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Bulgaria

The Pharma Legal Handbook answers
essential questions about this environment
for pharmaceuticals in Bulgaria.

It is a must have for any company operating
in the country or looking to enter the market.

Prepared in association with Pharmdedict
and Kinstellar, it should answer any questions
linked to Regulation, Pricing, Clinical and
Preclinical Trials, Marketing, Manufacturing,
Trademarks and Patents.

PharmaBoardroom is not responsible for any mistakes contained within
this publication. For specific advice on any legal issue, please contact a
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced

in any form or by any means, whether electronic, mechanical or otherwise
including photocopying, recording or any information storage or retrieval system
without prior written consent of PharmaBoardroom. While every attempt is

made to ensure the accuracy of the information contained in this report, neither
PharmaBoardroom nor the authors accept any liabilities for errors and omissions.
Opinions expressed in this report are not necessarily those of the authors.

* THIS REPORT WAS ORIGINALLY PUBLISHED IN AUGUST 2019 AND THE
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: APRIL 2021
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@ PharmDedict

Established in 2007 as a local regulatory services provider,
PharmDedict have excelled in providing product life-cycle
services to manufacturers and marketers of pharmaceuti-
cals, medical devices, food supplements and cosmetics. We
responsibly expanded internationally via a trusted network
of partners to cover all EU and the non-EU Balkan countries.
We offer wide scope of regulatory, pharmacovigilance, mar-
ket access and quality assurance services. We dedicate all
our efforts to maintain high quality standards and professio-
nalism in the regulatory consultancy business.

PharmDedict Ltd.

Tel: +359 2 862 9127
office@pharmdedict.com
www.pharmdedict.com

KINSTELLAR

Kinstellar is a leading independent law firm in Emerging
Europe, Turkey and Central Asia, with offices in Almaty and
Nur-Sultan (formerly Astana) (Kazakhstan), Belgrade (Serbia),
Bratislava (Slovakia), Bucharest (Romania), Budapest (Hun-
gary), Istanbul (Turkey), Kyiv (Ukraine), Prague (Czech Repu-
blic), Sofia (Bulgaria) and Tashkent (Uzbekistan). Operating as
a single fully integrated firm, Kinstellar delivers consistently
high-quality services across all jurisdictions in a joined-up and
seamless manner. We are particularly well suited to servicing
complex transactions and advisory requirements spanning
several jurisdictions. Kinstellar’'s Sofia office opened on 1
November 2014 and enhances our coverage, enabling us to
provide comprehensive support for cross-border transactions
and commercial needs across the region.

You can contact Svilen Issaev on svilen.issaev@kinstellar.com
For more information about Kinstellar, please visit our website:
www.kinstellar.com
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THE AUTHORS

PETKO

Petko was one of the founders of Pharm-
Dedict back in 2007. He is among the few
Bulgarian professionals with legal back-
ground focused on healthcare and pharma-
ceutical business. He has 16 years of expe-
rience in the field: starting as an in-house
counsel for one of the major local pharma-
ceutical manufacturers and wholesaler and
then working in the consultancy business for
more than 10 years. Thus, Petko knows the
pharmaceutical and pharma-related indus-
tries from various perspectives, which allows
him also to understand the business process-
es beyond the regulatory framework. This is
especially useful in the market entry process.
Petko is experienced in leading negotiations
in the international environment which
include legal issues, as well as commercial
terms and conditions. Project management
and strategic planning have also been part of
his work.

He has knowledge of the regulatory frame-
work, at national and EU level, and the
contractual relations concerning medici-
nal products in the areas of product licens-
ing, contract manufacturing, pre-wholesale
and wholesale distribution, marketing and
advertising of RX products, market access
(including pricing & reimbursement), reg-
ulatory and pharmacovigilance issues, legal
and trade representation.
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KONAKCHIEV

SVILEN
ISSAEV

Svilen is a Counsel in Kinstellar’s Sofia
office specialising in life sciences and
healthcare as well as in banking and
finance. He has over 17 years of experi-
ence advising some of the largest inter-
national pharmaceutical companies
on various regulatory and compliance
matters relating to their operations in
Bulgaria. His expertise includes market-
ing authorisation, production, distribu-
tion, pricing and reimbursement, phar-
macovigilance, advertising and clinical
trials of pharmaceutical products and
medical devices.

Svilen has been a member of ethics com-
mittees in clinical trials and of commit-
tees responsible for health technology
assessments of medicinal products. He
is currently an associated member of
the Bulgarian Industrial Pharmacists
Association.

Svilen has a Master’s degree in Law and
a Master’s in Economics from Sofia
University “St. Kliment Ohridski”. He
also holds an academic specialisa-
tion in “Organisation and Economy of
Pharmaceutical Manufacturing” from
the Medical University of Varna and is a
PhD candidate in social medicine at the
Medical University, Sofia.

