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= YactuHa I: Ctatyc pobotn KoHcopuiymy

= YactnHa IlI: Pepopmmn cuctemmn peecTpauii nikapcbkmx 3acobiB (Monbcbkui
[0CBiA)
= YactnHa lll: bayeHHs KOHCYAbTAHTIB WOA0 pedopmMM CUCTEMM PeeCTpaLii

NiKapcbKnx 3acobis



YactuHal l.
Cratyc pobotn KoHcopuiymy



Cratyc pobotu KoHcopuiymy

3 4yacy oCTaHHbOI 3ycTpidi Kepytouoro Komitety KoHcopLiym:
= Nigrotysas ®iHanbHM 3BiT (0PiLinHO onybnikoBaHUM Ha Beb-canTi MO3)

= 3anponoHyBaB 3MiHW A0 [epKaBHOI CTpaTerii Woao peanisayii gepKaBHOI
NONITUKM 3abe3neyeHHs HaceNeHHs NlikapCcbkMmum 3acobamm Ha 2017 — 2025
poku Ta MnaHy 3axoais (4 3 11 pekomeHaaLin 6yno BpaxoBaHoO)

= 3anponoHyBaB 3MiHWM Nig Yac nybniyHoro obrosopeHHA [ep*KaBHOi cTpaTerii
LLOA0 peanidauii AeprKaBHOI NONITUKM 3abe3neyeHHss HaCeNeHHS NiKapCbKUMM
3acobamm Ha 2017 — 2025 poku

= [lpos.iB pag 3ycTpiyen 3 npeactaBHMKamm MO3 CTOCOBHO NOAANbLUMX KPOKIB B
pamkax [1poeKTy

-



Cratyc pobotu KoHcopuiymy (2)

Bnans pob6otu KoHcopuiymy

AOEL niauwimno 3apobiTHi nnat cBoim ekcnepTtam (3a iHbopmauieto AEL)

AEL, npocyBae Ta niaTpMmye igeto snpoBagrkeHHA e-health

AEL, npoBognTb cemiHapu AN1a 3aABHUKIB HA PErynapHii ocHOBI

NEL aeuwio niaBMWKMB BapTIiCTb CBOIX nocnyr. HoBi WiHM Habyin YMHHOCTI 3
Jltotoro 2017 poKy



O6car ®asu lll NMpoekty

O6car ®a3u lll € HacTyNHUM:

= [igrotosBKa MnaHy nobyao0BU iIHCTUTYLiIMHOI CNPOMOXKHOCTI (OpraHisauiHa
CTPYKTYpa Ta 3aranbHi NPMHUMNM GYHKLIOHYBAHHA) A4 HOBOT MOAenNi
peecTpauinHoro opraHy (nutaHHA HR, npo3opocTi Ta nopAaAaKy NPUNHATTA
pilLeHb)

= [liarotToBKa BiANOBIAHOIO LOPUANYHOTO NJIAHY AN

"=  BWOKpeM/IEHHA 3MiH, AKi HEObXiAHO BHECTM A0 YMHHOIO 3aKOHOAABCTBA A1
3abe3neyeHHA yCNilHOro Nepexoay Bia Aiko4oi CUCTEMM PEECTPALLIT NiIKAaPCbKUX
3acobiB 00 HOBOI

Tpusanictb @a3u lll NMpoeKTy cknagae 12-14 TUXKHIB.

