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MaCT 34658—2020

MNpeaucnoewne

Llenk, oCHORHLIE NpWMHUMNE W ofWKe npasdna npoBegeHdA paboT no  MEemrocydapcTEEeHHON
cTaHoapThaauky yetasoenedsl FOCT 1.0 sMexrocyoapcTEEHHAA CACTEME CTAHOADTHIAUMH. DCHOBHEIS MO-
noeHuas i FTOCT 1.2 «Mesxrocy0apcTEEHHAA CUCTOME CTIHZADTHIA UMM, CTaHZapTel MEKIOCYZapcTEEHHRIS,
NEABKHNA KW PEKOMEHMIALMA MO MEMIOCYSAPCTEEHHON CTaRdapTrIauxK. MNpaswuna paipaboTsy, NpUHATKHE, ob-
HORMEKMA W OTMEHBID

CRegeHMA o cTaHaapTe

1 NCOQroTOBNEH ®enepanuHsid MOCydapcTEEHHBM  YHETADHLIM  NpegnpaATHe sPoccuiBcsuid
HAYYHO-TEXHAYECKMA LEHTD #HDODMaELMK N0 CTAH0ARTHIAUKMA, METPONCIMK K OUEHKE CoOTReTCTRIAR (DT
uCTAHOAFTUH®OPM:) Ha ocHope COGCTREHHOMS MEPeBOOa HA DYCCKMIA 83K AHMOAIBINHCE BEDCHHA
OOKYMBEHTE, YRIIAHHOMD B MyHKTE 5

2 BHECEH ®enepantHbisd areHTCTEOM N0 TEXHWYECEOMY PENYAWDOBIHMIO M METDOROMMK

3 NMPHUHAT MewxrocyoapCTReHHBM COBETOM N0 CTAHOAPTHIALWK, METPONCTHA KW CepTHdmKEaLHA
(npoTokon oT 30 diosa 2020 . Mg 131-M)

33 NPpHUHATHE NPOroNaCoBaAnI:

KPETM.I-I! HEHMERDEANAE CTRPAHE F.'D.l.l. CTR#H b CDHF'JI.L.I'."I‘IHI.'IE' HEMMEHDED HAE B BOH A MaHAD GErida
no MK $ACO 31661 004—-97 ma ME (WSO 3166 00407 3 CTAHAARTHIALMK

APEHIEA &0 FA0  sHayuoHANEHRE OpFaH MO CTAHOQAPTH3IEUWWH M
METRONDNAM ¥ PecnyBnnee Apranns

barapyie BY lNoccrannapt Pecnybnusn BEenapyce

Kazaxctad HE lNoccrannapr PecryBnuen Hazaxwctad

Kuprazus KG Kedproizcrangapr

Pooows RuU PococraqgapT

TagwmmcTan TJ TagwWrcTaHgapT

4 Mpukaszom CenepansHoND aredTOTBE NO TEXHKYECKOMY PEMYITMDOBAHKID M METRONOTHK OT 21 okTabpa
2020 r. Mg BE2-c1 MexrocynapcTeeHHER cTangapT MOCT 31658—2020 eeenen B QEACTEBME B KaG4ECTEE Ha-
UHOHaNeHoTs cTakgapTa Pocowdckol Tegepaukin © 1 Hiona 2021

5 HacroawMid cTangapT RENSeTCA MoOHEHUMDOBIHHLIM N0 STHOWEHKED K MEXIYHADoOHOMY A0KYMEHTY
OECD Test Ne 405:2017 «PykoBOGCTES MO MCNBITAHMKD XMMWHECKAX BelecTe. DoTpoe pasgpakawes’paibs
EoAKLEe NEACTEME HA CNMAKcTee obonodi mass («Guideling for testing of chemicals. Acute eyve iritation/
corrasions, MODY nyTem!

- BEMMYEHWA DONONHWTENLHOMS pazgena 1 W nogpaagena 2.2, 4ipas, KoTopkle BhIGeneHb B TeKCTe
KyPCHBOM,

- MIMEHEHWA &0 CTEYETYPR! OANA NDMEEOEHWA B COOTEETCTEME C NEaBMNEMW, YCTAHOBMNEHHBIMHA B
MOCT 1.5 {nogpaagens 4.2 1 4.3).

ConocTaenesna CTpYKTYPR HACTOALWEro cTadgapra ©o CTPYKETYPOW YHAIAHHOMD MEDyHapoOHord
OOKYMEHTa NpHBSGEHT B GONOMHWTENEHOM NPENoHEHAE DA,

HavmedoeaHKie HACTOAWED CTAHGEPTa WIMEHEHO OTHOCHTENLHD HIWMEHOBAHWA YEAIAHHOD
MENOYHADOAHOD QOEYMENTA ANS NpUBaLeHKA B cooTeeTcTeke ¢ FTOCT 1.5 (noapazgan 3.6)

& BEEQEH BMNEPBLIE
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rMocT 34658—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

£ CrangaptuHgops, ofopanenne, 2020

B Poccuhickol Degepauli HACTOAWMEA CTAHOADPT HE MOMET ObiTe MONHOCTRED WM

o YACTHYHO BOCNPOMIBE0EH, THPAKWPOSAH KW DACNPOCTREHEH B Ka€ecTEe odprUuWansHoro
HManauua bes FaspelaHHa ":DI'_-‘.,.'JErI}EﬂhHDI'CI AfZHTCTES Mo TEXHWHECKOMY ParyNUDoBaHKRED M
METERONOTHI
I
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rMocT 34658—2020

BeegeHwe

Pykopoactea Opradd3anMyd AKOHOMUHECKOID COTPYOHWHNECTREA W paiprTHA (OECD) ne ACneTaHdam
KHMUYECKME BRLLBCTE MePUOOWYECcEn NEDECMaATPUBAKTCA ONA NEMBELEHWA B COOTRETCTEME C WML HMMCA
HAYUHBMA OaHHBMKE. B Npeapayiluy BEpcdAx 0aqHorD pyRoB0OCTES ocoGoe BHUMAHWE YOENANoCh
BOIMOMHOCTA OUEHEW BCER MMeloweics wHdopmaurk of wocnegyemosm seweciee, 4YTobm wabewats
NPOBEOEHWS  HEHYKHEIX HONBTAHAE Ha NabopaTopHelX #WBOTHBIX MW DEWHTE NPpoGRemsl PYMAHMOM
obpalerna © MHBOTHEIMK. HacToswes pykoBROOCTEO. NpwMAToe B 1981 r » oGwoBnexHoe & 1987, 2002
# 2012 I, BKMMMAET [PEKOMEHIALMKD O HEODXOOMMOCTM NDOES0eHWA aHanK3a WMEDWWXCA BeCOMBIX
AoxazaATenLcTa'! OANA NPOTHOAWPORAHKA TOKCHUYECKOR DONAcHOCTIA Neped NpoBeaeHuel WCHETAHNA 11 W
HA OCTPOE PaINpaAMEMLEs/DaTLenalowes JaucTEMe Ha masia. MNpd HeJocTATOUHOM KONWYECTEE OamHHbIX
PEKOMEHIYETCA CNENoBaTE pPYKOBCOCTEYS NC HOMOMEKCHBIM MNOOXOO3M K MCCEOOBAHWC W N0 OUBHKE
CEDBEIHBIY MNOBLEMASHMA ¥ pajgpamedwl CcnusucTe obonoder rmai. MocnenopaduA Ha  HHBOTHLIX
CHEQVeT NPOBOAMTE TONLES B CNYY4as YCTAHOBNEHHA WX HeoBXoOMMOoCTH NOCNe PACCMOTDEHHA OOCTYIIHbIX
ANETEQHATURHEX METOO0E, MCNONEICEAHME KOTOPEX NEHAIHAHG COOTEETCTEVIOWMM. Ha MOoMeHT paipaboTiu
OAaHHONO ODHOBMEHHOND DYKOBOOCTES Db ChyYan, KoToa ero MCNoNbicBaHdE BCE @We NpUMIHaBanock
HEOEKOOWMEIM WK TPED0BAN0CE HEKDTOPDIRMI DETYIIH YO LLMME OPraFHanm.

Mocnenuwes OOHOBNEHWE KACANOCH B OCHOBHOM WCNONLICEAHKME AHANLIETAKOE W AMECTEIMDYIOLMX
BELACTE BE3 MAMEHEHHA CCHOBHOR KOHUENUMA WM CTRYETY PR PYRKOROOCTRS N0 MCTk TaHKIC, MexBenoscTBeHHER
ECOPOWHALUMOHHENR KOMATET Mo OoPHUManEHOMY YTESDWOSHWIO ansTepHaTueHEE MeTogoe [(ICCVAMY 1
HEIABWCHMMAA MENOYHADOOHAA HAYYHaA JKCNePTHAA KOMWCCHA PACCMOTPENM NOMNbIY W OrpadMyeHHa
PEMYNAPHONS MCNOMLIAOBAHWA MECTHEL AHECTETUKOR, CHCTEMHBIX aHANBMETAKOE, & TAIOHE MyMAHHBIX KOHEYHBIX
TOMEK BO BPEMA WCNBITAHHA i1 ViVD ANs G830NacHOCTH M CHUXEHWS PAIAPAMEHHA CIMIKCTOR 0Bono4kK rmaa’).
B ofaope Gein cOenaMd Bse0q & TOM, 4T0 ACNONLICBAHKE MECTHLE AHECTETHKDE W CUCTEMHLIXY AHANBMETHEOR
MNO3BOMNT WaBEHATE BONBUMHCTES WNH BoEX Bonel | OucTpecca 082 BNWAHMA Ha pesynbTaTel MCNLITAHWA,
noaTouy ObNe DeKOMeHaoBaAns BCErda WCRoNB3I0BaTE 3TH BelecTea. B HacToAWEM DYKOBOOCTRE YUTEHE
gadHLe atoro oblopa. MecTHbie aMBECTEIMPYIOWWE MPEeNapatsl, CHCTEMEHLIE AHANBEATAKKM W IYMAHHBIE
EOHEYHER TOYKHM CNEOYET PerynapHo WcnoNeaosars B0 BPEMA  WCNETAHWA 1 Wro OCTROM DasdpameHns
H PAILEAaAHMA CNHIKCTOR 00onodky mal. WCoknoYeHrHe vy WCRONsI0NBAHHA J0MKHO ST 0G0CHOBAHO.
YeOoRe DLUSHCT BOBAHKA, NPHBELSHHSLIE B ATOM PYKOESNCTEE, NOABANAT CYLYACTESHHD YMEHLLIMTE MM M20e8aTh
GonW ¥ QUCTPECCA Y MUBOTHE B BONELUMHCTEE CHTYAUME NP MCNBITAHWM, TOE HeoDXOOMMO HCCNEOORaHNE
GEIONACHOCTIA Ma3 i wvo.

ChanaHchpoBaHHoE YNLEXIaIoWes NpumeHeHHe 0bealonnBakoil ke CPEACTE NOMEHD BKMEHETE!

i — OfEHYHYH NDERBAPUTENLHYID 0GPaboTEyY MECTHEIM AHECTETHROM (HANPUMER, NPONAPAKAMHOM HITA
TETRAKAWHOM ) W CUCTEMHBIM AHANBEIETHEORM (HENPHUMED, DYNDEHOPEHHOM ],

i — OGbIHHYKD CXEMY MOCAEONEeRaUMoHHON CHCTEMHON aHaneready [Hanpumep, CyNpeHopdWECK |
METTOKCHKAMOM

iii — nMNadopoe HARMODEHHE, MOHMTODMHT 1 DETHCTDAUMID MHMBOTHBIX C KMAHWYECKUMIA NDUIHEKAMIA
BonK WANK OMCToecca W

i — nnadosoe HabnoOoeHKUe, MOHWTORMHE W PErHCTDALME XapakTepa, TAMECTH W NQorpeccHpoRaHnA
BLEX NOBPEHOBHWEA rNaa.

bBonee nogpofHaA WMHOPMALMA NPEOCTABRNEHa B ODHOBNZHHLY NPOUSOYDaX, NPUBSOEHHEN HUME.
Mocne NPYMEHEHWA WCCNBaYyeMors XWMWYSCKOND BELWECTEa HE CNeqyeT WCNoNBA0BaTk OONONHWTENLHEE
MECTHBIE AHBCTETHEA WM AHANBIETHMEW C USNLK NEEOOTEDAWEHWA BMEWATENLCTEA B MCCNenooadyde. He
CHEOVET HAMOCHTE MECTHS NEOTHECECCNANWMTENEHLIE AHANLIETUEW [HANDHMED, MENOKCHEaM), 4 CHCTeMH0
NPHUMEHAEMENE 0036 HE JOMMHE MEWAaTE OhTANEMINOMMYeckiM 3qberTan.

