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HoBuHM:

1) 3ycTtpiy 3 MO3

2) OuikyBaHHA MO3 woao 3MiH y cuctemMi peecTpauil nikapcbkux 3acobis
3) OHoBreHHs npono3uuin KoHcopuiymy

Mopaeni HoBoro peecTpauiHOro opraHy.

1) Hose gepxxaBHe nianpuMemcTBo, Wo 3amiHntb OEL

2) Hosuin LIOBB y doopmi depxaBHol cnyxbu + [NepeBarn ta Hegoniku

3) Hoeuin LIOBB 3i cneuiansHuMM ctatycom + NepeBarn Ta Hegoniku

4) BignosigHicTb MOgensam, WO 3aCTOCOBYHOTbLCS B 0bpaHux topucamkuiax €C

PekomeHpauii ekcnepTiB

OGroBopeHHs



HOBWHV



3ycTpiy 3 MO3

= 8 yepsHa 2017 poky Biabynacbk 3ycTpid EkcnepTiB 3 B.0. MiHicTpa
OxopoHu 300poB'da, 4OKTOpOoM YnaHoto CyrnpyH

= EkcnepTtu npeacrasunu nonepegHe bavyeHHa pedopmun
peecTpauinHoro opraHy (npeseHToBaHe YneHam
KoopanHauintHomy Komitety 26 kBiTHA 2017 poky)

= MOS 3anponoHyBano Oifibl KapanHanbHi 3MiHU



OuikyBaHHA MO3 woano 3amiH B cuctemi
peecTpauil nikapCbKUX 3acodiB

dyHOoameHTanbHa pedopma opraHy peecTpaudii  NiKapCbKuMx
3acobis

HoBun peectpauinHMnM opraH NOBMHEH MaTW CTaTyC Oep)XaBHOro
oprany

HoBun peecTpauinHnu opraH NOBUHEH MaTU HOBY CTPYKTYpPY

HoBun peectpauinHUM  opraH MNOBMHEH 3a  MOXIMUBOCTI
nignopsaakosyBatucb MO3

MO3 wmae dopmyBatn TMoOMiTUKY, MNpOoTe He OyTn opraHom
peecTpauil



OHoBneHHA npono3uudil KoHcopuiymy

= [lonepegHa nponosuuisa KoHcopuiymy:
= CTBOPUTU HOBUIN peecTpauinnHiui opraH Ha 6asi JEL|
3annwnT HOBUM OpraH y cTaTyci AepXXaBHOro nignpuemcrea

3MIHUTWU  OpraHi3auinHy CTPYKTYpy HOBOIMo [depKaBHOro
nignpuemcrea

PO34INNTN QYHKLIT MK OeKiflbKoMa opraHamu
3MIHUTUK NigXo4u, a He CUCTeMy B Uinomy

= Bbasyunck Ha pesyneratax 3yctpidi 3 MO3, KoHcopuiym oHOBUMB
CBOI npono3nuil
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MOZEN!
HOBOIO PEECTPALIIMHOIO

OPTAHY



HepxaBHe nignpunemMmcTBO Ha 3amiHy OEL| —
MonepeaHsa npono3uuis

- CTBOpEHHS1 HOBOrO peecTpauinHoro opraHy Ha 6asi JEL

- HoBun opraH matmme ctatyc gep>xaBHoro nignpuemMmcraa

- 3MiHa oOpraHi3auinHOl CTPYKTYpU HOBOIroO Oep>XaBHOrO

nignpmemMmcraa

- Po3nogin dyHKUil y cdepi peecTpauil MK OeKinbkoma

opraHamu

- 3MiHa nigxoais, a He cMcTeMn B LiNomy



OuikyBaHHA MO3 woano 3amiH B cuctemi
peecTpauil nikapCbKUX 3acodiB

dyHOoameHTanbHa pedopma opraHy peecTpaudii  NiKapCbKuMx
3acobis

HoBun peectpauinHMnM opraH NOBMHEH MaTW CTaTyC Oep)XaBHOro
oprany

HoBun peecTpauinHnu opraH NOBUHEH MaTU HOBY CTPYKTYpPY

HoBun peectpauinHUM  opraH MNOBMHEH 3a  MOXIMUBOCTI
nignopsaakosyBatucb MO3

MO3 wmae dopmyBatn TMoOMiTUKY, MNpOoTe He OyTn opraHom
peecTpauil



HOBA MOLEJIb 1



HoBun LLOBB y cdopmi OepxkaBHoi cnyxoum (1)