-



YacTtuHa ll.
Pedopmu cuctemum peectpauii iKapcbKnx 3acobis
(MonbcbKkuM pocsia)



CtBopeHHA Odicy 3 peectpauii (2001)

MpuunHu ctBopeHHA Odicy 3 peecTpauii
AKT Big 27 nunHa 2001 poky npo ctBopeHHA Odicy 3 peecTpauii NikapCbKnUX
3acobiB, megn4Hmx BupobiB Ta biounaHux npoaykTie (Odic 3 peecTtpauii)
Odic 3 peecTpalii, AK AeprkaBHa bOroarKeTHa ycTaHoBa, 6yB MianopAAKOBAHUM
MO3, Ta HagaBaB AONOMOrY Y MPUNHATTI pPilleHb NPO PEECTPALLtO
AianbHictb Odicy 3 peecTpauii podnoyanaca 3 1 }kosTHA 2002 poKy
= KoopauHauia 3 pyHAameHTanbHMMU pedopmamm Yy bapMaLEBTUYHIN Fanysi y BCiX
cdepax (imnnemeHTauia 3akoHoaascTea €C)
= [loBHOBaAXXE€HHA CTApOi PeecTpauiiHOoi ycTaHoBM nepenwan ao Odicy 3 peecTpauii 3
nepworo AHA noro CTBOPEHHA
Odic 3 peecTpauii 6yno 3acHOBaHO Ha 6a3i malHa Ta NOACLKUX PecypciB psaay
AeprKaBHUX YCTAHOB, BK/OYHO 3:

- bBlopo peecTpauii nikapcbknx 3acobiB Ta mMeanYHUX BUPOLIB (4acTUHA IHCTUTYTY
NiKapcbKMx 3acobiB, AeprKaBHOro HayKOBO-AOCAIAHOrO iHCTUTYTY), WO HaAaBano
eKCNepTHi NOCAYrM y pamMKax peecTpaliinHoi npoueaypu)

= UeHTp MeanyHunx TexHonorin (aep*kasHa R&D ycTaHOBa)



PedopmyBaHHA Odicy 3 peectpauii (2011)

MoTtnsu pedpopm
AKT Big 18 6epe3Ha 2011 poKy, BBegeHHA B Aito 1 TpaBHA 2001 poKy

Mpe3naeHT Odicy 3 peecTpaul,ii cTaB «LEHTPasbHUM opraHom Bnaam» (PpyHKuia,
noAaibHa no miHictpa KabiHeTy MiHicTpiB), 3 NpaBoM rapaHTyBaHHA peecTpauii /13
LUTAXOM MPUNHATTA iIHANBIAYANbHUX PillEeHb.

Odic 3 peecTpauii CTaB CTPYKTYpO, WO NiATPUMYE AianbHicTb [pe3ngeHTa
Odicy 3 peecTpauii

MO3 36epir PpyHKLii 3arasibHOro Harnaay Ta 3aC/IyXOBYE anenaALinHi CKapru woa0
IHOMBIAYaNbHUX PEECTPALLiM



MonbcbKn AoOCBIA

= Ha3Ba opraHy
= Cdepu komneTeHuii (Tunn npoaykTis)
= [lo3unuia y CTPYKTYpi AeprKaBHOT agMiHicTpaLil
= ®dinocoodia po3byaosu opraHy (HaykoBa Vs ynpaBaiHCbKa)
"  Buknukuny copepi HR
MAWMHHICTb Kagpis
PenyTauia
= JlyMKa WMpPOKOro 3arany
Mepia
IHaycTpia
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MonbcbKnn pocsipa, (2)

[xepena diHaHCYBaHHA

apMOHi3aLia peecTpauiMHNX A0CbE 3 CTaHAapTamm EC 0AHOYACHO SIK BUK/IUK Ta
AK MOXX/IUBICTb

CnisnpayaA 3 iHcTuTyuiamm €C
TpeHiHrn
Haykosa 6a3a (Scientific residency)
KoHpepeHLuii Ta TpeHiHrM ana npeacTtaBHUKIB iHAYCTPIi
PerynapHi 3ycTpivi/KoHdepeHLii A1 }KYPHaNicTiB Ta He eKcnepTiB
HaykoBui xxypHan ,,AnbmaHax”
3MiHM 40 CUCTEMM OnaaTK npaui

MocuneHHA BHYTPIWHbLOrO ayauTy, WO nianopaaKoByBaBca 6HesnocepeaHbo
npe3naeHTty Odicy 3 peecTpauii

