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lpeancnosue

1 NoQroTOBNEH degepansibid MOCYJAPCTEEHHLIM YHATADHBIM NMpeanpHaThesM «BoepoccHickHi
HaYYHO-KCCNEQ0BATENECKHR MHCTHTYT CTaHSADTHIAUWW MATEpHanos | TexHonorvids (YT «BHMK CMTa)
Ha OCHOBE COOCTREHHONS NEPEBOOa Ha PYCCHME ALK AHMOAILMHON BEPCHK OCKYMEHTA, YEAIAHHOMO B
MyHKTE 4

2 BHECEH TexHM4eckMM KOMUTETEM NO cTadgapTuaayny TE 458 «Paapabortia, npodaeagcTan K Kok-
TEONk KAUECTas NeKApcTAoHHLIX CREacTRY

3 YTBEPXOEH 1 BBEJEH B OEMCTBVE Mpukasom PeiepansHoro areMTcTEA No TeXHAYECKOMY
perynipoBaHn ¥ meTponarie o7 10 wana 2018 r. Ne 402-c7

4 HacroawsMit ctaHgapT waedTised pykosoacrey |[CH 382005 «HMoccnefopakin MKsYHOTOKCHHHOCTH
NekapcTEEHHEX CReOcTE, NpeiHaIHa4YeHHex ona Yenoeekax (ICH S8:2005, Immunotoxicity Studies for
Human Phamaceuticals, IDT) MexsayuapogHod koHDEReHUNAN MO FApMOHHIaLHM TEXHMYeCcKkdE TpebosarHniA
ONA perdcTpauny NekapcTaeHHbX CREOCTE ONA MeqHUMHCKOrD npumMmesdenna (Intermational Conference on
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use, ICH} 1.

HawMesoparme HICTOALErD CTaqHZapTa WIAMEHEHO OTHOCMTENLHD HAMMEHOBRAMWA YEAIAHHOTD
MEROYHAROOHOTD QORYMERTA ANS NpHBaneRnA B cooTeeTcTare ¢ TOCT P 1.5—2012 (nyHkT 3.5)

5 BBEJEH BMEPBLIE

Mpasuna nouMeHesis HacMoAwe2o cmasdapma yomakoanasHes 8 cmamee 26 PedepansHoac 2anana
it 28 wowa 20715 20 MNe 162-03 «0 cmandapmuiayun ¢ Pocoulckol Pedepayuur. HughooMauus of
USMERERUAY K HACMOAWEMY crmaHdapmy mySnukyemcs 6 exe20dHoM (10 COCMOAKUD Ha 1 AHEEDA IMERYLLEED
zoda) uHGopMaUUGHROM YRasamane «HauuoHaneHee omaldapmbiy, 8 SHULUANERBID MERCHTT UaMeHenul
U NONpasoK — 8 GXEMScAYHOM UHDODMaLLOHHON Ya1amens «Hayuonansbkie cmasdapmels. B cnyyae
TEDECAMOMDa (ZaMelial) AU MMEHL HACMORIYe30 cmardapima cosmaamemeyiolles yaadosnekue Bydam
IYERUKORaHD @ ENUwaOWeM GeNMYCKE SHEMBCAYHOZD UNBODMALUOMKOZD VKaIamens sHaUuoHATLNEe
cmardapmess. Coomesmomapolan usghopuayud. pesdoMneHue U MEXcilbl DAIVeLUanmed makwe &
trhopmayuoRHol cucmens oblWesn NOMLICEARUA — Ha cthultvyansHom caime CedepansHosn a2eNmomesa
10 MEXHUYSCKOMY DESFNILDCEANLD U MEMPANOaUY 8 camu Mrmepram (www.qost. )

N gas OkTAGREA 2015 ¢ nepermadoeaqs B MesayHapooHeA COBET M3 FApMOHM 38K

& Ctanpaptrudgops., odopmnedqe, 2018

HacToAwmh cTAKAART HE MOMET BETE NONHOCTEID KK YACTHYH BOCNPOMIBEOEH, TUPAKWPOBAH 4 pac-

NpOCTREHEH B KauecTie ohUUMansHorD Maganua Gea pazpeledqs OenepansHons areHTCTEa No TEXHWYaCKo-
Yy PRCYTIADODEHMI0 W METPONOAM
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Beenexnne

Uermm

LUensamy HacToAWErD craHgapTa ABMAETCA NPEAJCcTABRNEHWE DeKCMEHIJAUWA Mo JOEMAHMYSCKAM
WCCMBOCBAHKAM,  HANDABNEHHLIK  HA  BHAENEHWE  KOMOOHEHTOE  NOTEHUMANEHD  oBnagascugux
WMMYHOTOKCWHHOCTEIO, W ODBCNEYEHHE PYROBOOCTEA NO NOGXOOY K NDHHATA PELLIEHWA HA DCHOBES MMEIOLWWXCRA
AcKazaTenwcTe 8 0OMacTd WCCNedobaHiid MMMYHOTOKCHYHOCTH. B pamekax HacToAwero cTangapTa nog
WBAMYHOTOKCHHHOCTRIO NOHWMAETCA HENPEOYCMOTPEHHAA HMMYHOCYNDECCHA WNK  YOUMNEHWE HMMYHHBIX
peakyui. NekapcTeeHto oBYCNOBNEHHAA TMNEPHYECTEMTENLHOCTE W Ay TOMMMYHHEE DEAKUMK HE BXOQAT B
0BNacTe pACCMOTREHWA HACTOALWETND CTaHgapTa.

Cnpagodunan wHdpopMmalHa

Oueska NOTENUWANEHOID HEWMENATENLHOIS OSACTEWMA NEeXapCTREHHLIX NPENAPATOoA H3 AMMYHHYHD
CHCTEMY YEMNOBEKA OOMMHA BEMIOYATECA 8 CTAHJAPTHBIA NPoUecc pa3paboTiM NeKapcTeeHMBIX COeOCTa.
TORCHHECKOR BOAOSHCTEME HA WMMyHHYK CWCTEMY BRNICHAET NOJABNSHWE WNH YOWUNEHWE WMMYyHHOTD
oTeeTa. [oJasneHie WMMYyHHOMS OTBETA MOMET NPHECOWTE K CHHHEHWIO CONPOTHMEAAEMOCTH OpraHusnMa
b BOITYONTENREM MHEERUMA WK ONyXONeBkiM KNETKAM. ¥oUNeHne MMMYHHOM OTBETA MOMET NpMBSONTL K
OGOCTREHWIE SyTOMMMYHHBX 3aGCnesaddid unM rMNepHyBCTEMTENEHOCTH. [IeKapcTReHROE CPeacTad WM
anavETel GEMKOBOMD NEenapata MolyT DeiTe pacnoadaHbl K3K YyHMEepodHBE W CTHMYTTHPOBSETE MMMYHHEIA
OTEET, HANpPaBNeHHsIA NPOTHE NekapcTReHHoro cpeactea. Mocnegyolwes NpUMeHEHWE NPENAPATa MOMET
CTaTE NPAYMHONR ANepriYeckis pEakuyWi. JHaYHTENEHAR YACTh HayYHex palboT ¥ youMKA No Bannoalwe B
MOCWNOs COCPEnoToYe bl HE CUBHES NDENAPaTOB-KAHAMOATOR, HAXCAAWMECA 8 paapaboTse, Ha NpegMeT
MOTEHUMANLHONS PUCKa BblibiBaTe WMMYyHOCYNPECoHD MWDo KOHTaKTHYD annepriio. B HacToAwes spemMA
OTCYTCTEYIT CTaHOIPTHEE NOGXOOE K WCCNEdoRaHko NeRapcTBeHHBEX NPENApaTos, NpeqHaAIHAYSHHLIX GNA
UEMJBEEKE B OTHOWEHWA PECMWDETORHON WM CUCTEMHON ANNEErEHHOCTH [ARTHIEHHOCTH), NeKapCTReHHEX
AYTOMMMYHHBIX D23 L WA

