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rocT P 56700—2015
Mpeaucnoeue

1 MOOQroOTOBNEH TexHWwecsks KOMMTETOM No CTaHOapTHaayWn TK 458 «PaapafoTra, npoKagog-
CTEO W KOHTEON: KAYECTEA NeKapCTEEHHBIY CPEACTaEs Ha OCHOBS COGCTREHHOMD ayTEHTHHHOMD NepeBcga Ha
PYCCHMA ALK QOKYMEHTE, YREAIIHHOMD B NYHKTE 4

2 BHECEH TexHu<HecklsM KOMWTETOM MO cTaHngapTesaudd TH 458 «PazpaGoTtea, NpoM3BogcTBo W
HOHTROMNE KAYSCTES NEKapCTRSHHEL CpedcTas

3 YTBEP#OEH W BBEOEH B OEMCTBWE Mpwxkazom $egepansHoro areHTcTEA NO TEXHAYECKOMY
CETYTHPOBAHMAID W MeTponord o7 11 Hoabpa 2015 r. Ne 1761-cT

4 HacToAWWA CTAHGapT HOEMTHYEH MewIyHapodHony JowyMedty ICH S7A2001 eJorndHwdecsHe
PapKMaKonOrM4eckie KCCNefoBaHHA DeannacHOCTH NEKADCTEeHHBIX CRedcTR ANA MEOHLHHCKOrD MEMMEH &-
HWA» [ICH 57A:2001 «Safety Pharmacology studies for human pharmaceuticalss). HavMeHOBaHWE HacToR-
Wero cTaHgapTa MIMEHEHD OTHOCWTENEHO HAWMMEHOBAHMA YHAIAHHOTD MEXDYHAPOOHOrD OOKVMEHTa OnA
YEAIKM C HAWMEHOBAHWAMK, MPUHATEIMA B CYLWLSCTEYIOWEM KOMMINENCE CTANZapTeR oflekapcTReHHBE Ched-
CTES ONA MEOULMHCKOND NpMMesednas . Npd NpUMeHeHMn HACTOAWETD CTAHOAPTS DeKOMEHIYETCH HCNOME-
A0BATE BMECTO CObNOHHBLIX MENIYHADOOHEX CTAHOARTOR COOTRETCTEYIOWMWE MM HALMOHANbHLIE CTAHOADTE
Pococuickol Penepalid, yealannee B npanosedm 1A

5 BEE[JEH BMNEFPELIE

Mpaeuna NoUMEHEHLS HacmoRweso chandapma yomamoanesns: @ NOCT P 1.0-=2012 (paaden 8).
Hughopmayua of uaMedeuax ¥ HacmoRwaMy cmaqdapmy MyEnukyemcd 8 exeaod oM (0 CoCMmoakuK Ha
1 sEaps mexyweso 2o0da) UHoDMaSUYLTHKROM WKaszamens sHauuoHanktbie cimardapimsds, 8 sPuguansrsil
IMEKCITT UEMERGHUG U NoNpaeoy — & OMeMECAYHOM UHDODMAaLLoNHoM yiadamene sHaluoHamnbMbie Ciftan-
dapmeis. B ciyyae NepecMompa (2aMenbl) Uy omdekh! Hacmoglyess cmandapma coomeamomayiies
yeedosmnesus Bydem onplnukoeads 8 GnusaileM BellTYyCKe SXeMecAYHoST WDODMaULIOWHDZD YEazame=
R sHauvosansHse cmardapmels. Coomasmomayiowas uihapanus, yeedodnesue U MEKcmis Dasva-
LUBKNTICA Make @ UMbopMalnLoHHod cucmeme odLess NONLICEaRUA — Ha eduluaneHoM caime Dede-
DANEHOZ0  320HMOMEa N0 MAaXHUYackoMy Dasynupoaasua U Memponosuy & cemy  Mumepuem
(Www. gost.ru)

2 CravpapriHcgopm, 2016

HacToAWKA cTAHOAPT HE MOMET GLiTe NOMHOCTEK WA HACTHYHO BOCTIDOM3BEOEH, TUDaMUDORaH K
CACNPOCTRAHEH B KaqecTBe ofuuMankHorn agadka Gea pajpeweHrA DeaepansHoro aredTcTea No TexHK-
YECKOMY DEMYIHPOBAHKMD 1 METROMGMIAN
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MoCT P 56T00—2015
BeegeHue

HactoAwuyi cTangapT pazpafoTad ONA CoO3gaddA YyonoBWd OnA npedynpesmeHuA HewenaTenkHoro
LapMakonori4eckars NedcTEMA NeKapcTEeHHBIX NPENapaTos B KNAHWYECKKME UCCNeaosaHua ¥ Npn MeduH-
LAHCKOM NPMMEHEHIMM, 8 TaKe ONA PaLWOHANEHOMD KCNONLIOBAHWA MHBOTHEN W OPYIMX DECYRCOB NPoBo-
OMMBEX MCCNEIOBAMHIA

B yacti | HACTOAWENS CTAHAADTA NPEACTARNSHE ONDedEnSHnA, 0DWHE NDHHLWNE W DEKSMEHLALKE
Mo NPOEEOEHHI0 MCCNeNoBEaHrA DapMakonorieecksid BeIonacHocTy, NPOSoOUMON KAK 4aCTe LOKMNHHAYE CHO-
ro MAYYEHWA NEKADCTRE HHBIX NPENARATOR,

CTangapT cnocobcTEYeT HCNONeEI0BAHMG ODWeNPAHATEIX MEXOYHARPOAHLIX ONPEOene i, Lened |
PEKOMERAZLWEA No gU3akHy W NPOBE0EHAD MCCHeaoBalin QapMakonord-Seckol Ses0nacHocTH.

Mpumevaune 1 — Wocnegoeasvs oDWeR dapMarononay CHUTERTCR BEHHLIM HOMIOHEHTOM NP M3ySaHHA
Bez0REcHOCTH NEKEPCTESHHLX npenapatae. ¥ wccnagosasuan ofwak $apmasonomn naHaHansHo STHODUITN WoCnago-
BEHWH, HAMPAENEHHLE HE WaysaHne 3fdErTor NeonagqyemMord NEXapETEEHHONT NPENapaTta, HE RENAKILMXCE NEpaMy-
HelME hapaaraguHasmaqeciamy. Mooneposanna dapmakonormyackor Be3onacHoc Ty DeINk HALENEHE HE BEABNSHWE
HEHENATENLHEX ABNSHAR GO CTOROHSE dznonari-ackny iyHker. Boe ToW pervona [CH ySrThIBaNK pesynsTaThl yEE-
3AHHBIX HechegosanHin aBwed tapmaronordy (EC 1 AnoHs] W wccnaaosadsd dapmasonari=eckon DeasnatHoETA
(CLUA)} npie pEWEHNE BONPOSA O MocyAapeTesHHol parvcTpagra. B 1581 r. Muswcrepores appasooxpasssia 1 Gnaro-
narmy4ua (M3bB) Andsne wapans «Pyroeogorted ng obwen dapmasonamus. COornacHs yESIaHHOMY PYHOBOICTEY, HE-
CreqoedHEA ODWed hapMaronor BENIOYHEHT MCCREO0EEHMA, CANAHMPOEAHHEIS ONA BRIFENEHNA HEOHMOEHHEY ABNE-
HWA CO CTOROHBI ORfEHOB ¥ PERCWUWMPEHRA CESSeHWA O DaDMERDNOMAYSCHAE CEORCTEAN (PapMasonormyecroe npodianm-
poeaHme ). DOHaxRD HE TOT MOMEHT HE DRIND MEEOYHEPOOHD NRPHHATOID ONPeOENEHWA TERMHHDE SNEPEMHHAR hapMao-
[MHEMEARER, AETOPWHHEA dapmanoguaamean o adapMakonarisackas fesonackocTes. CTana o4SBMaHOR HEobxonM-
MOCTE MESOYVHADOOHOA FEPMOHMIBLAE HOMEHENSTYDE 1 RE3paboTo meroyHIpOOHorD pyRos00oTEd No PapmMElonorM-
HECKDH DEEONECHOCTIA.

