITAHKMA Sbilt NPWIHAK HAYYHD 0G0CHOBSH-
MbinZ) B ananuae MNvil Ha KNeTEax MNeXonvTa0WME MOKHO UCNIONLI0BATE KYNETUBMDOBAHHBIE KNETOYHBIE
MHHKAKA MNA NEPBAYHEIE KNETOYHLIE KYNETYDE SEN0BeKa W rpeayHos. Mockonsky Ha 4yBCTEMTENBEHOCTE AHANMIA
BAWAET LOHCBAA YACTOTS MUKPOROED, PEKOMEHIVETEA WCNONLIOBATE THNL KNETON 0 CTABMNBHON W CNpege-
NeHHsA DOHCE0N YacTOTeR obpascbaHda MEkDoAdep. Mononkave MuIa KNeTHd oTOWDAaKT Ha OCHOBaHKA Cnoco-
HOCTH XOPOLWErD POCTA B KYILTYPE, CTABUNLHOCTH KE3pHMOTHNE [ BEMNICHER YHCNO XDOsOCoM) M CIOHTAHHDN 4acTo-
Thi MuepoAnep”’. JaHnsie, MMEOLWEcs B HACTOAWEE BPEMA, HE NOIBCNMCT NABATE HAJEKHEIE PEKOMEHTELMA,
HZ NPEONANEraKT, YTO NP OLEHEE XHMASECKOH ONaCKHOCTH BREHO YHATRIBATE CTATYC P03, MeHETHYECKY K (KapK-
OTHAY CTAGKNBHOCTE, CROCOBHOCTE K BOCCTaHoaNE A JHE ¥ NDOVCKOMOBHME KNETKK (TPE3YHE MNH Yenoseka),
BRBpaHHoA AnA aHanuaa. Takds oBpascM, NoNEICBATENAM JaHHOM PYKOBOSCTEA DEKOMEHYETCS YUMThIBATE
BNAAHME 3THX W OPYTAK XBDAKTE PUCTHE KNETOK M3 XADaKTERHACTIEKR KNETOMHONR NHAKK NPK 00HADYHEHAM MHDyE-
LU#H MHEpOAaeD No MEPE PA3BKTA IHAHKA B 3Tol obnacTi.

Y Cm. [5]. [17]-
2) Cw. [37{29].
31 Cw. [40].
Wl
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Monpaeka k NOCT 32635—2020 MeTogkl HECNBITAHWA N0 BOINEWCTEHHY XHMHAYECKOW NPOOYKLHA Ha op-
raHnam Yenoseka. MukpoRgepHbid TECT HA KNeTKAX MASKONMTARWME i1 Wiro

B rakam mecra HaneuataHo OormkHe Bhite
Mpagucnosde. Tabniya corna- - e LT | Uz | YacTaugapT
COBMWA
(MYC Ne 2 202171)
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rocT 32635—2020

M E X ' 0O CY O APCTUBETUHHB H C T A HOAZPT

METOObI MCNBITAHKMA NO BOZNENCTBMIO XMMWYECKON NPOOYKLWK
HA OPFTAHW3M YENOBEKA

MukpoRoepHBIA TECT HA KNETHAX MASKONWTaIOWKME /0 witro

Methods of lesting the impact of chemical products on the human body.
Micronuchear tast on mammalian calls i wifro

Oata seegenyn — 2021—07—01

1 O6nacme npuMeHeHUs

Hacmoawet cmardapm yomanasmueas?) mpeboaanld & MUEDOROBOHOMY GHANUY i1 WilAD, TOLMEHREAOMY
CUTA DLYEHKLT BEMOITIONCUYHOCITIL XUMUSESCKLN SSLUSCTIE, MTHeM GhiAanenud MUkpoAadeD & LumannaiMe urmeapobas-
HEl KIGMOK, SeMeHUE KOMODh MOGUI0WNG 80 8PEMA LWTW Rocne Bozdedcmeus uccnedyemMosd esluyecmea.

2 TepMWHbI, ONpegeneHua U COKPaLeHun

2.1 B HactoAwen CTAHAARTE NDMMEHEHE! CNENYIIWME TEDMHHE] C COOTBETCTRYROLUMMNA ONDE0enNEHNAMA:

2.1.1 ameyred {aneugen). Moboe BEWECTES UKW NPOUECE, BOAOEHCTEHE KOTODLIX Ha KOMNOHENTE MH-
TOTHHYECEOTD W MENITAYECKOMD UMKNOR JaneHHa KNeToR NEHa0auT K adeynnorMaxdy 8 KNETHaX WK OpraHddImax.

2.1.2 aneynnodada (aneuploidy). MoGoe STENOHEHWE OT HOPMANLHONS OJUMNOKOHONS (MMM rannond-
HOMD ) YWCNa XDOMOCOM Ha OOy WK Bones XPoMOCoM, HO HE Ha NONHLINA Habop XpoMOcoM (NOAXNROAGAR).

2.1.3 anontoa (apoptosis) MNoouece 3anporpamMMdPOBAHHOA MTMEENK KNETOK, XADaKTe pUAYVIOLIWMHACA Ca-
FHEA 2TANCE, NPWBO0OALLKE K SIHHTErPaL AN KNEToK 8 MeMEpaHHI-CBAZAHHBIE YaCTHUSLl, KOTODEIE IATEM 3MH-
MAHKPYIOTCA arouyToIom WNH BeJeneHMas.

2.1.4 wnetounan nponudepaunna {cell proliferation) Yeenwdedne 4Wcna KNeEToK & peaynsTaTe MATOTH-
HECKOND SeneHWA KNeTor

2.1.5 uenTpomepa (centromere | YuyacTok JHK XpomMocosis, rge 088 XposMaTinie COR0AHAKTCR BMacTe
i 003 KMHEToX0pa CoROMHAKITCA OPYr C QpyromM.

2.1.6 KoHueHTRauMK (concentrations): KoHeHHbIE KOHUEHTRALWA WCCIeOYEMors XMMH4ECKoNs BELE-
CTRA B KYNLTYPANLHOR cpage.

2.1.7 knacrorew (clastogeny. NNoboe peWEcTE0 MNW QEKTOP, KOTODLIE BW3LEINT CTPYRTYPHBIE XDOoMO-
COMHEIE abeppagry B NoMyNALKA KNEToK MNK 3YKapHMOTMYeCkHY OpTaHHIMoR.

2.1.8 usTokMHes (cytokinesis) MNpouece JenNeH A KNETOK Cpaay NoCne MUTo2a, DopMrpyIowHi oee go-
HEQDHWE ENETKH, KEWOaA W3 KOTOPRIX COOepmdT oaHo AOpa.

2.1.% wHaekc nponddepadHy npyd UATOKMHeTHYeCcKOM Gnoke, CBPI [Cylokinesis-Block Proliferation
index {CBPIY: Dona knetok BTopon geneqda 8 obpaboTasHoi nonynAuMe oTHOCHTeNEHD HeobpatoTanHoro
KOHTRONA (O, DOopMyNE B NPANOKEHHA A).

2.1.10 YHTOETATHYHOCTE [Ccytostasis). Muribupoepadue pocTa KneTok (oM. GopMynsl B NPpUAnoEedin A).

2. 1.1 WHTOTOKCHYHOCTE (Cytoloxicity). CHHUMEHWE MHOEKCA NPonMepauMd LWTORAHSTHYSCkor BrnoKa
[CBPI) wnn vupexca pennykagune (Rl) 8 obpabotamHblx KNeTkax 8 NPUCYTCTEMKA yWToXanaldua B no cpasHe-
HUKE & OTPHUATENEHBIM KOHTPONEN (G, 5.6.3.3 1 npunoxedne A).

n FHMEYaHWE —,ﬂ,.nFl I-1l'.'£IIl':"J:l.l'_'lEE.HI.-'Iﬁ. MPOEDOMMEL Hea UHTOXEANazHa E. UMTOTOHCHHHOCTE ONPpEOan=iT 8K

Y EHELUIEHHE OTHOCHTENEHOM YOE0eHMA nomynAdwd (RPD) nnk oTHOCHTENEHOrD BO3pacTaHas kanmsacTea knerox (RICC)
& 0OpaboTaHHEY KNETEEY N0 CREEHEHKH C OT PALATENSHEM KOHTRONEM (S 5.6.3.4 » npunossHuae A).

Wanauue oduHansHoR
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2112 reHoTOKCHYHOCTE (genctoxic). OOWHR TEpMAH, OXEATHBAIOLWKA BCE THNLI Nospexaeskn JHE
WK XpOMOCOM, BENIOYAKNLWHR PAADLIELI, A00YETE, NEPECTRORKK, MYTALUAY, XPOMOCOMHEE aGEppaLtK 1 aHe-

Y MNOHOMED.

I PAMBEHaHHE — He soe THNbl RO TORSAYSCHAX -EquqﬂEH'I'I:IE NPHEOOAT K MY TALEWAM W1 CTEENNEHLIR Aporo-
COMHEM HADY LM HHRRM,

2.1.13 vaTepdasHele KNeTkw (interphase cells): KneTkd He B CTaO|K MUTO3a.

2114 wanetoxop (Kinetochore). benokcogepsallas CTDVETYRE, COopMUDYIOWAACE Ha UEHTpOMEDE
XPOMOCOMBL, C KOTOPOR BO BpamA KNETOUHOMD NensHinA CEATaHE BONOKHA BEpeTeHa DeneH9A, obecnedunai-
LHE TOUHOR PACKONMOSHWE OHePHIK XDOMOCOM K MOMOCIM JOHEDHAX KNEToR.

2115 mukpoagpa (micronuclel): Hefonewwe Agpa, OTAENEHHbIE OT SCHOBHEE SO0 KNETOK K ABNAK-
LMECA OONONHUTENEHEIME K HUM. KOTOPEIE 0BpaayIoTcA B0 BOeMA TeNodaiel MUTOIA WK MERCIA NPK OTCTa-
BaHAK DPANMEHTOR XPOMOCOM WITH LENBIX XDOMOCOM.

2.1.16 muToa (mitosis ) Deneqve KNeToHHoM Agpa, obblYKD COCTOALWLEE M3 HECKONBKME CTadWn — nNpo-
dadwl, npomeTadase, MeTadaiw, adadiase v Tenclaik.

2117 muToTHYeCEMH WHgeke (mitolic index). OTHoWeHWE YWona KNeTox B meTabasze K obuemy dyucny
KMAETOK B HAONKOAEMoH KNETOSHOW NoNyNSLKK — NoK3IaTent KNeToHH0A NRoNnEEpaUHa3 B JaHH0E NOMyALMH.

2118 MyTaredHbid {mutagenic): Bul ik Ba0WWA HAcNaayeMos WIMEHaHWe NOCNeaJoBaTeNLHOCTEN Nap
OCHOBAHWE JHK B reqax Nk cTPYETYPE XpOMOCOM [XPOMOCOMHBIE abeppain).

2.1.19 nepacxoageHe (non-dizjunction). HapylwexKWe pacxomaeHkA NApHIX XPOMaTHD A NP3 ERNEHOA
CETPEFALIANM NpKM 00paIoBRaHN OOYSDHMAK KNETOK, NPHMESOALIEE K AHOMANEHOMY YHCNY XPOMOCOM B JOMEDHWX
KNETKAX.

2.1.20 erarye p53 {p52 status): Benok pSd, yHACTEYCWMA B DErYNALKK KENETOMHOTS LWENS, B ananTos
H penapadua JHK,

Mpumevansne — Knetwd o gadauran hyHEUMoHaMnsHOR Benka phl, He cRocobHele OCTAH0ENTE KNETOYHBEIR
L{HER MM YETRaHATE NOBPECOSEHHBIE KNETHA & MCNONBEIVESHHEM SN0NTO3E MO QPYIHE MEXEHHIMOE (HENPAMED, MHOYELAK
penapaued JHE), ceR3gHHbE © dyHigpAne ph3 8 oteat Ba noepexgeHwa JHE TeapaTrdecky aormsHs Seite Bones noa-

BEHEHE MYyYTAUMAM MNEHDB HNE XDOROCOMHER HEEFI{.'IEJJ,HHM.

2121 nonwnnoMauAa |(polyploidy) HucnedHele HapylleHnA XPOMOCOM B ENeTEAaR WM OpradHaMax, aa-
TRarHEINWHe NonHeAie ) Hatop(k) XpPOoMOCOM B NEPOTHEONONSHHOCTE HAPYLLEHKWAEM MO O0HTR WMNA HECKOME-
KB XPOMOCOMAM (3HEYINHOWA L

2.1.22 wnpexc nponudepawny; Pl [proliferation index (Pl}]: Meton H3MepeHsa QUTOTOKCHHSHOCTIA, N
KOTOROM He MCNoNbayoT CytoB (CK. opMynel B NpANoHEHRK A).

2.1.23 oTHOCHTENBLHOE YBENWYeHHe konwdectea knetok: RICC [Relative Increase in Cell Count
(RICCH: Metod d3mMepeHna UMTOTOKCHYHOCTH, NpH KOTOPOM HE WCNoNe3yrT cytoB (os. Dopmyns B NpUNo-
AEHHA A,

2.1.24 oTHOCHTENBLHOR yoRoeHMe nonynagus (RPD) [Relative Population Doubling {RPD)]: MeTton
HAMEDEHWA LUMTOTOKCHYHOCTH, NPK KOTODOM HE MCNoneavioT cytoB (oM. dopmMynel B NEUNCHKEHAE A).

2.1.25 wnpere pannuekauni; Rl [Replication Index (R Jona 1ape plusH LY LHENOR GENEHS KNETOoK B
OSPADOTAHHEL KyNETYEAY N0 OTHOWEHMD K HE0SpaBboTaH HlM KOHTROMAM 0 TEYEHWE NEpHoOa BOANERCTEMA |
BOCCTAHOBNEHWA [CM. COpMyNLl B NPHMNoHEHKEKR A

2.1.26 dopakuyma nedenw 39 (50 liver fraction). CynepHaTadT roMoreHaTa NneseHn nocne ueHTpkdyrin-
poaanwks 9000 g, IKCTPAKT ChIPDA NEYEHi.

2127 emecks 59 (50 mix): Cvece dpasuuk nedeq 59 W kodakTopos, HeohxonumMelx GNA MeTaBom-
YECKCH AETHBHOCTH (DepMeHToR.

2.1.28 xoHTpOne: pacTEopuTena (solvent control): OBWEME TepMAH JNA ONPEedeneHdA KoHTROMEHEX
KyNETyp, obpafoTasHex TONEKD PRCTROPUTENEM, WCNOMNLIYEMSEIM 017 PECTECOEHMA WCCIE0YEMOTD XM HHe-
CHOM BELecTEE.

2.1.29 HeobpaboTaHHBIR KOHTpoNL (untreated control). KyneTypol KNETOK, KOTOPRRE HE NoagepranT ob-
paboTe (T. &, OTCYTCTEYIOT MCCNENYEMOE XHMHYECKDE BELECTED MNW PACTREOPUTENL), HO COHOBDEMEHHD NOMT-
BOPrAKT TEM X NPOUSOVEaM, UTS W KYNETYDE, 0DpataTHEIeMEIE MCCNSaYEMBbIM KRMAYECKAM BELBCTROM.