MMMy HOCYNPECCHA  WAM  YCHNEHHE WMMAMyHHBEX Deakys mMoryT BeiTe Bbi38adbl GBYMSA TDyNnasM
NerapcTBeHHLX COegcTa;

1} NpeaHasHaY EHHBIMA DA MOOYTALMA B YHHOA Y HELA B TEPaNeBTHHSECHAX LENAX (HanpuMmep, Gna
NoOPMITaKTHEKY OTTORMEHWA OPTAHoR), 8CNKW HEWENATENEHAA MMMYHOCYTPECCHA MOKET PACCMaTPHBATRCR B
KAHECTES Wb TOHHOH DapMakod-iHaMKEIK,

2} HE NpegHAIHAYEHHBIME GNA BO30eACTEWA HA HWMMYHWTET, HO BLdLIBAHILKMKE MMMYHOTORCHYHOCT b,
HAaNPUMER, B CBAIM C HEKPOIOM WNH anonTO3I0M MMMYHHEIX KNeTox NG BI3WMOGEACTEMEM C KNETOYHEMK
pauenTopamy, cowKeK 0NA UENeBsX TEaHER MM HELUENERLIX KNETO MMBMYHHON CUCTEMbI.

B xa4ecTee NpMMEepa NPENAPATOR, BEALIBAKWLME HEXENATENEHYH WMMYHOCYTIDECCHE0, MOMHD HA3BaTE
AHTHNPOAMgEpaTHEHLIE NPenapaTte, WCNoMNE3IYeMBIE ANA NEYeHWA paka. B aTux cNy4$anx HewmenaTenbHbia
peENbTaTE  OOHMHHAYECKME  WCCNedoBaHviA - DoCTaTodHD NEAMO  YEAILEAKT Ha  WMMYyHOTORECHHYHOCTL
y yenosexa. [MoaTowMy NPOBEOEHWE CNeUManbHblx aHanykios GnA oNpedeneHdA  WMMYHOTOKCHHHOCTH,
ckopea BOErD, HE UenecoobpasHo Npd OUSHKEE pUCHKE, NMOCKOMNLKY Uenesua THaWW obbidHo NpeacTasnasaT
cofoid OECTED QEMAWMECA KNETEM, HANPHUMeD KNeTKW-NPEfWecTEEHHWEN HMMYHHOR CHCTEMB W3 KOCTHOMD
Moara. MoaTomMy HEMENATENLHOE OEACTBWE HI WMMYHHYHD CWCTEMY MOMEeT ObiTek CNPOTHCIMPOBAHMD HA
OCHO2aHW K fAapMaKonNOMMHEckoi SKTHEBHOCTH M MOMET ObTh JOCTOREDHD M3YHEHD B DAMKAX OORNHMHAYECKMK
Woccneqoeandin. YTo KacaeTcd apyrky TWNOBE BEWECTE, HE NpegHaIHaYeHHLIX ONA NOJaRNeHHA WMMYyHHOID
OTEETE, PAanHYeHHe Mexay HIDBITOYHON DapMasaIMHAMHEOH K HEUENEEMA 3DDekTamy MeHes CHeBRIHD.
HanpymMep, HEKOTOPEIE NPOTHE0R0CTANHTENLHENS NPEMADETR MOrYT NCENWATE HA CNPEIENEHHBIE BPOXIEHHLIE
MMMy HHBIS DYHELWA, HO HE OCAZATENEHD HA A0ANTHEHLIK WMMYHHBIR OTRET.
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HAUWOHANBHBIA CTAHOAPT POCCHHWCKOW ®EOQEPALMUM

CPEOACTEA NEKAPCTEEHHLIE ONA MEOWUWHC KOO NPMMEHEHWA

HcocnegoBadda AMMyHOTOKCHYHOCTH NEKapCTEeHHBLIX CPaACcTE, NpedHaIHANEHHLIX ONA YenoBeka

Immunotoxiciy ireasiigations miendad for bumans phamaceuiicals

HDara egegesnA — 2018—03—01

1 OBnacTe NpUMeHEeHWA

HacToAwKid cTakgapT pacnpocTpPaqAeTcd Ha NPefoCTARNEHWE peXoMEHdauri No OoKAHHKYECKHM
WCCMNENOB3HWAM  WMMYHOTOKCHYHOCTH NEKAPCTEEHHB CPEOCTE, NPEOHAIHSYEHHEXY ONR  YenoBera.
OfNacTe NPMMEHEHWA HACTOAWEND CTAMOApTa OrPaHH-YMBABTCA HEMENATEMNLHOE WMMYHOCYNPECCHER MK
HaBLITOYHEIM HMMYHHBEIM OTEETOM, HE BEMIOYAR CMYYEED ANNEPrEHHOCTIA W NEKapCTBEHH0=0BYCIOBMEHH biX
AYTOUMBMYHHED DEAKLIHI.

HacToswri cTaHgapT NpHMEeHHM KO B02M HOBEM NEXAPCTEEHHLIM COBACTEAM, NPElHASHIYEHHLI OMA
YENOBEKA, 3 TAKHE K JapETHCTDHPOBAHHLIM NPENADATAM NPK DACILMPEHKIA CIMCKA NOKasani NWGo BHECEHKMA
HHBX WIMEHEHMA B CYLWECTRYRILLYID MHCTOVELMID, ECNH NogobHoE HIMEHEHWE MOMET NPUBOAUTE K HOBLIM
IHEYHMbBIM HMBYHOTORCHYECKAM pEaKUWALM. Kpome Toro, HACTOALLME CTAHOAPT TAKKE PacTpocTPaMAGTCA Ha
NPENA0AaThi, B OTHOWSHWA BOTOPLIX KMTKHWHECKHE NPUIHAKK WMMYHOTORCISHOCTIA OTMEYaNHES MO NPOBBIE WA
KMMHMYECKAY MCCNEO0BaHHR W NOCNe PEMMCTRAUMK M BRIBEOEHWA HA PRIHOK.

HacToAWwWA CTAaWOapT He pacnpocTPaHASTCA HA  NEKADCTEeHMbIE  COEOCTEA, NONYYSHHBIE
GUOTEXHONOTHUSCKIM NYTEM, W Ha Ipyrie GUHoNOrMYeCcKME NpenapaTk.

