
OT3bIB

rra aBropeQepar Arrcceprarlzorurofi pa6oru Maue4ona .{eez [enuriuua,
BbIrIoJIHeHnofi na reMy <Paspa6orKa lI o6ocHoeaHue MexaHr43MoB BHeApeHLrt

HaAnex(alqefi uparrkIKll kT3roroBJreHurr ur orrrycKa neKapcrBeHHbrx [peflaparoB B

Pocczfi crcofi @e4ep 4r\Lrr4>>, [peAcraBnennofi B Ar4 cceprarluoHHbrfi coser

21 .2.063 .0 1, cos4annrrfi Ha 6ase Se4epamHoro rocyAapcrBeHHoro 6ro4xeuroro

o6pasonareJlbHoro yqpe)KAeHLI{ Bbrcrrero o6pasoBaHufl <Canrr-flerep6yprcrcnir

rocyAapcreeHHrrfi xzvrzrco-QapMalleBru\ecrcuir yHkrBepcurer>> MaHucrepcrBa

3Ap aB o oxp aneldvrfl . Po c c uft c ro fi @ e4ep aIJLru, Ha c oLI cK a:Flvre yu enofi cren eHr{

KaHALrAara SapvraqeBTr4qecKLrx HayK rro HafrHofi cneqzaJrbHocrrr

3 . 4 .3 . OpraHzsaqzr S aprvrarleBrlrqecKoro 4ela.

Atcrya"urHocrb reMbr

B ycnoBrltx coxpaHtroulefics norpe6nocrz B vH4krBu4yzrrrlr3rrpoBannofi

Qaprraarcorepan:rrz kr 4eQzqura 3apefl{crpzpoBaHHbrx AercKrrx neKapcrBeHHbrx

,bopt Borlpochl o6ecne.reHl,Lfl Kaqec Ba gKcreMfrop€urbHbrx neKapcrBeHHbrx

[pelaparoB o6peraror oco6yro 3HaqLIMocrb Ans. cucreMbr 3ApaBooxpaHeHLrs..

Han6onee ocrpo ora upo6nevra crorlT B neAtrurpvrv, rAe orcyrcrBr{e

rlpoMblllneHHhrx .{o3I{poBoK BbrHyxAaer ue4pa6orru.rKoB rrao4zQrzqr4poBarb

foToBble neKapcTBeHHbIe [pelapaTbl, qTo co3AaeT rroTeHrlLtalbHbre pvcKLr An[,

6esonacHocrl4 TIaIILIeHToB. Ha MexAyHapoAHoM ypoBHe npocJrens{Baerc.f,

TeHAeHr{r4rr K fapMoHr{3arlvrr4 cTaHAapToB KaqecTBa, BKJrK)qaq

HopMarr4BHbrx rroAXoAoB pa3nlrqHhrx crpaH. B Poccprficrcofi

ynnQurcaqzro

(De4epaqzu

HOpMaT[BHa.f, Oa3% peryn]Ipyroqat Aef,TeJIbHocTb rrpor43BoAcTBeHHbrx afrTeK,

SoprvrzpoBuracr Ha ocHoBe rlpeArlrecrByroqux [paBoBbrx aKToB, qro Brrrsrro Ha

TeMIrbI BHeApeHut coBpeMeHHbIX TexHoJloruit vt pLrcK-opzeHTlrpoBaHHbrx MeroAoB

KoHTponfl. AHarus [paBonpuMeHlrreJlbuofi uparcTVKLr [ocneAHr4x Jrer yKa3brBaer B

TOM rII4CJre Ha HeO6XO4ZMOCTb COBeprueHCTBOBaHr4r perynr4poBa1vrs,

tIcrIoJIb3oBaHLrs, SapvraqenrzrrecKr{x cy6cranyuit u roroBhrx [pelaparoB Anfl

qerefi LrH4uBuAyzLIIbHoro Ao3LIpoBaHLIt. Oco6yro 3HarrLrMocrb npzo6peraror
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Bo[pochr co3AaHrln eAuHofi cucreMbl HaAJIe)KarrIefi uparrLIKLI LI3roroBreHll.fl Ii

