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We must always strive to improve the 
environment in which we live, both profes-
sionally and personally, through direct and 
indirect means. In other words, not to go 
afloat, but when possible, to build what 
we can. It can be part of the environment, art, science or business. 
Everyone can find their place, but they must try, take the risk, until 
they discover themselves at the cost of giving themselves until they 
achieve what they want.

Heartlessness, mediocrity, lack of initiative, and inertia in people 
do not lead to the development of society. I remember a phrase I 
came across in a movie about Mozart, “mediocrity gives birth to me-
diocrity”, i.e. there is no way to create something essential, to shine, 
if we perform mediocre deeds and actions.

You should work constantly and strive to get out of the “swamp 
of comfort and mediocrity” in order to give birth to something new. 
It is a disadvantage that a large part of our society exists in the area 
of   mediocrity, where it is comfortable, but there can be no innovation 
and progress, no added value to society.

At the same time, those willing to leave their zone of comfort are 
not always appreciated, but on the contrary, quite often they pay a 
high price as carriers of the novel, which is unknown, perverse and 
difficult to perceive.

In 2010, together with my long-time colleague Prof. Genka Petrova 
from the Faculty of Pharmacy of Medical University, Sofia, we con-
stantly discussed the idea of   establishing such an organisation so that 
we can support the pharmaceutical industry by monitoring new EU 
trends, to bring to the attention of other colleagues in the sector to 

Introduction
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keep up with the regulations. At the beginning, we argued whether it 
would have a place under the sun and we decided to write a Statute 
first. Supporting my ideas were two forums under the auspices of the 
PHF within Medical University - Sofia, when Prof. Vladimir Ovcharov 
was rector and gave a shoulder to these events, together with Prof. 
Ts. Vodenicharov. They were in 2008 and 2009. They were with the 
help of the German Association for Drug Regulatory Affairs (DGRA), 
as they sponsored the lecturers to come to the Republic of Bulgaria, 
and these were over 10 foreign lecturers.

It took us a long time to read the statutes of other public benefit 
organisations practicing all kinds of activities. Since I knew the sector 
even then, we found that there was no registered analogue of such 
an organisation and in mid-2010 we started building our Statute with 
lawyer Rumyana Vasileva guided by the idea of   what this organisation 
will be.

In October 2010, together with Prof. Genka Petrova, with like-mind-
ed people from the Faculty of Public Health and the Faculty of Phar-
macy at Medical University, Sofia, as well as with my son, Dimitar 
Dimitrov, we established this Association on the basis of the Statute, 
whose preparation, together with lawyer Rumyana Vasileva, took at 
least 3-4 months. The statute was adopted by 16 founders from ac-
ademia, representatives of the PHF and the FF at Medical University, 
Sofia. 

We had no idea whether the Association would survive, but we 
decided to try and we did not make a mistake, as the first year we 
had an enviable success. Proof of this is the organisation of two major 
events in 2011, which were attended by the Chairman of the Coordi-
nation Group, Jansen de Hogg, and Ms. Susanne Winterscheid, who 
heads the Variations Department at the German agency BFARM in 
Bonn, and more than 100 participants took part.

Over the years. BADI has emerged as an independent platform for 
all stakeholders involved in the entire pharma chain - from the crea-
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tion to marketing, access and maintenance of the drugs, including all 
controlled processes that follow the entire chain. 

Thus, with great effort and enthusiasm in the regulatory sector, 
we established the NGO BADI in 2010, following the example of the 
German Association - German Drug Regulatory Affairs. (DGRA)

 

The BADI activities can participate as an incredible corrective in 
society and complement, create knowledge and try to impose rules 
that work. Together with the Board of Directors and especially my 
colleagues from the PHF, I owe a lot for the support.

In the first years of BADIs establishment, Assoc. Prof. Petya Trenda-
filova and Prof. Dobriyana Sidzhimova from the PHF helped a lot with 
the Association activities. Colleagues of the Pharmacology Faculty at 
Medical University in Sofia - Prof. Genka Petrova and Prof. Valentina 
Petkova - also support us constantly.

 I am pleased to say that Prof. Dobriyana Sidzhimova was proac-
tively involved in the BADI activities and in disseminating information 
about our events, for which I am very grateful.

Moreover, I am proud to mention our administrative team con-
sisting of 5 people, including Bilyana Polyakova and Rina Benisheva, 
Rumyana Stoyanova, and former colleagues from BDA, Nelly Tashko-
va and Radka Pencheva who help us a lot during these 10 years 

I am also extremely grateful to Prof. Barbara Zickmüller and many 
other German lecturers from DGRA, such as Axel Thiele and Peter 
Bachmann, who have supported us over the years.

 Prof. Tatyana Benisheva

President 

Bulgarian Association for Drug Information 

(BADI)
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I. ABOUT US

The first workshop of BADI, March 9, 2011 | 
Venue at Pharmacy of Faculty of Pharmacy, 
Medical University – Sofia | 
Lecturers: Susanne Winterscheid – BfArM, 
Truus Jansen de Hoog (CMD)
prof. T. Benisheva, president of BADI  
and the Bulgarian lecturers

BADI has over 90 individual and 
more than 70 corporate mem-
bers’ representatives of compe-
tent authorities, industry, aca-
demia, healthcare professionals, 
patient organisations, etc. 

Since 2010, we have organised 
more than 62 training events in 
the field of regulatory affairs, 
with over 4300 participants. Lec-
turers in our events are scientists, 
experts with competent author-
ities, representatives of phar-
maceutical industry, healthcare 
professionals, patient organisa-
tions, academia and consultants 
from Bulgaria and EU with over 
375 renowned experts (Germa-

Bulgarian Association for 
Drug Information (BADI) 
was founded with the sup-

port of the German Association 
of Regulatory Affairs (DGRA) in 
2010. Our mission is to foster 
constructive dialogue between 
the members of pharmaceutical 
society competitive authorities, 
scientific societies, the pharma-
ceutical industry, healthcare pro-
fessionals, and patient organisa-
tions in Bulgaria to permanently 
improve their knowledge, quali-
fication and professional compe-
tency. As an Association in public 
interest, we base our financial 
resources on membership and 
workshop fees.
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Workshop 2012, Venue at Pharmacy of Faculty 
of Pharmacy, Medical University - Sofia

ny - DGRA, UK, Norway, France, 
Austria, Hungary, Portugal, Den-
mark, Switzerland, Poland, and 
Finland).

Over the years, BADI has built 
a functional network of experts 

who partner and exchange 
working practices and brain-
storm good ideas. The Associa-
tion is a kind of society of reg-
ulators who recognise and com-
municate with each other.

March 30, 2014 | BADI Annual Conference

April 2013 | Worshop | Borovets, Hotel Samokov |  Lecturers: Prof. Loewer (PEI President), 
Prof. Barbara Sickmueller, Prof. Axel Thiele, Susanne Brendler-Schwaab (BFARM) and Bulgarian 
lecturers
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The mission of our Governing 
Board is to work purposefully, 
consistently and actively to up-
grade the professional qualifi-
cations of regulatory experts in 
Bulgaria.

Despite the fact that we have 
only 5 members, each has con-
tributed over the years.

We provide opportunities for 
development and enhancement 
of the expertise of each of our 
members by organising training 
events, professional discussions 
and discussion studios, regulato-
ry e-newsletters with news from 
Bulgaria and the EU, forming 
working groups on specific drug 
problems and cases, developing 
opinions, presenting an opportu-
nity for our members to report 
on professional topics, in which 
they have great expertise, to 
other stakeholders in the health 
sector and many others.

The main thematic areas in 
which we work hard, but exclu-

sively, are:

• Good Regulatory Practices; 

• Clinical Trials; 

• Pharmacovigilance; 

• Marketing Access; HTA REA; 

• Pricing and Reimbursement; 

• Cosmetics;

• Medical devices;

• Food Supplements

• other

Since 2018, the BADI team 
has been actively working in the 
field of event management and 
events in addition to our own. 
We organise special events for 
our corporate members or part-
ners in the health sector, such as 
workshops, discussions, round 
tables, conferences, congresses, 
networking and other event for-
mats.

In March and April 2020, we 
also started events online in 
real time. This initiative attract-
ed great interest and activity on 
the part of our members, which 

II. MISSION, VISION, VALUES
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Our five basic principles of work are:
- efficiency, 

- innovation, 

- dynamics, 

- responsibility,

- sharing, awareness

- connectivity between members, 

especially when important information needs to be discussed.

boosts our confidence to contin-
ue to organise online training. 
We recognise the benefits of 
such activity for our members 
who can rely on us, even in times 
of emergency.

Another area in which we fo-
cus our efforts is the promotion 
of research, education and regu-
latory activity in the field of pub-
lic health and particularly drug 
regulations.

Our vision is to span a bridge 

between the different directions 
in the pharmaceutical sector. To 
provide our members with time-
ly and up-to-date information on 
drug regulations at both nation-
al and international level. To con-
tinue to develop and build on 
beneficial cooperation and ex-
change of experience between 
regulators and industry.
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Subject of BADI
activity are: 

Preparation and organisation 
of national and international 
forums for the exchange of 
experience, information and 
qualification in the field of public 
health;

Development, research and 
preparation of opinions, 
scientific developments and 
publications on public health 
activities independently, 
as well as in cooperation 
with regulatory institutions, 
professional organisations, non-
governmental organisations, 
other associations, and 
organisations nationwide and in 
the EU; 

Participation in the development, 
discussion, expert evaluation 
and analysis of draft normative 
acts, guidelines and instructions 
regarding the activities in the 
field of public health nationwide 
and in the EU. 

Membership in the Association 
is voluntary. Admission of 
new members is subject to 
the obligation to pay the 
membership fee. The amount 
of the annual membership fee 
for individuals and legal entities 
is determined and modified 
accordingly by the Association’s 
Governing Board.

OUR STRUCTURE
The Association’s supreme body 
is its General Assembly. The 
Association’s governing body is 
the Governing Board. 

The General Assembly is 
convened by the Governing 
Board at its own initiative or at 
the request of one-third of the 
Association members. Written 
materials related to the General 
Assembly agenda must be 
made available to the members 
at the Association’s registered 
seat, by the date of sending 
written invitations, by e-mail for 
convening the General Assembly 

III. OUR STRUCTURE, LEGAL STATUS

 



Bulgarian Association for Drug Information (BADI) | 2020

13

at the latest. 

The General Assembly is 
legitimate if more than half of all 
regular members are attending 
it. In the event of absent quorum, 
the General Assembly meeting is 
adjourned one hour later at the 
same venue and with the same 
agenda and is allowed to take 
place, regardless of the number 
of members attending it. The 
General Assembly decisions are 
adopted by majority (50+1) 
of the Association members 
present. Decisions on amending 
and supplementing the Statutes 
of BADI are adopted by a majority 
of 2/3rds of those present, and 

decisions on transformation or 
termination of the Association 
are adopted by a majority 
of 2/3rds of all Association 
members. No decisions can be 
taken on issues not included in 
the agenda announced in the 
invitation. 

The Governing Board members 
are elected for a term of five years 
by the founders, and after the 
end of General Assembly tenure, 
Governing Board members may 
be re-elected. The Governing 
Board elects from among its 
members a Chairperson who 
represents the Association 

December 12, 2019 | Informal events with our members and lecturers from Drug Regulatory Affairs 
Training Course 2019
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before third parties, as well as 
two deputy chairpersons.

Governing Board meetings are 
convened (usually monthly, 
but not less than every two or 
three months) and are presided 
over by the Chairperson. The 
Chairperson is obliged to convene 
a Governing Board meeting and 
at the written request of each of 
its members. If the Chairperson 
does not convene a Governing 
Board meeting within two 
weeks, it may be convened by 
any of the interested Governing 
Board members.

In the Chairperson's absence, 
the meeting is presided over by 
a Deputy Chairperson and, in 
their absence, by a member of 
the Governing Board designated 
by the Chairperson. 

A person having established a 
two-way telephone or other kind 
of connection, guaranteeing his/
her identification and allowing 
his/her participation in the 
discussion and decision-making, 
is also attending. This member’s 
vote is certified in the minutes 
by the meeting chair. 

Decisions are taken by a 
majority of the Governing 
Board members, and decisions 

on the Association's liquidation 
and decisions for disposition 
of Association property, and 
determining the order and 
organisation of carrying out the 
Association activity are passed 
with a majority vote of all 
members. 

The Governing Board may take 
a decision, without holding a 
meeting, if the minutes for the 
taken decision are signed without 
comments and objections by all 
Governing Board members. 

The Chairperson carries out 
the Association’s general 
management. 

The Governing Board may 
delegate the Association 
management to an executive 
director on an employment 
contract. The Executive Director
organises meetings and for 
the implementation of the 
Governing Board decisions: 

• organises the daily and current 
Association activity;

• performs the functions assigned 
thereto by the Governing Board;

• reports immediately to the 
Governing Board about any 
substantial circumstances 
affecting Association activity. 

The Governing Board 
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Chairperson, on behalf of the 
Association, enters into an 
employment contract with 
the Executive Director for the 
implementation of his/her 
obligations.

The Association is funded by:

• trainings, workshops, confer-
ences, courses, etc.;

• property contributions, mem-
bership contributions/member-
ship fees for legal entities;

• proceeds from advertising as 
well as from advertisements on 
the Association website;

• donations and sponsorship 
by individuals and legal entities 
nationwide and worldwide;

June 1, 2018 | BADI Annual Conference 
| Venue at Interpred WTC Sofia | The 
Management Board of BADI 2018

• funds provided by related 
state and international 
organisations, universities, 
professional organisations, non-
governmental Associations and 
European funds and structures;

• additional activity. 

The Association keeps 
accounting according to the 
established law. The Governing 
Board is obliged to organise and 
be responsible for maintaining 
proper accounting records, 
selecting, if necessary, an 
accounting team to carry out this 
activity. The accounting team is 
selected by the Governing Board. 

At each regular General Annual 
Meeting, the Governing Board 
presents an accurate annual 
financial statement, which 
includes the balance sheet and 
the profit and loss account for 
the period from the previous 
report, respectively, since the 
Association's foundation. 

The accounting report and the 
balance sheet are accompanied 
by a report of the Governing 
Board drafted in accordance with 
the requirements of the statutes, 
the decisions of the General 
Assembly and the relevant laws, 
valid for the reporting period, 

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=142:01062018-annual-conference-lecteurs&id=4472:18601m67&tmpl=component&Itemid=0
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and is accompanied by the 
necessary documentation.

Legal Status 
Bulgarian Association for 

Drug Information (BADI) is a 
non-profit legal entity estab-
lished under the provisions of 
the Non-Profit Legal Entities 
Act. Under the provisions of the 
Non-Profit Legal Entities Act, as 
well as the Bulgarian legislation 
in force, BADI Statutes and the 
decisions adopted on the basis 
of them by the General Assem-
bly and the Governing Board ap-
ply to the Association’s activities. 

The Association is a voluntary 
and independent non-profit or-
ganisation designated for carry-
ing out activities for public ben-
efit, spending its property on 
the implementation of its goals. 

The Association has the fol-
lowing key goals:

1. Improvement of the qualifi-
cations, enhancement of knowl-
edge, and professional compe-
tency. As an Association in pub-

lic interest, we base our financial 
resources on membership and 
workshop fees.