T Cm. [1]
2 Cm. [21].
W om. [12).
i
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rocT 34658—2020

M E X T OCVY QD APCTUB BEUHHUBGB H C T A HAODAPT

METOObI MCNBITAHKMA NO BOZNEMCTBMIO XMMWYECKON NPOOYKLWK
HA OPTAHW3M YENOBEKA

OueHka paagpakaiera/pabeaarolers eoinedcTBNA Ha rnasa

Medthods of testing the iImpact of chemical products on the human body.
Azzassment of tha irtanbicormosive eye exposure

Oara seegenyn — 2021—07—01

1 Dbnacmb npuMeHeHUs

Hacmoawud cmardapnt yemanaanuasem Memod ouelky oempoas pasdDamadilesoDabedaniyaan
dedcmeaud uccRedyelMosD XUMUNeCKISD EBWEcmes Na Cusucmels obonousky a2nas nymer nposcdeHUs
vchsimaKul in vivo © UcnoNs3pgaduen npooyedypsl ouedyy ecomocmy Jonasamensoing, Moy Hanuyul
docmamaosHol UHGODMELUL 0 GELLECTEE HE KaXIoM yDoaNe.

2 TepMHHBI, onpegeneHWA U COKpalleHWn

2.1 B HacToAwWEM CTAHOARTE NPUMEHEHEI CNEYHILME TEDMAHLI © COOTEETCTEYHILMMKA ONPEaeneHnaMK:

2.1.1 kncnoTHo-wWenowHor pesepe [acid/alkall reserve): nA npenapatoR Ha OCHOBE KMCNOT 3TO KO-
MAYECTBO rpaMmMos rMapokckga Hatpya Ha 100 r npenapara, HeoSxodyuMoe ONA NoNYyHeHKA onpedensHi oo
ihadeHna pH. OnA wenodHsy NEpenaparos 70 KONHYECcTBEO MPaMMol TMAPOKCHOA HATDHA, IKEXBANSHTHOR
KONWHECTEY CRpHOR KMCNOTel B rpammax 1a 100 r npenapara, HeatxoddmMos gna NonyYeHnA onpedenaHHorn
THaYEA pHI,

2.1.2 nepazgpaknTend {non iritants): BewecTea, KOTOPLIE HE ENAcCHPHLWMDYIOT S pasgpasnTe-
ny rnaa, kateropyd |, I wna 1 no EPA, wnW BelecTea, HE pasapasaklMe cnNAaMcTele oBonoYks rmas, —
kateropud 1. 2, 28 vnv 2B no GHS wni kateropian 1 wnu 2 no EU2),

2.1.3 paswesawwes masa (ocular corrasive): (a) BeWECTED, Bol3bliBaOWEs HE0bDATHMOE NOBPEKIE-
HHE TEaHer rmaaa; (b) eewecTeo, KOTOpoE KNAacChDUUKPYIOT K3k pa3gpamuTens masl katerogun 1 no GHS,
unw karteropun | no EPA, wnun kaTteropun 1 no ELZEL

2.1.4 pazgpaxnTens rnas (oculariritant): (a) BewecTEs, BelaBakes COPaTHMBIE MAMEHEHKA B Ma-
ax, (b} peWecTeD, KOTOPOE KNACCHAMMUWPYETCR KAk pa3gpasKTens rmaa katarcpumi || une [l o EPA, snk
kareropd 2, 28 uni 2B no GHE, unu kateropsn 2 no EUEL

2.1.5 cHneHEIA pasapaxuTent rnas (ocular severse irmtant) (2) BewecTeo, KOTOpoOE BLI3EBART No-
BEEMOEHAE TEAHEN rMala, we YCTRaHAIWEeSA B TeYeHKe 21 OHA NOCNE HAHECEHHA, WNH BklILIBAET CapbEd-
HOE (hWIMHeckoe yayoerre aperus; (D) BEWECTRD, KOTODOE KNACCHMMUMEYIOT KAk pa3apaxMTans Mas kaTe-
ropir 1 no GHS unu kateropsas 1 no EPA, 1nik kateropuu 1 no EUZY

2.1.6 mHoroypoBHeBLIW noaxon (tiered approach): MosTanHel NPMHLKEN KENBITAHKA, TEW KOTOROM
Ha Ha#OoM YpoBHE BCA WMEKWascA WHdopMauns of HCCrNegyemMoM DewecTee paccMaTpyEasTcl B
onpeJensHHos Nopagre C© WCNONsE3I0BaHHMENM NPOUSOyDel OUSHKW BECOMOCTH O0K3IATENLCTE © Lenksio

O, [4].
2 Gm. [18]—J20].

Wanauue oduHansHoR
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MaCT 34658—2020

ONQeRENeHHs HANWYMA JOCTATOSHOR MHBOPMALKL ONA NPUHATHA DEWSHWA O KNAcCHOUEALMK CnacHoCTH
MNEDED HAYANOM NEOOSMKEHMA HA CIeAYIOWME yDODEHD.

MpumeHsaHwe — Ecnv HE OCHOBS MMEHMLERCA WHOOPMAUMA MOHET DbiTh YETAHOBNEHE NOTEHUHANBEHAR
pazgpasEowan onocoBHOCTE HOCCNEOYEMOrD BEUSCTES, JONCMNHNTEMEHEY WCMETEHWE NPOBEOOWMTE Ha cnegyet. Ecnw
NOTEHUMANEHAA PAZIpE¥ENWER CNOCOBHOCTE WoCnegysmorg BEWSCTES HE WOHET OuTe YOTAHOBNSHA HA OCHOBEES
MRERFOLEACH WRODMALEA, BRINONHAKT NOCNES0EETEMHD MOWEMMEYH NPOUSAYDY HOMLITAHWR HE HHBOTHLLE 50 TEX MO,
nokd Ha ByaeT paIpadoTaHa OOHOHaHHAaR Knaccnusauns.

217 BecomocTk OokazaTenscTe (npouecc) [weight-of-the-evidence {process)l WMononwaceadwe
CHMbHBLIX W cnabsx cTOpoH COGpaHHol KHPOpMaLKK B Ka4ECTEe OCHOBR! GMNA 3AKMKOYEHWA, KOTODOE MOMET
ObiTh HEOYEBHOHLM M3 OTOEMNEHES DEHHBIX.

2.2 B HacmoAeM cmakdapme UonofsIoaans Cnediliue cokpallotLa.

EFA — ¥npaanawnie No axpane oxpyiramed cpeder CLUIA;

EU — Esponelckull comos;

GHE — CoenacoganHan na enobafbHoM YROEHE CUCMEME KTaccighUusauuy U MEKUDOERL ¥LHUYECKU Y
BELacmea;

T5A — HakeceHUe Uccmadyemosd aelliecimea

SC — ModKOMHEA UNBSRLILA.

34 HavanbHblie acnNekThl

3.1 B vHTEpecax HayqHblx MCCNedoBaHHi M B UBNax ryManioro oBpalleHnA © HHBOTHEIMK MCCNegoBaHne
i vivo He CNegyeT NPpoBogMTLE G0 TéX Nop, NoKa BC8 MMENWWECA JAHHLE, CTHOCALLKWECH K NOTEHUMaNLHD
Pa3dpaEI WM DEILE0A0WMEM CNWMIWCTEE oBONoYEM Ma33 BelWecTEaM, He BYOVT OUSHEeHH B aHAnW3a
BECOMOCTH O0KAIATENECTE. TaKWe SaMHble BIM0HaKNT WMEOWWECA PeIyNsTaTsl MCCNedoBaHuA Ha MOQAK
WiHNMK NabopaTopHexX MABOTHEIX, CEMOETENECTEA Paldpakaiowend/iaibelailans QeACTENA Ha CNM3MCTRIg
OEONOYKK MMas OOHOorS WM HECKONBKWMK CTOVETYDHD DOOCTREHHEY BEWECTA WA CMECER Takux BeWecTs,
NaHHBIE, DEMOHCTRPMPVIOWWE BLICOKYI0 KMCNOTHOCTE MW WENOHHOCTE BRWECTE Y, W DeyNETaTkl NPOBEDeH-
HElX M NPHHATE BCMEITIHWA 71 WA AW EX W0 HA PaTbLe0aHHe K0MK H pAaIgpase e paibedaHne CIMIrcTs
ofonodek maz!, Mccnenosasna MOMKA NPOBOAWTECA A0 WK MOCNHE OUSHKW BECOMOCTH QOK3IaTenboTe.

3.2 OAnA HekoTopblx BEWECTE TAKOH AHANKW3 MOWET YEAILIBEATE HA HEODKOZWMOCTE MIYyHEHHA N vivo
MoTEHUHWana paigpaseiuapaibedadns CWIMcTeix ofonoqer rmas. B Takus cNyYanx Nnepeq pacckoTpetnem
BONPOCa of WONBTaHAK Ha Masax in vivo NpeanodTHTENEHD CHEYANA NPOBECTH WCCMNed0BaHHeE BO3JERCTEHA
BOBCTER HA KOMY B YCNOBWAX in WD WKHNKW 0 Wivo W OUeHWTE @10 B COOTBETCTEMKM © Npouenypoil
NOCNE0OBATENEHOMD WCOETAHMA N0 HOPMATHBHOMY 0Ky MeHTy !

3.3 MpegnosTUTENsHBIA NPAHLMN NOCA800EATENEHOM0 MCNBTAHWA, NREOYCMaTRHBAKLW WA NEoRELEHME
NpCBEREHHEY WCNBITAHHE Ha pajgpaseHde’PaILeaHueE CRKAKcTeX oSonoYer rmas n wine unk ex wvo,
NoWBE0eH B NPANCEEHKA A PEKOMERIYVETCA NPUEELMMBATECA 3TOMD NEHHUMTE S0 NPODESeHA WCNBTAHHA
i vivo, OnA HOBLIX BEWECTE DEKOMEHOYETCA HONONLIOBATE METOR NOITINHOTD HCNLITAHWA © UeMb
MOMYHEHHA HAYYHO 00OCHOBAHHBE JadHex O ero paijpasamleipaswenaiowed cnocobSHocTk. [OnA
BELECTE ¢ HEQOCTATOYHEM KONWYECTEOM OQaMHbIX O pasgpaMakuem/palselaiilam s0308RCTEHE Ha KoMy
W CNMIMCTLIE ODoNoYEH Mad JaMHsiA NPpHHUANT MOKET BkiTe WCNONBI0BaEH ONA BOCNONHEHWA HEOOCTAM WML
AakHeix. Mononeaoeadne pyroro NpMHLMNEa, Wnd Npogedyps WCNBTaHHA, MW PelleHHs HE WCNoNb30BaTk
MOEATANHEA NOOXGO K MCNLITAHWO GorHMHe BalTe 0G0CHOBAME.

4 MNpyHUKWN MCNBITAHWA in vivo

4.1 Mocne npegeapiTensHod obpaboTh CHCTEMHBIM SHANBRETHKOM M HHAOYELHEY COOTBETCTEYIOLIEN
MECTHOA AHECTEIMH WCCNEgyeMoe BRLWECTED HAHOCAT OOHOKPATHD Ha OOWH Mad NoZoNeITHOMD RHBOTHOMD.
HeobpaboTaHHeR Mas cNyx|T OnA KoHTpona. CTrendéHs pajgpameHAA/ pasbefanda Maia oUeHHBEIT NyTeM

10 Cwa. [4], [5].

2) Cw. [B]. (1317

31 Cm. [7]. B Poconitcxoi @egapauuw gakcteyet MOCT 32436—2013 «MeTonm MCNbITaHWE RO BOA0SRCTEARD XAMM-
HECHOR NPOOYELEK HE COIEHNZM YenoBska, MonkITaHns no CUEHKE OCTPOM DEI0DEHEHLE MDY Padka 8 et (KOpposoH-
HONO) JeHcTEWMA Ha kosgys (DT OECD. Test Mo 404:2002)

2
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DaNNEHOA OUEHKH NOBREHISHWN KOWBCHETHER, DOFOBMUBLI W PADYHHOA 000ON0YKK YEpes ONpPeOeneH e
NPEOMERyTEY  Bpemedt. 1na  ofecneyedia  NoAMOTel ouedkl 20derToR CNMCLIBAKT TaEwe Opyrie
OPTANLMONOIHYECEHE W HEDMaronpHATHEE cUCTEMHBIE pdekTel. [pogomMKWTENEHSCTE WOCNenoRa KA
SON¥HA GRTe A0CTATOUHOR ANA OUeHKW 0EDaTUMOCTH MNK HeoGpaTHMOoCTH MpderToR.