oruycKa JreKapcrBeHHhrx nperaparoB (HIII4OJI[I), Koropble ocralorc.f,

KJrroqeBbrMr{ B KoHTeKcre pa3BvrTvrfl. nepcoH€urLr3LrpoBaHHolr MeAr{qlrHbr 14

o6ecleqeHtar Aocryunofi u 6esouacnofi repanvrvr AIrfl yt3BLIMbrx rpyuu HaceIrelrtvrfl,

rrro Lr 6ruo olpeAeneHo aBTopoM B KarlecrBe IIeJru [ccJreAoBanilfl'

B AlrcceprarllroHHoM rrccJleAoBaHuvr aBTopoM onpeAeneHbr vr peureHbl

cneAyroqlre 3aAaqII: Bhr.f,BJreHbr coBpeMeHHbIe rroAxoAbr K HopMarkrBHoMy

npaBoBoMy perynupoBaHzro Ae.rrTeJIbHocTrI Iro rI3foToBJIeHr4ro neKapcTBeHHbIX

rperaparoB B rrallponofi rpaKrl4Ke (CIIIA, EC, crpaHbl BPI4KC); rpoBeAeH

kr cr op LT Ko - rrp aBo B o it auarus p a3Bvrrvrfl . Hop M arrIBHo ro np aBoB olo

AerreJrbHocrr{ IIo Lr3foToBJreHLIIo neKapcTBeHHbrx [penapaToB B

cr{creMHbre rrpaBoBbre [po6eJrbr; p€r3pa6oran z o6ocnoBaH rrpaKTLrKo-npaeonofi

MexaHLr3M BHeApeHr4rr HIIZOJIII n P@; pa:pa6oraHbl rIpeAJIo)KeHkTt rlo cocraBy,

crpyKrype u coAepx{aHl4ro ocHoBHbIX pa3AenoB IilII4OJIII.

flayvnan HoBrr3Ha pa6oru 3aKrloqaerct B oM, qro AllccepraHToM

BbItBJIeHbI, OILICaHbI I4 CLICTeMaTU3LIpOBaHbI HOpMaTIIBHbIe [paBOBbIe IIOAXOAbI K

perynvpoBaHLTro AerTenbHocTLr [o rr3roToBJreHLrro JreKapcTBeHHbrx [penapaToB B

MlrpoBbrx clrcreMax 3ApaBooxpaHeHlrs., BKrroqar ceBepoaMeplrKaHcKylo MoAeJIb

(rnaccuQvrKar\Lrfl. arrreK Tvrrra 5034. v 5038), enpoueficryro MoAenb (pzcr-

oplreHrr4poBaHHar Kareropusaqut) 14 MoAenz crpaH EPI4KC. Ha ocHoBe

r.rcToplrKo-rrpaBoBofo aHaJrvr3a BburBJIeHbI cLIcTeMHbIe rrpaBoBble upo6enu n

perynrropHbre 4rac6alaHcu B HopMarI4BHoM upaBoBoM perynupoBanvrvr

Ae.rrrenbHocrr4 rro Lr3roroBJreHLrro neKapcrBeHHhIX npelaparos s P@. Pa"epa6oraH u

o6ocuosaH npaKrr4Ko-upanonofi MexaHLI3M BHeApeHrIrI HII?IOJIII B PO,

BKlroqaroryLflr BHeceHlre vsNaeHeHzfi B Se4epamnoe 3aKoHoAareJlbcrBo Lr

ycraHoBneHue uepexoAHoro nepr{oAa rlpoAon}KLITeJIbHocrbIo ne uenee 3 JIer.

