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MixHapoaHa koHdpepeHuia «UA-EU: ctpareriuHe naptHepcTBO
y bapmaueBTUHHOMY ceKTopi» Biabéynacsa y Jintei

9 rpyaHs y BinbHioci (Jlurea) Bin6ynaca MixxnapogHa kondepeHuis «<UA-EU: crpareriuHe napTHepcTBO y
¢dapmaueBTUYUHOMY ceKTOpi», opraHizoBaHa MiHicTepcTBom oxopoHu 3g0poB’a Ykpdinm y cnienpaui 3 MiHictrepcteom
€KOHOMIKM, AOBKINNg Ta cinbcbkoro rocnopgapcrea (aani — MinHekoHomiku) YkpaiHu Ta MiHictrepcTBom oxopoHu 340poB’s

JInTBN, a TAKOXX iHLUMMMU EBPONENCbKUMM iIHCTUTYLLIAMM.

MacLTaBH1M 3aXia BIABYBCS 3A MATPUMKN YKPATHCBKOTrO papMa-
LIEBTUYHOTO Bi3HECY TA MiXKHOPOAHMX OPrAHI3ALN | CTOB MAMAQHYN-
KOM AAST BIAKPUTOTO Alaaory Mixk YKpaiHO Ta €BponencbkiiM Coto30M
(EC) WoAO0 MOAQABLLIOrO PO3BUTKY GAPMALLEBTUYHOI raAy3i TA i
MOCTYMNOBOI iHTErpaALji B €EAMHNIA EBPOMNENCHKMIN PUHOK.

YKpAiHQA y)ke BNEBHEHO PYXAETHCS B LIbOMY HAMPSIMI: 30KpEMAQ,
PO3MoYATO PEAAI3aLto TwinNINg-NPOEKTY, CAPSIMOBAHOIO HA CTBO-
PEHHS CY4YACHOrO, MPO30POro TA HE3AAEXHOTO PEryASITOPHOro
OpraHy y cepi Aikapcbikmx 3acobis. OAHOYACHO TPVBAE POBOTA HAA,
PO3BUTKOM BUPOBHMYOT CRiBMPALLi MibK YKPOATHCBKVMM TO €BPONENCHKN-
MU KOMMOHISIMU 3 METOIO MOAOACHHST AEDILIUTY KOUTUYHO BAXKAMBMX
npenaparie y €sponi.

Y ubOMY KOHTEKCTI YKPAiHA MOE PO3BUHEHY BUPOOHNYY 6a3y,
edEeKTMBHY AOTICTUYHY IHOPACTPYKTYPY, BUCOKOKBAAIDIKOBAHI KOAPK
TA CYHACHI $APMALLEBTUYHI KOMMAHIT, LLLO BXXE CbOrOAHI 6EepYTh yHOCTh
y 3a6e3nedeHHi AIKAPCbKMMK 3aCOBAMM SIK HO HOLLIOHOABHOMY, TAK i
HO MDKHOPOAHOMY PIBHSIX. 3ABASIKM LIMM MepeBaram YKpaiHO NOCAI-
AOBHO 3MILIHIOE CBOIO POAb SIK HOAIMHOTO YYACHMKA EBPONENCHKOro
HAPMALEBTUYHOTO MPOCTOPY.

Y MbDKHOPOAHIN KOHOEPEHLLT B3SIAM y4ACTb MPEACTOBHMUKI OPraHIB
BAOAM YKpaiHu Ta €C, 30KkpeMa [eHEPAABHOTO ANPEKTOPATY
€BPONENCHKOT KOMICIi 3 OXOPOHM 3A0PO0B 1 TA BEe3NeKn XAPYOBMX
npoaykTis (Directorate-General for Health and Food Safety — DG
SANTE), YNpaBAiHHG €BPONENChKOi KOMICIi 3 MUTAHb FOTOBHOCTI TQ
pPearyBAHHS HO HOA3BUYAMHI cUTyaLii y cdepi OXOpPOHU 3A0PO0B S
(Health Emergency Preparedness and Response — HERA)
€BPONENCHKOro AreHTCTBA 3 AIKAPCbKMX 3acob6is (European
Medicines Agency — EMA), peryAatopHnx opraxis YKpaiHu, Anteu,
AaHii, NMoabLuj, LLseLji Ta Xopsarii, NpoBiAHMX YKPOTHCKMX BUPOOHMKIB
ANKAPCbKMX 30C06iB, NPOPIAbHMX QCOLLALLM, OCBITHIX 3AKAQAIB, MidK-
HOPOAHMX OPraHI3ALLI T AOHOPIB.

Mpotarom A06m y dopMATi TEMATUYHMUX NaHEAEN GOKyC yBAru 6yB
30CEePEeAKEHNN HO KAKOHOBMX ACMNEKTAX B3AEMOAIT YkpaiHn 1a €C,
PO3BUTKY GAPMALIEBTUYHOI IHAYCTPI, O TAKOXX GOPMYBAHHI CMIABHOI
6e3neKoBOoi TA IHHOBALIMHOI MOAITUKW.