4.2 WHBOTHBIE C NPHUIHAKAMK CHNBHOMD QUCTRECCa WKHNW Bonk Ha mofol CTagkn KCNBITAHKE WM C
HAMWHHEM NOBDENMOEHNA, COOTBETCTEYIILMY MYMAHHBIM KOHEYHEIM TOYKAM, ONWCAHMBIM B HACTOALEM CTamH-
JapTe (6.8.2), 00NMHE BRITE NYMaHHS YMEDWEANEHB, 4 BELECTES DOMEHD BhiTe OUSHEHD COOTRETCTEY IKILLHMI
chpaaom. KpuTepu ona NPUHATHA DEWeHMA O MYMAHHOM YMEPLUIBMNEHHA MHEOTHRE B COCTOAHMK aroHHd 1
WCNLITRIBAOWAX CTRAAAHKA NPUBEAEHE B pykoBogcTee’ .

5 NoaroToBKa K MCNLITaAHKK in vivo

5.1 Buibop BHO3 MHBOTHLIX

MpeancdTeTensHEME NatopaTopHbiMKA  MEBOTHEMA ABNRIOTCA  EPONMKK-ans0KrHockE .  Mononeayior
IQOPORLIX, MONOGEX, NoNOBOIPENEX MHBOTHEX. [NA HCNONEIOBAHWMA MHUBOTHEIX JPYIAK NWHAR KW BMGOB
HEoBXogQuMo NPEgOCTABHTEL ODOCHOBAHWE,

5.2 NoaroToBKa XHBOTHLIX

Ofa rmaia Kamgoro NogonsTHOMND HMBOTHOM, NPEIBAPHTENEHD OTOBPEHHOND ANA NCNETRHWA, 0ONH#HES
GkiTe HCCNEOOEIHE B TeYeHWE 24 4 00 HadYana McnelTadwa. He WononsayioT MMBOTHES, ¥ KOTODRIX HMEIOTCA
pASADaMEHMA TNad, DedekTel (A% UK NOBNEKHAEHKA POTOBLL.

5.3 YenoBwAa conepXanMa K KOpMMEeHHA

HrpoTHele JomeHbl OuiTe pAIMEWEHL HHOMBUOYANEHD. TEMNSPATYRa NOMEWEHKE ONA MOO0NLITHBIX
KROMUEoR gonsHa Geite (20 £ 3) °C. OTHOCKHTENEHAaA BRARHOCTE BOAAYRE DOMKHA DeiTh He MeHee 30 % 1 He
npesbilware 70 %%, 38 WCENIoYeHME BReseHd YOopK noMeweHds. ONTHMansHoES IHAYEHHE BNaKHOCTH —
or 50 % ao 60 %. Oceeledde QOMEHD GbiTh WCKYCCTEEHHLIM, C© YEDEdoBaHWeM Nepradce ceata {12 4} 1
TeMHoTE (12 4). CneayeT naberate YpeamMepHol MHTEHCHBHOCTI CeETa. [INA KOpMNe KA MOKHD MCN0NLI0Ea T
ofsl4HBE NAafopaTopHBIE DALMOHEN C HEOTDAHMHYEHHEIM GOCTYNOM K NMUTEEEOH BOZE,

6 MNpoueaypa MENbITaHWA

6.1 Mcnone3loBaHHe MeCTHEIX AHECTETHHOR W CHCTEMHLIX AHANLIETAKOR

OnA NpegoTBpaleHds Wi CEEgeHAA K MUHMMyMy DONd W QWCTPecCa B Npouegypax MCnbITAHWA
DEsONAcHOCTH  BELWECTEa ANR [Ma’ pekoMeHIyIioTeA  HAMenp@BeoeHHele npousdypw. MoryT OobiTe
HCNCNBICRANE anbTepHATHEHBIE NPoUEdyP, ANA KOTOPRIX YCTAHOBMNEHD, YT0 OHKW 0BeCnEYHBANNT XOpoWes
WM Mydlles NpeaoTepaleHne WnW obnerdeqde Gony M gucTpecca.

6.1.1 3a 60 smvd Oo TSA BEOOAT NOOQKOMHON WHbeEuMeRn (SCL) 0,01 mrokr Oynpedopdidea onA
COECNEYEH A TERANEBTHSECKOND YPOBHA CHCTEMHDN AHaNLreaMy. He MaBecTHD © Apy X NogoBHLIX ONMOJHBIX
AHANLTETURAX, BEOOQWMEIX CUCTEMHO, KpoMe GynpeHopdivHa, WA NPeanonaramT, 4TS OHW MIMEHAT odTank-
MONOMMHECKWE pEaKLmn).

6.1.2 3a 5 MdH 00 HaHECEHWA HCCMEedyeMoro BEWECTEa ([ SA) HA KaWdBIA a3 HAHOCAT SOHY WNd gBe
Kannu MECTHOrD MasHomn adecTeTHEa (Hanpumep, 0,5 Y-Horo rvapoxnopinga nponapakaMsa mne 0,9 %h-Horo
riapoxnopuga TeTpakandal. Ons npeqoTRpaleHdd BOIMOEHOTD BMWAHWA HAa pEIyNeTaTel WCCNenoRa-
HIWA PEKOMEMOYETCA WMCNONEIOEATE MECTHOS ODeIDONHBANLLES COEOCTES, HE COOePHMALLeE KOHCePEANTOD.
[Mas HUBOTHOM, HOTODRGLIA He oBpadaTwiBaiinT docnedyembid BEWECTAEOM, HO OBpaBaTHBanT MECTHLIM
BHECTETHEOM, CNY#MT B KAHECTEE KOWTpOns. ECcnK nNpegnonaraioT, 4To HCCNegyemMos BelecTES Bblib/BaaT
Bhbl e HHYH G0Nk M JHCTPECT, 810 0OBIYHD HE CRenyeT HCNsITEIBATE /1 Wive, DQHAED NP CoOMHBEHARK HNKW NpW
HEOBXOQWMOCT M NPOREOEHMA MCNLITAHKE CNEAYET PACCMOTPETE BOAMIEHOCTE AOMONHMTEMEHOM Mo MEHEHNA
MECTHOW AHECTEIWA C NATHMWAHYTHEIME MHTEpBanamMK 00 TSA NonsaosaTend CTAHGAERTA DONMHE AHATE,
YTO MHOMOKDETHOS NPAMEHEHWE MEBCTHEE AHECTETHROE MOTEHUMANSHD MOIHET NOMBECTH K HEIHANHTENEHOMY

i Cm. [B].
I Cm. [12].
3
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YEETHHSHHKY CTEMNSHA TREECTH BOATENCTEMR MMM BPeMeli, HEODNoOWMOID ONA BOCCTAHOBNEHMA XIMnHECEH
WHOYLHPOBAHH LR NOPaEaHiin.

6.1.3 Hepez 8 4 nocne TSA eeogat SC 001 wmrir Bynpedopdia W 0.5 M MenokcKEasa ona
OSRCNEYeHUA NOCTORKHMOD TEPaneBTHHYEckon YPOoRHA CHCTEMHOHR AHANBMe3WMK. HecMoTpA Ha OTCYTCTEWE
OAHHEX, NOIBCNKIOWHX NPFEANONOEHTE, YT0 MENOKCHEAM 0OXa3kiBAeT NPOTHME0BOCHANKTEAEHOE JeRCTaME Ha
rnaza npu aescaeqddd SC ooud pas B ek, £ro CNegyeT BE0OWTE HE paHes Yes Jepea 8 4 nocne TSA gna
NEEOOTERSWEHAA BOIMOKHOMD BNWAHKA Ha DeyneTaTe Hooneaoeanus [12].

6.1.4 Yepes 8 v nocne TSA W nepeoHavaneHors eeegeHAa 0,071 sr'kr BynpeHopdiia cnegyer Raxmisie
12 4 pEogWTe SC 007 Mk SynpesopdiHa W ksdse 24 4 0,01 mrfkr BynpedopdrHa B codeTaddl © 50
0.5 mr'er senokcrEama Ans onpegenesis pTansMonorMHeckis NOpaKeHHiE M yCTREHEHMS NPOSENEHAA
KIMHWYECKWY NpMadakos Bonk W adcTpecca. MMenToA Npenapark © NponoHrpoEaHsIM aHECTEI WD Y0LLAM
OBRCTEMEM, KOTOPEIE MOTYT CHH3MTE YACTOTY BRSASHMA AHaNLIETHKOE.

6.1.5 Ecni NpeBeHTHEHON aHAMNEME3MA W MECTHON aHECT2IME HEQOCTATOYHO, DoMHHS DeiTh NPUMEHEHD
IKCTpEHHOE obeabonuearye cpasy nocne TSA. ECNM BO BPEMA HCCNEdoEIHWA ¥ MWBOTHOM NEORBNAKITCA
NE3HaKK BonK KW QUCTRECCa, HEMEANEHHD HETHAYAI0T S0 JKCTReHHOA 003k BynperopdyiHa 0,03 wmriern KkoTo-
PV NPK HeobXoqMMOCTH NOBTODANT Kakdse 8 4 amecto SC 0,01 mrfvr kawgee 12 4. Kawaee 24 4 proaat SC
0,5 MI/Er MENOKCHKAME B COYETAHMK C 3KCTREHROM goaol Synpesopddsa 0,03 mrier, Ho HE PaHEE HEM Heped
B 4 nocne TSA,

6.2 Hanecenus HoCnenyemMors BelEcTEa

Mcocnedyemoe BeWEcTBO BHOCAT B KOMBLMHETHEANEMEN BMESWOK OOHOM MAaia samiornn MecTHOS,
SEEYDATHO OTTRHYE HAMHEE BEKO OT rMassorn shnoka. 3aTem Derd OCTOPOMHD YASDHHUBAKT BMECTE B TEYSHME
npemepso 1 C, yTobsl NPEASTERATHMTE NOTERID BelwecTea. [Jpyroi rmMaa, B KOTOPRA He BEOOAT WCCNenyvemos
BRLBCTBO, CRYHMT ONA KOMTPOA.

6.3 MpomMiiBaHHe

6.2.1 MMaza NoOoNLITHEE MHBOTHLIX HE NPOMLIBAKT B TEYEeHHE HE MeHes 24 4 Nocne BEEgEeHHA
HMCCNEaYEMOro BRWECTEA, 33 MCKNIHEHMeM TEED0LIX BeWEcTR (B.4.2 | HB CNYJYan MIHOBSHHOMD DAAT DA KL Ero
WK Paikenaiowend GercTerA. Hepes 24 4 MosH0 NOOMETE MNa3, CnK 370 UenNecooSpaimo.

6.3.2 Ongs WCcnedoBadis BNEAHKA NPOoMBIBAHKA HE PEKOMEHOYETCA MCNONBEI0BETE JONOMHATENEHYD
(KOHTRONEHYED] TEYONY MHBOTHEX, €Chi a1 He obocHoBado Hayduo. TIpd HeobBXoOMMOCTH  HanHYHA
OCMONHATENEHONR TPYMNE WCNONBESYIOT OBy HRonuecs. JonwHel BeiTe TIWATENLHO 3800KYMEHTHDORAHE
YCNOBWA NPOMEIBAHWA, HANPUMED: BREMA, COCTAR 4 TEMMEDATYDA PACTROPA, NPOOSILEMTENEHOCTE, OFREM W
CHOPOCTE NPOMEBAMKA.

6.4 YpopeHs 0okl

6.4.1 MNpoeeageHMe HCNBITAHHUA XHOKMX BELECTE

OnA WCnbITaHWA *MOKOCTER wenonesyweT dosy 0.1 cv?. [nA BeegeHvA BEWECTEBa B rNa3 He chneayer
HMCAONBEI0BATE MyTNBEBEDMIATOPR. HHOKMA a2p030ns 4oMseH BeTe BegyYT 1 coBpad B KOHTERHeD OANA BEELaHMA
0,1 cw? 8 rnas.