CTBOpPEHHA iHCneKuin 3 dapmaKkoHarnaay Ta KAiHIYHMX AOCAiAKeHb Y pamMKax
Odicy 3 peecTpauii

11



YactuHa lll.
BbayeHHA KOHCYNbTaHTIB Woao pedopmu cuctemm
peecTpauii NiKapcbKUX 3acobis

12



HoBuu peectpauinHmMi opraH

3aBaaHHA

= 3aBAaHHA HOBOIO PEECTPALMHOrO opraHy — EBponencbKa n:

Monblua HimeuuunHa ®dpaHuin BennkobpurtaHisa

KniiuHi Bunpo6ysaHHa URPL BfArM / PEI ANSM MHRA

Peectpauin URPL BfArM / PEI ANSM MHRA

PapmakoHarnag URPL BfArM / PEI ANSM MHRA

NiyeHsysaHHa imnopty 1a | GIF MicLLeBi OpraHu Bnaam ANSM MHRA

BUPO6HMLTBA

NiueHsysaHHA onToBoiTa | GIF MicL,eBi opraHu Bnagm ANSM MHRA/ GPhC

po3apibHoi Toprieni

Mpomouis Ta peknama GIF MicLLeBi OpraHu Bnaam ANSM / CEPS MHRA + camoperynboBaHi
opraHm

KoHTponb akocTi GIF MicLesi opraHu Braam ANSM MHRA

LiHoyTBOpEHHS,
Peimbypcauia,OMT

MoH + HTA agency
(AOTMIT)

MoH + ®oHA 0XOpOoHMU
3popos's + HTA agency
(lawiG)

MoH + CEPS + ®oHg,
OXOPOHW 340pO0B'A

doHA 0XOPOHM 340p0B'A
+ HTA agency (NICE)
13




HoBuu peectpauinHmMi opraH
3aBAaHHA (2)

= 3anpornoHoBaHa moaesb:

KniHiyHi BUNpobyBaHHA Tak

PeecTtpauin Tak

dapmaKoHarnag, Tak

NiyeH3yBaHHA — BUPOO6HULTBO, imnopT ?

NiyeH3yBaHHA — ONTOBA, po34pibHa ?

TopriBnA

PeknamyBaHHA

[ep)XaBHUIA KOHTPO/Ib AKOCTI

LiHoyTBOpeHHA, Peimbypcauia, OMT MonunBo, ane HeobxiaHi 4OAATKOBI rapaHTii
(ouiHKa meguuHMNX TEXHONOTIN)

=  Moxnusi moaeni:
= PeecTpaUlinHnii opraH + okpema opraHisaLiia 3 BUKOHaHHA pileHsb (,Haykosuit opran”
+ ,Papma noniuia”)
= HayKoBi NMMTaHHA Ta BMKOHAHHA pilleéHb CKOHLEHTPOBAHO B OAHOMY OpraHi, WO €
BiAHOCHO HEe3aNeXKHMM, 3 He3a/IedKHMMU 3aCTYNMHUKAMWU AUPEKTOPIB, OHOAKETHUM
NnNaHyBaHHAM Ta iH. (,,BennKka AreHuis”)



HoBuu peectpauinHmMi opraH
3aBAaHHA (3)

R

,Benuknm opran” um okpemi opraHm?

BignoBiaHi opraHn NOBWHHI cayryBaTtu iHCTpymeHTamu gna MO3 gnAa CTBOpPEHHA Ta
iIMNIeMeHTaL|i AeprKaBHOI NONITUKKU Yy chepi NiKapcbKmMx 3acobiB. 3 L€l TOYKN 30py
pA4 cneuianizoBaHUX iHCTUTYUiIM OyayTb, MMOBIPHO, OinblWl oOnNepaTUBHUMM i
KePOBaHUMMW, HiXK OAUH BEJIMKUIM KOHT/IOMEPaAT.