L

KMY ctBoptoe LleHTpanbHi opraHn BukoHaB4yol Braan («LJOBB»)
ana 3abe3neyeHHa Oesknx QyHKUiT Oep)XaBHOI MOSITUKKM Ta
3aTBEPOXKYE MOSIOXKEHHA MPO HUX

OdianeHicte LUOBB cnpsimoByeTbCcs Ta koopauHyeTbca KMY
yepes BiANOBIAHOro MiHicTpa

LIOBB (B 3anexHOCTi Big OCHOBHWUX (PYHKLiN) CTBOPHETLCA VY
dopmi (a) AreHTtcTtBa, (b) OepxaBHol cnyxbwu, (c) IHcneku,ii

AKWo OCHOBHOKW  pyHKuUiero HoBoro LIOBB € HapaHH4A
agMIiHICTpaTUBHUX NOCNyr, TO BIH CTBOPKETLCA Y doopmMi
[ep>xaBHOI Crny>xou
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Hosuu LLOBB y dhopmi OdepxaBHoIl crnyxom (2)

= [lpauiBHukn LIOBB wmalTb cTaTyc gep)XaBHUX Crny>KOOBLiB:
nocagoBi OKMagau BU3Ha4valTbCs 3akoHOM YKpalHu «[1po
OepXXaBHY CryXoy»

= KMY npusHadae Ta 3BinbHA€e [onis LLOBB 3a nogaHHsaM Kowicii
3 MTaHb BULLIOIO KOPMNYCYy Aep>KaBHOI CNyX6u

= MO3 moxe:
a. 3artBepakysaTtu nnaH pobotn LIOBB
b. Bnoasartun Haka3un, obos'askosi anga LIOBB
C. 3arBepmxyBaTu opraHisauiHy cTpyktypy LLOBB

L
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NepeBaru tTa Hepgonikn Hosoro LLOBB y dhopwmi
HepxaBHOI Crnyxo6wu

= [lepeBaru:

- MeHw rnobanbHi 3MiHW Ha PiBHI 3aKOHIB (Y MOPIBHAHHI 3
Mopennto 2)

- Binblwa rHy4kicTb B KOHTEKCTI MOXXNMUBOCTI HAaCTYMHUX
TpaHcdopmauin (3a notpedbn) LLOBB

= Heponikm:
- PiBeHb 3apobiTHOI nnatm obmeXxeHuin 3aKOHOOAaBCTBOM
Npo Oep>kaBHY CryXoy
- HoBoctBopenHnn LIOBB Moxe ctatm cxoxum Ha
Lepxnikcnyxoy



HOBA MOLEJIb 2



LLIOBB 3i cneuianbHuMm ctatycom (1)

= UOBB 3i cneuianbHMM CcTaTycCoOM CTBOPHOIOTbLCA AN14
perynioBaHHA BaXXnNueBux cdep AepkaBHOI NOMITUKK (Hanpuknag,
€KOHOMIYHa KOHKYpPEeHLis)

= OcHOBHa OCOOMMBICTL: THYYKICTb WOAO  NiANOpPSAOKYBaHHSA,
diHaHCyBaHHA, cTaTycy NpauiBHUKIB TOLLO.

= KMY ctBoptoe LIOBB 3i cneuianbHMM cTatycoM Ta B AOesAKUX
BUNagKax rMpuUMMaEe TrOSIOXKEHHA, WO pPerynoTb MNopaaoK IX
OISANbHOCTI

= B iHWKWX BuMNagkax IX cTaTyC BM3HA4YaeTbCA Yy chneuianbHUX
3akoHax (Hanpuknag, AMKY, HauioHanbHe areHTCTBO 3 PO3LUYKY
Ta MEHE)KMEHTY aKTuBIB)
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LIOBB 3i cneudianbHUM cTaTtycom (2)

= [lpauisHmkn LIOBB 3i cneuianbHMM cTaTycoM MarTb CTaTtyc
OepXXaBHUX CNyX6bo0BLUIB, AKWO iHWe He nepenbdbadeHo 3aKOHOM.
[MpoTe:

a. Buwi nocagosi ocobum LIOBB 3i cneuianbHUM CTaTyCoOM MOXYTb

b.

