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Mpepucnoeue

1 NOAFOTOEBNEH MocypapcTeeHHBlM  BIOQKETHsIM O0ODAI0BATENLHBIM  YYDEEOEHKEM BbICWEnD
npopeccioHaneEHore obpaloeadyda MNepesiM MOCKOBCKHMM FOCYOapCTESHHLIM MEHLAHCKWM YHHESDCUTETOM
vsieHr WM. CeuyeHosa MUHWCTEDCTEA agpascoxpatesya Poccdickod Segepadki (Mepasias MIRY dsesH9
.M. Cevenopa) Ha ocHoBE CODCTEEHHOTD NEQEB0OA HA DYCCKAR A3k aHrNoAILYHON BEpCHK CTaKddapTa,
YEREIAHHOMD B MyHETE 4

2 BHECEH TexHWM4eckkM KOMWTETOM Mo cTadaaprHiaudd TK 458 «PaapaboTia, npoWasoicTes |
KOMTREONE KAYECTRES NeKapCTREEHHLIX CPEOCTR

3 YTBEPHOEH W BBEOEH B NEVMCTBWME Mpukazom GepepansHore areHTCTEa N0 TEXHAHECKOMY
PETYNHPORAHKE M MeTponarkdk oT 11 okrabpa 2016 r. Ne 1370-c1

4 HacToAwMA CTAHOAPT WOeHTHYeH MekayHapoaHomy nokysedTy ICH S9:2009 losnuHddeckre
WCCNefoBaHus NPOoTHBOONYXONEEREY NeKapcTeEeHHbl: cpenctars (592000 «Monclinical evaluation for
anticancer pharmaceuticalss, 1DT).

HaumeHoBaume HACTORWErD CTAHOAPTA WAMEHEHD OTHOCHTENEHD HAWMEHOBAHMA YEAZAHHOID MENIY-
HAPOOHOMD OOKYMEHTA ONA YEAIKK CHAXMEHOBAHUAMA, NEPHUHATEIMA B CYLLECTEYIOWEM KOMNNEKCe HaUKOHANE-
Hilx CTaHdapTos Poccuinckol $edepad .

MK NPAMEHEHIAA HACTOALLENO CTAHOARTA DEKOMEHOYETCA MCNONLIOEATE BMECTO COBIMDHH N MER DY HA -
pOQHBIX CTAHOADTOR COOTRETCTAYKILME WM HALWMOHAMBHLIE CTAHOADTE, CEEOEHMA O KOTOPRX NOWBE0EHbI
B OONOMHATENEHORM NDHA0HEHAK 1A

& BBEJEH EIMNEPEBLIE

Mpasuna NoUMeNeRUR HACMOAWEs0 cimardapma yomanoeneks & Cmames 26 CedepanbHoa0 FaK0HS
W1 28 wrowa 20152 Mg 162-03 v O crmasdapmuaauud @ Poccudexol @edepayuus. Mudopsauus of uaMene-
HUAX X HacmoRwesy cmasdapmy nyfnukyamcs @ emeacdnon (Md cocmoanuo va 1 Aneapsa meryweso aoda)
LHPDOpMAaLLOHHOM PRASaSMEene « HalyuoHaneHee cimandapmeis, 8 WPULLEALNLIL MEKCT UIMeRSHULT U Nonpa-
0K — 8 ENEMECAYHOM UHIDODMALUOHKOM FKazameaneg s HauuoxaneHse omandapmets. B ciydas nepeciom-
08 {3aMaessll UL OMMeNsl  HaCMOoALWEess omandapma coomeemoemeyiowes yeedomnenus Sydam
ayinukcaano @ BIUNAOWENr aRiNyche BXMEeMeCcAYN2d UHDODMaLUoHHO2D VEazamens sHaluanansmbe
cmandapmbsis, CoomMeemomayioliss upopMaLLs, yeedoMAsHLEe O MENCMEl DIIMELLSMNTCA Makke &
uihopaaluakkod clicmere oBLWeas ToNs308aNUA — Ha MbULLUATENSM caliing HayUonans oo opaana Poa-
culickod Pedepauyuu no cmardapmu3auud & cemu Humepram (wiww. gast.ru)

& CrangapTradaopm, 2016

HacToAWWA CTaHOAPT HE MOMET DeiTh NONHOCTR WM Y3ACTHHHT BOCTPOMIBE08H, TADAMADOEAH 1K pac-
NPCCTREHEH B KAYECTES ODWUMaNEHOMT W3gaHHa D3 paipeweHHa HaUHoOHaN oM oprada Pocciicsol Dene-
pPaunH No CTaHdapTHIanH« i
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EBeegeHne

HacToAwri cTangapT onpeaenasT obWe NprHLENE MNaHMPOBAHKA JOKNUHEYECKHE MCCNeq0BaHHE B
X008 paspabtoTev NDOTHBOONYXONEBRE NeKapcTEeHHLIX CREOCTE, 4To Aon#HD cnocobcTeoBaTh Donea
BLICTROW paspaboTEe HOBLIX NPENAPATOR K 3ALMTE NAUMEHTOE OT HEHYMHEBE NOD0YHBX 3pderTor, a Takke
ODRCNEYnTE DALMOHANEHDE MCNOML3I0BRAHKE NADODaTOPHLIX MWBOTHEX B COOTBETCTEMK C npakTkkod 3P
(CoKpalwerre/onTHMHIaLKailamMesa). CrangapT CcogemsnT PEKOMEHIAUHK N0 DOKNHHAYECKDNR CUeHES
NeHapCTEEHHLIX NPENapaTos, HE0GXOQUMOW 4NA NOHMEHEHHA B ENWHWHECEWK HCCNEGOBAHWAK ¥ NAUWEHTOR
C MEHEDANMINEaHHEIME CTAOWAMK 3a00NEEAHWA H OMPaHWYEHHEIMK BOIMOMHOCT AMK TEDANWA.

HacToRWKWA CTasaapT MgedTided PykoBogerey ICH 58 no gosnMHWYECKHE WCCNed0BaHHAM NpOTHEO-
onyxonebslx nekapoTeernes cpeacte (DT ICH 39 Monclnical evaluation for anticancer pharmaceuticals)
MedayHapoaHOW KOHPEPEHLWH No FAPMOHWIALKMA TEXHHYECEMX TPEDOBaHWA ANA perMcTRaU i NeRapCTREH-
Hblx CpEOCTE ANA MedWUWMHCEOTD npumeseddn (Intemational Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use; ICH)".

i 25 optabpR 2015 1. NepeMMEHoBEaH B MexiyHEpOAHEA COBET MO rapMoHkzayun (Councll for Harmonization

ICH}.
I
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

NEKAPCTEEHHBLIE CPEOCTEA ONA MEOQWUHWHCKOMD NMNPUMEHEHWA
OoknHHAYECcHHe HECCNEOoBaAHHA NPOTHECONYXONERLI NeKAPCTEAHHLIX CRaacTa

Medicines for medical spplication.
Honclinical evaluation for enticancer pharmaceuticals

Oarta geefeHsn — 2007—05—01

1 OBnacTe NpUMEHEHWA

HacToAWwMA cTaHO0apT pacnpocTRaKARTCA HA NeKapCTBeHHEIE COeacTBa, NpeaHAIHAYEHHEIE ONA Tepa-
MY CHKONOTMYECKAK 22 B0NEBaH WA Y TAUMESHTOR C TRMEN BN W HAIHSYTDOMEIDLM MA CTAAUA MK 3350 2BaHKUA.