MeTa/ 6ayeHHs HOBOro opraHy + 6a)kaHa KynbTypa YnpaBAiHHA, sKy byae nerwe
PO3POOUTK | BNIPOBAAUTM B OKPEMUX CTPYKTYypaX, HiXK y «Bennkomy AreHcTBi» (y
3BSI3KY 3 Pi3HMM [J0CBiJOM Ta iCTOPIEIO NEPBUHHUX YCTAHOB).

BULLNIA PU3UK OpraHi3aLiMHOT HECNPOMOXKHOCTI «Benmkmnx opraHiB» (= noTeHUinHUI
PU3KNK ana nybniyHoro 340poB’s)

LliHoyTBOpEeHHsA, peimbypcauia, OMT

3a3BMYan nae oKPemo Big peecTpauii

MPOTE

MOX/NBICTb CTBOPEHHSA «LEHTPY KomneTeHuii» 8 MO3
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HoBuu peectpauinHmMi opraH
[TpoAYKTN B KOMNETEHLLIT HOBOro opraHy

" |HWi NpoAyKTW, AKi nignaaatoTb Mig KOMNETEHLI0 PEeECTPauiMHUX OpraHiB —

EBpPONENCbKa NPaKTUKa

Monbwa
(URPL)

Himeuuuna (BfArM)

dpaHuia (ANSM)

BenukobpuTtaHis
(MHRA)

NikapcbKi 3acobu —
NIOACbKI

NikapcbKi 3acobu —
BeTepUHapHi

TinbKK y BUNagKax, Koam
KOMMaHiA Ma€E K NOACbKi
TaK i BEeTepUHapHi
npenapatu

MeaunuHi Bupobu

KomneTteHuis
po3noaineHa 3
MiCLEBMMU OpraHamum

BiounaHi
NPoOAYKTU

®dyHKUiOHanbHi
Xap4oBi NPoAYyKTH

KocmeTtuka

L

16




HoBuu peectpauinHmMi opraH
[MpoayKTM B KOMNETEHL,iT HOBOro oprany (2)

= PeKomeHgoBaHa mogenb:

NikapcbKi 3acobu — noacbKi Tak

JNikapcbKi 3acobu — BeTepuHapHi Hi

MeauuHi Bupobum PekomeHao0BaHO

biounpgHi npoayKTH MoxnumBo (ae3iHdikyodi 3acobu, XimiyHi

crepunisatopu)

®DYHKLIOHANIbHi XapuyoBi NPOAYKTU TinbKM rpaHUYHI

KocmeTukKa MonunBo (,NikyBasibHa KOCMeETMKA”)

=  Yomy megmnyHi Bupobu?
= KomnnekcHun nigxia Ao KAiHIYHUMX BMNpPobyBaHb, nicnspeecTpauinHa bes3neka,
NOTEeHLiMHO ANA UuiHoyTBOpeHHA /OMT
= [paHun4Hi npoayktn (borderline products)

= HoBuM opraH moxe maTu «3a 3aMOBYEHHAM» KOMMETEHLi0 BUPIilIYyBaTM MUTAHHA
040 CTaTyCy rpaHnYHKX npoayKTis (borderline products)

=  KOHTpO/b 3a CKacyBaHHAM peecTpauii (MOXAMBICTb 3MiHM cTaTycy peecTpauii 3
NiKapcbKoro 3acoby Ha iHWy KaTeropito: meauyHuit BUPIO, PYHKLiIOHaNbHUI

“ Xap4yoBUM NPOAYKT, KOCMETUKA)
17



HoBuu peectpauinHMi opraH
Micue B cuctemi (nignopAaaKyBaHHA)