Pa":pa6oraHbr cocraB, crpyKrypa u coAepx(aHne ocHoBHbIX pa3Aenon HIIZOJIII,

aAarrrlrposaHHofi rroA Harlr4oH€trrbHbre oco6eHHocrl4 B P@, nruroqarcrlat cl4creMy

KaTeropu 3arluvr prr c Ko B.

perynupoBaIJus

PO. errsBJreHbl
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TeopernqecKaq 3HaqrlMocrb LIccneAoBaHvrs. 3aKJrroqaercr B

clacreMarvr3arlvv coBpeMeHHbrx Me)KAyHapoAHbrx uoAXoAoB rc HfIZOJIII, qro

Iro3BoJrter o6ocnoBarb Heo6xo4ulraocrb aAarrrarlv|?r grr{x rroAXoAoB B crpyKType

p oc cufi cr<oro 3 aKoHoAarenb cre a. Paspa6orana rleJrocrHar crpyKTypHo-JroruqecK€ur

CXeMa VCCJIeAOBaIJUIfl., OTpaXaIoqZUI B3aLIMOCB'3b MeX(Ay CpaBHIITeJIbHbIM

aHarrLr3oM u pazpa6omofi MoAenn HIII4OJIII.

llparcrr.rvecnaq 3Harrr{Mocrb noATBepxAaercq BHeApeHr{eM pe3ynbraroB B

AetrenbHocrb opraHoB Blracru (focyaapcrBeHHar .Ilyvra P@, 3aroHoAarenbHoe

co6panze Canxr-llerep6ypra, Kouzrer rro 3ApaBooxpaHeHkrro Jlenzurpa4crcofi

o6nacru) n QapvraqeBrzqecKLTx opraHusaryuir (fII <HuxeropoAcrar o6nacrHafl.

Qapnaaqzx>, OOO (AIITEKA l\b 147>>,Accoqzallzr rocyAapcrBeHHbrx arrreqHbrx

cerefi). Pealu:aql4.a lpeAfloxenufi 6y4er cuoco6crBoBarb [oBhrrrreHlrro KarrecrBa

u 6 egonacHocrlr r43roraBJrn BaeMbrx neKapcrBeHHbrx rrp elaparoB.

O6ocnonaHHocrb u AocroBepHocrb pe3yJrbraroB r4ccJreAoBaHnfl.

onpeAeJl-f,erct Boctlpol43BoAr4Mocrbro AaHHhrx, I4crroJrb3oBaHLreM coBpeMeHHbrx

MeroAoB aRanvr3a (cucreunrrfi, cpaBHzTenbHo-upaBonofi, HopMarkrBHo-

MoAenllpyroql4fi) u crarncrr,r.recrcofi o6pa6orrcv AaHHbrx. Anrop orr4purrcs Ha

aHaJrvr3 6onee 60 nopvrarlrBHbrx rrpaBoBbrx AoKyMeHToB Lt pyKoBoAcrB.

lly6.nurcaqrr. flo reue Ar4ccepraquu ouy6Jrr4KoBaHo 12 uaymlsrx pa6or, n

ToM qLIcJre 8 crarefi B peIIeH3lIpyeM x us4aHnfl4 peKoMeHAoBaHHhrx BAK

MuHo6pnayKvr Poccuu 4trx ony6rzroBaHtrfl. ocHoBHbrx HayqHbrx pe3yJrbraroB

4rEccepraqufi, cpeAu Koropbrx 5 crarefi B kr3llaHr4}1r, oropoe BXo.U4T B

MexAyHapoAHyrc peoeparuBHyrc 6asy AaHHbIX I{ cLrcreMy rlr4rLrpoBa14fl, Scopus.

Anrope$epar HanrlcaH c co6nroAenrleM crpyrrypnofi [ocJreAoBareJrbHocrlr,

yKiBaHLIeM ocHoBHbIX acrIeKToB npo4eraHuofi pa6oru. IlpuHqznzarrbHbx

3aMeqaHlrfi x co4ep)r(aHlrro z o$opuneHlrro anropeQepara Her.