CTaugapT pacnpocTpaHAeToA Ha DEWLECTEA, NOMYYAEMER METOOOM KMMUUBCKOrD CUHTESa, B BuoTex-
HONCTAHECKWE NEKADCTEEHHEE CPELCTES BHE 33BMCHMMOCTI OT NYTH BEEOEHWA.

TAHGADT ONUCLIBAGT TUMkI W BDEMA NPOBEEEHHA OKTHHWHECKNK HCCIeOoBAHKN C YSeTOM KNMHHYecKoi
paapaboTEM Npenapatol. TAKKE B HEM NDMBEOEHE MUHUMANEHE S YCNOBWMA ANR HAYANa NHNOTHEL KNAHUYec-
M MCCNEO0BAHNE ¥ NALKEHTOR C NOIAHMMK CTAOMAMK 2260NE0aHKA, C PEINCTEHTHEIM Tedennen aafiong-
BAHWA B OTHOWEHMA MMEIOLWSACA TEPANMK MITH 8E OTCYTCTENM.

LanHeil cTangapT He pacnpocTpaHASTCA HA NeKapCTEeHHBIe CPeacTRa, NPpeaHasHaYaHHEE OnA npogn-
NAKTHEM OHHONOTMYECKME 3aG0NeBaHqi, TEPANKMK CHMNTOMOE UMM NoBOoYHBIX IDQEKTOR XMMUOTERANHM,
HCCNEqonaHMAM Y 100000EIX JOGR0BONELEER, 3 TAKE KA BAKLWHE, NPEN3PaTE KNETOUYHON 4 NEHHDNA TEpanum.
B HACTOALEM CTAHOAQTE HE DACCMATPWBAINTCR PAOUODAapMALIERTAYECKINE NPENEDATE, OHAKD HANMEEHHEIE
B HEM NOMNOHEEHAA NEAMEHAME K 2TOR [pYNNe NekapcTBeH L COeaCTE.

1.1 OBwwe NpHALKNL

PazpaGotha nioboro NekapcTeeHHoro NpenapaTa TPeSyeT NPoBedeHWA KCCNedoBaHKui, No3B0NAILHN
OUEHWTE 2ro apMaskoiordHeckie i TORCHEONOMMHYackne CBCACTES NPWMEHWTENSHD K NPpeanarasmMomy Meagia-
LM CKOMY MDA MEHeHAK. N8 oUeHEH HOBLIX CEBORCTE, CBRIAHHELX C CAMMM NEKapcTEeHHBM NPENAPAaTOM WK
CCODEMHOCTAM &r0 MEQWUWHCKOND NPHMEHEHWA, Kak npaskno, TpebyeTcs MOogufHkaurMA «CTaHdapTHLIXY
NPOTORONOE GOEMWHAYECKAX WCCNEgoBaHH,

Ha xoa paipaboThi MOMET BRWATE M KCNONbIYEMBIA TEXHONOTWYECKHE Npouecs. B yenos, dapMailesti-
yeckad cyfcTanyWA QeEACTEYIOWEro BEWEeCTeEd, MCNONEIYEMan NpY NPoBEOEHNH JOKNHMHWYECKHY WCCnego-
BAHWA, gOMmEMa DbiTe BCECTOROHHE OXAPAKTEPHIOBAHA W AOSKBATHO NPEACTABNATE TO AsRCTEYHWEES
BELECTED, KOTOPOE ByJeT NPUMEHATLCA B KNMHWYECKHWE MCCNegoBaHuas,

Kak npasyno, QOEMHHWHECEWE MCCNedoBaHWA, NPOasgrMes B X008 pa3padoTe NeRapcTEEHHOND Npe-
napata. AoN#HHe NEOESAKTECA B COOTRETCTEMWM ¢ Hagnexaweh naGopatopHon npasTwksi (GLP).

2 [oknWMHU4YEeCKME HCCNenOoBaAHMA, npoeogUMble ONA HIYHEeHWA
NeKapCTEEHHEIX NpenapaToe

2.1 DapmakonordYecKkle OKNHHAYECKHE HECCNeOoBaHWA

Oo wavana | haskl KNWHMYECKUX MCCIeOoBaHUA NEKaPCTRSHHE NPENApaTon DoMkHE el Te NOMYYeHE
NpedBapUTENsHEE JAHHEE O MEXAHKIME]ax) OSHACTEHA BEWECTEA I MMEIOWMXCA BIaWMOOeACTEMAX, 3 TANKE
NoATBEPHOEHO NPOTHEOONYXONEB0E ASRcTEKE. [NA ATHX KCCNEdoBaHWA Ha OCHOBAHWK TERanNeBTHYeCKoR
ML 4 MEXaHMAME QBRCTEWA MCCNEOYeMOrs BelecTEa OonkHE: BeiTe BRIBpaHE NOQX00ALLAE MODENH, NEK
ATOM HE OOMKEH HCNONEI0BATECA TAKON KE TN ONYXONA, KK B KTMHHSECHWE HCCNE00BAHWAK.

MamaHue SPHUHANBHOR

e
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3TH MCCNedoBaHMA MoryT oBecnedYmTe:

- NOAYYEHAE OOKNUHAHECKHX JaHHLIX, NOATBE0HIAI0WME HANHYKE DapMakonorHYackoro apdenTa;

- NONYYEHWE aHHEX ANA PEXMUMOB J0IWDOBAHWA H NOBLILEHWA 003;

- NeANyYeHWEe MHGOPMALMH ANA BeGOpa BUEa NaGoPaTOpHEIXK HHBOTHEIX;

- NONYYEHAE AONONHHTENLHOR MHDOPMALKWA N ONPeSeneHHIo HaYyankHol 40l W BeiGopy nabopa-
TOPHEX BNOMADKEPOR, BCNN ATO NPUMEHHMO,

- oBoCcHOBAHWE COCTABOR NEKAPCTEEHHBIX NPENAPaToR, ECNM NPUMEHHMO,

HMayyeHre BTOPWYHLIX hapMakoqUHAMHYECKMX XapakTepUCTHE May4YaeMore JeHcTBYIOWErs BewWecTaa
MOOKET NOMOUYL B OLEHES @ro Be30nacHoCTH ANA YeNoBeka, B CEAIM C YEM 2TH XapakT epMCTHEN PEKOMEHYETCA
WIYHNTE HAANEWALIMM CNocoGom.

2.2 NoknvHu4eckHe hapMakonorA4eckie HCcNefoBanKMA GelonacHocTh

OugHEa Bo3JeAcCTBMA HCCNEeqyeMoro BEWEcTEa Ha MHAHEHHD BERHLIE DYHEUAK OPraddamMa (BnoYan
CEQOEYHO-COCYIHCTYH CUCTEMY, OblXaTENERYIO W UEHTPANEHYID HERBHYID CACTEMEI ) I0NHHE BkiTe NpOae0EHa
A0 HAYana KNMHEYECKHX MCCNeqoBEaHMid ¥ YenoBeka; 3TH WCCNegoBarua MoryT SwiTe NPOBEOSHs B pAMEAX
05 LLETORCHESNOMMYECKHE HoCNedoeaHHi. Kax npasyno, OnA HErpRIYHOB JOCTATOYHEMM CHUTAIOTCA NpoBede-
HAE NOOPOEHER KNAHWHSCHHE OCMOTPOB MHAB0THEE NOCNE BEEJEHHA HIYHASMOTs BEWECTEA W COOTEBTCTEYID-
e ANekTporpadvyeckos necnegosaHye. NpoBedeHHS OTREeNsHEX DapMaKonorYecky MCone josaHHi oA
OGOCHOBAHM S BOSMOEHOCTH NPOBELEHWA KNKHWYECKMX MCCN2J0BaARMA ¥ NALMERTOE C TAXENBIM M | T DM MHANE-
HBIMA | CTAOAAMA OHEONOrMYECckoro 3abonesatua ve TpebyeTcA. B cnyYase nony4e HnA onpeqeneHH kI GaHHEx,
CEMASTENLCTEYIOWME O HANHYHKE DONCNHATENEHBIX IHSYMTENEHEX DACKDR ONA NAUWEHTOR, YHacTeyIoWWx B
KITHHHUYECKMX MCCNegoBaHMAX, CNedyeT pacCMoTPeTh HEeoOKOgHMOC Te NPORSOEHHA CODTBETCTEYIDWMX HECTe-
AoBaHWE GEI0NACHOCTH, ONKCaHHBIX B pykopodoeTaax ICH S7YAwnnm 37B. B cnyYae aTeyToTeMA ocoboro prcka
NoCESOEHKE TAKKE MCCMNEOoBaHAR ANA NONYYe WA PaIpeLBHnA Ha NPOBE0eHWE KNMHMYSCKHE Koo eoBaHui
WM roCYAapcTESHHOH PEMMCTRAUMK HE TRebyeTeA.