He mMaTu cTaTycy gepxasHux cnyxoosuis (AMKY)

3aKoH, wWo peryne AaianbHicte LIOBB 3i  cneuianbHum
cTaTyCOM MOXe BCTaHOBIOBaTK Oinblii nocagosi oknagu ang
OepXXaBHUX CNy>X60BLIB, HiXX Le nepeadavyeHo y 3akoHi YKpaiHu
«lpo oepxaBHy cnyx0y» (HauioHanbHe areHTCTBO 3 PO3LUYKY
Ta MEHEOXXMEHTY aKTUBIB)

= [IpaBuna wWoa0 NPU3HaAYEeHHs Ta 3BiNlbHEHHSA [0rOBYN MOXYTb
BCTAHOBIOBATUCb 3aKOHOM

= Hemae obmexeHb Wwoao NignopsaakyBaHHA (MoXe
nignopsiakosysatnce MO3)

L
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Npuknagu LOBB 3i cneuianbHUM cTaTycom

(1)

HauioHanbHe areHTCTBO 3 NUTaHb 3anobiraHHA Kopynuil

HauioHanbHe areHTCTBO 3 PO3LYKY Ta MEHeA)KMEHTY aKTUBIB

AHTUMOHOMNOSILHUN KOMITET YKpaiHu

HauioHanbHa paga YKpalHK 3 nuTaHb TenebadyeHHSA
pagioMOBrEeHHA

dPoHA AepKaBHOro MamHa YKpaiHu

HauioHanbHe areHTCTBO YKpaiHU 3 NUTaHb AepPXXaBHOI CIyXX0u

Ta
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Npuknagu LOBB 3i cneuianbHUM cTaTycom
(2)

* AHTUMOHOMNONBLHUUN KOMITET YKpaiHU

BepxoBHin Papi

OifANbHICTb peryneTbCca cnedianbHUM

@ MiakoHTponbHUU MNpe3naeHTy, NiA3BITHUN
@ 3aKOHOM

¥ Bci npauiBHUKM € gep>XaBHUMU
fa cnyx6oBusmMun, okpim NonoBu Ta aepKaBHUX
YNOBHOBAaXEHUX

onoBa npu3HavYaeTbLCA Ta 3BiINIbHAETLCS
lNMpe3ungeHTOM 3a 3rogoto BepxoBHol Pagu

@ diHaHCYETLCA 3a PaxyHOK KOLWITIB

OdepxxaBHOro GrogxeTy




Npuknagu LOBB 3i cneuianbHUM cTaTycom
(3)

= HauioHanbHe areHTCTBO YKpaiHU 3 NUTaHb OepXaBHOI
CIyX6u

CnpsmoByeTbcA Ta KoopauHyeTtbca KMY

CtBOpeHo po3nopsamxkeHHAM KMY

Bci npauiBHUKM MalOTb CTaTyc AepXXaBHUX
cnyxooBuiB

FonoBa Nnpu3Ha4YaeTbLCA Ta 3BiNbHAETbLCA
KMY

PiHaHCYETbLCA 3a paxXyHOK KOLWTIB
HepxaBHoro GrogxeTty
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Npuknagu LOBB 3i cneuianbHUM cTaTycom
(4)

= HauioHanbHe areHTCTBO 3 PO3LWYKY Ta MeHeOXMEeHTY
aKkTuBiB

KMY, nia3BiTHe BepxoBHin Pagai

@ NMigKoHTpoONbHe Ta BignoBiAanbHe nepepq,
@ YTBOpeHe cneudianbHUM 3aKOHOM

lNMpauiBHMKK MaloTb cTaTyc (1) AepXaBHUX
fhl cnyo6oBuiB (BuLi NnocaaoBi oknaawm,

BCTaHOBJIEHi cneuiaribHUM 3aKOHOM) + (2)

npaurooTb 3a TPYyA0OBUM AOMOBOPOM

NonoBa npusHavyaeTbca KMY Ha KOHKYpPCHin
OCHOBI

@ ®PiHaHCYETbLCA 3a paxyHOK KOLWITIiB

HdepxxaBHOro GroaxeTty




NMNepeBarun ta Hegonikun LOBB 3 cneuianbHum
CTaTycom

* [lepeBaru:

- binbw macwTabHi 3MiHM Ha pPiBHI 3aKOHY — 3anopyka
CTabiNbHOCTI CUCTEMM Ta 3axUCTy Big CKacyBaHHS

pedopm
= [HyYKiCTb B YaCTUHI (biHAHCYBaHHSA Ta onnaTty npadi

= Heponiku:

- [NonitnyHa BoONA ONA NPUAHATTA CYTTEBMX 3MIH [0
3aKOHOOABCTBA



BianoBigHICTbL MoAenaMm, WO 3aCTOCOBYHTbLCS

B obpaHux ropucamkuiax €C

= Mopgeni nignopsaakyBaHHA peecTpauinHux opraHiB — gocBig €C:

Monbwa
(URPL)

Hime4yuunHa
(BfArMm)

®paHuin
(ANSM)

BenukobputaHis
(MHRA)

Micue y cuctemi opraHiB
AepKaBHOI Bnagm

LieHTpanbHuin ypsigosuia
aaMiHiCTpaTUBHMIA OpraH

HesanexHuin cneuianizoBaHui
denepanbHUmM opraH y cdepi
ynpaBniHHa MiHicTepcTBa
OXOPOHW 30,0pOB’SA

My6nivyHWn agmiHicTpaTUBHUNA
opraH gepxasu

AreHuis y pamkax
[enapTameHTy OXOpOHU
340poB’A

MianopsakyBaHHA

MiHicTepcTBO OXOPOHM
340poB’s

MiHicTepcTBO OXOpPOHU
340poB’s

MiHicTepcTBO OXOpPOHU
300poB’A

[enapTameHT OXOpOHU
300poB’d

Mopsaaok NpusHaYeHHA
Fonosu

[pem'ep-MiHicTp 3a nogaHHAM
MiHicTpa oxopoHu 300poB’s

Papa MiHicTpis 3a nogaHHAM
MiHicTepcTBa OXOPOHM
340poB’A

Mpe3ngeHt

HepxaBHun cekpeTap 3
OXOPOHW 300pOB’A

®diHaHCyBaHHA

diHaHCyeTbCA 3 AepXKaBHOro
GroaxeTy ( GrOAXKETHI KOLUTH
BUAINeHi Ha cdepy ,,0XOPOHU
3g00poB’sh” agMiHiCTpyloTbCA
MiHicTepcTBOM OXOPOHU
300poB’'a)

diHaHCcyBaHHSA
peecTpauinHoro opraHy
nepenbadeHo y
denepansHoMy GroaxeTi

®diHaHCyeTbCA 3a paxyHOK
ny6niyHnx cybeuain,
OTPUMaHVX Bif Aep>KaBu

LianbHiCcTb arexu,ii, Wwo
3aMaeTbCsa peecTpauieto
nikapcbkunx 3acobis,
30INCHIOETBCA 3a paxyHOK
peecTpauiiHnx 36opis,
onna4YyeHnx 3asiBHUKaMW.

LianbHicTb, NoB’si3aHa 3
Mean4HMMK Bupobamu,
hiHaHCYETLCSA 3a paxyHOK
YpagoBux goTauin
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PEKOMEHOALLII
EKCIEPTIB



PekomMmeHpaauil ekcnepTiB

= Onuis:
- LIOBB 3i crieuianbH1UMm ctatycom
* [MpunyunHm:

- CTtpaTteridHO BunpaeBgaHo (ctabinbHa, Oinblwl npo3opa
cuctema, Bignosigae gocsiay kpaiH €C)

« JlocTaTHbO TrHy4yka MoAernb, WO AOO03BOMIFAE YHUKHYTU
PU3KKIB

Buknukm:
- 3MiHM 0o 3akoHiB ([1aprnameHT)
« binbw 3HayHi TpaHcdopmauii
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