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SNAPSHOT IN FIGURES
Macroeconomy

YEAR IMF
Economy 

Watch
Ministry of Economic 

Development
World Bank Fitch  Standard & Poors

2017 2.02 2.54 1.80 2.00 2.00 1.90

2018 3.17 3.03 3.00 3.50 3.00 2.80

2019 3.55 3.54 3.60 4.00

2020 4.04 3.98 4.00

2021 4.04 4.00

2022 4.04

UKRAINE GDP GROWTH FORECASTS

Source: PharmXplorer
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OUTPUT DOWN, PRICES UP
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REGULATION
Tetyana Dumenko, State Expert Center (SEC)

As an introduction, could you please define the main re-
sponsibilities of the SEC and elaborate on its role within 
the Ukrainian health ecosystem?
TETYANA DUMENKO (TD): The SEC is responsible 
for expertise, registration, pharmacovigilance, preclinical 
studies, and clinical trials. In addition to these historical responsibilities, new departments have recently been formed, 
in conjunction with the Minister of Health, to handle the demanding task of overlooking price monitoring and the 
introduction of pricing and reimbursement mechanisms. In this regard, the SEC proudly stands as a key pillar of our 
country’s healthcare ecosystem, while October 2017 will mark 25 years for our institution, providing us with a great 
opportunity to assess our recent achievements and clearly establish future goals.

What would you highlight as the main regulatory updates implemented over the past year?
TD: A critical improvement relates to the simplification of medicine registration in Ukraine. On August 08 2016, the 
Ukrainian Parliament approved a new law to ease the registration of pharmaceutical products already approved by 
competent authorities in the US, Switzerland, Japan, Australia, Canada, and the European Union. While tremendously 
reducing regulatory requirements and documents needed for registering these products, it also stipulates that the final 
decision of the Ministry of Health will be issued within only 17 business days, including a 10-business day timeline for 
the State Expert Center to review registration dossiers. In 2015, Ukraine’s Government and Parliament also approved 
the set up of a simplified market access for medicines that are critical for public health (cancer, orphan diseases, HIV/
AIDS, tuberculosis and others).

We are convinced that the introduction of this critical regulatory update will ensure Ukrainian patients can more swiftly 
access a greater number of innovative medicines. As a matter of fact, 28 new medicines have already received State Expert 
Center’s recommendations for medical use between the implementation of this reform and May 17 2017.

What are some of your strategic priorities for 2017?
TD: The SEC became in 2015 the first regulatory agency in Ukraine to receive ISO 9001 certification for quality man-
agement (under the 2009 standards), which was a great achievement for our organization. In June 2017, we will look 
to consolidate this status and gain recertification under ISO’s 2015 standards.

Another important goal for 2017 is to further simplify our registration processes, as we notably hold the ambitious 
goal to follow the example of the European Medicine Agency (EMA) and fully implement a one-off registration proce-
dure, in place of Ukraine’s historical model which implied to re-register products every five years. In terms of next step, 
we also want to implement an electronic application form, which has already been tested, in line with our upcoming 

Tetyana Dumenko, director of the State Expert 
Center (SEC) of the Ministry of Health of Ukraine 
documents some of the main regulatory reforms 
implemented over the past eighteen months and 
her strategic priorities to further enhance Ukraine’s 
healthcare ecosystem.

GETTING BACK 
ON TRACK

TETYANA DUMENKO DIRECTOR, SEC
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UKRAINIAN MANUFACTURING
Petro Bagriy, AMMU

Could you please elaborate to our international readers why leading Ukrainian pharmaceu-
tical companies came together to form the AMMU in 1996?
PETRO BAGRIY (PB):  Many years ago, the leaders of the Ukrainian pharmaceutical world 
desired to move into the European market, expanding on their sole domestic market. The 
initial goal of the association when we were established in 1996 was to implement GMP stand-
ards across the board, allowing companies to build around a EU-inspired quality system. In 
this regard, AMMU’s members truly were frontrunners among the Ukrainian pharmaceutical 
ecosystem, as GMP certification only became obligatory in 2012 in Ukraine. 

It is interesting to note that companies that initially were against GMP have now come to 
the realization that it allows domestic companies to sell products all around the world. As a 
consequence, Ukrainian companies now distribute their products to 56 nations, compared to 

pre-GMP years when they only exported to Post-Soviet states. 
To summarize, our role is to implement European norms in Ukraine, with our main task today to promote - and 

hopefully adopt - European legislation in all areas across the pharmaceutical value chain.

