
OT3bIB

Ha aBTopesepar AucceprallUOnnofi pa6orH MaNreAosa [enu,{erueuua Ha TeMy

<Patpa6oTKa Lr o6ocnoeaHl4e MeXaHLI3MOB BHeApeHLLs HaAJIelKaIIIeft nparcruru

r43f oToBJr eilkrfl,rr oTIIyCKa JIeKap cTBeHHbIX npe[ap aTos s P o c cufi cr<ofi

(De4epaqru), rpeACraBJIeHHofi s AI'IccepraIILIoHuHfi cose r 2l'2'063' 0 1'

co3AaHHbr fi, sa 6aseQe4epalrHofo focyAapCrBeHHOrO 6roANerHoro

o6pasorareJrbHoro yr{pexAeH}It Bblclrero o6pa:oBa:F{I4[' <<Canrr-flerep6yprcrufi

rocyAapcreeHurrfi rull,ruro-$apMalleBTu'{ecrufi yHuBepcIITer>> MltlacTepcTBa

3 Ap aBo oxp afte:Hvrfl ,P o c cnfi c rco fi @ el ep allvrvr, H 
l 

CO}I CK AIiI]/re yuen ofi crell eHII

KaHAuAaTa Q apvraueBTI,IqecKI{X HayK IIo HayIIHofi cnequ€tJlbHocTl4 3 .4 .3

Opranusaqrax SaprraaqeBTl{qecKoro AeJIa (SaprnraUeBrLIIIecKIIe nayxu)

tr{grorosJleHlleneKapcTBeHHbIX[pe[apaTon(JIII)BaIITeIIHbIXopIaHI43aIILIf,X

f,BJrflerc{ HeorbeMJreMbrM SJreMeHToM cr{creMbr neKapcrBeHHoro o6ecne'{eHl'Lfl

HaceJIeHI4f,' co3AaBa' ycnoBl4fl IIOBbIII elufl AocTyIIHocTu [IepcoHanl,I3l,IposaHuofi

Sapvrarcor epailvl14Anfl oTAeJIbHbIX KaTeropl4fi naqzeHToB - 1erefit'[oXI4JIbIX JII4II'

rarlr4eHroB c peAKlrMra sa6oJIeBaHI4tMu' llpuuxflae @eAepuulbHofo 3aKOHa or 5

4era6pr 2022 r. Ns 502-@3 Aano Hoenft IIMIIynbc 
- 

Al{cKyccull o

OOBepIIIeHCTBOBaHUI4 HOpMaTI4BHO|O IIpaBoBOfo pefyJlllpoBalFlvfl' AeflTenbHocTl4

rrpor43BOACTBeHHbrx aIITeK B Poccuficrofi (De4epaqnn (P@)' OAHaKo' KaK

iloKa3bIBaIoTpe3ynbTaTblnpeAcTaBJIeHHofonccneAoBa$vlfl',BHoBbco3AaHHbIe

AoKyMeHTbIcoXpaH'IoTcBolonpI{HIII{[I4aJIbHyIo[peeMcTBeHHocTbIIooTHoIIIeHI{Io
K HOpMaTZnnoft npaeonofi lazerpa3pa6orannofi n cOeercrcoNa corose I{ He B uomroft

Mepe cuoco6crByroT co3AaHVIO 
"U "app"topl4l 

POCCnll coBpeMeHnofi anreqHofi

unspacrpyKrypbr Ha ypoBHe pa3Bllrblx cLIcreM 3ApaBooxpaHeHkIfl"

flpe4craureHHoe r4ccJIeAoB aHI4e [ocBsIIIeHO parpa6offie vI o6ocnoBannro

MexaHr43MoB BHeApeHr{fl HaAnexaqefi [paKTr.Kr' rr3roroBJre*Lrfl. 14 orrrycKa

neKapcrBeHHbrx rperaparoB (HIII{OJIil) "-l-l,---]t" 
orpeAerlner BblcoKyro

aKTyZuIbH o cTb TeMbr AlrccepTaIII4OHHOrO UC CJIeAOB AHVrfl"

