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9 minutes with... Maryna Slobodnichenko, Deputy
Minister of Health of Ukraine for European Integration

Maryna Slobodnichenko / MapuHa Cno6oaHi4yeHkKo,
Deputy Minister of Health of Ukraine for European Integration /
3acTynHuK MiHicTpa 0XopoHM 340POB'S1 3 MUTaHb EBPOMNENCLKOI iHTerpaLii

Almost six months ago you started
your work as Deputy Minister

of Health of Ukraine for European
Integration. A lot has already
been done during in such a short
time, but there is still a lot

to be done. Please tell our
readers more about the roadmap
for adapting Ukraine's current
healthcare legislation

to the requirements of EU
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directives and regulations. What
is the current stage of its
development and
implementation?

On 30 June, we completed a serious
stage of work — a self-analysis

of the level of compliance

of national healthcare legislation
with European acts. Initially, we
identified about 600 acts that the

https://www.linkedin.com/in/maryna-
slobodnichenko-a361aa221/

Ministry of Health had to analyze,
but in the course of the review,

the number of acts increased

to more than 1500.

In general, the results of the self-
screening were pleasing. We have
seen a positive trend: 319 EU acts
require mandatory implementation,
of which 43 directives and
regulations have already been fully
implemented into national
legislation as part of the
implementation of the Association
Agreement, and another 60 are
currently in progress. This means
that more than 30% of EU law is
already part of Ukrainian healthcare
regulation.

We have divided the entire array

of EU acts into four groups in order to
systematize them: public health,
pharmaceutical regulation, medical
services, and education. The largest
number of directives and regulations
that have not been implemented

in Ukrainian legislation at all belong
to the public health system. It is worth

s (i) (F) (@)

44




Tpancthopmania hapmpunky YKpaiiu — HOBi MO)KIMBOCTI Ta noTeHyian

«(apmauesTnyHa ranysb», Ne 4 (97), sepecenb 2023

9 XBUIHH 3... MapuHoio Cno6opHiveHKo,
34CTYNHULECHO Mil!iBTllq_ OXO[DOHH ?ﬂﬂllﬂB'ﬂ
3 NUTaHb eBpoNenchKol iHTerpayil

MuHyno BxXe makxe niBpoKy

Bi noyaTKy Bawoi po6oT1 Ha no-
cagi 3actynumui MiHictpa oXopoHH
3/10poB’s1 YKpaiuu 3 nuTtaHb €BPO-
iHTerpadii. baraTo Bxe 3p06J1IeHO
3a TaKui KOPOTKUI CTPOK, asie no-
nepepgy we 6araro crpaB. Po3Ka-
JKITb HaLLMM YUTa4YaMm geTasibHile
npo AOPOXKHIO KapTy agantayii
YUHHOro HOPMaTHBHOI0 3aKOHO-
AaBCcTBa YKpaiHu y rany3si oOXopoHH
3/10pOB’s1 30 BUMOI AUPEKTUB Ta
pernameHTiB €C. Ha skomy etani ii
PO3po6Ka Ta imnaemeHTauis?

30 YepBHS MU 3aBEPLUNIIK OyXKe cep-
MO3HUK eTan poboTH — caMoaHani3
piBHS BiANOBIAHOCTI HaLiOHANBbHOIO
3aKOHOAABCTBa Y ray3i OXOpoHu
3[0pPOB’S EBPOMNENCHKUM aKTaM.
Cnoyatky 6y/10 BU3Ha4€HO 6U3bKO
600 akTiB, 9ki MO3 mMano npoaHani-
3yBaTw, aje BXe B Npoueci nepesip-
KK ix cTano noxHag 1500.

3aranom peaynbrati cend-CKPUHIHMY
nopaaysanu. Mu no6a4mnmn no3nTUB-
Hy TeHAEHL,il0: 060B’A3KOBOI iMnne-
MeHTaL,ii noTpebytoTb 319 akTiB €C,
3 HUX — 43 AMPEKTUBU Ta pernameH-
TH BXe MOBHICTIO iMN1eMEHTOBaAHO B
HaLioHanbHe 3aKOHOAABCTBO B pam-
Kax BUKOHaAHHS yroam npo acotlia-
uito, we 60 — Hapasi B po6oTi. To6TO
noHaa 30% npaBa EC BXKe € YacTu-
HOIO YKpaiHCbKOro peryntoBaHHs ra-
JIy3i OXOPOHKW 340POB’S.

LLlo6 cuctemaTtnsdyBatu yBecb MacuB
aKTiB EC, MM po3noginmnm ix Ha 4o-
TUPU TPYNKU — rPOMafCbKe 340p0B’s,
dapmperyntoBaHHs, MeAn4Hi nocny-
rM Ta ocBiTa. Hanbinblua KinbKicTb
[OVPEKTUB Ta perfiaMeHTiB, WO B3ara-
Ni He BNpOBayKeHi B yKpaiHCbKe 3a-
KOHOAABCTBO, HaNEXMUTb 40 CUCTEMMU
rpomMaacbKoro 3a0poB’s. Tyt BapTo
3ayBaXKWUTW, LLLO NONPMU Te, Lo rpo-
MaACbKe 3[10POB’s € AyXKe WMPOKUM

MOHATTAM, IKe OXONJtoe 6e3Niy Ha-
npamie, nepea HaMu CTOITb CEPNO3-
Ha, ane He He3jiMcHeHHa 3ajava.
[ns npuknagy, 6nn3bko 150 aKTiB
€C cToCcytoTbCa BMKIIIOYHO Giouuais.
To6T0 Anga iMnnemMeHTauji ycix umx
CTaHAaApPTIB Ta BUMOT 4OCUTb OHOIO
HaKaasy.

Cdepa «eBpo dapmperyntoBaHHs»
OXOMJII0E 0COBAMBOCTI peecTpauii ni-
KiB Ta BU3SHaHHA cepTudikaTiB Ha-
JIEHOI BUPOBHMYOT NPAKTUKM
(GMP), wo € Halio MeToto ans oT-
puUMaHHs «papm 6e3Bi3y», a TaKOX
AMPEKTUBU Ta pernamMeHTH, ki pery-
JIIOI0Tb TaKi NUTaHHA ranyai, 9K npo-
BeAEHHS KNiHIYHMX BMNPO6GYBaHb,
dapmaKoHarnsag, ouiHka MeanyHux
TexHosnorin, HanexHa nabopaTtopHa
npaktuka (GLP), meanyHi Bupobm,
KOCMEeTUYHa npoayKuisa towo. [1o6-
pa HoBMHa — 6113bKo 50% aKTiB
npasa €C, Wo perynoTb Aiffb-
HicTb dapMaLIEBTUYHOI ranysi, Bxe
4YacTKOBO iMMnieMeHToBaHo. [ns
TOro, abu ypaxyBaTu BCi MOMXJ/IMBI
PU3MKK WBUAKOrO NpoLecy npmee-
JIEHHS YKPAiHCbKOro 3aKoHOAaB-
CTBa Yy BiANOBIAHICTb 10 EBPONEN-
CbKOTr0, M1 pO3roYasnu cepito KOH-
cynbTauin 3 npeactaBHMKamMu 6i3He-
CY, MiXXHapOAHMMM NapTHeEpPaMu Ta
eKcrnepTamMu y ranysi OXopoHu 340-
poB’s. Bxke npoBenu Tpu 3ycTpidi 3
npeactaBHUKaMu dpapmaueBTUHHOT
ranysi, ie 06roBopuin noganblli
KPOKM LLLOJI0 iMNSIEMEHTALii AMpeK-
TUB Ta pernameHTiB €C, 30KkpemMa
THUX, LLLO CTOCYOTbCA BepudiKauii ni-
KapCbKKx 3aco6iB, MEAUYHMX BUPO-
6iB Ta KNiHiYHMX BUNPOBYBaHb. O4i-
KYEMO Ha pe3ynbTaTMBHY cniBnpa-
Lo, WO6 AOPOXKHA KapTa EBPOiHTE-
rpauinHmnx 3miH Ta pedopm He byna
[N BCiX Y4MOCb HEOYiKyBaHUM, a
[iMCHO BignoBsigana crpoMoMXHOoC-
TAM ranysi. MepLi KOHTYpW LOPOXK-
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HbOI KapTu 6ynun HagaHi Ypsay B 3Bi-
Ti 3a pe3ynbrataMu cend-CKPUHIHTY
30 cepnHsa NOTOYHOro poKy. Ha oc-
HOBI TaKKWX 3BITiB, OTPMMaHUX Bif
YCix MiHicTepCTB, Ypaa Hanpautoe
fetanbHy HauioHanbHy nporpamy
imnnemeHTaLii 3aKkoHoaaBcTBa €C.