CHLLECTEYIOWWE METOOWHECKHE DOKYMEHTEl O CEHCHEMMIMIALKA 1 TMNePYYBCTEMTENEHOCTH OCTaKTCR &
CHME, HACTOALLWIA CTAHOAPT Ha HWX HE BNUAET. HAcTOAWMI CTAHOAPT He CTARBWUT CeGE LEenNki NPEJocTasdThE
CNelAfU4EcKME PEXOMEHOAUMK OTHOCKTENLHO TOMD, Kak CReOyeT NpoSoOdTh KawOos WoCnedoBavne
WY HOTORCHYHOCTH. OBLWE METOOHYECKWE PEKOMEHAALWA OaHEl B NPHNOKEHWM.

E pameax HACTOALEND CTAHOAPRTS MO0 WMMYHOTORCHMYHOCTEID MOHWMEKTCR HENpedyCMOToeHHER
HMMYHOCYTIDECCHMA  MNH YCUNEHWE MMMYHHEX peakti. NekapoTeerHn ofycnoane Has MnepYypcTeMTab-
HOCTE H AYTORMAMYHHBE DEAKLWH HE BX00AT B 0fNacTe pACCMOTDEHWMA HACTOAWEID CTAHOaPTS.

2 OBwwne NPUHUMNBI

K HacToAWeMy CTAMOAPTY NPMMEeHMME! CREOVIOWHE OOLLME NPHHLWMN:

= BCE HOBBIE NEKapCTEEHHBLIE CPEACTES, NDENHAIHAYEHHEIE N8 YeNoBexa, CNEOYET OUEHMBATE © TOMYKM
IPEHMA NOTEHUMANEHOA CNOCOGHOCTH Bhl3biBATE MMMYHOTOKCHYECKHE DEIKLIM,

= METOOKKW BKMNOHAT CTaHOapTHeIE WCOCNEOOBAHWA TOKCWHHOCTH (CHT) WnH  gononHdTensHee
HCCTNEN0BaHMA TORCHYHOCTH, NPOBOOMMBIE B YCTAHOBRMNEHHOM MopAdke. Bonpoc o UenecooSpasHocTH
NpoBEOeHMA DONOSNHATENEHBLEY WCCNeOOBAHWA HMMYHOTOKCHYHOCTH DeWASTCA HA OCHOBAHWA COBORY MO
ananusa QakTopoB, WANoKEHHEX B 2.1,

Conepeadue HACTOAWErD CTAM0ARTS WANCHWEeHD B COOTEETCTRMM C DEKOMEHO0BAHHEIM NDOLECCOM
MEMHATHA PELLIEHANR B DaMKEX OLEHKM MMMYHOTOKCHYHOCTH, KaKk NoKalaMo Ha Gnok-cxeme (pucyHor 1), Bonee
nogpofHoe CNMCAHWE METOOOB NPOBEOEHMA WCNETAHME MREOCTARNEHD B MDWTIOMEH WA

Magauue oguunansHoe
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3 Metoavyeckan HHCTPYKUMWA

31 dakTopbl, YYMTLIBASMLIE NP OLEHES NOTEHLMANLHON WMMYHOTORCHYHOCTH

BulgenaAsxT chegyiowde ©akTopsl, KOTOpkle  OBYCNOBNWBaKT HEe0GXOGWMOCTE  OanbHERLWMX
HCCNEB00BAHWA  MMMYHOTOKCHYHOCTH: 1) peayneTate CHT, 2] dapmaskonoriHeckke CBoRCTEa npenapara:;
3} ugnepas LATEMOPWA NAUWEHTOR, 4) CTRYRTYDHOE CROOCTEO © MISECTHRIMM MMMYHOMODYNRTODAaMW, 3) pac.
Npegdenesie NekapcTBeHHIro COENcTEa H B) KNUHKYECKan HHDOopMaL KA.

Ha4anuHuli CHPUHHKT Ha NOTEHLWaNEHYHY KMMYHOTOKCHYHOCTE BINICHAET CTaHJapTHLIE WCCNENoBAHKMA
TOKCHYHOCTH. TIpK 3TOM Creqyet YW THEATE JaHHBIE KCCNedoEaHR HA MPI3YHAR W HHBOTHBIX, OTHOCALLWYCA
k OPYTHM OTEAGAM, KAK KPaTKOCPOYKELX, T3k ¥ QONMOcpoYHey. JononHuTensHan HHQopmMauUs No Maydaersim
napasmerpas W NpasMna cogfWeHWA © Pe3ynsTatax rMCToNaTonorW<eckors aHanwIa npegcTaEneHs &
TE QAT COREH .

3.1.1 CrangapTHeie HCCNEO00BAHWA TOKCHYHOCTH

Oauueie CHT cnegyeT adandIdpoBaTe C TOYEM ID8HWA HANWYHA NPUIHAKOE WMMYHOTOKCHMUHOCTIA.
Heobxoq Mo YU TE BATE CReqyiu e NDWIHRKA

- MAMBHEHWUE  TeMaTOROMMYECKIAX NapamMeTpon, TAKWK KAk  NeRKOUMTONeHUA neRkouMToa,
FREHYNOUHTONEHAATTPAEHYNOUKTOS NHE0 NMEoneEHHA N oUMToS,

= MAMBHEHWE MACCH OPFAHOE MMMYHHOR CACTEMBL WHANK TMCTOMCTHYSCEHE WIMEHEHHA [HANDUMeD,
HIMEHEHAR THMYCS, CENEIEHKM, NUMEaTHYECKAX Yanos WK KOCTHOMD Moaral,

< MAMBHEHWE CRIBOROTOMHOTD TNOBYNMHA,

= MOBEHLWEHAE Y3CTOTE WHEKUWMA;

= MOBEILSHWE YACTOTE ONYXOMSH KK MPHUIHAK WMMYyHOCYNPECCHMM B OTCYTCTEME OPYTHX BEpOATHBLIX
MEMYMH, TAKMX KaK T@HOTOKCHYHOCTE, MOpMoHaneHee 3pihexTel DMA0 MHOYKUMA QEOMEHTODR NESEHA.

MameHeHMA No aTvM NapaMeTpaM MmoryT OTPaWaTh HANWYME WMMYHOCYTIDECCHM NWE0 NOBRILEHHYI0
AKTUBALAI0 MMMYHHOR CHCTEMBL FIMMYyHOCYNPRCCHA, KK NPABKND, BHDANMASTCA B BHOS CHAMEHWA IHAYEHNE
Mo NAPAMETRAM HMBMYHHON DYHELAA, 3 YCUNEHWE HMMYHHOM0 CTRRTA — B BHGE POCTA N0 DAHHMLIM NEpaMaTpam.
Oaxako NaHHaA BIAXMOCERIE HE ADCoMOTHAA ¥ B HEKOTODEIX CIYYAAX MOKET BhiTh HAPYLWEHA.