6.4.2 MNpoeeaeHHe HENLITAHWA TEEDALIX BEWECTE

MpW MCOBITAHWA TEEOOB BEUWECTE, NACT M TBEQOBIN YACTML WCCNEOYeMos BeWecTan OoMmsEHd
WueTe ofken 0,1 cw? wnu maccy e Gonee 100 wmr Mocnegyemos BEWECTED AOMMHO BeiTe WMIMENWHEHD
00 MENEod Ny, ObkenM TEEDOOMD SEWECTEa HIMEPRIOT NOCNe erd OCTOPOMHOMD YANOTHEHWA, HANDHMEeD
MNOCTYEMEAHMEM B WIMEDUTENLHOM KoHTedsepe. ECnW TBERO0E WCCNEayeMoR BRlacTED HE BeiNg yoansHo
M3 TME33 NOOCNETHOM MEDOTHOMD HHIMONOMIMYEsKM CNOCoGoM 0 NePELIE MOMEHT HabMmogeHKA Jepes 1 y
Nocne DEeqeHWA, TNas NEoMEBa0T fUIKoNOTHUSCKMM DACTEODOM MMM QUCTHNNMPOSaHHON Boaoi.

6.4.2 NpoBegeHHEe KCNLITAHWA a3po30ned

6.4 3.1 Boeazposony Nepgen BaedeHMes B rNa3a pekoMEHIYETCR CODPaTE B XHMOKOM B0, EQWMHCTESHHEIM
WCKMHEHMaM AENAINTCA BEWECTEa B aAJp0I0NbHby Gannosax nog Jaanedydei, KOTOPbIE HeB0IMOmHD
coBpaTe Wa-3a Wonapedna. B Tarny cny<anx ma3s cnegyeT Y4epHKBaTL OTEPLITEM, 8 WCCNedyeMOos BelLjecTRD
BEOOWTE B IMas NpOCThiM BNPBICKHEIHKWEM NPOOCMHHTENEHOCTR: NPWMEpHS 1 © © paccToAHdA 10 oM oT
rnasia. 370 pacCTOAHKE MONET WAMEHATECA B JI3BWCHMOCTH OT OABNSHHA CNDER W erg Codepsana. Cnegyer
CORMCOaTE OCTOPOMHOCTs ONA NPELOTEPALEHKS NOBPEXEEHHA TMaia oT DABNeHHs cnpeq. B HeKoTopsx
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CNYHAAK BMOKET BOIHKEHYTE HEOOXOOMMOCTE OLUEHKK BEDOATHOCTH diMEXaMMYECKOro: NOBRaKOEHKHS rMaaa or
CHIE! PACNBEHIA.

5432 OugHka [Jo0akl a3p03cns MoMeT OuTe NPoBegeHa MyTeM MOOENWPOBEaAHKA  WMCNBITAHKWA
Creqyiowrs oBpailom. BEWECTES PACNENANT HA BEIRSWEHHYD BYMary Jepes oTBepCTHE DIIMEpomM C rMad
EpOnuUEa, NoMEeWgHHoe HenocpencTeeHdHe neped Gymarci. YBenudeHve maccel GyMarK McnonbiyioT Ona
NPHENMIWTENEHOMD CNpeOene WA KONWYecTea BRIECTEA, PACNLINEHHOMS B rMad. [nA NeTyuus BelWecTs q038
MOMET DiiTe OUSHEHA NYTEM BIRSILHEAHKA KOHTEAHEDA 00 W NOCTE YOANSHHA MCCNeayYeMors BEWECTaa.

6.5 MNpeoeapiTenLHoe HoNbITanWe (I vivo pazgopaseHre/paibefanHde ¢ WMCNONbBI0OBAHHEM
OAHETD MABOTHORG)

§.5.1 Cvayana pekoMeHIyeTcA NEOBECTH HCNBITAHNE i1 ViVO C MCNoNBI0BAHMEM OOMOTD MMBOTHOMO ).
HabnooeHua QoMb NoSECNMTe ONPEqendTe CTEMREHE TREHESTH W 0OpaTHMOCTE, NPEEOE Y48M NepeiTd B
EOHTROMEHOMY WG TAHHD Ha BTODOM MUBOTHOM.

6.52 Ecnu pemyneTalel YE3TLBANT HA TO, YTO DEWECTED BHIBBEIST CUNBHOE DAXODIMEHHE WM
pRTEERAHME ME3 C UCNONBESOBAHNER BRILIBONHCaHHOH NPOUENYDE |, B8 NEHEALLER MCABTAHME HE DEI0DEREHIE
rNaa NpoBOOKTE HE CNedyeT.

6.6 KoHTponbHOe HCNBITAHKE (MCNBITAHKWE Ha pajgpaxeHde rmad in vivo © OononHHATEMbH LIMM
HHBOTHLIMM ]

Ecnd B npegBaprTenksHom MCNbTaHKA He Halnindanccs CHNEMONS PalLRaEaowErd KNd Paikedanl e
adupeiTa, pAsOPAMAKWKMA ANY OTPHUUASTENEHER OTEET JonMed DbiTe NOOTEEPHOAEH C MCNoNB30BAHWERM
OBEYX OONOMHWTENbHBXY HHBEOTHRIY. ECnM B NpeiBapuTeneHoM MCNBITAHKM €aBnoanT pasnsasanules
pEdcToMe, PEKOMEHOVETCA KOHTRONEHOE MCNETAHKME NPOBOOMTE NOCME0OEITENLHD HA OOHOM MEEOTHOM, 3
HE BOANBRACTROBATE HA OBYYE HUBOTHEN ooHOBpEMeHHs. Ecny v 6Toporn sueoTHOr 08HapyiueanT CunbHOR
pasqpEakeEHde WNKM parkelsHue, WonbliTaHKue de npogonkaoT. Eony peaynsTaTel WCNETAHWA Ha BTOQ0M
HMHBOTHOM OOCTATOMHE GNA ONPSJeneHda KNacca onacHOCTH, SaneHeRWWe WONBETaHdA NpCEOOWTE HE
CNEOYeT.

6.7 Nepuog HaGnwaeHWA

AnuTensHocTs nepuoga HabnooedkA GonwHa DeiTe OOCTATOMHOW ONA MOMHOA OUSHEM CTENEHH W
chpatrmocTi Habnmngaemes sdderTon, OQHaK0 ¥ MCNEITAHKWE CNEQYeT NEPEKRaTHTE B Moo BpamMa, SchiE
WABOTHOND NORENANTCA NPUaHAKM CHNEHDA Gony Wny gucTpeccal, Ana onpegenaHqa ofpatimocTtia adcha k-
TOR 33 ¥WBOTHLMN CNedyeT HatniodaTe @ TEHEHHE 21 OHA NOCNe BEeOeHHE MCCNEAYEMOrD BEWECTER. EcnK
obpatwmocTe HaGmIogawT G0 21 gHA, HCNBITAKKE NDEKDALWLEKT 8 ATOT MOMEHT.

6.8 KnuHudyeckde HabnwoaeHHAa M kKnaccidHkalMa Bo3OedcTEMH Ha rma3a

6.5.1 HYepea 1 4 nocne TSA maza ciegyeT TWaTeNsHD KWOCNeloBaTk Ha HANWYWe Wh oTCyTCTEME
CHTANLMONOTHYECKHMX NOpaMeHEd. [NocneayiolMe oUeHEW NPOBCOAT HE MEHEE OOHOMD Pa3a & OeHe. B
TEHEHWE NEpBELX TPEX OHEA #WBOTHLIX CNegyeT OCMaTPHBATE HECKOMNBKO pas B JeHe O0A obecnedenmA
CEOEBDEMEHHOND NDWHHATHA PEWeHWA O NPEKPALSHAN WCNBTadWi, [MoJonbiTHEE SHECTHLIX CREgyeT
PEMYNAPHD HA NPOTAKEHAA BOEMS WCCNEA0EIHMA OUEHHEATE HA3 HANKHYWE KNHHWYECEHK NPHIHaKoE S0Mn WiknK
QUCTpECCa (HANPWMED, MOBTOPAIKWEECA NPWEACAHKE WK NOTHUPaHAE IMala Nanod, YPeIMepHOE MODTanke,
ypeamepnoe cnescTedeHwe)’! He menee DBYX pal B OeHs C MHTEPBANOM Meway HabnogeHrasK 6 4 unk yalle.
NpK HecdxoOdMOCT. 3T HeoDXoOMMo: 1) ANS A0eKBATHOR OUEHKH MHBOTHEX Ha HANWYKE NRH3IHAKDE BonK Kk
QWCTPECCA GNA NDHHATHA 0BOCHOBAHHOMD PEWEHWA & HEOBXOOMMOCTH YEEMNWYEHHA J03MPOBEM AHANLIETHEDD
# 2] ONA CUSHEA COCTORHWA HMMHBOTHLIX HA NpEgMEeT HAMWYEA YCTAHOBMEHHBIX MYMAaHHBIX KOHSWUHLE TOYEK
ANA NpUHATER OOCCHOBAHHOMD PEWEeHHA O Ueneco0SpazHocTi MyYMaHHOND YMEDWBNEHWA HHBOTHEX 1
chECcnedeH A CBORBEMEHHOTD NEHHATIA TAKME DeWeHKiA. B KavecTRe NoMOwWK B 00HaDYHEHHMA M MAMEDEHIMM
MNOBPEXISHAA Mai CNeayeT peryfspHD HCNoNLIoEaTE ORpAWKMEaHKe dnyopecusmHomM 1M BHOMHMEPOCKON C
Wenesoid NamMnoi, Korda 57o CMMTAETCA UenecooBpasHeiM (HanpusMep, gna oUSHERA mMyDkHbl NOBDEXIEHNA
MpK HAMHYHK KIBAIENSHWA POToBMUBL), 8 TaKe ONA CUSHEK, BCMH OHH YCTAHSBNEHE], KPWTEDHEE KOHEHHBIX
TOHER ONA MNYMaHHOH JBTaHazWK. CReoyeT coXpaHaTe Uippoase poTorpaduid Hadnodaeksix NoapeaeHHE

T Cmc [21]
2 Cm. [B].
3 . [31—[11].
G
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ANA CNpacki | NOCTORHHOKW PErMCTRALKMA CTENEHW NoBpEXdEHHA rmas. [Nocne monyYesns OKoHYaTENBEHON
HHPOPMAELHH WHBCTHEIE OOMHHE NPOXOOMTE MCTBITAHKE HE DONLWE, YeM 3T HeobxXogWmMo. HHBOTHBIXK,
WMCNBITHBAKLWWY CHNBHYID BONe HNW CTPaOaHWA, ChegyesT 83 NpoMeaneHdA YMEepWBNATE TyMaHHBIM
crocobosm. BelwecTeo cNeqyeT CUeHWEAT B COOTBETCTEBUM © NOMyHEHHBIMA DEIYNETATAMM.

6.8.2 MHUBOTHLIX NOCAE WHCTHANALWA C NOPEEEHHAMK N3, NPYBEOEHHBIMA HWHE, CNEOYVET YMaHHD
YMEDLWENSTE (ONHCAHHE CTEMEHER NOSAKEHHA NDWMBELEHD B Tadnuue 1) nepdopauka MNKA 3HaYKTEMNEHOE
MILAIANEHWE DOTOBHLLL, BKNKHYaA CTaWUROMY, KpOBL B NEDEIHER KEAMEDEe rMaia; 4-A CTeneHe HeNpoIpad HOCTH
pOTIBH LB OTCYTCTEME JDaYK0B0rs pedunerkca (cTene L OTEETA PALYHKHON 0S0n0HKK Maaa 2 ), CoXpaHAIoLLernoch
B TEHEHWE T2 Y4 WILAIBNEHHE KOHBHETHEINSHOA MeMOpaHsl, HEKPOI KOHBKHETHEL AW MATATEMNLHON
MNEQEN0HEA AW CTCRAMBEaHKE. 3T0 CEBRIZHD C TEM, 4TO TAKWE NOPAKEHKA, K3k NPaBKND, HEoDPaTHME.