SKi iniyiaTMBN eBpone’cbKMUX pery-
JIATOPIB CIPUATUMYTb NPULLBHL-
WEeHHIO eBpoiHTerpayii papmades-
TUYHOro CEKTOopy?

Tpu poku naHaemii COVID-19 ayxe
SICKPaBO BUCBITMNM BPa3UBICTb
€BPOMNENCbKOI CUCTEMU OXOPOHM 3/10-
poB’a — ii 3anexHicTb Big iMnNopTy 3
Kutato Ta IHaii 6a30BuMx npenapaTis
M iHrpegdieHTiB AN BUrOTOBEHHS Ni-
KiB. Konu ui KpaiHu 3anpoBagnnu
E€KCMNOPTHI 06MEXKEHHS, W06 3a6e3-
NeYymTn BHYTPILWHI PUHKK, B EBpONI
BMHUK AediuunT NikapCbKMX 3acobiB.
€C ainwoB BiANoOBiAHMX BUCHOBKIB,
LLLO CBOEIO Yeproto CrnoHyKano €spo-
KOMicilo Ao nepernsay yciei cBoei
GapmMnoniTMKM — LbOropiy y KBIiTHI
BOHa 0OroJsiocuaa nNpo no4yaTok 6e3-
npeueneHTHoi pedopmu. Mepuioyep-
roeo pedopma crnpsimoBaHa Ha nig-
BULLEHHSA AOCTYNY 40 NiKapCbKMX 3a-
CO6iB, NiATPUMKY iHHOBALLiN, KOHKY-
PEHTOCMPOMOXHOCTI Ta PO3BUTOK
dapMaLeBTUYHOI NPOMKUCNOBOCTI. B
€C TaKoX 3aroBOpPUIN NPO ansTep-
HaTUBHI AyKepena nocTavyaHHs NiKiB i
CUpPOBMHW. B uboMy nnaHi Hawwa aep-
YKaBa € He finLle TepuTopianbHO Npu-
Bab/MBOIO, afie 1 Ma€ AOCUTb MOTYHK-
He dapMBUPOBHMUTBO. [TepcneKkTmBa-
HUMU B YKpaiHi € 5K MiHIMyM Tpu Ha-
NPSMK: EKCNOPT FEHEPUYHUX Npena-
paTiB yKpaiHCbKOro BMPO6HMLTBA,
PO3BMTOK KJiHIYHUX AOCIMKEHDb Ta
dopmyBaHH$ cTpaTeriyHoro xaba a1
iHBECTUUIN y ByaiBHMUTBO papma-
LIeBTUYHUX 3aBOIB.
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noting here that even though public
health is a very broad concept that
covers many areas, we face a serious
but not impossible task. For example,
about 150 EU acts deal exclusively
with biocides. This means that a
single order is enough to implement
all these standards and
requirements.

The scope of "Europharmaceutical
regulation” covers the specifics

of registration of medicines

and recoghnition of Good
Manufacturing Practice (GMP)
certificates, which is our goal

for obtaining a "pharma visa",

as well as directives and regulations
governing such industry issues

as clinical trials, pharmacovigilance,
medical technology assessment,
Good Laboratory Practice (GLP),
medical devices, cosmetic

products, etc. The good news

is that about 50% of the EU legislation
regulating the pharmaceutical
industry has already been partially
implemented. In order to take into
account all possible risks of the rapid
process of bringing Ukrainian
legislation in line with the European
one, we have launched a series

of consultations with business
representatives, international
partners, and healthcare experts.

We have already held three meetings
with representatives

of the pharmaceutical industry

to discuss further steps to implement
EU directives and regulations, in
particular those related to the
verification of medicines, medical
devices, and clinical trials. We look
forward to effective cooperation

to ensure that the roadmap

for European integration changes and
reforms is not a surprise for everyone
but truly meets the industry's
capabilities. The first outlines

of the roadmap were provided

to the Government in a report

on the results of the self-screening
on 30 August this year. Based

on such reports received from all
ministries, the Government will
develop a detailed National
Programme for the Implementation of
EU Legislation.
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What initiatives by European
regulators will help accelerate
the European integration

of the pharmaceutical sector?

The three years of the COVID-19
pandemic have highlighted the
vulnerability of the European
healthcare system — its dependence
on imports of basic medicines and
ingredients for the manufacture

of medicines from China and India.
When these countries imposed export
restrictions to supply their domestic
markets, Europe faced a shortage

of medicines.

The EU reached the relevant
conclusions, which in turn prompted
the European Commission to review
its entire pharmaceutical policy — this
year in April it announced the launch
of an unprecedented reform. The
reform is primarily aimed at
increasing access to medicines and
supporting innovation,
competitiveness, and development of
the pharmaceutical industry. The EU
is also talking about alternative
sources of supply of medicines and
raw materials. In this regard, our
country is not only geographically
attractive but also has a fairly strong
pharmaceutical industry. At least
three areas are promising in Ukraine:
export of generic medicines produced
in Ukraine, development of clinical
trials, and formation of a strategic
hub for investment in the
construction of pharmaceutical
plants.

The EU's interest will contribute to the
European integration of the Ukrainian
pharmaceutical sector, as this fact
will encourage the European
Commission to pay attention to the
quality system of Ukrainian producers
and regulatory authorities. The role of
a pharmaceutical exporter to the EU
and investments in the development
of medicines production will
strengthen our economy, so this issue
will also be a priority for the Ukrainian
government.

What promising areas
of cooperation do you see and will
you pay attention to?

| would like to note that the Ukrainian
pharmaceutical sector is quite
powerful because it is thanks to the
domestic production of medicines
that we did not face a shortage of
medicines either during the pandemic
or at the beginning of the full-scale
invasion.

The national pharmaceutical
industry is focused on the
production of generic drugs.
Ukrainian generics are correspond
to high quality standards affordable
and therefore can be competitive on
the European market. However, we
currently face a very serious
obstacle — the non-recognition of
Ukrainian GMP certificates in the
EU. As a result, our pharmaceutical
companies need to undergo a
double GMP audit — first in Ukraine,
and then at the level of EU member
states. The sale of Ukrainian
medicines in European countries
and is significantly complicated and
is resulted in a significant increase
in the price of medicines, which
makes Ukrainian pharmaceutical
products uncompetitive in the EU
market.

But despite this obstacle, Europe is
interested in having access to
Ukrainian generic drugs. That is why
one of our top priorities for the
pharmaceutical industry is to expand
the ACAA agreement to cover
pharmaceutical products and mutual
recognition of GMP certificates. As an
alternative, faster option, a separate
conclusion of the Conformity
Assessment Recognition Agreement
(MRA) may be possible — Israel, for
example, has such experience of
cooperation with the EU.

Coming back to the EU's
pharmaceutical reform, another
promising area for establishing
cooperation is attracting investment
in the construction of plantsin
Ukraine, as well as joint contract
manufacturing.