CeHEY MMMYHOTORCHYHOCTIA O0MEHb NPOBOOWTE © YYETOM CRenyowmwy QakTopos:

= CTATMCTMHYECKAA M CUONOrMYeCcKan IHaYMMOCTE HAMEHEHMA

= CTENeHE TARecT addexTon;

= EIMMOCEAIE 003aBO3OEHCTEHE,

- thakTop DEsoNacHOCTH COBDX OHKIAEMOA KNHHHYECR0N 003k

- NPOOCTESMTENEHOCTE TERRMHA,

- KOMNMYECTBD MCNONLA0BAHHLIX BASMOTMYECKHY BRASE HHUB0THSEIX M KOHEYHBIE TOYEN,

< MAMBHEHUA, KOTOPRIE MOMYT NPOUCEXOONTE MO BOA0ERCTEUEM SPYIHE DakTOpoR (HANPUMED, CTOECCA,
cu. 1.4 NpANCHEHAR),

= BOAMOWHENR KNETOMHBIE MHLWEHI WK MEXaHiiM QedcTRUA;

= ACABI, NpM KOTOPRX NPOABAAKTCA 3TH UIMEHEHWA, OTHOCHTENBHO A03, NPW KOTOPRIX NPOARNAKTCA
APYIAE B0k TOKCHYHOCTHM;

- oBpaTHMOCTe 3bdexTon,

3.1.2 QapmarkonoriYyecke cBoOMCTEA

Ecnu hapmMarnonorM4ecking CeoicTBa MCCNEDyemMand BELECTES CEMOaTENLCTEYIOT O 810 NOTEH LWanksHon
COOCOBHOCTY BOANENCTEOBATE HA WMMMYHHYR HYHELMG (HANPWMED, B CNYHAR NPOTWEOBOCTIANMTENLH biX
npenapgaton),  CNEAYET  PACCMOTPETE  BOJMOMHOCTE NPOBEOEHWA  AONONHWTENLHBLXN  AHANWIOB
WMMYHOTOKCHYHOCTH.  MuopMagsa, nonyyYeHHan B pamkax  OOHNHHAYHECKWX papMakonori4ecimx
WCCNEnoBaHWi O cNocoBHOCTH NPENapaTa Bo3aeHCTR0EATE Ha UMMYHHYID CHECTEMY, MOMET BTk MCNONE30ESHE
B pamkax NoOxXoO0a C YYETOM COBOKYMMOCTH QOKAJATENLCTE NPH NPWHATHY PBLUBHHWA © HEoGXOOMMOCTK
NpoBEEHHA AONOMHWTENEH biX WCCNEO0BAHHR WMMYHOTOKCHYHOCTIA,

3.1.3 NMpegnonaragMeie KATEMOPHHA BONbLHBIX

MpoBadedne JoMONHATENEHLIX WCCNEA0BaHWE HMMYyHOTOKCHYHOCTH LenecoodpaiHo B ToM chydae,
BCNH SONBWUWHCTES NAUMENTOB, KOTODLIM MOKAIaH NPENapar, MMENT WMMYHOOeDHUNTE, 0By CNOBNEHHE
CNelHdKEgit 3ab0oneBsaHnA HNW NPCECOWMON TEDanHeA.
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3.1.4 CrpyerypHoe nogoGue

BewecTea, CXOOHEE N0 CBORH CTRYVETYDE C BELWECTEAMM, 0GNagaWMMK NOOTREPHISHHLIMNA HMMYHD-
CYNDECCHBHEBIMM COONCTBAMM, TAKKE DOMMHE GiITe DACCMOTDEHE B KAYECTEE DOIMONMLIX KAHZUOATOR ONA
NPCEROEHNA SHANUIA MMMYHOTOKCUYHOCTH.

3.1.5 PacnpegenedWe npenapara

Ecni npenapar 4N erns MeTatondTel COXDAHAINTCA B BRICOKWY KOHUBHTPAUMAR B KNETKIR MMMYHHOH
CHACTEMEl, ChedyeT paCCMOTpETE BONDOC O NPOBEZEHMH JONONHATENEHOMO WOCNEqOBEaHHA HWMMYHOTORCKY-
HOCTH.

3.1.6 MNpruaHaky, HabnogacMbie B KNHHAYECKHX WCCNefoBaHWAK WAW B XOO¢ KNHHAYeCKOTrD
npMMeHeHHa Npenapara

PeaynNbTatel KNHHHYECKHE MCCNeJoBaHWd, CBMOBTENLOTEYIOWME 05 HMMYHOTORCHYHOCTA ¥ NaLWeHToE,
NONYyYaAKKLWKEE NPenapaT, MoryT CaMgeTenECTRORATE & HEOGXOOWMOCTH NPOREgEHWA AoNONHATENEHBIX DORTK-
HAYECKKE MCCNegoBEaHWE MMMy HOTORCHYHOCTH.

3.2 AHanNWa COBORYNHOCTH WMEIOLWKWECA AAHHBIX

HeobxaaWMo NPoBSOHTE SHAMWS COBORYNHOCTIA MMEIOLWWKCA DaHHbiX, YHMTHIBIIOWMWY BCa akTopid, G-
CAHHEIE BullE, ONA YCTIHOENEHWA BEPOATHOMD OCHOBaHWA ONA GecnokorcTea. OGoCHOBAHHEE PRAYNILTATE B
OOHoH CBNACTA MOMYT NoENeds 3a ool HeoDXoOWMOCTE NPOBEREHHA JONONHATENLHEER WCCNBRUBAHMA M-
MY HOTOKCHYHOCTH, PEayneTaTsl aHan4sa Jeyx v Donee PaxkTopor, Kakdslid M3 KOTOPLIX MO OTAENEHICTH Bein
Bbl HEACCTATOMEH, TRIHE MOMYT 0GYCA0BKTE HEOGKOOWUMOCTE NPOBEIEHWA JONOMHUTENLHEIX BCCNELOBAHWA.
Ecnu gononsuTEnsHEe KCCNEI0RAHKE MMMYHOTOKCHYHOCTH HE NPOBOOATCA, CNOHCOD OOMMEH NPELoCTaBKTE
COOTEETCTEYIOWES CoSOCHOBAHWE 3TOM MaxkTa,

4 Ehlﬁnp M OM3adH AONONHUTENbHbLIX HCCNenoBaHW K HMMYHOTOKCHYHOCTH

4.1 Uenwn

Mpk cbocHOBasHoM BECNOXKOECTEE B OTHOWEHMK PEIYNETATOR aHannaa gonwHet beiTe NpoBEOeHb
ACMONHATENEHEE MCCNEROBaAHAA HWMMYyHOTOKCHYHOCTH ONA YTOYHEHWA WMMYyHOTOKCWHECKOrD NOTEHUMana
npenaparta. Takkue HCCNeqoeatis MoTyT BRREHTE 0OPaTHMOCTE 2D EEKTOE B NOOBESDrHY ThIX WIMEHEHAAM THMaX
KMETOH, 8 TAKe MEXaHnas gercTenA. Nogobias AHfopMaUWa TAHHE MOMET YE3ILIBaTh HA NOTEHUKENbHBIR
PHCK W, BOIMOMHS, NPMBOOHTE K BEIBOpY DHOMapHepos ANA KNHHAHECKHY MCCNanoBaHki.