Tabnuua 71— KnaccndueEaunA NOpSEEHHA TN

MNapamarp Kracs

Poroenua
HanpoapadqHocTe, CTENEHE NNOTHOCT {NDESIAHMA JON&HE BEITh NOMNy=EHBL] W3 HaWBones nnatHod oBnacru)”

L]

G'I'C-'!."I'ETEE'HJT WMZEAZENSHAE MM BREnpoapaYyHocT e

OrasneHele Wnd ToqeqHee  obnacte HEMPRO3paHHOCTA I:HFIDI':-'IE HEIHSHHTENRHOND  MOTYCEHEHNARA

HOPMARLHOM Dnecka), paiyxHEs 0DonoH%a X0powo BnaHa 1
Nervo paznmHewmans nonynpoapadHas obnacte, pagywHar obonogka cnerka 2amyTHEHS
2
MNepanyeqaran oGracTe. OETANER PEOYHHON OBONOHEM HE BHOHD, DSIMER 3PS4KA B4EE DEINHYAM
3
HanpoapayHas poroerud, DEOyHHER OB0NoYEa HE PAAMHHMME Yap83 HENPOIPEYHSCTE 4"
PagysHan abono-sa
HopransHas 1]
JameTHo yInyBNeHHEE CENAOKH (CMOPLWMBEHWE), MANSpeMUA (MOEDAcHEHE ), OTEYHOCTE, YMBEREHHAR
NEQUHOPHEANEHAR MMNEEEMAA KA NEpEnanHEHNe, DEAKLMA PAOY=HOR aB0NoME HE CBET (BEANAR pearuny
cunTaaTCH 3dbesTomM] 1
KposoTedeHHe, NONHOS PRIPYIPEHHE MK OTCYTCTEME PEAKUWMH HE CBET 2

HOHBEIHETHBE

MNokpacHeHMe (OTHOTHTCR K MEaaHsiM M BynbBapHeM nOHBHHETIEEM, HOKMIOHEA POrasnuny W pagysHys obono-sy |

OTeyTeTEMS NOKRECHEHIA 8]

HeHoTopsie HODBEHOCHEIE COCYOE NANSPEMUDDBAHBI [NEp8N0NHEHE )

OudhchyaHa A, MANKHOBOMD LEETE, GTOSNEHEIS COCYabl TRYOHD REANNHMME 2

DugpdyaHan MACKMCTO-KPBCHRA . (g

Aenmo3
OTEHHOCTE {OTHOCHTOH K BEREM WIHNKH MUTETEnsHOl NEREnoHra)

OTCyTCTEWS OTERE 0]
MNprnyxnocTe BLILE HOpME 1
OYSANEHEIA OTEK C© YACTAYHLIM BbIBOPOTORM BEH 2
OITEH C MOy NPMEDEITEIME ESKAMK 3
OITaK © 38aKpEITeIMK BONSEE YEM HANCNOBKMHY BREAMK 4

' CnenyeT 3andcaTe MNOWS0E NOMY THEHHR DOMDEMLE.
" MAaKCHMBENLHD BO3MOKHOE IHSHEHWE.
Y Mewo3 — 3M0 SsDaNEREAR OIMEYROCITIE CIuIucrmol ofomomnt 2naad9.
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KpoMe Toro, pekoMerayeTcs MCNonNEI0BaTe B KAYECTES MNYMAHHEBX EOHEYMBIX TOMEK ONA NPEXpaLLeHua
HCCNedoBaHMA 00 OKOHYEHKA 3aMNaHHPOBAHHSTS 2 1-QHEBHAND NaEHoaa HaDNKOeHNA CRNEOYI0WHE NoDake HuA
rMaa. ITd NoPAKeHUA CYUTAINT NPEOHKTeRaMK CEPERIHE PASIDAMAIIWMY WM DATRLELA0WMY NOBDEKIEHHA
W NOpaMeHWid, NONHOE BOCCTAHORNEHME KOTOPRX HE NPEeanonarasTca K oRoHYaHWD 21-0MepHor nepyosa
HAAMNCOEHMA. CUMBHD BRHPAKEHHBIE NOBDEMOSHWMA [HAMPUMED, WIBAIBNEHWE POTOBMUL, BbIXOOALEE 33
Npeaens NOBEPXHOCTHE CNOEE CTPOMBE), paspywesde Donee 30 % nuaba (o Yes CBMOETENLOTBYET
noBenedne KOHBHETHEBANLHOR THAHW) W TAHENaA rMaiHan sHpesUdA (MHoRHBIe BROENeHWA). CodeTaHue
BACKYMAPUAALNA NOBEOXHOCTH POrOBUUSI [T, 8. NEAMHYC), OTCYTCTAMA YMEHBLIGHMKA CO BERSMEHEM NEOLALN
CHPAWMAAHAA GNYoReCUBMHOM HA OCHOBAHWM eXEelHeBHOR OUEHEW WHNK OTCYTCTBMA DEeInNUTENMIALNK
YEpas 5 OHel NOCNe HaHECEHMA MCCNENYEMOrD BELLECTREA TAKKE MOMET DACCMATPHEATECA Kak NOTEHUWANLHO
MONeaHsIA KPUTEDMA AN8 NDHHETHA ENMHAYECKOND DeWeHrd O O0CPOYHOM JABSDUEHKY MCChNedoBaHMa.
Cnoxako aTHX JadHey 00 OTEeNsHO0CTA HeOoCTATOYHO OnA ODCCHOBAHWA J0CDOMMOND NpeEpalleHEs
HoonefoeadA. . MNocne BRIABMNEHWA CEPLEIHEL MAIHBK WIMEHEHHA CNeayeT MpoKoHCYNETMPOBATLCA
MEYALLAM WK KBANHDUUAPOBIHHEIM BETEDWHAD0OM NAGORATODHE BHAOTHLIX WITKA NEQCOHANOM, OOVHEHHbIM
HOSHTUDMKAUNA KNHHMYECKY NOPaXKeHMil, KNuHRYeckomy ofcnegosardio ¥ Onpedeneduid, CnysmT A
KOMGMHALMA aTIx 3 DerTos OCHOBAHKEM ONA OOCHOYHOND NPeKPaLLEHWA Wocnegoaada. CTenaqu rnasoi
pPEAKLMKE (KOMBKHETHER, POTOBHALE ¥ PAOYHHOA OBONCoYEH] SONKHE GhiTe MOMNYY4SHE W 33DErMCTDHPOBAHE
qepes 1. 24, 48 v T2 4 Nocne HaHECEHHA WocneayeMors aewecTea (oM. Tabnuuy 1), MHUBOTHEIE, ¥ KOTODLIX
CTCYTCTEVIOT MOBPEMOEHHA NA3, MOYT OhiTe YMEPLIBNEHL HE DaAHes, 4es Yeped 3 OHA nocne HaHeceHka
HCCNEOYEMOID BelecTEa. HUBOTHEX C NOPAMEHWAMW [M83, KOTOPRIE HE ARMNAWTCA TAMENLIMH, Chegyer
HaEM00aTE 00 MCHRIHOBEHWA NOPAHEHWA MMM B Tededue 21 QMA, Nocne Yern WCCNEIoREHME NDEeKpalamT.
Habrmogedua cneayeT NEpoRLOMTE ¥ DEMKMCTREROBaTE MUHKMYM Yepea 1, 24 48 724, 7, 14 gueld u 21 geHs
ONA ONpeneneHHA COCTOAHKA NopaMedHki 4 WX oOpaTtMMocTH N HeoBpaTuMocTd. TIpM HeobxoOuMsMocTA
nposodAT bonee yacTeie HADMKAOSHWA ONA NREWHATAA PEwesdds 0F 3ETAMAZKWA NOGONBITHOS HUBOTHOMD MO
COOBpAMEHUAM MYMIHHOCTH MW YOANSHKA M3 MCCNEN0RAHMA B CEAIM C OTDULATENBHLIMM DEIyMIETAT A,

6.8.2 Npu kaxoom CBCNEOCBAHMK DEMMCTRDMPYIOT CTEMEHs NODEHEHHA maa (oM. Tabnuuy 1) Taoue
CnegyveT cooSlLaTe O GRYIME NOBPEXIEHNAK MMaia (HANDHMED, NAHHYC, OKDALLMBAHKE, MAMBHEHKE NepEIHER
KamMEPk) UK HEBNaronpraTHEK CHOTEMHER achdherTax.

6.5.4 MaydeHWE PEaKuWE MOosHD 0BNerdyTe © MCNONE3I0BAHWEN DRHOKYIAPHOR NyNbl, pYYHO0R WENeB0R
Nasne, BACMAKPOCKONA WNW Opyrons nogxogawers yoTpoicTea. Mocne pericTpaudi HaGniogedyin Yepea
24 y rna3aa MoryT GbiTe QONONHWTENLHD CECNEA0BaHE! C HCNONBLACEAHKHEM ENYOPECUEMHA.

6.8.5 CueHEa rmaHex oTEeToR 0GLMHS CyDbbexTHBEHa. [nA ofecneveHMA COrnacopandHOCTH SUeHKKN
PEAKLMM MNAas, Y TG NOMOYE MCNBTATENEHEM Na0opaTopHAM M TEM, KTO YYACTEVET B NDOBEIEHMH HADMOOeHKA
H MK MHTEPNPETAUMIA, NEPCOHAN, BENONHARWIAA HABMIOOEHNA, J0MEeH GRiTE O0yJaH MCNONLIYEMON CHOTEME
OLEHEH.

T DaHHbIe W OTHeT

7.1 Quenka peaynksratos

Mokaaatenu pasgpaderyd CNWIKcToN oSonoYKK Ma3 cNegyeT CUeHWBaTE B COBOKYTHOCTH CO CTENEHBID
TEEECTM NOPakeHMia 1M v o0paTHMOCTEI0 MAM OTCYTCTEHEM ODpaTeMocTi. OTOeNBHER NMOKAZATENM HE
ABNRIOTCA ABCONIOTHEIM KRPWTEDHEM ANA OUEHKK PASADEMANLWWE CEORCTE, TAK KaK NPpOBOGEAT OUSHKY W ORYTHX
adupErTOB WoCCNEdyeMara BelecTea. Ha camom gene oTOenbHble OUEHEM CREQyeT pacCwMaTpvBbatb Kak
CIDABOHHLIE AHAYEHWA, KOTODRLE WMEIOT CMBICM TOMNBKD B TOM CMYY3E, BChi OHW NoOTESOeHED HOMHBIM
OMNACAHWENM W OLEHKOH PEIYILTATOR BCEX HADNKOEHAR 7O CUMIMoMan, pueadaqHsm B TaBnuue 1.

7.2 OtyeT ob AccnNegoBaHAM

OTueT ob MCCNegoBanHK JOMKEH CogepMaT:

7.2.1 OBocHOBaHWE WCNHTAHWA A Wi, BECOMOCTE JORAIATENLCTE QOCTOEEDHOCTH JaHHBK Npeawe-
CTAYIOWNX MCTBTAHKA, BEMI0YaR PEIYNETATE CTRATETWA NOCNER0BaTENEHOM MCNBITAHNA:

= ONHCAHKHE COOTESTCTBYMILLKK DaHHEIX, NOMYHEHHbIX B X008 NDEOLOYLWIWX MO TAHWA,

= JaHHBblE, NONyHEHHEE HA Ka%O0M ATaNe CTRATEMAW WCNBITAHKA,

= ONHCAHKE NPOESEHHEIX HCNBITAHKE I WR, BEKNKYaA OeTank NpoUsayp W peaynsTartkl, NonyHeHHEE
C MCCMEaYERMEIMH ITANOHHBIMA BELWECTEIMHK,
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- OMWCAHKWE NPOBEOSMHOND i1 Wivo WCCNeJOoBAHWMA  DaljgpawednApalbeladin  KooeH, BKNIDHEA
MOTNyYSEHHBIE Pe3yNLTATbI,

- @HanWa BECOMOCTA Q0RaIaTenLCTE O1A NpOBEIeHHA HOCNEdoBaHA N vivD,

7.2.2 Woocnegyemos BELLECTRO!

= MOBHTHEDMEALUMOHHEE GaHHBIE [HANPWMED, XKMHYECKDE HAKMEBHOBAHWE M HoMED TAS (NpH HaMWYHK},
YHCTOTA, MABECTHEIE NDHMECH, HCTOYHWAE NONYYEHWA, HOMED NapTHH];

- (PHIHHECKYI0 NPHPOAY # DHAMKO-XHMWYHECcKHE CBORCTES (Hanpusep, sHasedHwe pH, NeTy4ecTb,
CACTEOPMMOCTE, CTAGMNEHOCTL, DEAKUWA © BOOOH ],

- B CAyY3e CMECH. QOMMHE GbiTh HOeHTHPHUHMDOEaHE KOMNOHEHTE, BEMINYaR HOeHTROWKALWOHHbIE
OaHHBIE COCTARNAWKME BEWECTE [HANPUAED, XMMUHECKHE HAMMEHoBaHKE W Hosepa CAS (npe Hanwdm)] 4
WX KOHUEMTDEL MK,

- MCNONBI0BAMHYID A03Y (KOMUYScnan HaxMoouMaes uconedyemMosn aeljecitmeg),

7.2.3 PacTEOpWTENE:

- WOBHTHEDMEAUWKY, KOHUEHTPaLWIO (BCMKM MCNONBIORANK), HCNoONEI0BAHHBIR obemM,

= ofocHoRaHWe BRIDOpa PACTEODWTENA.