2.2 B pacmoawer cmardanime Ucionk208aHe! CRedyiowUue CoXDalleHus.;

CBP! — undesc nponuchepauul NP YUumaokusemuyeckon Bnowxe;

cytoB — yumoxanaus B,

DNA — desokcupubonyknalroeas kucnoma [(QHK);

FISH — ghnyvopecuelimian eutpudu2ayua in sitl;
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MN — muxposadpo;

MMt — Musposdepreil ananus i vitea,

Pl — wwnidexc nponudhepayiL,

FPHA — ghumoseMas 2niimuHun,

Rl — undexc pennuxaduu,

RICC — omuocUmansqos Yasnuyetuie KOTUYacmes KTeiToK;
RPD — omuocumensHoe yOBoeHUE TOMYTAL L.

3 OCHOBHBIE NONOKEHWA K arpaHu4YceHuA

3.1 MNpoeegeHre MCNETAHWA N vl oSeveo TpebyeT MCNoNsANBAHMA JIKIOMEHHOND WCTOYHKKA MaeTa-
GONKHECKON aETHRALWA, 38 WCKMKYEHWENM CNYyHaes, Korda KNeTid obnagaoT seTabonWdeckon BoMnaTeaHT-
HOCTLEY B OTHOWEHKA MoCnenyeMey sewecte, CUCTeEMa IKA0reHHON META00NWUECKOd aKTHEALWA HE MOMEeT
MOMHCCTER MMATUDORATE YCNOoBKA 1 wivo. CnegyeT NPoARMATE OCTOROMHOCTE OMA NOEqoTBDA0Ne A Yero-
BMIA, KOTOPEIE MOMYT NPWBECTH K apTedakTHeIM NoNMKMTENBHEIM DEIYNETATAM, HE OTPEaMaKWMM TEHOTOR:
CHYHOCTH WCCNBAYeMbX XAMWUHBCKHUX BEWECTE. TakKe yCNOoBMA BEMIOYAIOT MIMEHEHWe adadenus pH'' wni
OCMOTHYECKON KOHUBHTPALMW, BIAMMOOeRCTEME CO CPEN0M ANA KYNETHEMPOBAHKA KNeToKS WK MaBkToYHES
YROBHK WATOTORCHYHOCTI (G, 5.8.3.6).

3.2 [nA aHan4aa MHOYELMA MUKPOADEeD HeoEX0anmo, YTodH MUToaE Oeiny Kak B obpaboTamMHelx. Tak
M B HeobpaboTadHelx kyneTypax. Ang naacseta MukpoAgep Havbones didbopMaTHBHON REMNSETCA CTanMA,
MPK KOTODOA KNeTEW NDOWNA OOMH MUTOA B0 BOEMA WM Nocne obpaborkl MoChenyemMeEM XMMAYECKHM Ba-
WecTaom. Ans NooMBbILWUNEHHEDX HaAHOMaTEPHMAN0oE HeolxodMMel CNeUVankHeEe MoawpUEaLUK, KOTOPLIE HE
NpeacTABNaHsl B HACTOALWEM CTAHOapTE.

3.3 MNepea 4cnoNbLISEAHMEM HACTOALWLErD CTAHAAPTA ONA KCNLITAHMA CMECKH ANA NONYYEHHA DaHHbIX,
NPEAHAIHAEHHEDX ANA Lened perynypoRaHdKa, cnenyeT paccMoTDeTe BONPOC O BOIMONMHOCTI obacnede A
AEKBATHRIX PEIYNETATOR. TAKME COOGPAMEHAR HE HYKHE, KOMOE CYWECTRYET HopMaTHeHoe Tpeboeanke ona
HCNBITAHKA CMECH.

4 MpUHUKMNBLI MCNLITAHWA

4.1 EyneTypel ENETOK YENOBEKS WNH MISKONWTIIOWWE NOJESDrakTen BO3TERCTEMI0 WCCNeayemMord xi-
MAYECKOND BELECTES KAk C IKA0TEHHEIM KCTOHMHUKOM METaDONHYeCkoR aKTHEIUMH, TaK W e Hero, ecnd ToMk-
KO HE MCNONBIYVIOTCA KNETKA C 30eKBaTHOR CnocoDHoCTED K MeTabonudamy (caa. S.4).

4.2 Bo ppemA M NOCNe BO3geicTEMA MCCNeOyemMors KMMHYECKorD BEWEecTEa KNETKH BipallMEaNT B Te-
YEeHWE NEPUSOAE, GOCTAToHHOrD ANA GopMUMPOBaHHS XPOMOCOMHLIX W DPYTHE HADYLWEHWA KNeToYHon wuknal
QENEHWA KENETOE, KOTCPEE MOryT NPWESCTH K 0Spa30BaHno MHKRDROEP B MHTERd:@3HER KNeTkax. Jdna nugye-
LW @HEYIINOKIHK HCCNEOYEMOE BELWECTED ODWYHD GONMHO NPUCYTCTEOBATE BO BPEMA MIWTOIa. DTobpatHes
W ORDALEHHBIE HHTEDMAIHEE KNaTHd aHANKAWEYIOT Ha HanWYkue Mekpoagep. B noeane MUKpoOAOpa cnegyer
OUEHWBATE TONBKD B TEX KNETEAX, KOTOPLIE 33BEPLUWMIKN MHTOS BO BReMA BOAOEHCTREMA WCCNegdyemMors aowle-
CTEA WM B TEYEHWE NEPWoOA NOCNEe BOIOEACTEWMA, NPW MCNoNL3cBaHWM. B kyneTypax, koTopeie ey of-
paboTadkl GROKETOPOM UWTOKEHS3E, 3TO NErkKo JOCTWraeTCA NyTeM NoOCHeTa ToNbKD OBYAGEDHBIX KNETOK.
B otoyToTEME BNoKartopa UMTOKMHESES Ha CCHOBAHWW YRGMNAYEHWRE NOMMALWA KNETOE Ba%HI NoOATEERgHTY,
YTO AHANKIMPYEMBIE KMETEW NPOWNKE KISTOYHOE JeNeHds B0 BREMA WNW NOcne BoI0eHCTEHA WCCERYeMo=
Mo XMMHYSCEOTD BRLWECTEA. [iNA BCEX NPOTCKONOE BAXHD NPOLEMOHCTRMpOaaTs, 4To Nponudepaymna kKneTor
NPOWNa K8k B KoHTPONeHLX, Tak W B oGpaboTanHes KyNETYpax, W ONPEaenuTe CTENEHL XHMINHECKA WHOYLH-
FOBAHHDE YWTOTORCHYHOCTH MK UHTOCTATHYHOCTH BO BOBX KYNETYPAX, B KOTOPEIX SHANKIWDYIOT MIKKpoALRa.

o OnKcanve metoga
5.1 KneTeu

5.1.1 OnNA MoNbITaHWA HCNONBEIYOT NePBHUYHEE KyNETYPE NHMEDOLATOR NepHUdepHYeCcEOr KpoBM Yenone-
KA WM DPYTHE MNEKONUTAOWMNY 1 PAD KNETOUHBIX NHHKMIA PLIayHoB, Takux kak CHO, V79, CHLUIU 1 L5178Y,
W KNETOYHEE NAHMK Yenooexa, Takke kax THEY (cu. Bregeuye). AN\ aHaniaa MyKposaep HWononbaosana

G [41]—[43].

I G, [44]. [45]

M Cm. [7], [20], [46]. (4T].

4 Cwe. [19]—{23], [26]1—[29], [31]), [33] —[36].
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TaKe OpYTHEe KNeTo4HEE Nee — HT29', Caco-2%), HepaRG?!, knetiin HepG2*!, AS49 1 nepamM-HBIE KNETHH
IMEPMOHA CHPHMACKOTD XOMAYKEE!), HO DHM K HACTOALLEMY BEDEMEHK TIWATENLHO HE BANWGWDoBAHE. MoaTomy
WMCMNOMNsI0BEHAE ITHX KNETOHHEIX MHHWA K TUMOE JOMKHO DeiTe 0DOCHOBAHD NOQTEEDMOEHHLIMA pEayNETaTa-
K MCCNENOERHMA B COOTEETCTBHM © KPMTEDHAMH NPHEMNEMOCT, NPpUasdeHHsiME B 7.2, BeiNg OTMEYeHo,
YTo CyloB MOKET BIWMATE Ha pocT knetox LS178Y, 1 NoaTomy €ro He DEKOMEHOYETCA KCONBEIoEATE QNA ATON
nuve kneTok®. Mo nprsrHam ryManHoro oOpPaEHHa G MHBOTHLIMA NPK HCNONLANBAHAK NEDEMYHLIX KIETOK
CAEOYET No BoIMOKHOCTH MCMOMLA0BaTE KNETEW HenoBeka i oTErpaTe obpailik B COOTBETCTEMH C ATHHECKK-
WA MPAHLANSMA W HOPManH.

5.1.2 NumbounTel NeprpepyyYeckol Epobd Yanoeera oTBMpaioT v Moncdekix (npybnuadTensHo ot 18 oo
35 NeT) HeKYPAWMX HHAWBAGoS, D3 MIBECTHLIX 3a00NeBalkia MK HEJaBHKHX BO30eACTEMIA MEHOTOKCHHECKMX
ArGHTOR [HaNPHUMED, XHMHHECKAX BEWECTE, MOHUIMDYIOWHE HINYHeHKN) Ha yPOBHAX, KOTODEIE MOrnK Dul yBa-
NWHKHTE OHOBYID YACTOTY 0DpaIosaHiA MUKPOAOEPHEN KNaToK. 370 obEcneqvBasT 3Ky | cTabuneHye
DOHOBYK YACTOTY BOAHWEHOBEHWA MWKDOASEPHEIX KNeTok. Basopan J4acTorta MUKpOALSpHEIX KNETOR YRENK-
YWBAGETCA C BOADACTOM, M 3T3 TEHIEHUMA BONee DEPAKEHA Y MEHLAHE, 2 Y MysuAanT L TIpH MCTonsI0ea Mg
OEwEIWHEHWA ENEToK Gonee Yes OT OOHOM ACHODE CREdYeT YEalaTe YWcho Jodopos, Heobxogmmo npage-
MOHCTPHMPOBATE, YTO KNETKW 40 Ha4ana obpaboTik HCCNedyeMbia Xyd MAYECKKM BELLEcTRE0M Dbink palzeneHil
Ha ofpasys. KyNeType KNETOK NOOOSpHMERNT B AKCNOHEHUWANEHOR ase pocTa (KNeToOYHBEE MAHAA] AN
CTHMYNHPYRIT K OEeMeHdio [NepBryHbie KyNETYPR NAMEoUHAToR), 47060 BCAOERCTECESTE HA KMNETHM B pas-
HilX CTAOKAR KNETONHOM UWMENS, NOCKONERY YYBCTEMTENBHOCTE KNE8TOMHBIX CTAOWA K WCCIedyeMblM BeLlLe-
CTEAM MOXET ObiTh HeW3BecTHA. [MeperdHbe KNETEY, EOTODbLIE ONA AenNeHWA HEobXoaMmMo CTHMYTIIHPOBaTL
MITOMEHAMM, K3k NPEEMN0, BO BOEMA B03OSRCTEHA MCTBITYEMOMD XMMMHECKOND BRLIECTRES [ HANPYMED, KITETKM
NHMEOUHTOR HenoBeka nocne 45-4acoBoi MHTOMSHHOR CTHMYNAULMK) SonblUle He CHHEPOHUAMPYIT. He pe-
KOBMEHOYETCA MCNONEI0BATE CHHEDOHWIMDOBEAHHEIE KNETEH B0 pemaA obpaboTh HOCMEyesMLM XHMAYECKAM
BELBCTBOM, HO 3TO MOWET DblTe NpHeMOEMEM, SCMK ONDEE0AHHD,

5.2 Cpega ¥ yCNOBWA KYyNETHEADOBAHKA

OnA nogepsanis KyNeTYP HCNoNs3YI0T NOOXO0AL YD KyNETYDANsHYID CPE0Y 1 YCNoBKS HHEYTaLnn [Kyis-
TYpansHamR Nocyaa, yENasHeHHan OKpysaicllan cpega. cogep#allan 5 % CO, (npy HeobxoousocTy), TeMnepa-
Typa — 37 “C]. Knetodssle Nk GeryfApHD NROSSpSIoT Ha CTabrneHOCTE KONMHECTRA MOZANBHEE XDOMOCOM
W OTCYTCTEME KOHTAMWHAUMWK MHUKONNa3IMEl, HE CRegyeT Hononb3oBaTy KyNeTYDR NPA BRABNEHAH KOHTaMHRa-
LAH MHECTTAZME! KA HIMEHEHWHA MOJANBHOMD YHCNE XpoMOocom. JonmHa GolTe YCTAHOBNEHA HOPMansHaA Npo-
OOMEWTENEHOCTE KAETOHHOTD UWENa ANA KNETOYHBEE THHAM WNH NepEdYHLIX KyNsTYD, MoNoNB3YEMBIX B KCMETA-
TeMkERDE NaBopaTopuy, 1M OHa JONHHE CODTBETCTROEATE OMYNHESBAHHEIM XAPAKTEPMCTHESM KNaTok,

5.3 NoaroroBka KYNLTYD

5.3.1 KneTouyHkie NMHKK

KneTew oTEApaKT Wl ACKogHbIX (CTOK) KyNeTYD, BRCEBEIOT 8 KYNETYDansHy o CPaqy ¢ TAKoN NAOTHOCTRID,
YTOBLI ENETEM B CYCMEHIMAX WNH B MOHOCNOAX NPOACIEand pacTi 3KCNOHeHUWansHo 00 Bpemend ciopa (Ha-
Ap|Mep, cnegyeT Miberate CrMAHWA KNeTok, pacTyILKE B MOHOCMORX ).

5.3.2 NumdroLnTii

UeneMyio kpoBe, ofpafoTansyio aHTME0aryMAHTOM (HaNQMMED, FenapuHomM ), NN BeOene s niamdio-
LIMTE KYNETHBARYVIOT (Hanpumep, B Tededue 48 4 — anA nuMm@oyMTos YencReka) B NpUCYTCTRIANM MUTOMEHA
[Hanpumep, duToreMarrnioTiHuHa (PHA) — 0nA nAsoUMToR $enopaxa), 4ToO Ll BolZbBaThe JENaHde KNeTok
nNepes Bo3OedcTBUE M WCCNEIYEMOrD KHMHYECKDN BRWEeCTEE W c)tos.

