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Perrop O|EOY BO <fleprvrcraa

or3hrB BEAyITIEI4 OPTAHII3ATIUII
o HafrHo-lpaKTr{rrecKofi 3Ha.rnMocrt4 Al{ccepraqlloHHofi pa6orrr

IOpouruua [uurpus. Cepreenuva Ha reMy

<IrIsbrcKaHV e rryrefi coBepmeHcrBoBaHllt HopMarlrBHoro [paBoBoro peryn]IpoBaullt

Aesrerrbuocru n c(fepe o6parqeHlrr r43roraBJlllBaeMbrx neKapcrBeHHbD( [pe[aparoB)),

rrpeAcraBnennofi Ha corrcKaHze yrenofi crerreHlr KaHAurAara (faprraaqenruqecKvx HayK rlo

nayruofi creqlrirJrbHocru3.4.3. Oprannsaqur QapuaqeBTrIrlecKoro Aena ((fapl{aqenrllqecKrIe

uayxu)

Arcryanruocrb reMbr rrccJreAoB anuit
Hecnrorpx Ha pa3Blrrr,rg orerrecrnennoft (fapuaqentuqecrofi orpacn[ z 4eftcrnyroque

rocyAapcrBeHHbre [porpaMMbr rroA.qepxK]I, yAoBnerBopeul4e uotpe6uocrpl B neKapcrBeHHbrx

lpelaparax p.nfl o6ecne.reuus uar,r6oree ytr3BlIMbIX r<areropzft HaceJIeHI4t ocrutrorct

aKTyilnbHbrMz upo6leuauz. 3to cB.f,3aHo c KoMrIJIeKcoIrr (parcropoB, BKJIIoqat gKoHoMtrrIecKLIe,

perynrTopHbre 14 HarrHo-TexHrrrlecKr.re cJIO)ICHOCTTI. B UaCrOqqee BpeMt He B TIOJIHOfi Uepe

yAoBJrerBopflercs. rrorpe6Hocrb B neKapcrBenHbx rlpelrapartx rlpoMblllneHHofo [poLt3BoAcrBa

B AO3ilpOBKaX, [peAHa3HaqeHHbx Arrs. Aerefi paHEero Bo3pacTa, qTo o6ycnannunaer

neo6xoAl.rlrocrb Bocrro rrlnenvrs. rrx Ae(|I4IILITa neKapcrBeIII{bMI4 rlperaparaMll (n[) alrequoro
I,I3IOTOBIEHI{.f,.

Heo6xoArarraocTb pa3BuTr.ls frporr3BoACTBeHHbX aIrTeK 
'BJUIeTC.S 

KpafiHe arryalrHoft

zagauei1 a nocrpe6oBarrnocrb JIII aure.*roro I,I3roroB[eIu,Ls He Bbr3blBaer coMHeHI4fi. Teu ue

MeHee, HecMorp.f, Ha rrepMaHeHTHOe o6nonneur.re geftcrnyroqero 3aKoHoAaTeJIbcrBa u

rroA3aKoHHbx aKroB, perynrpyroqux c(bepy o6paryenvt JIeKapcrBeHHbx cpeAcrB, ocralorct

6apreprr, lpe[rrcrByroqr4e pa3Br,rrr4ro AetreJlbHocrl{ tlo tl3foroBJleHIlro JIfI B ycnoBztx alrreK,

B rrr{cJre Koropbrx orcyrcrBr.re 3apefr,rcrpl4poBaHHblx - (lapuaqenrrlqecKux cy6cranqufi B

Saconre, Heo6xoAIaMofi p.nr ocyrqecrBJleHl4t rlpouecca u3roroBJleHrlt JI[I, orcyrcrBl,Ie

rrpaBoBoro o6ocnoeaur4r Bo3MoxHocrr.r ucrloJlb3oBalvls, B re.re6Hol\4 Irpoqecce JIfI aureqHoro

r,r3roroBJreHrrr, orcyrcrBr4e pernaMenTl{poBaHubrx uponlrcefi Ant Ha3HaqeH[.fl JIII anrerlHoro

t43roroBJreHr{r B pa3pe3e KouKpernbrx nogororurfi, HeAocraroqHoe Kor[qecrBo

npopr3BoAcrBeHubrx arrreK Lr orcyrcrBlle MoTI4BaIIVLTvIr' orKpblTlzt ur 4p. Ocraercs aKTyuubHbIM

AKAAEMI{') MI4

HaIK,
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perueHrre KoMnneKcHoft 3a,:aqv, 3aKnroqarcqeficq B nor.rcKe [yrefi coBeprlreHcrBoBaH]It

HopMarrrBHoro rpaBoBoro perynlrpoBaHLrr B c(bepe ocyrqecrBJreHlrr lpapuaqenrzqecxofi
Aef,TenbHocrz c rrpaBoM r.r3roroBJreHr.rr JIIL B srofi csssz ArlcceprarlrroHHbre vccrreAoBaHus

IOpournna,{. C. xnnxrorc.f, cBoeBpeMeHHbMLt I{ aKTyanbHbIMIa.

Ife.rrr rrccJreAoBasnit ruccepraHToM orlpeAeneHa KaK <Parpa6orra z o6ouroBaHrre

uyrefi coBeprtreHcrBoBaHr{r HopMarvBHoro upaBoBoro peryJrr.rpoBannr o6paqeuur
pr3foTaBJrr.rBaeMbrx JIII, cnoco6crnyroqux pa3Br{Tlrro AerTenbHocrr.r kr rroBbrlrreH}rro

AocryrrHocrr4 nepcoHr4(f r.rquponannofi (papnraroreparu.Ifi).

HayuHan HoB[3Ha IrccJreAoBaHrrfl

BrrnonnenHbre AuccepraHToM lIccJIeAoBaHvIs, u noJrfreHHbre HayrrHbre p$ynbrarbr,
HecoMHeHHo, rBJrrrorcr HoBbrMr4. IOpourraurnrr A.C. uay.rso-o6ocnoeilr KoMflJrerccurrft rroAxoA

K parpa6orxe [poeKToB co3AaHr,rr conpeueunofi, BhrcoKorexnonorlrnrofi anreqnoft
uu(fpacrpyrrypbr, sKrro.raroqvfi: o6ocuoeaHze rloptAKa orrpeAeneHr.rs xapaKTepracrr,rK

(fynrqzonzpyroqrx rpo[3BoAcrBeHHbx arlreK Ha repp]rropuu cy6ser<ra P@, parpa6orra

MeroAoJrorrur orpeAenenufl ypoBur crpoca I{ HeyAoBnerBopeHHbrx uorpe6nocrefi na JIII,

$oprvruponaHue reperrHs ycnyr (pa6or) ro I,I3roroBneHLIIo JIII u BHyrprrarrre.rHofi (faconre

3aperracrpr{poBanHbD( JI[I, (foprrazpoBaHr{e MeroAI,IKI4 oc}TlecrBneHr4r pacqeroB tr o6ocnosaHus

6rcANernofi sS(perrunnocrLr, a raKxe ycnorufi ro nu6opy MexaHlr3MoB [pprBJreqeHkrt

r.rHBecrrrrlr4fi n opraHu3arlmo arreqnofi nn(f pacrpyKTypbl.

.{ucceprauroM ycraHoBJreHo rorrlroe Kor[qecrBo 4eftcrnyloqr4x rrpo[3BoAcrBeHHbx

arrreK r PO, [onyrreHbr KaqecrBeHHbre r4 KoJI]IqecrBeHHbIe xapaxTepl{crlrKrr vx AetrenbHocrll,
BKJrroqar AeraJrrr3lrposaHHufi auaJvr3 o6ecne.reHvs. ycnyraNnr (pa6otarraz) no rr3roroBJleHkrro kr

BHyrp[anre.nrofi (faconr<e 3aperr.rcrpr,rpoBaHHbx JIII ans rocyAapcrBeHHblx LI MyHLIq]maJIbHbx

HPKI.