We are open to attracting investment
in global projects and helping our
pharmaceutical market expand into
larger export markets. These are
additional opportunities for the post-
war economic recovery of our country.
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’ } 3auikaBneHictb EC cnpusiTme €Bpo-

iHTerpauii ykpaiHCbKoro ¢apMceKTo-
Py, OCKIiNbKM LieN GaKT CNOHyKatume
€BPOKOMICIO MPUAINUTK CBOLO yBary
CUCTEMI IKOCTi YKpaiHCbKNX BUPOO-
HUKIB Ta pPerynsatopHux opraHis. Ponb
dapmeKkcnoptepa EC Ta iHBeCTULLii ¥
PO3BUTOK BMPOOHMLITBA NIKAPCbKMX
3aco6iB nigcuntoBaTMMyTb Hally eKo-
HOMIKy, TOMY 1 Ansl yKpaiHCbKOro
Ypaay ue NutaHHsa Takox 6yae

B NpiopuTETI.

SIKi nepcneKTUBHI CeKTopH
cniBnpadi Bu B6a4aere Ta npugins-
TUMeTe im yBary?

3a3Hauy, Lo YKpaiHCbKMI papMCceK-
TOP € AOCTaTHLO MOTYXXHMM, 60 came
3aBAsKU BITYUSHAHOMY BUPOOHULTBY
NiKIB MU He 3ITKHY/IMCA 3 HecTa4eto
MeAMKaMEHTIB aHi Nig Yac naHaemii,
aHi Ha nNoYyaTKy NoBHOMacLWTabHOro
BTOPrHEHHS.

HauioHanbHe BUPOBHMUTBO NiKiB
chOKyCOBaHe Ha BUMYCKY reHepmy-
HUX NpenapariB. YKpaiHCbKi reHepu-
KW € SKICHUMW Ta AOCTYMHUMMU 3a Li-
HOI0, @ OTXKe, MOXYTb CKJ1aCTu FigHy
KOHKYPEHLLil0 Ha EBPOMNENCbKOMY
PUHKY. HaToMmicTb Hapasi MM MaemMo
JyXe Cepro3Hy nepeLKoay — ue He-
BW3HaAHHA yKpaiHcbKkux GMP-cepTu-
dikaTiB y €C. HYepes ue Hawum dap-
MaLEeBTUYHUM KOMMaHiIM HeobXia-
HO NPOXOAWUTK NOABINHY NEPEBIPKY
GMP - cnoyatKy B YKpaiHi, a no-
TiM — Ha piBHi gep>kaB-yneHis €C.
Lle cyTTEBO yCKNagHoe peanisayiio
YKPaiHCbKMX NiKiB B KpaiHax EBPO-
NK, a TaKOX NPM3BOAMTb A0 iICTOTHO-
ro 340pPOXKYaHHA npenaparTis, LWo
pPo6UTb YKPaiHCbKY dapMaLeBTUYHY
NPOAYKLLI0O HEKOHKYPEHTHOIO Ha
puHKy EC.

Ta nonpw wto nepewKoay €epona 3a-
LliKaBneHa MaTu 4OCTyn A0 YKpaiHCh-
KWX reHep1YH1X npenapartis. M came
TOMY OJIHUM i3 HANBINbLUNX HALLKX
npiopuTeTis pob6oTn Gpapmranysi €
po3wupeHHs yroan ACAA Ha dapma-
LeBTUYHY NPOAYyKLito i B3aEMO-
BU3HaHHA GMP-cepTudikaTiB. AK
anbTepHaTUBHUK, GiNblL LWBUAKUM
BapiaHT, MoXe 6yTW OKpeMme yKna-
[eHHs Yroam npo BU3HAHHSA OLiHKK
BignosiaHocTti (MRA) — Takui goCBIg

cniBpo6iTHMUTBa 3 EC Ma€, HaNpuK-
nag, 13paine.

MNMoBepTatounch oo papmpedopmm
€C, apyrum nepcnekTMBHUM Hanps-
MOM /19 HanaroMKeHHs cnisnpadi €
3ally4eHHs iHBECTULiN B ByaiBHULTBO
3aBOAIB B YKpaiHi, a Takox cninbHe
KOHTPaKTHE BUPOBHMLTBO.

Mu BigKpwTi K 419 3anyd4eHHs iHBec-
TULiN Yy rno6anbHi NPOEKTH, TaK i Ans
CMNPUSIHHSA BUBEAEHHIO HaWoro dap-
MaLEeBTMYHOIO PUHKY Ha BifbLi Npoc-
TOpY eKcnopTy. AlXKe Le A0AaTKOBI
MOMJ/TMBOCTI ANsl NiCNSIBOEHHOIO Bifl-
HOBMEHHS EKOHOMIKM HaLOi KpaiHu.
LLle ogHa nepcneKkTMBHa ranysb —
K/iHiYHI BUNpo6yBaHHS. YKpaiHa Mae
BCi LWAHCKU NepeTBOPUTUCH Ha LIEHTP
NPOBEAEHHS AOCNIAXEHb HOBUX JliKiB
NS MiXKHapoaHMX dapMaUeBTUYHMX
KOMMaHin. Aoxe B Hallin gepx<asi
icHye 6arato npuBabnnBux GaxkTopie
[N51 CMOHCOPIB: PO3BMHEHa Ta po3ra-
NyxeHa iHbpacTpyKTypa KNiHIYHKUX
BMMNpPOOYyBaHb, KBanidbikoBaHW Nep-
COHan, BENMKUI NyN NauieHTIB Ta
BiIHOCHA €KOHOMIYHiCTb NPOBEAEH-
HS JOCNIAKEHb MOPIBHAHO 3 TaKUMKH
NMOKa3HWKaMM B iHLIMX EBPONENCh-
KMX KpaiHax. Mu nparHemo po3suBa-
TH LeN HanpsiM i came TOMy naHye-
MO MOnNynsipM3yBaTh YKpaiHy K Mic-
Le, e MOXHa 6e3neYyHo Ta SKiCHO
NPOBOAUTH KJiHIYHI BUNPOBGYBaHHS
npenaparis.
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Y PO3BUTKY KNiHIYHWX BMNPOBYBaHb
[eprkaBa Mae NoABiIMHMN iHTepec:
no-nepuie, Le iHBecTuuii y dapm-
rany3b Ta YKpPaiHCbKYy eKOHOMIKY,

a no-apyre — po3WKnpeHHs gocTyny
[0 iHHOBALLIMHOIO NiKyBaHHS, AKe

B paMKax AOC/igXKeHb € NOBHICTIO
6e30Mn1aTHMUM Ansl YKPaiHCbKMX
nauieHTiB.

Bu npoBesnn 6araro 3ycTpiyei 3
npegcrtaBHMKamMm 6i3Hecy Ta pery-
JIITOPHUX opraHiB. SIKi BUMoru ta
no6a)<aHHs NOTPi6GHO BpaxyBaTH B
nepuuy yepry? SIKi 3MiHU 4O 3aKOHO-
AaBcTBa HEOOXigHO BHeCTHU?

Moi HalronoBHilli 3aBAaHHSA PO6OTH
B MO3 — BUpIiLIEHHS NMTaHb EBPOIH-
TerpauinHoro HabNMKeHHs CUCTEMU
OXOPOHM 300POB’Sl 10 HOPM Ta CTaH-
naptie €C. LLloHO MK 3aBepLlunam
npoueaypy cend-CKpUHIHIY Ta 3po3y-
Mifnun, SIKi akTV NpaBa We HeobxigHo
iMNNemMeHTyBaTH, NoYaan NPoBOAUTH
perynspHi 3ycTpiyi 3 npeacTaBHUKa-
MU Bi3HECY, MiXXHapPOLHMMM NapTHe-
pamu Ta eKcrnepTamu y ranysi oxopo-
HUW 3[10POB’S.