5.4 MetaGonuuyackand aKTHEILWSA

Mpu patote © KNETEAMK © HEZOCTATOYHON IHOCTEHHON MeTAboNHMUaCKo CNOCoOBHOCTRID MCONLIYOT
CUCTEMY JKIOMEHHONR MeTatonuYeckol aKTHEauMK. Hanwbones Y4acTo WCNONbIVEMIA CHCTEME, DEeKOMEHTYE-
MEA N0 YMOMHAHKIO, 8CNM TONEKD GRYIEA CUCTEMAa HE AEMAETCH ONpasJadHoi, BENIOYAT KoMakTopk:! 1 NocT-

Th G, [48].
21 Cp. [49].
3) Cm. [50}. [51].
£ Cm. [52), [53].
31 Cra. [54].
8) Cm. [23).
71 Cm. [B5].
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MATCXOHOPWANEHYH: DpasUdio (S9) NeYeHd MDol3yHoE (Kag Noasuno, Kpec), oSpaboTanHes MHAYKTOPaMK
thepnmeHTos, Tammu kak Arachior 1254 ann komBuHaumo denofapbvrana v B-#adrodnasona®’. Mocnea-
HAR KOMBWHALKA HE NPOTHBOREYUT CTOMMONLMCKDR KOHBEHLMK M0 CTORKMM CPradHnYeckii JarpasHeHnam’! 1
ORING NOKAIaHE, YTO OHa Tak ¥e 3pdesTriona, kag Aroclor 1254, B cnydase MHAYKLAW OKCHOE3 CO CMEBLUaHHOA
hymEUMeRz]. OfkiuHdo pasUMio 59 MENoNLAYVIOT B KoHUeHTRaUWHAX oT 1 % of. go 2 % 0f., HD OHa MOoWET Bl T
yeenudena ao 10 % o6, B koHeduom obbeme cpeasl. Cheayet raberaTe HCNONeI0BAHMA NPENADATOR, CHK-
WARLMY MHTOTHYECKMI MHOEKS, ocoBarHMo 0Bpamy ol KOMINEKS C KansuWem®!. Ha auGop THRA W KoHLEH-
TRALUKMW KCNONEIYEMOR CHCTEME! IKI0MEHHOR METADONHUYECKOH aKTHEILMA WK METABOMKMYBCKOrD HHOVETOPa
MOMET BNWATE KNACC MCCNeOyeMslX BELLECTE.

5.5 MNoaroToRxa MCCNeAyYyeMoro XHMHYECKOro BellacTea

TeepObE XMMAYECHWE BEWECTEa PACTEORAINT B COOTBETCTEYIOWMY PAcTBOPWTENAX W pastasnAwT, npu
HEOBXoOUMOCTH, Neped obpaboTrol KNEToK.

HHAOEWE HCCNedyeMed SHMHYECKHE BEWECTEa MOryT BeiTe GoDaBNeHs HENOCDEOCTEEHHD B MWCNLITY-
BMYID CHCTEMY WHNK pasbaenedsl nepen ee obpaboTkol. M@a3oobpaiHele W NETYYWE COBGHHEHKA CRETYET
KCTBITHIEATE NPH COOTEETCTEVIOW MY MOgUPHEALMAX CTAHOAPTHOMD NpOTOKSNA, Takkx kax obpatoTea B repme-
THAMpoBAHKB cocynax”!. MoaroToRKY WCCNEAYEMOTD XMMHHECKOrD BRIIECTEA NPOBOAAT HENOCPEOCTEEHHO
neped obpaboTkoR, eCcnd OTCYTCTEVIOT JaHHME O CTABKMNLHOCTI NPM COOTEETCTRYIOWMWE YCNOBWAK XpaHeHAR.

5.6 YenoBWA HENbITAHWA

5.6.1 PacTRopHrTEnM

PacTeopuTent BebWpaoT Taku obpaios, 470bul ONTUMKIKMPOBETE PACTEODHMOCTE WOCTEOYEMEBIR K-
MAHECHHE BELWECTE, HE OHA3LIEaA HEDNaroNPUATHOMD BOJEWCTEMA Ha NPOBGOEHHE AHANKW3E, TO BCTh HA W3-
MEHEHWE DOCTA KNETOR, WeNoCTHOCTE WCCNEyesonn XMMHYeckons BelecTaa, PEakuMIo © KyNuTyPansHbisg
COCYOAMH, HEPYLIEHHWE CHCTEMBl METADONWYECKDR aKTHEayWMn. PexoMEHOYETCA, NO BOIMORHOCTI, B NEREYIO
CHEpE0E MCNONBINBATE BOAHLIE PACTEODS (MK KyNsTYRANEHBIE CREgE ). XOPOWD HIVYEHHEMA pacTBOpMTE-
NAMKE ARNAKTCA BOOA MNW grmeTincynedokcyg (OMCO). OSe9He opravvdeckne PACTEOPWTENI HE O0MKHE!
npeeswats 1 % of. Mpu pacteopednn cytod B OMCO ofiwes KONHYECTES MCNONB3YEMOND OPraHd4eckornn pac-
TECEHTENS ONA MCCREOYEMOTD XMMHYECKOND BeecTEa W cvtel He DonsHo npeeeiwaTts 1 % of. B npoTyaHom
Cy4ae CneayeT MCNoNkIoEaTE HeoDpaboTaHHbIE KOHTPONK, YTobkl yOEaAWTECA, 4TO NPOUEHTHOS COgEpHannes
OPraHWYEcHors PAcTEOPKHTENS HE DRAILIBAET BEOHOMD BO03NeRCTEWA. COQepKaHKME BOOHBE PACTEODHTENEA
(PHIHONOTAYECKHEA PAcTEOD WKW BOGE) He ACMEHO Npedsiuate 10 % ob. B KoHedHol obpadoTanHol cpege.
MpW ¥CNONB30BAHWK PACTRECRWUTENEA, OTAWMYHEX OT TONBED XOROWS JApEKOMEHOBABWME celA (Hanprmep,
ATAWON WM 8UETOH), WX NPHMEHEHHE CNEOYET NOOTESDAWTE AAHHBIMA, YEASEBIOWIAMK HA KX COBMECTUMOCTE
© HCCNEQYEMEIM XHMAYBCENM DEWECTROM, WCTbI TYEMOA CHCTEMON W Ha OTCYTCTEWE MEHETHYECKOA TOKCHYHOCTIA
B WCHOMB3YEMOA KoHUEHTDaYWA. [pKW OTCYTCTEMY NOSTESEEIAI0WKY OaHHbY HEeotKogWso BRNoYaTe Heob-
pafoTaHHLIE KOHTPGNH (M. NpWNCHEHWE A), 3 TaKe KOHTRONL PACTEOPWTENA, YTo0L NOATEERIWTE, STO Bhl-
GpaHHLIA PACTEOPWTENE HE BRIIRIBAET BEEGHEN WKW XPOMOCOMHE 3DDERTOD (HANPUMED, SHEYNINOATHKD WM
EMACToreHHOCTE ).

5.6.2 Mcnoneaosanke cyloB kak GnokaTtopa UMTOKMHEZA

5.6.2.1 Oavdm 13 BARHERWAY ACNEKTOR NDK NpoaeaeHrr MNWE ARNASTCA 0BeCciaYaHHe NPoXoHKISHMA
AHANKIMPYEMbLIMA KNETEAMH MATO3a BC BpeMA 0GpaboThd WNk B Nnepuod WHkyBauxwK nocne cBpaboTkk, np9
HCNCNEICBAHKA. [oaToMy NoOCHET MUKDOAGED CNEenyeT OMpaHkHYiTe KNETRAaMH, KOTOPRIS NPOWNK MKT03 BO
BpeMA wnn nocne obpatoTkd, Ona GnosMpoBadka UMTOKKHESa HaWbonNee WKHPOoKD WCRoNbLIVIoT cytol, KoTo-
Pl NogapnseT cOopKy aKTUHA ¥ COOTEETCTREHHD NEnATCTEYET PaIfeneHlio JOHepHMY KNeTor NOCie MM=
TOaA, NEMBCOR K hopMUPOBaHUIG AayAnenHb kneTordl Mpy wenoneaopaduy cytod oOHOBDEMEHHD MOKET
BkiTh ONPEALMEHD BAMAHWE WCCReOYEMOID XMMWHECHOID BELLECTEA HA KMHETKKy nponudepaymd knetor. Mpw
HCNONEIOBARKA NMWMEOUATOR YENoBEKa CREQYET NPMMEHATE CVI0E B KEUeCTEE GNOKATOPE UMTOKWMHESS, NOTO=
My HTO BPEMA KNETONHITS LKKNE ¥ JOHODoE By0eT BaphvpOBaTECH W HE BCa MM poUrTR: ByayT pearipoeaTe

T T, [56]. 157

b Cw. [58]—[B01.

W om. [B1].

4 Cm. [B2].

5 Cm. [B3]—[65].

B Cwm. [B], [BE], [BT].
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Ha CTUMYNALMG PHA (huToreMarrmoTiakK). 0nA Apyrdy TUNOS KNeToK KCNoNe20sare cyfod ke obRiarensHe,
ECNH MOKHD YCTAHDBWTE, Y4T0 OHWM NOOBERrNACE DeneHM (on. 5.6.3.4). Kpome Toro, cptoB cbulHHD HE UG-
MoNLIVIOT NPA OUSHEES HANWSEA MAKPOAZeD B 0Bpaiuax © McnonNsaosaH« e METoOos NPOTOYHON LW TOMETDH,

5.6.2.2 nA ofecnedYeH s oNTHMankHoR YacToTe GBYASEPHBIX KNETOK B NabopaTopuid ONA EEmOons
TANA KNETOK OoN#HHA ORTE YCTAHORMEHA HECDXOOMMAA KOHUEHTPEUME CpioB B kyNeTypax K0HTPOAA pacTeo-
PHTENS M NOATEEDMASHD, 4T0 OHa COBCMEHHBAET JOCTATOYHERE BRXON OEYALSDHEY KAETOX GNA NOJCYETA.
ONTUMAaNLHAA KOHUEBHTRAUMA cytol ofkiyHo coCTABNAET oT 3 00 6 Mer/ma’).

5.6.2 MamepeHue KneTodHOH Nponvdepanid M UWTOTORCHYHOCTH W BLIBop HOHUeHTpaLMIA gnea
oGpaboTkx

5.6.3.1 Npwx onpedeneHt MakcuMansHoR KOHUEHT AU KCCNeqyeMoro BELEecTEa cnegyeT naberath
KOHUBHTPALWA, KOTOPLIE MOMYT Bn38aTh WCKYCCTEEHHLIA NOROEHTENLHER CTEET, CHMEHYID UWTOTOKCHYHOCTL
(ca. 5.6.3.6% oCpasoBaHKe 0CanKka B KyNeTYRANEHOA CReae (oM. 5.5.3.7) HNH 2aMETHEIE MAMEHEHHA IHAYEHHA
pH 1Ny OCMOTHYECKOM KoHUEeHTpauwK (oM. 3.1). Ecnu gobaenaHuwe MCcnedyemMors KMMHYecEonD BelecTes
BEALBAGT JAMETHOE HIMSHEHWME IHIYEHWA pH cpedkl, ANS NPeoTEPaLWEeHWA WCKYCCTREHHEX NoN0METEN-
HislY PEIYNLTATOE d O0RCTEYEHHA COOTRETCTRYIOWME YCNODWR KyNbTEBHPOBAHMA MOKHS PEMYIHPOBEATE IHAYE-
Hee pH nyTer SyDepHsany KoHesHol obpataTanHoHd Cpeabl.

5632 YTobe yEEOMTESA, 4T0 BO BPEMA MCNLITAHWA MHUTO3Y NoOBEQIMOcE QOCTATOMHOE KONHYeCTBO
0GpaboTaHHLE KNEToR W 4T BO3QeRCTEME NDCECGRT NEW COOTRETCTEYIOWME YPOBHAX UWTOTORCHYHOCTH [CH.
5.6.3.6). NpoBOGAT aHaNK3 KNeToMHOH Npondepaudd. UMTOTOKCHYHOCTE CNpeneniioT 8 OCHOBHOM WCNbITa-
My C MeTabonuuecsod akTueauyen 1 Bea Hee, MCNoNe3IYA COOTBETCTEYIOWME MHOWEATORE THBENA M pocTa
KNeTok (ca. 5.6.3.3 1 5.6.3.4). HecmoTpa Ha TO, 4TO CUBHES UKMTOTOKCHYHOCTH B NPE0BapHTETBHOM WMCMETa-
HidH MOET BETE MONEIHa ONA MyHWend onpedensHna EoHUEHTRaUWA, KoTopee GyayT HCNoNbIoEaTLCA B OG-
HOBHOM WCMBTaHAY, MEeaBapUTENLHEA 3HANKI HE ABNAETCA 0EAIATENEHEM M 80 BuiNONHEHWE HE JaMaHseT
HIMEDEHWA UMTOTOKCHYHOCTH B SCHOBHOM HCTIBITAHKK,

5.6.3.3 ObpaboTka kyneTyp cyloB W onpefenesHke OTHOCHTENBHEIX YacToT COHoAdepHBIX, JByXBAOEp-
HBlN W MHOTOADEDHLIX KNETOK B KyNeType 00ecnedqBEainT TOYHDCTE KONWYECTBERHOM Snpeaansris adhdearta
BOAOEHCTEMA HA KMETCHHYID NPONWGEPALMIO W LIMTOTOKCHHYHOCTE MNK LMTOCTATHYECKYIO SKTHBHOCTE. | 1 0be-
CHEHABAINT MAKPOCKOMHSSCKYHD OUSHRY TONbLED TEX KNETOK, J8MEHWE KOTOPhE NPOWCKSOWT B0 BOEMA W Ho-
che oGpaboTix. KoNndYecTBeHHY K OUBHKY URTOTOKCHYECKON W WATOCTATHYECKDH SKTUBHOCTER NpH 0GpaboTre
NpOBAGAT NYTEM CRABHEHMA SHAYEHMA WHIekKca nponkdepalKi NEW LUHTOKMHETMYecKkon Bnoke (CEPIY unu
MHOEKCa pennuKawue (R ne menee Hewm ans 500 kneTok Ha KyneTypy (ca. DopmMynel B NpMNoEerian A) 5 ob-
patoTaHHBbIX M KOHTPONBHLIX KYNETYRax. OUsHES Opyrdx NoRaIaTensh UWTOTOKCHYHOCTA (Hanpusen, UenocT-
HOCTA KMETOK, aNonTo3a, HeKDoda, Noac4eTa MeTadras, KNeTodHoOns LWERa ) MOMET 4aTe NoNe3HyIs didropia-
UMK, HO 88 He CNegyeT HCNoNe3obaTe BMecTo CEP wik R,