M / KMY
MomitKu:
‘ - NPU3HAYeHHSA/3BiNbHEHHA
- 3BiTYBaHHA MO3
1 - pekomeHaaLi ‘

[eHepanbHUN
AnpeKktop
3acTynHUK 3aCTynHUK
' upekTopa upekTopa
denaptameHTty

lonosa
nigposainy

E — Ekcneptun [HWW nepcoHan

>
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HoBuu peectpauinHmnm opraH
Micue B cuctemi (npoueaypa)

MomiTtku: IHOusIdyanbHe

. MQO3
- MPOEKT aomiHicmpamueHe
. iweHHA [ll iHcmaHuia
4 - piweHHs P : il 1 appeal
f - KOHCY/1bTaLUIA IHOusidyanbHe feHepanbHUI Tm,:"u g,p 4
aomiHicmpamuegHe [npextop fiompe v
pilueHHs Jopaguumn
Komitet
npuiimae 3acTynHUK mineKu npu 'y
AunpeKkTtopa nompebi
. lonosa
npuumae
JenapTameHTy

[onoBa

MNigposainy b

EkcnepTtn Ekcneptu

lonosa
Migpo3sainy A

nputimae

20myroms
yacmekosi EkcnepTn
38imu




HoBuu peectpauinHmMi opraH
Micue B cuctemi (3)
" [eHepanbHUM [IMpeKTop 0COOBUCTO BiANOBIAAE 32 NPUNHATI pPilLEHHA

HAyKOBMI O0CBIA,
CNPUAHHA CTBOPEHHIO Ta 36epeXKeHH0 HaZiMHOI KOMaHAM eKcnepTiB

20



HoBuu peectpauinHmMi opraH
BHYTPIWHA CTPYKTYpPA

®=  OCHOBHI NPUHUMNN:
= EKcnepTHa OpieHTOBAHICTb

= [eHepanbHUit [unpeKtop Aenerye 3aBAaHHA be3nocepeaHbo nignernomy (nuwe B
oKpemux chepax, PUANYHI NUTAHHA UM ayauT)

= CTpyKTypa OpraHisoBaHa CEKTOpaMMu, B 3aNEXHOCTi Big, TUNy NpoAyKLUii (NikapcbKi
3acobu, meaunyHi Bupobu, Towo)

= QYHKLUIi HAYKOBOro xapaKkTepy 3ocepeaeHi B AAMIHICTPaTUBHOMY CEKTOPI



>
>
>
>
>

HoBuu peectpauinHmnm opraH
BHYTpilIHA cTpyKTYpa (2)

FeHepanbHuUi

OuvpekTtop

} !

3acTynHuK
DOupektopa[megu
YHi BMpo6u]

3acTynHuK

AupekTopa
NiKapcbKi 3acobum

OuiHKa
BOKYMEHTIB
Peectpauina Ta
MepepeecTpauin

KniHiuHi

p@ Peectpauis 3>

KniHiuHi :
=3 BunpobysaH iy
HA

BUNPO6YBaHHA

E

| !

IOpuanyHuii
e Ta AYAT
Biaain
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HoBuu peectpauinHmMi opraH
BHYTpilIHA cTpyKTYpa (3)

= Okpemi cneuianizoBaHi nigpo3ain(n) (B ,,AaMiHicTpaTUBHOMY” CEKTOPI
abo nignopagKosaHi leHepanbHOMY [AMpeKTopy) ANnA:
= MiXHapoAHOro cniBpobiTHMLTBA, BKAOYAKOUN:
=  MOHITOPUHTI 3MiH B papmaLeBTMHHOMY 3aKoHoAaBCTBI EC
= MiXXHapogHni obmiH ekcnepTamm
= ynpaBAiHHA 3HaHHAMMK (knowledge management) — 30BHILLHE, BK/HOYAIOUM:
= iHGOpPMALINHWNI UEeHTP ANA 3aABHUKIB i CTapTanis
=  KOH®epeHL|ii Ta TPeHiHrM ANa 3aaBHUKIB
= cepTudikauia perynaTopHUX MeHeaKepiB
= MAATHI KOHCyAbTaul
= YNPaBAiHHA 3HAHHAMMW — BHYTPILLHE
= [onuioHanbHo] OMT aHani3 TEexXHONOorik 3 NepeBarKHUM BUKOPUCTAHHAM
NiKapCbKKX 3acobiB Ta meanyYHUX BUpobIB
= Jlopaadi opraHu NOBMHHI ByTK 3amilieHi ogHMm [lopagymm KOMITETOM 3
NMUTaHb NiKapCbKMx 3acobis