,{ora^sana neo6xoAuruocrb BHeceHzs }I3MeHenuft n 4eficrnyroqee 3axoHo.qarenrcrso o6

ocHoBax coq[anbHoro o6clyNvtBanrrs. rpax,qaH PO, pacurnpxlolvrx BrrAbr coqilallbHbrx ycJlyr

no oruorrreur4ro K Qapuaqenrz.recrofi AetreJlbHocrl4 c rIpaBoM BbmoJIHeHI,It pa6or uo

r{3roroBJreHlrro !r orrycrcy JIII.
Pa:paborauu HalpaBneHl{q

perynkrpoBa*prfl, AeflTeJrbHocrlr Lr pa3Bvrrpno nu(fpacrpyKrypbl n c$epe LI3foroBJIeHut II[I,
peanpr3oBaHubre B Qoprrae flpeAno)r(eHufi no BHeceHI,IIo raguenenzfi B 3aKoHoAaremcreo o6

o6paqenuz JIC, oxpaHe 3AopoBbr rpax,qan, o6.sgarenrsovr MeArrqr.rHcKoM crpaxoBaHl,Iu,

rocyAapcrBennofi corlualrnoft rroMorqu, B ToM rIrIcJIe Kacarcrqlrect B3tMMocBf,3auHoro

pefynr,rpoBanvrr- BHeceHus zsMeueHr.rft B rroJloxeHux fpaNgaHcKoro, Haroronoro KoAeKcoB lI
rroA3aKoHHbre HopMaTr.rBHbre rrpaBoBbre .4oKyMeHTbr B llentx IIoAAepxKI,I npvlJflTI[fl.

a.4MLrur{crparr{BHbx r,r ynpaBneHrrecKr,rx pemeuzft rrpl{ BHeApeHI4LI nfrrrrrrx IpaKTI,IK.

Coornercrnlre Ar{cceprarlrur [acropry uayunofi c[eqlraJrbHocrrr. luccepr.aryut
coorBercrByer rracropry HayrrHofi cueqraarbHocrl,I 3.4.3. Oprauusaqur (fapnaaqeBTlltlecKoro

Aerra, a lrMeHHo, rryHKTztM: l. (Dyn4arraenrarlbHbre v [pI,IKnaAHbIe uccneAoBanrrs. rro

o6ocnosaHurc MexaHr43MoB coBeprrreHcrBoBaHllt rocyAapcrBeHHoro peryJILIpoBaHlIrI

o6ecue.reHus Hacenenufl JreKapcrBeHgbrMrr [penaparaMl,I pr napa(papnraqestuqecrofi

npo4lxqzefi; 15. ZccleAonanue npo6reM rrpaBoBoro perynupoBaHu{ B ct4creMe oxpaHbl

3AOpOBbr rpaxlaH.
Teoperu.recKaq ll [paKTrrqecKas 3HarlrlMocrb pa6orrr. TeoperuvecKuul 3narmMocrb

r.rccJreAoBaur,rr 3aKrroqaercr B Haf{HoM o6ocnonarrun v parpa6orxe MexaHI,I3MoB

coBeprrreHcTBoBaHlls HopMaTr{BHo-[paBoBoro
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coBepIIIeHcTBoBaHvt HopMaTVBHOfO [paBOBoIo perynplpoBaHlls AetTenbHOCTI4 B CQepe

o6parqeHrar r.r3roraBJrr.rBaeMbx JI[I, HarrpaBneHHbrx rra co3AaHr.re ycnonufi Nrs, pa3BlaTns.

AetreJlbHocrr{ rro kr3roroBJreH}rlo }r orrrycKy JIfI e cr{creMe 3ApaBooxpaHeHzr PO. Peaynbrarbr

Hay-rHoro lrccneAoBaHr.rs AoBeAeHbr Ao KoHKperHbD( BbrBoAoB r4 peKoMeHAa\uit.

flpaxtr.rvecKul 3Haql,rMocrr pa6orbr BbrpuDraerct B ToM, qro peanr{3arl}rr [peAJrafaeMbx
rlpeAnoxeuufi cnoco6crByer (fopuuponaulalo 3aKoHoAareJrbHbx vrnvrr\varurB (npoerron), B ToM
qI4cJIe rrpv BHeceHrzr'r rl3MeHenufi s (De4epamnrrft saroH <06 o6parqeHrrrr neKapcrBeuHbx

cpeAcrB), (De4epanrurrfi saroH <06 ouroBax oxparrbr 3AopoBbs rpax,qaH s Poccfificrofi
@e4epaqzu>, @e4epamnrrft 3aKoH (06 o6sgaremrroNa MeAr{rIt4HcKoM crpaxoBaHLrv B

PoccrEficrcoft Oe4epaqun>, @e4epanrurrfi 3aKoH <O rocy,uapcrnennofi coquanbuofi nouorqrn>,

fpaN4ancrrafi r<oAerc Poccuficroft @e4epaquu u Hutorosrrfi KoAeKc Poccr.rficrcoft Oe,qepaquu.

florryueuHrre pe3ynbrarbl llccJleroBaHvrs. frreHbl rrpv [pr.rHrrlrr.r perleHr.rs rro BHeceHrrro

raguenenr.rfi B KoAbI OKB3A2 (npuras Poccran4apra or 9 anper'x 2025 r. Jtlb 268-cr <06

)"rBepxqeHuu VlsNreuerms 8012025 OKB3A2 x O6qepocctrficxouy rlaccu@raxaropy BlrAoB

gKoHoMrl rrecrofi 4errelruocrv >).

flo p$ynbraraM IaccJleAoBaHlrt paspa6oranu MeroAr,rqecKr,re' peKoMeHAarlrur rro

coBepIIIeHcTBOBaHr4rO HOpMaTI,IBHOIO [paBOBOrO perynVIpOBAIJLrfl, AeSTenbHOCTr4 v. piBBr,rTr,[O

zn(fpacrpyrrypbr B cQepe o6parqeurar neKapcrBeHubrx cpeAcrB B qacrr.r JreKapcrBeHHbrx

npenapaToB aIITeqIIOIO I,I3TOTOBJIeHLI', KOTOpbIe BHeApeHbI B IIpaKTIIKy OpraI{OB

rocyAapcrBennoft BIracrvr, Ae.f,Terbuocrb HeKoMMepqecKr4x kr arrrerrHbrx opranzsaqufi, a
r{MeHHo: focylapcrnennoft Ayrnru Oe4epamnoro Co6parrur P(D (arr o BHeApeHr{r or
10.12.2025 r.), 3axonoAareJrbHoro co6pauux Casrr-flerep6ypra (axr o BHeApeHrrrl or
16.12.2025 r.), Kouurera rlo 3ApaBooxpaHeHulo Canrcr-flerep6ypra (arcr o BHe,4peHrrrr or
28.IL2025 r.), Korrzrera rro 3ApaBooxpaHeHLIro JleHuurpa4cr<ofi o6racrz (ar<r o BueApeur.rlr or
02.12.2025 r.), Ka:eunoro yqpenqenus. Xarrrr-MancnficKoro aBroHoMHoro oKpyra - IOrpu
<Ileurp JlexapcrnenHoro Mouuropunro (arr o BHeApeHvrLr or 27.11.2025 r.), Accoquaqupr

rocyAapcrBeHHbx anreqHbx cerefi (axr o BHeApeHLIr4 or 16.12.2025 r.), focy4apcrBeHHoro

flpeArrpr{rrr.rq HraxeropoAcr<oft o6nacru <HraNeropoAcKar o6racrnas (papuaqu.a> (arr o

BHeApeHrn4 or 15.12.2025 r.), OOO <Aurera Jtl!147> (axr o BHeApeHr4r,r or 19.1 1.2025 r.).

