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peryJIMpoOBaHus JAesITeJIbHOCTH B chepe oOpameHust H3roraB/JiuBaemMbIX
JIEKAPCTBEHHBIX MpPenapaToB»,

[IpEeACTABJIEHHOU K 3allUTE HA COUCKAHME YUEHONW CTEINEHU KaHauarTa

dapManeBTHYECKUX HAYK 10 HAYYHOM crietruaibHOCTH 3.4.3 Opranu3auus
¢papmanieBTUYECKOro Jena ((papMaleBTUYCCKUE HAYKH )

AKTyasbHOCTL.  M3roromieHue  HKCTEMIIOPAJIBHBIX  JIEKAPCTBEHHBIX
[perapaToB  SIBJASETCSl OJIHOM M3  TPa/JIMUMOHHLIX  (DYHKLMHA  anTe4yHbIX
OpraHu3alli, He TepsIoUled CBOEH aKTyaJlbHOCTH B HACTOSLIEE BpeMs.
MHuoroo0pa3ue JeKapCTBEHHBIX MPErnapaToB IMPOMbILIJICHHOTO ITPOU3BOJICTBA, TEM
HEe MeHee, HE MOXET YIOBJIETBOPUTH ITOTPEOHOCTH BCEX IPYyIMIl MMALMEHTOB B
papmakorepanuu. B T0 xe Bpemsi, HaOM01aeTCsl TEHACHLUMS K COKPALEHHIO YHCIa
alITeYHBbIX OpPraHu3allii, OCYUIECTBJISIIOUIMX M3rOTOBJIEHHE JIEKapPCTBEHHBIX
mpernapaTroB, 4YTO 3aKOHOMEPHO TIPUBOJUT K  CHHKEHHUIO  JIOCTYIHOCTH
papMaleBTUYECKON MOMOILM JISI OTACAbHBIX KAaTeropui MaldeHToB (B TOM YHCIIE,
nast gerer). OOHOM M3 MPUYMH TAKOM CUTYalMM $BISIETCS HECOBEPLUEHCTBO
HOPMATUBHO-NIPABOBON 0a3bl, pPeryjaupylomeid AesiTeJIEHOCTh MPOU3BOACTBEHHbIX
arTeKk, B TOM 4HCJie €€ HeJ0CTaTO4YHasi I[10JIHOTa W HEeCOrJIaCOBAHHOCTH
TePMUHOJIOTUH.

Takum  oOpa3oMm,  HECOMHEHHA  aKTYaJbHOCTL  JIMCCEPTALMOHHOIO
ucenenosanus J.C. IOpoukuHa, oKuaaeMbIM pe3ysibTaTOM KOTOPOIrO SBJISIETCS
COBEPILLIEHCTBOBAHUE HOPMATUBHO-INIPABOBOIO PEryJIUPOBaHUs B cpepe odpaleHus
3KCTEMITIOPAJIBHBIX JIEKAPCTBEHHBIX IMPEeInaparoB MW 1OBBILUEHHE JOCTYIIHOCTH
OKazaHus (hapMaleBTUYCCKON ITOMOLIM JJISI HACEJICHUSI.

Hayunast noBusuna. B uensix ¢dpopmupoBanHusi 1 0OOCHOBAHHKS HalpaBJI€HUH
COBEPLUCHCTBOBAHUS HOPMATUBHO-TIPABOBOIO  PEryJsIMpPOBaAHUs  JAEATEJbHOCTH
[IPOU3BOJACTBEHHBIX arnrTek B Poccuhckoil dDenepaurMyd aBTOPOM  BIIEPBbIEC
[IPOBEJEHO KOMIUIEKCHOE HCCJIe/lOBAHUEe, KOTOPOE EKJIOYal0 B ceds aHaius
JNEUCTBYIOIUMX HOPMATUBHO-TIPABOBLIX AKTOB, PErJIAMEHTUPYIOLIMUX JIAHHYIO
cepy, a Tak)Ke aHaJIM3 TEKYLIEro COCTOSIHUSI UHMPACTPYKTYPhI MO M3rOTOBJIEHHUIO
JIEKAPCTBEHHBIX IIpernaparoB, BK/IOYAsl KOJMYECTBZHHbLIE M  KAY€CTBEHHbBIEC
XapaKTepUCTUKM  arnrtek, 00beMbl  NOTPEOHOCTM B IKCTEMIIOPAJIbHBIX
JIEKApPCTBEHHBIX Ipernaparax M CYWECTBYIOUIMEe MEeXaHU3Mbl (PUHAHCUPOBAHMS
JJAHHOI'O BUJAA JIEKAPCTBEHHOIO 00ecreyeHusl,