¢ t onuioHanbHO [lopafunii KOMITET 3 NUTaHb MeAMYHMX BMPOGIB (AKWO BXOAUTL B
KOMNeTeHLito) 73



HoBuu peectpauinHmMi opraH
[1po30opicTb

= HoBwuin Beb-cant
BHyTpiWHI npoueaypm
Pe3stome ekcnepTiB (30BHilUHi, KOHCYAbTAaTUBHI KOMITETU, MOX/IMBO TAKOX
BHYTPILLHI)
CtaTyc 3aaB (goctyn obmexkeHn Ans 3aaBHUKA)
AKTyasibHi iHGOpPMaLiNHI INCTIBKX ANA NALLIEHTIB
3BiTM WOA0 NPOBEeAEHUX A0CAIAKEHD

= HoBi geknapauii npo KOHOANIKT iHTepeciB

L
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HoBuu peectpauinHmMi opraH
Habip / HR

= 3aranbHi NpUHUUNN:
= [lobynoBa CTPYKTYpM 3BEPXY BHU3
= (O60B A30K NigNncaTM HOBY AeKnapauito Npo KOHPAIKT iHTepeciB (anA
BHYTPILLUHIX i 30BHILLHIX eKcnepTiB)
= HoBa nonitnka BMHaropos,
= 30BHilWHi eKcnepTM MNOBWHHI NOCTYyNoBO OyTM 3amMiHEHi BHYTPILWHIMMK
eKcneptamm, ane Ha NOYAaTKOBOMY eTani nponopuii NOBMHHI B UiJOMY
3a/IMWATUCA TAaKUMUN, AKUMU BOHU €
= BHyTpiWwHi ekcnepTtn
= B ocHoBHOMY Ti, AKi Ha AaHWI Yac npautotoTb vy AEL,
= Jlnwe obmerkeHn poaatkoBuit Habip (Npu HeobXiaHOCTI i MOXKANBOCTI)

= 3O0BHILUHI eKcrepTH

= B ocHOBHOMY Ti, AKi Ha AaHuK vac npautototb y AEL, cnucok nignsrae
nepernagy HoBUM lfleHepanbHUM [npeKkTopom

‘! = Jlnwe obmerkeHun aoaaTkoBMin Habip (Npu HeobxiaHOCTI i MOXKANBOCTI)
25



HoBumn peectpauinHM opraH

dopmyBaHHA NPOEKTHOI
KoMaHAau ana pobotu
Hag, nepexigHnm
nepiogom

MPUAHATTA HeobXigHMX
3aKOHOAABYMUX AKTIB Ta
HOBOTO CTaTyTy

dopmanbHe
NPM3HAYEHHA
[eHepanbHOro
[dunpekTopa Ta noro
3aCTYMHUKIB

Kagposi 3axoau 3
ANpPEKTOpamu
AenapTamMeHTiB Ta
IHLWNMHK
CniBpobBITHMKaMM

AOMIHICTPATMBHI
3axoau, npwm
HeobxigHocTi (HoBI
NPUMILLEHHA?)

MigrotToBKa HOBMX
BHYTPILWHIX npoueayp 3a
Yy4acTHo Ta iHILiaTUBOLO
OKpemmx cniBpobiTHUKIB

Hoswui1 Beb-canT.
IHpopmaviMHa KamnaHis

OdiuinHmMn noyatok
DIANBHOCTI
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