Jluqurrfi BKJTaA aBTopa. Anrop caMocrorreJrbuo ocyrqecrBrrn nu6op HafrHoro
HalpaBleHr.rs Ar.rcceprarlfloHHofo krccJreAoBaHI,IrI, c(popuynzpona;r rleJrb pt 3aIlaqfi, Jrr.rrrHo

BbrrroJrHr4Jr Bce srarrbr rrpoFpaMMbr r,rccJreAoBaHnr. Errry rrpr,rHaAnexr.rr BeAyrqar ponb npr4

ocyrqecrBneuuu r.ru(fopMarllrouuoro ror{cKa, aHaJrvrge, o6pa6orr<e AaHHbrx, r{HTeplperarJr4vr,

o6o6rqenuz, o6ocnonanrau kr rr3JroxeHull rloJrfreHHbrx pe3ynbraroB r.rccJreAoBaHvIs,

(foprvrynupoBarlzrv BbrBoAoB lr rrocneAyrorqefi anpo6allI4r4 grr4x p$yJrbraroB.

Creuenr o6ocHonanHocrrr HayqHr,Ix no.noxenufi, BbrBoAoB, rr percorren4aquft,

cQoprvry.nupoBaHHbrx B Arrccepraqrru. O6ocHosanHocrb vr AocroBepHocrb pe3yJrbraroB

r4ccne4oBankrs. o6ecneq[naercs. [puMeHeHrIeIvI rouunexcnofi MeroAoJIorr{I{, sKnroqarouefi

czcreunrrft, cpaBHrrremno-npanonofi kr HopMarl4BHo-MoAenvpyrorquft [o,e(oAbr. Ocnony

lrccneAoBaHus, cocraBr.rJrr.r rpyAbr BeAyIrII4x freHbrx n o6nactz ylrpaBJrenrrr r.I oKoHoMI,IKI{

Sapuaqvu, pa6orrr ro pealwl-:,arJvrur ronqenquft oKuraHr.rr (fapuaqenr[qecxoft rroMorrJrl,

3aKOHOAareJrbHbre, [o.43aKOHHhre HOpMaTr4BHbIe npaBoBbre aKTbr B qacTl4 OpfaHr43arlu[

$apnraqenrnqecKofi .4esrenbHocrvr vt neKapcrBeHnoro o6ecuerreHr,rfl. ,{nr peureHufr,34av. 6stm
lpl{MeHeHbr gMrrr4pr4qecKvre u reoperklrrecKl,Ie MeroAbI.
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Kpoue roro' B pa6ore I{cnoJlb3oBarfircb cnerlr{aJrrno paspa6oraHHbre Qopnarr }r AaHHEre,Ilonr{eHHble B XOAe coq[onoruIqecKoro t4ccneAoBaHr,rr c [prrMeHerrpreM MeroAa SKCrreprHbx
oIIeHoK n Qoprure AzcraHIII4oHHofo arrKerzpoB aHurs., Korophre rro3BoJrzJrlr c(popnavponarr 6a:y
AaHHbx Am yrny6nenuoro [3rreHLIt o6nenaa u3roroBJreHuhx JIII u pacQaconauHrx
3aperuIcrpl'IpoBaHHhx JIII; onpe4enrenkrs. cocraBa z pa3MepoB [oMerrleauit, sareircrBoBaHHhx
[pI4 I'I3roronnenr'ru JI[I; npoBeAeHLIlI ]rccneAoBaHr.rr HoMeHKJrarypBr, o6rerraon c[poca Ha
Qapuaqenu4qecKr4e cy6crawluu (@c) u BcrroMorarenbHbre BerrlecrBa (BB), BKJrrosa,ycrarloBneHlle HeyAoBnernopenuofi norpe6uocrr B ((MaJrbDo) Qaconrax; u3u1reHufl,
HoMeHKJIaryprr z o6reuoB LBroroB JreHvtflJIlI zs 3aperr4crplrponannrx JIII.

.{ocronepuocrr BbIBoAoB rloATBepxAaerc . pelpe3eHTarraBuocrrro r.rnQopuaqr'oHHo-
aHaJII4TI'Iqecrofi 6a:rr' B ToM tII'IcJIe Ha ocHoBe AaHHbx o6 oqenr<e clpoca Ha ycnyrur (pa6orrr)tro rl3roroBJreHrlro JreKapcrBeHHhrx rlpelaparoB rnl o6ecueqeuus rocyAapcrBeHHhrx Lr
MyHI'IqurIaJIbHbIX HyXA' BocrIpoI'I3BoAI4MocTbIo llpeAnoxeuHbIlr uo4enefi accneAoBaH Lrs. u
Jrorr{qecKoft neuporuBopeqr4Bocr'o pa:pa6oTaHHhrx npe4noxenraft .

flocronepnocrb rronrreHHbx p$ynbraroB rroATBepxAaerc-f, AocraroqHbrM KoJrr4qecrBoM
o6rexros prcclre/.oBarrul^, crlcreMnbru xapaKTepoM pa6orrr a aqpecghrM npr{Me'eHpreM
coBpeMeHHbIx MeTOAOB.

ocuoeHrre pe3ynbrarbl AI'IccepraIII4oHHofo r4ccneAoBaH us, 6nr.nu [peAcraBne'br Ha:
BcepocczficKoM MonoAexHoM oopyrure <Mo.s 3aKoHorBopqecKar rrilkrrJkrarr4Ba> (Mocxn a,2022);
@opyrrae <cznrnrre ilneu AIrs HoBoro BpeMeHr4> (Mocrna, 2023); MeN4yHapoAHoM
MyurqrnanbnoM Oopyirae BPI4KC+ <Ha crbrKe npo111noro a 6y4yrqero: Mr.rpoBa,
rpaHcQopruarrafl>> (Caurr-lletep6ypr, 2023); XI MeNayHapoAHoM MonoAexHoM HayqrroM
MeALIIII4HoKOM Oopyrure <<Benrre rIBerbD (Kaaaur, 2024); XII n XIII flerep6yprcrux
MexAyHapoAHEIX Sopyltax 3AopoBbt (CaHxr-Ilerep6ypr, 2024, 2025), 3KonoNrzqecKoM
KoHrpecce VI MeN4yHapoAHoro MyHllqunzurbHoro $opyua crpau BPI4KC (ocenua.a ceccux)
(canrcr-llerep6ypr, 2024); vI z vII MexAynapoAubrx HarrHo-npaKrvqecKux xon(pepeHrlr4rrx rro
BotrpoctlM rocyAapcrBeHHoro ylpaBneHr4rl z o6[lecrneuHoro pa3Bnrus.<fopvarconcKr,re qrenrls)
(cauxr-llerep6ypr, 2024, 2025); Mex4yuapoAuoft BhrcraBKe n Qoppre no QapuaqeBrr.rKe r,r
6zorexuonornf,M IPhEB Russia (Caum-Ilerep6ypr, 2025); XXVII exero4uofi Bcepoccufi croft
xonsepenqzz <@apnrMe4o6parr(euze 2025> (Kasanr, 2025); xxvIII flerep6yprcxona
MexIyHapoAHoM sKoHoMI4qecKoM Qopyue (Caurir-llerep6ypr, 2025); XVII exerognofi
HayqHo-[paKTl'IqecKoft rouQepeErrkru c MexAyHapoAHbrM yqacrr.reM <MeAzrluna 1a [paBo n XXI
BeKe) (camr-llerep6ypr, 2025); B roM r{acre B paMKax zacera.aaft pa6ouefi rpyrrrbr rro
rloAroroBKe K pearrI43aIIuI'I HopM (De4epalrnoro 3aKoHa or 5 4exa6p x 2022 r. J',lb 502-03 <O
BHeceHI{Ilt zgueneuvft B crarbro 56 Oe4epaabrroro 3aKoHa <06 o6paqeHlrlr neKapcrBeHgbx
cpeAcrB) B qacrl4 I{3roroBJreHus JIII (npororcon Jrlb I or 26.01.2023 r.; rporoKon J,,lb 2 or
12'04'2023 r'; nporoKon Jrlb 5 or 17.72.2024 r.; rporoKon Jrl! 6 or 29.05.2025 r.; rporoKon Ns 7or 12'12'2025 r.); sacegaunit nocrognnofi KoMrzccrlrr ro coqua6uoff rroJrr,rrr4Ke vr
3ApaBooxpaHeHLIIo 3axonolarenbnoro Co6panun CaHxr-llerep6ypra 7-ro co3brBa (t.2
rlporoKona }lb49 or 30.11.2023 r.; n2. rporoKona J\b28 or 02.10.2025 r.; n.2 npororona
Ns 40 or 10'12.2025 r.); sacekauuir KoMLIccI4I4 rro 3ApaBooxpaHeur'ro ra o6rqecrBeHHoMy
3ropoBblo O6rqecrnennoff rarlarbr Caurr-llerep6ypra (16.10.2024 r., 16.06.2025 r.);
rIJIeHapHoM 3acel.aELrv Conera o6uJecrnenublx opraHuzaguit 11s 3arrlraTe rrpaB rrarlr4eHToB rrpr4
TeppuropzailbHoM opritHe Pocs4pannaA3opa uo Caurr-flerep6ypry z Jlenznrpa.qcxofi o1nacra
(26.06.2025 r.\.