BADI has over 90 individu-
al and more than 70 corporate 
members’ representatives of 
competent authorities, industry, 
academia, healthcare profes-
sionals, patient organisations, 
etc. 

Since 2010, we have organ-
ised more than 62 training 
events in the field of regulatory 
affairs, with over 4300 partici-
pants. Lecturers in our events 
are scientists, experts with com-
petent authorities, representa-
tives of pharmaceutical indus-
try, healthcare professionals, 
patient organisations, academia 
and consultants from Bulgaria 
and EU with over 375 renowned 
experts (Germany - DGRA, UK, 
Norway, France, Austria, Hunga-
ry, Portugal, Denmark, Switzer-
land, Poland, and Finland).

Over the years, BADI has 
built a functional network of 
experts who partner and ex-
change working practices and 
brainstorm good ideas. The As-
sociation is a kind of society of 
regulators who recognise and 
communication with each other.
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2. Supporting science re-
search, education and regulato-
ry activities in the field of drugs, 
medical devices, nutritional sup-
plements, cosmetics and oth-
er products relevant to public 
health. 

3. Creating a platform for 
constructive dialogue between 
regulatory bodies, universities, 
industry professionals, pro-
fessional organisations, and 
non-governmental organisations 

with analogic or similar activity. 

4. Supporting the profession-
al qualification and retraining of 
specialists in legislative frame-
work, in Bulgaria and in the EU, 
in the area of public health. 

5. Involvement of national 
and international public health 
experts to achieve its goals.
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Bulgarian Association 
for Drug Information 
specialises in provid-
ing highly profiled 
regulatory informa-
tion in the area of 
pharmaceutical in-
dustry and the pro-
duction of medicinal 
products, medical 
devices, food supple-

ments and cosmetics.

We provide our mem-
bers with up-to-date 
regulatory informa-
tion by conducting 
one-day or half-day 
training sessions, con-
ferences, congresses, 
discussion studios, 
round tables and 
modular events.

Our forums are di-
verse and with each 
passing year we work 
to upgrade and ex-
pand both the topics 
and the speakers.

The professional in-
terest in our training 
events is great and 
has its own logical 
explanation. So far, 

IV. OUR EVENTS AND ACTIVITIES

March 20, 2014 | Lecturers at BADI Workshop May 26, 2016 | Registration at BADI Annual Conference

November 28, 2014 | Drug Regulatory Affairs Training 
Course | Lecturers and members of the Management 
Board of BADI 

May 26, 2016 | Workshop | Venue at Interpred WTC Sofia 
| Lecturers of the event

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=25:-20-2014&id=820:20031402&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=31:----2014--4&id=1192:214-z&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=63:---25--2016&id=2217:160325003&tmpl=component&Itemid=0
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Autumn 2016 | Workshop | Venue Aula Maxima, Medical University - Sofia

in Bulgaria there is 
no such training ana-
logue which presents, 
reports and analyses 
the most current top-
ics of European and 
national health and 
pharmaceutical legis-
lation. These are dy-
namically developing 
areas that follow the 
changes in the social 
and health environ-
ment. Therefore, dis-
cussions on European 
and national prac-
tices are key to the 
development of the 
health sector.

It is mandatory to 
strictly follow the 
European rules, 

which are constantly being 
supplemented and changed. 
Therefore, the experts must 
have the necessary knowledge 
and skills, to monitor all 
changes, because otherwise, 
Bulgaria would pay a high 
price if it does not comply with 
them.

Prof. Tatyana Benisheva 
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1. Annual International Congresses 

To date, we have organised 9 
large-scale international events, 
with the participation of experts 
- representatives of various EU 
regulatory agencies.

The annual BADI conference, 
which takes place in the spring, 
is another leading event in our 
activities. For the conference 
every year BADI provides 

participation of leaders of 
organisations in the sector 
from Bulgaria and the EU, 
top speakers from national 
and international level, which 
provides conference participants 
with a unique opportunity 
to exchange experiences and 
update professional information 
of the highest expertise. 

June 1, 2018 | BADI Annual Conference | Venue at Interpred WTC Sofia | Our lecturers
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June 1, 2018 | BADI Annual Conference | Venue at Interpred WTC Sofia | Lecturers and participants

June 1, 2018 | BADI Annual Conference | Venue at Interpred WTC Sofia 

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=143:01062018-annual-conference-sessions&id=4559:18601m63&tmpl=component&Itemid=0
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The course on drug regulations 
is the second project of BADI, 
which has been introduced over 
the years as a unique module 
training in the Bulgarian pharma 
industry. We started the event 
in a small hall at the National 
Centre of Infectious and Parasitic 
Diseases, 26 Yanko Sakazov Blvd, 
with 30 participants, then grow 
into a large event of over 100 
participants in each module 
lectured by top experts from 
the regulatory authorities and 
industry in Bulgaria and the EU.
The annual module training 
is carried out in three or 
five modules, in which the 

participants are introduced to 
the latest regulatory updates in 
Bulgaria, and those of regulatory 
authorities of other EU 
countries. Things are discussed 
in a dialogue mode with tests, 
discussions and case studies.
Excelling participants in 
individual modules are awarded 
by the Association, and each 
participant receives a certificate 
after the training.
The event concept provides 
for involvement of renowned 
specialists and experts from 
the regulatory authorities and 
the pharmaceutical industry in 
Bulgaria.

2. Regulatory Affairs Training Courses

March 30, 2014 | Drug Regulatory Affairs 
Training Course 2014

March 30, 2016 |  Pro bono workshop | 
Registration process

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=27:-30--2014-&id=1027:seminarbali30mai201418&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=34:-30--2015-&id=1370:seminarbali30apr2015033&tmpl=component&Itemid=0


Bulgarian Association for Drug Information (BADI) | 2020

23

March 26, 2016 March 26, 2016

November 11, 2016 | Drug Regulatory Affairs Training Course 2016 | Participants

June 1, 2018 | BADI Annual Conference | Venue at Interpred WTC Sofia 

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=25:-20-2014&id=833:20031415&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=142:01062018-annual-conference-lecteurs&id=4426:18601m21&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=84:-11-2016&id=2556:badim3s003&tmpl=component&Itemid=0
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3. Foundation Skills in Regulatory Affairs 
Introduction in marketing authorization procedures, 
market access of medicinal products, Pharmacovigilance

The second module training, 
which is already established as 
a traditional annual training 
of BADI is Foundation Skills in 
Regulatory Affairs - Introduction 
in marketing authorization 
procedures, market access 
of medicinal products, 

Pharmacovigilance. The training is 
aimed at medical representatives 
and novice experts in the field 
of drug regulation, giving them 
the opportunity to learn basic 
regulatory terms, procedures 
and activities.

September 26-28, 2018 | Foundation Skills in Regulatory Affairs | Intensive Face2Face Training 
Course | Lecturers and participants

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=145:26-28092018-intesive-f2f-training-course&id=4360:191009m20&tmpl=component&Itemid=0
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4. Annual pro bono workshops

A significant event for the mem-
bers of BADI is the traditional 
pro bono workshop, which is 
held in the first quarter of each 
year and presents information 
and data on hot regulatory is-
sues and topics that provoke the 
professional interest of experts 
in the sector.

For several consecutive years, 

and given the great interest of 
our members, BADI has organ-
ised a one-day training on the 
Common Technical Document of 
the Dossier of MP's (eCTD), with 
speakers who are representa-
tives of leading companies in the 
field.

As a result of our active work, 
communication and monitoring 

March 30, 2018 | Annual Pro bono workshop | Venue at Forum Hotel Sofia

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=139:3032018-one-day-training-course-sessions&id=4205:191009m03&tmpl=component&Itemid=0
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of the processes in drug reg-
ulations, BADI has organised 
trainings on topics such as Good 
Manufacturing Practice (GMP), 
Good Distribution Practice (GDP) 
- Good Distribution Practice, 
Pharmacovigilance Inspection in 
(Pre and Post Marketing) Safety 
Surveillance of Medicinal Prod-
ucts, HTA and Monitoring the 
Effectiveness of Therapy, after 
Placing on the Market, Life Cycle 
Management – Variations, etc.

Our training events have attract-
ed great professional interest 
and has its own logical expla-
nation. So far, in Bulgaria there 
is no such training analogue to 

present, report and analyse the 
most current topics of European, 
national health and pharmaceu-
tical legislation. These are dy-
namically developing areas that 
follow the social and health en-
vironment changes. Therefore, 
discussions on European and 
national practices are key to the 
health sector development.

"It is necessary to strictly follow 
the European rules, which are 
constantly being supplemented 
and changed. Therefore, spe-
cialists must have the necessary 
knowledge and skills to monitor 
all changes, because otherwise, 
Bulgaria would pay a high price 
if it fails to do so. The annual 
specialist-facing trainings are 
extremely necessary in order to 
prove their knowledge and ex-
perience that they comply with 
the regulations" + - Prof. Tatyana 
Benisheva.

September 26-28, 2018 | Foundation Skills 
in Regulatory Affairs | Intensive Face2Face 
Training Course | Our lecturers 

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=145:26-28092018-intesive-f2f-training-course&id=4362:191009m22&tmpl=component&Itemid=0


Bulgarian Association for Drug Information (BADI) | 2020

27

5. E-trainings (digital events)
In order to be always up to date 
and maintain the level of aware-
ness of our members at the high-
est level and in accordance with 
world standards, we also started 
events online in real time in 2020. 
This initiative attracted great in-
terest and activity on the part of 
our members, which boosts our 
confidence to continue to organ-
ise online training. We recognise 
the benefits of such activity for 

our members who can rely on 
us, even in times of emergency 
to keep them united in a net-
work and to maintain their pro-
fessional awareness.

To date, we have organised 9 
e-events with over 420 partici-
pants, and online workshops are 
underway to maintain and de-
velop the expertise of our mem-
bers.
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6. Communication campaigns and 
projects for other public health entities 
BADI provides an opportuni-
ty for marketing products and 
services through its constantly 
evolving communication chan-
nels. Official website, www.ba-
dibg.org, corporate Facebook 
page, corporate profile in the 
platform credoweb.bg, direct 
marketing to over 1300 contacts, 
as well as exclusive opportuni-

ties, for participation in planning 
of forthcoming BADI initiatives 
and projects. Last but not least, 
the Association works actively 
to promote research, education 
and regulatory activities in the 
field of public health and in par-
ticular drug regulations.
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7. Participation in EU Projects
For the first time, BADI has applied 
for and started the implementation 
of EU Project 2019-2020: Develop-
ment of proposals for improving 
Civic Participation in the processes of 
Pricing and Reimbursement of Med-
icines, formation and reporting of 
public/budget funds for Healthcare 
in the field of medicines. Beneficiary: 
Bulgarian Association for Drug Infor-
mation (BADI); Procedure BG05S-
FOP001-2.009
Total project value: BGN 89,049.24; 
Start date: 01/01/2019 End date: 
12/31/2020. The project is imple-
mented with the financial support 
of Operational Programme “Good 
Governance” (OPGD), Priority Axis 

2 “Effective and Professional Man-
agement in Partnership with Civil 
Society and Business”, procedure 
“Increasing Civic Participation in the 
processes of Formulation, Imple-
mentation and Monitoring Policies 
and Legislation”. The project is a 
serious challenge, where the whole 
public's available information about 
the outpatient and inpatient medi-
cine expenditures were analysed. Be-
side the deep analysis in the health 
and pharmaceutical legislation many 
positive and negative outcomes have 
been evaluated and discussed. With-
in 24 months, the project should be 
completed and finalized. 
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V. OUR LECTURERS AND SPEAKERS

We proudly state that our speak-
ers include over 320 top experts 
from the pharmaceutical indus-
try, regulators and other govern-
mental and non-governmental 
organisations, domestically and 
internationally. All of them re-
port on innovations in the sector, 
share invaluable practical experi-
ence, exchange their ideas and 
collaborate with the participants 
in our events.

Germany, Denmark, Sweden, 
Norway, France, Greece, Poland, 
the Czech Republic, Switzer-
land, the United Kingdom, Aus-
tria and many other countries 
share their know-how with our 
members during special training 
events, discussion forums, con-
ferences and congresses.

Bulgarian Drug Agency, National 
Insurance Fund, Bulgarian Food 

April 30, 2015 | Annual Pro bono workshop | Lecturers and members of the BADI Management 
Board

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=32:-30--2015-&id=1218:seminarbali30apr2015025&tmpl=component&Itemid=0
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Safety Agency, Medical Universi-
ty, Sofia, Medical University, Plov-
div and many other organisa-
tions, as well as renowned phar-
ma experts in Bulgaria, every 
year participate with reports on 
topics which provoke the profes-
sional interest of our members.

We take this opportunity to reit-
erate our sincere gratitude and 
appreciation to all our support-
ers, partners and friends who 
respond to our invitations and 
share their experience, knowl-

edge and information with our 
members participating in the 
events.

After every event we organise a 
social event and we are showcas-
ing the best places in our coun-
try. Many times we have visited 
famous historical places, like the 
old town in Plovdiv, Panaguriste, 
Hisar, Sandanski, Bansko, and 
Borovetz.

June 2018 | Social program with the lecturers at the BADI Annual Conference 2018 | 
Town Panagyurishte
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VI. MEMBERSHIP
What are the benefits of the Association's activities for its 
members?
The benefits and advantages of 
the achievements of BADI over 
the past 10 years for our mem-
bers are many, such as continu-
ing training of experts, maintain-
ing their professional qualifica-
tions, creating new staff in the 
market and many others.
One year after its founding, in 
2011, BADI already had 21 indi-
vidual and 28 corporate mem-
bers. Membership table 2010 
-2020
Today, 10 years later, we have 
been trusted and we have over 
90 individual long-time members 
and over 70 members that are 
legal entities.
We believe that the benefits of 
BADI membership are indisputa-
ble and strongly appreciated by 
our members, given the share of 
our loyal policies over the years.
Membership in the Association 
is voluntary. Admission of new 
members is subject to the obli-
gation to pay the membership 
fee. The amount of the annual 
membership fee for individuals 

and legal entities is determined 
and modified accordingly by the 
Association’s Governing Board.
What are the benefits for our 
members: 
Each member of BADI benefits 
from:
Legislation in the field of health-
care is another achievement of 
ours.
There are 13 laws in the field of 
public health, including in the 
pharmaceutical sector, the rel-
evant regulations being main-
tained in a consolidated version, 
which shall be updated upon 
publication in the State Gazette 
on Tuesdays and Fridays.
It is extremely challenging to 
maintain this database, as there 
is no mechanized approach and 
everything is done on the basis 
of the expertise of our experts.
We maintain a unique up-to-
date database with health laws 
and regulations, through daily 
monitoring of the main docu-
ments and sources of informa-
tion on the topic; Our law and 
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regulations database is available 
24/7 to our members, through 
personal data for access to the 
closed page at www.badibg.org
We believe that none of the in-
stitutions maintains such a data-
base.