T.24 MoaonsITHEIE #HBOTHEIE!

- MCNONBI0BAHHEIA  BWE/NHHAK, ODOCHOBAHWE WONONLICBAHWA ODYIWX MHBOTHBIY, OTAWMHBIR T
KPOTHKOB-ansbHHOCoR,

= BOIPACT KAKOOrD MKBSTHOMD B HAYaNe KCCnegoaaHysa,

= YHCMO HHBEOTHBLIX KAXOOro Nofd 8 NoAcnbITHOA W JCNONHATENRHOW [KOHTRPONBHOR) rpynnax {np«
HEODXOOKMOTTH),

- MACCY TENa Kasgon MHBOTHOMD B HANANE W B KOHLE WCNHTAHWA,

= MCTOMHWE, YONOBWA COOepsaikna, KOpM i T. 0.

7.2.5 AHeCTETHEN M AHANLIETARM!

- A03sl 4 BPEMA NPHMeHEHKA MECTHRIX aHECTETHKDE W CHCTEMHELY AHANLTETHKOE,

= NP MCNONB30RAHAM  MECTHOR AHECTEIMW.  WABHTWOHKAUKMK, YWCTOTY, TWN W BOIMONMHOCTE
BIAMMOOEHCTERA C HCCNeayeMbiM BELWLECTEOM.

7.26 Pexwwnutatel.

- OMACaHKe MEeTodd OUSHKW DaIfpamedHrs NpW Easacms HabmiogeqHdd (HanpuMep, pydHas wenesan
namna, BUoMHKpockon, fnyopecUeH);

- COEASHKE B TA0NWULl OaHHLIX N0 pa3gpadaioilerypas-efanlemy 0TBETY ANA Ka®Goro EMBoTHOD
33 KawObk Nepdod HatningeHs BNNoTe 00 YOANSHKA KaMOord MABOTHOMD M3 MCNLITAHKA,

- MOApoBHoE ONUCAHKE CTEMNEHKW W XapakTepa HabnkndaeMors pajipaseHis WK patbeaanid,

= OMACAHWE GPYTHE NOPRMEHWA, HabnooaeMblx B rMaly (HanpyMep, BACKYNAPWIALMA, 00pal0BaHHe
NaMHyca, CNafkK, oKpalwsEanine),

- OMUCAHKE NOKANBHBIX ¥ CHCTEMHBIX No00YHBX PDeKToR, HE ARMNRIOWMACA ODTANEMONCTHSECKKMIM,
per#cTpaures KNMHAHECKAX NPMAHaKee $onK W gucTpecca, uddgpoase doTorpadiiid i pEayNsTaTk MMCTonaro-
NOTWHBCKHR HCCNadoBaHuA, NPK HamKu-1iE,

F2.7 DfcywOeH e pesyneTaTon.

T3 WuTepnpeTalWwa peaynsTaron

7.3.1 JkcTpanonAUMe peayneTaTosR WCCNeaoBaHki pasdpameHia mMas Ha natopaTopHelx HHUBOTHEX
NG OTHHUEHWIO K MIOOAM J8HCTEMTENEHS TONBKD B OrpadUYeHHoRr cTeneasn. Bo MHOMMX cnyyass KponukE-
ankOUHOCKH Bones YYBLTBMTENLMHEL, YEM YENoREK, K MadHBEM PAINEASMTENAM WM S0KNMM BELLECTRIM.

7.3.2 Crnegyer cofnionats OCTOPOMADCTE NPM MHTERNRETALMW NONYHEHH L OaHHEX ONA ACKNOHEHMA
CAIOpakEHHA, BulIBaHHEX BTORHYHOH MHDekL el .
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MpunoxeHae A
[cnpaBoyHoDe)

ETPETEI'!-IH nocneqoBaTenkbHOro HCNLTAHKA PAaz0paseHdAa W palbLe0aHMA TNa2

Al OHwme NonoMeHnA

£.1.1 B wHTEpecay QOCTORSpHER HEW4HER OaHHER W BNArcnony-mE 3HE0THEIX CHEOVET W30eraTe HeonpasgaHHora
MCIONBI0EEHWA HWBOTHLN M CBOOWTE K MAHEMYMY HCNLITEHAR, KOTORBIE MOMYT BLIZBATE TAMANLIE fE3KLEHWA Y SHBOTHEIX.
Bor uethopmauns 0 BEWECTES, HMEHHILAR OTHOWEHWE K 8nd NOTEHWHANLHOMY PEZNDENMEHWI PEILESaHID a2, JonsHa
O T CUBHEHS 00 PACCMOTREHAR 0 Wiro. ¥Ee MOoHET ObiTh QOCTATOHHOR KOMWYECTED QORE3aTaNLETE ONA KNaccifkaniem
MCCNEOYEMOND BSLUSCTES N0 PEI0PEEaIILEMY MAM Falbe0a ey BOZ0SACTENN HA rmada Gez HeoDxogumocTy mpo-
BEOSHMA HCMNBITAHMA Ha nabopanopHex #HEcTHBR. Taxmw obpaiom, HCNoNE30EaHNE SHANKIE BECOMOCTH JOKEIETENRLETE
H CTRATEMMK NOCMHEGUSaTENEHOM HENBITAHMA [CM. ey A2 1] cES0ar € MUHEMYMY HeoDXOTAMOCTE HEMLITEHAA T Wvo,
DeofEHHD SCNH BEWUECTED MOMET BbIIEATE TRMEME [EEKLLHA.

£.1.2 PanomeHoyeToR MCNONEANEETE SHANWME BECOMDETH QOKA3ETENBLTE NP OLEHES MMEHNULSRCA MHEODMALIWA
O PESISPaFEHHA W DAIRSOAHHKE FNE3 BOWESTEOM W ONA ONPSganaHis HEOBEDOMMOCTH NPOEREHHA O0NOMHETENEHBIX
MCCNBAOBEHMA, HE RENAKIUMECH MCCNES0EEHHEM [NE3 0 Wvo, ONA XSpakTepucTHEE TREDM NOTEHYMANE. Mo Heobms-
OVMDCTHE OSNEHERLNE MCCNEO0BAHKA PEKOMEHOYETCR MCNONEIDEATE CTRPATEMMK NOCNEI0ETENEHON HCNBITEHMA 3TA
NONYSEHNA COOTEETCTEYRILME SHCNEPMMEHTEMLHEX SaHHEX. [NA S8USCTE, HOTOREE HE WMMEET HCTODHA MO TEHKA,
CNEOYET WONONE30SATE CTRATEMK NOCNEN0EATENEHLN MCNEITAHWA ONR NONYYSHUA GEHHEE, HEDDHOUME ONA OUEHKA
PEIGPAMEHHA DEIBE0AHNE a3l [TepBoHa4aNsEH0 CTPETErMA MCNumaHkA Oena paapaborana pabodei rpynmoa OECD a8
1996 r. v NpUeRaEHA B oT4aTHOM SorymanTe ') Bnocnencraws oxa Beina nogTEEpHOSHA W pACUMpEHa B ComacoBaHHoN
KOMNMERCHON CUCTEME KNaccudMxaUmy ONSCHOCTER ON8 300p0BLA YEN0EREE M BO3RENRCTENR XMMH-SECKAN BELBCTE HA
QEPYHERIWYED Cpagy, O00bpaHHoR 28-M COBMBCTHEM COoBaWaHNEN HKOMWTETE N0 XMMHHBCEANM BSlUscTEam 1 Pabodsh
FEY MM M0 XMMHYEcHHM BEwacTeaM & #osbpe 1598 12! v nepacMoTpena akcnepTHoR moynnol OECD e 2011 &

£.1.3 HecmoTps Ha To HTO 378 CTRETErHR MENEITAHHA HE ABMASTCR HEDTLEMNSMOA YACTE HECTOALUE CTAH0SpTE,
OHE OTPEMAET PEHOMEHOYEMEIR NOOX04 NPH ONPSOEnsHry KEpasTEPACTHE pazopaseHdRpassegands mai. Takod
nedxog NPagcTaenAeT cobol Kax NydHwye NpAKTHEY. TaE W 3THHECEMA KPHTEDMA ONR NPOSSSEHAA MCHSITEHWA I vivo Ha
pEsgpasmeHHa paIeenaHne rmal OH cOfapUT pyROoS0acTE0 No NPOSaqaHnE MoneTadeE i owve i obobwaer dartopel,
KOTOPEE CHagyET YYATREETE NEpan NNAHMPOSAHWER TEEODMD WMONETaHeA. CTPaterdA NoonagossaransHorm MEnsTaHuA
QDECAEYMBAET NOMXNOL, CCHOBEHHLA HE BECOMOCTH JOKSIATENECTE NMDM BHAMMZE MMEHWWXCH QEHHLN O BELECTEAN,
BRIZLIEBEHIUMY DSIJPSEEHHE DEILE0AHNE, W MHOFOYPOBHEELIE NOSO0E ¥ NONYYSHWR: COOTESTCTEVEILMY OHHHLE O
BELLECTBAX, ONA KOTOP:E HEoDXOOWMD NPOEESEHINE OONONHWTENEHEE WCCRES0EAHMHA WTH HCCNEODEAHWA KOTOPLE HE
npoeogMnucs. CTPaTEmMA, NpMBSIaHHaR 8 gosymente?! skniouaet B cefR BLINOMHEHME CHAYANE BANWAMPOBAHHLIX M
OBLWENPAHATEE WONBITEHAA N WD vl 8 WWo 1 238TaM HCCNEQORaHME PAZOpaAREHIAPEIRE0AHMR KON Npl Haobeonw-
MOCTH B CODTHETCTEMM © A0KYMEHTAMUS .

A.2 OnvcanKe NO3TANHOM CTRPATEMMM KONk TAHKA

£.2.1 MNMapag NpOEENEHWEM WCNETEHMA B DESMESE CTRSTEMAM NOCNEOOBATENEHOM MCNBITAHAR (CM. cxemsy A2 1]
OoreHa OelTh HIYHEHE BCA QOCTYNHAA MHPODMAUWS ONA CNPEseneHHA HeoBoMMOCTH HCDBITARNA HE FRazax i wvo.
HecMoTpA HA 10, 4T0 SHEHMMER MRGoDRALMA MoeT BeiTe NONYYSHE B pEYNETATE OLEHKM OTOENEHLIX NARAMETPOE (Ha-
NpHAMER, NPESENEROND SHEEHHR pH ), CNegyeT OLEHWTE BOH COBOEYTIHOUTE MMBKIWBACH mHibopragw. Boe cooTeetcTay-
HLWME JAHHEE O BOAZEACTENW DACCMETDHEIEMOND BElUBCTES M BMD CTPYHKTYPHBIX SHANDIDE JONHHE GRTe OUSHEHBI NEWM
NPMHATHA PEWEHAA NO BECOMDCTE QOEA3aTENLCTE ¥ QormsHD Buite npascTaaneso obocHoBaHME 3TOr0 pewaHnA. B nep-
EYH CHEDENL CNEOYET YIENUTE BEHAMEHHE BMESHILHMCR OaHHEM O BOISEACTEMN BSWECTES H HYEM0ESKS A HMBEOTHBIX MO
PEIYNLTATAEM HCNBITAHAA 7 viiro wne e vivo. No BoamMosHocTH cnenyeT MaDerath BCCNaOoEaHiE ArpECCHBHBY BEWOCTE
i wive. PEETODBL YHHTRIESEMEE B CTPATENMA MCNBITAHWR, BXNKHE0T B CEOR:

A2Z DusHKEA AMEHIWMECA QEHHBIX 0 vilro ONA YenN0BERa WMNH EHBOTHEIX KWWK JaHHLIX G
MCNONLICEIHNEM BANKWAWPOEIHHLIX M MERAYHAPDOHO NPM3IHAHHLIX METOE0B [3Tan 1)

B MEpAYH D4epa0L CNenyeT DECCHATOREATh MMEHILLIMECHE NBHHBIE JNA “ENOSEKE, HENDHMED, DaHHBIE KMEAHHYECEAL

T o [22).
. [23].
H Cm. [4].
4t Cm. [24], [25].
4
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¥ NPOEcoHoHATIEHbI MCCMENDEAHNN, 3 TAHHE KNMHWHECKRK CNYEEE KWANH MCNETEHIEA HE HUBOTHEX NPH WCCNe08aHNRX
HE MMaday, WiANK JaHHES BANUOMPOBAHHEE M MEEOYHENOOHD NERIHAHHER METOZOE in Wire pa3gpaseHUApaIeadaHHR

rma3:, NacEarkeRy oHA NEEQOCTaBm=EaT HHII'}JFIMELII-I'ID. HENDCPENCTEEHHD CEBRIAHHYH C BOAAEACTEWEM HA rMa3a.