2.3 PapmMakoKHHETHYECKNE HCCNeaoBaHKA

Dugkka onpedeneHHbiy HapMakokiHETHYECKHY NAaMETROR [HANDHMED, MAKCHWMaNLHON KOHLEHTDA-
LMK BEWECTER B NNSIME/CHIBODOTEE KDORM, NNoWags Nog kpdech (AUC) 1 neprod nonyBsliBEgeHKa) ¥ #HEoT-
HElX PAIHEX BAZ0R, HCNONBIYEMEX B GOKMTHHWHYECKHY MCCNE0oRaHHAX, MOryT NoMOHE B BeIGope 003, PERHMMOR
A03HDORAHEA W ACKANALKA 005 ONA KNHHKRLecEdx MecnenosaHrid daasl | JononsuTenssas arfopsanikg o
BCACHIBAHWH, PAacnpedensHiid, MeTabonHaMe W BeHBEISHWY OONHHa GBTE NoONYYeHa, KAk Npaskno, napan-
NENLHT CNPOBOSMMEIME KMHHASSCERME WCCNEO0BaHWA M.

2.4 OBWeTOKCHKOMOrMYecKkMe HCCNenoBaHHa

OCHOBHAA UENE KNMHAYSCEAY MCoNedoBaHi | dhadel ¥ GonNsHbLIX C TERMUHATEHBMK CTASWAMM OHEONOMH-
Yeckoro aabonesadus — oyeHka SeIonacHoCT M NEKapCTRESHHBIX NpenapaTor. MpoToRon MCCNeqosa i AToMI
DAk MOKET BENYaTE BESOSHWE NPENApaTa 00 MaKCHManeHOM NepeHocia0R 003k [MTD) W TORCHYHOR S0k
(DLT). TOKCHKONOrA4ECKKE HOCCNEOOEAHKWA BNA ONPEIENEHHA O03k, HE BblZbBaWerd NobosHex adderTon
(NOAEL), wnu oteyTeTerA addekToe (MOEL) He cunTamTen obA3aTanbH kI MH INA NoONAYYaHWA pazpellesia Ha
NPCREOEHME KNAHHYECKMX MCCNenoBaHui NPOTHBSSMYXONeBEK NTPENaPAToR. YYNTRIBAA IHAYHMTENEHOES BNKa-
HHE PEMMMAE O03MDORAHMA HA TOKCUMHOCTE NEeKIpCTREHHEIX NEenapaTor, NPUONUIMTENEHER KITMHUYeCKna
CXEMBI ADIMPOBAHMA OCOMKHE GblTe WAYYeHEl B OOKTAMAYECKMY MCCNenoBaHHAx. bonea nogpofHo DaHHLIA
BONQOC PACCMOTREH B NOogpaznenax 3.3 m 3.4,

JoncesHa BeTe NpoBedeHa OUeHKS BEPOATHOCTH BOCCTAHOBRNEHWA Dy HELHE Nocne ToOKCHYeCKorns adidrek-
Ta ONA NOHAMAHKA OBPATHUMOCTA MAW HEOBDATUMOCTIA TAMENEY NOD0YHLIX MDEEKTOoR NeXapCTE HHEX
CpEacTe. B crydae HANHYMA CePReEIMoro TOKCHKDNOrMH4eckord achderTa NpK YyOOBHAX 003, COOTRETCTRY HALLME
ENHHAYECKAM, K HEBOIMOMHOCTH NPeJcsalaTe TEODETMHYECKH BOCCTAHOBNSHUE EyHELKA OT aToro adrdrexra,
TpebyeTca NpoRedeHre HCCNedoBaHKA, BEMNYAINWEers nepruon Habmnogesia Nocna oKoHYaHKMe BReOeHWA
npenapara. ¥YeaiadHan TeOpeTHY2ckan HayydHan OLeHKD MOMET BKNYATE 00 LEeM K CTENEHE TAMECTA NaTono-
MHHECEHME MAMEHEHWA 1 DEMEHEDATHEHLIE BOIMOMHOCTH DHIMONOrMHECKol CHCTEMBIOPraMa, Nooeepruelca
TOECHMHYECKOMY BOJOSACTEM. EcnK MccnegoBadde ons oueHed obpatimocTd adderTa TpebyeTca, oHO
O0MmHH0  DhiTe  J3BEPWSHD 00 HAYAN3  KAMHW4eCKMX  WoCnenosanuid. MogTeepsgeHde  NonHorg
BOCCTIHORNEHWA WHELMA He CUWTaeTcA obalaTenesH sim.

OBWATOKCMKONOMMYECHAE WCCMNEQ0BAHMA MANLIX CHHTETHYECKAX MONEKYN obbIYHO NPOROOAT Ha MPsiay-
HAX W HEMDBIAYHAX. B OTOenbHER CRyYasy, onpedenasibly MHIKBKOYANEHD, MOMYT HCNoNL3I08aTE aNLTERHA-
THEHLIE MOOX00E: [HANPUAMED, ONA FEHOTOKCHYECKHE NeKANCTEEHHEX CPEACTE, MHWEHED KOTODLIX RENAKTCA
BLICTPO AenAWMECE KNETHW, JOCTATOWHEM MOMET CHMTATECA MCCNeAOEAMWE C MHOMOKPATHLIM BRE0EHHEM
BEWECTAR HA OOHOM BUOE IDR3YHOB, NDM YCNOBMKA, 4TO MPE3YHE ABMKIOTCA NEHEMMEMEBIM BALOM MABOTHEIX
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QNS TOKCHKONSTAYECKOrD MCcneqosanuMa ). Konu4ecTeo BUOOE MABOTHEX, BENKHaeMblx 8 0B e TOKCHKOMOMA-
YECEME MCCNenoBaHuA BUOTEXHONOrMYECKMY NeKapCTEEHHBIX NPENAPAToR, ONWCaHo B pyroaogeTee [CH S6.
TOKCHEOKMHETMHECKME MCCNeJ0BaHKa CNeayeT NPoROOMTE, BC ATS NPUEMIEMO.

I pAamMmedaHee 1 — Ina HocnegoBaH«aAA ¥ HETQEAYHOE B FPYNNE GRA KEXI0W 003k OfbiMHG BENDYHAHT 00 TROS
HUEOTHRIX KAMOOND NON3 W AONOAHATENEHE NO ABA KAa#KQoro nong ana sabnwassda 348 IJ'EF-ETHMGETbrL'- TosCHYecknE adi-
PeKTOR (oM. pazgen Eli:l B #occnefoaaHmnax, Kak NPpA3ENNG, QoMK HE FCNON EACBEATECA HXHMBOTH EI& ClOWE RONCE; WCHNKwEHuA
CAMUOE MK CAMOK QONMHE BRTE Hay9 =0 oBOCHOBEHE.