E-Bulletin - news from National 
Assembly, Council of Ministers, 
Ministry of Health, National Cen-
tre on Pricing and Reimburse-
ment of Medicinal Products, 
BDA, National Health Insurance 
Fund, HTA Commission, as well 
as European institutions - EMA, 
EDQM, ICH; which is distributed 
to our members almost daily and 
in addition to being connected 
in a network keeps them well in-
formed. In order to be always up 
to date and to maintain the level 
of awareness among our mem-
bers to the highest and in ac-
cordance with world standards, 
we: daily monitor the websites 
of regulatory drug institutions at 
national and international level 
- BDA, MH, NSCRLP, NHIF, EMA, 
EDQM, etc. The information we 
select is sent, in the form of an 

e-newsletter, to our members; 
In case of breaking news, we 
inform our members in a timely 
manner;

- Networking - exchange of ex-
perience and discussions with 
representatives of industry, reg-
ulators and academia and other 
similar associations

- Registration for events with 
up to 50, and more, percent dis-
counts; exclusive conditions and 
preferences for participation in 
trainings and free online events;

- Digital events - discussions, 
trainings and others;

- Opportunity to make presen-
tations, lectures and research on 
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current topics; participation in 
the preparation of opinions on 
laws and regulations by mem-
bers of BADI, thus forming expe-
rienced teams in various fields;

- Access to all presentations, cer-
tificates and training lectures of 
BADI events are published on 
the closed page and all are ar-
chived since the first BADI event.

- On-demand training for pro-
fessional development or other 
targeted events;

- Pro bono workshops organ-
ised annually

- Awards & Recognitions - a pro-
gramme for partners, loyal mem-
bers, achievements in the indus-
try, whose names are published 
on our Facebook page often.

Each member is
entitled to:
• participate in the Association’s 
management;

• elect and be elected on the As-
sociation’s bodies;

• be informed of the Associa-
tion’s activity;

• use the property and outcomes 
of the Association’s activity.

The members are 
obliged:
• To participate in the Associa-
tion’s activities and to work for 
the achievement of its goals;

• To assist in improving the Asso-
ciation’s goodwill;

• Not to engage in actions or 
omissions to act that are con-
trary to its goals, and the activ-
ities enshrined in the Statutes 
and/or malign it; 

• To regularly pay membership 
contribution/membership fee;

• To observe the Statutes provi-
sions and to implement the de-
cisions of the Association’s gov-
erning bodies;

• To make new requests, sugges-
tions, opinions and ideas at their 
own discretion.
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VII.Membership in different 
organisations

The Association is a member of the following Bulgarian and 
international organisations:

• Bulgarian Association for Personalized Medicine;

• Union of Bulgarian medical specialists;

• Bulgarian Association for Patients' Defence;

• IFAPP - International Federation of Associations of Pharmaceutical 
Physicians
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VIII. The 5th anniversary | BADI 
2015

November 11 2015 with GSK Guests

November 11, 2015 | Official Cocktail 
BADI 5th Anniversary 

On the 5th anniversary of No-
vember 11, 2015, the BADI cele-
brated the event in the Sofia Hall, 
in the Trade Centre-Interpred, 
where the progress of its activity 
and the growing number of its 
members was presented. The fes-
tive event was attended by over 
250 people, and among the of-
ficial guests were Dr. Daritkova - 
Chairman of the Health Commit-
tee of the 43th National Assem-
bly, Prof. Vodenicharov - Dean 
of the Faculty of Public Health 
at the Medical University - Sofia, 
Barbara Sikmuller - President of 
the German Association of Drug 
Regulatory Affairs, Darina Stoeva 
- Editor-in-Chief of Forum Medi-
cus, Chairmen of leading pharma-
ceutical companies, patient and 
professional organisations, rep-
resentatives of state institutions, 
as well as experts from innovative 
and generic companies of the 
pharmaceutical industry.

The Association also received 
congratulatory letters from the 

Ministry of Health, the Union of 
Bulgarian Medical Specialists, as 
well as from the Bulgarian Phar-
maceutical Union, which you can 
see at www.badibg.org.

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=38:5---&id=1664:badiinc064&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=38:5---&id=1601:badicolg001&tmpl=component&Itemid=0
http://www.badibg.org
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November 11 2015 The Chair of the Health Commission, Dr Daritkova of the Bulgarian Parliament 
congratulating the participants of the event 

November 11 2015 
All guests in black 
and white | 
Official Cocktail
BADI 5Th Anniversary 

November 11 2015 – November 11, 2015 | Official Cocktail – BADI 5th Anniversary | 
Dr. D. Daritkova – Chair of the Health Commission of the Bulgarian Parliament

https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=41:5---&id=1748:badinagra001&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=40:5---&id=1710:badicolg004&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=40:5---&id=1709:badicolg003&tmpl=component&Itemid=0
https://www.badibg.org/index.php?option=com_phocagallery&view=detail&catid=40:5---&id=1720:badicolg014&tmpl=component&Itemid=0
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IX. The 10th anniversary | 
BADI 2020

In 2020, the Association 
celebrated 10 Years Anniversary 
and organized a Regulatory 
Affairs Update Congress with the 
participation of the competent 
authorities’ expert groups – 
Bulgarian Drug Agency, foreign 
leaders of competent authorities 
from EMA, EMA Management 
Board,  PEI, BFARM, AGES 
EDQM, AGES representatives on 

June 5th, 2020. 

Upcoming challenges
The difficulty of analysing critical 
areas and building a programme 
for a workshop or training is a 
complex process. In other large 
organisations such as DIA and 
ISPOR, whole teams therefore 
work. 

Our team is modest and the biggest 
challenge, even if we know that 
serious changes are taking place in 
some areas, is to find  the relevant 
topic's experienced lecturers who 
can present the added direction 
of training experts.

 As we do not have suitable 
lecturers in most areas, as many 
of our experts have expertise, 
but to transfer this to other 
people is additional - a skill 
that is learned and requires 
effort and will, so we do not 
always manage to deal locally 
with experts, we invite foreign 
lecturers to complement the 
expertise.

The work with the regulatory 
institutions has undergone 
serious development over the 
years since our establishment. 
Now a number of domestic and 
international agencies are getting 
involved and it is really one of 
our greatest achievements, but 
the involvement of regulators 
in certain areas to get involved 
freely still needs to be developed 
and upgraded.

The main priority in the future is 
to unite with other organisations 
and hold joint events and to 
establish a  network of such 
organisations which could build 
up a European Drug Regulatory 
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Association.

December 20, 2019 | Christmas Party | The Team of Bulgarian Association for Drug Information



1. THE 10th ANNIVERSARY OF BADI 
| 2020



Bulgarian Association for Drug Information (BADI)

OUR SCIENTIFIC PROGRAM | 
DRUG REGULATORY AFFAIRS e-CONGRESS | MEET THE 
REGULATORS | 10 YEARS BADI
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Professor Guido Rasi began 
his second term as Executive Di-
rector of EMA on 16 November 
2015. From November 2014 to 
mid-November 2015, Professor 
Guido Rasi served as EMA’s Prin-
cipal Adviser in Charge of Strat-
egy.

From November 2011 to No-
vember 2014 he was the Exec-
utive Director of the European 
Medicines Agency and a mem-
ber of its Management Board in 
the three years     prior to this.

He has been elected Chair of 
the International Coalition of 
Medicines Regulatory Authori-
ties (ICMRA) from 1st October 
2019 for a term of 3 years.

He was Director-General of 
the Italian Medicines Agency 
from 2008 to 2011 and member 

of the Management Board from 
2004 and 2008.

He was made full professor of 
microbiology at the University of 
Rome 'Tor Vergata' in 2008.

From 2005 to 2008 he was 
Director of Research at the In-
stitute of Neurobiology and Mo-
lecular Medicine of the National 
Research Council (CNR) in Rome. 

From 1990 to 2005 Professor 
Rasi worked at the Institute for 
Experimental Medicine of the 
National Research Council, Italy.

He had teaching and research 
experience at the University of 
California, Berkeley in 1999.

Professor Rasi holds a degree 
in medicine and surgery, with 
specialisations in internal medi-
cine, allergology and clinical im-
munology, from the University 
of Rome.

From 1978 to 1990, he worked 
as a physician in hospital, re-
search and private practice. He is 
author of more than 100 scientif-
ic publications.

Prof. Rasi was born in Padova, 
Italy and is married with two 
children.

OUR LECTURERS | 
DRUG REGULATORY AFFAIRS e-CONGRESS | 
MEET THE REGULATORS | 10 YEARS BADI
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Christa Wirthumer-Hoche, 
Dr. techn., Dipl. Ing. 

Dr. Christa Wirthumer-Hoche 
studied biochemistry and gradu-
ated at the Technical University, 
Vienna in 1981, she did her doc-
toral thesis at the Institute for 
Medical Physiology, graduating 
in 1983. After joining the Austri-
an National Institute for Quality 
Control of Drugs (1983 – 1998), 
she was the Head of the Licens-
ing Division for medicinal prod-
ucts, in the Unit for Pharmaceuti-
cal Affairs at the Austrian Federal 
Ministry of Health and Women.

Since the foundation of the 
new Austrian Agency 1 January 
2006 her position was Head of 
the Unit for Marketing Authori-
sation and Lifecycle Manage-
ment of Medicinal Products, her 
current position is Head of the 
Austrian Medicines and Medical 
Devices Agency at AGES Austrian 

Agency for Health &Food Safety.

Since 1994 she has been a 
member in several European 
Committees and Working Par-
ties, and she is currently appoint-
ed Chair of the EMA-Manage-
ment Board.

She gives lectures at different 
universities (Vienna, Bonn, Co-
penhagen).

Klaus Cichutek is President 
of the Paul-Ehrlich-Institut, Fed-
eral Institute for Vaccines and 
Biomedicines, Germany, and 
extra-ordinary Professor of Bio-
chemistry at the Goethe Univer-
sity Frankfurt/Main. 

The Paul-Ehrlich-Institut is a 
research and science driven Med-
icines Agency (veterinary and 
human vaccines, human biomed-
icines) reporting to the German 
Federal Ministry of Health and 
providing regulatory services to 
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the European Medicines Agency 
EMA, EDQM, WHO and others.

Professional career:

1976 to 1984  

studies of and Ph.D. in bio-
chemistry 

1985 to 1988  

postdoctoral scientist at the 
Molecular Biology and Virus Lab-
oratory, University of California in 
Berkeley, U.S.A., on fellowships 
of the DFG (German Research 
Foundation) and the Univ. of 
California

1988 to 1994

head, 'Molecular Biology' Re-
search Group, Paul-Ehrlich-Insti-
tut, Langen

1994 to 2011 

head, Division of Medical Bio-
technology, Paul-Ehrlich-Institut, 
Langen

1999 to 2009 

Vice President, Paul-Ehrlich-In-
stitut, Langen

2009 to today 

President, Paul-Ehrlich-Insti-
tut, Langen

Research interests: Ret-
rovirology and gene ther-
apy (> 150 publications).  
Early research on oncogenic Har-

vey sarcoma virus was followed 
by a characterisation of the ap-
athogenic infection of African 
green monkeys with SIVagm 
and of the development of HIV-1 
virus variants from a single bio-
logical virus clone in patients. In 
gene therapy, he generated a va-
riety of retro- and lentiviral vec-
tors and vector pseudotypes and 
he demonstrated the feasibility 
of cell targeting in vitro and in 
vivo.

Current committee and 
board memberships (selection):  
- European "Heads of Medi-
cines Agencies" (HMA Manage-
ment Group chair; 02/2014 to 
02/2018),

- "WHO Expert Committee 
on Biological Standardization" 
(ECBS) (elected chair in 2016-19),

- “WHO Product Develop-
ment for Vaccines Advisory Com-
mittee" (PD-VAC),

- ICMRA member (“Interna-
tional Coalition of Medicines 
Regulatory Authorities”),

- founding member of the 
German Center for Infection Re-
search DZIF, 

- Loewe Centre for Cell and 
Gene Therapy Frankfurt/Main, 
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- Board member of the Ger-
man Working Group of Depart-
mental Research Institutes (AG 
Ressortforschung),

- reviewer of research propos-
als for the Federal Ministry of Ed-
ucation and Research, the Ger-
man Research Foundation DFG, 
Fraunhofer, Helmholtz Associa-
tion and the European Commis-
sion.

Bogdan Kirilov

Executive Director of the 
Bulgarian Drug Agency from 
August 2018

Deputy Executive Director of 
the Bulgarian Drug Agency from 
November 2017 to August 2018. 

Master's degree in Pharmacy 
from Faculty of Pharmacy, 
Medical University, Sofia. 
Master's degree in Public Health 
from Faculty of Public Health 
Medical University, Sofia. 

PhD candidate in Medical 
University, Varna. 

Eight years’ experience in 
Pharmaceutical industry in 
different positions.

Prof. Dr. rer. nat. Barbara 
Sickmüller is a pharmacist. 
She studied and obtained 
her doctorate at the Philipps 
University in Marburg - Germany 
(1967-1974). 

From 1977 she worked as 
a scientific executive at the 
Association of the German 
Pharmaceutical Industry (BPI) 
and took over the section "Drug 
Safety" of BPI in 1979. 1984/1985 
she had a sabbatical year in 
the USA with training into US 
drug legislation. From 1988 she 
was appointed as head of the 
department "Medical affairs" 
and from 1997 Director of 
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the Medicines and Pharmacy 
Division of BPI. In 2000 she was 
appointed as Deputy Director 
General of BPI. 

Since 1987 until 2011 she 
gave yearly lectures in the 
department of Pharmacy, 
University of Marburg, and was 
appointed honorary Professor 
of the University of Marburg/
Lahn (January 2000). In addition 
she gave lectures for the 
Master's of Drug Regulatory 
Affairs at the University in 
Bonn. She had further teaching 
assignments at the Universities 
of Frankfurt and Heidelberg 
on Pharmacovigilance and 
clinical trials, and has published 
numerous publications and book 
contributions in these regulatory 
areas. 

The German Ministry of 
Health appointed her as Member 
of the Advisory Committee on 
prescription of pharmaceutical 
products, the Commission on 
Medicines for Children and 
Adolescents (KAKJ) and member 
of the Board of Trustees of 
the Institute for Quality and 
Efficiency in Health Care 
(IQWiG) and a member of the 

Board of Trustees of the German 
Agency for Health Technology 
Assessment (HTA) at DIMDI. 

She was a member of several 
Working Groups of the Council 
for International Organizations 
of Medical Sciences (CIOMS) and 
the International Conference 
on the Harmonization of 
Marketing Authorization 
Requirements (ICH) in the areas 
of pharmacovigilance and clinical 
trials. 

Since March 2012 she has 
retired and is now active as 
Senior Scientific Advisor for BPI. 

In July 2014 she was appointed 
President of the German 
Association for Regulatory Affairs 
(DGRA) and in October 2014 
member of the university council 
of the University of Applied 
Sciences of Central Hesse (THM) 
in Gießen.
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Dr. Birka Lehmann
Senior Expert Drug Regulatory 

Affairs

Career
Head of Executive Department 

EU and International Affairs of the 
Federal Institute for Drugs and 
Medical Devices (BfArM) since 
October 2011 until March 2016.

Study of Human Medicines 
at the Free University Berlin 
(MD, PhD) and training at the 
Kinderklinik Norderney.

My working experience includes 
9 years preclinical assessment in 
the division ‘Pharmacology

and Toxicology’ of Federal 
Health Office. I served as head of 
unit ‘Decentralised Procedure’

(1996-2002) Federal Institute 
for Drugs and Medical Devices 
and as deputy head of EU

Division (2000-2002) and 
supported the Committee Human 
Medicines Products of the

European Medicines Agency 
(EMA) as expert.