5.6.3.4 B nccnegoeamkrs bea cptoB HEOGXOOMMO NOKA3ATE, YTO IHAYHTENEHAS HYACTE CUEHWBAEMEIX
KNETOK NOOBEDTanack QeneH s BO BPEMA KW nochne ofpaloTeM WCCNegyemsiM XHMAYECHHM BELWECTROM,
B NPCTHEHOM CNyYas WMoryT DeiTe NONyYeHs TOMHOOTPUUATENEHEIE OTBETL. [NA OUSHKK LHTOTOKCHYSCRON
W UMTOCTATHHECKOH aKTHBHOCTH BOIOSACTERA PEKOMERIYETCA NPOBOAWTE WIMEPEHWE OTHOCWTENLHOND ¥O-
BOEHHA NCNYNALAA [RPD) UNK OTHOCHTENEHOM BOSPACTAHWA YMCcna knetok (RICCTY (oM. hopsyne B NpX-
noserdia Al MNpe yeensHerid NpodonEuTensHOCTA speresd oThopa npofl (HanpuMep, NPoLoNKHTENEHOCTE
ofpafoTed o7 1,5 oo 2 HopsansMblx KNETOYHER UHKNOE W clop KNeTox Nocne GoNonHMTeNsH0N Npoqonm-
TENLHOCTA 0T 1.5 00 2 HOpMankHeR KETOYKER UAKTOD NRMBOOAT K TOMY, 4TO BpemMA oTbopa npod npeebilWaeT
HOEMaNEHY D ONAHY KNETOYHOM yWena 8 3—4 paaa, kak npaeeaedo B 6.1.3 1 6.1 4) RPD MoMeT HENCOUEHHTE
LUMTOTOKCHYHOCTRS ). Mocne 1,5—2 HOpMAnkHEX ANUH KNETOYHOMRD LHKNAE MYULLKEM TOK3IaTENEM LMTOTORCHY-
HOCTW Byget RICC. OusHka gpyrix MapkepoBR UWWTOTORCHYHOCTA WNE UWMTOCTasa [HanprMes, UenocTHOCTE
KNeToK, anonTod, Hekpos, nogedet MeTadias, weaerc nponudsepau (P}, KNeToYHBLIA LMKN, HYKNESNNaImMaTi-
HECKIHE MOCTHEA WM 38 podbillid AQpa) MOEeT JononHWTENsHO NPedocTaBnTe NONEIHy s HHEOPMAUWID, HO aa
HE CNEOYET KCNCNLICBATE BMecT KPD nn RICC,

5.6.3.5 Cneqyer CUSHWTE HE MEHEE TREX KOHLEHTRAUMA WCCNEayemMors BeWecTea (He cHMTaA pacTeo-
PATENE W NOMOKHTENBHEIR HOMTDOMNE), OTEEYAKWKY KPUTEUARK NEMEMNEMOCTI (COOTBETCTEYHLAA LMTOTOK-
CHYHOCTL, KOMWYECTREO KNETOR # T. 4.). ANA RaxO0H KoHUEHTRaUWH MCCNEayeMors BELYecTea, HEIABMCHMD

1) Cm. [12]:

2 Cm. [8].

3 Cm. [6]. [27]. [88)-
=) [17], [BB]—T1].
3 Cm. [T1]
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OT THNA KNETOK (KNETOMHBIE NWHIAK WK NePBHY HEE Ky NETYDE NAMEBCUMTOR), MOKHD KCNoONEACEATE 0bpabo-
TAHHBIE KYNBTYDE K3K DENNAUMPOBaHHEY, Tak 4 OTARNbHLY EFeToK. HECMOTDA Ha To, YTo wenecoobpaslo
HCNONEIOEATE NADANNENEHES [DYENUPYIOWNE) KyNETYDb, TAKHE NPHEMITEME MCNONEI0BATE OTLEMNEHEIE Ky Th-
TYDE NPA YCMOBMM NOACYSTa OOWHAKOBOrD OSUWArD KONMUECcTEa KNeTOK ONnA Bcex KyneTyp. Mononezonanue
CTOEMNEHEIK KYNLTYD OCoDeHHD aKTYANEHD NPH oUueHEe Sonee TReX KOHUeHTPAUMA MCCNenyemars BewecTes
[ow. B.3.3, 6.3.4). Peaynerathl, NONyYeHHbIE 0T HEIABHCHMEIX NOBTODHEX KyNETYD NEW 3a583HH0R KOHUSHTpa
UWW BeLecTEa, MOMYT DkiTe obbeQMHEHsl AMA aqanuaa gadkse. [na nccneayeMsix KMMUYeckHy BELECTE,
OEMOMCTRPUDYVIOWMX HEDoNBLIYIO MITM HYNEBYIO UWTOTOKCHYHOCTE, O0BMHO NDUEMAEME! Z—3-KpaTHbIE MHMTED-
Barki KOMUEHTRaUHH. B cnydas Nposeneqda UMTOTOKCHHHOCTH KOHUEHTRaUMK, BeibpaHHble ONA MCNbITAHKA,
OOMHHE CXBATRIBATE AMANA3I0H OT KOHUEHTDALKWA, BHILHBINWNE UMTOTOKCHYHOCTE (oM. 5.6.3.6), 00 koMueH-
TRALUMKA, NDH KOTORLIX HADMIOOAIOT YMEDEHHYHD WM HEIHEYKUTENEHYID UATOTOKCHYHOCTE MNK 28 OTCYTCTRHE.
LA Moccnedyembi XMMUYECKHY BELBCTE, HMEIOWNK KPYTYVIO ZE3EMCHMOCTE KOHUBHTRauWA — adiexT, onA
MOMYHEHAA JAHHLIX G HAIO0A W YMEPEHHON LATOTOKCHYHOCTAMK WK AMA NoGPOSHOID W3YHeHWA J3BHCHMOCTI
OTKNWES OT 003k HEOBXOOMMO WCNONEIORATE BOMNes YaKHA MHTERRAN MENTY KOHUEHTPALMAMK WMnK Bones
TREX KOHUEHTRRUMA [OTORNERBIE WKW NaApANNENEHLIR KYETYDB), B YACTHOCTI B CUTYALYMAX, Korna TpebyeTca
NOBTORHEIA AHanya (oM. 7.3.4).

56.3.6 Ecnyn masciMansHan KOHUEMTRAUWMA OCHOBAHA HA UMTOTOKCHYHOCTH, TO HaWBLICLLARA KOMLGH-
TPaUKA NpEoHAIHANEHa ANA QOCTHHEHWA LUTOTOKCHYHOCTI {55 + 5} % ¢ HoNonbIoBaHMen DeKOMEeHOyYEMblX
NApaMeTpoB LWTOTORCHYHOCTH [T, cHMMende RICC u RPD ana sneTodHelix MuHnd Bea nprmeseHda cytal 1
cHAMERAE CEBPH MMM BRI npd Henaneaceandi cyfol oo (45 + 9] % OTHOCHTENEHD Napannens Horo oTpuuaTenk-
Horo KoMToona] . Cnegyet NpoABnNATE GCTOPONMHOCTE NPK MHTEDNPETIALWA NONCRHTENEHEY PeaynETAToR, ob-
HADYREHHLIX TONLKG B QUANAI0OHE BLICOKOMD YPORHA LMTOTOKCHUHOCTH (55 & 5) %2l

5.6.3.7 Ans ManopacTaoprMely HCCNEDYEMsX XMMHYECKAX BEWECTE, He ohNaganwmy UM ToTORCHYH-
CTIO NPH KOHUEHTRALWAY HAME NPENENE PACTESDMMOCTH, BOIOSHICTEME MAKCMMANBHOW aHANMIKDYEMOR KO-
LEHTDELWA JOMKHO BEABBATE NOMYTHERWE WK 0Spas0BaAHWE CCanKa, BMIMMOrD HEBODDYKEHHEM BATNSO0M
MM C HCNONEIOBAHKERM HHBRDTHROBAHHKOMD MAKDocKona. Jake ecni UATOTORKCHYHOCTE BLiWe, Y4en CaMan
HHAKAA KCHUSHTRAUWA HEPACTEOPUMOID BELUSCTR, PEKOMEHOYETCH NPOBOOWTE MCNLITAHKE TONLED NpKW 0J-
HOM KOHUEHTDALUWM, BR3EEAIOWMEN NOMYTHEHWUE WM BHOMMLIA OCagoK, NOCKONLRY B pewynsTare obpaiosa-
HHA OC30Ka MOMYT BOIHMKATE apTHPHUHaNsHBIE 30 0eETel. TNpH SoHUSHTRaLWA, NPMBOOAWER K obpaiosanHio
ocaged, cneayer nosaboTUTRCA O ToM, YToELI 0CAO0K HE BNWAN HA NPOBEOeHME MCTEITEHKMA [HANPYMEp, oKpas
WrBaKue 1nd noacHeT ). Mepen NpoeefeHMen aHaNKaa MoMET GuTe NONEIHLIM ONPEfeneHne PACTEODHMOCTI
B KyNLTYpansHoN Cpene.

5.6.3.8 Ecnd e HabneaaT obpazosaHiA 0CanKka MNK OrpasMYeris UWTOTORCHHYHOCT, MakcHMankeHan
WCCNEeNyeMan KOHLBHTDAWMA A0MHA COOTRETCTBOBAT 10 MM, 2 mricw® unu 2 min/cv?, B 38BHCHMOCTH OT
TOro, 4TO ARNASTCA MUHMMansHLIM® . Korga wconagyemos BELECTE0 HE MMEeT ONpedeneaHHons cocTaea, Ha-
NPKMER BELLECTED HEHIBSCTHOMD WNKW NEDEMEHHOND COCTABA, CNOMHLIE NPOGYETE PeaKUMd Wiy Buonoriye-
CEME MarTepuant (Hanpumep, UVCB)Y, Bpenybe BO30eRcTEMA OKPYMAKLWWEHR cpaitl W T. 4., NP« oTCyTCTBMKM
OOCTATOUHOM LMTOTOKCHYHOCTH MOMET NoOTpefonaTecs GONee BRCOKaA MAKCUMMAanNsHaA KOHUSHTPaLMa [Ha-
npiMep, 5 srfcm?) GnA YEENWHEHWA KOHLEHTPALMI KE0000 M3 KOMOOHEHToR. ITH TpefoBaHuA MOryT OThM-
4aThCA ANS NeKapcTBeHHsX NpenapaTos 48 Yenoseka™’.

5.6.4 KowTpone

5641 B kakaoe HoneTasue AonsHbl BETe BENICHEHEL NApannenbHeBe OTEHUaTENEHEG KOHTPONK (Ch.
5.6.1), B cBpabaTHEIEMYM CLEOY BOTODRIX BXOQWMT TOMNBKD PACTRORHTENE, W 0GRaBOTIHHLIE TakWM Me obpa-
30K, 4TO ¥ 0BpabaThBacMere KyNETYDb .

5.6.4.2 [inA noaTeepaeHnA cnocobHoCT NadGopaTopii BERENATL KNACTOMEHEl W AREYIéHb B YyCNOBHAX
WMCMOMEIYEM0ro NpOTORONE WCRBTAHME W 2P EeKTHEHOCTH CUCTEMBE AKIOTEHHOA METADONHMYECKDH AKTHBALL MK
(Mo NpAMeHeHdd) ToetyaTca NapannensHisA NONOEHTENLHBIR KORTPONE. TIPHMEDR BEWECTE NONoENTEN b=
HOMD KOHTRONA NpMBegEMs B Tabnkue 1. Mpu 0G0CHOBAHWKA MONHO MCNONBIORATE OPYTHME BRWEcCTEa ANA No-
NOMMTENLHOM KOHTRONA.

T G, [72].
= Cm. [F1].
3 Cm. [T3]—[T5]
4 cm. [78].
Bl Cwe. [23].
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Tabnrya 1 — ITanoHHBE BEWLSCTES, PEXOMEHOOBaEHHBIE ONA NADOPETOPHEX KBANNEWMEALHOHHEIE HCRLITAHAR B 0N\
BxG0pa NONOMUTENLHLIX KDHTROMNERE

Kareropua BawacTeg FarpeTpaynoHHs@R rosep CAS
Knacroredel, He Tpabwvowws wmetabo- | Metvnmetadcynscodat BE-27-2
AR 0N EXTHER LA MuTomuygus C 50-07-¥
4-HutposuHonH-M-okcig 56-57-5
LiutoanHapabmHoang 147-99-4
Knacroresel, Tpebykowws metabonmye- | benao{a inuper H0-32-8
CHOM SHTHBEELMH Lvmnodocdamis 50-18-0
AHEYTEHE Karamuyieq B4-BE-2
Burbnacrud 143-67-8

5643 B HacToAWE: BPEMS HEWIBECTHE! AHEYIEHE, KOTOPEE TPEGYKT MeTabonWyYeckod akTHEILHM
OMNA WX reHOTOKCHYECKOR anTHEMocTH' . MNockonsky aHanWasl in vilko N0 ONPEOenEeHMI0 TEMOTOKCHYHOCTH Ha
KMETEAX MINEEOTHTAOWAX TPM HENDOOOMKHTENEHBX BOAOSRCTEAAX, NPOS0OMMEIY SOHOBDEMEHHD © MaTado-
NWYLCKONR aKTUBALWEA M G831 Hee C UCNONBICBAHWEM OOHOTO M TOTO Me Nepuoaa BOAOeRCTEMA, DOCTATOMHA
CTAHOARTUIMPOBAHE!, WCMOMEICEAHME NOMCHNTENEHBIX KOHTROMEA MOeT DuiTh OMpaMWMYEH0 KN2cTOoreHoM,
TEeby kMM METADONKWYECKOH aKTHRAUME. B 2T0M Cny4ae OOMH OTRET KNACTOMEHHOTD NOTOEHTENEHOMND KO-
TEonA BYOET NOKAALIBATE KAK AKTHEHOCTLE CHCTEME METAB0NHYecKol aKTUBaALWME, TAK W OTRETHYIO DEaKLMK
AHAMMAIKPYERMON CHCTeME. TIpW gnuTeneHol obpadtotke (Gea 59) HeobxXoguM NoNoHHUTENbHBLIA KONTPONb,
MNAOCKONEKY NPOOOMKMTENEHOCTE BOAOSACTEMR OTNHUARTCA OT BADHANTA WCCNefoBaMMA C WCNONEIOBIHHEM
mMeTabonwdeckoi akTuaauwK. Ecni B xauecTee eQWHCTREHHOM MONOKWTENEHOND KOHTRONA ANA HENDagonHA-
TENLHOTD BOZASACTEMA © METADONMYECKDN aKkTHRALMEN M Be3 Hee BeSWMPaInT KNacTorel, To ARA QONrocpoy-
HOMD BO3AeHCTEMA Gea MeTabonyueckol AKTHEALUMKY PEKOMEHOYETCA BuIGHMpaTe aHeyreéd. MonowuTensHoie
KOMTROMKA KAK ANA KNACTOMSHHOCTI, TAK U ONA SHeYTEHHOCTH TACKe CNeqyeT MENoNkE30BaATE B METAB0NNEECHN
KOMMETEHTHBIX KNETHaX, KOTODLIe HEe TpebysoT S0,

5.6.4 4 Kaxgoe REWECTE0 NONGEWTENEHOMD KOHTRONA CREaYeT KCNoNb30EaTE NPK OOH0R MNK HEeCKONE-
KHX KOHUEHTDAUWAX, KOTOPEE, KaKk XMO3ETCA, 0aaYT BOCNDOM3EOOUMER 1 ODHADYKHBASME YEEMMHEHHA No
CRABHEHWKD C roHOoR, STOBEl NPoOOeMOoOHCTRRDORaTE YYBCTRUTEMNEHOCTE MCNBITYEMON CHCTEME (T8, 3ddesT
HETKMA, HO HE NOIBCNSET MCCNegoaarans cpaily MoeHTUHMUMPOBRATE 3AWrdpoRaHHENR Npenapar), \u oTEeT
HE NON¥EH GbTE BeaBaH UNTOTOKCHMHYHOCT IO, NPEBEUAKILLER NPeOENL, YEAIAHHEIE B HACTOALWEM CTanJapTe.