Ily6;rr.rrcaquu. Ocnoeuoe coAep)KaHLIe Ar4cceprarlzoHHoro uccJreAoBanr{t

npeAcraBneno n 14 HafrHbrx pa6orax, B ToM rIpIcJIe 13 crarrsx B perleH3r.rpyeMbrx utg4alr4flx,
peKoMeHAoBaHHbIX BAK Muno6pnayrz Poccvn 4ra ony6nr{KoBaHrrr ocHoBubrx Haf{Hbrx
pe3ynbraroB gucceplaquit, cpeAz Koropbx 1 crarrs B Lrgrar.r4n, Koropoe BXoAr4T B

MexAynapoAHyro pe(peparunuyro 6asy Aarrnbx r{ cr.rcreMy rlr,rrr.rpoBaHnr Scopus .

O6rrlaq xapaKTeprrcrrrKa Alrcceprarlzonnofi pa6oru. .{uccepraqrroHHarr pa6ora
cocrol,IT Ir3 BBeAeHIzt, 4 rJIaB, 3aKJIIoqeHpIs, cnucKa rrcrroJrb3oBannofi nl,ITeparyphr,

BKrloqaloqero 370 rlcroqHlrKoB, B ToM qLIcJIe 2I sa r,rHocrpaHHbrx s3brKax, u 2 npunoNenr,rfi.

[uccepraqI4.r I,I3JIox{eHa Ha 426 crpauwlzx KoMnbrorepHoro reKcra (nrnrouar npznoxeuzr),
coAepxr{r 43 pracylma u 23 ra6nnqrr.

Bo sneAenuu o6ocnoBaHa aKTyanbHocrb reMhr, c(poprvrynvpoBaHbr rlenb v sa4aqu,
rI o Ka3 aH a H ar{Haf, Ho B 14 3Ha r4 [paKTr4 rle cKas. 3EarfvIMo cTb.

B uepnofi rJraBe orlpeAeneHa coBpeMeHHar ponb JIII arrreqHoro Lr3roroBJreHur,

3HaqeHre nepconz$nqnponannofi (fapnrarorepanw4, BHyrpuarrreqnofi Sacorre
3aperllcrpl4poBaHHbD( JIfI, nrcmo.raroqefi BoccrauoBJrenue (paree4euze) 3aperrrcrpr{poBaHHbD(

JIII s c[creMe neKapcrBeHnoro o6ecne.reHzs P@. fnasa Brurroqaer o6sop peneBaHTHbrx

LICTOqHLIKOB nLrreparx)br r,I AHArtr3 r{CTopr.rqecKr{x acrreKToB noAxoAoB K perynl4poBalJvro, a
TaKxe sa(pnrcupoBaHo reKylrlee cocrosHue 3aKoHoAareJrbHoft ra no4saxonnoft nopnaarr,rnnofi

6asrr. Oco6oe BHLIMaHI{e yAeneHo ofpaHuqeHl{tM B crpyKType uaccr.r$vrarlrroHHbx [pr.r3HaKoB

rrpu ocyqecrBJreHr.rr4 (papnraqenrz.recKofi AesreJlbHocrr.r, oKa3aHr{u ycnyr 14 BhrrroJrHenzu pa6or,
Koropble Ao I zrons 2025 rola cAepxI{BaJII{ rlpoqeccbl rro r.rHTerparlr4rr alrerrHbrx opfaHr{garlNft

B cl{creMy 3ApaBooxpameHus.. Ha ocnoeaHl,Iu coq}Ionorurqecroro r,rccneAoBalvrs. c npr.rMeHeHureM

MeroAa gKcrIeprHbIX oIIeHoK n ([oprr,re AucraHIILIoHHofo rrrrrerr{poBanua (upoaHarrrr3r4poBaHo

353 anretrr) orrpeAeneuo rorlHoe Korl4qecrBo 4eftcrnyroqux [por,r3BoAcrBeHHhrx €rrrreK,

IIpOaJIanLI3HpOBaHbI KaqeCTBeHHbIe v KOJIIIqeCTBeHHbIe XapaKTepI4CTI4KI,I uX AetTenbHOCTLI,

cl4creMarlrcupoBaHo z o6o6qeno aKTyanbuoe cocrofl:alae zn$pacrpyxrypbr, AerreJrbHocrLr

Qynxqnonrapyroqr4x rrpolI3BoAcrBeHHbrx aureK, yrorrHeHbr rrepcrreKTzBHbre HarrpaBJreHrrr ux
pa3BvtrvIfl, a rax)r(e [poBeAeH Aerurkr3lrposaHuuft auurvrs o6ecne.renr4r ycJryraMu (pa6oranru)

no r.r3roroBJreHLrro kr BHyrplrarreqHofi (paconre 3aperr{crpzpoBaHHhD( JIII aus rocyAapcTBeHHbrx

I,I MyHr4 rIZ[aJrbHbD( Hy]rCA.

Bo ntopofi rJraBe BbuIBJIeHbI ocHoBHbIe upo6reuarlrKr,r poccuficroro saKoHoAareJrbcrBa,

Aeranl,I3r{poBaHbr KJrroqeBbre HopMarr,rBHhre orpaHl,Irrenvfl. n npo6neuuttrw1. a raKixe o6ocuonan
KoHTyp ocuoBHhrx HopMarLIBHbrx npaBoBbrx AoKyr!(eHToB PO, B orHorrreHrEr.r Koroporo
rpe6yerca KonKperr,r3arllrr lroJloNenraft Ia BHeceHLIft ngueneuuft n qenqx purBrrrr.rs anre.ruofi
uu(fpacrpyrrypbr, a rarcKe cra6unuza\us. AocryrrHocrrr [epcoHan]Br,rpoBaHHbx Br,rAoB

$apuar<orepawrkr B ckrcreMe neKapcrBeHnoro o6ec[eqerrrdr. llpone4eH no4po6Hrrft alurvtg
ap6zrpaxnoft npaxtuKlr, Koropbrfi npo4ervroHcrpr.rpoB€rrr HeoAHo3Haqnocrr cyAe6nux pemenzfi
no 3HaqLITenbHoMy Konr{tlecTBy acIIeKToB 3aKJIroqeHLrr vt peanu3ar\kru rocyAapcTBeHHbx

KoHrpaKToB rrpu npeAocraBlreuuu ycnyr (pa6or) uo r.r3roroBJreHzro JIII u BHyrpr4arrre.rHoft

$aconre 3aperrrcrpr4poBaHHbrx JIII. Tarxe BbIrIoJIHeHa orIeHKa [epcneKTr.rB npkrMeHeHr{t

4eftcrnyrorqero 3aKoHoAareJlbcrBa o6 ocHoBax coquanbHoro o6crryNr,rnaur,rr rpaxAaH

Poccnficr<ofi Oegepaquv npv ocyrqecrBnenuil 4eflTeJrbHocrr,r rro z3roroBJreHlrro JreKapcrBeHHbx

flpelapaToB, KoTopar uo3BoJff,eT yrBepxlaTb, qTo [epcrreKTrIBHbIM HarrpaBJreHr,reM Ana
pa3Btrrkrs. c(peprr o6parqeuur lr3roraBJrrlBaeMbx JIII .rrBJrrercr BHeceHr{e r,rgueueurui B
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AeficrByroqee 3aKoHoAareJrbcrBo 06 ocHoBax coIIHaJIbHoro o6crryxrararnrr rpax4an P(D,

pacu[prrorurrx BLrAbr corlrruurbHbrx ycJryr no orHoIIreHLIIo K $apuaqenrzqecrofi AetreJlbHocrll c

rrpaBoM BbrrroJrHeHr,I t pa6ot [o LI3roroBneHI4Io u oruycry JIII.