4.2 Bulbop aHaniaon

Ecni WMEWMeca CEGOEHHA YEAIHBAINT Ha HeoDX0oOMMoCcTe NPOBELEHRA DONONHUTENEHEY HCCNego-
BaHHid  WMMYHOTORCHYHOCTH, MOMHO  WCNoNL30BaTk  painvYHbLIE  adaniasl.  [pW Hanu4kbe Hanme-
HEHHA B JadHbiy CTAHOADTHLIX WCCHeOOBEHWA TOKCHHHOCTH, CBWOETENLOTEYIOWWY O HANWHHH  HMMY-
HOTORCHYHOCTH, THN SONCAHATENBHLIX WCCNEgoBaHWA  WMMYHOTORCHYHOCTH, KOTODBIA MORHO CUHTATE
NOOXOOAWMK, DYOeT 33RHCETE OT HADNIOOISMEX WMMYHOMOMMYECKME HIMEHEHMA ¥ OT TOKCHYHOCTH, Xapak-
TEQHOW ANA NPEnapatoR JaHHOM KNaccd. PeROMERIYETCA NPOBECOMTE WCCNEdoBaHKE HMMYHHON DyHELWM,
Hanpumep T-3aBMcHMore oTeeTa aMTuTen {T30A). Echnk EOHKDETHEE TWNbl KNETOK, BhIABNEHHBIE B CHT,
HE YHACTEYIOT B aiandie T30A, MOMHD PAcCMOTPETE BOIMOMHOCTE NPOBGEEMHA AHANWA0E N0 HIMEDEHWI
DYHELWA KNETOK JaHHOMD TWNa (CW. NpHNoKEHAe ). ECNK KOHEPETHAA MWWEHL HE CNpedenesa, DeKoMedgoBaHs
WCCNeaoRande MMMYHHOR DyHELWA, Hanpusep T304,

Kpose Toro, HMMYyHODEHOTHNMPOBaHWE NONYNALWE NEAKOUATOE, HEPYHELACHANLHBIR aHanH3, MORHD
NpCECONTE C LENBID AEEHTHMEALHK ONDedenaHHbix IaTROHYThIX NPpoBneMon NoNyNALHA KNETok, Y9Ta MOKET
OSECNEYnTE NONYYEHWE NONEIHLIX KNMHWYeCKME BroMaprepos.

4.3 Ou3anH ACCNegoBaH[a

[OnA oueHEn NEKIPCTREHHD OBYCNOBNEHHOH HMMYHOTOKCHYHOCTH COLENDHHATEA OW3aAH MCCen0BaHuA
Ha rpHayHax nNpearonaraeT WoCAeNoBRaAHUE NQOGONMWTENLHOCTEID 28 gHed ¢ NoCNeqoBaTenkHsM
EMEOHERHLIM O03MpoBaHMen. ONUCcaHel CNYYaR A0ANTAUMKM  OMIAAHE  2HANIE  WMUMYHOTOKCHUYHOCTH,
NpEqnonNaraWe WCNoNbIDBAHME MUBOTHRIX, HE OTHOCALLMXCH K OTpAOY (paiayvHoB. Bua MMBOTHEIX,
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WTAKMME, 03k, MPOOCMAMTENEHOCTE TEPANKW W NYTe BEEOSHWA B JOMOAHWTENEHBX WCCNegoBaHHAX
HWMMYHOTOKCHYHOCTH  JCN¥HGL N0 BOIMOKHOCTH COOTEETCTBORATE MCNONB3yEMEIM ONA CTaHJapTHOM
HCCME00BaHWA TOKCKYHOCTH, B KOTOPOM COTMEYANWCE HEwEenaTenbHbie 3dhekTsl Co CTOPOMHLl MMMYHHOR
chcTeME. DBulNHO 8 Takdx MCCNefoBaHWAX NEPPHAMAaKT YHACTHE MABOTHBIE ODOWY MONoB, 38 HCKTIOHEHWEM
CMyHacs NponegeHna KoCNedoBaHkil Ha npuMartax. Ecnd npd NpoReOeHH  MCCNeqoBaHed Ha #MBOTHbIX
ApYrax BOoE BepyT MHMBOTHEIK TOMLKO COHOTD Mona, 3ToMy O0MEHe BuiTe npeacTaEneHs oBocHOBaHWE.
BeicOKan 0033 NeHapCcTEeHHER CPEACTE AOMEHE NpeBbiLaTE YPOREHS:, HE BhllbBACWHA HEGNaronpuATHbX
HameHEHAR (NOAEL), Ho gonsHa GblTe HAME YPOBHA, NPABOOAWETS K HIMEHEHWAM, BEABEAHHBIM CTRECCOM
[ch. 1.4 npdnokerda). Ona onpedensHiA BIaUMoCcERI GO3a-0TEET W A03kl, NP KOTOROH HabnindasTca WM-
MYHOTOECHSHOCTE, DEKOMEHACEARD B MCCNEO0RaHKK MCNONs3I0aaTE HECKOMBKD YPOBHER £03.

4.4 OueHKa OONONHATEMBMEIX WCCASOOBAHMA  HWMMYyHOTOKCHYMOCTA H  HEOoDXOOHMOCTE
ApoBEEAeHMA JANLHEWHWME HCCNeQoBaAHKA

PeayneTaThl  JOMOMNHATENLEHLK WCCNESOBaAHHE  WMMYyHOTORCHYHOCTA CNedyeT OUSHWBaTk © TO4YKM
IPEHMA HANKYWMA GOCTATOMHONS ODweMa JaHHbEK, NOIBONADLWME B JOCTATONHOR CTENeHH YCTAHOBMTE DHCE
MY HOTOKCHYHOCTH,

441 OononHUTensHeE WCCNefoBaHdA MOMYT YEAZATE Ha OTCYTCTEME BOIMOMHOCT BRABTEHAA DUCKa
WMMYHOTOKCHHHOCTH M OTCYTCTEME HeotH0dMMOCTH NPOBEEGEHHA DantHe ALK MCNLITAHWA.

4.4.2 DononHHTeNbHEE WCCEdoBaHKa MOMYT VEAILIEATE H3 DWCK  MMMYHOTORCHUHOCTH, HO He
CRECMEMHBATE MONYYEHWE OOCTATOYHEX JaHHBX O0A NPWHATHA DALMCHANSHOTD PEWEHHA CTHOCHTENLHD
COOTHOLWEHKWA PYCKNONs3Ia. B aToM chnydae QONONHWTENsHLIE SHAMAILE MOTYT ODECNEYHTE NoMNydYeHie
BOCTATCHHOR MHOpMaUKKA GNA NPUHATAR PRLIEHHAA O COOTHOLEHMA MONBEIA DMK

443 Ecnu obwsit anands peckNoneia YEIIBIBIAET H3 NPHEMNEMOCTE DHCED MMBMYHOTOKCHHYHOCTI
WHNK MOMET BelTh YyHTEH B MNaHE YNPaBNeHia PUCKamH, JanbMelluery HCNuITAHWA Ha MWBOTHEIX MOMET He
noTpefoRaTeA.