Cxeama AZ1— CrpaTertd BONBITAHAA M OUSHEN PE3NDaEHUA PAILEIAHHA TNas

Zran Dedcredn Paaynerar

1 HMmewmecs gadHeE o CrneHoe NoBREsGEHWE Naa
BOISEACTEMHA HE Ma33 Yenoeara
KN HHBOTHOID WIANKH Q8HHLIE
in Wiro 113 BEANMOWMPOBAHHLIE 1
NEMAHAHHEX HE MERTYHAPOSHOM
YROBHE METOR0E Paagpastande mas

He BoiamisssT paRgpasaHdqR’
parbSgaHne mas

Mmenwmeca garHele o Paawepnanne komu
BOISRACTENM HE MOgan flknM
HHEOTHLIX WIANK SJaHHLHE i wire
13 NDOERQEHHE W NPH3HAHHBIX HA
MERIYHAPOOHOM YDOSHE MaTOO0s,
SEMOHCTPHEYVHILLNY PEIbe0aHes
BOINBACTEME HE KoY

MresMEcA GadHES O CHNEHEIA paapasiTank KoM
BOIOBACTEMM HE MHIZEA 1IKNE
HHBOTHBIX AN SaHHEE i witng
K3 NPOESREHHEX W NPHAHEHHEIX HA
MEREDYHIPOOHD M YDOSHE MaTOO08,
OEMOHCTRHMPYHILLMY CANBHDE pai-
OpEEARDLES BO30SRCTENS HE KOy

v

OISy TCTEYET QOCTYNHAR WHpopMa-
LME MM @OCTyNHER WHopragHa
AENREETEA ManoyDeqMTansHOR

¥

2 Brinon#sT aHanvz 3aewonmocte | Mpegnonarawot CHPBESHOE
BETHEHOCTA OT CTPYRTYRE [BAR] NoBpE#EAEHHE Al
OMA paigpasEHUR paIbe g s R
rnaz
MpagnonaramT pPA30paEHNE
rna3
Paccwarpueaor SAR gns MpsanonarawT PEILEOAHNE
pPEFLEgaHMA KON KA

+

nFI'E,EEEFHﬂTE.I'IbHE.H QUSH¥E HE MO~
#ET DbITh COEMAHE KNA 0H HE AB-
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Bweon

ANMWEANLHER (BEQEYLUEYHER,
MOSEPXHOCTHAR] KOHEMHER TOYKE.
CHHTEDT parea a0 rrgan.
HAoneitanus He TpabyaTcs

ANWEANEHER KOHEYHEA TOMEA.
CHWTEIT pEOpaEEHLMKM TNasd.
Honeitadue He Tpabyarcs

AMAKANEHAR KOHEYHEA TOHKA.
CHHTAKIT HE PEIPECHANNLHM W HE
DEILENANLAK  Maza.  MoneTaHes

He Tpedyeros

MpegnonaragTcn pE3LESEHWME rNE3.
Honeitanue He TpabyaTcs

(MpegnonaraT pasipaseHne rnas.
Heneitanue He Tpabyatcy

MNMpegnonarasT pazsaqaHwE Med.
HeneiTanus He Tpabyarcs

MNpeononaraT pasopaxeH e raas.
Wenbitande He Tpabyatod

MpegnonarawT payLaaaHLE HNEd.
Honeiranue He Tpabyarcs
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NRETCA GBOCHOBAHHON KNW OTRKUE-

TENEHOA

HamepaHwe AHAYEHHA pH
{EnychapHOA EMEOCTH, npM
HEODAOOMMOETA)

v

JHadenme pH Gonae 2 1 MeHas
11,5 Wne aHasenwa pH e Gonesa
2 W ke medes 11.5 (o suakos

Gea  BydWpHOR  SMEDCTH. NEH
HEQGROaMMOETIA)
ELinonHAKT  AHANMI  WMEHILWWXECH

OAHHEIX O CHETEMHOA TORCHYHOCTH
NP HAHSCEHWH Ha KoMy

+

Takan WHPOPMEUNA HESOSTYNHE,
MM BELECTED HE AENRETCR BECO-

ECTOHCHSHEIM
EH.E-I'EPHMEIH'I'EJ'II:HD OUEHWTE
THTEHUREN PEIBEASHWA HOH

8 COOTRESTCTEWM GO CTpatardei
HMCNBITEHWA,  WanowssHon 8 (4],
acnd a3ta Takse TpabyeTcR  gne
UENSEH pEryNAPOEEHNR

+

BelwscTan  HE  Boi3ssaeT a3
HOAHAR MK CHIMTsHOE E300EKEHRE

+

MpoEecTe  BAMMSMDOBAHHOE W
NPAZHAHHDS BCNEITAHWE HE MMa3ax
i wilea Mne ex wvio

Auaqenve pH e Banes 2 |wnW
He meHes 11,5 [C Bhicokon
OythapHOR AMEOCTE, NPH HE-
obxofumocTi)

BhICOROTORCHHHO MW
HOHUSHTRELUMAX, KOTODBIE
moryT Beme NpoBEpEHE HE
rrnazax

Pazxaganue My CHNBHBIE
paEanpakaiun =hipesr

FPazwesaHess MNK CHNbHBbIE
paanpakanwnE shdiekr
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MpagnonaranT paikegaHde rmaa,
MeneimaHws we TpedyaToA

Bawesctas Eyner odeHs TORCHYHEIM
NEH MoNETaded. Flonerades Ha
TpedyarcA

MpagnonaranT padbLsiasde rnas.
OaneHeRWES HCNBITAHWE HE
TpedyartcA

MpsagnonaramnT pEIselaHie
MIA CHNBEHOS J33pasaHHa
AMA TNE3 NEM YERoERW, 4TO
NpOESAEHHOE OB TEHWE
reoeT DuTe WENDNL30BAaHO ANA
BEIRANEHHA 8K BEWSCTE!
CHNEHBIY PAZOPAEUTENSH 1
BEWBCTED HEXOQWMTEA B oinacTi
NEHMEHNMOSTI MCNETEHWA.
DansHenes HenbITaHAS He
TpedyatoA

11
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Paagpasanagni sthherr Mpegnonara:oT pazQDadeHE rMas
NP YoNoedr, 4T NpoEEgEHHDE (kI
G TEHWEH | MOsET Mo RT | BhiTs
WCMOMLI0BEHE SNA NREEHNEHDA
naeHTHRMEALHY PAILE0AHILNE,
CHNBHB PEIADEENLHE BELUECTE
¥ pEISPEHHTENEN M BSWECTED Ha-
XOOMTEA B npesenax ofnacte npu-
MEHAMOCTI DTS TEHEAAR ).
JansHERAWEE MENRTEHWE Ha

TpREEToH
OreyToTeyet Paigpasaowm MNpegnonaraoT oToy TCTEVE
athpekT PEAOPEMEHAR DA [Ma3 MK

WENDHWH, 4TO NPOSESaHHOR]{ IS )
VICME TEHWE{A | MOMHD BCNONs3088 T
AR MPEEUTLHOR MoaHThbrea-

UMK HEPEZOPEKS WML BEWACTE,
YOO NPEEANEHO OTIMHETE K

OT BELESTE, KITORES RENROTER
PEIOPEHATEMAMH, CHNEHEMA DE3-
OEEEUTENAMA HNW BELBCTEEME,
PEILEOALAMME [E33, W BELWECTED
HAXDEHTCA B Npegenax abnactm
MPAMEHMMOETH METOOE.
JEnsHEAWEE MCNsTEHIRE Ha

TpRyEToR

BaneowpoBasHele @ NpHIHEHHBIE
in wilro W Bx W0 KECNBITAHWA
Mo BOASBACTEMH HA  COAMABSTLIE
ohonoqd a3l He Moyt Oeith
WENONBEANEAHEL  ONR  DROHYETENkER-
HOrD BeiE0gE

T BranonsHssoT nNEpAcHE4ANEH0E | CHNsHDE NOBPESmEHWE 11133 CHMTADT paskaqarilyum raza.
MOTILITAHKHE HE FNa3ax Kpandea in JansHeRLas MCNETAHWE Ha
WD, MCAOML3YA OOHD MHUBOTHOE TpabyeEToR
CEyTOTEYIOT CHPLEIHEE NOSpak-
HLEHHA N33 N HeT OTEETA

B BranonHasat NogTEEREOAWES | PAILS03HWE MNH PE3ODEHREHME  CHUTAKT paibafaruis Mnd
BONBITAHME ©  BCNONEI0SaHWEM LE3ODEHERNLMM SEH TNad.
DOHOMD WKW O8YE O0NONHATENEHBIX JanrsHEAWas MENsTaHWE HaE
HHBOTHRIX TpabyeToR

CreyTeTeyT passagadns mnk CHNTERT B paapaHalim 1 He
paapasesna ELIILBAMILMM PEILEORHNE FNad,
JEneHEAWLEE MENsTaHWe HE

TpabyeToR

Mocne 37070 CABOYET OUEHHTE MMEKIUMECH SaHHLE WOCNeOBaHAE HE NKOSEY WHNA HABOTHR N0 W3Y-4eHAI
PHODEHEHAAPAZEEAAHNA KOBK HIMNK BCCNEOOBaHAR &1 Wilid Ha OCHOBE NPOBEPEHHEIR W MEHOYHEPOOHD NPWIHAHHEE
METOS08 DUSHEH PaILedaHns kons. BalwecTea o M3eecTHon pasbenatilled SETHBHOCTRI WK CHNBHEIM DRINPEHEHAEM
rNa: He CRESYyeT BEOOATE B IMAIA MHMBOTHRM, 3 BALLSCTES, ORALIBAKILEE DEILEO0WSE AN CHNEHDE PAa3Npasaowes

12
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EO3OSECTENE HE KOEY, TAKKE CNE0yaT pPECCMATOMEETh HEK BhIZbIBAHIWUWE Pasbeidres WANK paigpasdruss
B03MaRcTEME HE Masa. BawecTea ¢ gocTatoqHLIM OOKSIATENECTEOM OTCYTCTEMR PAalbelaliLerd W pEaqpasdEnwsEna
OEECTEAR N0 PEIYNETATEM PAHEE NPOEESRHHLIX MCCNEI0SaHWE HE MA33E TAKEE HE CNeOyeT HCNaNkI0EATE B MCMETRHKAX
Ha Tnazds in vivo.