TephHH «rccneaosadua dapMaskonorvYeckol Be3onacHocTy ynomykHaeTea B IGH M3 «PykopoacTeO
Mo MIaHKPSBAHKID GORMTHHUHECKAX WCCNegoBaHdi DeacnacHotTy © Uenbk NoCNegyolWers nooBeqeHta
KMAHAYECKNY ACCNeNoBaHnA W perMcTpaUkd NekapcTEeHHex cpenctes W ICH S6 «JoknHMHWYecKkHe Woone-
Aopanus BeaonacHocTH OUCTEXHONOMMYEcKWY NEKApCTREHHBX NPENapaToiy, KAk WCCNefoBarus, Heobxo-
QWM 4nA oD0CHOBERHWA BOIMOKHOCTH MEQALKHCKOMD NPHMEHEHKA NEKapCTESHHEX npenapaToe [2, 3]
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rocT P 56700—2015

HAUMWOHANBHBLIA CTAHOAPT POCCHMHUCKOW EOEPALWM

NEKAPCTEEHHBLIE CPEOCTBA ONA MEOWMUWHCKOIO NPUMEHEHMWA
AoHnWHHYECKHE PapMaionordYyeciiie MoCnafonanda GolonacHoOCTIA

Medicines kar meadical applications.
Salely Pharmacology studies for human pharmaceuticals

Data egegedns — 2016—07—01

1 OBnacTe NpUMeHEHKUA

HacToAwWE cTaHdapT pacnpoc TRAHASTCR HA HOBRE XHMHYECKAE COROHHEHMA K NEKapCTREHHEE Npe-
napaTsl, NONY-eHHBIE BUOTEXHONOMMYECKKM NyTer. HacToAwkrE CTaMdapT np« HeobXoOMMOCTI MOMET NpK-
MEHATLEA B OTHOWEHAH IaPEMACTDPHEOEaHHEY NEKADCTEEHHLIX NPENapartol (HanpHMep, B CBAIM © BRISBNE-
HHEM HOBBIK HEHENATENEHBK REMNSHHE, MIMEHEHHEM NONYNALAH NALUMEHTOR MK HOBBIM NYTEM BESGEHWA).

2 OBwme NPUHUMNLI

Mpe NEaHUpoBaHKMK KConeaoearki fapMakcnoriieckold Be30nackocTH 1 MX NEOREOSHKA Heobxoau-
MO NPHABDMHBATECA DAUWOHANLHOMD NogXeaa. B WCCNenoBadiid WM WX OW3alH 320UCAT OT MEOWBRDY AN k-
MeX CBOMCTE W NPeanonaragmors NpUMeHeHna NekapcTeEeHHsEx npenapatoe. HeobxoouMo HENoneEI0BaTs
HaYYHO-0B0CHORAHHEIE, NESONOHTATENEHO, NDHIHAHHLIE B MHUPE METOOb HIYYEHHA NEKaPCTBEEHHBIX Npena-
paron. Bonee TOro, perkosMeHIyaTes WCNoNsInBaTe HOBLIE TEXHOMOMAM M METOSONCTWH, OTEEYAMWME CTPO-
FAR HAYHBIM ODHELANEM.

HexoTopee koHEYHble ToYkM dapMakonoriyeckol BeaonacHocTH AONYCKAETCA BRMOYATE B OM3aRH
TOKCHESMOMMYECKMY, KHHETHYECKME, KNWHWYECKUY W ODPYIHY WMCCNefosaddia, Torga sak Opyrde nognesar
DUEHKE TONLKD B CNEUMansHBX MCCNeaoRaHuay (hapumakonorwyecsoil besonacHocTh. HeobxooMmao yHuThl-
BATE, 4TO XOPOWS CNNAHMDOBAHHEE HCCNEdoBaHHA (DapRakonori4eckol DeaonacHocTi noaaonanT obHa-
PYHMTE HEMENATENbHEIE ARMNEHWR, KOTODLIE MOMYT BulTe HE BHABRNEHE B X008 CTAHDADTHBLIXN TOKCHMEONOIM-
UYECKWY MCCNeaoaaHmi.

2.1 OnpegeneHye PapMakonoriyeckoi BeIonacHocTH

DAPMAKONOTMYECENE MCCNEBA0BARNA MOMHD PA3genuTs Ha TpK KATEropHMY. NepeHHble hapMaKkcgm-
HBMKHECEAE WCCNEACEARKWA, BTORMYHBbIE DapMasodMHAMWHECKHE WCCNEZOBAHWA W MCCNedosanka dapMa-
KOMNorHYeckold BeaonacHacTH.

B WacToAwem cradjapTe nog WochedosandsAame apmarcnoryHeckol BesonackHocTy noapasymesa-
OTCR WCCNEacBaHks, HanpaBneqHibe Ha HIYHEHHE NOTEHLWAanbHbly HEMENATENbHLIX fapMakcarHammu-e-
CEMx 3 KTOR AKTHBHOMD JeACTEYHWETD BEWECTES OO CTODOHE: IHIMONOTMYeckkE PYHELHE B 003ax, Co-
OTBETCTEVIILLME TEpaneaTHYEckoMy JWanazoHy v Buile (NpHMmedadie 2 ans onpegenesui vccnegoaaH nia
NEPEUHHOR H BTOPMHHOH hapsiako IHHaMIAKKA ).

Mpumedanne 2 —Hccnegoeadns NEPEWHHOA EDMAK0OWMHEMMEN — HMIYHEHEE MEXaHWaMa SeAcCTEMA W
(W) athihekTos JERCTEYIWLEND BSUACTES B OTHOLWEHWH Srd WensSeol TEpansBTHHeckol Mmywasd. BropuyuHeie thapma-
KOEMHEMAHESEME HOCNSQ0E8aHAA {B HEROTORLIX CIY-a5E HEILBASMEBIE HACTEH MCCNEIDBEaHWA obwal dhapmakonomK) —
HIYHEHME MEXEHWIME SEHCTEMA K (ane) SdebedTos BEWSCTEA, HE CBRISHHBLIE © &0 UBNSEBOR TEpansETH-ECHOR
MHLLEHEHD.

B HEHOTOPEY CHYYIAX CEEOSHWA O NEDPEMYHLIX 1 BTOPUYHEX hapMakeIUHaMHdeckny ahdexTax -
CTEYIOWETO BEWBCTEA MOTYT MMETE JHAYEHME NPM oUeHKe DRIoNACHOCTHY NOTEHUMANBHED HENEATEThHbIX
AENEHWR ¥ YENOBEKA, NOATOMY WX HeoDXOOWMO PACCMATDWBATE HADALQY C PERIYNBETATAMA WMCCNedofaHii
papsakonordeckol BeacnacHooTH.