3 CPI:I'I{H nposefeHWA MCCcNegoBaHUKA HMMYHOTOKCHYHOCTH OTHOCUTENLHO
KNUHHUYECKWMX MCCNeqoBaHMmn

Ecne asanks CoOBoKYNHOCTH HAMENLWECH OaHHBIX YESIRB3AET Ha HeoOX0AMMOCTE NpoREdeHHA
DONCNHATENEHBIX MCCNES0EAHWR MMMYHOTOKCHYHOCTH, OHK DONKHE BRiTe NPOREASHE 00 HEYANa NDHMEHEHMA
npenagarta 6 GoNkEWHE MoNYNaUMAx NagueHToR, obbdHo B pamkax doecnenoeanki [ daael. 370 nosponuT
COOTRETCTEYKILLKM DGDa30M BENIOUATE MOHUTORUHT NapamMaTpol diyHELMK HMMYHHON CHCTEME B NDOTpaMmy
KMAHHYECKAX  MCCNEefoeadnil. Bpema npopBegeddA  OONOMHATENEHEX  aHANWI08  WMMYHOTOKCHYHOCTI
CNpeoenseTed B A8EMCHMOCT OT ocobaHuocTel achderToE HCCNoOYeMoOrs BEleCTED M THNA KIHHAYECKHY
HCNBITAHWKA, KOTOPEIE HEOBXOOWMEl B COY43s8 NONOHMTENEHOND PEIVNETATS aHANMIE  OONonHATEN kb
WCCNENoBaHWA WMMYHOTORCMYHOCTH. Ecnd Uenepble KaTeropwd NauweHTOR MMENT WMMYHOOeDuLMTHES
COCTOAHWA, AHANAI HMMYHOTOKCHYHOCTIA MOMET DeTE HAHAT Ha Donee padHem aTane paipaboTrd npenapara.
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Npunoserne
{cnpasoqHoE)

MeToOLl OUueHKA WMMYHOTOKCHYHOCTH

1 CI’E.H'H-EFITHI:IB‘ HCCNeoredHHWA TOECHYHOCTH

B ratnwuse napa4yinaHs NapasMernpel, ROTOpEE CRedyeT OUEHMBETh B PabMESX CTEHIHPTHBIE WOCNEOBAHNE
PORCHYHOCTH Ha MpedMeT NPRIHIH0E MMMYHOTORCETHHOCTH.

Tabnwuya— JusHuEaSMBIE MAREAMETRE B JAMESX CTEHIEPTHRIX I-"I-':J'IE'.D,DEHHHI:' THCH-HOCTA

Mapawerp Chouddi s cEdl KOMADHEHT

Memarononq DBwes 1 abcanTHos gudrbepeHEHaneHOE RONWEGCTED NERKOLWMTOR

KriHn4ackas suMEs Ypoaars mobynuHa ! v cooTHowenne ANG

Makponaronorien NumcaraHeE OpraHs 1M TEEHKR

Macca opraqos Tumyc, censzedia (HeobRIaTensHD! Nga THUSCHHE yanmw)

MMcTonoran Tuwmyc, CENe3ISHKE, ODEHWPYILUHA NAMEATAYSCRAR VIEN A MEHEM Y O0HH
OCNONHATENBHEFA NAaTH-ackii ¥aan, ROCTHLIA o3 ! neRspoesl GnRu-
kn), BALTH, NALTY

1;' HeoBhRCHHMOE MAMEHERWE YDOBHS MOoByNMHa MosET NoTpEBosaTE MAMEPEHNS YDOEHA MMMYHOMNOEYNMHOS.

2) HepBLALHYMOS MIMEHEHNE TMETONATONOMYEEKMK FAPAKTEQHCTHE NEHKMA KNETOK NEpPEprHECKDA KPOBM MOMET
CEMOETENECTEORETE 0 UENSC00BpaaH0cT UWTONArMHECKOR OLEHKM KOCTHOM MO3ME.

3f ToneRe ONs NpPema BHYTRb.

41 Toneso ONF WHIAMALMOHHONG MAW H33aneHara BeegedrA. BALT — NEkihboHAHER THAHB, ACCOMMPOBAHHAR ©
Gponzam. NALT — HazanoHO-SCCoUMBpOBEHHAR NEDOWIHEA TEAHE.

1.1 TemaTonorvs W KNAHAYSCKAA XAMWRA

Mogodet oDWen: Yiocna menkourToe A abcomomHelir anpdepaHUMPOBaHHEIR NOOCHET NEAKDUKTDS HeoDxaguME
LA OUSHEH HMMyHOTOREMYHOCTH. TpK OUBHES HAMBEHEHEA YPROBHA rMoSyNvHA CREayeT yHUTEIEaTs gpyrne haxTops (Ha-
NpKksap, TORCHYECHOS B0308RCTEME HA NEHeHL, HedipoTokcHyHoETE ). MaMmeHaHwe ypoBHA rmMobynuHa 8 cHIB0pOTHS MOMET
CEAQETEMLCTE0RATE O HAMWYAA WIMEHSHHA YPOEHA MMIMYRIrNabyNUHOE & ceEopoTas, HECMATpA HE 10, 9T0 YPOBSHE
MMMYHDMOGYNMHDE 8 ChIBOROTEE HE RENSETCHA YYBCTAMTENEHBIM HHIWEETODODM MMMYHOCYNDECCAN, WIMEHEHWE YDOBHN
WM YHOIMOGYNMHE MoskeT BhiTe NONB3HEIM B HEXOTODBIX CHTYEUMAR, o0ecneqyean Bones TOMHOE MOHAMEHNE DONYNAELAR
KMETOE-MALLIEHER 1 MEXaHMIMA QERCTEMRE Npanapara.

1.2 MakponatonormA ¥ MAacca opradoe

MpW BCEpRTWA HEOEXOOAMD WECNeQoBaTE NWMAOHOHBIE THAHKW HE NPEOMET MAKPOCEONHHECEAY WIMEHSHAE 1
EECRCTPHROEATE MAGCY THMYCE M canazaH:M . [P HerponcK y coBar i 00eapRH peroMBEHOOESHO NoNHODE 05SCHpOEMMBAHME
HHBOTHEIX ONA CEEOSHWR K MAHWMY MY BERHEEBENEHOCTH MACCH CENeIsHM.

1.3 NacTonaronorMyY4ecEos oGcnegoBaHAe

MACTONSTONGr MUEEHME MZMEHEHWE CENB3OHKM W THMYCE CREOyaT OUSHYESTE B ESYSCTES HHOHEETURE CHCTEMHOR
BMMYHOTOXCHWSHOCTH. JonsHa Beite nConeqoeaHa NHMEOUEHER TEEHE, DCYIWWECTENANLEAR OpeHEs nHbo roHTaxTHpy-
LWAR © YHSCTHOM BESOSHAR NPENEPATA {8 CragoearensHo, NOOSaHaHHER HENBoNsWKWM KOHUEHTpauMsEM npenapara). K
TARAM YHECTHEM OTHOCATCA NeRepoBsl GNALWEY M MEISHTERIHECHHE NMMIDETINECKME Yank B CNy4ae NPenaparne, npH-
HHMBEMEIE BHYTPL, W NedOodgHaR TEaHL, BCCOUMARDBaHHAR © Oposxamie (BALT), — gnA npenaparoe, BEOOWHMEE B
BHSE WHFANRUNH, H HE3ANEHO-ACCOUMMPOBEHHAR NEMoKaHaR Teade (NALT ) onA npenapaTtos, BE0gmels Ny TEM HHMENA-
L{H¥ MK AHTRAHAZENLHD (SCOW 3T0 BO3MOEHD), M HEWE0NEs NPOKCHMMANEHBIE DEMMOHADHES OPEHEXRHEIE NHRMDETHHECHRE
Yans! ANR NPENapanos, MPMMEHASMBLI HEKDHHD, BHY TRHMEILLEYHD, BHY TRMECMHHD, MHTPETEXAMEHO WNW nodyosss. Bebop
HOHERETHOM AMMERaTHHECKON YyaRd W SOMAHATENEHOM Nsedarieckand yana npovcEoanT No yeMOoTREHKED cnoscopa
HE DCHOBAKHA MMEHILLIEMICA ¥ HEMD oNema. [Ns npenaparcs, BE0gHMEX BHYTOMEBEHHD, B EEYSCTEE QPEHERHOA mimtiona-
HOA THAHW DECCMETRHEINT CENE3aHKY.