What levels of the pharmaceutical chain are you pinpointing most at AMMU?
PB: We do not focus on a specific area in particular and our efforts encompass pharmaceutical development, clinical 
research, laboratories, production, distribution and pharmacies – in short, from production to consumer.

Already we have European standards implemented around production, including all facets related to this area. We how-
ever clearly understand that drug quality is not all related to production. If tomorrow we provide a distributor with a per-
fect drug, but do not allocate the said distributor with the correct storage facility, the drug is now useless. This is the same in 
the pharmacy setting, so we must also improve Ukraine’s distribution standards, and step by step we will achieve this goal.

Secondly, clinical trials are another key sector to be revised. We need to ensure trials are done correctly and under 
the ideal conditions to ensure results are accurate and usable in other countries. 

In summary, we need to break down the steps one by one along the levels and impose our will to ensure we have 
European standards throughout the entire value chain. Currently all companies in the association take part in this pro-
cess and help fund the proceedings to change the legislation. 

It seems that AMMU and its members have done a lot by themselves. What has been the government´s influence 
throughout this process?
PB: I see the pharmaceutical industry as a diamond in the economic crown of the country, but the government is not 
very supportive. In this context, Ukraine’s pharmaceutical sector truly stands as a high-tech export orientated industry 

Petro Bagriy, president of the Association of Med-
icines Manufacturers of Ukraine (AMMU), which 
gathers seven of the leading Ukrainian pharma-
ceutical companies, documents the internal work-
ings of the association and the interaction with the 
government, the future direction and strategies of 
AMMU as well as how the new reforms have influ-
enced the actions of the AMMU members and the 
Ukrainian healthcare system in general.

HOME-GROWN 
MOMENTUM

Petro Bagriy 
AMMU
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Dmytro Popov, the owner, founder and CEO Elfa Group, 
Ukraine’s leading cosmetics manufacturer, provides his 
insight into Elfa’s 20-year presence in the Ukrainian mar-
ket, the company’s international growth strategies and 
how it can further strengthen its market positioning.

A BURGEONING 
INTERNATIONAL 
REPUTATION

After 20 years of activity, what would you consider your main achievement at the head 
of the company?
DMYTRO POPOV (DP): First and foremost, becoming a leading company in deliver-
ing high quality cosmetics in Ukraine is an achievement worth highlighting. The second 
achievement is the fact that we were able to spread the business abroad and expand our 
presence in different markets. We have well-established brands in Poland and CIS countries. 
Currently we are exporting our products to over 60 countries worldwide.

Moreover, as a family company, we never focus strictly on profits. Instead, we are aimed 
to deliver high value and quality products to our customers. Furthermore, it is crucial for 
us to ensure the growth and development of our employees. 

What would be your advice to someone who is either planning to enter a challenging market or is working during crisis?
DP: My advice would be to look for the opportunities. Excluding a few brief periods of time, Ukraine has constantly 
been under crisis. And it is very difficult because of the uncertainty. You can hardly predict what is going to happen 
to the country’s economy and your business. The uncertainty is affecting opportunities, for example, you do not know 
what tomorrow’s prices for raw materials will be and neither do our partners. Multinational companies were withdraw-
ing from our country, raising their prices or limiting their production and distribution services. As a consequence, they 
are losing a share of the market. The crisis has left a permanent mark on the Ukrainian market, so in order to increase 
our adaptability and livelihood, we have chosen to grow our presence outside of Ukraine as well.

Where does Elfa stand in 2017 in terms of turnover, number of employees and the markets you are most interested at?
DP: Our team in Ukraine currently totals 1200 people. We have employed 200 people in the last two years, and in the 
next year, we are planning to grow further by taking on another 200 employees. The turnover is approximately EUR 
60 million this year.

In terms of the most interesting countries for Elfa Group, we see potential in the CIS market as well as Western 
Europe. We also aim to strengthen our position in Eastern Europe. The most attractive markets outside of Europe are 
South East Asia, the Middle East and in the distant future Africa as well.

Those markets are going to be difficult to penetrate as they have very well-established brands and retail chains. And 
the consumers are already accustomed to that situation on their market. Every country is very specific and we are look-
ing for the partners and opportunities in different countries. 

COSMETICS
Dmytro Popov, Elfa Group

Dmytro Popov 
ELFA GROUP