2.5 HcecnegoBarnka penpoaykTHEHOR TOKCHYHOCTR

Chiesey aMEpudieTaneHol TOKCHYHOCTA NPoOBOOAT GNA NoONYYeHWA AHDORMALKMN 0 NOTEHUAANEHbIX
PUCKAX OMA pa3pMTHA AMOpMOoHa MNK MNoaa v BonNeHeEX ¢ DEpeMeHHOCTRID WKW TEX, KTO BOIMOMHO CTaHYT
DepemMerHEMI. Mocnegopanua 2m0proheTansHoR TOKCHYHOCT NPOTUE00NYKONEBRX NPENapaToR OOMNHE
BlTh IARCHHYEHE K MOMEHTY NO4a4YE A0KYMEHTOR GNA MOCY AapcTEEHHCH PEMMCTDEUH NEKapCTEEHHOND Npena-
parta, Ho NPOoREnEHHe ITHE MCCNeqoBaqHMi AN NONYYeHA PAIpeLUeHUA Ha KNHHWYeCKWe WCCNenoBaHHa v
SONEHEX C TEPMWHANEHEMA CTAOMAMK 3A00NEEAHKA HE CHMTAIOTCA 00AIATENLHEIMA. TAIKKE 3TH UCCNEQORa-
HIMA HE CHATAIOTCA o0AIATaNLHEIMM ONA TOCYNAPCTREHHOR PEMMCTRALMM MEHOTOKCHMHYECKHX NeKapCTReHHLIX
MPENagaTos, MALEHEND KOTODEY ABNAKTCA GLICTED JeNAWWEcA KNeTE [HanpHMan, KNeTEH KOCTHOMS MOara,
DasankHEIe KNETEA), ANKM NeKapcTaaHHbIX NPanapaTos, OTHOCALMXCA K TEPANSETUYRCKOMY KNACCY, HANWYMe
OHTON@HETHYECKOH TOKCMYHOCTI Y KOTOPOrD YOS ON TeNsHO NOEAIAND.

HMecnenoparia aMEpUOQeTanEH0N TOKCHUHOCT M MANEX CHHTETHUYECKHXY MOnakyn obklYHD NPoRoIAT Ha
OBYE BUOAY ¥HBOTHEX, KAK ONMcaHs B pykoBcgcTee ICH 55, Ecnd B nocnegoaadin 30 puodeTan sHol oHTo-
FeHETHYECKOE TOKCHYHOCT BelABNEHA aMOprodeTaNsHaA NETANLHMOCTE UMK TEDATOMEHHOCTE, NOATEEDHOA-
OLWME MCCNBnoRAHKMA HA BTOROM BAOE MHBOTHLIX, KAK NEPABUND, HE MPOROLAT.

CgeMEa pENPOOYETHEHON TOKCHYHOCTH BHOTEXHOMOMMYECKUE NPenNapaTos Ha 0OHoM BHOE apmMakono-
TMYECKE NPUIoAMBIX NabopaTopHs BMEOTHEK 0bBIMHG CHMTASTCA OOCTATOMMOR. 3Ta OUEHKR MOMET DbiTh
NPOBEOEHA MYTEM OUEHKA TOKCHHHOCTH B NEpWod OPraHorsHesa Wnd B HCCNeqosadnax, MNaHs KoToRX
npuBedeHsl B pykoeogeTee ICH S6. ANeTepHaTHEHLIE NOQE0EEl MOTYT Dl Th WCNOMNBLI0BAHEL, BCIN ATO HAYYHO
OOOCHOBAHHO. ANBTEPHATHEHLIE MOAXOOL MOMYT BENKHATE OUEHKY NATERATYIHEN DEHHBX, CUEHEY NNageH-
TAPHOTD NEPEHOCA, NDAMBIE MNK HENDAMBIE 3PMEKTE BMOTEXHONOTHYACKMX NEKapCTREHHLY COEQCTE WK
Apyrve hakTopbl.

HMeocnenopaHve epTHNeHSE TORCHHYHOCTH M DaHHEH OHTOTEHETHY ECHOH TORCHYHOCTI e TpebyeTca ana
MNONY4YEHHUA PAIADEWEHUA HA NPOBEOSHHE KNAHWYSCKMY WCCMed0BaHuA MNK rocydapcTEEHHON DPErHCTRaL MK
NEKAPCTRGHHEY NEENnapaTor, NEeOHaAIHAYEHHEYE ANA Tepanydd NayuedToR © TepMUHANEMEME CTa0naMM
zabonepania. [N OUeHKK BMWAHKMA MCCNeayesors BEWecTea Ha epTHNEHOCTE CNeayeT WCnoNbEI0BEaTE
HHDODKMAUWE © ero  OeAcCTEMM Ha  Opradk  PenpOoavETHEHOH  CHMCTEMEl, NONyYasMys B Xode
COWeTOKCHKONOrMYaCKMY MCCMeNoBaHANR,

MNpopegexHqe KCCNegoBaHKA NPEe- 1M NOCTHATANLHOR TOKCHYHOCTH 00BIYHG He TReBYaTCR ANA NONYYEHNA
PAIDELIEHMA Ha NPOBROEHAE KMAHWYECKHY MCCAEOOBaHWiA MK rocy QapcTREHHON DETMCTPALKK NeKaApCTREM-
HEX MpenapaTos, NpedHaiHa4YeHHEE 3N A TEDANWA NaUWaHTOs C TERMHHANLHEIMKA CTAAMAMK 3abonesanna.

2.6 McenegoBaHWA reHOTOKCHYHOCTH

HMocnedoBaHUA FeHoTOECHYHOCTA HE CHUTAKITCA HEoDXOOM MBI ANS NONYyHeHAA DaIpELWEHHE Ha NpoBE-
DEHWE KMAHKYECKME MCCNEL0BaHWA NEKAPCTREHHBIX NPENapaTos, NPegHaIHaY e HHEIX GNA TERandy NayneHTos
C TEPMMHANBHEIMK CTAZWAMK 3300NeBaHHR, HO O0MHHE BbiTh 3aBEDWEHE K MOMEHTY NOGaYH J0KYMEHTOE Ha
rocyQapcTeeHHYK perdcTpadu (oM. pykopogactes |CH 52). OTHOCHTENLHD DWOTEXHONOTHYECEMs Nexkap-
CTEEHHEX CPELCTE CNegyeT BuNONHATE NonoseHks pykoroacTea ICH S6. Ecnv peayneTaTsl MCoNedoBanikna
FEHOTOKCHYHOCTH 7 Wilo NoONOMKTENBHEBIE, MCNLITEHWA N WYs MoryT Be noTpebosaTecA.

2.7 McocnegoBaHWA KaHWeporeHHGCTH

B pykoponctae ICH S1A onvcaMbl OO0 K OUEHKE EAHUEDOMEHHOCTA NPOTHEOONYXONERLX NEkra-
PCTEEHHEX CpeacTe. Mx npopegetke ve TpaedyeTch ONA rocyJapcTREHHDN DEMMCTRA UKW NEKapCTES HHLIX Npe-
napaToe, NpegHaIHa4eHHbIX ONA TEPandH NaL#eHTO B © TePMUAHANEHBIMK CTagWAMK 3abonesanna.