Pa3om npautoemMo Haf AOPOXHKHbO
KapToto iMnnemMeHTaujii akTiB EC B
HaLuioHanbHe 3aKOHOAABCTBO, aHani-
3yEMO YCi nNepeBaru 1a pU3nKu
NPUWBKALIEHHS LbOro npouecy. Taki
KOHTaKTW € fy)Ke BaXIMBUMMU, W06
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}} Another promising industry is

clinical trials. Ukraine has every
chance of becoming a center for
researching new drugs for
international pharmaceutical
companies. After all, our country
has many attractive factors for
sponsors: a developed and
extensive clinical trials
infrastructure, qualified personnel,
a large pool of patients, and relative
cost-effectiveness of conducting
trials compared to other European
countries. We strive to develop this
area and that is why we plan to
promote Ukraine as a place where
clinical trials can be conducted
safely and efficiently.

The state has a dual interest in the
development of clinical trials: firstly,
it is an investment in the
pharmaceutical industry and the
Ukrainian economy, and secondly, it
enables to expand access to
innovative treatment, which is
completely free of charge for
Ukrainian patients within the
framework of trials.

You have held many meetings with
businesses and regulators. What
requirements and suggestions
should be taken into account in the
first place? What changes to the
legislation should be made?

20 BACK TO CONTENTS

My main tasks at the Ministry of
Health are to address the issues of
European integration of the
healthcare system in line with EU
norms and standards. As soon as we
complete the self-screening
procedure and understand which
legal acts still needed to be
implemented, we will start holding
regular meetings with business
representatives, international
partners, and healthcare experts.
Together we are working on a
roadmap for the implementation of
EU acts into national legislation,
analysing all the benefits and risks of
accelerating this process. Such
contacts are very important for
businesses to have time and
opportunity to prepare for the new
requirements and standards that
apply in the EU, and for the Ministry of
Health to solve all problems and take
into account the nuances that the
industry may face when all the
innovations come into effect.

By the way, thanks to such
meetings, we also feel that we have
a priority, for example, enforce
several provisions of the new law
"On Medicines". | would like to note
that many important provisions
contained in this law were frozen
during the war. We are talking about

the creation of a new regulatory
body and a national system for the
verification of medicines. We need
to work on this now, so it may be
worth reconsidering the timing of
the law's entry into force.

Another important area that we are
actively working on is the new Law on
Medical Devices, and the
implementation of regulations on
medical devices is also under active
development. Work is underway

to bring the regulation of dietary
supplements closer to European
integration.

How do you involve representatives
of regulatory authorities from other
countries?

Currently, we have prioritized our
efforts to establish cooperation not
only with the regulatory authorities
of other countries but also with the
main EU institutions. In September,
we plan to make our first working
visit to Brussels and Amsterdam to
meet with the relevant agencies and
directorates of the European
Commission, in particular the
European Medicines Agency (EMA),
the European Health and Digital
Agency (HADEA), the Directorate-
General for Internal Market,
Industry, Entrepreneurship, Small
and Medium-sized Enterprises (DG
GROW) and the Directorate-General
for Health and Food Safety (DG
SANTE).

Our objectives are to strengthen
interaction and discussions on
Ukraine's participation in the
Instrument for Pre-Accession
Assistance (IPA) program, exchange
of experience and coordination
with EMA committees, recognition
of GMP certificates and
simplification of regulatory
procedures, transition of Ukraine to
the electronic format of submission
of registration dossiers for
medicinal products (eCTD), and
strengthening cooperation in
conducting clinical trials.

We are also planning to discuss
the creation of a single regulatory

authority to control the circulation }}
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} } 6i3Hec MaB 4ac Ta MOXIUBICTb MiA-

roTyBaTUCs 10 HOBMX BUMOT i CTaH-
JapTiB, 3a AKMMM NpaLiooTb B Kpai-
Hax €C, a MO3 — BMpIlLIKTK yCi NpO6-
NEeMU Ta BpaxyBaTH HIOAHCH, 3 SKUMHU
rafny3b MOXe CTUKHYTUCS, KOJU YCi
HOBOBBE[EHHS 3amnpaLoioTh.

[o pedi, 3aBOSIKM TaKMM 3yCTpivam
MW Big4yBaEMO i NPIOPUTETHICTb, Ha-
npuKiag HabpaHHA YAHHOCTI HU3KM
NOJSI0XEHb HOBOIO 3aKOoHY «[1po ni-
KapcbKi 3acobu». BiasHauy, wo 6ara-
TO BaXK/IMBUX MOMEHTIB, SIKi € B LibO-
MY 3aKOHi, 3aMOpPOXKEHi Ha Yac Bin-
HW. MoBa e M Npo CTBOPEHHS HO-
BOrO PErynsiTOpHOro opraxy, 1 npo
HaLioHanbHy cuctemy Bepudikadi
NiKapcbKKUx 3acobis. Hag uyum mu
MaEMO NpaLtoBaTH BXKe 3apas, ToMY,
MOXJ/IMBO, BapTO NEPErNSHYTU TEPMi-
HW BBEOEHHS 3aKOHY B Ailo.

LLle ognH BaxNuBMM HaNpsm, Hag
AKMM MW aKTMBHO MPaLIlOEMO, Lie HO-
BWM 3aKOH «[1p0 MeanyHi BUPOGW»,
TaKOX B aKTUBHIM po3pobLi nepeby-
Ba€ iMMNJIeMEHTaLLifl pernameHTiB
LLOA0 MeAMYHMX BMPOGIB. Beaetbes
po60Ta 3 EBPOIHTErpaLLinHOro Ha-
ONMKEHHS PEryNOBaHHA AIETUYHNX
[06aBOK.

fIK Big6yBa€eTbCA 3a1y4E€HHSA JO
cniBnpauyi npegcTaBHUKIB pery-
JIITOPHUX OPraHiB iHWKNX KpaiH?

Hapasi mu npioputesyBanu Hauli 3y-
CUNNA AN HanaromXeHHs cnisnpadi
He nLie 3 PErynaTopHNUMKU OpraHamu
iHLIMX KpaiH, @ 1 3 OCHOBHUMM iHCTK-
Tyuismm EC. Y BepecHi nnaHyemo
30INCHUTH NepLUMi poboYmMK Bi3UT A0
Bbptoccens Ta AMcTtepaamy, o6 3y-
CTPITUCA 3 NPODINBHUMK areHuiaMun
Ta AMpeKTopataMmun EBPOKOMICIT, 30K-
pemMa 3 EBPONENCbKMM areHTCTBOM
3 Nlikapcbkux 3aco6is (EMA), €Bpo-
NencbKMM BUKOHABYMM areHTCTBOM
3 OXOPOHM 3[10POB’s Ta LMbPOBUX
TexHonorin (HADEA), [eHepanbHUM
AMPEKTOPATOM BHYTPILHLOrO PUHKY,
NPOMWCNOBOCTI, NiANPUEMHMLTBA,
Masioro Ta cepeaHboro 6i3Hecy (DG
GROW) Ta leHepanbHMM AnpeKTopa-
TOM 3 OXOPOHM 300POB’Sl Ta Xap4oBOi
6e3nekun Espokomicii (DG SANTE).
Hawwi 3aBgaHHA — NOCUNIEHHA B3a€E-
MOJii Ta 06roBOpPEHHS NUTaHb y4acTi

YKpaiHu B nporpami IHCTpyMeHTy o-
nomoru nepea sctynom Ao €C (IPA),
06MiH JOCBIgOM Ta HanaromKeHHs
KoopauHalii 3 Komitetammn EMA, Bu-
3HaHHs cepTudikaTie GMP Ta cnipo-
WEHHS PerynsaTopHMX npoueayp, ne-
pexia YKpaiHu Ha eneKkTpoHHUIN dop-
MaT nogadi peecTpaLjiH1X 4OCbE Ha
nikapcbKi 3acobu (eCTD), nocuneHHs
cniBnpalLii B NpOBEeAEHHI KNiHIYHNX
BMMNPOOyBaHb.