& lNpoeegeHne HENLITAHWA

6.1 Cxema cGpaboTEM

6.1.1 OnA MakCHMansHoro NoBLIWEHHA BEPOATHOCTI BEABNSHAA aHEYTEHA WNK KNACTOreHa, JencTBy-
MILWLEMD Ha ONpegengHHon CTA0WH KNETOYHOMS UENa, HeoDRogMmMa, 4T08k0 MOCNegveMbibd XHMAHECKNM BalLe-
CTEOM Oeino obpaGoTaqdo JOCTaATCHMHOE KOMNKUYECTES KNeToK, NPeOcTaenAKMy paitble CTAOMM EMeTodMHOND
Ukkna. Boe Bugk obpadoTi KyNeTypkl JOMEHSl HEYMHATECR W JAKAHYMBATECH B NEepHoa, Kor0a kNeTk pacTyT
IKCNOHEHUMANEHG ¥ NRPODONMAKT DOCT 00 MoMedTa oThopa npob. Takws obpaios. cxesma obpaboTel kne-
TOHHBIX FAHEE W NEPEHYHEX KNETO4HBIE KyLTYD MOMET HECKONMBHS OTNHYaTLCA OT CREME: 0GpaboTRA M-
hoynToR, ANA Ha4ana KNeToUHOTo LUMKNA KOTOPLIX TRpeByeTcA MuToremMan cTuMynauna’’ . [ns numdounTon
Haubonee achheKTHBHEIA NEpWoD BOIIEACTENA MCCNeZVE el SHMAYECKMM BEWECTROM COCTaBNAET OT 44 00
48 4 nocne CTHMYNALKMA PHA ((DUToremMarnrmoTuHYH), B NEPWON ACHHXPOMHOMD AENEHWA KNeTok ).

6.1.2 Breino nakazaHo®!, 4To GONELLMHCTED AHEYTEHOR W KNACTOTEHOR BLIABNAIOTCA NOCHE HENDOLONMN-
TeENLHOM Neproda obpadoTid oT 3 00 6 4 (B NPUCYTCTEMW M NPW oTCyTCTEMKW 53) ¢ NocnedyiowMm yoaneHHem
WCCMERYEMOTD XAMWYBCKCID BELLECTEa | OTBORoM NPod B MOMEHT BOEMEHK, IKBUBANEHTHBIA NDOLONHETENk-
HMOCTH NpUBNWAKTENERD 0T 1,5 0o 2 HOPMANBHBIX KNETOYHLIX WHKNOB Nacne Havyana obpadoTim™’.

1 Cm. 171
2) Cm. [6]-
3 Cwm. [19).
41 Cm. [T
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6.1.3 OgHako AnA nogpobHol oueHEs, HeoDXoNWMoR ONA YCTAHCANEHHA OTRPHUATENLMOTD DEIYNLTATE,
NPOBOOAT TPW MCCNEOOBAHKA B CNeOyilM YONOBNARK, © WCNONLI0BAHMEM KDATHOBLEMEHHOND BOAOEHCTEBMA
HCCNeqyemMorn BELECTREa ¢ METABoNHWYeckod akTHEaUMEHd 1 Des Hee W ONWTENLHOrS Ro3INeAcTEMA el MeTa-
GonkdecKor aKTHeaum (oM. 7.2, 7.3.1 W 7.3.2%

< KMETHH B TEYeHWEe of 3 0o 6 4 NnogeepranT BoAQencTEMI0 MCCNedyeMara XMMHIYeCKOro BeuecTRa Hea
MeTaAGoNUYeckol AaKTUBALKKA ¥ CTEOMPAKT Npoby NOoCNe NepUoa BEReMEHN, DARHOTS NDHEMNKMAMTENLHMO NDogoN-
MATENBHOCTY 0T 1,5 00 2 HOpMankHex KNeToYHEx LHKNoB nocne Hasana obpabotoal’,

< KMETEW B TEYeHWe oT 3 oo 6 Y4 NOOeepraldT BOIOSACTEMI0 MCCNeOVeMOrs XMMHYECKora BRelBcTREa ©
MeTatonMYeckol aKTHEALKER W OTOMpaT Npoby NOCNe Neproda BpemeH, paBHore NpHBnNHaKTensHD Npo-
LONKUTENBHOCTH oT 1.5 00 2 HopManbHEX KNETOYHLX UHKNOER nocne Hasana obpabotia '

- KNETKH A0 MOoMEHTa oThapa npod NoJpepraloT Bo3asHcTaMG Bea MeTabonu4eckol akTHBALWK B TeYe-
HHE BOEMEHH, PABHMOMD NPUENKIUTENEHO NPCOONKATENEHOCTA OT 1,5 00 2 HODMANLHEIX EMETOHHEIX UAKNOS.

B cnyyae ecnud mobog U3 BelUenNpUMBENeHHBX YCAORME WCMETIHWA NDWBOONT K NONOMMTENEHOMY OT-
BETY. BOAMOKHO, HET HECBXOGUMOCTH MCCReOoRaTs OpYTMe cXemMsl obpaboTia.

ECny v3pacTHO WNK CTe OCHOBAHWA NPEANCNAraTte, YT0 MCCNegyeMoe XMMHUSSCKOs BEWECTED BNUAST
Ha NPOJOIEMTENEHOCTE KNETOHHOND UHKNA {(HanpuMep, NpM MCNTAHNY SHanNargs HyKNnecauaon], ocobeHHo
ONA KOMNEeTeHTHRX KneTox p53%), spema Ao vadana orfopa npof MNW BOCCTAHOBNEHMA MOWET BeiTe Npog-
neHo Ha NpooonsMTENnEHOCTE CREaYVIoWEY OT 3 00 4 ENeTouYHLIX LMENOB NOCNe HaYana KpaTkoCpoYHOD 1
QONTOCPOYHOND BOFEACTEIA). 3T BapMaHTel OTHOCATCA K CHMTYaLWMAM, KOM0a MOMyT BOAHWKHYTE ONAceHHA
OTHOCHTENEMO BOMMOMHOCTA BIAKMOOSACTENA MENTY HCCMNEIYEMbIM KHMHYECKMM BRILECTROM ¥ oyfoB. [pK
YEENAYEHKA BReMeHH 40 oTSopa Npod (T.e. korna oSWwes BpeMs KyNsTHBKPOBEHWA COCTABNRET 0T 3 00 4 Kne-
TOMHBINY LHKNCR] HeODXOOWMMO CNEqWTE 33 TeM, 4ToDK ENETHM NPOOCITHANK AKTHEHO OendTeECA. Hanpumep,
ANA NUMFoUMTOR IKCNOHEHUAANBHEIA POCT Yepel 96 4 NoCne CTHMYNALMKE MOKET CHEATECA, W OOHOCNON=
HEte KYNETYDE KNETOK MOMYT CNHMRATECA.

6.1.4 MNpeonaracMas cxema obpalboTHKY KNeTok NpvesgeHa B Taénuue 2. OBwpe cxemMied obpaboTin
MOWHD MODWgMUWPOEATE (NPK 0B0CHOBAHKK) B 3I2BMCHMOCTH OT CTAbWNBHOCTH W DE3KUWOHHDN CNOCODHOCTH
HCCNEOyeMord BeWEecTea HNK 0cobkix XApaKTEDUCTHE DOCTA MCNONbLIY BB KMETOWHE MIAHMA.

Tabnuwuya Z—BpemA oOpalboTi kNeTol ¥ Nnonyse-ys peaymeratod 8 Ml anandae

Kynerypa Yohnopan ofpaforom Mpaueaypa
Nirstpolare,  nepewd- | © gobasnaHyes 55, OnuremnsHocTs chpaforim — ot 3 go G 4 8 npueyTcTend 59;
HEIE KNETOMHEE KYNETY- | HDATHOBREMEHHDS BOZOBRCTENE | ydaneHwe 58 » cpeasl © BEWBCTEOM;
DEl W ENETOYHBIE NAHAW Aofasnarve CEEREN Cpags W oplod;
< BEEOEHWEM CyicE EHECALMA S9p8E NPOMEHYTOE Bpamedy o1 1.5 oo 2 Hop-

MEMNSHEX KNOTOMHE X LEENGE NoCna Hasdna UE'FIEE'I}T Kk

Bea pobasneHuA 39, kparkoepe- | QnureneHocTe 0bpaborkm — ot 3 0o 6 4

MEHHOE BOZNSHCTENE VO ETEHNE CPEgkbl © BELLACTEDM;

nobasnase CEEXEN Cpens W oyilod:

EHECALMA YapEE NPOMaHy TOE BpaMedr ot 1.5 ao 2 Hop-
MEMNEHERX KNET0HHEX LURNoE Notne HEsana abpabortawe

Baa pofaanedwn 58, aonurens- | OQovrenesocte abpabotie or 1,5 go 2 HopMansHeIs nepu-
HOE BOZ0SHCTENE OOOE KNETOMHOM UMKNE B NPHCy ToTEMM cplod;
EHHCALMA B KOHUE napdogsa oopaboTy

Mpumedanna — Mpya oBpaboTke ERETOHMHER MMHAE a3 cplol cremel 0DpEGOTEY MOBHTHHHEl NPMESDEHHEIM
BhRILLE, 38 WCKNHHEHAEM Tom, 410 cpod He qobasnsor.

6.1.5 B MoHOCNORHBIX KyNeTypax B kodue obpatoTer Nocne Bo30ecTEMA 8 TedeHwa 0T 3 00 6 4 MoryT
NPWCYTCTEOBATE MATOTHHECKAE ENETH {W0eHTUGHLKDYEMBIE KaK KDYyIMEe | OTAENSIOWHECA OT NOBEPXHD=
CTH). TIoCKONBRY 3T KNETKW NErks oTQEMNAKTCA OT NOBEQXHOCTH, OHM MOTYT BblTe NOTEpAHDL NEK yOANeHW9d
Cpeik, COOBMALYEH HCCNEOYEMOE XWMUYECKDe BelwecTeo. NP HANWYMK JOKa3aTENLCTE IHAYKTENBHOMD
YEEMAHEHNA YACNa MATOTHHYECKWY KNETOK NG CPABHEHMID © KOHTPONEM, YTO YEATLIBAET HA BEOATHYD OCTa-
HOBKY MUTO3A, KNETKW CNegyeT cofupaTe LBHTPHEYTHMPOBAHAEM 1 BOIERALLATE B Ky NBTYDY. 7000 N aHany-
2 WIDewaTk NOTEDK KNETOK, HAXOOALWWKCA B MWTOSE, KOTOPLIE MOMYT COOSRMATE MWEDORGDE/XDOMOCOM G
abeppauiM.

T, [19].
I Cwm. [35]. [36], [F7L
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6.2 PHUKCaAUWA KNETOK K NPUroOTOBRNEHHE NpenapaTos

6.2.1 Kaxayio kynetypy cobupasnT 1 obpabarteeaioT otgenewd. TpuroToRNeH e NDENARaTOs MOKET BENI0-
YaTh FTMAOTOMKHSECKYID ODpaboTry, HO 3TOT War He ABMASTCA HeoDXOOMMEM, BCAK COOTEETCTEYIOLWSE PACHpEge-
NEHHE KNEToOR JOCTAMHYTS SRy cnoccBom. ONA NpWroToENEHHA NDEIMETHRIX CTERON MOMHD MCNoNLIOBaTL
pAaHEE METOOE N0 YCNOBHA NOMyYeHAA KSHECTREHHLIX KNeToYHBY NPenapaTtos gNA ougsHEn. Ona oSHapy-
MEHHA MUKPDROED (B METOQE C GNOKMPOBEDN UMTOKMHEIA) 11 HAOEKHON MOEHTHMKAL MY OBYAOEDHEIX KNETOK
AoMEHE OeTh COXPAHEHE KNBTKA © MHTAKTHOR KNETOYHOH MEMGRAHOH M HENOBPEEASHHOH LHTONNAIMON.

6.2.2 Mo®HO MCNoNB30BaTE PAIHLIE METOOLI CKPACKK NPENaPATOR, TAKWE KAk MHMIa WNd CKpaLLIMBaHNE
Ny opeEcUaHT KMk JHK cneyidrYeckimia KpacuTenamMd. Monone3oaaine cooTEeTOTEYHILME oy ODe CLeHT-
Hul KDECHMTENER (Hanpumep, akpuiuHoson opawkesoro’! wnd Hoechst 33258 nmoc nupomam-Y21) momer
YCTPEHWTE HEKOTORBIE apTedrakThl, CEBR3AHHLIE C NPWMEHEHREM HE cneusdhsnex kK JHK kpacurenai. AxTe-
KHHETOXOPHEIE adTUTena, FISH ¢ naduesTpoMepHoivKe JHK acH0amd MnK mesedne i sify NnadueHT DoMep
CReuHHYECEMMK NDAaRMEDaMKE B COYETAHWA C COOTEETCTRYIWMM KEOHTPaCTHEIM OKDalLMEaHNEM JHE MowsHo
HMCMNOMNBI0BATE 408 WASHTUGHEILAM COOEpManHna (HenNkle XposMocoMibl BYOyT Okpalensl, TORGA B3k parme-
Tel AUSHTPWHECKKE XPOMOCOM CKDEWEHE HE BYOyT) MUKRPOROEE, OO WHDOPMALMA O MexaHIme W obpazo-
BAHWA NpeqcTaEnseT WHTepect) . MomHo MCnoNLanBaTk ADYIME MEeTogE AWhhepeHLMpORKM MEXOY KNacTo-
FEHAMKA W AHEYTEHAMA, BCNH 0E33aHA W NOOTEEHOEHE WX 3hPerTUBHOCT:. HanpyMep, GnA onpegenedHsIg
NEHWA KNETOK BABNeHWe sub-2N Agep B rMNogQWNNoMgHBE CNYYanx C WonoNuIoEaHdeM TaKWx MerTodon,
KAk aHanKa Haohpamesdid, NasepHan CEAHMDYIOWAA UMTOMETIME MKW NPOTOHHAA URTOMETEWA, TAKHE MONET
npenocTaeMTs noneadyis uedopmaumo®’ . Mopdionomyeckne valinogeHna AAeD Tacke MoTyT YEAILIBATE HA
BOAMCERHY IO 3HE YT,

Mpe# 3ToM MEeTAEEIHEIH AHANMI DOMOCoMHEE abeppauKh (NEEQNOYTHTENLHS © TEM HE THIOM KNETOK
W NPOTORCNOM CO CPaBHHMOA YYBCTBWTENLHOCTLID ) TAKKE MOMET DulTe NoNeIH6M cnocobom onpegeneH9a,
ABNACTCH MM MAKDOALPA CNEACTEMEM NOMNOMOK XPOMOCSM {YdMTRIE3A, 4T0 NOTEDA XPOMOCONM HE DyaeT oSHa-
DY#EHS MPK aHanA2e XpomMocosHLx abeppaumial.