Wzpanue owyraneHoe
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3 OcHOBHLIE NONOXEHWA
3.1. Uenu vccnegoBada@

Uenu necneoeaddii DapMakonordHeckol BelonacHocTi:
© BLISENEHAE HEMENATENsHBIX (ApMAKoAMHAMHHECKUE CEONCTE JERCTRYIOWETND BEWECTRA, KOTODLIE
MOMYT OHA3ATECA AHAYWMEIMK ONA DEICNACHOCTH YenoBeKa,
OUEHKS HEMenaTeNeHeX DapMakcIHHAMWSECEHY W (M) NaTorIvonoriYeck . 2qHperkToR Jen-
CTRYIALEMD BEWSCTEA, BEIARMEHHEX B X008 TOKCHEONOMAYBCKHE W (KN ] BNEHWSECKRE MCCNESOBaHM]
HAY4EHWE MEXaHMIMa poanviaddK HabMoOaBWWscA W (MNd) NoOo3peBEacMbiy HEMENATENbHbIX
dAaprMakogHUHaMM-ecEns aerToR.
MAaH WCCNegoEaHKs, BENYALUMA BElUEYKa3aHHbIe Leny, Jonsed ObiTe YeTEo Onpegensl u onW-
CaH.

3.2. O6W¢e NpAHUMNEI NMAHKPOBAHKA WCCNe0oBaHWH (PapMaKoNorHYeCKoW BeIonNacHOCTH

Bengy Toro, 4To dapmakonorideckse 3DekTel 33BWCAT OT CROWCTE WCCNEedyesoro DeAcTEYIOWenD
BEWECTER, NDH MNaHUPOBAHWH WCCNESOBaHWE C UBNLK WIy4eHdA apMakonorHdeckol BeionacHocTy
HEODXOOMMO YUHTRHIEaTE CNefycpe DakTope (NEpEYeHs RBNAETCA MCHEDNLISaIOLLMA)

1 3hdexTnl, NPHCYLWHE TELANSBTWHECKOMY KNACoy MCCNEOVeMoro BEWESTEA, TAK KaK MEXaHHanM Jeh-
CTEWR MOMET COVCNABNWEaTE ONPEQENeHHEIE HEXENaTeNsHEE REMNEHAA (HANDWMED, ADHTMOTEHHBIA 3d-
hekT FENSeTCA OfWMKM CBORCTROM AHTHAPWUTMIKOR).

2 HewenaTtensHee a4enTh, XapakTepHee AN NoX0MKE BEWECTE M3 TeX Ke XHMMUYeCckry 1 hapaa-
RONOMAYECKHE KNAccoB, K HOTOPEIM OTHOCHTCA HCCNESVEMOE BeWESCTES, HO He IZBMCALLUME OT NeparYHoR
PapMaAK0SUHAMAWEA (HENPHMED, CNOCOSHOCTE HERDONENTHECE YONWHATE MHTepaan QT).

3 JauHpie 0 CEAILBAHHK C NMIaHaoM Mk BRdAHKN Ha DepMeHTHEIE CUCTEMEl, CEWMOETENECTRYIOWHE
O BOIMIKHOCTH HANMWYWA HEXENATENEHBIX 3dperTom.

4 PaayneTaTe paHee NpoBedesHdblX WCCielonadii DagmMakonorideckon SeaonacHocTd, BTORWYHOR
DAapMAKSGUHAMWEY, TORCHEONOMEHECEMX MCCNET0BaHHA WK KNAMHYECEONS NPUMEHEHAA, TRebYIoWMe Jans-
HERLEMD WIyHeHrna, STo0E ONpEegeniTE IHAYMMOCTE WX GNA YenoBexa.

Ha pauHix atanax paipaboreld MOryT OTCYTCTBOBATE HEOSXO0MMBbIE OaHHbE [HANDWMED, COABHMM-
TEMNBHER MeTabonKuam) Aans pauxdoHansHoro noafSopa ¥ MNaHKHpOBaHHA WCCNeaoeaHHid B COOTEETCTEHM C
BEILEYEA3AHHIMIA NoNoKeHWAMA. B aToM cny-Has npdmMedAnTcA Gonee obWwke nogxogbl K NEOBedg KK Mc-
CrefoBaHW e apMakonoriseckoi DeIonacHocTH,

Mpexge acero, HEoBX0OMMO OUEHWTE BNMAKKE NPENapaTa Ha QyHKLMID MUIHEHHO BakHbX cicTem. K
HWM CTHOCATCA CEPOEMHO-COCYOMCTAR, ObLIXATEMBHEA W UEHTDENbHaA HepBHar. BAvAHWe Ha cHCTEMl,
PYHELUMM EOTORBIX MOTYT BREMEHHD HAPYLWATECA [MOYEBLASNHTENEHAA, NMWEBAPWTENEHEA | Op.) Bes Npn-
HUHEH®A HeobpaTMMoro Bpeda, He TPetykT HeMegneHHoro naydeHrd. Cyedsa dapmakonormdeckon Hes-
CACHOCTA Ha JpYyrWe CUCTEME 3ABWCHT 0T NNAHAPYEMOrD ENWHWHSCKOrD WCCNeqoBEadia MNM NonynAal e
MAUMEHTOR [HENPWMED, NWLESARHTENLHAR CUCTEMA NpH Boneadk Kpoua, QyHELHA NOYSE NpW NepsrdHo R
PEHANLHOA AapTepHAnNsHoH TMNEDTEHIMW, HMMYHHAR CHCTEMA Y UMBMYHOKDMIPOMHTMPORAH HBIX DL ).

3.3 TecT-cHCTEMEI

3.3.1 OBwme NoNoXeHUA No BLIGOPY TECT-CHCTEM

Urofel NoNy41TE GOCTORERHLIE JaHHBE, HECOXOOMMO OE0CHORATE BolGOpD MHBOTHRE WNH HHOW TecT-
CHCTEMBIL. NP 2TOM YYHTRIESKT, CNOCOOHOCTE PEArMpoEaTE Ha DapMaKDJUHaMAYeckne HpderTr, apmMa-
KOKWHETHY ECEAA NRODHMME, BAD HWBOTHEIX, WX MAHKIO, MO0 KW BOADACT, BOCNDHHMYHBOCTE, SYBCTBWTENEHOCTE
W BOCTPOWIBOOWMOCTE TECT-CHCTEME M JOCTYMHOCTE paqHes NOMyYHEHHLIX GaHHLIX O OSRCTEYIOLWEM Bella-
CcTEE. [Pk HanHYK¥K GaHHLIx, NONYYEHHEY W3 HCCNegoBaHWA C YYacTHEM HENoBOHS, X HeoDRoOHMO YUWTRI-
BaTe NPk BeOOPE TECT-CHMCTEMBl (Hanpumep, meTadonuam in wiro). MNpl NpoREOEHMKM BCCNegoBaAHKMA
(HanpwWmep, crxema zabopa DWONOrMHecKoro Matepyana) HeodxXoguMo PYNoBOOCTBOBATLCA CRSOEHWAMK O
fapMakoGUHAMWHECKHY ¥ DapMakoEMHETHYECKWY CEORCTEAX NpenapaTta, NpedcTapydTe oDoCHOBaHHE Bhl-
S0pa KOHEDETHON MOJEM HHUBOTHBIX WMITK TRCT-CHCTEMEL.