2.8 McocnegoBaHWA HMMYHOTOKCHYHOCTH

KoMNOHEHTE MAEH0E WCCNE00EaH MR 0GLLLEH TOKCHYHOCTH CHMTAKITCA, KaK NPaBMng, SOCTaTOYHEME AMA
OLUEHKM WMMYHOTOKCHYECKOMD NOTEHUMAaNa GoNsILMHCTES NDOTUBOONYKONEREY NEKAPCTEEHHEIK CPRACTE K
ANA NoCNEOYIOWER NOga4YH OOKYMEHTOR HA NOCYAapCTEEHHYK PECHCTRAUMIO. TP MAYHEHNH MMMYyHOMOOYNA-
TOPOR BOAMMKHO NOTPEGYETCA BENIOYEHME B NPOTOKON WCCNEO0RaHWA OONONHUTENEHEY KOHEYHbIN TOYaK
(Hanpumen, IMMYHODEHOTHIMPOBAKKE METIO0M NDOTOHHOR LMTOMETDHI).
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2.9 WeecnegoeaHde hoTobe3oNacHOCTH

MpeopapUTenbHaA oUEHES OTOTORCHYECKOND NOTEHLKaNE, OCHOBAHHAA HA DOTOXHMWYECKHE XapakTe-
PHCTHEAR NERApCTEEHHONT COEACTEA M QaHHLER Opyrix BEWacTs 3TOMD KNacca, JomEHa GwiTe NpoBegeHa 4o
HAYaNa ENMHAYECKIE Heonedoeanmi | dass. EcnuaTh QaHHsIe CEBMGeTENsCTEYIOT O HANWMYKMA BELORTHOND PUC-
K&, T NPA KNAHKYBCKMX WCCNe8J0BaHMAK J0M#HE BhiTe NPUHATE COOTRETCTEYIOWWE 3aLIMTHEE Mepb. ECnu
pHCE ROTOGEI0NACHOCTH HE MOWET BbiTh A0SKEATHD OUBHEH HA CCHOBAHWM JOKTHHHYSCHME DaHHBLE KTH KITH-
HHYECKOrD ONETA, To ONA FoCy,dapcTEEHHOA DEMMCTPALKKY JonHHa BuiTE NpoBefeHa oueHra doTobeonackHoc-
TW B COOTRETCTEMM CNOAX00aMKM, MANOKEHHBIMK B pykoBoacTee [CH M3,

3 [NoknWHWYECKMe OaHHbIe, HeoBXoaWMbIe OANA NONYYEHHWA paspelleH s
Ha KNMHWUYECKHEe MCCNeAOBaHWA M roCyAapCTEEHHON PErMcTpanMm

3.1 HawaneHana oo3a qNA NepBoro BEeOeHWA YenoBeRy

Beifop Ha4ansHOR Dodkl 33KNMMARTCA B ONPEGENEHHK A03k6: NEKaPCTEEHHOND CPaAcTea, koTopan OyaeT
OKA26IEATE hapMakonoru4eckii adehest W ABNASTER 0BOCHOBAHHG Be30NacHOR ONA NPUMEHEHKA ¥ YEnNoBe-
ka. BenuurHa HavyaneHol 0oskl A0NHEHa DeiTe HEyYHD 0G0CHOBAHE G UCNONLICEAHMEM BCEX HMEBIOWMECA OOK-
NHHAYECKHY DaHHEX (TO 8CTe (HapRMaKoE0IAHaME KD, DapMaKoKHHETHED, TOKCHKONONAA). 8 BeBop coonaH ¢
WCMONES0BAHMER DAINHYMBIX NOOX000E (CK. NpAMedanke 2}, Ona DoNbWHHCTES MATNBIK MONEKY N, BECIHMEBIX
CHCTEMHO, ONA MEKBEROCBOMD MACWTAEHDOBaHKA 03 ¥ MHEOTHRIX PAINWYHLIX BWIOE 00 IKBMBANEHTHEIX 003 Y
UEnoBeka 0SeUHO MCNONLIYETEA HODMANWAALWA 038 N0 NNCWanW NoBepXHOCTH Tena. Tamke ¥ O Maneix
RONEKY, ¥ ONA BUOTEXHONOMAYECKHY NPENEapaTos MOMET MCNONsI0EATECA MEKDKOOBDE MacTabuponaHe
Ha OCHOBE Macckl Tena, AUC 1K apyris napamMeTHo SECNoa Mm99

Ona GuoTexHONOrMYecsds npenapaton, ofSnagasdllax HMMYHHEM aroHUIMONM, CRenyeT NpDoRoaMTE
BRG0P HAYANLH0NE 00AL CHCNONEIOBIAHHAEM MUHHMMANBHOM Oduaaenmoro Bionorwyeckoroadherra (MABEL)L

NMpumesasne £— DEwWHA noxog AnNe DoNEWHHCTEES MANBIXE MONEEYN 38KMNKY3BTER B yOTAHOBNSHEM HAYENb-
HOR A0k HE ypoaHS 110 TAEaRCH ToORCHYECE0d Goakl v 10 % wreoTaes (STO10), rpeiayHoE. ECnE iapMEakon orHacau
HaMbones NpHEMNEMEMA ABNRKTCA HEMPBIAYHSl, TO A0SKBATHOA CHUTASTCA HAYANEHEA 0033 B 1116 HAHBRICIWEN HETAKE-
NoA ToRCHYSCROR Oo3sl [(HMETOD) HNSTD onpeoenfioT KEK Had8siCWEA 0033, KOTOPIR HE BelibiBEAT CMERTHOCTH, TRKE-
MBS HHIHEYTPOMADUAE TORCAYECKH L D@ eToE W HEoHpaTUME X MEMEHEHMA ¥ HEBOTHE X.

3.2 JckanauWa Aol KM HanBon bWan 0023 B KNHHWYeCHHY MCCNegoBannAX

Kar npasyng, Wenon b3oEaHHaA B JoKNWHHYECHRE MCCNed0EaHH AN HaMDoNkWan 4033 WK IKCHOIMLHA HE
ARNRETCR OMDAHUHEHHEM ONA ICKANALMA 03 WK HaWDoNBWEA 00361 Y YEN0BEKE, NDHMEHAEMON B KNHHWEEC-
KOM HCCNEOoBIHAN ¥ OHEONOMMYECEMy BoNEHEE. ECNM B O0KNHHAYECKKE TORCHKOMOMMYSCKUE MCCNeJonaHiax
NoMyqeHs CTYNEHYATHE (NECTHAYHOOOPaIHBIE) KPHELIE 0033—OTEET WM IKCNOIMUWA—OTEET WNK B CNy4Yae
OTCYTCTEWA NPOrHOCTUYECKOND MapERDa 0NA TAMENOH TOKCHUYHGCTH CNEAYET KCNONEA0ORAT b GOMEE Ma MR, Uk
OSEYHO, NPONOPLUMA ANA ACKANaUMH 003k (ApoGHoe YEBENWYEHWE, 8 HE J80HHOE).

3.3 ONATENLHOGTE W rpathvK NPOBEOEHHA TOKCHKONOrMYeCKMX HECNenoBaHMA, HeoBXoaMMBIX
AAA HAYANA NePBLIX KNAMHAYECEMX HEcNeaoBaHWA ¥ YenoBeKa

B knisHddeciss nocnedosaHd Ax | a6 neuesne MomeT GelTe NPOSOMKEHD C YEaToM OTRETS NELKEHTS, 1
B aToM chydae dHe TpefyeTos npopedeHue HOBOMD TOKCHMEONOMMYECKors MCCNeaoeadua Ona ofocHoRaHMA
MECOONMATENEHOCTH  TERDANKK, NESELI WAKWER  ONATENEHOCTE  JABEDWEHHOTD  TOKCHEONOIMYEeCcKors
WMCCMEOoBaHKa.