B rperrefi rJraBe paspa6oraubr peKoMen4ar\vv rr HafrHo o6ocnoeaH runonofi anfopLITM

logep)KKr{ Trprr:nflTus, peueuufi rrpIE pean]rcalln]I [poeKToB rlo co3AaH]rlo

BbrcoKorexHoJrorprrrnofi anreqHoft uu(fpacryyKTypbl Ha repprlTopzlE cy6rerra PO, B cocraBe

Koroporo onpeAeneHo 5 sranon:

1. YcraHonneuue KaqecrBeHHbD( 14 Koll{rrecrBeHHbrx xapaKTepl,IcrrlK o

(fynxqzonupyoqux rpolr3BoAcrBeuubD( a[TeK n cy6terre P@ (npe4noxeHbl rrop-aloK rI

(foprrmr).

2. Onpe4eneulre crrpoca B ycJryrax (pa6orax) rro I,I3roroBJreHI,ro JIII u Buyrpll:lrlre.+rofi

(faconr<e 3aperlrcrpr4poBaHHbD( JIfI n paurcax o6ecue.reHvt rocyAapcrBeHHbrx I{ Ivryl{uqunaJlbubD(

HyxA (npe4noNeu nopr4ox).

3. @oplruponaHr,re reperrHr ycnyr (pa6or) ro r,r3roroBneHr,Ilo JIfI u Buyrpuarlre.nroft

(faconr<e 3aperprcrpr4poBaHHbD( JIII, per<ouenAoBaHHbx K oKa3z[ruro (nrmomrenr.rro) anreunrnara

opraHr,r3arlrirflMpr, r{MerOqr{MI{ JII,qeH3LIIO Ha $aprvraqenrl{rleCKylo AesTeIbHOCTb C npaBOu pa6Or

rro r{3roroBneHr,Iro JIII (upealo)KeHbl rop.trAoK n Sopurr).
4. Brr6op MoAeJrrr rprzBJreqeHr.rr unnecrvqnfi n co34aHprfi. ran(ppacrpyrrypu Nrs,

oKa3arrur ycnyr (nrrnolnenua pa6or) ro LI3roroBJIeHI,Irc JIII z BHyrpl4ulrlTe.urofi (faconre

3 ap erra crpr.rpo naHurrx JIIL
5. O6ocnonanue 6roANersofi e(f(fexrunuoctli rpvMeHeHl4t ycnyr (pa6or) ro

rr3roroBJreHr.rro JIII [pLr aHTerpaq]rr{ B c}IcreMy JleKapcrBeHnoro o6ecne.reHzs P@.

B uerneproft rJraBe BbrrroJrHeHo [poeKTLIpoBaHue HopM no coBeplrleHcrBoBaHulo

rocyAapcrBeHHofo rpaBoBoro perynr{poBanur (fapruaqeBTl{tlecKofi Ae.srenbHocrl,I c ilpaBoM

BbrrroJrHeHr4 x pa6or ro rr3roroBJreHr{ro JIII ra BrryrprlarlTeqnofi lpaconre 3aper}IcrpllpoBaHHbrx

JIII Ha reppraropr{u PO, Koropbre cocrorr LI3 rlpeAnoNeHlIfi no BHeceHkIIo Ll3MeHenvft n 6

(le4epanrubx 3aKoHon z 7 uoAgaxoHHbx HopMarLIBHbD( npaBoBbx AoKyMeHToB.

3arc;rro.renue coAepxLIT ocHoBHbre BblBo.qbr, coorBercrByloqlle qenl4 vr 3aAaqaM

r,rccJreAoBaHus,. B np[noxeHr4f,x npeAcraBJIeH IrpoeKT TtlrloBoro o(pceruoro KoHTpaKTa I,I aKTbI

BHeApeHr{r pe3yJrbraroB B rrpaKTprKy opraHoB rocyAapcrBennofi BJIacrkI, AetreJlbHocrb

HeKoMMepqecKI,IX ra arlTeqHblx opranusaqufi .

Anrope (f epar orparaer ocHoBHoe coAepx{aHlle AI4 ccepralluv.

locrouncrna \r HeAocrarKrr rro coAepxaHrrrc, oQopu.nennro, o6qas orIeHKa

Ar{ccepTallvr
,{uccepmqr4oHHa:r pa6ora lOpourrana ,{.C. nsrnoJlHeHa Ha BbrcoKoM HafrHoM ypoBHe,

orr[qaercfl Jrofrdrmocrbro tr3Jroxeuut, rtry6ranofi upopa6orxu MarepI,IaJIa u upaKTllqecxoft

HarrpaBneHHocrbro. K HecovtreHHbrM AocrolrHcrnau pa6orbl cneAyer orHecrrl:

1. Arcryzulrnocrr pa6orbr, Koropru rrocBslrleHa r<pafiue naNnofi LI cBoeBpeuenuoft

npo6neue coxpaHeHr4r Lr pagBurrLrfl, B Poccvllt I4Hcrlaryra rIpoI,I3BoAcrBeHHbx anreK, rrro

HanprMyro Bnarller rra AocrynHocrb rrepcoHiulll3l,IpoBannofi (faprraaroreparurkr lr JleKapcrBeHHyro

6e:onacuocrb crpaHbr.

2. @opuuponaurae H r4c[oJrb3oBaHlle ynzr<anrruoft suurapzvecroft 6agrr AarIHbx,

Koropbre rro3BonlrJrrr BrrepBbre npoBecrl{ Lr AeranbHo onIlcarb vracllra6ntfr MoHI,ITop]IHr

[potr3BoAcrBeHHbrx a[TeK, qro no3BoJrllno ycraHoBtITb rorlHoe Konklqecreo Aeficreylorqux anreK



(683) u [poauaJrr.r3r4poBar6 I4x xapaKTepvrcrr4Ktr, a raK)Ke co3Aulrro ocHoBy AJrr Bcex AamuefirrrI,rx
paapa6oror r4 r(ccJreAoB ar'uit.

3. Bucoryro [paKTLIvecKyIo 3HarMMocrb, Koropafl noATBepxAeHa BHeApeHHbrMrr

pe3yJrbraraMv lrccneAoBautvrfl B AesreJrbHocrb focy4apcrnenuoft AWrr, 3axonogareJrbnoro

co6panzx Canrr-llerep6ypra, Kolrararera rlo 3ApaBooxparreHr,rrc Canxr-llerep6ypra, Kolaurera
rlo 3lpaBooxpiureHlrro JlennnrpaAcxofi o6nacrn, Accoqfia\un rocyAapcrBeHHbD( anrettrrbrx

cereft.

4. Cucreunocrs v KoMIrJIeKcHocrb rIoAxoAoB, Koropbre rrpeAcraBJurror co6ofi
BcecropoHHnit alawtus npo6reurr - or rrry6oKoro reoperrlqecroro o6sopa pr LrcropuqecKoro

aHaJrn3a 4o paspa6orKr{ KoHKperHbx 3aKoHorrpoeKToB.