I{elr, o6rer , IIpeAMeT 14 3a[aqAI4ccJIeAoBaHufl cQopn,rynupoBaHbl .{6rro II

rofr{rrHo. 3a a,au uccneAoB A.HV1fi. S nonHoft Mepe orpaxarcT ero BHyTpeHHIOK)

cTpyKTypy rr [ocneAoBaTeJIbHO pacKpbIBaIOT IIyTb K AOCTI4XeHLIIO [OCTaBJIennoft

qenl4.

HayrrrarHoBLI3Hapa6orrrcocToIITBToM,aIToBnepBbleBbUIBJIeHbI'otII4caHbI

11 Cr{creMarr43r,rpoBaHbr HOpMarr4BHbre ilpaBoBble rIoAXOAbl K perynupoBaHl'Irc

AerTeJrbHocTtr IIo I43|OTOBJIeHIIIO JIII B rrauponofi npaKTIAKe' BKJIIOq€UI

ceBepoaMepr,lKaHcKylo, eBponeficryro HaAHaIII4oHaJIbHyIO tootll_" MoAenI4 crpaH

EPI4KC; BnepBble Ha ocHoBe'I4cTopl4Ko.npaBoBolo aHilII,I3a BbI'BJIeHbI cI4cTeMHbIe

npaBoBbre npo6enH, peIyJIf,TOpHbIe [v L}6ala;Hc]rJt B HOpMaT?IBHO IIpaBoBoM



r43roroBJreHlrro JIII n P@; nnepBble pa3pa6orasu
p efynl{p o BaIJ'I1IVT AetTeJIbHO CTLI IrO

o6oclronau rpaKrr4Ko-nparoeofi MexaHII3M BHeApeHus HIII4OJIII B P@',

srcr1oqaroqp1fi BHeCeHHe uSNaeHeFIIafi B Se4epanrnOe 3aK9HOAaTSJIICTBO kr

ycTaHoBJreHr4e rrepexoAHorci uepuoAa IIpoAoJIXI4TeJIbHOcTbIo He MeHee rpdx ler;

"nap""ra 
paspa6oraHbt cocraB, crpyKTypa v coAep)KaHue ocHoBHbIX pa3AeJIOB

ffffZfOffU , ararrmponannoft K HarILIoHuuIbHbIM 
-":"-:::::^tt"t 

P(D vr

rapMoHlr3r,rpoBaHHofi c ueN,4yHapoAHbIM?I craHAapraYl B Koropoft unelnl*:_li

cucTeMa KaTefopu3a\vrv| pIICKOB IIpI4 I43|OTOBJIeHI{II JI[I, ocnoBaHHa{ Ha OIIeHKe

neKapcTBeHHbIX SOpt, uCIIOJIb3yeMoro 14C1OAHO1.O Cblpbt, npoqegca I{3roToBJIeHVg'

u cnoco6a rprMeHenns JIII.

TeoperuvecKaf 3Har{I{MOCTb }ICCJIeAOBAHVTI' 3aKIIOqaeTct B cI4CTeMaTkrcaIIvrvI

coBpeMeHHbrx MexAyHapoAHbIX IIoAXoAoB K HIII4OJIII' Ha ocHoBe

pa:pa6oranHofi vr peaJII43OBanUofi qelocfirofi crpyKrypHo-Iorzqecxofi cxeMbl

LrccJreAo B ailprfl, cs opuupoBaHa MeroAonofl4qe cKaf, 6 asa uo BHeApeHI4ro HIII',IOJIII'

oTKpbrBaroqaf, BO3MOXHOCTb [rIfl plccJleAoBattuit' B o6nacru

nepconusuqnponanHofi $aprvraror epailLll4. Ilpe,4noNeHHaf, MoAeJIb HIII'IOJIII

""n".rr" 
pe3yJIbTaToM cl4cTeMuofi rapvroHI43aUI4H Me)IgyHapoAHbIX peryJItTopHbIX