3.3.2 MccnegoBsadda In vitro u i vivo

B kauecTE® TECT-CMCTEM OCNYCKABTCA MCNONBIOBATE LML RHMBOTHLIX NpENaApaTel ax Vivo M i1 wilro,
HANPHMED, WIONWDOBAHHEE ODradbl W THEHW, KyNoTyPel KNETOK, KNETOMHBIE OPanieHThi, OpraHdenis, pe-
LENTOPE, WOHHBIE E3HAMNE, TPAMCOODTEPE! M hepMeHTR. I Vilro CUCTEeMBl AONYCKARTCH MCNONBACEATE BO
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BCNOMOrATENEMEY MCCNEOOBaHMAX [HANDUMED, YTO0R YCTAHOBWTE NPOMMNE AKTWUBHOCTA OEACTEYKLLLEro
BELWLECTER WK MAYYHTE MEXAHMIM DEANAIALMK HalmogaeMex in vivo addekTon).

Mo NpoRegeHMd MCCNedoEaHUid N WKo NPEgNOYTHTENEHD HCNONE30RATE MUBOTHLIX, HE NOOBREQT-
WHXCA avecTaswin. C 3aT0R UenNki0 MCNONEIYOTCA METOOE TENSMETPUA 1 OPYIME METOgE HCCNEdoBaHUA ¥
MHBOTHREIX C COXPAMEHHBLIM COIHAHKMER. TakHe JaHHble NDeOnoYTUTENEME! JaHHBEIM, NONYYEeHHEM 0T obea-
OBWHEHHEIE WKW HENPHMCNOCOBNeHHLIX BHBOTHELX.

OOHMM M3 FNABHEX YCNOBWA MW KCNONEIOBAHAM BHBOTHEIX, HE NOABSDNUMKNCE AHECTRIMK, ARMAETCA
Mabexanye anckondropra i Bonu.

3.3.3 JKCNepHMeHTaNBHBIR OW33AH

3.3.3.1 Paamep BeiBopKd M KCNONLIOBAHKME KOHTRONEH

Fasmep rpynnel gomieH GeiTe O0CTATOYHEM O0A NOMHOUSHHSW HAYHHOHR WHTERNPETALWA NonyHeH-
Hild JaHHbix. [TpA 3ToM HEOBXOOHMS YYHTHEATE BENHYSKHY BHONOTHYECKOrD 30MerTa, WMEHWErs KHAYE-
cx0e anadeHre. Npu NPoBegSHr HCCREQoBRAHHA HE0DX0OKMO WCNONBACBEATE KAK HETATHEHEIA, TAK ¥ NO3H-
THBHEBIR KOHTPOML. [NA Xx0pows ONWCaHHBX T Wivg TECT-CHCTEM MOIMTHEHLIE KOHTPONA MOTYT HE MoHago-
BHUTRCA [WCEMIOYEHWE KOHTPONMbHLEX NP W3 BCCNEQOBAHMR HEOBX00WME OBOCHORATL).

3.3.3.2 NyTe BREgeHKA

Moy NpoBedeHi MCCNedoBaHin Lenecoobpaiio MCnonNs3I0BaTe NPeINonarasMblii KNAHKHECKAA NyTe
BEEAEHHA. HEIABHCHMD OT NYTH BEEGEHWA IKCNOIMUMA MCXOOHOTD BEWECTEE WK 8Nd OCHOBHEIY MeTa00nm-
TOB JOMEHA ObiTe CONOCTARMME HNH NPERLILWATE IHAYEHMA, OOCTHTAEMbLIE ¥ Y2N0BEEA [MPWM HAMWYMN TAKAK
JavHbix). Ecny ccnegyeMos JeicTayiowes BEWECTES NPeOHaIHaqeHo ONA BEEOEHKA HECKOMEKMME NyTH-
M [HANPWMED, BHYTDL W NADEHTEPANBHD) WK BCNH OTMEYEKITCA WNW CHWHOAKTOR AHAYMTENbHBIE KaYe-
CTREHHLIE M KONMWYBECTEEHHEIE DAaINAYMA MEKTY CHCTEMHOE M MECTHOR JKCHOIWUKMEN, PEKOMEHOYETCH Npo-
BOAMTE OueHEy achdeekToR ANa Bonee Yes ooHOro NYTH BESOEHKA.

3.4 BenuWunHa 003 WNA KOHUEHTPAUMA HeCcNeayeMors QedcTeyiolers BelwecTea

3.4.1 Heenegosadua in wive

MoconegoBadva apMakonoriy4eckold Ge3onacHocTd HeoSxoguMo ChNaddpoEate Takdwm odpaacm,
YToOR YCTAHORMTE JABMCHMOCTE B033-30MesT B OTHOWEHMY HAGMOOARMEX HEXENATENEHLIX AEnesni. Mo
BOIMOMHOCTIA HEODXOOMMO MIYHHTE IBMCHMOCTE HEXENATENBEHLIX SEASHHA OT BREMEHI [HANDPUMED, HAYa-
o W ONMTENEHOCTE 30dekTa). Mo BoIMOEHOCTH, HEODXOOUMO CPABHWTE 003k, Bbl3kiEAOWIAE HEMENaTEN k-
MEi@ ABNEHWA, C O0IAMW, OKAILIBALLWMY TEepBUYHLIE QapMakoIiHaMUYeckil aDmMeRT ¥ MHUBaoTHELX MW
BLlIBANWLHMA NpegnonaraeMelid TepaneeTdeckd apdext v yenopexsa. BEMOY HANWHMA MEMBHAOBLIX
pAAnMYMin N0 GapMAKoOMHAMWYECKON YYBCTBUTENEHOCTH, H3YYeHHBIE 003kl O0MHHbL COOTRBETCTBORATE W
NPEBLILLATE NEpEMYHEIE DapMaAK0IMHAMAYECKMA W TepaneEBTUYECKMA OHaNai0Hel. B oTCyTCTAME HEwena-
TENbHEIX SENEHHA NPH HAYYeHrd GapMakonordeckol GE30NacHoCTH, B KB4YeCTEE BRICIUER Woonedyeon
A0l HeobX0oaWMO BRIDPaTE 003y, KOTOPAA BRIALIBAST HEMENATENEHLIE ABMNEHHA COROHER TRMECTH B 2TOM
WM P MCCNeaosaHHax ¢ aHanorddysEbiyM NyTEM BReJeHHA W HEMEANEHTHEIMK NO ONWTENEHROCTI. Tame
HEXENATENLHEE ABNSHWA MOMNYT BEMNIO4YATE A030MMMATHRYVIOWNE apMakodmHAMUHECKNE WM TOKCHHRCKIE
achdbeiTr. Ha NPaKTHEE HEEOTOPLIE 20eETE, BOIHMESRLWMWE B TOKCWYSCKOM JWanazoHe (HanpumMep, Tpe-
Mop 1 PacuMEYIALWK DO BpesA CHATHA 3K, MOoryT MCKAMATE HHTEPNDeTaUMI0 PeTyNETATOR, 8 TAKKE orpa-
HAYMBATE BEMWYMHY 0oakl. Mocnenosanwe ogHol Moynnel NP9 orpaqdYMBRI0WER G038 N0 YKAIaHHoN BeiLe
CKEME MOMET BTk DOCTATOMMbIM, SCNKE HEMENATENEHBIE ABNSHUA MO KOHEYHbLIM ToYEAM fapMasonoride-
CEOA DRAONACHOCTH Y JKCNEDUMEHTANBHLIX BMAOE HUAOTHLIX OTCYTCTEYIOT.