Buecre c reM B rrpoqecce o3HaKoMJIeHLrs. c pa6oroft Bo3Hr4KJrr4 cneAyroque Borrpocbr rr

3AMEIIAHI|q:

1. IIpz parpa6orre naeponpzxrzfi rro (Go3poxAenr4ro a[TerrHoro r.r3foroBJreHut

neKapcrBeHHbx rrpelaparoB) rlpelnamerct co3AaHue Harlr4oHuurbHbrx (paprr,raqenruqecKzx

rlccneAoBareJrbcKkrx rIeHTpoB (H@I4II). He npzne4er JIII AaHHar r.rHrrrltrarprBa K errle 6olrruefi
rleHTpanr.Baqkru kr 6roporcparzsalJJzivr, BMecro pa3Bkrrkrs. c$eprr r{3foroBJreHus. IIII sa 6aze

anrerrHhD( opranusaqrtft? Karr,re Ha reKyrqrafi uoruenr LIMerorcr Mexzulr43Mbr, [Icrottrrl,IKLr

$unauczpoBanpr.s.4nx lpopruupoBarrvrfl.rarofi r{Hcrrdryrl[kr v KaK rleHTpbr cMoryr cuoco6crnonarr
rroBhrrrreHLrro r4HBecrr.rq[onuofi [pvBneKareJrbHocrrr aure.moft zn(fpacrpyrrypu?

2. flo pe3ynbraraM Monr4ropr.rnra AerreJrbHocrr.r [por.r3BoAcrBeHHbx arrreK B

Allcceprarlrlouuoft pa6ore KoHcrarr4pyercs. ge(fuqzt [poBrr3opoB-aHaJrr{rr{KoB r{ npoBr.r3opoB-

TexHoJroroB. Hacr<omro parpa6orannrre [peAnoxeHr4r rro r,r3MeueHr4ro 3aKoHoAareJrbcrBa

rro3BoJU{T penr.rrb ery npo6reuy? Buecre c reM, }r3roroBJreHraeu JIII Moryr 3aH}rMarbcfl r.r

crerlr{aJrr,rcr6r, r{Meroque cpeAHee upo$ecczoHaJlbHoe o6paronaHue (couacHo upo(pcraHAapry

@apnaaqenr). Karcoea cvryarlkrs. c o6ecneqeHHocrblo raKr.rMr{ Ka,qpaMrr [pour3BoAcrBeHnbx

aurer?
3. B rpeAnoxeHr.rrx ro coBeprrreucrBoBaHzro q. 2 cr. 56 O3 (06 o6paulenuu

neKapcrBeHHbx cpeAcrB) lpeAnararorct noflo](eHlrs, pa3pelllarcrlr{e r{3roroBJreHrre

3aperr.rcrpt4poBarrHbD( JIfI n ycnoBr{rx Bo3Hr4KHoBeHrrr <4e$zquru u (znr.r) <4e$exryphD), B ToM

rrr,rcJre B cnrrae pLIcKoB r,rx Bo3Hr{KHoBeHut, oAHaKo oTcyTcTByeT qeTKoe oIIpeAeneHIlIe STzx

nonqruirkr Kpr.rreprrkr prxycraHoBJreHur. Karoft opraH ylolHoMorreH Koucrarr.rpoBarb crrryaqurc

Bo3Hr4 KHoBenux <4eQr{rlr{ra) unu <4e(f exryprr>r JIII?

4. ?Isnecrno, rrro oAHr4M us 6aprepoB, [perrrrcrByroq[x ((Bo3po)KAeHr.rro arrrertrroro

LrcroroBJreur.rr JIII> sBrserc . orcyrcrBlle (fapuaqeatuqecKrrx cy6tamluit B ((MulJrbrx)

Saconrax, neo6xoAurr,rrx 4r,fl, r{3roroBJleHut JIII no perlerrraM npaveft u rpe6onauumr

MeAr.rIII{HCKr{X OpraHu3a\I/iit. lIOXCnrAre, KaX rlpeAnaraeMbre r,r3MeHeHI{r B 3aKoHoAaTeJIbcTBe

6ylyl cnoco6crsoBarb o6ecueqenuro [poLI3BoAcrBeHHbrx alreK (paprvraqenrll.recK]rMpr

cy6craHquruz? Kaxze Mepbr cneAyer rrpeArrpl,IHt"rb Nrs. crlrMynvpoBaHurs. QapnraqenrfiqecKr{x
xoruuanrEft K BbrrrycKy (MaJrbx)) ([aconox cy6cran:gtnia?

5. Kanofi Mexanr,r3M SranaucupoBaltus. ycnyr (pa6or) ro Lr3roroBJreHr,rro JIII Lr

BHyrplranre.nrofi (paconru 3aperr{crplrpoBarrHbx JIII u paMKrx OMC rpeAnaraercr rrocJre

npvHflTkrs. rorpaBoK e Q3-326 <06 o6rcareJrbHoM Me,4I4IILIHoKoM crpaxoBanuu>>?

6. Couacno llporpaurvre rocyAapcrBeHHbrx rapauruit 6ecrurarnoro oKuraulrt
fpax,4aHaM ue4uquHcrcofi rroMorqrr, [pu oKtBaHI{Id Bcex Br4AoB tueAnqzncrofi noMorqz

6ecuarno Molruo Ha3narrarb roJrbKo JIII, nrcmo.reHHbre B nepeqeHb )rfl,I3HeHHo neo6xo4uurx u
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BDKHeftIrIIrx (XHBnn). B 4eftcrnyroqufi repeqeHb XHBJIII BKJrroqeHbr rorrbKo JIII
rIpoMbIIIrneHHoro [poLI3BoAcTBa B pa3pe3e neKapcTBeunrx Qopnr. floscHuTe, rro Barnervry
MH9HI4IO, raxoft npanorofi MexiuILI3M cneAyer I,rcrroJlb3oBa'rb lrrrs. Jrererl,IMHoro Ha3Haqeuvs. t4

I4crlolr63oBanrrs. B neqe6Holu tlpoqecce JIfI aure.rHoro r{3forosreHra{? Karue Mepbr Morr,rBarlur4

npa'refi 6ntnu 6u s$(ferrznurnau Ana pa3Burrvrs. npaKTr{Kr.r HrBHarren}rr [aqueHTutM
neKapcTBeHHbD( rrpelapaToB arrTerlnoro rr3roTosneuus?

7. Kar Brr cqllTasre, KaKoB rlporHo3r.rpyeurrfi cpoK, neo6xoAzurf,t rus nomrofi
peilru3a\r4vr rrpeAnoxeHHoro rlaKera zguenenrafi v co3ranus. s([Qerrznuo pa6omroqefi
cucreurr?

8. B pa6ore orMeqaerct orcyrcrBl{e eAuHoo6pazut B TepMnHrx, Koropoe flBnflerc .

cneAcrBveM orcyrcrBl,Is B 3aKoHoAareJlbcrBe eMHbD( olpe.4eneHr,rfi z nongrufi no orHorrreHl,Ilo K

$aprr,raqentz.recrofi AetreJlbHocrr{ c [paBoM BbrloJrneur{t pa6o'r rro r43roroBJreHr.rro JIII: s
pa6ore lrcrronrcylorct repMI,IHbI (aKcreMrropaJrbHbre)), (c43roraBrurBaeMble), (t4HArrBrrAyilnbHo

I43roToBJIeHHbIe)) KaK oI4HoHLIMbI. 3ro 4ouycrllMo t4 B KoHTeKcTe Ar.rccepTar[ur4 [oAqepKHyro KaK

orAenbHail npo6neuarzxa, Koropaf, rlpeAnoxeHa K perrreHr,rro B prlMKax parpa6orannrx
npeAnolKeHuft no coBepIrreHcrBoBaHLIIo uonsr[fiHoro anflapara (rnana 4 O3 <06 o6parrleuuz
neKapcrBeHurn< cpe4crn>).