From 2002 – 2006 I joined 
the European Commission, 
Directorate-General Enterprise 
and industry as expert on 
secondment to in the unit 
‘Pharmaceuticals’ responsible for 
inter alia Marketing Authorisation 
and implementation of Clinical 
Trials Directive.

From September 2006 utill 
October 2011 I was head of the 
division 3 Marketing Authorisation

procedure at the BfArM. 
Since 2007 I was member of the 
Paediatric Committee at the

European Medicines Agency 
until end of 2015.

Lecturer:
Friedrich-Wilhelm-University 

Bonn (Master of Drug Regulatory 
Affairs) since 1999
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Prof. Burkhard Sträter  was 
born 1950 in Werl (Westphalia).

University: 1969-1974 Study 
of law in Marburg, Münster and 
Berlin; 1974 1st state law exam-
inations; 1977 2nd state law ex-
aminations.

Professional career: 

1977 Judge at the Local Court 
of Berlin-Tiergarten 

- criminal matters - 1978 Legal 
advisor in the senate administra-
tion of justice,  Berlin 

-  public law - 1979 Judge at 
the Regional Court of Berlin

- civil matters – 1980 Judge at 
the Administrative Court of Berlin; 

 1981 Government director; 
Head of section for Matters of 
Law and General Policy of the 
Federal Health Agency;

1985-1997 Lawyer in Aachen, 
intermittently in Brussels; 

 since 1997 Lawyer in Bonn;

Teaching activities: 

1980-1984 Lecturer at the Ad-
ministrative Academy of Berlin

public law – 1981-1985 Prac-
tical training of law students - 
Court of Appeal in Berlin - pub-
lic law - Since 1985 Advanced 
training of scientists from the 
pharmaceutical industry on 
regulatory, pharmaceutical law 
and social law issues associated 
with the development, manu-
facture, marketing authoriza-
tion and marketing of medicinal 
products and medical devices. 
Advanced and further training 
of practice-based and hospital 
physicians on questions of med-
ical and social law and of offici-
nal and hospital pharmacists on 
questions of medicinal product 
and pharmacy law.

Corresponding publications 
in pertinent scientific journals. 
Since 1999 Lecturer at the Uni-
versity of Bonn. Opinions heard 
on many occasions as expert in 
the Health Committee of the 
German Bundestag on amend-
ments to the German Drug Act 
(AMG).
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Prof. Dr. Folker Spitzenberg-
er, PhD (Molecular Biology), 
Chemist (Diploma), Drug Regu-
latory    Affairs (Master, 
MDRA), Fachhochschule Lübeck, 
University of Applied Sciences, 
Focus area  of clinical/scien-
tific work. Drug and medical de-
vice regulatory affairs, standard-
ization, quality management, 
conformity, assessment, accred-
itation, laboratory medicine, in 
vitro diagnostic medical devices; 
Experience in international proj-
ects. Since 2005 until present ex-
perience as  consultant, scien-
tific expert, advisor for WHO, 
EU, PTB and other organizations 
in numerous  international proj-
ects related to regulatory affairs, 
quality assurance, quality man-
agement,  biosafety/biose -
curity, accreditation/certification 
and standardization of medical/
health laboratories. Membership 

of Scientific Societies /Relevant 
Professional Bodies

1. ISO TC 212: "Clinical labora-
tory testing and in vitro diagnos-
tic test systems“

2. CEN TC 140 "Clinical labora-
tory testing and in vitro diagnos-
tic test systems“

3. German Standards Com-
mittee DIN NAMed "Quality 
Management in medical lab-
oratories“ with the following 
functions: 1. Member and Chair 
of the German delegation; 2. 
Chairman of CEN TC 140 WG 3; 
3. Chairman of the German stan-
dards committee. Member of 
the Scientific Board of DIW-MTA 
e. V.

Training and Education: In-
ternational work experience as 
senior scientist, quality assessor 
and quality expert for all kinds 
of quality systems related to the 
in vitro diagnostic medical de-
vices (IVDMD) sector including 
branches as accreditation and 
designation (German Accredi-
tation Body DAkkS; Central Au-
thority of the Laender for health 
protection regarding medicinal 
products and medical devices 
ZLG); Certification and GMP (In-
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ternational projects for WHO, EU 
and others); risk assessment and 
vigilance (Paul-Ehrlich-Institute 
PEI); Disease control and preven-
tion (Robert Koch-Institute RKI).

Numerous publications and 
projects in the field of quality 
assurance/quality management,

Standardization and regulato-
ry affairs related to the IVDMD 
sector.

Dr. Peter Bachmann
Head of Unit 'International 

Liaison Office and Conferences', 
Executive Department ‘European 
Union  and International Affairs’, 
Federal Institute for Drugs and 
Medical Devices (BfArM)

Peter Bachmann has studied 
biology and chemistry and has a 
Doctorate of Natural Sciences  
(Pharmaceutical Biology) from 
the University of Wuerzburg 
(Germany). Following a JSPS  

postdoctoral fellowship at Kyoto 
University (Japan) and a DFG 
Fellowship at the Institute of 
Food  Research in Norwich, 
UK, he worked at the Institute 
of Pharmaceutical Biology 
at the Technical University 
Braunschweig/Germany, until 
1999 when he joined the Federal 
Institute for Drugs and Medical 
Devices (BfArM, Germany), 
Department of 'Drug Approval‘. 
Following positions as Head 
of Subunit 'Variations‘ (2000-
2002), Head of   Unit „Mutual 
Recognition Procedures“ 
(2002 - 2005), Senior Expert 
for ‘Drug Regulatory Affairs’ 
in the Executive Department 
‘European and International 
Affairs’ (2005-2011), and Head 
of Unit ‘Coordination Group’ 
(2011-2017), he currently 
holds the positions as Head 
of the ‘International Liaison 
Office and Conferences’ and as 
Deputy-Head of the Executive 
Department ‘European Union 
and International Affairs’. He 
was the German representative 
to the MRFG (2002 – 2005), 
the German CMDh Member 
(2005 – 2011), the elected 
Chair of the CMDh (2011–
2017), and a member of the 
International Generic Drug 
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Regulators Programme (IGDRP) 
Steering Committee (2012-
2017). Currently he is acting 
as the German NtA Member 
(since 2002), a Member of the 
European Union Network Data 
Board and the European Union 
IDMP/SPOR Task Force (since 
2018), a Member of the HMA WG 
‘Better Use of Medicines’ (incl 
the ePI Task Force, a Member of 
the International Pharmaceutical 
Regulators Programme (IPRP) 
Management Committee (since 
2018), the European Lead of 
the ICH IGDG (Informal Generic 
Discussion Group) and as a 
member of different other 
European and International 
AdHoc Working Parties. He is a 
lecturer for ‘Drug Regulatory 
Affairs’ at the Universities of 
Bonn, Duisburg-Essen, Basel 
and Copenhagen, a honorary 
member of the ‘Middle-
European Society for Regulatory 
Affairs’ (MEGRA), a honorary 
life-time TOPRA-member, a 
former member and Vice-Chair 
of the DIA Advisory Committee 
Europe (2007 – 2013), DIA Board 
of Directors (2013 – 2016) and 
is currently serving at the DIA 
Council of Regulators and the 
TOPRA Advisory Committee.

Susanne Keitel is a licensed 
pharmacist with a Ph.D. in 
pharmaceutical technology. 
Following ten years in the 
pharmaceutical industry, she 
held variatious senior positions 
at the Federal Institute for Drugs 
and Medical Devices (BfArM), 
Germany. Since October 2007, 
Susanne Keitel has held the post 
of Director of the European 
Directorate for the Quality of 
Medicine & HealthCare (EDQM), 
Council of Europe in Strasbourg.
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Dr. Sophie Werkö has an 
MSc in Business Administration 
and a PhD from the University 
of Stockholm. She has a 
longstanding engagement 
with HTA and started in HTA as 
Project Director at The Swedish 
Agency for Health Technology 
Assessment and Assessment of 
Social Services (SBU). In 2012 
she was appointed Manager of 
International Relations at SBU, 
responsible for coordinating 
SBU’s international work and in 
2015 she also became Manager 
for Patient Engagement at 
SBU. She publishes frequently 
in scientific journals and acts as 
reviewer and associated editor in 
several journals.

 

As Chair of the International 
Network of Agencies for 
Health Technology Assessment 
(INAHTA), she has an important 

role of leading the global 
network of publicly funded HTA 
agencies. She is also a member 
of the steering committee of the 
Health Technology Assessment 
International (HTAi) subgroup 
on Patient and Citizens 
Involvement since 2007 and the 
co-chair of the HTAi subgroup 
on Patient Issues: Methods and 
Impact Working Group together 
with Dr Sophie Staniszewska. 
She has participated in the work 
of the European network for 
Health Technology Assessment 
(EUnetHTA) since 2009 and 
represents Sweden in the EU 
HTA Network (HTAN). 

Prof. Tatyana Benisheva - 
Dimitrova, DSc., President of 
BADI is a  professor in the Faculty 
of Public Health at Medical 
University, Sofia. After receiving 
an ЕС-CADREAC scholarship 
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she completed Master’s degree 
in Drug Regulatory Affairs 
(2004/2005) at the University of 
Bonn and later in 2010 a Master's 
degree in “Public Health” at 
the Medical University of Sofia, 
Bulgaria. 

She was a Director of the 
“Drug Policy” Department at 
the Ministry of Health (2000-
2005) and has over 10 years 
of experience at the Bulgarian 
Drug Agency (BDA).  As the first 
president of the National Council 
on Prices and Reimbursement 
of Medicinal Products 2013-
2014 she started an EU-project-
OPAC for establishing an 
electronic database of medicinal 
products. As a managing 
director of consulting in Bulgaria 
Betaconsult Pharma Ltd. (2007-
2013) she developed activities at 
the global regulatory database 
IDRAC of the Thompson Reuters 
(2006-2012).  She was involved 
as an expert in the project of the 
European Commission - PLAC 
assignment medicinal product 
pricing in Serbia, in 2016.  Prof. 
Benisheva is member of DIA and 
DGRA and Board member of 
the EAMEA, Advisory council at 

the DIA in Europe, since 2017. 
Her 25 years of experience in 
drug regulatory affairs (life 
cycle management and market 
access of medicinal product) is 
complemented by more than 100 
publications in the regulatory 
science field of medicines.

Prof. Dobriana Sidjimova, 
PhD graduated Sofia University 
in 1998 with the subject Russian 
Philology with a Master's 
degree. In 2001 she defended 
her Master's degree in Public 
Relations at Sofia University. In 
2003 she obtained a Master's 
degree in Health management 
at the Medical University of 
Sofia in the Faculty of Public 
Health. In 2005 she defended 
a PhD thesis. Her professional 
experience started as a State 
Expert in the PR Department of 
the National Health Insurance 
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Fund. In 2006 she became an 
Assistant Professor at the Faculty 
of Public Health in the Medical 
University of Sofia. Since 2008 
she is an Associate Professor in 
The Faculty Of Public Health, 
Medical University, Sofia. In 
2014 she obtained a "Health 
Economics" speciality. Until 14th 
of May 2015 she was Chairman 
of Board of Directors of BADI. In 
2016 she became a Professor at 
the Faculty of Public Health, MU-
Sofia. She is Chief Editor of the 
Health Policy and Management 
Journal. Prof. D. Sidjimova is Head 
of Department of the Medical 
Pedagogy, Language and Sport 
in the Medical University of Sofia.

Prof. Genka Petrova is Head of 
the Department of Organization 
and Economics of Pharmacy, 
two terms Deputy Rector of 
Medical University, Sofia and 

winner of the ISPOR Award 
for Outstanding Achievements 
in the Development of 
the Organization. Prof. 
Petrova works in the field 
of pharmacoeconomics and 
pharmaceutical legislation, with 
over 600 publications, of which 
over 150 journal entries, 10 
international projects, including 
2 of programs Horizon 2020 and 
Erasmus plus  - 2 over the last 
five years.

Daniela Cherneva graduated 
from Sofia University “St. 
Kliment Ohridski” in 2008 with 
a Bachelor’s degree in Russian 
philology. In 2011 she graduated 
from New Bulgarian University 
in Sofia with a Master’s degree 
in International Business and 
in June 2015 she obtained a 
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Master’s degree in Public Health 
and Healthcare Management 
from the Faculty of Public Health 
of the Medical University in 
Sofia. Starting from March 2017 
Daniela is a PhD Student in the 
Faculty of Public Health, Medical 
University in Sofia.  She has more 
than 10 years of experience in 
Regulatory Affairs, currently 
in the position of Regulatory 
Affairs Manager in Medochemie 
Ltd. Bulgaria.  

During her professional life 
she gained broad experience 
not only in Regulatory 
Affairs, but also in pricing 
and reimbursement, market 
access, pharmacovigilance, life-
cycle product management, 
etc. Daniela has more than 16 
publications and conference 
participations in the field 
of Regulatory Affairs and is 
a member of the Bulgarian 
Association for Drug Information 
(BADI) and the International 
Society for Pharmacoeconomic 
and Outcome Research (ISPOR).

Prof. Valentina Petkova, 
DSc, PhD, MPharm., MPH has 
been Vice-Rector for Science and 
Accreditation of MU-Sofia since 
2016. She is Chair of the Counil 
of medical Science. During 
the period 2012–2016 she was 
Deputy Dean for Academic 
Affairs for students studying in 
English at the Faculty Pharmacy, 
MU-Sofia. In 2015 she obtained 
the scientific degree of Doctor 
of Science after defending a 
dissertation on "Theoretical and 
applied aspects of the concept 
of" Pharmaceutical Care "in some 
specific groups of patients." In 
2000 she successfully defended 
her PhD thesis on the topic 
”Study of the chronic patient’s 
level of compliance” Master 
of Public Health and Health 
Management - PHC, MU-Sofia. 
She has acquired specialties 
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in hospital pharmacy, clinical 
pharmacy, organization and 
economics of pharmaceutical 
production, organization and 
economics of pharmacy and 
distribution practice. Master in 
Marketing and Management at 
the Technical University, Sofia. 
Master of Pharmacy at the Faculty 
of Pharmacy, MU-Sofia. She has 
more than 200 publication in 
Bulgarian and foreign scientific 
journals, 10 books and manuals 
and more than 75 participations 
in scientific meetings. She has 
specialized in Germany (1998), 
Italy (1999, 2000) and the 
Netherlands (2006) in the sphere 
of Biostatistics, Epidemiology, 
P h a r m a c o e p i d e m i o l o g y, 
Management and decision 
making in healthcare,  and 
Pharmaceutical care.