Teopernyeckast W npaKkTu4yeckast 3HAYIMOCTbL. leoperuyeckas
3HAYUMOCTDh UCCJIEHOBAHUS 3aKI/IIOYAECTCS B MCIOJIB30BEHHOM aBTOPOM KOMIUIEKCE
METOAO0B (CpaBHUTEJIbHBIA, CUCTEMHBIH aHaJIM3, COLIMOIOIMYECKOe HCCIIe0BaHUE,
METOJ[ OKCIEPTHBIX OLEHOK, MOJICJIMPOBAHME, [POrHO3UPOBAHUE U  IIp.),
[I03BOJIMBLIEM C(OPMUPOBATH MOJI€Jb (KOHUEINUMUIO) IO COBEPLIEHCTBOBAHUIO
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POCYAAapCTBEHHOIO pPEeryJupoBaHus B cdepe oOpailleHHsl U3roTaBJIMBaEMbIX
JIEKApCTBEHHBIX MpenapaTos.

[IpakTnueckass 3HaUUMOCTb Pe3yJIbTaTOB JIMCCEP TALlMOHHOIO UCCJIEI0OBAHMUS
J1.C. IOpoukrHa He BBI3bIBAET COMHEHHMM. Ha OCHOBaHUM IMOJIYUYEHHBIX JIaHHBIX
aBTOPOM pa3palboTaHbl OOOCHOBAHHBIE TPEIJIOKEHUSI 'O BHECEHUIO U3MEHEHUN B
(peepajibHOE 3aKOHOAATEJbCTBO ((eaepalibible 3aKOFbl U [MOJA3AKOHHbBIE aKThl),
TUIIOBOU AJITOPUTM IOAACPIKKUA MPUHSTHS PEIUCHUHN [TPHA peaiM3allii [IPOEKTOB 10
CO3JaHUIO BBICOKOTEXHOJIOTHYHOWU alTeYHOM HH(PACTPYKTYphbl HA PErHOHAIbHOM
YypOBHE, O(MOPMJIEHHBIM B BHAE METOJIMUCCKMX pexoMeHJali. Pe3ylibrarsl
UCCJICIOBAHUSI BHEJPEHBbI B ACATECILHOCTL OpPraHoB IOCYJapCTBEHHOW BJIACTH W
anTEeYHbIX OpraHv3alui, 4YTO [MOATBEPKAACT BLICOKAM YPOBEHbL I[1OJIYUYEHHBIX
ABTOPOM HAay4YHbIX PEe3yJIbTaTOB.

Ha ocHOBaHMM CBeAeHWUMN, MPUBEJACHHBLIX B agropedepare, HEOOXOAUMO
OTMETUTh, YTO BCE IIOJIOKEHMSI, BbIJIBUMAEMbIe Ha 3alllMTy, JAOKa3aHbl. BbIBO/LI
3aKOHOMEPHO BBITEKAIOT U3 COAEPKaHUsl pabOThl U HEITOCPEACTBEHHO PACKPbIBAIOT
[TOCTABJICHHBIE 3aayM, MOJIYYEHHbIC Pe3yJiLbTAThl HOCIAT HAYYHO-ITPAKTUYECKUH
XapakTep, peKoOMeH1aluhd 000CHOBAHBI pe3yJibTaTaMU UCCIIEJOBAHMSIL.