OKpemo naaHyeMo 06roBopuTH Nn-
TaHHSA CTBOPEHHS EAMHOMO peryns-
TOPHOrO OpraHy Anst KOHTPOJo 06iry
NiKapcbKux 3acobiB. Lie ayr«e cepinos-
Ha pedopma yKpaiHCbKOro dapm-
CEKTOPY, TOMY TYT MU TaKOX PO3rNs-
JAEMO MOXIMBOCTI NiAKIIOYEHHSA A0
nporpamu «Twinning» Ta BXXe roryeMo
TEXHIYHE 3aBAaHHA Ha TaKUM NMPOEKT
[0 EBpoKoMicii. Came Le#n iHCTpy-
MEHT Jornomarae getajibHO 03Hano-
MUTUCS 3 PEryNATOPHUMMK NpoLeca-
MW OfHi€l 3 KpaiH EC Ta iHTerpysatu
il NpaKTUKKN B HaLLiOHaNbHY CUCTEMY.
He nuwwe iHcTUTYyuii EBponencbKoi
Komicii, a 1 KpaiHm €C ainarbcs cBo-
iM gocBigoM. 3 MiHICTEPCTBOM OXO-
pPOHM 3a0p0B'a PpaHLii MK BXKe Ma-
€MO MignMcaHnM MemMopaHaym npo
cniBnpaLto i Ha NoyaTKy BepecHs
NPOBENU KOHCYNbTaLii 3 MUTaHb ix-
HbOIO EBPOIHTErPaLLiMHOro A4OCBIAY Y
dpapmaLeBTHYHIN ranyasi.

Yu € nepcneKTuBmu «6e3Bi3y»

A1 NPpoAYKUii yKpaiHCbKUX BUPOO6-
HUKIB? SIKi Bu B6aYyaeTe TpyaHOLLi
Ta MeToaHM iX NogoJ/IaHHA?

Konu mu roBopmrmo npo «dpapm
6€e3Bi3», TO NepLIOYEProBO MaEMO
BU3HAUYUTMCA 3 TUM, SKi LUNAXKU ANs
YKpaiHu € MOXIUMBUMMU i SIKi 3 HUX MU
3peLlToto o6epemo.

HacnpaBai ix gBa. Lle abo cnpoLieH-
HSI PErynaTopHMX Npoueayp Wisxom
YKNlafiaHHS yrogm npo B3aEmMo-
BM3HaHHSA OLIHKM BiANOBiAHOCTI Ta
NPUMHATHOCTI dapMaLEeBTUYHUX TO-
BapiB (yroga MRA), a60 po3LnNPEHHS
yrogn ACAA yepe3 3MmiHKW o yroam
npo acoujauito 3 EC, BKIOYEHHS
dpapmaLeBTMYHOI NpoAayKLii y Aoaa-
TOK NPO OLiHKy BignoBigHocTi. Mep-
WMA WNSX € WBUAWNM LWOoA0 TepMi-
HiB Ta NPOCTIIMM 3a npoueaypamu,
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Ta Ha NpaKTuLUi Koro 3amorna 3ainc-
HWUTW IMLWIE OfHa KpaiHa — I3painb.
[0 peui, TakoX 3annaHoBaHi KOH-
cynbTauii 3 MiHICTEPCTBOM EKOHOMI-
Ku I3painto Wwoao goceiay Liei KpaiHu
B YKnagaHHi MRA. flkui 3 BapiaHTiB
MW 3PELUTO 06EPEMO 1 3aKPINMMO
K NOJITUYHE pilleHHs, Tpeba 06ro-
BOpOBaTH 3 EBPOKOMICIEIO.
€BponenLi Tex YeKaloTb Bif YKpaiH-
LiB CMPOLLEHHS PETYNIATOPHUX MEXa-
Hi3MiB. BoHW HanalwToBaHi Ha Te,
o6 YKpaiHa oTpumana aBTopu3oBa-
HMIM gocTyn Ao 6a3un Eudra GMDP,
abu MaTn MOXKIUBICTb MNEPEBIPATH
iHCMeKLuil, LWo 3aiNcHIoBanueca 3a
KOPAOHOM BiHOCHO KOMNaHIN, SKUM
yxKe 6ynu suaaHi GMP-cepTtudikatu.
Mwu Hag UMM TaKoX NpaLemMo Ta
niaHyemo 06roBopioBaTh B pamKax
3anjaHoBaHOro Bi3nUTy 40 EBPOKOMI-
cii. Ta Halla HENOXMTHA NO3ULLIA —
BM3HaHHA GMP-cepTudikauii mae
6yT1 B3aEMHMM. MOXNBO, came
LIeV apryMeHT NiagBULWKUTb NOSNbHICTb
€C y N1UTaHHi po3LWNPEHHS yroam
ACAA Ha dapmaLeBTUYHY NPOAYK-
uito. Ta Bce X po3paxoByBaTu Ha Te,
LLIO Lie BiabyaeTbcs HANBAMKIYNUM Ya-
COM, He BapTo. AxKe cam npouec
po3wmnpeHHs yroan ACAA € nocutb
TpMBaNnNM, OCKiNIbKW 3aNeXuTb Bif
6araTbox npoLeayp, 0cobaneo 3
60Ky EC.

Lo Mo)XyTb 3anponoHyBaTn
YKpaiHCbKi BUPOGHUKHN CBOIM napT-
Hepam 3 €C? SIKi gep)xaBHi iHiyia-
TUBH LIbOMY CMPHUSIIOTb?

Lle nMTaHHA cKopille A0 HalunxX
GapMBHPOOGHHUKIB, aHiXK 40 3aCTyMNHU-
LLi MiHICTpa 3 NMTaHb EBPOIHTErpaLiii.
Anxe came BUPOBHMKM 3HaAIOTb CBOI
NOTY*KHOCTI, CMPOMOXHOCTi Ta NaHn
PO3BUTKY B CEpeHii Ta JOBroCcTpo-
KOBiM nepcrneKkTuBi. Ta 9 BNEeBHEHA,
LLLO BOHM MOXYTb 3aMponoHyBaTh He
NINLE CUPOBMUHY, CMNiSibHE BUPOBOHMULL-
TBO NiKiB abo * Npoaak CBOiX BU-
POBGHMYMX NOTYXKHOCTEN ANS PO3rop-
TaHHS BUPOBHMLTBA NpenapariB
€BPONENCbKMX GapMKOMNaHIn

B YKpaiHi, IK CBOro 4yacy 3pobusno
nianpuemcteo «biodapman.

LLlogo neprkaBHUX iHTEPECIB, TO MU
3alliKaBneHi MaKcMMarnbHO CNpUsTU
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of medicines. This is a very serious
reform of the Ukrainian
pharmaceutical sector, so we are
also considering the possibility of
joining the Twinning program and are
already preparing terms of reference
for such a project for the European
Commission. This tool helps to get
acquainted with the regulatory
processes of one of the EU countries
and integrate its practices into the
national system.

Not only European Commission
institutions but also EU countries
share their experience. We have
already signed a memorandum of
cooperation with the French Ministry
of Health and held consultations on
their European integration
experience in the pharmaceutical
industry in early September.
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Are there any prospects

for visa-free travel for Ukrainian
products? What difficulties do you
see and how can they be
overcome?

When we talk about "pharmaceutical
exports", we must, first of all, decide
which paths are possible for Ukraine
and which of them we will ultimately
choose.