Dr. Lyubina Todorova, BDA

Lyubina Todorova, MD has 
been the Head of Department 
for Marketing Authorisation of 
Medicinal Products at the Bul-
garian Drug Agency since 2010. 
She has more than 15 years ex-
perience in pharmaceutical reg-
ulatory affairs. She has been 
working at BDA since 2001 and 
took several different positions 
including clinical assessor and 
Head of Department for Control 
of Blood transfusion system. Her 
background is human medicine 
and has specializations in inter-
nal medicine and hematology. 
She was Bulgarian representa-
tive at CAT and CMDh 5 years 
ago and in 2017 was nominated 
as a member of Committee for 
Orphan Medicinal Products.
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M. Pharm. Todor Darakchiev 
is a Head of the Division “Trade 

control and supervision” in the 

Department “Market supervision 

and Inspections” at the Bulgarian 

Drug Agency (BDA). He has been 

working in the field of medical 

devices regulation for more than 

18 years after going to work for 

BDA in 1999. During his career 

in BDA he gained regulatory 

experience as a chief expert 

for the issuing of marketing 

authorizations of medical 

devices (till 2006) and a chief 

inspector for medical devices and 

medicinal products (since 2007). 

Todor Darakchiev has been a 

member of working groups for 

medical devices (MDEG and 

Borderline & Classification) at 

the European Commission, DG 

SANCO since 2008. During the 

same period he participated in 

the meetings of the Competent 

Authorities for Medical Devices 

as a BDA representative. In the 

period 2005 – 2017 he attended 

several workshops for medical 

devices organized by TAIEX. 

In the beginning of Bulgarian 

membership in EU he was a 

member of a working group 

responsible for transposition 

of the European legislation 

for medical devices. In 2011 – 

2012 Darakchiev participated in 

an interdepartmental project 

‘’Creation of digital database of 

medical devices payed with public 

resources” as a coordinator.
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АстраЗенека България ЕООД
Бул. Драган Цанков 36
София 1057, България
T: + (359 2) 44 55 000
F: + (359 2) 971 11 24
www.astrazeneca.bg

До Проф. Татяна Бенишева, дмн
Председател на УС на Българска
Асоциация за лекарствена информация

София, 19 юни 2020 г.

ПОЗДРАВИТЕЛНО ПИСМО

Уважаема Проф. Бенишева, 

От името на екипа на АстраЗенека България бихме искали да Ви поднесем най-искрени 
поздравления по случай 10 годишнината от създаването на Българска асоциация за 
лекарствена информация. 

Виртуалният семинар Drug Regulatory Affairs e-Congress – Meet the regulators - 10 Yeаrs
BADI, отбеляза по подобаващ начин Вашата ангажираност и отдаденост към науката и 
развитието на регулациите в България. Темите, които бяха включени във форума несъмнено 
покриха горещи и важни въпроси, удовлетворявайки с експертност и познания в покритите 
области. Значими фигури, които взеха участие Проф. Гуидо Рази, Маг. фарм. Богдан Кирилов,
д-р Кристина Виртумер-Хое, Сузане Кайтел, Проф. Клаус Кихутек са доказателство за 
доброто партньорство, уважение и респект, които Вие и екипа на БАЛИ сте извоювали през 
годините сред своите колеги в страната и Европа.

Като Ваши дългогодишни членове и партньори, вярваме, че заедно ще продължим да 
допринасяме за обществото ни и за България. 

Пожелаваме Ви крепко здраве, и все така да подкрепяте и обединявате регулаторните 
специалисти в България.

С уважение,

Зоя Паунова
Изпълнителен Директор на
АстраЗенека България

Ирина Рогозанска
Регулаторен мениджър на
АстраЗенека Българи

София, 19 юни 2020 г.
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SUMMARY | DRUG REGULATORY AFFAIRS 
e-CONGRESS | MEET THE REGULATORS | 10 
YEARS BADI
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X. THE SPONSORS 
OF DRUG REGULATORY AFFAIRS 

e-CONGRESS | MEET THE REGULATORS | 
10 YEARS BADI

Platinum:

Gold:

Silver:
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Svetoslav Tsenov, DM, PhD Commercial Director Astellas Pharma HBR (Hungary, Bulgaria, Romania)

ASTELLAS Pharma 
EOOD, Bulgaria

During the last 
10 Years BADI has 
communicated with 
representatives of 
the Pharmaceutical 
Industry in Bulgaria 
as a highly valuable 
partner providing a 
lot of opportunities 
to share the latest in-
formation in the reg-
ulatory environment 
and to interact with 

all members in the 
best possible way. 

BADI contributes 
to improve the exper-
tise of all members 
- professionals and 
specialists to devel-
op a highly qualified 
professional network 
and share best prac-
tices. 

All events orga-
nized during last 

years have been suc-
cessful and highly 
valuable for all regu-
latory specialists and 
professionals related 
with HTA develop-
ment and implemen-
tation. 

We fully agree that 
organized events are 
helpful and provide 
opportunities for 
skills development.
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Founded in 2005 by the 
merger of two Japanese 
companies, Yamanuchi 
and Fujisawa, Astellas 
combines both the 
innovation of a 
young company and 
the expertise of two 
companies with over 
100 years of experience 
in the pharmaceutical 
industry. Our goal 
is to be responsible, 
to take an active 
position on all issues 
related not only to the 
pharmaceutical market 
and the pharmaceutical 
business, but also to all 
current topics in the 
field of healthcare. We 
believe that this is the 
responsible and correct 
way to do business in 
Bulgaria.

Astellas is a leader in:

UROLOGY
Benign Prostate 
Hyperplasia
Overactive Bladder  

ONCOLOGY
Prostate Cancer

TRANSPLANTATION
Kidney
Liver  

The company reinvests about 17% of its total 

global turnover each year in the development 

of new molecules, which includes investments 

in partnerships with other companies in the 

sector and beyond. Our new developments 

sound futuristic, but some of them are 

already a fact in real medical practice - such as 

personalized medicine, gene therapy, genomic 

sequencing. We have focused on socially 

significant diseases and serious diseases with 

unmet medical needs, such as oncology, which 

will soon displace cardiovascular diseases from 

the first place in the world in terms of the 

degree of disability.
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Astellas is at the 
forefront of healthcare 
change, making 
innovative science 
useful to patients. 
Through continuous 
repetitions of the cycle, 
we pursue sustainable 
growth of corporate 
significance.

Maximizing public 
prioritization of 
Prostate Cancer in 
Bulgaria through PCa 
Awareness Activities.

Innovative medical solutions by combining 
treatment options - internal and external
At Astellas, the idea of   creating a brighter 
future is at the heart of everything we do.
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Our goal in next years:
Innovative specialized 
medicines
In several therapeutic fields: 
     
Oncology
     Onco-hematology
     Urology
     Transplantology
     Immunology

“Changing tomorrow” 
represents our strong 
determination to continue 
our efforts as long as there 
are people suffering from 
disease, and to help achieve 
a brighter future for all 
patients fighting illness.

In only two words, we 
communicate our main 
attribute and the primary 
benefit we bring to all our 
stakeholders.
  

Being a valuable member of society has been 
a key goal for Astellas since the company was 
formed in 2005 and Astellas’ CSR strategy plays 
an integral part of its vision and ambition.
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The Bulgarian Association for 
Drug Information (BADI) is an 
organisation driven by the desire 
of its members to stay up to date 
with all the regulatory news in 
the drugs, food supplements 
and medical devices industries. 
By conducting annual courses 
in all areas of regulation of 
pharmaceuticals and by involving 
locally and internationally 
renowned specialists, it gives 
members the opportunity to 
gain synthesized knowledge of 
the latest news or important 
updates of European legislation. 
It provides the opportunity to 

Ecopharm

become better qualified and 
further develop professionally.

Specialists from almost all 
companies in the healthcare 
sector in Bulgaria take part in 
the events and courses, either 
as participants or lecturers. 
Specialists from innovative and 
generic companies are able to 
discuss and share experiences 
and knowledge. Building, 
maintaining, and facilitating 
trusted relationships among 
colleagues is the core of the 
Bulgarian Association for Drug 
Information (BADI). 

The discussion of global chal-
lenges in the regulatory frame-
work of the pharmaceuticals and 
evaluating their impact on the 
local business needs a multidis-
ciplinary approach and involve-
ment of many different author-
ities, organisations, and business 
structures. Bulgarian Association 

Petar Velev, MD, Executive Director
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for Drug Information (BADI) pro-
vides a platform for such a con-
structive and problem-solving 
discussion. 

At every stage of their career, 
regulatory professionals must 
stay updated about issues in 
the product lifecycle. It is critical 
that a professional is offered 
adequate, effective, and trusted 
training. BADI offers courses in 
safety and pharmacovigilance, 
regulatory affairs, clinical 
research etc.

During the last 5 years we 
have observed a serious change 
in the business models of the 
pharmaceutical industry. The 
so called “Traditional marketing 
model” has exhausted its abilities 
and is highly ineffective. A 
significant pricing pressure even 
on a brand generic market like 
Bulgaria imposes the need for a 
change. In this period Ecopharm 
managed to implement digital 
communication in its routine 
work using the platform of 
CredoWeb. Integration of digital 
and traditional marketing are 
the fundament of the significant 
success during this period.

The manufacturing subsidiary 
of Ecopharm - GE Phamaceutical 

has established itself as a 
reliable partner of global 
generic companies, exporting its 
products to over 40 countries. 
Specializing in small batches - 
mostly between 1000 and 3000 
packages, the implementation of 
serialization was a big challenge.

The COVID-19 pandemic is 
having and will continue to have 
a profound impact in many ways. 
From necessary digitalization 
becoming mandatory. Fortunately, 
Ecopharm is prepared for this 
great challenge and will continue 
to develop this new business 
philosophy in the future.

Our production facilities 
currently work 7 days a week in 
3 shifts. Steps have been taken 
to significantly increase capacity 
due to the very high market 
interest.
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GSK
 BADI is an essential part of 

the regulatory environment, as 

it:

- Contributes to the knowl-

edge and understanding of the 

member companies of the reg-

ulatory requirements.

- Has an active position on 

pressing issues, helping to re-

solve them quickly and effec-

tively.

- Through the events orga-

nized allows a unified under-

standing and compliance with-

in the requirements across the 

whole industry.

- Provides useful activities 

from networking and expertise 

perspective

GSK has been a leader in cer-

tain areas for years and contin-

ues to work to be among the 

most innovative, well-perform-

ing and trusted companies in the 

world. Our main goal has always 

been to work in partnership with 

institutions, medical profession-

als, the non-governmental sec-

tor and patients, to help people 

do more, feel better and live 

longer. A key postulate in our 

work - both as a company and 

as part of the industry - is that 

healthcare should be seen as 

an investment, not an expense, 

because it is a solid foundation 

for a healthy, economically pro-

ductive society. Being a leader 

in Vaccines, Antimicrobial resis-

tance and HIV area has shown 

we are true to our principles 

and focus on patients, and we 

will continue to pursue our strat-

egy of Innovation, Performance 

and Trust. During the COVID-19 

pandemic we are in unprece-

dent partnership with Sanofi 

for a vaccine development and 

with VIR Technology – for ther-

apies. In Bulgaria – we have 

donated medicinal products for 
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800 PLHIV monthly treatments, 

apart as well as financial dona-

tions. 

This is the basis on which 

we will develop our innovative 

portfolio in the future – thera-

peutic vaccines, 2DR therapies 

for HIV, Oncology. To achieve 

this, we will continue to part-

ner with all stakeholders in the 

healthcare sector to ensure ade-

quate pricing for vaccines, clear 

and favorable conditions for pa-

tients' access to innovative med-

icines, continuous investments 

in health (not costs), especially 

in its digitalization, as these are 

the key areas for investment in 

healthcare that will guarantee a 

long-term economic and demo-

graphic growth and sustainabil-

ity in the healthcare sector, de-

creasing the level of inequity of 

the Bulgarian patients.

Dr. Lisa Bonadonna, 
General Manager Bulgaria
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Medochemie LTD.
For the 10 years of its existence 

Bulgarian Association for Drug 
Information (BADI) has turned 
into a renowned and trustworthy 
partner of the pharmaceutical in-
dustry in Bulgaria in general and 
MEDOCHEMIE LTD. in particular. 
During this time BADI managed 
to create, maintain, support and 
improve a professional environ-
ment, where all experts are wel-
come – a small, but strong society 
build around expertize, trust and 
mutual respect.

MEDOCHEMIE LTD. has been 
an active member of BADI‘s fam-
ily since early 2012 and ever since 
we have found this partnership 
an asset and incremental tool for 
training and maintenance of the 
qualification and expertize of our 
local regulatory, pharmacovigi-
lance and market access experts.

Significant benefits for us are 
the possibility to meet face to 
face with local and global expe-
rienced lecturers on both pharma 
and authorities’ side, as well as 
the communication with fellow 
experts in pharma companies, 
which ultimately leads to mutual 

projects between companies, sav-
ing all parties valuable resources. 
The competitive prices of the 
events and the membership fees 
and the possibility to gain glob-
al knowledge locally (in this new 
2020 reality even in the comfort 
of our own homes) makes BADI 
a preferable partner and educa-
tional medium for us in MEDO-
CHEMIE LTD.

As a company, MEDOCHEMIE 
LTD. has made significant prog-
ress over the past few years, not 

Georgi Katinov, 
Country Head



75

only in terms of business develop-
ment, but also in terms of human 
resources, implementation of 
modern information systems and 
partnership with key specialists 
and opinion leaders both locally 
and globally. 

We have successfully intro-
duced several manufacturing 
facilities in Vietnam, that supply 
products not only to the Asian 
market, but also medicines in-
tended for European countries, 
including Bulgaria, manufactured 
in Vietnam. 

Significant milestones for ME-
DOCHEMIE LTD.  Bulgaria are 
the entrance into therapeutic 
areas where we are innovators – 
we have successfully implement-
ed the gold standard in benzodi-
azepine therapy, providing at the 
same time therapeutic solutions 
for the treatment of socially sig-
nificant diseases, such as Parkin-
son’s, dementia, hypertension, 
diabetes, maintaining a stable 
broadspectrum portfolio in all 
main therapeutic areas. 

But we at MEDOCHEMIE LTD. 
don‘t stop there. We are active-
ly investing and developing in a 
portfolio of OTC products, provid-
ing solutions for patients in vari-
ous therapeutic areas. 

Both locally and globally, ME-
DOCHEMIE LTD. will continue 
to expand the hospital portfolio, 
where we dare to claim we are 
market leaders in antibiotic par-
enteral forms, will actively de-
velop our chronic portfolio, and 
will also rely on our OTC product 
range to complete the pallet of 
therapeutic solutions we are pro-
viding. All this will be accompa-
nied by additional information 
solutions that, on the one hand, 
will facilitate the access of Bulgar-
ian patients to medicinal informa-
tion, and on the other hand, will 
shorten the path of the product 
from the manufacturer to pa-
tients and consumers.

In all our progress we are 
driven by our mission to provide 
quality drug treatment at afford-
able prices to all people across the 
globe in a manner that supports 
sustainability and we strongly be-
lieve our partnership with BADI 
will be an integral part in achiev-
ing our goals. 

So Happy 10th anniversary to 
all of us in BADI family!

Georgi Katinov
Country Head 

of MEDOCHEMIE LTD. BULGARIA
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Novartis has been the leading 

pharmaceutical company in 

Bulgaria for the last couple of 

years. It’s definitely a result 

of our vision to be a trusted 

leader through providing 

innovative healthcare solutions 

for the benefit of the patients 

and society. These solutions 

include not only new effective 

health technologies in certain 

different disease areas with high 

unmet needs, but also close 

collaboration with healthcare 

professionals and authorities to 

move from pilots to policies in 

Novartis Bulgaria
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our very sensitive sector. As a 

result Bulgarian patients have 

access to innovative therapies 

and there is a certain level of 

sustainability and predictability 

in the healthcare system. In the 

years to come we will continue 

to adapt our model to the 

changes in the business and 

social environment in order to 

introduce our new effective 

Hristo Trunchev, 
MD, Country President

health technologies like CAR-T 

cell therapy in hematology, gene 

therapies in ophthalmology 

and spinal muscular atrophy, 

and the biosimilar products of 

Sandoz which is important part 

of Novartis.