[IyOsimkauuu no reme aucceprauHonuon padorsl. OCHOBHBIE MMOJOKEHUS
qUccepraluu U3JokKeHbl B 14 nyOnukauusx, Bkiarodas 13 crared B JKypHalax,
pekoMeH10BaHHbIX BAK MuuoOpHayku Poccuu st onyOJIUMKOBaHUS OCHOBHBIX
HAay4YHBIX Pe3yJIbTATOB AUCCEpTALMM, U | CTATBIO B UZJAAHUU, UHAECKCUPYEMOM B
SCopus, YTO COOTBETCTBYET TPEOOBAHUSIM K KAHAUAATCKUM AUCCEPTALIUIM,

Jakaouenue. B quccepralyuy pelieHa BaKHasi Hay4vyHasl 3aja4da, CoCTosas
B pa3paboTke ¥ OOOCHOBAHUM HANpaBJICHWUI COBEPLICHCTBOBAHUSI HOPMAaTUBHO-
[IPABOBOI'0 peryjiMpoBaHusi B cdepe oOpauleHus JieKapCTBEHHBIX [Ipernaparos,
U3rOTOBJIEHHBIX B alT€YHBIX OpraHu3alysIX, UMEIOLIE 0 3HAYE€HUEe [JIs CUCTEMBI
OXpaHbl 340p0oBbs rpaxaaH. Cynas no aBropedepary, AucceprauuMoHHas padora
IOpoukuna JImutpusi CepreeBuua «M3bickanue 1vTeld COBEPLUSHCTBOBAHMS
HOPMATUBHOI'O [PAaBOBOrO PEryjinpoBaHUsI AESITEIBHOCTU B cdepe oOpalueHusl
W3rOTABIIMBAEMBIX  JIEKAPCTBEHHBLIX  IIpernapaTtoB»  SIBJSIETCS  3aBEpPLLUEHHbIM
KBAJIU(PUKALMOHHBIM HAy4YHBIM HCCJEAOBAHKMEM, BBITICJIHEHHBIM HaA aKTYaJIbHYIO
TeMY Ha JOCTATOYHO BBICOKOM HAy4yHOM YypOBHE, oOJjiarnaeT Hay4yHOW HOBU3HOW U
[MPAKTUYECKOW 3HAYUMOCTBIO U COOTBETCTBYCT TpeOoBaHUsIM I1. 9 «llojioxeHus o
[IPUCYIKAEHUU  YYEHBIX  CTereHen»,  vrBepxaeHHoro  IlocraHoBieHHEM
[Tpasutenscta Poccuiickoit Mejepaunu o1 24.09.2013 r. Ne 842 (B penaxuuu
llocranosnenun llpaBurenscrBa Poccurickon ®epepauuu or 21.04.2016 1.

No 335, or 02.08.2016 . Ne 748, ot 29.05.2017 r. Ne 650, ot 28.08.2017 r. No
1024, 01 01.10.2018 r. Ne 1168, o1 20.03.2021 r. No 426, o1 11.09.2021 r. Ne 1539,
oT 26.09.2022 r. Ne 1690, ot 26.01.2023 r. Ne 101, or 18.03.2023 r. Ne 415, ot
26.10.2023 r. No 1786, or 25.01.2024 r. Ne 62, o1 16.10.2024 r. Neo 1382),
[PEeAbABIISIEMBIM K KaHJIUAATCKUM JUccepTalivsm, a e€ aBrop, FOpoukuH JIMUTpUI
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CepreeBud,  3aCHyXMBACT  [PUCYKIACHMUS  YYEHOW  CTEMNEHM  KaHAWJarta
GapMaleBTHYECKUX HaAyK [0 HAy4yHOM creuualbHocTh 3.4.3 OprasHuszauus
(papManeBTHYECKOrO JIeJIa.
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