B Arlccepralllllr perueHa Ba]I(Hafl HayrrHaq 3aAarra, cocrorrq€u B

pa:pa6orxe HafrHo o6ocnosaHHblx MexaHLr3MoB BHeApeHLTs uaAneNauleft

rIpaKTzKz Ir3roroBJrenns. LI orrrycKa neKapcrBeHHhrx [pelaparoB B Poccl,rficrofi

(De4epaqrau. Cygx ro aBropeQepary, AklcceprarllroHH€ur pa6ora Maue4ona [enu
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,{enznuva <Paspa6orKa rr o6ocnonanue MexaHLI3MoB BHeApeHVf, HaAJIe)KaIqeft

rrpaKTLrKkr rr3roroBJrentrfl, 14 orrrycKa neKapcrBeHHbIX lpenaparoB B Poccuficroft

@e4epaquz> flBrrflercfl. 3aBeprueHHbIM r<nanu$zraqlloHHblM HayqHbIM

uccJreAoBaHlreM, BbrrroJrHeHHbrM Ha aKTyaIIbHyro TeMy Ha AocTaToqHo BbIcoKoM

HafrHoM ypoBHe, o6laAaer nayrnoft nosngHofi 14 npaKTrl.recroft 3HaqrlMocrbro I{

coorBercrByer rpe6onanzxu rr. 9 <dlonoxenzs o [pLIcyxAeHvIu freHbIX

creteuefi>>, yrBep)KAeHHoro llocranoeJreHrreM flpanzrelbcrBa Pocczftcroii

@eqepaqzz or 24 cenr.a6px 2013 r. Ns 842 (n peAaKrluu flocranontelnuir

flpanzrenbcrBa Poccraficrofi @e4epa\vrur or 21.04.2016 r. J\rs 335, or 02.08.2016

r. Ns 748,or29.05.2017 r. J\b 650, or 28.08.2017 r. JVs 1024, or 01.10.2018 r. J\!

1168, or 20.03.202I r. Ne.426, or 11 .09.2021r. JVs 1539, or 26.09.2022 r. J\b 1690,

or 26.01.2023 r. J{s 101, or 18.03.2023 r. J{s 415, or 26.10.2023 r. J\b 1786, or

25.0I.2024 r. J\b 62, 16.10.2024 r. Ns 1382), rpe.{btBnteMblM K KaHALIAaTcKI{M

ALtcceprarlurM, a ee aBTop, Maue4on r{env ,{enznuu, 3acJly}<llBaer rlpucyxAeHrnl

yrenofi crerreHpr KaHAr4Aara SaprvraqeBTplqecKllx HayK rlo Hay^rHoft cuequzlllbHocrLl

3 . 4 .3 . Oprauns aq w, Q aprtal{eBrLIrlecKoro Aena.

3ane4yrorqufi rcaQe4pofr ynpaBneHl4t n oKoHoMIaKLI Qaprvraqzn @fEOy BO

IIOfA MzHs4paea Pocczz, AoKrop QapivraqenrllqecKrlx HayK (15.00.01

TexHoJrorLrrr neKapcrB Lr opraHvrcar\kTt QaprvraqenrLlrlecKoro 4ela), upoQeccop

(( vLc 4.ftt1tq2026 roAa ry Coronznuna A. B.

@e4epalrnoe rccyAapcrBeHHoe 6roAxernoe o6pasonareJlbHoe frpexAeHze

Bbrclrero o6paronanzx <llepnacrar rocyAapcrBeHH€ul Qaprr,raqenrzqecKas

aKa1eMufl>> Mz n u c rep cTB a 3Ap aB o oX p anelrrvlfl . P o c c u fi c ro fi (D e4ep aIJlz.la

flo.rroeH fi, a4pec: I 61 499 0, Poccufi crax @e4ep arJvrfl., lleprvrcru ir rcpafi , r. flepur,

yr. ErcarepI{HLIHcK€uI, a. 101

Konrarrnufi rere@on: *7 (342) 233-53-79

E-mail : soloninin a@mail.ru
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