Novartis is building 

partnerships with different 

stakeholders day after day. An 

organization like the Bulgarian 

Association for Drug Information 

(BADI) is an important partner 

for its expertise, network and 

focus in drug regulatory affairs 

with all multidisciplinary aspects. 

BADI gives us the opportunity 

not only to learn and develop 

our competences, but also to 

hear the voice of the regulator. 

Trust is hard to earn, easy to 

lose... Trust is a key word in our 

collaboration with BADI.

Dr. Hristo Trunchev

President of Novartis 

Bulgaria
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Smart S pharma
For the last 4 years, Smart S 

Pharma has established itself as 
a market leader for revolutionary 
products in the field of neurology, 
physiotherapy, rehabilitation 
and mobility of disadvantaged 
people.

Our membership in Bulgarian 
Association for Drug Information 
(BADI) seemed to be the next 
logical step in our development. 

With BADI’s growing expertise 
network, useful updates and 
widely valued events we truly 
believe in the benefits of our 
membership and even if we 
recently joined BADI’s family we 
believe we will share many years 
of shared knowledge. 

Smart S Pharma is a company 
that implements and offers on 
the Bulgarian market innovative 
technologies in order to 
improve the quality of life of 
disadvantaged people. 

The company presented for 
the first time on the Bulgarian 
market high-tech products to 
bring disadvantaged people 
back to their feet. Implementing 
one-of-a-kind solutions for 
people in need of care at home. 
The company's products have 
become part of the treatment 
model of many of the leading 

Rossen Petkov, 
Sales Manager
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hospitals in Bulgaria, accelerating 
the speed of recovery of patients 
and increasing the level of service 
in hospitals.

Mobility products have 
allowed disadvantaged people to 
be able to see the world beyond 
their home again for the first time 
in years. Municipalities, theaters, 
museums, hotels, provided 
accessibility to disadvantaged 
people and allowed them to visit 
them on an equal footing with 
other people.

It is a privilege and an honor 
for us to help disadvantaged 
people to have a normal lifestyle 
again.

In the next 4-5 years, the 
focus of Smart S Pharma will 
be the implementation and 
development of innovations in 
the treatment of disadvantaged 
people, increasing their quality 
of life. The company has several 
main directions of development:

- Providing innovative 
technologies and solutions for 
people with mobility problems.

- Introduction of innovative 
technologies in the care of 
seriously ill patients.

- Creating a mobile and 
accessible environment for 
all disadvantaged people in 
Bulgaria.

- Providing disadvantaged 
people with the best quality and 
good products for their daily 
lives and mobility.

- Improving the quality of life 
of disadvantaged people.

We truly believe BADI will play 
an integral part in this future 
development helping us grow 
our expertise and broaden our 
horizons. 

The company's motto is 
"Technologies of the Future", 
which we strive for and will try 
to make these technologies of 
the future part of the present.

Rosen Petkov

Sales Manager of Smart S 
Pharma



80

Merck
By organising work group 

meetings, seminars, lectures, 

conferences the Association is 

developing the qualification of 

the Association members and 

raising awareness in important 

regulatory framework topics. At 

the same time it provides oppor-

tunity for networking between 

pharmaceutical industry stake-

holders.

***

We are privileged to work in 

an industry where financial per-

formance is only a consequence 

of our ability to provide added 

value in healthcare and ultimate-

ly to the patients we serve.

We have many new molecules 

that are in the process of clinical 

trials in the fields of oncology, 

immunology, immuno-oncology.

These areas are also our fu-

ture focus.

Merck's established pharma-

ceutical portfolio, which covers 

cardiometabolic care, diabetes 

and thyroid pathology, as well 

as oncology, reproductive health 

and neurology is what we define 

as our core business. With this 

established portfolio, Merck has 

a positive impact on the quality 

of life for nearly half a million 

people living in Bulgaria.

In the field of in-vitro technol-

ogies, we provide a full range of 

solutions for a therapeutic ap-

proach, as the company is a ma-

jor partner of doctors both here 

in Bulgaria and worldwide.

***

As an innovator, our main 

focus, which moves us forward, 

is in areas with a high level 

of medical need for new 

approaches and therapies, such 

as multiple sclerosis and cancer. 

Unfortunately, in these diseases 

the unmet medical need in our 

country remains very high. Our 

goal in the next three years is to 
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increase the number of people 

we help in areas with high 

unmet medical needs through 

the introduction of various 

new therapies in Bulgaria. The 

more people we support with 

therapeutic solutions, the greater 

our contribution to improving 

health care in the country.

Ana Tsakova
Managing Director, Merck Bulgaria EAD
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Pfizer
For more than 150 years, Pfizer 

has worked to make a difference 

for all who rely on us. At Pfizer, 

we apply science and our global 

resources to bring therapies 

to people, that extend and 

significantly improve their lives. 

We strive to set the standard 

for quality, safety, and value in 

the discovery and manufacture 

of health care products. Our 

priority is researching and 

developing medicines and 

vaccines that will benefit patients 

around the world. Every day, 

Pfizer colleagues work across 

the globe to advance wellness, 

prevention, treatments, and 

cures that challenge the most 

feared diseases of our time. We 

collaborate with health care 

providers, governments, and local 

communities to ensure access to 

reliable, affordable health care 

. During this 10 years Bulgarian 

Association for Drug Information 

has become an essential partner 

in our regulatory professional 

development.  BADI has been the 

first forum targeting regulatory 

professionals in the field of 

pharmaceutical legislation 

in Bulgaria and provided a 

broad platform for exchange 

of experience and knowledge 

between colleagues with diverse 

expertise and competences. 

The communication and 

exchange in the industry has 

not been simply improved, 

but also the overall regulatory 

environment in the country 

advanced. The national and 

international forums organized 

by BADI are valuable sources 

of information on regulatory 

developments, innovations 

and global trends. Last but not 

least, the improved networking 

and collaboration among 

the regulatory professionals, 

including expanded partnership 

with the regulator, allowed for 

more coordinated and adequate 
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actions in urgent situations that 

we often face. BADI and we 

wish the team to continue with 

the same tenacity and boldness 

to build Bulgaria's future in this 

dynamic area.

Mila Eliseeva, Country Manager 
Bulgaria and Ukraine
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We believe that the seminars 
organized by BADI have a 
huge impact on the companies 
in the industry giving the 
opportunity to meet the best 
experts as trainers and the 
opportunity of networking.  In 
Ramus we constantly improve 
our employees education and 
qualifications and BADI is in the 
best position to provide it. 

Furthermore, the training 
courses, which BADI conducts, 
enrich the knowledge of its 
members. 

Generally, we consider that 
BADI’s events are very useful 
for the development of medical 
science and practice on a 
national level. 

Ramus is a corporate structure 
that includes:

• Independent Medical 
Diagnostic Laboratory Ramus, 
the largest private laboratory in 
Bulgaria;

• Ramus Medical, 
full service clinical research 
organization;

• Medical Centre Ramus 
and other companies with 
different scope of services.

The development of the 
Ramus Corporation started in 
2001 with the foundation of 
Medical Laboratory Ramus. 
Over the recent years Ramus 
has expanded its services, 
staffing levels and laboratories. 
Currently, there are 30 Ramus 
medical laboratories all over 
Bulgaria and in the Republic of 
North Macedonia with a total of 
over 300 branches. 

Ramus Medical is a full service 
CRO established in 2009 that 
provides services from protocol 
development to final report 
through RA consultancy, Clinical 
monitoring, Site management, 
GxP Auditing, Bioanalysis (HPLC 

Ramus medical
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and LC-MS/MS), Statistics and 
Data Management. 

Medical Centre Ramus was 
founded in 2019 as a Medical 
Centre and Phase I unit. The 
Phase I unit is organized as 
a full-fledged trial site that 
complies with the International 
Conference on Harmonisation 
(ICH) Good Clinical Practice 
(GCP) guidelines for Phase I 
unit with a dedicated clinical 
research coordinator to manage 
the running of each trial. Ramus 
Medical Centre has experts in 
ophthalmology, gynecology, and 
otolaryngology.

In 2016, Ramus acquired and 
fully refurbished a building which 
has accommodated Medical 
Centre Ramus, Laboratory Ramus 
and Ramus Medical since 2018.

Ramus employs competent 
and trained specialists with 
long experience, the capacity 
knowledge to deal in strict 
observance of any relevant 
protocols at all times. They are 

Dr. Rossen Mihaylov, 
PhD, Executive director
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able to communicate effectively 
across geographical and cultural 
boundaries to resolve issues, 
to track enrollment, discuss 
progress and answer questions.

CRO Ramus has the flexibility 
to work with a prototype device.

Clinical trials, organized 
by the CRO granted final 
documentation which facilitated 
Sponsors to grant a MA & CE 
mark.  Studies gain approval 
from BDA, MHRA and others.

Ramus has an in-house 
Quality Assurance Department 
and maintained a world-class 
quality culture in the frame of 
Integration of quality system 
of accreditation in accordance 
with ISO 17025:2017 and 
certification in accordance with 
ISO 9001:2015.

The next step for Ramus 
laboratory is to be accredited in 
accordance with ISO 15189.

Ramus is looking for an 
opportunity to gain a higher 
level of knowledge through a 
series of a highly valued training 
courses including discussions and 
interactive exercises, and to learn 
more about remote services and 

cyber security matters related to 
IT systems. 

We are aware of the existing 
risks in these challenging times 
and we make sure that CRO, 
sites, sponsors, and monitors 
collaborate in finding creative 
solutions to protect employees 
and patients in clinical trials.
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AbbVie 
I am proud to share the most 

substantial event for AbbVie in 
2020 globally and locally – the 
acquisition of the Allergan com-
pany, which is one of the largest 
deals not only in the pharmaceu-
tical industry but also in the busi-
ness history. The new incorporat-
ed company will expand its com-
petency not only in the direction 
of treatment of severe diseases, 
where we are experts, but also 
in medical aesthetics. The new 
AbbVie will be a well-diversified 
leader in many important ther-
apeutic categories, with both 
on-market and pipeline assets, 
and our financial strength will 
allow us to continue to invest in 
innovative science and continue 
to serve unmet medical needs of 
patients that rely upon us.

We continue our mission to 
treat patients with severe auto-
immune, joint, bowel and der-
matological diseases, as in 2020 
we are releasing to the market 
our new product, a representa-
tive of the latest generation bio-
logical agents for psoriasis treat-

ment, which will further expand 
the arsenal of dermatologists in 
the care of their patients. 

For the first time last year 
Bulgarian patients with chronic 
hepatitis C had the opportuni-
ty to be treated with the latest 
generation antiviral therapy, ef-
fective in all genotypes of hep-

Dr. Kiril Nikolchev, General Manager
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atitis C virus, which is another 
step towards the complete erad-
ication of this vile and potential-
ly deadly disease with the help 
of reimbursement by the NHIF. 
Currently in Bulgaria, patients 
with hepatitis C have access to 
all the most modern therapeu-
tic regimens in the world, which 
the health authorities in Bulgar-
ia, and the whole society, should 
be proud of. It now remains for 
the National Hepatitis Plan to 
be adopted and funded so that 
patients with hepatitis C can be 
found through national screen-
ing and to be cured - medically 
this disease is no longer a prob-
lem, it only remains as an epide-
miological challenge.

AbbVie’s mission is to discov-
er and deliver innovative med-
icines that solve serious health 
issues today and address the 
medical challenges of tomorrow. 
We strive to have a remarkable 
impact on people’s lives across 
several key therapeutic areas: 
immunology, oncology, neuro-
science, eye care, virology, wom-
en’s health and gastroenterolo-
gy, in addition to products and 

services across its Allergan Aes-
thetics portfolio.

BADI contributes to improve 
the competency of employees 
in both Regulatory affairs and 
Market access Departments as 
well as in the clinical trials’ field 
of the medecines in Bulgaria.
BADI's workshops and online tri-
anings give an opportunity to be 
informed and connected with 
the latest regulatory information 
and with the expected changes 
in the EU and local pharmaceuti-
cal legislation.  

It is an independent platform 
for constructive dialogue, dis-
cussions, networking among ex-
perts in the pharmaceutical field 
in Bulgaria. We evaluate the  BA-
DI's  work efforts  and  wish to de-
velop  further the good dialogue 
with the competent  authority in 
the country and abroad.
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Amgen Bulgaria

Over the past 10 years 

Bulgarian Association of Drug 

Information managed to 

build an effective network of 

regulatory experts and laid the 

foundations of the regulatory 

community in our country. 

Knowing and applying current 

regulatory requirements is of 

great importance in our industry. 

BADI's contribution in this regard 

is essential for the regulatory 

sector in our country, as it 

helps to keep it competent and 

informed in a timely manner of 

all the most recent changes. The 

Association’s events optimize our 

experts’ time and efforts, while 

enriching their skills and building 

a network. 

The pharmaceutical industry 

and biotechnology in particular 

is one of the fastest growing 

sectors in the economy. Ensuring 

access of the Bulgarian patients 

to the latest developments in 

Dr. Krassimira Chemishanska, Country Director
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biotechnology in medicine has 

been a major priority for the 

company both globally and 

locally for over 10 years now. 

The therapies we provide are for 

treatment of serious diseases, 

which in most countries is ensured 

by the health funds. Fortunately, 

the Bulgarian patient currently 

has access to almost all AMGEN 

registered innovative medicines 

in Europe. I would call this our 

greatest success, possible thanks 

to our partnership with the 

medical community and health 

institutions in the country.

The company focuses on 

two main areas - oncology 

diseases and malignant diseases 

of the blood. They are based 

on a common platform - onco-

immunology, which in general is 

a medicine - a bipolar antibody 

that has the ability to capture 

the body's own immune cells 

and "instruct" them to "kill" a 

specific type of tumor cells, 

or cells that are linked with 

malignant diseases of the 

blood. Around this platform, 

there are currently about 20 

projects running simultaneously, 

targeted at various diseases 

in oncology and hematology. 

Other developments, related to 

difficult-to-treat tumors with no 

definitive therapies identified 

so far, are currently underway. 

The developments in this 

direction are small molecules 

that specifically attack certain 

genetic defects and alter the 

development of a certain type 

of cancer.
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B. BRAUN

Sharing Expertise
The Promise for Global Action

To B. Braun, Sharing Expertise 

means continuously developing 

effective solutions through con-

structive dialogs with customers 

and partners in order to protect 

health and sustainably improve 

people's lives.

Our core messages

Customers and partners ben-

efit from us because we live our 

guiding principles and values 

consistently to create tangible 

benefits for them.

Who we are?
B. Braun is a global manufac-

turer and provider of innovative 

high-quality product and services 

to set guiding standards for the 

healthcare market.

What we do?
B. Braun offers effective solu-

tions to protect and improve 

health sustainably.