Mpy pemcTpanmy MEMEHEHAA ¥ cooblEHrK O NEEERCTESHHO-00YCNOSNEHHOM HIMEHEHWH NMDNIHE TRaHaR
PEHOMEHODBEHD MPOB0OMTE DOAYROMMHECTEEHHOE OMHMCEHKE HAMBHEHA B KOMIAPT MEETES MMEORaHER THEHER.

5]
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1.4 HuTepnpeTayus MIMEHEHHA, BaIIBAHHLIX CTPRECCOM

Mpw nposeOEHMd  CTAHOAPTHLY WCCNESOEBEHMA TOECHMHHOCTH 03k, GOMImve © WMSKCWManeHs NEpEHCCAMo
A036], MOTYT NPMBOAWTE ¥ CTPECC-ODWCNOBMEHHOMY WEMEHEHMIZ WMMYHHOR CHCTEML (HENPpUMED. B wabbimadsamy
GHPMAKOOMHAMASECHOMY OSAcTEID ). BoInBicTEMS HA WEMVHHYID CACTEMy Moyt Baims OROCpENOSHHb] YCHTEHHEIR
BLICEODOHOEHMEN KODTRROCTEPOHE NW0 KOPTHAONE WK SpyTee MegwaTopos, K 4acTsM CTpEcc-onocpegoBaHHEM
AMMYHHEIM  RIMEHEHHAAM OTHOCAT POCT YROBHAR UWMPEYNMEWOWAY HedTpodinoe, cHUseHse ypoeds nusdoywTos o
LMY MTADYHHLER KPOBK, MECCE TUMYyCH, KNETOHHOCTA KOPEDEOND BSLUSCTES THMYCa M CEAIEHHBE C HMM TRCTONaToNo-
MMHECHME MEMEHEHNR, 3 TEEHE NIMEHEHWR KNETOMHOMD COOS PEMMOND CENEasHom W numcaridackas yanoe, Takse o7 Maqed
POCT MECCE HEOMOYEYHKEDE WIANK TMCTOROrHSECRNX MPHIHIK0E THRERNNEIMH BOPs HaanodesHMEDE. SHMEHNE Maccel
TAMYCH NP HENAHMH KNAHWYSCEME NPHEHAKDE, TAXWX REN CHICHEHHE MECOL TENa ¥ A3MUeckon SETHEHOOTA, THEHS
OTHOCHAY HE CTPRCCOBRE CHTYALMA. 3TH DEIYNETATEI CAMM NG cabe He RENAKTCA OOCTSTOMHEIM CHROETENLCTEOM CTPRCE-
ONOCPESOBEHHON KMMYHOTORCHHHDCTA. Mpranam cTpecca gonsHe Buirs goctatosHo yEBeguTeneHeimg, 4Tobs npencTtas-
NATE COB0A GOCTATOYHOE OCHOBAHWME ANA OTHAZE 0T NPOSE0EHMR DOMNOITHUTENRHEIX HOCNEOOBAHMA MMMYHOTORCHYHOCTH.

Cifemio HaBnngasMeS, CERIAHHLE GO CTPECCOM HMMYHHEE M3MEHEHHA EXNHYSI0T. YEEMWHEHWE WHPKYNHEY LN
HERTPOIMMTOE, YMEHBLIEHWE LAPEY MY LA NAMDOLMTOR, CHUHEHAE MECOR THMYCE, CHUMEHWE THMOZHOA KOPTHEANEHDA
KAETOUHOCTH M CEA3EHHEE © HEH MMCTONETONOrM-ECHHE MIMEHEHWA M MEZMEHEHNR KNETOMHDA NIOTHOCTH CENeIsHEN M
NAMEETWHECKMN yaNoe.

2 HDI’IB.I!HHTEI!I:HHE HWCCNegocEaHWA MMMYyHOTOKCHYHDCTH

2.1 XapakTepuCcTHEa W BANWGAUKWA aHanWza

DELrHG 2RBApaT WWPOKD NPVMEHASKEIE METOOMEN NPOBESEHWA TECTH WMMYHOTORCMHHOCTH, MOXa3asims
OOCTATOHHYED YYBCTBATENEHOCTE M CHEUMEWHHOCTE M0 OTHUSHAN: K MMMyHOCYNPECCUEHEIM BEwacTeaM. DgHako 8
HEKOTOPLIX CHTYSUMAX METOOMKEHA MOITIE HE NROATH OOCTATOSHOR BRMAZALMK, 3 aHaned o He Bl T LM POSD Benons3yemsmm.
B Task CHTYBLMAX HEoDXOOMME HEYHHOSMEXIHNMETHHECKOE DOHOBEHNE ONA MCONLI0BEHMA JEHHOM METOO0E SHAMNMEE:
Np# HE0hXoOMaCTH CABOYET HENONLIOBATE NONOEWTENLHBIR HOHTPONE.

hMaryT CyLBCTEOEETE KONEDAHMA OTEETE ANA ESHO0M THNE WMCNBETEHUA AMMYHOTORCAHHOCTH, WMCNOMs3yesor
paInw4HeiMK  naboparopuArK. B DONbWWHCTES COYYE8E M3MEHEHHMA HE BOWMAKT HA CnoCoOROCThE K OUEHHS
MMM Y HOTORCHHHOCTH. DOHEro anA obecneqEHMA HeohEoaMMOonD KEYECTEE BEINONBEHHMA SHAMW3E ¥ NPOdECCMDHENHEME
naboparopHy cnegyet cobnogate HECKONEXD CTAHOSEPTHHEY TEXHRHECKHX NEpaMeTtpos Banuiaudy. 3TH NapamMarpbl
BHMBHEMT ONDE0ENEHie NPEUMSMOHHRICTH BHYTDH 0OHOM ONGITA ¥ B CEQMH DNBITOR, NPEUHIWIHHOCTE NDH NROBESEHHA
AHENWIA pazHEMKA NE0DPEHTEME, NPESEN EONWHBCTEEHHOMD ONPEOENEHAH, NWHERHBIR YHaACTOH KONMHSCTEEHHON
anpensnasia 1 CTaduneHOCTE KCCREgyaMors 0opasua. Kpome Tom, cnegyar YoTEHOBH T HYBCTEMTENEHCCTE BHANK3A K
HIEECTHRIM BELESTEAM C MMMyHOCY NPECCHMBHEIM JEACTEMEM. PeroMaHIneand NpoBoOMTE KA nabopatopH=n TesT
C MONEHATENEHEM KOHTPONEHBIM NMPEN3PpETOM NapannensHD SXcnepdsMeHTaneHeIM mbo NEpoBO0HATE TAKME WCNETEHKA
NEJWIIWHECKHM OMA NoOTEEHEOEHMA FODEXTHBHOCTH METOOWEM, HDOME HWCCNEJOHSHMA, NPOBOOMMEIX HE NMPHMETEX
MpA WaMyHDEE RO TANNDOEAHAE, TR YONOBKMK HAONEXAWEA TEXHMHEDEOA BAMMOSUAN, BEMHYSHWE DOnNOMTENLEHbIX
KOHTPOMLHER ODp3IG0e B KaMO08 BOCCNE00EaHHE MOGET HE NOTPR0DBATLCA.