" r^"un'anrHofi 3tuofi' rITo o6ecueqnnaer ee
pelrreHl,Ifi c HaIIuoH€uIbHofi npanonofi cucr(

ilpofHocTlrqecKyrc ycrofivurocTb I{ MIIHHMII3I{pyeT pIICKI4 npaBonpI4MeHIITeJIbHbIX

xolrtnsllfi nPIl ee BHeAPeHuI4'

flpaxrrauecKa-fl 3HarII4MocTb IIoATBepxtAaeTct aKTaMIl BHeApeHILI

pe3yJIbTaToB llccJIe.{oBaHI{{ B AetTeJIbHoCTb opIaHoB rocyAapcrnennofi BIIacTvI L1

alTeqHbrx opranu:aqllfi, B ToM aIHcIe focy,UapcrseHHofi '{yvmr 
P@'

3arorroAareJlbHofoColpauuxCarrrt-|Ierep6ypra,KovrvTeTaIIo
3ApaBooxpaHeHulo JleuIEnrpa,4cxofi o6;1acru, Accoquaqun rocyAapcrBeHHblx

arrrerrHblx cerefi vr pfl'Aa alrerrHblx OpraHu:aqufi.'

,{ocronepHocTb noJryqeHHbIX pe3ynbTaToB Vr cTefleHb o6ocnosaHHOCTlI

cQopnryru4poBaHHbrx HayrIHbIX IIOJIOX e:Huit' He BbI3bIBaeT coMuennfi' ocnoeHble

pe3yJrbTaTH pa6oTbr 6rrlu [peAcTaBJIeHbI U O6CyNAeHbI Ha MHO|OT{IICJIeHHbIX

HayrrHo-rrpaKrr4qecKux r<onsepenqllflx Bcepoccuficrcoro n MexAyH-apoAHOfO

ypt"".r. llo ruarepr.aJraM Al4cceprallnn orry6nllKoBaHo 13 nayvH'x pa6or' B roM

rrr4cle 8 crarefi B u3;1a11nx BXSAflIIIIIX B llepeuenr peUeH3IIpyeMbIx HayqHbIX

nzgauuit, B KoTopblx AonxHbI 6116 ony6ftrroBaHbl ocHoBHbIe HayrIHbIe

pe3ynbraTbr Ar{ccep ratluit, peKoMeHAOBaHHbIX BAK Muno6pn ayKvl P OCC]/I]/.', w 5

crarefr B v3raHkrflx, Koropbre BXoA flT B MexAyHapoAHyro pe$eparuBHylo 6azy

AaHHIIX I4 cl4creMy IIlITI4poBaHufl' Scopus'

Tercr anropesepaTa I43JIoxeH fpaMoTHO' JIO|I{IIHO CrpyKrypI4pOBaH vI

rroJrHocTblo oTpaxaeT ocHoBHoe coAepxaHl'e Al,ccepTalluonuofi pa6orrt'

3a\le.{aHufi r< rer<cry anropeQepara Her'



B 4uccepTaI\v1I4pelxeHa BaXH€UI HaYllrras'3a4a'ta, cocTotlqafl'Bpa3pa0oTKe 14

o6ocnosaHul4 MexaHr43MoB BHeApeHrrr HaAJrelr(alqefi nparruKu I43roroBJIeHI{.fl I'I

orrrycKa JreKapcrBeHHbrx 
" 
rpenaparoB B POCCzfiCxofi (De,4epaquu Ha ocHoBe

cpaBHlrreJrbHoro a1aJrrrsa MexAyHapoAHbIx peryJlflropHblx MoAenefi I{ I{cropllKo-

rrpaBoBof o aHaJIv3a oTeqecTBeHHOfO 3aKOHOAaTeJIbCTBa.