OHagid QoENUHAHECKME MCCNeqosaH i 0omeseH BolTe TWaTENEHD Noasbpan, 4Todbl Yy4ecTe paand-HbIe
PEHBME] QOIMDOBIHME, KOTORLE MOMYT BRTE MCNONEICBEAHE B NEDBLIX KNHHWYECKKY WocNegoBaHHax. He Tpe-
GyeTea oBeCNEUNTE NOMNHOE CORNAASHWE PEXAMOE O0IMDORAKNA B KMMHHUSCKHX 1 D0KTHHHUSCHMY MCCNano-
BAHMAX, OOHAKD OAHHBLY TOKCHEQNOMAHECKHME MCCRedoBaH A QonsHe DpiTe JOCTATOYHO GNA OSOCHOBAHKWA
KAMHAYECKDN 003k # DEXMME DOIMR0BAHWA, 8 TAKKE ONA ONpegeneHWA TOKCHYeckoro noTe uMana. Hanou-
MED, OMH PaKkTop, KOTOPEIA MOMHD MCNONE30BATE, ATO NEpUod NoNYBHBEEASHWA ¥ NASODATOPHEER HHAOTHEX,
MCAONEI0B3HHB X B HCCNEO0BAHNA, W NPOrHOIMPYER bIA (MMM MIDECTHEIR | NEQWO NONYELBEOEHMA BELWECTES Y
uenopeka. Jpyrse OaHHbe MOryT BEMNOYATE GLEHEY JKCTOIALWA, NPOgNE TOKCHYHOCTA, HACKILLEHKE DELEN-
Topos M ap. Brabnuue 1 npree oo NPUaepel DEXHUMOB A0AMPOBAHMA B O0KNKHAYECKUE MCCNeQ0BAH KA, HaK-
Gones YACTD MCNONEIVEMBIX NEK PaspaGoTEe NPOTHESONYXONEBEX NEKapCTESHHLIX NPENApaToR W KOTODLIE
RMOMYT MCAONESOBATECA W ANA MENkD MONEKyn, W Ons GURoTEXHONOMYECKH) NEKapoToaHHEE NpEnapaTon.
B cny4ae OTCYTCTBMA JaMHBLIX J0KMHHEYECKWY MCCnefopaddid, Tpebyeniblx Ana 000CHOBAHWA HIMEHEHWA
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FMAMHHYECHKHY  PEMMMOBE  O03Mp0BaHWA. O0CTATONHO OaHHBX  DONONHATENLHONS  TOKCHECNOTAYSCHOT
HCCNEO0BAHWA ¥ OOHOMD BXOA NabopaTopHbis MHBOTHEER.

3.4 MNpogonEHUTENLHOCTE TOKCHKOMNOMMYECKHMX HOoCneqoBaHMi AnAa obGOCHOBAHKWA NpPOOOnHa-
KL WMXCA KNHHAYSCHMX HCCNefoBaHHA K rocy0apcTEEHHON PervcTpauMK

LOaHHedy SORTHHAYECKWX HCCNeaoeaHuA, HeolxodMMEX ANA NONYYEHWA DE3peleHina Ha NPoEegeHWE
KMMHEYECKMX MCCNeqoeanii | drassl, M AaHKeX KNAHWSECKOr0 docnegoaanka | hassl, kak Npaenno, 4o0cTaTod-
HO ONA HAYANa KNMHAYeCEH Mecnegoeaqdi il haie ¥ Tepanve OHKORoMHecky BoneHex 1 unK 2 nudde. Jna
COOCHOIBAHWA NPOSONHEHHR KNHHWYECENK HCCNedoRaHriA NPoTHBEOONYXONE Bkl X NEKaPCTERHHLIX NpENapaTos
Y DONbHEE © TEPMAHANEHBIMKE CcTaguamik aaboneeadya 1 Hadana |l dask KNHHAYecEr MCCnegoaaHii
QONEHL DbiTh NPEOCTABNSHE PEIYVNLTATE WCCNeJ0BAHWA © MHOTOKPaTHLIM BEEASHWEM NpEnapaTa npodon-
WATENLHOCTED 3 MEC © NEEanonaragMbi B KTHHWYSCERY WCCNEOoBaHWAR PERHMOM JoadposaHdA. 4na
PEMACTRALME GONbWWHCTES NPOTHA0ONYXONEEER NEKAPCTESHHLIX NPENAparTol OANA Tepandd BonbHeX o
TEPMAHANEHEIMKE  CTAOMAMK  3a00MesaHna  Q0CTATOMHEIM CYWTAKTCA JOENWMHAYECKWE HCCNenoBaHKa
MPOAoTHATENEHOCTE 3 MEC.

OnA oGocHOBaHKA NNaHKDYEMBIX HAMEHEHRRA B DERMM J0IMPOBaHKA NPENapaTa HeoGXogumMo NEoBEcTH
OUEHEY WMEKLWLKACA KMAHWYESCKHYE JaHHBX. EChH WMEKWMECSA KNAHWYECKY JaHHLIX HEedocTaTouHo ana
COOCHORAHWA MIMEBHEHWI DEXIIME, HEOEX00MMD DACCMOTPETE aKToDel, CNMCaHHLIE B Nogpazgensa 3.3,

3.5 KomMBHHALWA NeKapCTREHHLIX NpenapaTon

NexapcTEeHHBIE CPEOCTEA, KOTODLIE NNaHKPYETCA MEMMEHATE B KOMOWHALKA, 00MmEHsl GolTh TWATEMNEHD
HWEYHEHE B HHOWBWOYANbHbIX TORCHEONOMHYECEMY docnegoaanuax. Jandee, HeoBxoguMens 4NA obocHOBaHKWA
HCNOMNLIOBAHKWA KOMOWHAUWK NDENapaTos, GoMEHsl DelTe NPEZCTABNEHE 00 HAYANAa KNIWHWYECKIND WoCnego-
BaHWA. B BONuWWHCTEE CNYyHaes TORCHKONOMMYBCKAE KCCNedoBanna No ouetke Se30nacHocTH NpUMeHEHHR
KOMBMHALMK NeKapcTEeHHEE NPENaPaToes, NPEAHAIHAYEHHEX 018 TEpanuyM SoNsHbX C NOIAHAMA CTAZHAMK
cHKOMOMMYeckoro sabonepadya, He Tpebyetcs. Ecnv npodine TOKCHYHOCTH AR YEN0BeEa MCCNeJyerbix npe-
napaTol Buin ONpedenaH, oKMdHHYECEME WCCNE0BaHAA N0 OUEHKE WX KOMDWHAWWK, Kak NpaBKMNo, He TpeSy-
WwTCcA. B cnydyae docnegoeanda KoMOHHALKK, OO0HH M3 KOMNOKEHTORE KOTOROR HAXOOWTCA Ha paHHER CTaOHK
paagaboTed (T. &. Npoduie TOKCHYHOCTH ANAYEnoBeka He Sein onpegenaH ), Qon+Ho SWTe NpoBe aeHo hapma-
KOMOrM4eckos WoCnegosanne oQnA oBocHOoBaHWA NpUMEHeHA EoMBnHadkn npenapatos. JadHbie Takoro
WCCNeaoBaHuA GOMEHE NOK33ATE YESNHYEHWE apMakonoriHeckon aKkTHEHOCTH NPH OTCYTCTEMM AHAYHTE k-
HOMD YBEMWYEHIA TOKCHYHOCTH, B HCCN8doBaHkid MCNONEIYT CrPaHBYeRHOE KONWYECTED KOHEYHLIX TOYEK,
TEKWE KaK CMEDTHOCTE, KNWHWYSCKME NPOABNEHWA W MACCa Tena #WaoTHex. Ha ocHose wWmeswiedca
WHBOopMaUWd OonEHD ObiTe NPAHATO pPEWeHWe 0 HeoDXoOMMOCTH CNeunansHoro TORCHKOMOrMHeckor
WCCNeqoEaHWA KOMBMHAL WK NeEKaAPCTEEHHBX CRaACTE MW 88 OTCYTCTRHM.