MoonegoBaHuA  AMMYHOTORCWSHOSTH  O0NEHE NPOEOO0MTE B COOTEETCTEMM © TpE0OBAHMAEMM  HEONERSLWER
nabopaTopHOR NPEKTWEK. HEKOTOpEIE CNeLMANMEPOBAHHEE SHANKWIRI, HANPHMED M2 YHCNE CNUCEHHEX HVHE, MOTYT HE
COOTEETUTEOEATL NONHOCTER TpaboaaHmam GLP

2.2 T-enmeTOYMHO ZEBUCHMEIN NYMOPansHBIA KMMYyHHBIR oTeeT [TODAR)

AHamma TDAR cnefyet NposdguTe NEH BOMOWK YETAHOENEHHOD T-KHET04YHD 2ABHEHMONa SHTHMEHA [HanpUMeap,
SPATOCWATE 0BULIl (SREC) Ny remoumaHeH e ynete (KLH]) npeeogAlens £ DOCTAMEHMD STORKDM OTEETa aHTH-
Ten. BeiDpaHHan KOHESHAR TOHKE 0onHa Beme 0D0OCHOBEHA B KAHSCTES HaWbonee NOAxXonNALEa 0nA exbpaHsor asane-
13 1 BHANary4eckons BnodE.

AHTHREHL! ONA AMMYHAZEUWY HE CMESYET HONONBI0EATE C 80LOBAHTAMK B3 HAQNSMAWSND DEHOBEHKA. ATHOMHHLER
WMOMHO MCNONSIDSETE TONRKD B MCCNE00BaHAY Ha nprMatad. OTHoCHTENsHEA OTBET TOAR MOMET 388MCETE OT NHHLA
HWHOTHRLY, SCODERHO B CNyHae MCCNenoBaHnA Ha Mbiwax. B cnyvae ayripeaHsix HpbIC MOKET MMETE MECTD IHAHMTENEHSA
BapHAGENEHOCTE MEXOY KPEICEMH BHYTPH OOHOA TRYNNLL MHODESHEE NMAHHW KREIC MOMHD MCNOne308aTe NPH YOAOEWA
AOCTATOHHEX O&HHBIE ONA CUNOCTIENEHWA C NHHHAMK HHEOTHEX 8 TAT.

AHTUTENA MOMHD ONPEOERATE NpE nosowy ELESA amen apydx METOOME AMMyHHDID SHanuza. Oosdm sl
MPEKMYLLECTE OAHHCD METOO0E HaO OTEETOM GO CTOPOHE aHTVTENoo0paay LME KNETOK ABNRETCR 1O, 4T0 COpasup MOsHD
CODWPETE NEpUoOW-ECKH B TEYEHNE BESMD MEpHOOA NEORSNEHNR KCCNEanBanna. ¥ obabLAR CEPUAHBLIR CBOR KNETOR KpoEW
drpaeT GonbWwyn pone GNaronaps BbICOROA BE3PHABENEHOCTH ENHETHHSCKAY NSpaMeETpoE OTEETE ¥ Pa3Hblx MHBOTHEIN.
B 3THx MCCNenoBaHUAN SaHHLE MOMyT ObiTh BEDEMEHE B BUAE CYMME OTESTE SHTATEN QMA HECHONeHAX grel chopa
|HanpHMap, MNOWEaL MO0 KOKEDA ).

Ecnw gna asanuza ELISA wononmsavot adTuedsl SRBC, wononez0Badne WMMoEMNHacssaHHorg aHTireHa B

<
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MASEWKSE — EPATHYECKM BAMHEN MOMEHT. B kauscTse dmMMmoianvsosasHor admdresa SEEC mMomHD Monone3nssme
LENbHEE PHECHPOBRHHEE APMTROLWNTEL AN MEMDpaHHEE npenapats. Peaynerate adanmaa ELISA cnegyer expakarns
nwdo B BHOE KOHUSHT pauym, nubo & Brae THTPE, & HX BhlPAMEHHE B BSHHMUAY ONTHHECKOR NINOTHOETH HE DEXCMEHD0BEHD.

2.3 MmmyHodEHOTHNMPOBAHNE

My HODEHOTHNMPOSAHKE — 370 MOSHTHGHMEALUMA WKW NOQOSET TRYAN NEAKOLMTOS NP NOMOWH aHTITEN. M-
MYHOEEHOTHMIMPORAHWE, K3K MPERKNG, NPLOBOORT METOODM GnoYLUTOMETPMHYECHOND SHAMWEE MK HMMYHIE O TOHMESE-
CHHX METOOOE.

MpoToHHAAR LHTOMETRHA, ACNOELIVERMER GNR NOOCHETE ONPENanaHHBIZ NOMyNALAR LETOR, HE ABNASTCR dyHILWD-
HENBHBIM METOZOM SHAMKM3E. DOHEKO NPOTOHHYH LWTOMETDHH MOBHD NOWMEHATE 4MA CNPESEnSHEA BHTHIEH-Cnagrdii-
HECHOMD WM YHHOR OTESTE SO CTOPOHE Numthountos. Jadswe neprdepr=achon pOosH MOoryT NpSacTaensTe ohon no-
FEAHEM MOCT ONA KNAHWHECERE MCCNES0EaH A, B HOTORGIE THEHE NPOBOORET DUSHEY NEAROUKTEE neprdapH=EcRoNR KpOB9.
PeraomMeHsoEaH0 NpA OUSHEE HAMEHEHKR, OBYENOANBHHEY TERAMASH. YHNTHBEATE SECONTHOE KONWHESTED NOGIEY N NHMm-
hOBMTOR, 3 TENHE NPOUSHTHEE COOTHIMIEHMEA.

TIHAM W3 NDEAMYLLESSTE HMBMYHOTACTONHMPSECKDTT BHENWEE HEO NPOTOYHOR LHTOMETRMER ABNAGTCH TO, 4TO THHW
CTAHOAPTHLY WCCNENOBAHNE TORCHHHDCTIE MOMYT DEiTe NOGEEDMHEHE DETDOCNENTHEHOMY SHRMWIY NDH HAMHYAK NDKMIHE-
HOB WMMYyHOTOHCGHHHOCTY. HexoTopee Mapkepsl nusdousios OnNA onpedenaHyels BHO0E SYBCTEMTENLHL K hrkcaumm
GOpMENHHOM H MOrYT BeiTe NOKRNMI0EAHE TONERD B THAHAR, GHECHDOBEHHEY ONPELEnEHHEMA durcatopany, nibo g
OLICTPOIAMODOBREHHBX TEAHRL. KONWSECTEEHHDS ONPESENEHUE NERXDUATOR M HHTEHCHEHOCTE OHDBUHEIHNE DUEHWTE
NP MCNANbIOEEHUH WMMYHOTMCTOXHMAHECKOM METOOE ropaans TpygHes.

¥OK 615.038:615.012:006.354 OKC 11.120

KnizHebble CNOoBa: MekapcTEeHHLIE CPEeAsTRa, HMMYHOTOKCHYHOCTE MEKapCTEeHHLIX CO80CTA
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