9. Ta6nuqu l.l, 1.2, 1.3, 1.4., B Koropbrx rprrBeAeHa peKoMeHAyervrax (lopua aHKerhr

Anlr rIpoBeIeHr4A MoHI4TopI4Hra Ae-flTeJrbHocrr,r npor43BoAcrBeHHbx arrreK, qenecoo6pagno 6rrno
6rr pa:ruecrr,rrb B rrpunolxeHrlpr, T.K. oHrr 3aHlrMaror 6olee 5 crpanuq.

10. B pa6ore orcyrcrByer crltrcoK coKpnrrleur.rfi, Hro ocrox(Hser Bocrrpr.rflTlre reKcra.
I l. Bcrpe'raercfl He BcerAa KoppeKTHoe o(poprr,ueHr{e rllrrar r{ cchrJroKr HarrpuMep,

ccbrJlKa ([20]D, Bcrperlaercx 5 paz rrocJle ylroMt4Hurrrras BKraAa pa3Hbx 1'.renbx Ha crp. 22,23,
26,33,43, nercoropbre 143 Koropbx He f,BJrrrorcr aBropitMrr rlr{Tr.rpyeMofi rry6nura:quv. flpu erorra

ccbIJIKa Ha oAHoro LI3 aBTopoB ny6nuxaqzr{ TaKXe He BrroJrHe KoppeKTHa, T.K. ccburKa rrpr.rBeAeHa

Ha I'IcrorIHI4K, rAe tlepeql{cneHo 5 aeropoB, qro 3arpyAHfler nepulpurcaquro KoHKperHoro BKJra.4a

Ilr{TrrpyeMolo rrerrof o.

12. Heroropble rrpeAnoxeHv.a (nanpnrrlep, Ha crp. 18-19, 73-74) vpesnrr.raftHo AJrlrnHbre
Id rleperpyxelrbr [puqacrHbIMI,I r{ Aeeupr{qacfirbrMr.r o6oporauu, rrro ocloxHser rrouuMarrr{e

CMbICJIA.

13. YcranoBneHa HeflocJleAoBareJrbHocrb B Hryepaqrrrl B [oApa3lerc 2.3 (n ornannenran
LI reKcre Al{cceprarluu) o6rnwreHbr pa3Aen6r 2.5.1, 2.5.2, 2.5.3, 2.5.4. [annoe 3aMerrarrve

neo6xo4Iluo crll4Tarb oneqarrofi, He BJrl{.f,IoIqeft na norurKy floBecrBoB aEttrs.,

Yr<agannrre gaMeqaEtuas, Hoctr peAaKrlLIoHurul xapar<rep, a c(popMyirr.rpoBarrHhre Borrpocbr
cBt3aHhr c xeniurueM erqe 6onee rrry6or<ofi npopa6orrcra orAeJrbHbx acrreKToB lpe4noxennofi
cnoNnoft crlcreMbr u He cHvlxiuor o6rqeft nonoNrarenrnofi orIeHKr{ Ar4cceprarl[oHnofo
LrccneAoBaHr4r.

Hexoroprre LI3 3aMeqanuit ssrfiorcq He croJrbKo HeAocrarKaMr{, cKoJrbKo BorrpocaMrl AJUr

4alrnefinrux I{ccJleAon,anuir unvr yKa3alnvsMvr Ha pvrclrvr, Korophre Moryr Bo3HkrKHyrb np}r
rlpaKTr4qecxofi peanrasarlr4v croJlb uacrnra6nru< usMeneuzft .

Perorrengaq[n no ncrloJrb3oBaHrrro p$yJrbraroB AJrfl HayKrr r{ [paKTr.rKrr
Pesylrrarrr [poBeAeHHoro ]IccneAoBaHLIr npe.4craBJrrror LruTepec rilr opraHoB

3aKoHoAarenruofi v IdcrroJlHl,ITemnofi Brracrvr, perynr4pyrorqrx cQepy o6parrleuux
neKapcrBeHHhrx cpeAcrn. flpe4JloxeHHbre pertreHr,rr Moryr 6rrrr rocrpe6osaHrr opfaHaMr,r
yrIpaBneHLI{ 3ApaBooxpaHeHl{eM cy6rercron P@ anr nrrpa6orrra KoMrrJreKcHbrx perrreHufi rtpu



9

peanr,r3arluu uepeAaHnbx rroJrHoMorMfi B c(bepe o6parrleuua neKapcrBenHbx cpeAcrB, B ToM

rrr4cJre rrpLt (fopivruponanzu Lr peuru3a\ukr perr.rouanruoft rocyAapcrBennoft TIoJIIITTIKI,I B

o6lacru [epcoHu]nilsupona:trofi, npegzrrunnofi v upo(funarrnqecrofi MeATIIII{HrI,

BbrcoKoTexHoJrorr4trnofo 3ApaBooxpamenvIfl. c IIpI,IMeHeHI,IeM nepcoHanllsuponannoft

neKapcrBeHnoft repanr.rr.r.

Pesynrrarrr [peAcraBneHbr B B]rAe MoAeJrLr (xonqenqzz) no coBeprneucrBoBaHl4lo

rocyAapcrBeHHoro perynrpoBaHnr n clpepe o6parqennx r.r3roraBJrr.rBaeMbx JI[I, Koropiul

[O3BOnseT COOALIHI4Tb BO9AI,IHO BCe p$ynbTaTbl AIICC9pTaIIUOHHOTO I{CCneAOBaHIits, HaIJI{AHO

npeAcraBr{rb Macrrrra6 H eo6x oAr.rMbx peryn.uropHblx pI aAMI4HI4crparr4 BHbrx Mep.

Teopera.recrrae rroJroxeHr4r rr MeroAl4qecKlte rroAxoAbr, cSopuynzpoBaHnble B

Arlcceprarlrru, rleJrecoo6pa:no ucrroJrb3oBarr n yue6noM rlpoqecce (fapuaqeBTllqecKr.Ix fre6Hbnr
saneAeHzfi rrpr,r rroAroroBKe crreq]rafttcroB rlo crreqlrarlbHocru <OapMarIVr)), B ToM qI4cJIe rro

rrpofpaMMaM opAr4HaTypbr.

Pesynrrarur pa6oru raKme peKoMeH,qyrorc.f, K rrpr4MeHeHlrro npo(feccnoHaJlbHhlMrl

(papuaqenr[qecKuMrr accorlr4arlvflMtr kr turreqHblMl4 opraHl43allvIflMrr npr4 onpeAeJIeHLI[ crrpoca

Ha ycnyr[ (pa6orrr) no r43roroBJreHr.rro JleKapcrBeHHbrx rperaparoB r.r BHyrpllalrreqnofi

(faconre 3aper[crplrpoBaHHbrx JreKapcrBeHHbrx [pelaparoB B paMKax o6ecneqeHus

rocyAapcTBeHHbrx 11 MyHlrqlrlzlrrbHbrx HyxA; peafil43aql{I{ TIpaKTLIK I{crIoJIHeHufl KOHTpaKTOB Ha

oKa3aHr4e ycnyr (nrruonnenue pa6or) [o IBroroBJIeHIaIo JreKapcrBeuHbx [pelaparoB LI

Buyrpr.rarrre.ruoft (faconr<e 3aper[crp]rpoBauHbrx neKapcrBeHHbrx [pelaparoB; [poBeAeHLIlI

co6creeHHbrx r,rccneAosaHrafi I,r afperarlr{I,I AaHHbfx o AesrerrbHocrl,I alrerlHbrx opfaHuzatluit,

r.rMerolu{x JrlrueH3r'rrc Ha (fapuaqeeruqecKylo Ae.f,TeJlbHocrb c rIpaBoM LI3roroBJIeHI,It

neKapCTBeHHbIX lpenapaToB C I4CIIOJIb3OBaHLIeM npeAJIOXeHHbD( B MeTOALIqeCKI'IX

peKoMeHAarIn rx [opt4KoB Ii Qopt.
3uaqtEtuocrb pe3ynbraroB Am tfaprr.raqenru.recrofi HayKr.r 3arurroqaercx e (loprunpoBanuu

MeroAonoruqecroft 6a:u npu coBeprrreHcrBoBaHnl4 HopMar[Bnoro [paBoBoro peryJll4por,auvs.