6.3 AnHanwua

6.3.1 Nepeg NpoRELeHWEl MAKPOCKOMNWHECKDID BHANWIA YacToThi MMEPOALED BCE NPENApaTel, B TOM
YACME KOHTPONA PAcTEOPWTENA, HeobpaboTaHHoTD KOHTPONA (NPM WCRoNLI0BEAHKK] W NON oMW TENEHDTD KoH-
TooN®, AoMsHE ObiTe HEIABWCHMO 33WWPPoEaHE. Mpd HCNONEI0BEIHWA AETOMATHIMPOBAKHON CHUCTEMEI
OUEHKK, HANPMMED NPOTOHHOR UWTOMETPIK, NAEPHDNA CHAHADYIOWER LWTOMETPHMA MMM aHAMKM3A Maohpame-
HAH, CNE0YET MCNONLI0BATE COOTRETCTEYVIOWKE METOOLI ONA KOHTDONA MOS0l CHCTEMAaTHYECKDN clbrK MM
MOTPELWHOCTH. HE3aBKUCHMS OT SRTOMATUIWPOEAHHOH NNATEOPME., KCNONBLIYEMONR ONA NOACHETa MAKDSAJED,
CEFI, R, RPD wnia RICC ougHWaanT OOHOBDEMEHHD.

6.3.2 B wyneTypax oSpaGoTanHen cyfol ONA OU@HKM YacToTkl MUKPOADER A0NMHD GbiTh NpOAHATK-
anpoRaHo He medes 2000 pBYROEPHL KNETOK GNA Ka¥A0R KOMUEHTPAUMM 1 koHTponA®! paasomepHo pac-
MpeoensHHbX Mesdy NapannensHobiMd aHand3amid (penndkaTamu), npid ix Acnons3oeavin. FNpy nCnsmasdd
OTAENBHOR KYNBETYER Ha Aosy (oM. 5.6.3.5) gonwHo BelTe oueHeHs He MeHes 2000 oeyAdepHEX KNETOR Ha
Iy NETYRyY ). ECM AnNA oUeHKE NP Kawa0A KoHUeHTpauKh AocTynHo medes 1000 geyAnepHs KNEToK Ha By k-
TYRY (ANA NapannensHels BNeTyp) dnid 2000 (GNA oTOenEHOR KyNETYPbL] ¥ He OGHARHEHD SHAYNTENLHOMD
YEE2MMYEHUA KOMWYECTEE MUKDOROEP, WCNBTAHHE NOBTOPRIOT, MCNONLAyA DONbWEEs KOMWHNECTED EMETOK MM
MEHEE UMTOTOKCHHECKME KOHUEHTPAUMM, B 33BMCHMOCTH OT TOro, 4To uenecoobpaiyo. He cnedyer y4MTeIBaTL
OBYAAEDHEIE KNETHH HENPABXMNEHOR DOpME: WK © OBYMA AGDEMK, CHNEHD OTNAY30WWSMIACA NO paaMmeny. He
chedyeT NyTaTk GEYAAEPHEE KNETKH ¢ HEHODMANEHD PaIGpoCcaHHsIME MHOMOROEPHEME KNETEaMA. KneT,
cofepHawde Gonee Qoyx AJep, HE CNeayeT aHaNHIKPoBaTE Ha HANWHWE MUEDPOAGED, NOCKONLEY WCXOOHaA
(CNoHTaHHAA) 4ACTOTA MUKPORAED B 3TMX KNETKAX MOWET Beite BeiLe®! [onyckaeTch NOACHET 0QHOANE PHEX
KAETOK, BCNH OOKAIEH0, YTO WCCNEGQYEMOE XHMWYECKOS BEWECTES BNWAET Ha aKTWBHOCTE cytoB. B Takux
CRy4aas MOKET BiTe NONeI8H NOETOPHEIA aHanika el cptol. OueHka oQHOASEPHBIX KNETox B GONONHEHWE K
NBYAQEDHEIM KNETKaM MOKET NPEACTABKTE NONeAHYID MHBIopMaLMa’’, HO He ABNAGTCA 0BA3aTenLHOM.

Tr Cw. [78].

21 Cp. [79).

3) Cm. [1B]. [17].

%) Cm. [BO}—82).
) Cm. [83].

8] Cm. [B4].

71 Cwm. [B5] [95].
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5.3.2 B WoneiTaddAx ¢ KNETOYHBIME NHHMaME Des oyioB NpoeogAT axHanl MUKROROED HE MEHEE YEmM
Ha 2000 wNeToK HAa KOMUEHTPALMIO MCCNEdyeMOro BEWECTBa W KOMTPONE'!, paBHOMEDHO pacnpeneneHHblx
MEWKTY NEPANNENaHBIMA HCNBITAHHAMA, SCMH WX WCNoNB3VICT. B WCNBITAHWMAK © NOCTAHOBKDR OOHOH KyNeTyDk
Ha EOHUEHTpaUWo (Ch. 5.6.3.5) aHaniadpyioT He seHes 2000 kneTor Ha KynkTyDy. Ecnv ANS OUEHEd NPK Kaik=
L0 KOHUBHTREUMWIA DOCTYNHO Maxea 1000 wneTor Ha KyNeTypy (ONA NapannenkHbix KyNsTYR) unik 2000 {on\A
OTOENBEHOA EYNETYPE) M HE ODHADYEEHD IHAYMTENEHOM YEEMWIEHWA KONWYECTEA MEKPOAOSD, KCNBITAHKWE
MOBTORAKT, MCNOMNL3YA DONLWEE KOMWMYECTED KNSTOK WK MeHEs LWTOTOKCHYECEWE KOMUEHTRAUWH, B JABHCH-
MOCTIA OT TOMS, Y4To Uenecoobpaaso.

5.3.4 MNpy MCNONE30EAHKA cPtoB ONA CUBHKW KNeToYHoR NRonWEeEnaliin (oM. NRWNomeHe &) Cnegyer
onpedenATe CEP/ unK K, adandiupys He medes 500 kneTok Ha gyneTypy. MNpW Bo30edcTBMKW B OTCYTCTEWE
cytoB cnegyeT NonyYiiTe GaHHsLIE, YTO aHANKIKPYeMbIE KNETKK NDOWNK Nponidepauki (oM. 5.6.3.1—56.3.5).

6.4 Keanudmrauua nabopatopHK

6.4.1 nAa nogTeepHdgHkna QOCTaTOYMHOMS onklTa nabopartopun Nepel NpoBESEHAEM DYTHHHEIX aHarnm-
0B OMA AOMEHA NPORECTA CEPHI0 MCNEITAHKA C ATANOHHEMW BELIECTEAMM MONOKWUTENBHOTO KOHTRONA, [EM-
CTEVIOLWLABMIA M0 PadHEM MEXaHHMIMaNM (HE MEHEE OOHOND © METAGONMYEcKOn akTHRALMER, anHorD Des Hea K1
COHOND, AEACTEVIOWErD N0 AHEYTEHHOMY MEXAHWAMY, BLOpaAHHLIX K3 BELECTE, NPHBENEHHEIX B Tabnuue 1; 1
pAIHBY OTDHUATENLHLIX EGHTRONER [BRNICYAA HeobpaboTauHe KYNETYDE W PadHLIe DAcTRODHTENM HOCHTE-
niA). OTESTE ITHX NOMOKHTENEHES M OTRMUATENLHEX KOHTPOMNENR O0MEHEl COOTRRTCTROBATE JaAHHLIM HAYUHOR
NATEPATYDL. 3TO HE NPEJYCMATPHMBAETCA ONA NABopaTopril, MMEILWKHY ONMT, T. €. MME0LWHX HCTORHUSCKYID
Daxy QaHHBLIX, KaK yCTauoenmeHs B 6.5,

6.4.2 MNpy BulGope BEWECTE NONOKHTENLHOTO KORTPONS (oM. Tabnduy 1) CNeQyeT NpoBECTH MCNBITAHKA
NEK EPETEOBPEMEHHOM M ONATENEHOM BOIJSHCTOMER B OTCYTCTEME MeTabonyYeckol asTHEALWA, 3 Takwe
MPK KLATKOBPEMEHHOM BOIGEHCTRWM B NPWCYTCTBMK MeTABONUYeckol aKTHEILMM, YToBE NponeMoHCTRUpO-
BATE MX CHOCOBHOCTE BRIARNATE KEACTOMEHHEE M SH2VTEHHLE BELECTRE, ONpedenawwe J0hekTHaHOC TR
CHCTEME! METABONMYECKOR aKTHEALMKM WM NOATEEDHOAIOWWE NPMIOOHOCTE NPOUEOYE OUSHKN (MAKDOCKONMYe-
CEMA BMIYANLHEIR AHANKI, NPOTOMHAA UMTOMETDMWA, NAIEDHAR CKAMMPYIOWEA UWTOMBTDIAA W4 aHANKI Mao-
SpakeHyd ). Q0anasol KoHUEHTEEUHH BeBpaHHsy BewecTe NoatupanT Tasus obpaaos, 4Tobe obecneqdnTs
BOCMPOHIBCOWMEIE 1 0BYCNORNEHHEIR KOHLEHTDAUWER YBENWHEHHA Had hoHOBRIM YDOBHEM ONA Toro, YTobk
NPOAEMOHCTPMPORATE YYBCTEWTENLHOCTE M QUHAMMHECKME OUanNaios HonNs TYeMOoN CHCTE Ml

6.5 McTopuueCKMe KOHTPONEHLIE SaHHLIE

6.3.1 NaGopatopua QOMEHA YCTaHOEHT b,

= MCTOPHMYECKIMA QUanNaaoH NONCHKKUTENEHMOND KOHTPOMA M PACRPEOEnSHIMA,

« MCTOPMHECKIMA QMANAA0H OTPWUUATENBHOMD KOHTRONS (HeobpaboTaMHelit KOMTDONE, KOMTPONL PACTAC-
PUTENA) U DACNDeOEnesH e,

6.9.2 MNpw Nomy-4EHAKr NERELIX OaHHBN AR CO3JaHnA D@kl DaHHLIX WCTODWHECKOND OTPMUSTENEHOND
KEOHTPONA PeaynbTaAThl NAPANNensHbX OTDHUATENEHEIX KOHTDOMSA OONKHE COOTRETCTBORBATE ONYyDMUuKoBaH-
HEIM AaHHEM OTRULATENLHOMS KOHTROMA, 86T OHH CYLLECTEYIOT. [TOCKONLRY K KCHTDONBHOMY DacnpemenaHuio
gotapnseTcd GONBLWE JKCNEDUMEHTANBMLIX OAHHEX, GAHHEE NRPANAENLEHEX OTPHMLATENLHEX KOHTPONeN B
HAEANE oM Hb HAXOOHTLCA B 85 Yh-HOM JoBEDWTENEHOM MHTEDDANE KOHTPONEHBIX NPEOENOB ATOND pacnpe-
nenedus”’. McTopryeckan Gaia ganHbix OTPUUATENEHOM KOHTPONA Nafoparopyit MAHANANLHO AOMMa DeiTs
MOCTROBHA NS PE3YNETATAM He Medes sen 10 WonNemaddil, Ho ONA cocTapneqHs Baik AaHHEX NPeano-HTH-
TEMNEHO HANWYME DEIYTILTATOR HE MeHea 20 IKCNepUMeHToR, NPOReOeHHEY B CONOCTABRMBIX Yonopuax. Ila-
SopaTopMK O0MmeHsl WCMoNeI0BATE METOOL KOHTRONA KEYECTEA, TAKME KAK KOHTDOMNuHBIE KAPTR [HANDMMED.
KOMTPONLHAR KAPTa YWCNa HECooOTRETCTRWA (C-charts) MNK MTUCTOrPpaMMa CDaaHWY IHaHe WA {X-Dar charts)*],
YTOOB ONPEOENMTE BapUabensHOCTE JaHHbx. NONOKMHUTENLHOTS W OTPEUATENEHOMND KOMTRONEH, W NOKaaaTh,
YTO NPOLEaYPa HCNbITAHWEA B NabopaTopHy HaXoQUTCA 4nad KoHTponess . JoneNHATENLHbIE DEXOMEHEAL A
O NOpAOKE CO3NAHMA W MCNONEIOBAHKA Baibl JaHHEE KCTOPWUYECKOrD ECHTROMA (TO 8CTh KPHTEDHK BEMIOYEHIA
(M MCKMICHEHMA) JaHHBIX B BAly QaHHBIX WCTORUYECKOrD KOHTPONA U EPUTERHA NPHEMNEMOCTH ONA 4AHHOM
HCMLITAHKA) NPUBEOEHE B HAYYHO® NMTepaType .

T G, (B3]
2 Cm. [BT). (BE].
3 o, [8B].
4t Cm. [BT].
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6.5.3 Miobbie HIMEHEHKA B MPOTOROMNE MCNLITAHWA CNEOYET DACCMATPMBATE C TOMKM JDEHWA COTNacoEa H-
HOCTH JAHHERK G CYLECTEYIOWMMA BAIAMA JAHHER ACTODMYSCKOrD KoHTpona natoparopun. obuie cepees-
HBIE HECOOTREETCTBUA AOMMHE NPUBECTH K COAEaHMI HOBON Bask AAHHEE ACTODHYES KOS KOHTDONA,

6.5.4 Hankee OTRUUATENEROMD KOHTRONA JOMKHL COCTORTE M3 YACNE MHUEDOASEDHLIX KMNETOE COHOM
KYIBTYPE ANM CyMMEBl Nagannenskey KyneTyp (oM. 5.6.3.5). JasHse napannensHorn oTpHUarensHong KoH-
TRONA B WOeane QonHksl HaxoguTech B 95 YoM JoBEEpUTENEHOM MHTEDBANE KOMTDONBHBE Npe0ench Galbl
IaHHBIX HCTOPUM4ECKOre oTPMUATENLHOMD KoWTpana naGoparopsu''. Ecni ganHbe NApannensHoro oTpMua-
TENLHOTD KOHTPONA BRIXOOAT 33 Npegenst 95 %h-HelX KoOHTPONBHLIX NPEAENos, OHH MOMYT DslTe NPUEMIeME
ONA BEAHeHKA B §32y NAHHEX HCTODMYECKDND KOHTRONLHOM PACNPEaeneHna, S0k aTH aHHLIE He ARNAIT-
CR AKCTPEMANbHBLIMK BROpOCcaM 11 MMEIOTCA GOKAIATENLCTEA TOMD, YTO0 CHCTEMA MCNEBTAHWA HAX0OWTCA «naa,
KOHTpONEs e (G, G.5.2) W BCTE A0KaIaTENECTEA OTCYTCTEBMA TEXHUHECHDR OWWGKK MNK owkb oneparopa.