A23 AHANK3I 2aBHCHMMCCTH AKTHEHOCTH OT CTRYKTYPL! [(SAR] (atan 2)

JormeHs BriTh pAcCMOTREHE PEIYNETETE MONETEHEA CTEYETYPHE POOCTESHHLE XAMHYECEAR BAWLSETE (MPA HanW-
“HM . TP HA MM ODCTATOSHOM KONMHYECTER JAMHE X O BRAAEACTE HA CTRYKTYDHO DOOCT BEHHLL BELUECTE HITA CMECEE TAKAX
BELBCTE HA HENCHEEXE MIMNA HMB0THEE, 47005 NOKAZETE HX NOTEHUMANEHYHY BOIMOEHOCTE DAINPEHEHAR/ DATLENSHA
ITI83, MOXHO MPSaNoNEHATS, HTO MCCRESYaMoE BAWEeCTe) DyI1eT BhiZWBaTh TAEHS HE peasudy, B TakMy cry4ams MOomeo
HE NPOEIHTE WONBTEHMA BEWSCTES. DTPRUSTENEHRIE QAHHES DRIYNETATOE WOCNEO0BaHAR CTRYKTYPHD POOGCTEEHHBIX
BEILECTE ANM KX CMECER HEe RENAKTCA QOCTATOHHGIM QUKSIATENLCTEGM CTCYTCTEMA pa3OpasgUedpassanariyed
CNCCOOHROCTH BLWYECTES B PAMEAX CTPATEMHMM NOCNEICEaTENLHLN NCNLTEHAMA, TNegyeT Wononb30sans NEoBSpeHHBIE
NPHHATEIE NOOXoOE SAR Ons anpegensHra NOTEHUMENEHOM PEasbafaiuernt ¥ Paa0paskanwand B030eAcTamA KBy Ha
KDY, TAHK W HE rmasa.

A2 4 PUHIMKD-XWMHYECEHME CEONCTER M PeaKUMOHHEA CNOCOGHOCTE XHMHUYECHWY CoRgQMHeHHA [3Tan 3}

BawscTed, HMEWE SLCTDEMANEHLEE IHaYEHHR pH. Taswe kak He Gonae 2,0 unu de medse 11,5, moryT olasw-
BATh CHINEHOE NOKENEH0S B0308RCTENE. ECnK 3kcTpemMansHos aHayeq e pH ABNAETCR OCHOBEHMEM AR MAEHTHEMEaLMA
BELLSCT BE KK BEIZEBANLEN PEILEOEHAS WNA PE30PEHSHNAE FMA3, T0 870 HHCNDTHO-WENoYHON pezaps {BytepHan amimcTe |
TEKME MOMET BLTe NpMHAT 20 eHrvanne | Ecrm GyhepHan eMrocTe COROATENLCTEYET O TOM. YTD BELLECTED MOKET HE
BLIZLIBATE KOPROAMD [Na3 (7. 8. BeWEcTED WMeET SRCTREMANLHOE ZHaYEHNE pH N HHIRNE BCNOTHO-WENOYHOR peaepal,
T ONA NOOTESPHOSHWA 310 HEoDKoIAMD NPORSCTH SaNEHEALME MENSTEHHA, NPEANOYTHTAENEHD & MONOMsI0EaHIEM
BENWOWPOSAHHER K NPAHATEE B HCCNES00BEHUAL METOLQOER I Witrd ine ex wivo (ow. A2.T).

A2S5 PaccmoTpeHde MMEWEACH HHdopsaumK (atan 4)

Ha arom cragwd gonsHE BeTe DUSHEHE BOA AOCTYNHAR WHRODMALNE O CHCTEMHONA TORCHHYHOGTH NPX HEHSCEHWA
HA ROy, TAHHE CNEgysT YHUTEIEATE DOTPYH KOEHYH TOKCHSHOCTE MCCRagyemon eawesTea. Ecny Geno mokasadn, 4ra
WCCIEOYEMOE BEWECTAD SENAETCH BRCONOTORCH-HEIM MO HAHECEHWH Ha KO#MY, BOAMOMHD, HET HEOTXOAWMOGTH NPOBRDATH
ar0 BOASERACTEME Ha fNasa. Hecmorps Ha OTCyTCTEME DDARIATENLHOW CBA3WM MEHIY OCTROM HOMHOR TOKCHHHOCTESD
W DHIADEHSHVEWM/ DEILEOEHEEM [Na32, MOKHD Npegnono#MTs, Y4T0 BSWECTED, ABMAKIWESCH ShICOROTORCHHHEIM TP
HAHECEHWA HA HOMY. Take Byger NPORENATE BRICOKYH TORCHHHDOTE NpW BEEEOEHWA B Madd. TAKWE JaHHBIE THEME MOryT
BT PECCMOTREHE MERLyY sTanam 2 1 3,

AZE ODueHKa paibenalyers B030eRCTENA ESWECTEA NPHM HAHECEHMW HA KoY, BCNMW 3TO Tak:s TpebyeToR
ONA Wensd peErynApoBadna (atan 5)

CHavana cnegyeT OUeHUTE NOTEHUWAN PEaTLESaH0Wers BO30SRCTEMA 1 CHINEHOTD PA30PEKEHNA NPK HAHSCEHW HA
KUY B COOTBETCTEMM © 2, BHNIYAR MENDNLI0BAHWE MPOBEPEHHLI M MEHDYHADOOHD NEHIHIHHEK METOL0E MONLTEHIR
paTLENANILEN BoANaRCTEMR Ha koxy in vitro?). ECnn yoTaHOBENEHD, 4T0 BRLLSETE0 BELBART CANBHOR DEZIPAKEHAE KMNN
PATLEOAHNE KoK, B0 MOMHO PACCMETRMBETE KEK BEILEIHWLEE CMNEHOE DEIOPEKSHNE UMM paibegards rmnas. Tammm
QDEE20M, NPOEEAEHIE OaNLHEALMY BWCNEITAHWA HE TpedyeTon. ECny BEWBCTED HE DEE3LIBSET CHMEHOM DE30PEHE RSN
BOZOERCTENR HA HOWY H HE BEIBIEAST 88 DEILEOSHWRA, CNEQYET MPOBECTA NCMLITAHWA HE MNE3E I wWiro mnn ex wiva,

A2T HMonbiTadwA in witro wne ex vivo (3Tan 6)

Bowpsorea, npoosmMoHcTPHPOBESILUME PEILESEOWWE MR CHNBHEIE PE3PaHarilyeE CEORGTES B HENBITAHARAK I W-
trx v e vivo poTopee Belne BEMASHPOEEHB! 1 NPMHATED HE MEROYHADDOHOM YPOEHE HE OOMHLL MENETLBETECH HE
WVEOTHESE ONA OUSHKH PEISpasaiyHy/ passenao9s raa aduberros. MomHD NpeananomyTe, 470 Tasws BalWecTEa
OVOFT OKSILBATE BHANOIHYHDE CEPRSIH0E BOIQENCTEME 7 Wi, ECny BarmaupoBaHHLE | NPHMEHEHHEIE HMCNETaHWE N
witroies Vivo HEAOCTYIHEl, CRESGYET NPONYCTUTE 31an B v nepaaTe K STany 7.

A28 MoneiTadue in vivo HE EponvEax (3taned 7 n 8)

VcmsiTaHWe KA mMmaiax in wWeo CNeqyeT HEYHMHATE © NPeasdapHTENEHON WENEITAHHE © WCMOMSI0BEHWEM 0OHOM
HMBOTHOM. Ecne peaynsTats $70r MONBITAHKA YHREIBIEAKT, 410 BEWSCTE0 RENRETCA CHINBHBIN PESISPSHUTENEM KT
BEIZLIBAET DAILEO08HWE N33, JANBHEAWES WCNBMTEHWE NPOBOOATE HE CheayeT. ECnM &3T0 MCNMEaduwe HE BeIRBKNG
PAILEOANILKME MMM CAAbHLE  pE3npaskamwyx  sifekTos, nposogAT NoATSe[CHOAHHLEE KONBITAHME ©  4BYMA
OONarHETENEHBIMK HHEOTHEIMKE, B 288vcsocT O pEsynNeTaToR NOQTEERHASHWEND MCNETEHKA MOMET noTpeboearscA
NPOES0EHAE QONOTHUTENEHEE BENEITAHWA N0 HACTOALWEMY CTEHLADOTY.

T Cw. [26]—{28].
1 T, [25] w [20).
H Cwm. [30}—J22).
4t Cm. [33], [34].
13
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Npunosexue JA
{CRpasoYHoe)

CoONoOCTARNGHME CTPYKTYPEI HACTOALWGrD CTAHAAPTA CO CTRYHTYPOH NPUMEHEHHOrD
B HEM MOMAYHADOOHOTD 0OKYMEHTA

TabGnuua OA1

[ TRAWETYRE HACTORWEID CTHHLAPTY

Crpyorypa MemEIyHAPDE RGN Josysenta BECD Tast
ME 405:2017

BzageHns

Beagasne
1
2
3

1 QENacTe NpAMEHEHER [—)

2 TeEpMHHEL, ONpeOenasny 1 CoRpaLWEHIER [nounmeesrs 1)

Mpuanoeedes 1 TEpMAHEL 1 ONPESENSHEA

3 HavansHels acnesrs (5—7)
31
32
i3

HaqanbHes BenesTs
5
a
i

4 MprHLUKMN HCRBITEHWA N wivo (B, B
4.1
4.2

TPMHLKN HCNBITAHAR N Vo
]
4

5 Mogrotoska k eneimadmes im wiva {(10—12}
5.1
5.2
3

MOoSroToBKa K WCNEITAHHED 1T WD
1o
11
12

§ MNpousgypa wmenerasda [13—28)
.1 MononeaosaHws MecTHeX AHBCTAETHKOE M
AHANErETHRDE

CHCTEMHBIX

.2 HaHeoaHne MoConenysMon BelsEcTea

6.2 MpomMmeBaHWE

G.3.1

£3.2

f.4 Ypoeeue 50361

4.1 MNpossgeHiE NCNBITEHWE BROKHE BRLECTE

i.4.2 MNpoesgaHrE NCNBITAHWE TEERSbIE BEWEBCTE

.43 MNpoesgeEHWE NCNBITEHWME S3pozanan

f.4.3.1

5432

6.5 MpegsapuTenbHoe MEMLTAEHWE (M WD pazgpaseHeal
pPAzLE0ARHE © MCNONLIDEEHMEM OGHOM HABOTHOMD)

8.5.1

£.52
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15
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[H TRYETFRY HELTOAWArd CTandapTd

CSTpyRTFpa Mexgynapodnon goeyaenta DECD Test
M 405:2017

G KOHTRONEHDS MERLITAHWE (MCHBITEHWE HE PE3OREMEHAE
rNaz M Vivo © Q0NDAHATENBHGIMK BHEITHEIMK

KoHTponeHOS WCNETEHNE
paznpEsEHHE mai in
HHEOTHEIMIK)

| MEMsI T HAE Ha
VIVD  © OORONHETENEHBIRMK

23

6.7 Mepuon HabneonsHas Mapuog HatnoosHvA
24

B8 KnuHu<ecke HEONHOEHWA " Enacowpukauny | KnHenseckne HAONKOeHnA B KNECCHesanMs

BOANEHCTEMA HA MA3a BOATEACTEMA HE Mmaaa

6.8.1 25

GEZ 258

G683 27

G.8.4 28

GBS 28

T DanHee W omyer (30—33) DanHee 1 oTyar

[ i 30

T2 31

T3 32

* Evbnnorpadms

Tatnuea 1 KnaccnfiiHaga Nopsskarsdi mas

Mpunoearne TepMmsHonors

HPHJ'II'JH{"EHHE' A CrpararnA NOCNEgoearsnsHom HonbITAHMA
PEE0PEHEHNMA M DadbE0aHKne IT1233

JononeuraneHas  aeoprauwA ana DECD Test
e 4052017 CTpam@mms BENBITAHKA W OUSHEH painpa-
WEHWA M pASLa0aHHA a3

Mpenosaude 04 ConotTaBneHie CTOVETYRE HICTORAWER
CTAHOAPT R CO CTRYETYPOME MPYMEHEHHOMD B8 Ham
MEROYHAPOOHOID QOHYMEHTE

Eubniorpadmn

* BwbBnworpathuA pasvellEHa B KOHUE HECTORIEND CTAHOARTE.
** Tabnwua 1 :Knaccidmikaun NOpasHWi mMads Npueeneqs e nogpaagana 6.8
TepuuHsl, CNPEganeHR W COXPALLSHUA NPUBEOSHE B pasgans 2.

e ]

HPHMHHHHHE — MNoene  3aronoBRae Pa30aEndE HECTOAWETD CTaHdaPTa NpUesdaHLl B crobkax HOMEDE

SIHAMOWHEL MM I'IE.iJE.I'FIEGb{IE MEMHOYHAEDOGHOrD QOKYMEHTE.
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