3.4.2 WeeneposadMa in vitro

WeoocnenoeadKa i vitko cnedyer cnnadvposaTe TaKKM 08pasomM, YTo0el yoTaHoEHTE BIaMMOCERdL KOH-
yeHTpaunA-addesT. HeoSRoguMo BeliSpaTe TAKOW OWANa30H KOHUEHTPaUME, YToDE NOBEICHTE BEpOATHOCTE
BsIABNEHAA 2hibekTa Ha MCNONBIYEMON TECT-CACTEME. Ha BEDXHII0 MEaHKLY YEAIAHHOID OHaNaioHa smoryT
MOBNAATE PUIHKS-KUMHSECKAE CRONCTEBA MCCNEeqyEMOro JEACTEYIOWENS BEWESTEA M ADYTHE cheuWduHpe
aAnA metoga pasTopel. Nod oToyTeTEMKH adderTa HeobxofumMo 0GoCHOBATE BeIGDAHHEIN JHANAI0H KOHLUEH-
TpaLKA.

4.5 ANHTenLHOCTE HCCNeAoBAHWH

WeocnenosannA apmakenordaeckod BeacnacHocT, K&K Npapuno, NpoBogaTcA NP 0OHOKPATHOM
epeaceHUl. Ecnin papMakoguHamMudecsie adoeiTsl NPOABNAITCR NOCNE ONPeaeneHHoR JNUTENLHOCTIA Ne-
YEHMA MW EBCNW PRIYNETATE WCCNEO0BAHWA TOKCHYHOCTH NPM MHOTOKDATHOM BESOEHHM WM DedynTaTk
MPMMEHEHKA ¥ YENOBEKA NPeanonaranT Hanudue npofnes dapmakonordeckol BeacnacHocTd, Heofxa-
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OMMe NpaBkneH0 NoactpaTe ANKTENBHOCTE HCCNEoBaHWi dapMakonorideckol DeaonacHocTh, YTobLI
HIY4HTe Takre achdrerTel.

3.6 MayyeHne MaTaBoONKTOR, HIOMEPOR W FOTOBRLIX NEKAPCTESHHLIX NpenapaTon

Kag npasvne, 8 WCCReaoBadWAx DapmMakonoriHeckord SelonacHoCTH HEeoBXogQUMO HIYYHHMTe nwobos
HCXOAHOE OEACTEVIDWES GEWESCTEO W 8rd OCHOBHBIE METIBONKTE, KOTOPEIE OOCTHMAKT MMM MOryT QOCTHYL
CHUCTEMHOR JKCNOIKLMKE ¥ HEnoBcKa. OUeHKY OCHOBHBIX META0ONWTOR 3a4acTyi0 OCYWECTRNAKT B DasMKax
WCCMEAEAHWA MCXOQHOMD JERCTEYIOWETD BELWECTEa ¥ MWBCOTHRE. ECNK YCTAHOBNEHD, YTO OCHOBHEIE METa-
GoMMTel, cOpaiykWWech B CRTaHWIME YENoREKa, OTCYTCTEYIOT WK oOpaIvioTSeA ¥ MWBOTHRIX NUHLLE B OTHO-
CUTENBHO HUIKMX KOHUSHTRAUMAX, HEobXoquMo HIYYWTe BNWAKKE Tamx MeTabonuTon Ha KoHEYHBIE TOWURN
drapmarcnorddeckol BezonacHocTd. Ecnk MaBecTHO, 4To MeTabonWTel 4eNoBEKAa BHOCAT IHAYATEMNbHEINA
Bknag 8 apMakonNIrTHYEcsne QerHcTEME OeRCTEYWErD BEWECTEA, TAKME SKTHUBHEE MeTabonuTe Heohxo-
OHMS MAYHKTE. ECNM B MCCNeaoBanax i ¥ivo MCXOOHOM COBqHUHEHHA METabonKuTe JomKHBEM oBpazom (KaK
YEASAHD BhIWE] HE HAYHanKcs, AONYCKAETEA K3 coOGpamenti LenecoobpasHocTd MayHaTk MeTatondTel B /0
WilrD CUCTEeMAax.

Ecnn nexapcTeequsi NpenapaT npegcTaenaeT cobol CMECE WMAOMEDOR, HECDXCaMMO MAYHMTE KaM-
Dbl OTOENLHBIA HIDMEP T IR WM 00 W,

Meoocnegoeaddsa apmMakonordqeckon BescnacHocTd MoTOBOMD NeHapCcTEEHHONS npenapara Hecbxo-
OWMC NPOROGWTE TOMABKD B CNYyHEAX, KOTGa BXOORAWME B B0 COCTAER BRLWECTREA CYLWECTEEHHD MIMEHAKT
fapMasAHETIARY W (WNH) DapMakcgiHaMAKY DeRCTEYIOWEND BEWECTEa N0 CPABHEHKID C DaHBE WayYeH-
HBIMW COCTABAMK (T.&. 38 CHET SKTHEHBIX BCAOMOraTENEHEEX BEWECTE, KAk TOD YoHIMWTENK NPoHWLEEM3CTH,
NENOCoMEl 1 A0YTME KIMEHEHWA, BENIOYaA NonuMopdHUIm).

3.7 OcHOBHLIE TECTH ANA HCCReaoBaHMA dapMakonornYeckod Be3onacHocTH

Habop ocHoBHBIX TecToR obecnedMeasT WaydeHdne 3ekToR WCCNedyemMorn AeRCTEYIOWETD Beule-
CTEA HA MHIHEHHO BamHEe GYHELIMK opraduama. B aTol cBfan, npewie Boaro, CUEHHBAINT ero BENvAHWE Ha
PYHELHID CERAEYHD COCYARCTON, AblXaTeNbHON W UEHTRaNbHDW HEPBHOH CHCTEME. B HEeKOTOPLIX CNyYans,
PYKOBOACTEYACE HAYVYHEMMK JaHHLIMKY, 00beM TECTOR gonwed BeITE paclukpel {om. pazgen 3.8), B Opyrux —
eocdwe He TpehyeTch NPOBEOEHWA HCCNEOoBaHWE (Ch. Tamke paagen 3.9].

HeobxoddMo HaydHo 0S0CHORATE WCKNIOYEHWE ONpedeneH LY TECTOR MMM WCCNedoRaHWA onpege-
MEHHBIE OPraqoR, CACTER MKW SyHELWA.

3.7.1 UgHTpankHaA HOPBHAA CHCTEMa

HeoBx0aMMo WaydHTe BEMWAHKE WCCNedyemors QeACcTEYIOWEND BEWECTES Ha LEHTRANEHYIO HEDBHYK
chcTeMy. Heobxog Mo OUeHKTE OBMraTENbHYI) AKTHBHOCTE, HAMEHEHWE NOBETEHWA, KO0DAWHALWMN OB E-
HAH, COHCOPHEEBOTODHEIE DEGnekcs | TEMREPaTYPY Tend. MosHo HCnonsIoEaTe CTaHOAPTHRIE TeCTh
CUBHEW DYHEUMOHANBHOMS cocToArkA UHC [3], mogriduyrpopaniei TecT Mpawaa [4] vnv gpyrse [5].

3.7.2 CopoauyHo-COCYAWCTAA CHCTEMa

HeobxXooMmMo MIYduTe BAHAHNE WCCNenyemMors QeAcTEYIOWers BeWecTea Ha CepaeyHo-COCyYIMCT i
cucTemy. Heofxooumo oueHnTe apTepHansHoE OaENEHHE, YACTOTY CROORYHILL COKDALLEHMI M ANeKTpOKa p-
OuorpamMy. HeolxomuMo TAINKE WAYYHTE JAMHEE, NOMYyHeHdbie 7 Vo, i wilro 0 (Mne) ex wvD, BKNCYan
METOOE OLEH KM HADYLLEHMA DENOARMIAULMA W NROREOEHMA (NPUMEYaHHe 3).