There are two of them. This is either
simplification of regulatory
procedures by agreeing on mutual
recognition of conformity
assessment and acceptance of
pharmaceutical products (MRA
agreement) or expansion of the ACAA
agreement through amendments to
the Association Agreement with the
EU, including pharmaceutical
products in the Annex on conformity
assessment. The first way is faster in
terms of time and simpler in terms of
procedures, but in practice, only one
country — Israel — has been able to
implement it. By the way,
consultations are also planned with
the Ministry of Economy of Israel on
the country's experience in
concluding MRAs. Which of the
options we will ultimately choose
and consolidate as a political
decision needs to be discussed with
the European Commission.
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Europeans also expect Ukrainians to
simplify regulatory mechanisms.
They want Ukraine to get authorized
access to the Eudra GMDP database
to be able to check inspections
carried out abroad on companies
that have already been issued GMP
certificates.

We are also working on this and plan
to discuss it during our planned visit
to the European Commission. But
our unwavering position is that
recognition of GMP certification
should be reciprocal. Perhaps this
argument will increase the EU's
loyalty to the issue of extending the
ACAA agreement to pharmaceutical
products. However, we should not
expect this to happen shortly. After
all, the process of expanding the
ACAA agreement is quite lengthy, as
it depends on many procedures,
especially on the part of the EU.

What can Ukrainian producers
offer their EU partners? What
government initiatives are
contributing to this?

This is a question for our
pharmaceutical manufacturers
rather than for the Deputy Minister
for European Integration. After all, it
is the manufacturers who know their
capacities, capabilities, and
development plans in the medium
and long term. | am sure that they
can offer not only raw materials, co-
production of medicines, or the sale
of their production facilities to launch
the production of European
pharmaceutical companies in
Ukraine, as Biopharma did in the
past.

As for the state's interests, we are
interested in promoting the
development of the pharmaceutical
industry as much as possible, as it
means new jobs, investments, and
good opportunities for the post-war
economic recovery of the country.
The potential of our pharmaceutical
industry is based, among other
things, on the national regulatory
system and its recognition by other
countries. To this end, we are
currently conducting a benchmarking

procedure using the WHO Global
Benchmarking Tool. Our goal is to
raise the national regulatory system
to the third of the fourth levels of
maturity, as well as to show that
Ukraine has not lagged in regulatory
procedures and has a well-
established quality system. By the
way, if we receive the third level of
maturity from the WHO, it will give
the green light to national
manufacturers to produce vaccines
for export.

We are planning to conduct a similar
assessment with the EMA — in early
July, we received a questionnaire
from them and will consider starting
an audit according to EU standards
next year. The results of the audit will
also help us understand how to
better integrate into the EU's single
regulatory pharmaceutical space.
This is important not only in the
context of Ukraine's aspirations to
join the EU but will also open up new
opportunities for businesses to enter
European markets. The same
requirements for products and
services, as well as regulations, will
reduce the time, financial, and
human resources required to export
Ukrainian products to the EU. This is
not an easy process, but our
specialists, experts, and civil
servants demonstrated high
professionalism during a similar
audit conducted by WHO standards
(which is still ongoing) and once
again confirmed the regulator's
readiness to meet new challenges
and implement best European
practices.

In the context of opportunities,
Ukrainian pharmaceutical
manufacturers can also offer their
foreign partners to work together to
develop innovative medicines.
Investing in a progressive country
that is rebuilding and creating better
than it was before is quite promising.
By the way, at the Ukraine Recovery
Conference held in London at the
end of June, it was announced that
risk insurance mechanisms were
being developed to attract
investment in Ukraine. This may
potentially interest foreign investors
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} } PO3BUTKY dapMaL,eBTUYHOI NPOMUC-

JIOBOCTI, afie Le HOBi pobodi micus,
iHBECTULLT, rapHi MOXXMBOCTI NS
NiCIBOEHHOIO BiAHOB/EHHA EKOHO-
MiKK KpaiHu.

MoTteHuian Halwoi dapMaleBTUYHOI
NPOMMUCNOBOCTI IMPYHTYETLCS B TOMY
4yucni Ha CUCTEMI HaLliOHaNbHOro pe-
KpaiHamu. Came 3 L€l METOIO MK
3apas NpoBOAMMO NpoLEeLypy
benchmarking 3a gonomoroto no-
6anbHOr0 iIHCTPYMEHTY NOPIBHANBHO-
ro aHanisy BOO3. Hawa meta — nia-
HATU HaLiOHaNbHY PErynsTopHy cuc-
TEMY Ha TPETIM 3 YHOTUPbLOX PIBHIB
3piNocCTi, a TaKOXK NoKa3aTw, Lo
YKpaiHa He BiacTana y perynatopHux
npoueaypax i y Hac gobpe Hana-
rogeHa cuctema sKocTi. [1o peui,
AKLWO MW OTPUMAEMO TPETIN PiBEHb
3pinocri Biga BOO3, ue aactb «3eneHe
CBIiTNO» HaLiOHaNbHUM BUPOBHWKaM
NS BUMYCKY BaKLMH 415 EKCNOPTY.
AHanoriyHy OLiHKY NJaHyeEMO Mnpo-
BecT 3 EMA — Ha noyaTtKky MnHga Mu
OTpMManu Bifl HUX ONWUTYBaNIbHUK Ta
BXe€ B HacTynmHOMY poLli pO3rnsgHeEMO
MOJIMBICTb PO3MoYaTH ayauT 3a
ctaHaapTamu EC. Pesynbstatu ayamty
TaKOX AOMNOMOXYTb HAM 3PO3YMITH,
AK Kpalle iHTerpyBatucs B €AMHUN
perynsatopHui dapmnpocTip i3 €C.
Lle BaK/IMBO He NULLEe B KOHTEKCTI
nparHeHHs BcTyny Ykpainu B €C, ue

TaKOX BiOKPWE HOBI MOXIMBOCTI Ans
BUXoLy 6i3HeCY Ha EBPOMENCHKI PUH-
Ku. OQHaKOBI BUMOrM A0 NPOAYKLIT
Ta nocnyr, perynsuin 4o3s0oNaTb CKO-
POTUTK YacoBi, GiHaHCOBI Ta NOACHKiI
pecypcu ana eKCnopTy YKPaiHCbKOI
npoayKLji B KpaiHu EC. Mpouec He
NpoCTUK, ane Hauwi daxiBLi, ekcnep-
TH, epPXaBHi Cny>K60BL,i NoKasanu
BUCOKI NpodecinHi AKOoCTi nig Yac no-
[iGHOro ayauTy, NpOBEAEHOro 3a
ctaHaapTamu BOO3 (oo peui, BiH e
TPUBAE), Ta BKOTPe NiAgTBEPANIIU TO-
TOBHICTb perynstopa 4o HOBWUX BUK-
JINKIB | BNPOBAKEHHS KpalLMX
€BPOMNENCHKMX MPAKTHK.

Y KOHTEKCTi MOM/IMBOCTEN YKpaiH-
CbKi GpapMBUPOBHUKN MOXKYTb Ta-
KO 3anpornoHyBaTh CBOIM 3aKop-
[IOHHMM NapTHepam cnifibHy po6oTy
Haj CTBOPEHHSAM iHHOBALIMHMX MNpe-
napariB. IHBECTHULii B NporpecmuBHy
KpaiHy, sKa BigbyaoBye i CTBOPIOE
Kpalue, HixK 6yno, € LiKoM nep-
CMEKTUBHUMMU.