7 aHHBIE U OTYETHOCTL

7.4 NpegcrapneHye pesynLTaron

7.1 NpW Menone2oBaHKK. METOOMKM LMTORMHETAHECKOND BRosa OnA oUeHE MHIVEL WY MAKDoRIeD ne-
MONEIVIOT TONEKD Y3CTOTH ARYASEDHLIX KNETOK C MUKPOALPAMM (HEIIBHWCHMO OT YHCNA MUEROAGED Ha KNeT-
Ky}, Moac4eT KonU4ecTBa ENeToK © OOHAK, A8YMA 1 Bonee MAKPOAIDAMA MOKET 0aTh NONEIHYD MHgopMa-
LMD, HO HE ABMAETCA oDAIATENLHEIM.

712 Mapannensxs NEOROSAT OUEHEY UATOTOKCHYHOCTA WHNKH UATOCTATHHYHOCTH ANA BCEX KyMeTYD —
0BpafoTaHHEL, OTDHUATENEHOM M NONOMHTENEHOMD KOHTpONERZ!. HeoSxoaMMo BedMcnvTe CEBR une R gna
Brgx 0GpaboTAHHEL W KOHTPONBHBIX KYNETYD KAK MERY I3080MKN ENSTOMHOND LWKNS MPK MCNONLI0BIHMA M-
TOA3 UHTOKMHETHYeCckoro Gnoxa. Npd oTcyTCTEWW cyTol chedyeT Kononk3ceaTe RPD wnu RICC (ca. npuno-
HEHHE A).

7.1.3 Dansole NprendAT no OTaensHbit KyneTypan. Jonons«TeneHo Boe JanHse cneayeT oSobwu|Te B
TaGnuwaHol apne.

7.2 KpATepHHA NpHEMNEMOCTH

7.2.1 MNpeMnemocTes HoNBITAHKA OCHOBAHA HA CNeOYIOWMK KpUTEDWaAx.

- pE3YNLTAT NARANNensHoND OTPHLATENSHOM KOHTRONA CHMTAI0T NpHesnetsiv and goSaenedva B Gaay
AAHHEX MCTOPWMYECKONS OTPUUATENEHCIS KOHTROoNs NaSopatopuu Npw cooTRETCTRHK 6.5.2;

= NapannenbHble NoNOHHTEMABEHEE KOHTDONK (oM. 6.0.2) OomeHbl BbasBaTeE OTRETL, COBMECTHMBIE C
OTRETAMM, NMPHBETEHHEIMKA B ACTODWYECKOR Bade JaMHbix NONOMKWTENLHONS KOHTRONA nabopartopun, obacna-
YHBAKLWMWE CTATHCTHYECKY IHAYMMOE YEENHYEHWE No CRPABHEHHIO © OJHOBREMEHHEIM OTPWLUATENEHEM KOH-
TROTEM;

- AOMEHEl DbiTh BbLINOMAHEHE KDUTERHMK Nponddepayi KNeToK NpW KOHTDONe pacTeopuTand (ow.
5.6.32=56234)

- BCE IWCTEpUMEHTANbHER YONoBWMA Bbill NPOBELEHb, KPOME TEX CNYYaen, KOMga oOHO IKCTEDHME H-
TankHoE YONoBHME NEHEET0 K NONOEMTENEHBIM DeayneTaTam (cm. 6.1.1—6.1.5),

- AHANWAWDYIOT A0EKEATHOE KONWYECTED KNETOK W KOHUBHTPaUKWA (oM. 5.6.3.53 1 B.3.2—5.3.4);

= KpMTEDHK Bpi0opa MakCHMansHoW KOHWEHTPAUWKW COOTBETCTEYIOT KDHTEDWAM, MPUBESEHHLIM B
5631=5638

T3 OuUeHKa W HHTEPNPETAUMA pelynLTaToR

739 Mps yCRoBKK, 9T0 BCE KPHTEDHA NPHEMNEMOCTH BRIMONHEHE, KCCNEOYEMOe XMMWHECKoD DeLLe-
CTES CHHTAKIT ABHD NONOKUTENEHEIM, BCMTH 8 MODOM K3 MCCNeZOBAHHBIX YoNoBWE asankaa (oM. 6.1 1—6.1.4}:

- %0TA Okl OQHE M3 HCNLITYEMBLY KOHUEBHTPAUKWA JEMOHCTPHMPYET CTATHCTAYECK IHEYHMOE YEEMWYEHHE
N0 COABHEHMIO C NapanfensHisiM oTPHLATENEMEIM KOHTRONEM !

- YEENWHEHWNE JABKMCHT OT 0036, N0 EPERHEN MEDE, NP COHOM WCCNEOYEMOM NADAMETRE MK OUEHKE C
MOMOWER COOTRETCTEYIOWEND AHANK2A TEHOEHUWK (TPeHI-TecTa) (o, 5.6.3.5);

- G0N W3 pEAYNLTATOR HAXOAWTCA 38 NESOENaMHd PACIPEOENEHNA WCTORMHECKIE aHHBIX OTDHLATENk-
HOTS KOHTRONA [HanpdMep, Ha OCHOBE 93 %o-HbIX KOHTRONEHES Npegenca no MNyaccody (oM. B.5.4]].

) Cm. [B7], [B8].
2) G, [18).
31 Cw. [BI].
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Korga ece 3T KpHTeprii coBno@etsl, CHATAIOT, 4T0 MCCNeayeMos XHMANECHDE BELWECTED CNOCODHD Bil-
IMEATE PAAPLIEL XPOMOCOM WM YECMWHEHAE MW NOTEDID B 3TOA KCNBITYEMOH CUCTEME, ParoMeadgad ik no
BLBOpY HAWGones NOOXOOALLME CTATMCTHYECKHME METOO0R NPUBEAEHL B HAYYHOH NuTepaType '’

7.3.2 TpK yoRoBKK, 4TO BCE KPHTERKN NPHEMMBMOCTH BuiNONHEHEl, MCCNEOYEMOE XHMHYETKOE BELIE-
CTEO CHWTAINT ABHD CTPHUATENbHLIM, BCMW BO BCEX MCCNEdoBaHHLIX YCNOBKAR aHanyaa (ca. 6.1.1—6.1.4)

= HH OOHA W3 KCNETYEMBIX KOHUSHTRALWA HE QEMOHCTPHDYET CTATUCTHYECKH IHAYMMOTD YEETHYEHWA N0
COABHEHWIO © OOHOBREMEHHEIM OTPHLATENEHEIM KOHTDONEM,

= HET HWEAKOrD CRAIAHHCTD © KOHUEHTPaUMER YEENHYEHWA NP OUEHKE C WCMoMNbI0BAHWEM COOTEETCTEY-
IOLYEND AHANWIA TeHASHUMH [TRERd-TacTa),

- BCE pPEIYNETATE HAXOOATCA B NPEAENax pacnpegenaqis 0aik AaHHBR MCTOPHYECKONS OTPHUATENLHD=
M KOMTPONA (HANpHsMep, Ha OCHOBE D5%h-HbiX KOHTDONbHBIX Npegenca no MNyaccody, oM. 6.3.4).

B Taxom cry4as cHMTaeT, YT0 MCCIedyeMOe XMMHYECEOE BRIWSCTRO HE CNOCoGHD BbILIBATE PAIDLISE
XPOMOCOM WK VEENHYEHWE MNH NOTERI0 B 3TOH WCNBETYEMOA cHeTame. Pekomedgaudd no eebopy Hawbo-
nee NOAXOOALMY CTATHCTHYECKMY METOA0B NPMBEAEHE! B Hay4Hoi niTepaType’’.

7.3.3 OTtocyToreyieT Tpeboravka ANA Bepldivialdi ABHO NONCEWTENLHOMD MMM ABHO OTPHUATEMNBHOM
CTBETA.

7.3.4 Ecnn oTBET HE SBMAETCA ARHS OTPULATENEHBM MM SBHO NONOEATENEHEIM, KAK YEaIaH0 BRHUE, W
MW 8Cni HechxoqMma NoMowW s B YCTAKOBNEHKKA DUONOrMYecksl SHAYMMOCTH DEIYNETATE, JaHHEE GONKHE!
DeiTe OUEHEHE JKCMHEDTHEM 3AKNOYEHKEM WIANK JanbHEAWMME MCCNegoBaHAAMA. MomeT DbiTe MOneas b
MOgCcHer GOoNONHWTENBHER KNEToK (NP HEotXoOMMaCTH) WK NDOEEOEHWE NOBTOPHOMD SHANWAA, BOIMOMHD
€ MCTIoNE30EIHWEN MOORDUUHPOBAHHLIX YCNOBWA MCNHTAHWA [HAaNDHMap, AHTEPBaN KOHUBHTPALKW, GpYTHE
YCMOBMA METAGONHMHECKOA aKTHEALWM (TO 8CTe KOHLBHTRaUMA 59 mnu npolncxowaende 59)).

7.3.5 B peornx cny4anx (gane nocne NpoBegerrd JansHedWss MCCNegosaiia ) CoOBOKYNHOCTE SaHHbIX
HE NOABONAET CASNAETE NoNOMHTENBEHOE KW OTPHUATENLHOE IAKNICHEHKE, W NOITOMY PRIYTILTATL DYayT CHi-
TaTbCA COMHUTEMNEHEIMM.

T.3.6 Voocnegyenbleé XMMHYESCEME BRLLESCTRER, KOTOPRE BhiakiBaT obpazopadne MAKDCAZED B MKUEDO-
agepHomr (MM} adanuae in viltro, MORyT JOCTHMATE 3TOMD, NOCKONBEKY OHM BbiZLBAKT Pa3peiE XpPOMOCORM, No=
TEPK XPOMOCOM WNK WX koMEMHAUMID. JansHERWHE 3H2NH3 C WCNoNeI0DIHAEM AHTHEMHETOXODHEE SHTHTEN,
LEHTDOMEDHED CTIEUWEHYECKAX 30HO0E i S0 WNK OPYTWX METOG08 MOWET OelTe HCMNONBEIOEAH ONA CTIpEaE-
nexKA Toro, obycnoBneH N MEXaHnaM KHOYELWKE MAKDOAGDA KNACTOMEHHDA WWNA aHEyreHH0R aKTMBHOCTE.

7.4 Otyer 0 pe3yNLTATAX MCNLITAHWA

COTUeT O pESYNETATAXN MCNBITaHME ACMESH CO08PMaTE CRETYRLYIO MHODM AL

7T.4.1 Meocnegyemos XMMHUSECHOS BELWECTRO:

= MCTOUHKE, HOMED NAPTHM, CPOK MOOHCCTA (NP H3MAY AW )]

- CTABMNEHOCTE MCCHEaYEMOND XMMHUYSCKOND BELLeCTRA [ECNH MIBRCTHA),

« cNOCOBHMOCTE MCCMeqYEMOTD XMMHUYECKOrD BELRECTES BCTYNATE B DEAKUMIO © PacTBODMTENE M/ HOCHTE-
MER UMTMA CRPEO0A ONA KYNETHEMPOBAHWA KNETOK,

- PACTEODMMOCTE M CTADMNEHOCTE WCCMEAYEMOrs XMMWYSCKOTD BREWECTEA B PACTBODWMTaNS (BCnM Wa-
BECTHA ),

= HIMEPEHWE AHAYEHHA pH, OCMOTHUYSCKOM KOHLBHTRAUWM M 0CAOKA B EyNETYRansHoR cpene npd qodap-
NEHWE MCCNEnyeMons SMMHYECKOND BRlecTEa (NpK HeobxoOMMOCTI ).

7.4.1.1 OQHOKOMNOHEHTHOR BEWECTEO.

= DHAMYECKHE CROMCTRA, PACTEOPMAMOCTE B BOA8 W JONGHETEN:HEE COOTEETCTRYHLHE drHIMKD-XKH M-
YECEME CRONCTREA,

< KHMWYSCEAR HOBHTHdHKAUKWA, TAKARA KaK HausMeHosaHue No IUPAC wnu CAS swomep CAS, kog SMILES
i InChl, cTpyrTypHAR POpMyYNE, YACTOTA, XMMUYECKAR KOeHTAMKKALWA NpUMECER M COOTRETCTEYHIL MG O0-
MOMHATEN MBS DMIAKD-XAMWYRCHAe CRONCTEA.

7.4.1.2 MuorokoMnoleHTHoS BelwecTes, UVBC w cMeci:

« XAPAKTEDWIYIOT (HACKONBKD 3TO BOAMOEMO] XHMHYECKMM HAWMEHOBAHWMEM [CM. Bl ), KONWYSC TREH-
HiM COOSPMAHKERM M COOTEBETSTEVIOWMMM DHIKKO-XUMUHYECKHMA CEOACTBAMK KOMMIOHEHTOR,

7.4.2 PacTeopHTenk:

- GOOCHOBaHWE BblGopa pacTaopHTens,

= NPOUEHTHOR CONEDMAHME PACTEODUTENA B KOHEYHOR KYNETYDANEHON Cpaae.