Mpuemevanuwsa 3—B Hay4HoM coOBDWECTES HE OOCTMIHYT KOHOBHCYC B OTHOWEHHA NpegnoSTTansHars
MOOXoOa NpM CUSHKS PHCHOB MEnydoHKoB0E ApnTedn, oDyCRoBNSHHDA pEnonApHIausn (Hanpuwap, Tuna Torsada de
FPointes). B Pyxosagcres ICH S7E pacCMaTpHBmOTCA HEXDTOPEE CYLUBCTEVFILWE METOOLl, HX NPEMMYLLECTEA 0 HEOD-
cra T, Tpy NogIoToEke pErMcTpEUADHHEN OO0CES DEKDMEHOYETCR ME HENONEI0BEHWE.

3.7.3 QuixaTensHan cHCTeMa

HeobXoadMo HIYIUTE BAMAHWE WCCNEdYeMore AedcTEVIoOWErd BSecTE Ha NhiXaTeNkHyis CHOTEMY.
Heobroguso OUSHMTE Y4aCcTOoTy ObXaHWA KW Jpyrie NapameTps (HanpusMep, dblzaTensHe oSwem [8] M
HACKILEHWE reMornoGrHa mucnopogos). 0na oueskd GyHELHK ObiKaHnA KNHHKHECKOE Habmoaesne 38 -
BOTHLIMK, B UENO, CHATAETCH HEOOCTATOUHBIM, MIYYARMEIE NALAMETPE HEoDXOOWMO KONUYECTEEHHD H3-
BMEDMThE, HCNONBIYA NOGXOAAWYID METOZONCTAK.
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3.8, NocnegywwMe W QONOMHATENBHBIE HCCNEAOBAHKMA PapMaAKONOrYeckod BeIoNacHOCTH

BoaMoHOCTE DAIAHTHA HERENATENLHBLIX ABNEHWA MOHHD NPOTHOIKEOBEATE, OCHOELIBAACE HA DapMa-
KOMOTHYECEWX CEOACTRAY W XWMUYECKDM KNAcce WCCMedyesorns AeHcTRVIOWEers BewecTea, Tawse HeobKo-
OAMOCTE NPOBEZEHMA aNLHSAWAY MCCTeJ0BaHA MOKET BOIHMKHYTE ND Pe3yNbTaTaM NpoBede WA OCHOEB-
Hetx TECTOR, ENMHHWHECKEX WOCNEgoBaHkh, SGaHHLX apMakoHalIopa, JECNepUMEHTANBHEY KCCNedonaHA
i Vra W Yivo WNK NS JaHsIM THTEPaTYPHBIX HCTOYHHEDE. ECNH HANMWYHE TAKWX HEXENaTenbHbx ahdek-
TOB MOMET NPEANONATaTE PHCKA B OTHOWEHKY DEI0NacHOCTH YEN0BEKA, HX HEODXOOWMO J0MEHBIM 0Spasom

MIYYHTE B DAMEAX MOCASEVISLWMY MNH OONONHUTENEHEX WCCNeaosaHiki dapMaronomYeckol GeaonacHo-
CTH.

3.8.1 NocneayolyHe MECAEOOBAHHA BAHAHKMA HA HHIHEHHO BAXHLIE CHETEMBI OpraHKaMa

Mocnegyioliie WCCNeocBAHKA Hanpapneds Ha obecnedelre Gonee rMyBoEors NoOHWMAHKA pPEIYTk-
TATOR MCCNEOOBSHWA MHIHEHHD DAaMHEN EYHKLMA ¢ WCNONEIOEIHUEM OCHOBMHBE TECTOR KM NOAYUeHWA
AONCMHATENEHEY JaHHER. B nocnegyssil s Nogpasgenax npUECOMTCA NepEYeHE ACCNEIoBaHWA ANA Jank-
HERLIENS MIYIBHAA YEAIAHHEX CHUCTEM ODraHMaMa HA NEEOMET NoTeHLWANLHEIX HEMEnATeNEHER DapMaKko-
Avsamudecikny sdvbesTon, YeasadHsil nepeuyeHe HE SEAAETCA NONHEB WO 05A28TENEHEM, CNMCEHHEE
MCCNegosaMHua HeobxoaMsMo noabupaTte B HHOMBMOYANLHOM NOpAOKE NOCNEe Y4eTa Takkk akTopoR, Kak
paHes NomydaHHble DORNMHHMYECKHE W ENUHWYeCKME JaqHbie. B HeKoTopex cnydany Takke sbdexte bones
MPEOnoUTHTENBHD M3YUATE B DAMESX JPYTHE DOKNMHHUECKIX 14 (MNK] KNAHKYSCKME MCCnenoBaHi.

3.8.1.1 UeHTpaneHaA HEPBHAA CHCTEMA

Mosegenseckas dapMasonorka, obyHeHHe W NaMATE, NErasacnedpHYeckos CRAILIBAHKE, HERMpO-
RMMAA, IPUTENEHBIE, CIAYHOBEEE B (KNK) 2NekTPoUINoNor tYECKHE MCCNEQ0B3HWA 1 T.0.

3.8.1.2 CepaedHo-COCYAMCTaA CHCTEMA

CepaeYHBIR BuIGpOc, CORDATHMOCTE MENYZOHK0E, CONPOTHEMAEMOCTE CoCydor, addiekTel aHEoreH-
HE% W (MM 3EICTEHHBIX BEWECTE HA CepREYHO-COCYARCTYIO CHCTEMY U T.0.

3.8.1.3 OuixaTensHan cHCTEMA

ConpoTHENEHWE ObXaTENsHLIE NYyTEH, INACTHYHOCTE NEroYHoR Thadd [compliance), nerodYdoe apre-
pHAMLHEE J3ENEHHE, F3as] KEpoay, pH KpoBM W T.4,

3.8.2. JononHUTeNbHEE HConeqoBaHnA hapMakonorMyeckod GeaonacHocTH

OononuuTeNsHee MCCNeOoaannd HANPaABNeHkl HA OUEHKY NOTEHUMANEHEY HEXANaTeNsHey dapma-
KOOMHAMAYECKIK AP erToR MCCNedyeMors BeLECTEA Ha yYHELKKM CUCTEM OpradoR, KOTOPGLIE HE HIyYanuch
NP NPOESOEHKK OCHOBHERE WCCNeaosandil DeadnacHIcTi MNd WCCNeaoBaHMay TOECHYHOCTH NDH MHEDMo-
KPSTHOM BESOSHMA, 8CNH BOIHUEAMNT OCHOBAHWA ONA TAKOA OLEHKN,

3.8.2.1 MoveBbigenvTeNLHAA CHCTOMA

Heobxoousmo MayYuTE BIUAHHE HCCNEOYesMors QEACTEVIOWEND BReCTEa Ha DyYHKUAOHANBHLIE NoKa-
3aTenM nodvek. HanpuMep, MoryT HCCNeqoeatheA ODLeM MOMM, YIEN:EHAR MNOTHOCT L, CCMONANBHOCTE, pH,
BOAHG- ANSKTROMMTHER Ganauc, Banky, UWToNorua M SHOXMMUYECKAe NOKaIaTeNn KPpoRK, KaK TO. 30T MOoYe-
BMHBl KPOBW, KDEATHHMH 1 BEn nnasmsl .