B. Braun offers product sys-

tems out of a large portfolio in 

order to optimize processes and 

therapies.

Why we are different?
Sharing Expertise: B. Braun 

promises constructive dialog and 

collaboration with customers 

and partners to find solutions 

that are evolving and progres-

Horst Stüer, 
Managing Director
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sive. B. Braun is a globally active 

family company committed to 

efficient and sustainable behav-

ior.

It is an honor and a pleasure 

for B.Braun to be a member of 

BADI.

BADI's forums provide an op-

portunity for experts from the 

regulatory authorities, the phar-

maceutical industry to present 

European experience in the drug 

legislation. 

BADI creates society of ex-

perts in the area of pharmaceu-

tical regulation. During the past 

years BADI has built a platform 

for sharing experience and pro-

fessional discussion for the chal-

lenges in the pharmaceutical 

industry.B.Braun’s most unique 

product is EinsteinVision® 3.0 

3D 4K UHD®

Using EinsteinVision® 3.0 3D 

4K UHD and the concept of 3D 

laparoscopy and thoracoscopy, 

modern high-tech, minimally in-

vasive surgery can be offered to-

day.

The three-dimensional depth 

perspective allows the surgeon 

to work faster, easier and at the 

same time more accurately.

After a short phase of adap-

tation, thanks to the three-di-

mensional imaging of even the 

smallest anatomical structures, it 

enables their precise dissection 

and greatly simplifies complex 

surgical procedures, such as per-

forming a surgical suture intra-

corporeally.

EinsteinVision® 3.0 3D 4K 

UHD naturally benefits patients 

undergoing laparoscopic and 

thoracoscopic interventions due 

to the increased safety of sur-

gery. The technical superiority of 

3D imaging results in precise del-

icate dissection of fine and del-

icate structures, which was pre-

viously achieved only with open 

surgical techniques and loupes. 

In addition, patient safety is fur-

ther enhanced by the ability to 

accurately control all movements 

and actions.

3D surgery has significant 

advantages. High-resolution 
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4K UHD images make even the 

smallest tissue structures visible 

and enable a better spatial per-

ception - an important aspect 

in training young surgeons. The 

use of EinsteinVision® 3.0 3D 

4K UHD is especially practical for 

more inexperienced, trained sur-

geons who are at the beginning 

of their learning curve and find 

it more difficult to transform a 

three-dimensional (= real) situa-

tion into a 2D image.

Visualization of the anatomy 

and pathological findings are a 

unique experience for students 

in the learning process. The sur-

gical and anatomical connection 

is easier to understand and can 

be more readily understood by 

students attending 3D surgery.

The miniaturization of 3D 

EinsteinVision® 
3.0 3D 4K UHD®
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camera technology is a revolu-

tion in laparoscopic and thoracic 

surgery. Two camera chips are lo-

cated at the proximal end of the 

endoscope along with a fiber 

optic fiber guide. The 3D image 

is transmitted to a large surgical 

monitor.

The surgeon uses 3D glasses 

to render a high-resolution 3D 

image. As with the robotic sys-

tem, the image can be magni-

fied many times to illustrate fine 

structures in various ways. The 

3D image can also be transmit-

ted to another monitor so that 

the assistant surgeons also have 

a monitor in their line of sight. 

This greatly improves ergonomics 

for surgeons. The system offers 

excellent high-contrast image 

quality that can be switched se-

quentially between 2D or 3D.

B.Braun Melsungen AG, 

Germany - From a pharmacy to 

a global company

It all began with natural, 

soothing herbal remedies. Julius 

Wilhelm Braun soon expanded 

his pharmacy by adding a new 

business model: a mail-order 

service for herbal remedies. 

This young father was curious, 

stagnation was not an option. He 

passed his characteristics on to his 

children. His eldest son, Bernhard 

Braun, was also fascinated and 

driven by innovative ideas, always 

on the lookout for new solutions. 

Headaches were a painful 

nuisance, and so were skinned 

knees. His solutions: migraine 

sticks, band aids, and the start 

of pharmaceutical production, 

including the "Höllenstein stick" 

to treat warts.

His grandson Carl Braun also 

had an eye for the big picture. 

The production of catgut was B. 

Braun’s first step on the road to 

the large scale manufacturing 

of medical products. Having 

the courage to develop medical 

advances that improve patients’ 

lives – this desire still motivates 

us today.

Throughout the coming 

generations, under the leadership 

of Otto Braun and his son Ludwig 

Georg Braun, the company 
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The way leading to more efficiency, safety and patient outcome

continued to develop dynamically. 

They pursued a course of strong 

international expansion. The 

number of employees worldwide 

grew to more than 50,000 in 

a few decades. Despite this 

enormous growth, one maxim 

has not changed: we will remain 

an autonomous, family-run 

company. It all began in 1839, 

what is important during 

exchanges with customers and 

partners. In six generations, the 

enterprise has developed into a 

global company with subsidiaries 

on every continent.

B. Braun is one of the 

world's leading providers and 

manufacturers of healthcare 

solutions today. Every service that 

when Julius Wilhelm Braun 

bought the Rose Pharmacy in 

Melsungen. The challenges have 

changed since the early 19th 

century. But then, and now, our 

goals are: create innovations in 

medical therapies and recognize 

B. Braun provides incorporates 

the entirety of our knowledge 

and skills, the company's deep 

understanding of users' needs, 

and extensive expertise since 

1839. With its constantly growing 

portfolio of effective medical 
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care solutions, B. Braun makes a 

substantial contribution towards 

protecting and improving people's 

health. In total, the B. Braun 

product range comprises 5,000 

different products, 95 percent 

of which are manufactured 

by the company. By offering 

supplementary services and 

consulting, B. Braun is a system 

supplier that develops the best 

solution for patients in close 

partnership with our customers, 

making a significant contribution 

to medical advancements.

B.Braun’s focus for the next 

4-5 years will be so called Therapy 

Approach

Therapy Approach for B.Braun 

means to offer the COMPLETE 

SOLUTION to our patients.

Every hospital faces similar 

challenges, but individual 

pathways are necessary to 

find customized solutions. We 

offer a wide range of service 

solutions to meet the exact and 

individual needs of a customer. 

We provide sales supporting 

services, starting with the 

analysis over optimisation 

and implementation up to a 

partnership. Thus, we can act as 

a solution provider towards the 

customer.

By creating transparency, we 

enable our customers to take 

best-possible decisions.
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The area of the drug regulatory 
affairs is one of the fastest 
developing, with everchanging 
laws and regulations both at 
European and national level. 
We are witnessing a constant 
amendment and update of 
the legislation, which is hardly 
seen in any other area. In this 
respect, the responsibility of 
the companies and especially 
of the regulatory managers 
to be able to cope with all the 
changes and comply with the 
latest requirements is extremely 
high, as well as the expectations 
of the regulatory bodies that 
the industrial operators are well 
acquainted with them. 

It is important that not only 
our knowledge is up-to-date 
with the latest amendments in 
the regulatory affairs legislation, 
but we should also be familiar 
with forthcoming ones.

As busy as we are, it is really 
hard to find time to read and 
further educate ourselves on 
the regulatory changes. It is far 
easier to attend events like the 
one organized by the Bulgarian 

Association for Drug Information 
(BADI), here in Bulgaria, that 
will provide us the information 
we need in a synthesized form 
without the need to travel 
abroad and pay exorbitant prices 
for fees and accommodation for 
participation in international 
events. That is why the events 
organized by BADI are our 
biggest opportunity to gain 
further knowledge and expertise, 
to listen to interesting and 
attractive presentations, meet 
with knowledgeable speakers 

Chemax Pharma

Rumyana Sharenkova, 
Head of Regulatory Affairs Department
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and colleagues from other 
pharmaceutical companies and 
discuss different topics, share 
information and ideas, ask for 
advice for tackling complicated 
situations or solving issues we 
haven’t been faced with up to 
moment.

The daily bulletin we receive 
electronically from BADI is also 
highly appreciated because we 
receive in brief form the latest 
news, including information 
from the European Medicines 
Agency. This saves us time and 
effort and considerably supports 
our everyday work. BADI 
maintains on their webpage a 
data base of all presentations 
from the events organized 
by them, in addition to all 
directives, laws and regulations 
in the regulatory field concerning 
medicinal products, medical 
devices, nutritive supplements 
and cosmetic products, which 
we also find very handy when 
we need the right information in 
the right time.

Yes, it is vital that BADI 
continues all their activities in the 
future at the same pace so that 
we can continue to keep up with 
the latest news and regulatory 
changes in the field of activity of 
our company.

In the last years, Chemax 
Pharma made a huge investment 
in new manufacturing and quality 
control equipment, premises, 
developing new products and 
appointing and training new 
employees. The portfolio of 
the company expanded largely, 
including high quality generic 
medicinal products, mainly in 
the OTC segment and nutritive 
supplements, new markets were 
entered such as Poland, Romania, 
Balkan countries, Kyrgyzstan, 
Mongolia. Chemax Pharma 
is also producing medicinal 
products for other marketing 
authorization holders.

Chemax Pharma will 
continue to invest in state-
of-the-art equipment, in the 
development of new products 
and penetration of new markets, 
while maintaining it's position 
on the Bulgarian market as a 
company providing high quality 
medicinal products and nutritive 
supplements at affordable 
prices for the Bulgarian patient. 
Chemax Pharma will continue 
with further expansion of the 
portfolio abroad, including 
Africa and Middle & Far East 
countries as well as product out-
licensing.
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Global Consulting is Helping 
Companies in Their Digital 
Transformation Journey 

Our company, Global 
Consulting, covers a wide range 
of activities in the Information 
Technologies field - software 
and application development, 
system integration, professional 
solutions for government 
organizations, banks, insurance 
companies and other commercial 
enterprises, working in an 
environment with a considerable 
amount of data.

We have strong strategic 
partnerships with world leading 
IT companies such as Informatica, 
DELL EMC, Microsoft, SAS, Cisco, 
Unisys, OpenText. Our goal is to 
provide end-to-end high quality 
services and to be valuable to our 
customers in the achievement 
of sustainable and successful 
business in the digital world.

We have been collaborating 
with BADI for the last couple 
of years and participating in 

their events. We are trying to 
understand the specifics of the 
EU health and drug legislation, 
regulatory requirements and 
local challenges in this field. 
Our wish is to respond to these 
challenges by offering modern 
approaches and technologies 
facilitating the daily operations. 
We are supporting businesses to 
work with trusted and reliable 
data for better operations, 
planning and profits.         

Our portfolio and 
achievements are in the sphere 
of data management and data 
storage. When talking about 
large amounts of information, 
Big Data, Artificial intelligence 
(AI) and Internet of Things, all 
these notions imply the creation, 
exchange and storage of lots of 
data. It doesn't matter whether 
it is a client or product data or 
operational data. Companies 
nowadays have to manage and 
properly manipulate all their data. 
We have accumulated almost 25 

Global Consulting
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years of experience in this area. 
Partnering with the American 
corporation Informatica and 
successfully implementing its 
solutions in Bulgaria, we can 
offer their approach to data 
governance. It covers the entire 
data lifecycle from data entering 
the organization, its cleansing 
and standardization, localization 
and cataloging, protection and 
secure retirement. Moreover, it 
doesn't matter where the data is 
located - within the organization 
or in remote offices or in the 
cloud. DELL EMC is another 
major partner we are working 
with. Together we can offer 
server and data storage systems 
for data backup, protection 
and archiving. These solutions 
are scalable for the specific 
business needs and offered for 
on premise, cloud or hybrid 
environments.

Our achievements for the 
last 4-5 years are focusing on the 
delivery and implementation of 
the above-mentioned solutions 
in banking, telco, government 
and private sector. We have 
several long-term customers who 

Diana Djendova, Managing Director
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are constantly evolving, which 
makes us very pleased because 
they see the direct benefits 
from these innovations. This also 
helps us extend our partnership 
with Informatica and DELL 
EMC. We are able to provide 
professional consulting, trainings 
and knowledge transfer, so that 
our clients maximally benefit 
from these solutions, use them 
in various scenarios, and solve 
multiple business cases. To sum 
up, our experience and solutions 
help businesses to use technology 
for adding more value and profit 
to their operations.

Our plans for the future. We 
have always been supporting 
our customers with the help 
of IT to successfully develop 
their businesses. This decade 
was marked by the rise of the 
cloud technologies and services. 
We work and will continue our 
efforts in this direction. We'll 
continue guiding our customers 
in their digital transformation 
journey. The usual concern 
when speaking about cloud 
technology is security and I 
may assure you that both our 

partners, Informatica and DELL 
EMC, have very solid experience 
and solutions addressing data 
protection and security in the 
best possible way. 

About BADI

An organization like the 
Bulgarian Association for Drug 
Information (BADI)   with 
pharmaceutical expertise 
develops  a broad network   
among   pharma stakeholders 
and  is directed in  all   fields of 
the pharmaceutical regulatory 
affairs issue.

It is important that BADI 
develop a platform where experts 
from the competent authorities, 
industry and academia can share 
information. Such organisations 
can fulfil the gaps in the sector 
in order to improve the dialogue 
among all interested parties.
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MSD Bulgaria

MSD has been going through 
a gradual shift in terms of 
portfolio and market presence 
globally and the same happens 
here in Bulgaria. Our focus, 
driven by our Innovative R&D 
pipeline that mostly reached 
the market the last couple of 
years and keep coming, is in the 
therapeutic areas of Oncology 
& Vaccines while we keep 
our interest and investments 
behind Diabetes and several 
Specialty & Acute Hospital 
Portfolio, including Hep C, HIV, 
Immunology.  Our main scope 
and intention as a company is 
to develop innovative medicines 
for the patients in need and our 
objectives in the local market is 
to make sure Bulgarian patients 
have access to those treatments, 
equal to rest of EU citizens. 

Ending 2019, despite the 
challenges we faced from the 
external environment, has been 
a good year for MSD as we 
established ourselves among 
leading companies in Bulgaria. 

This is great news not from 
a performance standpoint 
necessarily, but from the fact 
that it means more innovative 
medicines reach patients in 
need.  We introduced several 
innovative treatments in the 
market, and we are very proud 
that Bulgarian patients will have 
access to those.  

In Bulgaria, the majority of 
our portfolio is in Oncology, 
almost 50%, while our diverse 
portfolio spreads around areas 
of Vaccines, Diabetes, Hepatitis, 
HIV and Immunology (Biologics).    

Within the year of 2019 we 
focused on Oncology and few 
more indications reached or 
prepared to reach the Bulgaria 
market while other products 
were not introduced due to 
various reasons. Compared to 
our EU colleagues we managed 
to launch approx. only 20-30% 
of the available new portfolio in 
the local market. 
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Despite several challenges 
we see the future with great 
optimism and going forward in 
the future of MSD seems the 
news is promising for patients! 
Research is behind Key Unmet 
needs in Oncology, while focus is 
on the area of prevention such 
as like Vaccines.  We believe a 
strong combination of effective 
Innovative Treatments and 
Prevention is critical for better 
life and we are very much looking 
forward to engaging with society 

in order to make sure Bulgarian 
patients have access to new and 
effective treatments. 