3.6 NoknMHMYECKWE WCCNeOOBaAHKA, HEOBXOAMMEIE ANA HAYANA KNWHAYECKHX WoCneaosaHuK
¥ OeTen

DCHOBHON NDHELKN WIYYeHHA SONBWKHHCTEA NPOTHECONYXONeskix NEKAPCTEEHHRIX NPENapaTon B kNW-
HMYECKMX MCCNeA0BaHMAY ¥ ABTEA JAKMOHaSTCA B ONpegene iy OTHOCHTENEKD Be30nNacHoi Qoas Nnpenaparta
ONA BAPOCHLIX MOOEd 1M, 3aTeM, B OUEHKE ONPELeneHHO YacTH 2TOR 403k B NEPBEN KNWMHWHECHHE ccnegosa-
HIAAX ¥ geTeld. OnUcoiBaemMeld B HACTOALLEN CTAHJARTE NOOX00LI NT GOENMHAYECKWM WCCNeqoBaHHAM Nexa-
PCTEESHHEX CPEACTE NPUISGHB ¥ ONA NEAWaTPHYECKUE MCCNegonandi. Kaxk npaenno, ONA BKNCYeHHA QeTed B
HHCNO NAUMEHTOR, ANA KOTOPEX NPEOHAIHAYaETCA NPOTHRCCNYXONEERN NpenagaT, He TpebyeTcs npoasge-
HIE MCCNE00BaHAA Y HENONOBOIPENLX MHBOTHEIX. HeobXoQMMOCTe NPOBE0EHW A TAKKMK HCCNEqoBaHHiA cNedy-
8T paccMaTprieaTh TOMBKG B TeX CAYYaRx, KOrOa gadvbie o De30nacHOCTW Npenapara Ans YenoBexa W
NPeJWecTEYVIWKE JOKNMHEYECKWE HCCNEa0BAHMA ¥ MHMBOTHEIX CHATAKOTCA HESOCTATONMBIMK MR OUEHKK
GEICNaAcHOCTH B NPEANCNArAEMONA NEQUATPHYECKDN BOIPACTHOH FoyIne.

4 Opyrue BONpockl

4.1 KoHBHrHpoBaHHEIe NpenapaTsl

KoMklon poBaHHEE NpenapaTel NPeScTaEnAnT cofod NekapcTEeHHEE CPEACTES, CORIMHEMHBIE KOBA-
MEHTHEMKA COATAMME C MOMNBKYNAMA HOCKMTENS, TAKMMA K3 BENKM, NUNMas vnn caxapa. Oyedxa GeacnacHocTi
KOMBKFATOR ABNASTCA OCHOBHOW Jafa4ed vccnefoBamdi. OusHka DBIONACHOCTH HEXOHBIOTHPOBAMHBIX
BEWECTE, BHNKYAA MCNONBIVEMBIE AraHTE KOHBIOMMPOEAHWA, MOMET ObiTe orpadrueHHor. JonwHe kile
NOAYYEHE SaHHEE O CTEAUNEHOCTA KOHEIOFATOR B NNAAME NAG0PaTORHL MUBOTHEI W YeNoBEKS. [pH TOHCW-
KOMMHETHYECKOM WOCTEA0RaAHMK CNEAVET OUSHMBATE KMHETHEY KOHBLOMUPOEAHHOMD M HEKOH LM POBAHHOTD
KOMMNOHEHTOR NOCNE BEGASHNMA KOHLI0raTa.
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4.2 NunocomManbHbE NPenapaTsl

Ecni Ge3o0nackocTe BRWECTEE, NOMEWASMOro B NMNocoMy, Ouina NonHoCTLN OXapaKTepMIoEaHa,
NOMNHOE WAYYEHWE NMNCCOMANEHOND NPenapaTta NPOBoaUTE He TpebyetoA. Mpr HeofXoguMocTI ouesHrka Heao-
NACHOCTH DOMAHE BEMICHATE TOKCHEON O MHECKY IO OUEHKY THNDCOMANLHO0 NPENAPaTa M O PAHHYEH HYID OLEH-
Ky OEeACTEYIOWErD DeWecTEa ¥ HOCHTENA [T.8. OTOeMkHLIE NOSrpynne B paMeas TOKCHMEONOMMHecKoro
MCCnegoBaHua). OnUcadHeE i NoOXo0 MOMET TAKHE NPUMEHATECA K ODYIHM NOXOKIEAM HOCHTENAM . NpE HeoGxo-
OMMOCTH TAIKEe CNEOyeT NPOoBECTH TOKCUKOEMHETUYECKYID OUEHKY NWNocoManeHoro npenaparta. B tanom
WMCCNEO00BaHKK, BCNW BOAMOMHO, CUSHWBAETCA KMHETHES cBoBOOHOrD KOMMOHEHTE M NWOOCOMANBHOrD
Npenaparta nocne ero BeegeHua.

4.3 OueHxa MeTabonNWTOR NEKAPCTEEHHOND CPpeaAcTEa

B HekoTopkix cnyyaax MeTalonuTel NerapcTESHHOMD CREOcThd, DEADNSHHES NPH WCCNegoaaHun Y
wanopeka, He Geind oueHeHB B GOKNHMHAYECKUK Mconeqosanuax. Kak npaeuno, 0na KnkHwdeckd s Becnenons-
HIHH ¥ TAUMEHTOR C NO3OHMMMA CTAOMAMKY 3aGonesanna He TPEBYETCA NPOBEOEHWA OTAENEHOND MCCNed0EaAHWA
ATHX METaGONHTOR.

4.4 Ouexxa npusmecer

TpebopaHWa K NpedensHomMy CogepmaHio NPUMEecei B NekapcTEeHHOM CReaCTEE OCHOBAMEl Ha OOy C-
THMOM PUCKE, KK YCTaHORNESHD pyRoBoacTeami ICH O34 1w Q3B. MNpespWeHWe YCTAHOBNEHHBIX 3THMH pyKO-
BOOCTRAMM NDEAEN0R COSENHMAHME NPHMECEHR OONYCTMMO B CNYyHae NPOTHROONYXOMNEBLIX NEXAPCTEEHHBIX
CPELCTE, COOTEETCTEY WSS 000CHORAHWE NPESCTABRNASTCR B PEMMCTPAUWOHHOM Jocke. OBOCHOBAHKE MOWET
COOEQ#ATE onWMcadWe 3atonNesadyda, gnNa NeYeHUs KoToOpors NpedHasHaded Npenapar, rpynnes NaudeHTos,
XAPAKTEPUCTHENA ABHCTEYVIOWEND BEWECTRE (PapMakonorideckke 3pdesTsl, MEHOTORCHYHOCTE, KaHUSporeH-
HOCTE W T. 4.}, ANWTENEHOCTE TEDANKMK, BIKAHNE CHWHEHWA COOE0MAHWA NDUMEcK Ha TEXHOMOMMHEcKMA Npo-