[o peui, Ha KoHdepeHLuii Ukraine
Recovery Conference, w0 npoxoauna
HanNPUKiHLi YepBHSA Y JTOHAOHI, 6yno
aHOHCOBaHO HanpauloBaHHA Mexa-
Hi3MiB CTpaxyBaHHS PU3MKIB Ans 3a-
JIYHEHHS iHBECTULi B YKpaiHy. Lle
NOTEHLIMHO MOXE 3aLliKaBUTK 3a-
KOPJOHHMX iIHBECTOPIB SIK A0 NIOKani-
3aLii BUpoGHULTBaA CBOET papmnpo-
JYKLi Ha Hawin TepuTOpii, TaK i Ao
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HanaroKeHHs cnisnpati 3 BiTYM3-
HAHWUMKW bapMBUPOBHUKaMK 1 3a iH-
LWMMHW HanpsmMamu.

Ha sikomy eTtani 3apa3 po3po6Ka
nporpamu Bepudikayii nikapcbKnux
3aco06iB? Koro 3 eKkcnepriB y ranysi
OXOpPOHM 3[40POB’S 3a/ly4aere 40
yboro npoyecy?

9Kk Bigomo, Ha no4aTtKy amnHa MO3
Ta npeacTaBHUKM dapMaLeBTUYHOI
ranysi yknanu MemMopaHayMm oo
BMNPOBaAKEHHS HaLliOHaNbHOI cUCTe-
M1 BepudiKauii fiKkiB. Y paMKax uiei
[OMOBJ/IEHOCTi MM O4iKYEMO Ha aK-
TMBHY cniBnpaLo 3 6i3HECOM.
HanarogxeHHs cnisnpadi Ta gianory
3 EBPOMNENCHKOIO OpraHisaLieto 3
BepudiKaLii nikapcbKMx 3acob6iB
(European Medicines Verification
Organisation — EMVO), Hag 4uMm 9 i
npawoto, CNPUATUME CTBOPEHHIO
crucTemu BepudiKaLlii NikapcbKux
3aco6iB 3a ctaHaapTamu €C. 30-
Kpema AyXKe BaXKnMBoto byge B3ae-
MOZist 3 HAMM MPU HAaNUCaHHI Tex-
HiYHOro 3aBAaHHS 4S9 CTBOPEHHS
HaLioOHaNbHOI eNEeKTPOHHOI cucTeMHU
BepudiKaLii nikapcbKMx 3acobiB.
Hu1Hi, NoKn YKpaiHa e 3HaxoanTbcs
y cTaTyci KaHamMaaTa Ha BCTyn ao €C,
MW HE MOXEMO Bigpasy NpUeaHaTu-
€S 0 EANHOI EBPOMNENCHKOI cUCTEMU
BepudiKaLii, came TOMy Halle
3aBaHH4 We Ha eTani po3po6Ku
nosiarae B Tomy, Wo6 BpaxoByBaTH
YCi TEXHIYHI HI0@HCH, AKi B ManbyT-
HbOMY 4O3BONATb iHTErPYyBaTH
HaLioHanbHy CUCTEMY B E4MHUM
npocTip 06MiHy aaHux 3 €C. [1o peui,
came TaK i nobygoBaHa cuctema
06MiHy iHpopMauieto Npo Bepudika-
Lito npenapaTiB Mix KpaiHamu EC:
B KOXXHil KpaiHi € CBOS HaLliOHaNb-
Ha eNeKTPOoHHa cucTema Bepudika-
LT, SKa CUHXPOHI30BaHa 3 EAMHUM
€BPONENCbKMM XaboM.

YKpaiHa 060B’I3KOBO AOEAHAETLCS
00 Uuboro xa6a. MoxnuBo, ue
BAACTbCS 3pOOUTU HaBITb WBMALLE,
aHiX HabyTh uneHcTBo B EC. Ane ic-
HYIOTb MEBHI CKIaAHOLLi, TOMY L0
NPUEAHAHHS 40 LbOro xaba TarHe
3a cob60to dpiHaHcoBI BUTpaTh. 3a-
3BMYaN TaKi BUTPATHU KpaiHW NOKNa-

natTb Ha dapmbisHec, ToMy 3apas } }
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in localizing the production of their
pharmaceutical products in our
country and in establishing
cooperation with domestic
pharmaceutical manufacturers

in other areas.

What is the current stage

of development of the medicines
verification program? Which
healthcare experts are involved
in this process?

As you know, in early July, the Ministry
of Health and representatives of the
pharmaceutical industry signed

a memorandum on the
implementation of a national drug
verification system. As part of this
agreement, we expect to cooperate
with businesses actively.
Establishing cooperation and
dialogue with the European
Medicines Verification Organisation
(EMVO), which | am working on, will
help to create a system for verifying
medicines by EU standards. In
particular, it will be very important to
interact with them when writing the
terms of reference for the creation of
a national electronic system for the
verification of medicines. At present,
while Ukraine is still a candidate for
EU membership, we cannot
immediately join the single European
verification system, which is why our
task at the development stage is to
take into account all the technical
nuances that will allow us to integrate
the national system into a single data
exchange space with the EU in the
future. By the way, this is exactly how
the system for exchanging
information on the verification of
medicines between EU countries is
structured: each country has its
national electronic verification
system, which is synchronized with a
single European hub.

Ukraine will definitely join this hub.
Perhaps it will be possible to do so
even faster than gaining EU
membership. However, there are
certain difficulties because joining
this hub entails financial costs.
Usually, countries bear these costs
for the pharmaceutical business, so
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it is important to understand how
much it will cost the pharmaceutical
industry as a whole and when the
pharmaceutical business will be
technically ready to join this hub.
We see that Ukrainian
manufacturers are eager to
associate with a European
verification organization. The main
thing is to develop a roadmap and
get confirmation from the
Europeans that they are waiting for
us now, not when we become full
members of the EU.

In your opinion, is export
development on the agenda?

Of course, the development of
exports is quite timely. The Ukrainian
pharmaceutical industry has high-
quality production processes, and the
system of state regulation is also at
an appropriate level.

The focus on exports is not just timely,
it is a necessity. Today, as long as we
are in a state of war, the state must
ensure both the strengthening of
military capabilities and plan for the
reconstruction of the country. All of
this requires money, i.e. a capable
economy for all Ukrainian businesses.
The country's export orientation
means increasing our GDP, i.e. the
funds that the country needs right
now. In addition, export development
implies expansion of production
capacities, and thus the creation of
new jobs, which has also become
particularly important due to the
consequences of the war — reduction
of production in large industry and
the agricultural sector, forced internal
resettlement.

There are also quite pragmatic
business motivations that confirm the
relevance of export development.
Europe and other countries have lost
a major exporter of medicines —
russia — due to the war and
sanctions. So now they are looking for
those who can fill this market deficit,
especially in terms of basic generic
drugs. This is where Ukraine is a very
powerful player and has enough
quality medicines and production
capacities.

There are other sectors where the
Ukrainian pharmaceutical industry
can successfully develop. There is
interest in the future import of
Ukrainian-made vaccines. We are
already holding talks with Guatemala,
Egypt, and African countries, which
are seeking to meet their needs for
vaccines, insulin, immunoglobulins,
and other basic drugs. Establishing
cooperation with such countries by
the Ministry of Health will be a solid
foundation for expanding Ukrainian
exports. These countries are looking
for producers and are potentially
interested in establishing exports
from Ukraine.

And finally, what are your wishes
and advice to representatives
of business?

The tips are simple, but they require
a comprehensive and strategic
approach — increase your capacity,
develop the skills and competencies
of your specialists, establish links
with international business
communities and specialized
associations, participate in
conferences, invest in innovation and
research.

The pharmaceutical industry, as well
as the production of medical devices,
is growing extremely strongly and
rapidly. Every year, it presents new
methods and approaches to
treatment and diagnostics and
introduces innovative drugs. What
does this mean? Our globalized world
is constantly evolving, life expectancy
is increasing, and the quality of life is
becoming more important, including
in the area of health.