3.8.2.2. ABTOHOMHaA HEPEHAA CHCTEMA

Heobxogumo WaYUHTE BNWMAHME HCCNegyemMoro QefcTayIoWEero BelEcTa Ha ABTOHOMHYIO HEDEHYI0
cucTemMy. Hanpumep, moryT MCCNeqoBaTeCA CRAILMBAHME C PEUENTORAMM ABTOMOMHOA HEDBHON CHCTEME,
EYHELWOHANEHAR PEAKUWA HA NPHMEHEHWE ATOHWCTOR WM AHTArOHWCSTOR 0T Vilrg WnK i1 wivo, NpRMan cTk-
MYyNALME BETOHOMHEX HEPBOB W WIMSPEHWE DOAKUMH CepOeuH0-COCYOMCTON CUCTeMel, oueHka Bapope-
(hnexkcoR, BApMaLWMA pUTMA cepaua.

3.82.3. NuuwepapHUTeniHaAA CHCTEMA

Heobxoquso WaWHUThL BIMAHME WCCNEayasors NeAcTEYI0Wand BEWECTREA Ha NWWeBADMTENEHYID CH-
cTeMy. Hanpusmep, MonyT WCCNENORaTeCA MEnygoddan Cexpeuud, MOTeHUWan nopameHdns MenynodHo-
KHLEYHOMD TOAKTA, CRKPEUMA MENYd, ONWTENLHOCTE TRAHAWTE 1 vive, CORPaTHMOCTE NOOE3OCWHONA KALLIKM
i witro, WaMepeHie pH wenyOka v I30epMKa NWWW B ey oKe.

3.8.2.4 MNpousve CHCTEMLI OPraHoBE

Mpw HANKY MK OCHOBAHWA HEOBXOOMMO OUEHWTE BNHAHWE WCCNedyeMore AGACTEYIOWErD BELECTRA Ha
CHCTEME OPFAHOB, HE MIyLeHHoe pades. Hanpumep, MOoryT WCcnefoBaTeCA NOoTEeHUMan paspuTtuA Nekap-
CTREHHON JTEWCHUMOCTI, MELIEYHAR, MMMYHHAA B IH00KDNHHAA DYHELWK.

3.9 Yenopua, npy KOTOPLIX MCCN8aoBaHWA He TpeByoTea

Ecnu chapMakonoryeckne CaoicTea MCCNeayeMoro QefcTeyIOWErs BELECTES, MPMMEHASMOND MECT-
KD (HaNpUMEep, ONA HAPYHHOTD NPMMEHEHKE MKW MAa3aHore), NoapoftD oXapakTEpHANEAHE, d NOKaIAHD, YTO
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CHCTEMHAA IKCTICINLAA MK PACTIDEAENEHHME MO OPYTHM Oprasan 1 THAHAM HKIKas, To MConedoeadmAa dap-
MEKONoOrHecE0l DeIonacHoCTH MOryT He NoTpeboRaTeCA,

WecnegoeaHys $apMakonorYeckol BesonacHocTi 00 NepROID BEGOEHHA ¥ HENoBeka UMTOTORCKHY &=
CEHE MeKapCcTEEHHEX NpEnapaTos, NpeJHaIHaYeHHBY GNA NEYSHWA MAUMEHTOa © TEPMUHANEREME Gopa-
Mid paKa, MoryT He noTpebopatecd. ONA UWTOTOKCHYECKWY NEKAQCTEEHHLIX NPENapaTon © HOBLIM MEXaHA 3=
MOM OERACTEWA DEIYVNLTaTE HCCNEZOBaHHANR apMakonorHYeckod DeaonacHocTH MOMyT NPpeacTaBnATL UaH-
HOCTE.

AnA NekapcTBeHHBX NPENapaton, NoNyYeHdbx BHOTEXHONOTMYECKAM NYTeM, © BRICOKDH cnegudikg-
HOCTEID B OTHOWEHWKH PEUSNTORA-MUWEHH, Kak NPERMN0, QOCTATONHO OUEHHTE HoOHEYHBE ToYEM dapMako-
Nord4eckold BeacnacHoCTH B DaMKaX TORCHKONCTAYecEHX W (MNK) hapMasoddHaMKSeCckMy HoCnedoBaHuE,
NOATOMY WCCNEL0BAHAA GapMakonoTMYeckol Ges0nackHocT A8 TaKku NEKapcTBEHHEX NPENAPaToRE MOryT
GbITE CORPALLEHE WKW HE NPoBOOMTLCH.

AnA NEEapcTEEHHLIX NPENApaTon, NoOMyYeHHbLIX BHOTEXHONOIMYecKH NYTEM, NPEacTaBNSoWKWy co-
GO HOBBIA TERANEBTHHECKKA KNACC W [HMNK) NeKapcTEeHHEBX NREnapatos, He 0SNagarkwMs BelCORK0H Ciles=
URDHHHOCTEG B OTHOWEHWKH DEUENTOpa-MUWEHK, HeohXoayvmMo NpegycMoTpeTe Bones obbeMHLIE MCCIe-
OoEaHWA apMakcnorFieckod DeaonacHocT.

BoTpewaKToA W gpyTHe WMCKNINYEHHA, KOrda nposegeHds WoCnedoBadni apMakoncrHYeckon Ges-
ONACHOCTA He TpeDyeTcA, HanpyMep, AnA HOBoH cond, 0Bnajaiowen TemMd Be apMakokiHETHYSCEMMIA 1
PapMAkoUHAMAYECEMME CRORCTRIMIA.

3.10 Cpoku npoBedeHWA HCCNea0BANKA (apMakonorvyeckol Be3IoNACHOCTH NO OTHOWeHWKD K
HNHHAYeCKOW paipaboTee

MpW NNEHWRoBEHMA NPOTPamMMel KaYYeHWA DEapMaKonorMHeckon DeIoNacHOCTH, CNegYeT NoBTODHO
oSpatiTecs § pasgeny 3.9, ytobsl onpegenkTe HEOGXOOAMOCTE NPOBEOEHHWA ONPEOENEHHBEE Woonedoea-
HUid.

3.10.1 MecnenoBadHa, HeoGXooHMbLIE A0 NepBOre NPAMEHEHWA NeKAPETEEHHOrS NpenapaTa y
YenoneKka

Do nepRorc NpMMEHEHHA NerkapcTREHHOro Npenaparta ¥ YenoBeKa HeoSXogMMo H3IYHHTE BRWAHKME
OEACTEYIOWEND BRLWECTEA C ACMNONEIOBAMMEM BRILESYEDIZHHEY SCHOBHBIX TECTOR ONA oUeHkn Dapmagkono-
mMYeckol BelonacHocTd. Tamke JoMmeHsl BLlTh NpoReOEHEl BOE DOMNONHUTENEHBE WCCNenooaHMA, B OTHO-
LWEHMWM KOTOpPLIX BhIAANEHA HeolxoOWMOoCTes MX NpoReaeHMA. [JadHse M3 XOpowo cnnaHMpoBadHEX W Npo-
BEOEHHEX TOKCHEOMOMMYECKKE WCCNEO0RAHMA, B KOTODLIX MIYYaNWCE KOHEYHEE TOYKK QapMakonoridecko
CEI0NACHOCTH, MOMYT COKPATHTE O0LEM WNH MCKNIOYUTE HEODXOAMMOCTE NPOBEOEHWA MCCneassankin dap-
MAKONOMMYECcK0l DeIonNacHOCTH.