Hianor UA — EU:
noniTuyHuin BUMip (yactuHa 1)

MepLwa naHeAb ByAd NPUCBSIYEHO OBroOBOPEHHIO PO3LLMPEHHS
EC 9K BOMKANBOTO YNHHMKA peaAisauii PapMaLIeBTMYHOrO NakeTa,
€BPONenChbKoro 3aKoHy NPo BIOTEXHOAOTI Ta 3AKOHY MPO KPUTUYHO
BAXKAMBI Aiku (Pharma Package, European Biotech Act ta Critical
Medicines Act). YHOCHMKN HArOAOLLYBOAK, LLO GAPMALLEBTUYHA iHTE-
rpadis YKpaiHU € HE AULLE EKOHOMIYHM, A 11 F€OMNOAITUYHUM GAKTO-
POM 3MILHEHHST EBPOMNENCHKOT 6e3neKku.

DapmaueBTuYHa iHAYCcTpis YKpaiHu
sk 6e3nekoBui paxktop €EC

BiabyAaacs cepist npeseHTauin yKpAiHCbKMX GApPMALEBTUYHMX
BUPOOBHWKIB, SIKi MPOAEMOHCTPYBAAM CBOK KAKOUYOBY POAb Y CTABIAL-
HOCTI M CTIMKOCTI TOCTAYAHHS AIKQPCbKMX 30C0O6iIB. Y LIEHTPI yBarn 6yaa
TAKOXK POAb YKpdiHK B peanizauii Critical Medicines Act, i cnpomok-
HICTb AO BUPOBHULITBA AKTUBHUX GAPMALLEBTUYHNX iHrpeaieHTiB (ADD)
T GOPMYBOAHHS CTPATETYHUX NAPTHEPCTB, MOKANKAHUX MOAOACTA
Aediunt npenaparis y kKpdiHax €C. OKpeMO BUCBITAKOBABCS MOTEHLj-
aA YKPQiHW LLOAO iHTerpauii y €Bponenchbki AQHLIKOM MOCTAYOHHS TA
MOTEHLOA IHHOBALMHMX MPOAYKTIB.

Aianor UA - EU:
NoNiTUYHUA BUMIp (YacTuHa 2)

Y NPOAOBXEHHI MOAITUYHOTO AIQAOTY YYACHMKM 30CEPEANANCS HO
BMAVBI PilLEHb EBPOMNENCHKMX TA YKPAIHCBKMX IHCTUTYLLIM HO rapMO-
HI3ALLIO PErYAKOBAHHSI, PAHHIO PENYAITOPHY IHTErPALLIKO TA FOTOBHICTb
YKpaiHn A0 y4dacTi B cuctemax €C y dapMaUEBTUYHOMY CEKTOPI.
AeTaAbHO 0BroBOpPUAK peanizaLtito Twinning-npoekty €C, sknin A0MO-
MOXKe YKPQIiHI CTBOPUTN HOBUIN EANHNN PETYASITOPHNN OPraH y dap-
MAOLEBTUYHIN chepi, Wo npautoBatnme 3a ctaHpaaptamm €C.
CTBOPEHHS1 OPraHy AEPXABHOTO KOHTPOAKD AULLIAETHCSI OAHUM i3
npiopuTETIB YKPAIHCBKOro YPSIAY B MEXOX BUKOHOHHSI EBPROIHTErPa-
LiHUX 3060B’ 130Hb.

BisHec-aHaniTMKAa Ta iHBecTULii

Okpema NnaHeAb ByAQ MPUCBSIMEHA NEPCNEKTUMBAM CTPATENYHMUX
NapTHEPCTB MixX YKpaiHow Ta €C. EKCnepTy pO3NOoBIAM NPO KAKOYOBI
TeHaeHLUi pyHKy €C Ta YKpAiHW, OBroBORUAN MOYKAMBOCTI 3MILIHEHHS
NAPTHEPCTB MiDK KOMMAAHISIMU. OCOBAMBUIN AKLLEHT 3P0BAEHO HA PO3-
BUTKY IHAYCTRIAABHMX NAPKIB SIK MAMAOHYMKIB AAST AOKQAI3ALLT BUPOO-
HULITBA M BMPOBAAYKEHHS CYHOCHUX TEXHOAOTIN. MiIHEKOHOMIKI YK ATHM
MPEACTABUAO KOHKPETHI YCMILLHI KEMCK 3AAYYEHHS! iIHBECTULIN TA
3AMNYCKY BUCOKOTEXHOAOTIYHNX BUPOOHWNLTB Y MEXAX TAKMX MAPKIB,
MIATBEPAXKYHOUM X €DEKTUBHICTb. TAKOX OBrOBOPIOBABCS iIHBECTULLIN-
HUM KAIMAT YKPAiHW, SIKUM BIAKPUBAE HOBI MOXXAMBOCTI AASI PO3LLNPEH-
HS1 EKOHOMIYHOI CMiBMPAL.