By the way, the EU also focuses on
innovation. In 2022 alone, EU
countries spent more than

EUR 9.7 billion on research and
development in the healthcare
sectors, which is 11.5% more than in
2021. This is the fastest-growing
sector in the EU in terms of research
investment. After all, research and
development are crucial for
increasing business competitiveness,
developing the economy, and
improving the well-being of citizens. O
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} } BaXK/IMBO 3PO3YMITU — CKiflbKM LE

6yae KowTyBaTtn anga papmranysi B
uinomy i konu papmaleBTUYHUM 6i3-
Hec 6yae TEXHIYHO roTOBUM AOEAHA-
TUCSA J0 Uuboro xaba. Mu 6a4nmo, Wwo
YKpaiHCbKi BUPOBHWKN NparHyTb
06’eiHyBaTUCA 3 EBPOMENCHKOID Op-
raHizauieto 3 Bepuoikaliii. [onosHe —
HanpawutoBaTh JOPOXKHIO KapTy Ta
oTpMMaTK NiaTBEPAXKEHHS Bia €BPO-
newnuiB, O BOHM HAC YeKaloTb BxKe
3apas, a He Kon Mu 6yaemMo NOBHO-
npaBHUMM YneHamu EC.

Ha Bawy gyMKy, pO3BUTOK
eKcrnopTy Ha 4yaci?

ABJEX PO3BUTOK EKCMOPTY LLITKOM
Ha 4Yaci. YKpaiHCcbKa dapmaueBTmy-
Ha rany3b Ma€e BUCOKY SIKiCTb CBOIiX
BMPOOBHMUYMX NPOLIECIB, HA HANEXHO-
MY PiBHi M cucTema ii gepaBHOro
perynioBaHHs.

doKyc Ha eKcrnopTi He NPOCTO Ha
yaci, ue HeobxigHicTb. CborogHi, go-
NOKK MU nepebyBaEMO y CTaHi Bil-
HUW, AeprKaBa Ma€ 3abe3nevyyBaTu
SIK MOCWUJIEHHS BINCbKOBOI CNPOMOX-
HOCTI, TaK i NnnaHyBaTh Big6ynoBy
KpaiHu. ns uboro BCbOro noTpi6Hi
rpotui, TO6TO CNPOMOXKHA EKOHOMIKa
YCbOro yKpaiHcbKoro 6i3Hecy. EKc-
NOPTOOPIEHTOBAHICTb KpaiHU — Le
niagBuLLEeHHA Haworo BBI1, To6T0 Ti
KOLLTH, SKi HEOOXiaHI KpaiHi came
3apas. Kpim Toro, po3B1TOK eKc-
nopTy nepeabayae PO3LWNPEHHS BU-
POOGHUYMX NOTYKHOCTEN, @ OTHKE, i
CTBOPEHHS HOBUX POBOYMX MiCLib,
LLLO TAKOX Habyno ocobanBOI aKTy-
aNbHOCTI Yepe3 HaCNIAKK BitHU —
CKOPOYEHHS BUPOOHULITBA BENMKOI

NPOMMWC/IOBOCTI, arpapHOro CEKTopYy,
BUMYLLEHE BHYTPILLHE NepecefieHHs.
€ 1 pocuTb NparmaTuyHi 6i3Hec-
MOTHMBALlii, Ki NiATBEPOXKYIOTb
aKTyanbHICTb PO3BUTKY EKCMOPTY.
€Bpona Ta iHLWWi KpaiHn Yepes BilHYy
Ta CaHKLii BTpaTWIn BEMKOro eKc-
noptepa nikie — pocito. TO6TO HUHI
BOHM Yy MOLUYKaXx TUX, XTO MOXKe YyCy-
HYTW LUEN PUHKOBMM AedilnT, 0cob-
JIMBO LWO0A0 6a30BUX FEHEPUYHMX
npenapartis. Came B LbOMy YKpaiHa
€ AyXKe NOTYKHWM rpaBLEM i MaE
[I0CTaTHbO AKICHMX NiKiB Ta BUPOO6-
HUYMX NMOTYKHOCTEN.

ICHYIOTb 1 iHLLi CEKTOPMU, A€ YKpaiHCb-
Ka ¢dapmMaueBTMYHA rany3b MOXe
ycnilwHo po3BuBaTtucs. € 3auikaBne-
HiCTb Y ManbyTHbOMY iMMNOPTi BaK-
LIMH YKPAiHCbKOro BUPOOHULITBA.
Brke 3apa3 Mu NpoBOAMMO Mepero-
Bopwu 3 [Batemanoto, Ernntom Ta
KpaiHamu ADPUKM, LLLO NparHyTb 3a-
6e3ne4ynTr cBOI NOTpebu y BaKL M-
HaX, iHCyniHax, iIMyHornobyniHax Ta
iHWKX 6a30BMX Npenapartax. Hana-
rOAXKEHHS B3aEMOii 3 TaKMMM Kpai-
Hamu 3 60Ky MO3 cTaHe MiuHUM
dyHAAMEHTOM ANs PO3LMPEHHS
YKpaiHCcbKoro ekcnopTty. Lli KpaiHu
LIYKaloTb BUPOBHMKIB i MOTEHLIMHO
3alikaBneHi B HanarogxeHHi exc-
NopTy NPOAYKLIT 3 YKpaiHu.

| Ha ocTaHOK, siKi Bawi
no6a’kaHHs1 Ta NOpajMn NpejcTaB-
HUKam 6i3Hecy?

Mopaan npocTi, ane BOHU nepeanba-
YaloTb 3aCTOCYBaAHHS KOMIMIEKCHOIO
i cTpaTteriyHoro niaxoay — 36inbLyn-
Te CBOi MOTYKHOCTIi, pO3BUBaNTE Ha-
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BMYKM Ta KOMMNETEHLLiT cBOiX daxiB-
LB, HANnaroaxymre 3B’A3KN 3 MiX-
HapoAHUMM Bi3HEC-CNiNbHOTaMM Ta
npoodinbHMMKM acouiauiamu, 6epitb
y4acTb Y KOHbepeHLisx, iHBecTynte
B iHHOBAL,ii Ta AOCNIAKEHHS.
dapmaueBTMYHa ranysb, K i BU-
NnycK MeauyHux BUpOobiB, 3pocTae
HaA3BMYaMHO MOTYXKHO Ta CTPIMKO.
LLlopoKy BOHa NPe3€eHTyE HOBi METO-
OV i Nigxoau Ao niKyBaHHS Ta fiar-
HOCTMKM, @ TaKOX NpeacTaBnsie
iHHOBaUiMHi npenapatu. MNpo wo ue
cBigyYMTL? Haw rnob6anisoBaHui CBIT
NOCTIMHO PO3BMBAETLCS, MOJ0BKY-
€TbCS TPMBANICTb KUTTH, BaX/IUBI-
LIMM CTa€E MOro SKiCTb, B TOMY YMCHi
B LilapWHi 3040pOB’sl.

[o peuyi, dOKyc Ha iHHOBaLisgX €

B €C. lnwe y 2022 p. Kpaium EC Ha
OOCNIAXKEHHS Ta PO3POOKK y ranyai
OXOPOHW 3[0POB’S BUTPATU/IM NoHaA
EUR 9,7 mnpa, wo Ha 11,5% 6inb-
we, Hixk y 2021 p. e Hanbinbw
3pocTato4nin cektop B EC 3 TOUKMU
30pYy IHBECTULIN Y AOCAIAXKEHHS.
AmKe came goChigKeHHs i po3po6-
KM MatoTb BUpillanbHe 3HA4YEHHS
NS NiABULLEHHA KOHKYPEHTOCNPO-
MOXHOCTI 6i3HECY, PO3BUTKY EKOHO-
MiKM Ta noninweHHa go6pobyTy
rpomaasH. O

w | MIHCTEPCTBO
OXOPOHM
SA0r0EA
YHPAHM
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