1 Cw. [20}—{82].
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7.4.3 Knetku:

- TN M HCTOYHAE ACMONLIYVEM bIX KNETOK,

« MPAMOARSCTE MCNONLAYEMOTD THNA KNETOK,

- OTCYTCTEME MUKONMAIME B CRYUIES KNETOYHEIX NHHMA;

< ANA EMETOMHLIX MMHKE — WHQOopMaUMA 0 NPOOoN¥MTENEHOCTH KNETOYMOrD LuKna |k ob mHoekce
NpanudepalK;

- npK paboTe ¢ NUMEoLWTAMK NS JOHOPoE KROBW, BOARAcT W N0GaA COOTEBETOTEYIOW AR HHIDODMAaLIMA
0 DOHOPE, USNLHAA KPOBL WA OTOENEHEE TMMOUNATE, MCNONBIYERMEI MATOMEH,

-« HOPMANEHOE (OTPALATENLHLIH KOHTDOME ] BREMA KNETOMHOMD UHEDE;

- HHCNO NAccaxel (BCNK MCNONBI0BANM) — QNA KNETOYHEBX MAHHIE,

« METOAE MOQOSLAHWA KNETOHHEX KYITETYD — ONA KNETOYHBLE TIAHAR;

= MOOANLHOE KOMNAYECTED KPOMOCOM — ONA KNETOYHE NAHAER

7.4.4 YonoeWa MChbiTaHHiE:

- MOEHTHUDUEALUWA BEWECTES, GNoKMPYIOWETD LMTOKMHED (Hanpusep, Cytol), MpM UCoreI0saEHWM, 3 Tak-
MWE BM0 KOHUBHTPALMA W NPoOONMHNTENEHOCTE BOIOSACTENA Ha KNETKM,

= KOMUE@HTRALUMA MCCREqyeMoTs XMMUWYECKOrD BEWecTRa, BelDAMEHHAR B BAOE KOHESHOA KOHLEHTDE LM
B KyYMETYPanNsHDH COR0E (HANDUMED, MET WA BMEICMS MO MMOE KyNETYDANEH0N Cpadbl;

- DBOCHOBAHKE BRIGODE KOHUSHTPEUMA M KONWYECTEa KyNETYD, BEMOYAA JaHHBE O LUTOTOKCHYHOCTH |
OFDaHWYEHHOR PACTECPUMOCTH MCCNedyeMars BelIEcTRA;

- COCTAR CPpefkl, KoHUeHTpauMa CO., {(ecnu MCNONBIORANN), YPOBEHE BNAMHOCTY,

= KOHUEHTpaUKa [A/une obeem) pacTEOpUTENA M HCCREAYEMOrD XEMAYSCKOND BelecTea, AobapneHHor
B KyNETYRansHyI0 Cpeay;

- TEMNEPATYRE W BDEMA HHKYSALMA,

- NPOOCHHTENEHOCTE COPaBoTHW KYNLTYDL ACCNEOYEMBIM XAMAYSCKHM BELBCTEOM,

- Bpema nocne obpadoTe a0 HECALMI,

- MANOTHOCTE KNETOK NPK NOCEBE (@CMA NEMMEHIAMD )

= THN W COCTAS CUCTEMB METADONKHYECKDR AKTHEAUMK [MCTouHKME S8, cnocoD NpKIoTORNEHHA CMEeck 39,
KOMLUESHTRALWA M 00ben caeck 59 1 55 B KOHEYHOR KYNETYRENLHOH cpE0e, KOHTPONE kaqecTea 59 (Hanpr-
nMep, PEpMEHTATHEHSA SKTHEHOCTL, CTEPHNEHOCTE, MEeTabonuYeckan cnocobHoCT));

« BEULACTREA NONOMWUTANSHOTD W OTPHLUATENEHOMD KOHTPONER, KOHEYHEE KOHUEHTDAUMM, YCNORMA 1 Npo-
OOMEMTENEHOCTE NEPUOO0R BOIGRACTENA M BOCCTAHOBNEHMA;

- METOSEI NPWIOTORMNEHHA NPENARATOE # MCNONEI0BAHMEIE METOOL CKDALLWESHKA,

- KPUTERHM NOACHETA MAKDOASEDHLIXY KNETOK [OTOOoD aHaNWIKpYeMBIX KNETOK 0 MOSHTHOMKAUME MUKDD-
Aep).

= KOAMYECTED NPOaHanNMIMpoRaHH kX KNeToK,

« METOBI MAMEPEHMA LWMTOTOKCHMEHOCTI;

- moban JonoNHATENEHAR MHGOPMALKA, OTHOCAWAACA K UWTOTOKCHHHOCTH W MCIONBIyEMOsMy METOIY,

- KpMTEDHK NS NPWIHAHWA ACCMEA0BAHKA NONCEHTENEHLIMA, OTRALATENbHEIMA KW COMHATENLHBIMA,

= MCNONBEI0BAHHEIR{E ) METoO(kI) CTATUCTWYeCKOrS SHaNM3E,

- METOOR!, HANPUMED WCNONEIOEIHWUE KNHETOXODHEN SHTHTEN WM NaHLeHTROMEDHEIX CReludHYeckix
A0HE0R ANA ONpegenaHdds TOro, COOepMaTt Mia MUKpoAOPa UENbHLIE MMM (DPEarieHTUROREAHMEIE XDOMOCOME
(NP MCAONBICRA HHIA),

- METORI, MCNONBIYEMEIE 0NA CNEPS0ENeHa JHAYeHHA pH, 0CMONANsHOCT M CCagKa.

7.4.5 PeayneTaTk.

- ONPEOEneHUe NRUEMNe MBI KNETOR 0NA aHanyaa;

- HOMMHECTBO KNETOR, NOOBERrHYThX BOZNEACTEMI B OTCYTCTRKE cyioE. 1 KONWYECTBO KNETOK Nocne ob-
paboTkK A0 OUECALMK ANA KEKO0H KyNETYDEL B CNYYae KNeTOYHEIX NAHHAE,

= MCNONEB30BARHBIA CNOCOE MIMEDEHHA LHTOTOKCHHHOCTH, Hanprmep: CEBPI wnn B e cnyyae BRoEMpoBKa
UuTokkHeas; RICC wnk REPD (ecnu seTogs BNoMpoBKA LWMTOEWHELS HE MCNONBAYIOT), OpYTiae HabnooeHudA,
MpH HEDBXOOMMOCTH (HANPUMED, CAMAHKE KTSTOR, aNoNTo3, HEKPOA, NOOCYeT MeTaMas, YacToTa OEyYANe PHEX
KNEToK),

= DpWasdaky 0GpaInBEaHKA 0CRAKS W BDEMA 80 ONpeaene Hua;

- AaHHEE O IHaYeHM pH ¥ ccMOoTHHECKOR RoHUeHTDaUMH obpabaTeBaeMeR cpeasl (80nH OHM onpene-
nexe):

- pACNpEnSnEHne OOHO-, OBY- 1 MHOMOALEDHED KNETOK NPH UCHONLIA0BAHWY MeTOoga BNOKMDORKK LWTO-
KHMHEaa;

14
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= KONMHECTES KNETOK © MUKpOAZPaMA, MPWMBE0EHHOE OTORNEHD ANA KaWkgon oDpatoTauHoN K KOHTPON k-
HOW KyNbLTYPERl W ONPEOEneHHOE BHE JABMCHMOCTH OT TOMD, RENRIOTCA N ENETHH OBYA0EDHEMH MMM 0OHOAGE0-
HEsiMM [NTEM HEOGXOOHMOCTH),

= JABHCHMOCTE KOHUEHTPAUMA — OTEET [(NPH BOIMIMHOCTIH);

= QAHHEIE N3pannensHbX OTPMUATENBHEY [pACTRAODATENL] ¥ NONCKUTENEHBLIX KOHTROMEA (KOHUEHTpa-
LK ¥ PACTBOPWTENH),

- aHHLIE WCTOPWHECKOND OTPHUATENEHMOTS (PACTROPWTENL | W NONCHATENEHOMD KOHTPONA © JHanasoHa-
MM, COEQHMMIA IHAYEHHAMA W CTAHZIPTHLIM OTEACHEHWEM 4 85 Yo-HBIMA KOHTPONBHLIMA NPEOEnasW pacnpe-
QENEHWA, 3 TAKHE KONMHYSCTE0 JaHHSLIX,

= CTATHCTHHYECKAR aHanua, p-aHaqesue (Npl Hanu4ma).

7.4.6 ObcysoeHWe pesynsTaTon

7.4.7 Buinodw

14

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 22 /33
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-32635-2020



https://gostexpert.ru?utm_source=pdf&utm_medium=62454
https://gostexpert.ru/gost/gost-32635-2020?utm_source=pdf&utm_medium=62454&utm_term=page

MaCcT 32635—2020

MNpunoxedne A
(CApaeo4YHoe)

DopMynkl ANA OLUEHKH LHTOTOKCHYHOCTIA

A1 Mpy Mcnons3oBadyie cytod

A1 MpW venonezosadnd oyl ouaHES UMTOTORCHYHOOTH COHDBEHE HE MHASKES NPonuispEnye npe UHMTORIHE-
ri=Eckar Gnoxe (CEP! W wagexce pennakagua (RN, CEPl nokazeeaet cpeaHeE “Hcn0 ROSE HE KNETHY 14 MOMET Ho-
MAnLIRATECR ONA BEMHHCNEHWA KNETOYHDR Npanidapauui. R noKazseiEaaT OTHOCKTENLHDE YMCN0 KNATOYHE LMENDE HE
HNETHY B TEMEHHE NEMAnOE s03nercTeqdn oplod 8 obpaboTaH e KyneTyRasx No CRaEHEHNH G KUHTROMEHEME EyIbTYpame
M MOMET WENCNEIDEATECA SMA BEMHCTEHEA NPOUSHTE LHTOCTATHYHOOTH N deopsynan:

UsroctankocTe. % = 100 — 100 -[(CE8PL — 1)/ (CBPI- —1]], [ A1)

HHono OQHORAEDHBE KNETOK + 2 - [YACHD SBYROSPHLIE KNETOK| + 3 - (4MCno TREXERIEDHEE ENETok}
roe CER = '_
(DEwes xonMYECTED KNETOK

T — wynsrypa, obpaboTaHHas MoonegyemsM XMMHYSECHAM BELLBCTBOM;
G — KOHTpOMSHER KyNeTYRd.
Takuw oBpa3ck, 2Ha4eHna CBPT = 1 [Boe KENeTeM C© OOHKM Rgport) cooteatoTeyaT 100 Ye-Hol UM ToCTaTHyYHOCTH.

Limracrarmusoete, % = 100 — &I 142}

i [HHCno ABYAQEPHEX KNETOK + [2-4UCND MHOfCRgERHEX knaTok]] | (olwee HonwSacTED KNETOR)T it 4
raoe Al = e
[Hrcno OpyROSPHEX KNETOR) + [2-4HCnD MHOMOAZEPHER knetow)] | (ohlee xonw-ecTeo sneTok|,

T — obpaloradHelis KynsTypel;
C — KOHTPOMBHES KynsTy s,
A1.2 Tama obBpazom, anasanwe R pasdos 53 %, 03HE4EET, 4TO N0 CREBHEHMH C KONH4ECTEOM KNETOK, KOTOPLIE
pazgenanuis ¢ obpaloEaHrEM OBYVEOEDHEE H MHOMOADEPHLIE KRETOK B KOHTPONEHDH KyneType, Tankko 53 % knatok or
ATOrD HKWENA panendnvce B obpaboTaHHon KYyNeTYpS, TO 8CTE WHTOCTATHHHOCTE CoCTaENRET 47 M.

A2 Mpw oTcyTCcTENMM CytoB

A2 1 Ecn cyfoB HE MCNONE3YHT, DUSHEY LHTOTORCHYHOCTIA PEROMEHOYETCA MPOBDOMTE HE OCHOBE OTHOCHTENEHDIT
VEEMHHEHWMA SHcna knetor { SO MNn oTHOCHTENEHDIT yOSOeHrA nonynsEg«e (RPD : NECKAnsRY 068 NOKBIATENR YU ThI-
BEHIT DO NONYIALME KNSToK, KOTopeIE pazganinuce. RICC 0 RPD semcnaaT nd opaynas:

YERnHeHrE SHCNE KNeTox 2 00paboTasHsR KyNETYRER (HEHEN0 — KoHew )

RICC = 100 %; (4.3}
YHENMHEHWE YNCNE KNETO B KOHTPONbHB KYIETYREE {HEHAND — KOHEL)

YOpoeHWE nanyriAWWH B obpaboTanHex kyneTypax
FPD = L : i e 100 %, {A.4)
¥OROEHWE NOMYNSRUMA B KOHTDONEHDA KyTETYES

roe yABOEHHE NONYNEUKA passo {00 (9Hcho xnetar nocne obpabatad | HaWaneHoe Ywcna wnetog]] § log 2.

AZ.2 Tawan obpazom, sHaesns BICC waw APD, pagHee 53 %, yEA3LIBEH0T HE IHEYSHWA UWATOTORCHHHOGTA LATO-
CTATHUHOCTI, paEHBE 47 T

A 23 T WMonons3acBaHWan wHOSsCE nponudeEpausd (P WMTOTORCHMHEOCTE MORET DeTe onpepanasa nyTems nog-
CHETE HMCNA ENOHDE, COCTORWME W3 oaHor knemwd (e}, gayx wnevox (cl2), ot Tpax go yeTeipex knetos (Gl ) 1w ot nATH go
BOCkMK kaTor (8 ) no opayne

1-c + 2 cl2 +3-cld+4-cGB
Pl= : {AL5)
el +cl2 & ¢l + i

AZd FI Mcnone2yoT Tak w8, KaK O0bERTHEHEN ¥ HAOEMHER NAPAMETD UATOTORCHYHOCTI ONA ENETONHBIR M-
HHIA, KYTMETHEMDYEMELX 7 vitno 8 oTcyToTens oo BoTOpLIA MOMKST DECCMETPMBATLER KSK NONEIHEH DONOMHETEN:HbIR
NApAMET.

B nwoGom cny4as RONHHEcTBD KNET0X JONHHD DeITe OO0MHAKOELIM QMR COpabaTHBaeMBelx KYMsTYD H OTDHUATENEHOMD
HOHTRONA.

1) Cm. [17], [B9].
21 Cu. [69).
31 Cwm. [B], |36]—28].
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Banelue HE pPeROMEHOYVETCR WCNONB30EATE B HAYSCTES NEPAMETRE UMTOTOXCHHYHOGTH MCNONEI0ESSIAMACA DAHES
RCOC (Te. HonMYecTss KNeTox B 00paboTaHHER Ky NETYRax/ROrMYEcTE0 KNETOK B KOHTRONBHED KyNETYRER), NOCROMERY
OAHHEIR NEPEMETD MEGEET 3BHUHETE OUSHEY LU TOTOKGMHHDCTH.

MNpW MENDNEI0BSHWE BETOMATWZMPOESHHEIE CHETEM NOOCHETE, HENPUMED NPOTOHHOR WATOMETHAMW, NAISPHOH CHE-
HUPYEOLLEA LHTOMETENN KIT BHEMWEE W2000SHeaHi, SonHesTED knaTok B dopmyna (A.5) momeT CuiTe 1aMBEHBHD KONM-
“ECTEOM AOBQ.

B pyneTypan oTpHUETENEHON KOHTPONR HHQEKE YOE0SHWA NONYMALAA KA MHOSKC PENNMESUMK DOMHHE DEITE Co-
EMECTHMEMA © TpedoeaHwam oriopa obpazuoe xnarak nocneg obBpaboThy 80 BPEMEA, SKEABAMEHTHOS NpAMepHa 1,5—2
HORMAMTHEM KNETOSHEM LHETEM.
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OromvaHue mabnuye: J4. 1

CTPySTYPE ME Iy (I H0r qoKyME-Ta

O A HAE " o
CTpyETYEY HECTOMWED STAHgAPT - !
R DECD Tesi d¢ 4872014

Mpunoskanne A ConocTasneHie CTPYETYRR HACTORLWER
CTAHOARTE CO CTRPYETYPOR NPWMEHEHHDN B HEM MEMOYHS-
POQHOM QOKYMEHTE

Bubnuompadgms

* brBnuarpaur pasMelEHE B E0HEE HACTORLWEND CTaHAapTE.

** Mpuano=edks 1 pRIMBEWSHO B pa30ens 2 HACTORWEND CTAHQAapTA.

Mpuumevaduwe —MNocne 2aMN0BKDE PAZNEN0E RACTORLEM CTAHOSPTA NPWBESEHE! B CROGKAX HOMEDE SHANO-
THHHEIX KM DES0EMN0E MEHOYHADDORON SORYMEHTE.
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