Uecc. DUSHEA NPWMECcH MOMET BEMOYaTE TAKKE PACCMOTPEHKWE 003 MMM KOHUEBHTPAaUMA, WIyHeHHBLIN NP9
ACHAHHMYECKHY KCCNedoRaHKAK, OTHOCHTENEHO KNHHWYECKKY 203,

Ona yoTaHoRNEHWA NEEAaNsH0r0 COQeRRaHHA TEHOTORCHYHELE NPHMECEH DiNK NPUMEHEHRE! PAINUHHLIE
NOOXSOb HA OCHOBE NOBBILEHKA DHCKA KAHLBDOTEHEIA B TEYEHKE HKakk. JanHse TpeBoBaHUA HE NPHMEH KM
ANA NekapcTBEHHbIX NpEnapaTos, NPpeaHaIHaYe HHBK JNA Tepandd NaUMeHToa C RoagHMMK CTEOHAMMK OHKONG-
rHHackors 3abonesaqHdn, M NPHBEJEHHEE Bhille NoOgXoObl MOryT BbiTe WCNONBEI0BAHE ONR YCTAHOBMEHWA
BONes BRICOKMY NPEJENOR COJepMaHya npramecel. Npumec, KoTopele NPEQCTABNANT coGol MeTabonnTel,
MOHMCYTCTEYIOWKE ¥ MUBOTHBIX WHNHW YEN0REKA, KAK NPaBKN0, CHHTAaKTCA HOPMUDOBAHHBEIMA.

Tatnwuas 1— nFIHMEFIH DEHHEMOE OOZHD0EAHNA NDOTHECDNYXONE B E NeCaRCTEEHHEIX CPpa0oTe B AOENHHHSECENE Wo-
CABROBAHUAR, NEDBOAMMEIX ONA NEDELIY KNAHEYECEWE ACCTBO0BAHHEA

= P AOTMPOBAKKE B EITAHAES ni_"lu'lM‘_"l'.Ibl PEXAMOE J:I_‘:I:IHHGEEI:I:‘E: ;f:ﬂl.HHIIHHEI:HMJ.
MOS0 SHEEE h

OouH pas sasgue 2—4 Hag. OOHOKPETHOE BREHEHUE

EMEOHEEHD B TRUEHHE NATHA 048R K3wa=e 3 2an. E#&0HEEHD B TEHSHHE NATH OHEeN

EHEOHEEHD B TEHEHHE NATH-CE M OHER, NepeMexan- E#e0HEEHD B TEHEHWE NATH—CEMW OHEH, NepeMexa-
WHe Hegd, ML ME HEOeny {2-00308H A LKL )

DOMH £a3 8 HEJENH B TE4EHHE 3 HEL,, HEAEeNbHER Ne- OOWH pas B HELEN:D B TE4SHWE TREX Hegd.
PEPHE

Oaa-Tpk paza B HEZEND Oea-TpW paza 8 HEOen B TEHEHHE “BTHPEX Hel,

E#eqHeaHo E#&e0HEEHD B TEYSHME HETH pex Had.

ExesanensHe O0MH a3 B HELEN:: ANA HeTRPEE-TATH 403

" B tafiniue NpeacTaEnesa B8 OoIHposaHEa. I NUTeNeHOCTe TOKCHEONOrHHBCKOR DL HKE NDW OOKNHHEYe TR
MCCnenoBEaAHRAR J0NHHA BeTe sayyHe 080CHOBAHE © yMETOM OMMOSEMOrD NPoOdMAA TOKCHYHOCTH ¥ KNHHUMECEOrD De-
WHME 0IMPOBAHWA. HANpWMep, cNegyeT NpeLycMOTEEeTE NATONOrMY 8CHOE MCCNEeGOEAHWE HNBOTHEIE H8pes £0P0THHA
MEOMENYTOL BREMEHd Nocne a3k BRETSHUA NPSNAPETE 4NA CUSHKY PAHHUE TORCHYECKHY NROAENaHHE U wapes Gones
ANWTENEHE A NPOMERYTOK — ONRA DUEHKM NO3O0HER TOKRCHYHOCTH.

' Bones nogpofHO TMBXOCTE B3aMMOCERSH KNEHEHSCKOTD PERHME J03W POEAHUA W Q0K HHMYECKHE RCCNaqoaaHH i
PACCMOTPENA B NOARA3REns 3i

' Mpegcreenadsee & Tafiniye pesumMel A03MPOBAHUA HE COOSPMAT NEpHo] BOCCTAHOBNSHWA {CM. paigen 2.4 u
NpMMEHEHHE 1 B OTHOWEHWW 3TOM Nep@ona).

A Pesnmbl Q0IMDOBEHAA, ONMCEHNbE B TABMMUE, MOryT BbiTe HIMEHEHB, BCIH HEOBROAMMO, ONA BEWETTE C YANH-
HEHHBIM W apMAKCAMHEMUMECEHME 30D BETAMW, ONEHHEM NEPUOL0M NONYERIBELEHWE, PUCEOM BHEDHNALTHYE CEHE
peaxyad. Takee cCNegyer YYNTHEET: BO3MOMHEE WMMYHOTSHHEE ad@esTsl {CM. ICH 56 wne FTOCT P 566940,
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MNpenoseHns OA
(cnpagouHoR]

CeEefoHHA O CODTEETCTEHH CCLINOYHLIX MEMOYHAPOOHLIX CTAHAAPTOR
HAUWOHANEHBIM CTaHAapTam PoccHAckon Degepaunu

Frefrnuyga a1

OHoaHase s ia CoRINAYEDro
WEFROQYHADDAHIrD CTARAARTA

Crenats
COOTHETCT B

DEosiausHAE M HEHMBEHGEEHAE CODTHETUTEYRIWSND HELMDOHANEHQOrD CTaH 2307

ICH 574 o7 FOCT B 56T00—201% ellekBpoTasHHRIe CPeacTEE ANA MadMULHHECKDID
nprreHeHua.  fokndHeveckte  PIpMEKCNOrHHECKRE  MCCNEGOBEIHWA
fi@aonacHoCTHE

ICH 5¥8 — -

ICH 58 107 FOCT FACO 56699 —2016 sllexppocTeasHele CREOoTES ONA MEeORL M-
cROmD NpaMedeH#A. dodniHrYeckse nooneaosaHHA SeaonacHocTy Guo-
TEXHOMOMMH BCHNE NEKADCTERHHEI X npenapaTos. O6Lne perOMEHLAUMKH A

ICH 55 — B

ICH 514 — -

ICH M3 107 FOCT P 56701 —20% ellekBpiTEeHHBIE CPEOCTEA AMA MEadMUMECEDND
MAMMEHEHWA. Py EO0BOSCTED MO NNEHUYPOES HA D DOKNWHEYECKWE HOCNBRo-
EasWA BeionacHooTy © UENES NOCEIYHILErD NPOEEOeHAR KNHHEYeC-
KMX WCCNEOoEaHWA M DETHCTRAUMM NeKapCTEEHHE X CREOCTE Y

ICH D34 — )

ICH D38 — :

T COOTEETCTAYIOWWA HAWWOHANEHEW CTAHAAPT OTCYTCTEYET. Ao erc NEAHATAR PEEIMEHAYETCR HCNONEB30BATE NE-
pEann Ha PYCCKME RAE K JEHHOMND MEROYHAPOAHOMD J0KyMeEHTA.

M PAMEBMAHHE — B HacToAuwed TahNHWE MCNONB3DEaHD Lnedywjes YCnosaHoe oBOZHAMEHRE CTEMNSHK COOT-

BETLTEAN CTAHAARTOE.

- IDT — MAEHTHYHES CTAHSEPTE.
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