3.10.2 MconepoBadka B XOO08 KNWHWYSECKOW pazpaboTeM

B x00e knuHWYeckon paspaGoTil MoryT noTpefoBaTech JoNonHHTENEHLIE MCCNEI0BAHKA ONA Haywe-
HHMA HADMOOaBWMKCA UM NOOCIPERARMBEE HEMENATENbHLIX ADeKToR QERCTEYIOWEND BRUECTES Y MHBOT-
HIX UMW NCQEed.

3.10.3 HcocnepgoBardka 00 rocyaapcTEEHHOA pDErvcTpaL MK

Ho rocydapcTEEHHOR pervcTpadqk HeobxodMMo OLeHHTE BNHAHKWE NEeKapcTBeHHOND CPedcTea Ha ch-
CTEMEBl, MEpEYHMCNEHHLIE © palgens 3.8, oTCYTCTEME HEoBXOAMMOCTH NpOBEJEHHA TaKKR WochedoBaHri
TpedyeT gomeHoro obockoearA. [anHsg, NoNyYeHHEE M3 X000 CRNaHMPOBaHHBE 1 NPOBEdEHHBIX ToK=
CHKONOTMYECEME MCCNedoBaini, B KOTOPBIX WAIYHENACE KOMEYHBIE TOHKW SEapMakonorvHeckon Belcnacko-
CTH, W JAHHEE KNHHHYECKAX WCCNedosandia MoryT cnoccBcTECEATE TAKoH OUeHKE W 3aMEeHWTe COGOM WG-
CrenoBaHyA apMakonorrdeckoi DeIonacHoCTH.

3.11 CoomeeTcTEMe Hagnexawed nabopatopHor npaktwke (Good Laboratory Practice — GLP)

HeobxoaMMo rapasTHROEaTE KAYECTED M J0CTORSDHOCTE OOKMAHMWYECKMY MCCneqoaaHui Gesonacko-
CTH. 3TC, KAk NPABMN0, JOCTUFAETCA NyTEM NPOBEOeHMA HCCNefoBaqHdil B cooTReTeTEMEe C [TpUHUKNamMK
Hagnexawed nabopatopHoi npaktikK (GLP). BEXOY YHHEANEHOMD QH33EHE W NDAKTHYECHNY coobpaneHIAR
HE BCEMIa NPUEMNEMO NPOBDOMTE HEKOTODLIE MCCNenoBaHMA B COOTRETCTEMK C npasrnamd GLP. Jame np
dopManeson Hecobnegedud npuHUMnoe GLP #eobxodumo obecnevyuTe Haanesallie KaYecTao ¥ UenocT-
HOCTE JAHHLIX NPA NPOBEREHHY MCCNEQOBaHMA fapMakonorMyeckosd BesonacHocTh. Ecnd MocneJoRaHma
NECBSEATCR He B yonoeuax GLP, Heobxoaumo obecneYHMTe BOAMOKHOCTE PEXOHCTRYEUMM X003 Moecnedosas-
HAA MNYyTEM HAONEWMAers BeOeHEA JOXYMENTALWK WMCCNEa0BaHKMa M apXUBHMDCBAHNA OaHHpx. Todoe do-
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CNEACBAHKE (MMM Br0 Y4acTk), NPOBEIEHHOE HE B yonoBuax GLP, HeobxooMmo QonwHeM cBpaicm obocHo-
BaTE W ONWCETY NOTEHLWANEHOE BNHAKKME HA OUEHKEY KOHEYHLIX TOHYEE apMaKkonori4eckon DeacnacHocTi.

CICHOBHEE HCCMNegoeaHeA (fapMakcnorydecsol BeIonacHocTi HeobxoduMo NPOBOOWTE B YCNOBAAK
GLP. ¥Ycnoewa NochedykillEy W JoionHWTENEREY WCCNeZ0BaHHi JoMiHE MaKCHMansHo BOAMOKHO COo0T-
peTCTEOBATE TRebosankam GLP. Maydenwe dapMakcnoriecsod GesonacHocTh MOKET REMNATRCA YacThkIo
TOKCHESMOMAYECKMY MCCNegoaaHki, B 3TOM CiyHase nocnegHKe HeohxoddMo NEoB0anTe B Yonoawax GLP.

YCNOBWA NpoBEdeHds WOCNegosaHdl NepaqdHod apMaksdqHaMikd MoryT He CoOTBeTCTRORATH
GLP. Kak npaeuno, @ MCCNedoBaHKe BTODHMYHON DapMAKSOHHAMKEY MOTYT NDOBOOWMTLCE HE B MOMHOM CO-
oTBETCTEMM ¢ Tpebopannank GLP. PeaynetaTel MCCNELoBaHWA BTOPHMHHON apMakodqHamMskl, NpoBeeH-
HElE B XOOE NpOoUSCca BeOOpa akTHBHOTO CoOROHMHERWA, MOTYT BaiTe MCAONEICEAHE 0NA OUSHEA rapMakono-
rideEcksd DeaonackocTd. B cnyYanx 0TCYTCTBWA NPW4KH ONA HEraTHEHOM NPOTHO3a (HAanDWMep, HeT Hera-
THBHEIX JAHHBIX NG KOHSYHBIM Toukan apMaKcNorHHeckorn Se3onacHoCTH WM ANA XMMAYECKOrD, HW AnA
TERANSETHIECKOND KNacca WCCNBOyeMoro CcoedMHeHWA ), NoaTop HCCNEgoBEaHKHK B yonoswAx GLP we Tpeby-
BTCA. B HEKOTOpEIX CNyYasx peaynNeTaTel MCCNEAOBEAHWE BTOPWYHOA apMAKOOMHAMHEN MOMYT BHOCKHTE OC-
HOBHOW BEMAO B OUSHEY DE3onNacHoCTH NoOTEHUKHANEHBIX HEWENATENLHLIX ABMSHAA ¥ NOGEA, TAKWE WCCne-
O0BAHKA, K3k NPAasWno, NPoBogAT B COoTEETCTENA C GLP.

Mpunoxenne O0A
[cnpasouHoe]

CRegeHWA O COOTRETCTEMM CCLINOYHLD MEXAYHAPOAHLIX AOKYMEHTOR
HALMOHANEHLIM cTaHaapTam Pocoriickod @eaepaumm

TaGnwua J&A1

OfoIHausHME CoumEdHara CransHe ORGIAAYE NS N HAAMBH OB EH S
WEROYHAPDIHOMN QOKYMERTS LOOTEETETANR COOTEETS TEYHILLErS HALGBROHAREHAM craddapTa
ICH M3{RZ} Guidelina 10T MOCT P 86701—2015 s«MekapocresHHble COBOCTEE QNS

MEOUUHHCKDID NDWMEHEHHA. PyHOBOOCTED N0 MNAHWDOEE-
HWHE OOKMMHAHSCHAY MCCNEgosaHni DeI0nacHooTa ¢ Uanem
NOCHREOYILErD NEOBSQEHHA KNHHWHECHHY HCCNEegoBaHia M
PEMMCTRALMA NEKEPCTESHHRIX CREaCTEY

ICH 56 Guidelina DT MoCT P 566859—2015 «MekapoTeeHHbIe CPEOCTEA ONR
METHUMHCEDTD MPAMEHEHRA. JOKNMHMHBCKES HCCNSQ0EaHWRA
BazonmacHocTH OMOTaEXHOMNDIMHECKMY NEXSPCTASHHLY NPa-
naparoe. DEwmes peromaHE0r

MpemeussHna B sacTosu el rafmne dononsIoasHe COSOVHILGHE YONDOHEE OS0THAME MR CTEMEHR COUTEETCTENA
crangapran
10T MOSHTHYHSIE CTRHLEETE
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