Cyl, ro anrope$epuy, ArrccepralluoHHat pa6ora Maue4ona ,{enu

fienu;3uua <Paspa6orKa rr o6ocnosaurre MexaHV3MoB BHeApeHHTI naAlexalrlefi

rrpaKTLtKI4 LI3ToToBJI e:nklfl. ?I oTIIycKa JIeKapcTBeHHbIX [pelapaToB B Poccuficrofi

@e4epaqraH> tBJIteTcfl saneprudnnrru rnaluSnKaIIuoHHbIM HayqHbIM

r{ccJIeAoBaHHeM, BbIIIOJIHeHHbIM Ha aKTy€uIbHyIo TeMy Ha AOCTaTOqHO BbICOKOM

HayrrHoM ypoBHe, o6ta[aer nayrnofi nosusHofi r4 rtpaKTllqecxofi 3HarII{MocrbIo rI

coorBercTByer rpe6onaunrvr rr. 9 <<llonoxenu-fl o npzcyxAeHwl yteHrx

creneuefi>>, yreepN4dHHoro llocranosJleHl4eM flpaeurenbcrBa Pocczficrofi

(De4epaqran or 24 cenu6pr 20t3 r. Ns 842 (n peAaKIII{u llocranon]I'elrruit'

flpanurenbcrBa Poccuficr<ofi @e4ep uJakr or 21.04.2016 r. Jvs 335, or 02.08.2016 r.

N 748, or29.05.2017 r. J\b 650, or 28.08.2017 r. J\b 1024, or 01.10.2018 r. Ns 1168,

or 20.03.2021r. Ns 426, or tI.09.2021 r. l\b 1539, or 26.09.2022 r. Ns 1690, or

26.0I.2023 r. J\rs 101, or t8.03.2023 r. J\b 4!5, or 26.10.2023 r. Ns 1786, or

25.10.2024 r. J\b 62, 16.10.2024 r. J{s 1382), rpeAbnBnneMblM K KaHAHAaTcKI'IM

AHccepTaIILTf,M, a eE anrop, Marrae4on ,{enn '{enunuu, 
3acnyxl'IBaeT IIpLIcy)KAeHLLI

yreHofi cTerreHr4 KaHALTAaTa sapvraqeBTr4qecKllx HayK IIo HayqHoft cneqllanbHocTll

3 .4.3 Opranzsaqux QapnralleBruqecKoro Aena.

flpo$eccop ra$e4prr ynpaBneuu{ I4 3KoHoMI'rru tpaprvraquuVluctuty"ra Oapuaquu

(De4epalruo.o .o.y,Uup"i"arr"o.o 6ro.4Neuroro o6pasonaTeJlbHoro ytIpeXAeHI{r BblcilIefo

o6paronanux <gpocnancrufi rocyAapcrBeHHbrfi ueAr.Iquncxvft ynunepcl4Ter> Mllnucrepcrna

3ApaBooxp alen:afi. Pocctlft cxoft Oe.qepaqrlll' AoKTop
o.B.

Opraunsaunx $ apuaqeBTl'IqecKoro Aena), AoIIeH:

<06> anpens,2026 r.

H,Teaemunss

Kourarrnue AaHHbIe:

@e4epalrHoe rocyAapcTBeHHoe 6ro,qxeuroe o6pa:oBaTelbHoe yqpexAeHl4e Bblcl11ero

o6pa.:onauux <-fpoclancxlrfi rocyAapcTBeHHblft ueAuIlllscrzff yHI'IBepcI'ITer>> MunucTepcTBa

3ApaBooxp aleHvfl Poccltft cxofi Oe4epauuu

Rapec: tjOOOO, -flpocnancxas o6racrr, r. -flpoclaBJlb, yJI. PesonrcuuoHuax, 5

Konrarrnnfi rene$ou: 8 (903) 825J6-67
e-mail : neshina.yma@list.ru
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