Ocsita Ta iHHoOBAOLWT
30BEPLLUAABHY MAHEAL BYAO MPUCBSIHEHO OBTOBOPEHHIO CYHACHMX

MIAXOAIB AO PO3BUTKY KOAPOBOIO MOTEHLIAAY TO CTUMYAKOBAHHS Bio-
TEXHOAOTIYHKMX IHHOBALLIN. YYOACHUKN 30CEPEANAMUCS HO CYHYACHMX
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MAXOAOX AO OCBITU, WO BM3HAYAOTb MAMOYTHE GAPMALEBTUYHOI
raAy3i Ta i iIHTerpaujto B €BPOMNENCHKMIN HOYKOBUIN MPOCTIP.

Y paMKax 30x0AY BIABYAOCS MIAMMCAHHS MeMopaHAYMY MpPO
B3OEMOPO3YMiHHSI MiXK AEPXABHOK CAYXKO0H0 YKPAIHN 3 AIKAPChKMX
30C06iB TA KOHTPOAK 30 HAPKOTUKAMU (AEPXKAIKCAYXOQ) Ta
AEP>KOBHUM QreHTCTBOM 3 KOHTPOAIO 3a AIKOPCbKMMM 3aCOBaMm
npu MiHICTepCTBi OXOPOHK 3A0PO0B 1 AUTOBCHKOT PecnyBAiku, Wo

OdiuiiHi cTOpiHKKM, HOBUHM, KOMEHTapi

CTOAO NIATBEPAYKEHHSIM 3ALLIKOBAEHOCTI CTOPIH Y MOAQAbBLLOMY PO3-
BMUTKY CRiBNPALj 3 MDKHAPOAHVMW NAPTHEPAMMU, AAXKE HANKPALL
MPAKTUKK TA CTIBAPALLSI MiXK PETYASITOPHUMM OPTAHOMM € OCHOBOIO
AN NIATPUMKN PO3BUTKY PETYASITOPHOT CnMcTeMm YKPAiHM BIAMTOBIAHO
AO CcTaHaQpTiB €C.
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O60B’93K0Bi HONpASMU 6e3nepepBHOro npodgeciiHoro
PO3BUTKY NPALiBHUKIB OXOPOHM 340pPOB’a

Y MinicrepcrBi oxopoHu 3gopos’s (MO3) YkpaiHu Harapanu npo 060B’a3koBi HaNpsmu 6e3nepepeHoro npodeciiiHoro

po3surky (BIMP).

13 METOIO MIABULLLEHHST KBAAIPIKALLT TO 3A00YTTS1 HOBMX 3HAHD i
HOBMYOK MPALLIBHUKM OXOPOHM 3A0POB S MOCTINHO 6epyTb YH4OCTb
Y MPOPECINHNX MOAISIX — MONCTEP-KAQCAX, KOHOEPEHLLSX, MPOXO-
ASTb BiANOBIAHI HOBYAABHI Kypcu. BoaHoyac MO3 YkpaiHm BU3HA-
YNMAO 6 OBOB’ I3KOBUX HAMPSIMIB, 3Q IKMMK KOXEH NPALiBHUK Chepun
OXOPOHU 3A0PO0B’S1, Y TOMY YNCAI GAPMALLEBTUYHUN, MOE NPOUTU
HOBYAHHSI.

Tak, He piaLLe HixK 1 pa3 3a arecTauinHUM nepioa, TO6To 3a 5 pokis,
MPALBHUKM CHEPU OXOPOHM 3A000B 1 3060B’ 130HI MPOXOAUTM 3AXO0-
AW BMP 30 TaKMMM HaNPSIMOMM:

e €TNYHI MUTAHHS (BioeTnKa, eMnaTisl, KOHPIAEHUINHICTb, BMAKB
BIIHW TOLLO);

* KOHCYABTYBOHHSI T MPO®ECINHI KOMYHIKATUBHI HOBUYKK (Be3-
6ap’epHE CMiAKYBAHHST);
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* NOPSIAOK MPOBEAEHHS TA AOKYMEHTYBOHHSI PE3YALTATIB MEeAWNY-
HOTO OBCTEXEHHS MOCTPAXKAAAMX BiA HOCUALCTBA;

o LIMPPOBA KOMMETEHTHICTb;

* HEBIAKAOAHQ (EKCTPEHA) MEAMYHA AOMOMOTQ;

o iIHOEKUNHNM KOHTPOAb.

Y MO3 YKpaiHM YTOUHMAW, LLO KIABKICTE ©aAiB BIP 3a 1 BA 3AX0AY
HEDOPMAABHOI (OKPIM LIMKAIB CrieLjaAizaji) abo iIHPOPMAABHOI OCBITH
HE MOXE CTAHOBUTU BiAbLLE, HK MOAOBUHA MIHIMOABHOI KIABKOCTI 6AAIB
BIMP 3a pik. Mpu LbOMY MPALLBHVK MOXKYTb AEKAQQYBATV HEOOMEXXEHY
KiAbKICTb 6aAiB BIP y mopTdOAIo, aae Mia 4OC aTecTaLlii BPOXOBYETHCS
AVILLIE HOSIBHICTb MIHIMOABHOI KIABKOCTI 6aAiB: 50 6AAIB — AT Mpodecio-
HOAIB y cdepi OXOpOoHM 300P0B s, 30 — Ans GOXIBLB Yy Lin cdepi.
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