Our prior focus remains 
Oncology and we will be 
expanding our presence in that 
area across various indications. 
Mainly our focus is expanding 
our label of existing products on 
different indications and ensuring 
patients benefit from accessing 
those innovative medicines. 
We have made some good 
progress lately ensuring patients 
access innovative treatments in 
Oncology, but we have a long 
way to go. Prevention and more 
specifically Vaccines is another 
area that we will focus on, and 
this is becoming more relevant 
nowadays as we observe and 
feel the impact of COVID-19 in 
society due to lack of a relevant 
vaccine. Where Vaccines are 
available, we need to ensure 
society and health care systems 
will not face any additional 
burden caused by outbreaks as 
we experienced lately in several 
countries in disease areas that 
we have almost forgotten in the 
last years.  

Since its inception in 

Konstantinos Papagiannis,
General Manager
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November 2010, BADI has 
established itself as a unique 
platform for discussions and 
decision-making on regulatory 
activities in the field of drug 
policy.

Over the years, multiple 
conferences and seminars have 
been held covering various topics 
of national and international 
importance. BADI relies mainly 
on Bulgarian lecturers who 
contribute to the Bulgarian 
experience locally in the field 
of drug regulations, which is 
extremely important for us as 
members of the Association. On 
the other hand, foreign lecturers 
bring valuable knowledge related 
to changes in the European drug 
regulations, which significantly 
facilitates and contributes to the 
performance of our company's 
activities.

BADI maintains effective two-
way communication with its 
members and regularly informs 
us about all regulatory news 
and announcements published 
by the Ministry of Health, 
Bulgarian Drug Agency, Council 
of Ministers, NHIF among others.

BADI’s membership offers 

our company the possibility of 
quick access to the current and 
unique regulatory database 
with various health and drug 
laws as well as regulations. 
One of the most valuable 
opportunities, provided by the 
Association, is the opportunity 
to communicate with experts 
from both MoH, Parliamentary 
Health Commission, regulatory 
authorities and pharmaceutical 
companies, CROs, distributors, 
manufacturers, consultancy 
companies which allows us to 
exchange information and keep 
each other informed at all times.

We hope for these 
concomitant activities to result 
in better medicinal products 
policies, regulations, science, 
research and development, 
and ultimately better patient 
outcomes in Bulgaria and 
worldwide.
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Mr. Vasconcelos has a science 
degree in “Biochemistry” & a 
Master in “Oncology” from the 
“Universidade do Porto”. He has 
a long international career in the 
field of pharmaceutical business. 
Has held various positions at 
Roche for nearly 17 years. Mr. 
Vasconcelos has experience 
in several environments, from 
one of Roche's top 5 markets, 

to the company's headquarter 
in Switzerland to emerging 
markets. He is passionate about 
innovative ways of working and 
people development.

 In the last years, Roche 
globally and locally achieved 
excellent operating results. We 
were able to launch many novel 
therapies in areas with unmet 
medical needs which have great 
impact on patients.

We are leaders in oncology, 
but not only. We go where 
science takes us. We are now also 
entering new disease areas such 
as multiple sclerosis, haemophilia 
and neuroscience disease. That 
is why I am delighted that in 
2019 we were able to bring 
two of our innovative therapies 
to Bulgarian patients. These 
medicines improve patients’ 
lives with primary progressive 
and relapsing forms of multiple 
sclerosis and haemophilia A.

One of the great 
achievements globally is the 
important partnerships that 

Roche Bulgaria

André Vasconcelos, General Manager
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Roche has had in the past years. 
Companies like Foundation 
Medicine, Flatiron Health, 
Spark Therapeutics became 
part of Roche Group. These 
partnerships support our long-
lasting commitment to bringing 
transformational therapies and 
innovative approaches to people 
with serious diseases.

But why do we need more 
partnership these days? The 
answer is clear - in order to make 
innovative medicines a reality 
today, all the stakeholders in 
the healthcare system need to 
work together in new ways, 
collaborate and co-create so 
we can achieve better patient 
outcomes.

This leads to the other big 
topic and we are focused on – 
personalized healthcare. The 
combined strengths of both 
pharmaceuticals and diagnostics 
are putting Roche at the forefront 
of personalised healthcare.

What does Personalised 
Healthcare mean?

Every person is unique and 
in many ways, so are diseases. 
Yet the digital revolution in 
healthcare provides new ways 
to both collect high-quality data 

from each patient and connect 
it to data from large pools of 
other patients for analysis of 
the artificial intelligence based 
algorithms. This enables us to 
arrive at a deeper understanding 
of how to treat an individual. 
But personalised healthcare is 
not only about treating and 
preventing disease for individual 
patients. It is also about 
rethinking the healthcare system 
for future generations.

That’s why as I mentioned 
already – collaboration is the 
key.

This is a time of remarkable 
collaborations across industries, 
companies, governments and 
regulatory bodies. Our purpose 
continues to be doing now what 
patients need next – making 
sure everyone gets access to the 
personalised healthcare they 
need. An evolving approach to 
ensure the right treatment for 
the right patient at the right 
time.

That’s why we are proud 
that in 2018 we launched 
in Bulgaria Foundation 
Medicine’s established portfolio 
of comprehensive genomic 
profiling (CGP) services. The 
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Roche Foundation Medicine 
CGP approach analyses the 
tumour genome to identify 
clinically relevant alterations 
and potentially expand patients’ 
treatment options. Our 
continuously growing genomic 
database, and ability to analyse 
and extract meaningful genomic 
information, is central to Roche's 
commitment to bringing about 
a new era of personalised 
healthcare in oncology. This 
individualised approach 
enhances the services provided 
by healthcare professionals and 
thus may have a positive impact 
on individual patient outcomes.

By organizing your training 
modules, BADI contributes 
to raising the awareness of 
employees not only in the 
Regulatory Affairs department 
but also in other departments 
such as Drug Safety and 
Pharmacovigilance and Clinical 
Operations Department by 
helping to improve their skills. 
BADI's training modules not 
only provide an opportunity to 
get acquainted with the news 
and with the expected changes 
in the local and European 
pharmaceutical legislation but 

also offer a platform for social 
contacts, discussions, networking 
and collaboration among 
specialists in Bulgaria which is very 
useful in continuously changing 
requirements for medicinal 
products. We appreciate BADI's 
efforts to maintain a high 
standard of work and to have 
a good dialogue with health 
authorities in the country.

t

Personalised
Today’s medical knowledge, technology and data science o�er an enormous promise:
the right treatment for the right patient at the right time. If we work together, we can
make this a reality for patients worldwide.

Реф. номер COM/2019/059-01, РОШ България ЕООД, София 1618, ул. „Бяло поле“ №16, тел.: (02) 818 44 44, факс: (02) 859 11 99, 
Гореща линия: 0700 10 280 (денонощно за територията на цялата страна, на цената на един градски разговор). Вижте повече на roche.bg.

healthcare is possible.
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Sting

Sting AD is a family owned 
company, founded in 1992 as 
a pharmaceutical wholesaler. 
It is currently a leader in the 
distribution of medicines, food 
supplements, medical devices 
and cosmetics in the territory 
of Bulgaria. Sting has been 
awarded eight times as national 
wholesaler of the year by the 
Bulgarian Union of Pharmacists 
and won an award for being a 
leading investor in the Northeast 
region of the country by the 
Bulgarian Industrial Association. 
The company is furthermore 
a member of the European 
Association of family owned 
wholesalers (Pharma PRIVAT) 
and an associate member of 
the European Association of 
Wholesalers of Medicines (GIRP). 

Sting is an autonomous 
economic formation and 
conducts its own policy. The 
company has had a steady 
growth in recent years with 

a market share of 25.68% on 
retail market, according to 
IQVIA, which ranks it as a leader 
in the sector. Another main 
aspect that distinguishes Sting 
AD from other pharmaceutical 
wholesalers is the fact that it 
carries the full range of medicinal 
products to all pharmacies, thus 
fulfilling its national obligations 
as a public health supplier. The 
purpose of these obligations 
is to ensure that, through 
a constantly available and 
adequate portfolio of medicinal 
products, the requirements 
of the specific geographical 
area are met. It operates 
on full national coverage, 
considering each part as equally 
important, no matter whether 
it is logistically easy or hard. It 
delivers the medical products 
immediately, every day of the 
year and throughout periods of 
unprecedented pandemics or 
crisis situations under "normal" 
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market conditions.

Sting AD has 5 regional 
warehouses in Sofia, Plovdiv, 
Burgas, Varna and Razgrad 
with a total warehouse area of 
20,800 square meters and staff 
of around 730 qualified people. 
The suppliers the company works 
with are over 480.

Approximately 5,500 orders 
via telephone or e-mail are 
processed daily and delivered 
to 3,800 pharmacies across the 
country. Given the responsible 
role of Sting AD, the company 
operates strictly in compliance 
with legal frameworks, such as 
Community Code 2001/83 / EC 
on medicinal products for human 
use and the Guidelines for good 
practice in the distribution of 
medicinal products for human 
use, published in 2013. In 
addition, for 15 years Sting AD 
has been managing a Quality 
System based on the ISO 
9001 standard. In 2017 was 
implemented the new version 
ISO 9001:2015, based on risk 
assessment.

The company's motto is 
growth, analysis and balance. 

Adelina Lyubenova- R.M.Pharm,QP, 
Deputy Chairman of the Board of Directors 

We managed to develop a 
direct channel to all pharmacies, 
a good distribution practice, 
adequate prices, marketing mix 
of promotions, focused on the 
patient and their satisfaction.

A distinctive feature of the 
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work of Sting AD is the conduct 
of socially responsible marketing 
by promoting innovative topics, 
specific to the pharmacy market. 
Marketing tools to achieve the 
set goals have a wide scope 
and established tradition. The 
problems of supply and demand, 
morbidity and socially significant 
diseases are sought and 
alternative solutions are offered. 

The company's marketing 
strategy has a 15-year old history.

One of the most popular and 
recognizable training events for 
the sector is the Lege Artis Pro-
gram. It focuses on independent 
pharmacies, with fewer opportu-
nities and fewer patients, but is 
the perfect communication that 
brings people together and di-
rects them to seasonal products 
and initiatives. It creates lasting 
emotional and professional ad-
aptation in the pharmaceutical  
society.

Marketing Conference 
is another event that every 
spring for the last eleven 
years presents innovative 
marketing topics, specific to the 
pharmacy market. Its point is 

to promote transparency and 
communication between all 
participants in the supply chain. 
Institutions, manufacturers 
and pharmacies are given 
the opportunity to find the 
common center and to increase 
together their competitiveness, 
professionalism and consulting 
role.

Round tables to promote the 
problems of socially significant 
diseases are another initiative 
that has had a positive impact 
and is a reflection of social 
responsibility   in the company 
in recent years.  More than 200 
pharmacies in the country were 
trained in the fight against 
diabetes

A virtual association of 
pharmacies called "In Focus" is 
another initiative, designed to 
focus the client's attention rather 
on the pharmaceutical seasonal 
consultation, but not only on 
the price of the products. For 
7 years, this project has united 
the efforts of manufacturers and 
pharmacies to create a proper 
communication environment 
for the benefit of the patient. 
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The largest marketing project 
organized by Sting AD is the 
establishment of the marketing 
company Alliance Service AD. It 
unites 780 pharmacies in order 
to promote pharmaceutical care 
and consultation.

As for the Communication 
Channel of Sting AD, it is 
presented through Sting 
Pharmaceuticals Magazine - a 
monthly review edition with 
a 16-year presence on the 
pharmacy market, circulation 
- 3500.  Website - connected 
to the online ordering system; 
Electronic system B2B;  Facebook; 
On line webinars for pharmacists.

Sting AD aims to provide 
multidisciplinary assistance 
to employees in the field of 
pharmacy, to optimize the level 
of service quality. The ability to 
have a constructive dialogue 
with our partners is an art, that 
we master and we strongly hope 
that we have managed to reveal 
the secrets of it.

Sting AD is an associated 
member and partner of BADI. 
Through the information 
platform of the association, 

the company has live access 
to the changes done to the 
drug regulations, safety and 
innovations in clinical research.



112

Woerwag Pharma

Bulgarian Association for 
Drug Information operates in 
the interest of the Pharmaceu-
tical Industry as a reliable and 
trustworthy partner. With orga-
nization of its annual pharma-
ceutical forums and conferences 
including a variety of programs 
in different pharmaceutical seg-
ments, it contributes to the ex-
pertise of the experienced pro-
fessionals, specialists in the early 

stage of their career and stu-
dents in pharmacy to build great 
and deep relationships, to de-
velop a strong professional net-
work, to exchange experience 
and share the best practices. 

Through the open workshops, 
by exchange of wide regulatory 
information, the association em-
powers professionals to improve 
their knowledge and effective-
ness and to gather valuable in-
puts on any relevant findings.

During the last 10 Years Bul-
garian Association for Drug Infor-
mation has become a hub which 
provides the opportunity to stay 
in touch with  the latest updates 
in the regulatory environment, 
to better understand different 
industry sectors’ needs, to hear 
from and interact with highly 
experienced participants and to 
find out the right directions and 
state-of-the-art methodologies 
for any related projects.

Teodora Chachevska, Head of Regulatory Affairs, 
Quality Assurance and Pharmacovigilance
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Woerwag  Pharma is a German company which has 
operated in the Bulgarian market over the last 25 Years. 
The company has introduced by far the widest range 
of medicines among all its international markets. Our 
portfolio consists of products in various therapeutic 
areas such as: Endocrinology, Neurology, Cardiovascular 
diseases, Gastro-enterology as well as Magnesium, Zink 
and Iron deficiencies. 

In October 2019 we 
started operating in 
Bulgaria as a Local Dis-
tribution Company. 
This is an important 
and significant invest-
ment for Woerwag 
Pharma Group and will 
play an important role 
in the future develop-
ment of the company 
in the market. 

There are more innovations still to be introduced in the next years. 
One of the core successes of Woerwag Pharma in Bulgaria is continuous 
introduction of innovations in its core therapeutic areas. Our company is 
focused on the development of new products in its core niches – Diabet-
ic Complication, Neurological Disorders and others and will be introducing 
unique solutions for the patients and medical society in the next several 
years.
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XI. HISTORY OF 
WELCOME SPEECHES 

2011 – 2019
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XII NAMES OF FOUNDERS







March, 2018 | 
M. Gabriel, European Commission | 
D. Daritkova, MD, Healthcare Committee, 
National Assembly of the R. of Bulgaria | 
Prof. T. Benisheva, Medical University – 
Sofia, President of BADI

Borovetz , 2017 | BADI Team

May, 2017| Afternoon Tea & Coffee with Dr. Michael 
Drummond - Professor of Health Economics at University 
of York and Monique Martin - Managing Director PMA 
and HEOR (PMA) Europe at Inventiv Health

May, 2017 | Prof. Assena Stoimenova, 
Dr. D. Daritkova, MD, Healthcare 
Committee | National Assembly of the 
R. of Bulgaria | 
Prof. Tatyana Benisheva, Medical 
University – Sofia, President of BADI

October 9th, 2020 | 
Drug Regulatory Affairs – Update Training Course  
Daniela Cherneva, Management board of BADI 
Dr. Rossitsa Vassileva, Control board of BADI  
Prof. T. Benisheva, Medical University – Sofia, 
President of BADI  
Prof. Dobriana Sidjimova, Vicepresident of BADI 
Veselina Todorova, BADI Team 
Biliana Poliakova, BADI Team
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