Ae.rrreJrbHocrr,r B c(pepe o6palqenu-a JleKapcrBeHHbrx cpeAcrB Lr BrITIoJIHeHI4TI pa6or [o
r{3roroBJreHraro JIII, qro orKpbrBaer Bo3Mo)I(Hocrb AJUI AanbHefiruvx llccJleAoBaHuit s o6nacrLr

nepconu(fuqrpoBaHHoft (faprr,raxorepankrlr. flonyreuuue pe3ynbrarbl npoAcraBJlnlor IIeHHocrb

Anr ylpaBJreHrrecKoro [epcoHarra [popr3BoAcrBeHHbD( arITeK rlpu onpeAeJrenvlkr naupauenufi
pa3BkrrLrs. un{pacrpyKTypbr, nsa[NaoAeftcrBvIkr c npave6ubru I4 rIaII]IeHTcKzu coo6qecrBaM[,

rrocraHoBKe HafrHo-r4ccJreAoBareJrbcKr,rx 3aAaq n o6nacru pa:pa6orrz rexnonorzft

r43roroBneHut IIII, MeroAr{K KoHTpons KarlecrBa, rIpoBeAeHLIt ucrlblTaHuit cra6ulbHocrv, a

TaKXe yroqneHr{r apxr.rreKTypbr KaHaJIoB c6rrra c [ocraBIrI]IKaMLI tr npokI3BoA[IToJItMLI

lrcxoAHoro cbrpbt, Marepl,I€rnon, o60pyAo BaHvIs..

3AKJIIOqEHIIE
Yqzrrrsag Bce Bblrue[3JroxeHHoe, MoxHo cAenarb 3aKlroqeHue, rrro ALIccepraIIvIoHHM

pa6ora IOpovnuna [rvrurpur Cepreen[qa Ha reMy: <ZsbIcKaHI,Ie nyreft coBepIrIeHcrBoBaHrI{

HopMarraBHoro rpaBoBoro perynlrpoBaHl,It AetreJlbHocrll n c$epe o6paulenux

rr3roraBJrr4BaeMbrx neKapcrBeuHbrx upeflaparoB) [peAcraBflser co6ofi $yn4arr.renraJlbHoe I,I

3aBeprrreHHoe HayqHoe r{ccJreAoBaHrre, BbIrIoJIHeHHoe Ha crhrKe $apvraquu, [paBa vl

rocyAapcrBeHHoro yfipaBJreurlf,. Eeaycnonnafl cprIrbnafl cropoHa IrccneAoBaHI,Is - [paKTurlecKat

peuur{3yeMocrb }r nocrpe6onaHHocrb pe3ynbraroB Ha caMoM BbIcoKoM ypoBHe. Pa6ora flBlrflercfl.

3aKOHqeHHbrM HayqHbrM rrccJreAoBaHlreM, I,IMeIOUI,IM CyIqeCTBeHHOe 3HaqeHVe AM pa3BVTLIfl.

(fapuaqenrzqecr<ofi HayKr.r I,I npaKTr,rKrr e o6racrr opraHLBaIIzz (faprvraqeBTl,IqecKoro AeJIa, a
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TaKXe [pr.rMepoM Toro, KaK HarrHoe I{ccJleAoBarrr4e MoxeT HarrprMyro BJrr,rrTb Ha

3aKoHorBopqecKr,rfi npoqecc npa3Btrrtre oAHofi Ias c(bep n (fapnraqesruqecxoft orpacnlr.
B 4raccepraqrlr pemeHa BIuKHIUI HafrHilI 3aqarra, gaKJrroqzuonlaflcs n paspa6oraHHbD(

TIpeAJIOXeHVTX IIO COBepITTeHCTBOBaHpIIO HOpMaTT4BHO|O [paBOBOrO perynupoBaHr,rt

AetreJlbHocrLr B c(fepe o6parqenux JreKapcrBeHHbrx cpeAcrB B qacru u3roroBJreHr{t

neKapcrBeHHbD( flpeflaparoB Ha reppLlTopu]I PoccIEficrcoft (De4epaqalr, cuoco6crByrcuux
pa3BrITLIIo vIn$pacrpyr<Typbl cptcreMbr 3ApaBooxpaHeHr.rr, rrro rro3Bomer ycrpaHr,rrb pa3Jrrrrmoro

ypoBHt rlpaBoBble KoJIJIII3I,II4, aAMIIHI,ICTpaTLIBHrIe 6aprepU U CO3AaTb rapMoHr.r3r,rpoBarrHbre

peryntropHbre ycnoBr,rr 4Irfl. pa3Burrkrfl, nepcoHirn[szponaHnofi Qapuarorepanvu Ha

npr{Hrlr,muanbHo HoBoM ypoBHe.

llo ar<rya-ubHocrLr n BalKHocrr{ TeMbI, o6teuy z rny6r,rne r{ccJleAoBaHrrf, Teoper[.recroft
u [paKTl{tlecroft 3HarrllMocrz, o6ocuoBaHHocrl{ 14 AocroBepHocrr,r pgyJrbraroB r{ BbIBoAoB

Al{cceprallrIoHHafl pa6ora IOpourcnua.(rvrurpzr Cepreenrrqa coorBercrByer rpe6onaur.uM rr.
9 <floroNenra.f, o rrpl4cyx,ueHl{I,I freHbrx crerreHeftD, yrBepx(AeHHoro flocrauosreHr,reM
flpanr.rrerucrea Pocczficr<ofi Oe.4epaqulr or 24 cesrs6px 2013 r. J\b 842 (n peAaKrllrlr

flocranoereHufi llpanurerucrna Poccuftcxofi (De4epaqzu or 2L04.2016 r. Ns 335, or
02.08.2016 r. Ns 748, or29.05.2017 r.Il! 650, or 28.08.2017 r. Ns 1024, or 01.10.2018 r. J\b

1168, or 20.03.2021 r. J\b 426, or 11.09.2021 r. Ns 1539, or 26.09.2022 r. J\b 1690, or
26.01.2023 r. J\b 101, or 18.03.2023 r.l'{b 415,o'r26.10.2023 r.l',lb 1786, or25.01.2024r.Ne.62,
16.10.2024 r. J\b 1382), rpeAbtBnteMblM K KarlAvAarcKrirM 4vcceprarlvrrNq a ee aBTop,

IOpo.rrcun {rvrnrprafi Cepreenuv, 3acJlyxllBaer rlpIacyxAeHu.fl yuenoft creneHr,r KaHA]rAara

$aprr,raqenu4qecKux HayK no nayrnofi crerII{iIJIbHocru3.4.3. Opranzsaqna (paprvraqeBTr{qecKoro

4ena ((f aprraarleBrr,rqecrue nayru).

Orsrrn o6cyNgeu 14 yrBepxAeH Ha sace4annu raQe4prr yrrpaBJreHr.rr Lr oKoHoMlrKrr

Saprrraqnn OfEOy BO II|OA Mzna4panaPoccuu (npororon Jtl! 7 or 23 vapra2026 r.).

3ane4yrorqufi ra$e4pofi ynpauenvrs. v oKoHoMr{Kr{ (papuaqun

OfBOY BO II|OA Muns,4panaPoccun,

AoKTop QaprvraqenruqecKr,rx HayK

(15.00.01 - rexHoJrorus neKapcrB lr opraHlrsar\krs. QaprraaqenrrFrecKoro 4era),
npot[eccop

23 uapra2026 r. A. B. Cononvruvrna

floqronrrfi aApec:

614990, Poccraftcr<as @e,4epaqux, flepucrraft xpaft, r. fleprur, yn. llonenar, r,.2.
Tene(fou: +7 (342) 233-55-01
e-mail: perm@pfa.fu