GABRIELA
IVANOVA

Gabriela is an Associate at Kinstellar’s
Sofia office, focusing on healthcare, cor-
porate and M&A matters and employ-
ment. Her healthcare and life sciences
experience includes M&A transactions
in the healthcare sector, and in particu-
lar assisting a large pharmaceutical com-
pany with the corporate and employ-
ment matters of post-merger internal
integration. Gabriela’s background also
covers drafting legal advice and ques-
tionnaires on the pharmaceuticals regu-
latory regime in Bulgaria, including with
regard to distribution and sale of CBD
containing products and distribution of
unlicensed medicinal products.

Gabriela has gained sound expertise in a
wide range of other legal matters, includ-
ing litigation, tax law, administrative
procedures, and competition law.
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Enjoying successful market entry and presence in a complex regulatory
environment is more than complying with the legislation...

We know the pharmaceutical law from every angle of its complexity and
we are ready to guide you to your Success.

Established in 2007 as a local regulatory services provider, PharmDedict
have excelled in providing product life-cycle services to manufacturers and
marketers of pharmaceuticals, medical devices, food supplements and
cosmetics. We responsibly expanded internationally via a trusted network
of partners to cover all EU and the non-EU Balkan countries. We offer wide
scope of regulatory, pharmacovigilance, market access and quality assu-
rance services. We dedicate all our efforts to maintain high quality stan-
dards and professionalism in the regulatory consultancy business.

PharmDedict Ltd.

s @ PharmDedict

www.pharmdedict.com



KINSTELLAR

Understanding the legal
and business challenges
In the life sciences and
healthcare sector is in
our corporate DNA

EXPERTISE

COMMITMENT TO QUALITY

PRECISION

Emerging Europe and Central Asia’s
Leading Independent Law Firm

www.kinstellar.com
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

1. What are the regulatory authorities with
jurisdiction over drugs, biologicals, and
medical devices in your country?

2. What is the regulatory framework for the
authorization, pricing, and reimbursement of
drugs, biologicals, and medical devices?

3. What are the steps to obtaining
authorization to develop, test, and market a
product?

8. How is compliance with regulation monitored I
and evaluated? Is the regulatory regime

comparable with the U.S. Food and Drug
Administration or the European Medicines Agency
expectations and requirements?

9. What is the potential range of penalties for
noncompliance?

10. Is there a national healthcare system? If so, how
is it administered and funded?

4. What are the approximate fees for each
authorization?

11. How does the government (or public) healthcare
system function with private sector healthcare?

5. For how long are marketing
authorizations/registrations valid? How
are marketing authorizations/registrations
renewed?

6. How does the authorization process
differ between brand-name products and
generic products? Are there differences for
local manufacturers versus foreign-owned
manufacturers?

7. How are combination products (drug +
drug, drug + biologic, drug + device, biologic
I + device, drug + biologic + device) regulated?
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12. Are prices of drugs and devices regulated and, if
so, how?

13. How are drugs and devices used by patients paid
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients
and how are those dispensers compensated?

15. What are the professional and legal
responsibilities of those who dispense drugs and

devices? What role do they play in providing
patient care, information, and safety? I
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REGULATORY, PRICING, AND
REIMBURSEMENT OVERVIEW

1. What are the regulatory

authorities with jurisdiction over

drugs, biologicals, and medical
devices in your country?

The following authorities are responsible for applying and enforcing the reg-

ulatory framework pertaining to drugs (including biologicals) and medical

devices in Bulgaria:
- The Bulgarian Drug Agency (BDA) is a specialized State regulatory
authority established to the Minister of Health, which exercises supervision
over the quality, safety and efficacy of drugs (including biologicals), and of
medical devices. The BDA is responsible for authorizing and registering
drugs and medical devices to be placed on the market, as well as for issuing
of permits, authorisations and certificates for various activities, including
without limitation import/export, wholesale distribution and retail trad-
ing, manufacturing and brokering activities. It assesses and confirms the
conformity with the law of manufacturers, marketing authorisation hold-
ers, wholesalers, retailers, of both drugs and medical devices. It has a role
in initiation and carrying out of clinical trials and supervises the trial pro-
cedures. The BDA has also control functions related to pharmacovigilance.
In addition, the BDA performs supervision over promotional activities
pertaining to drugs. In its activities, the BDA correlates with the State cus-
toms authorities, revenue authorities, the National Health Insurance Fund
(NHIF), the National Council for Prices and Reimbursement of Medicinal
Products (NCPRMP), as well as with the Ministry of Health (MoH).
- The NCPRMP is a specialized administrative body established to the
Minister of Health and responsible for inclusion and exclusion of drugs
from the Bulgarian Positive Drug List (PDL), as well as for determining,
registering and controlling the prices of drugs, including reimbursed prod-
ucts, and of maintaining their reimbursement status. The NCPRMP per-
forms health technology assessment of drugs and issues pharmaco-ther-
apeutic guidelines.
- The NHIF is a State authority responsible for the reimbursement of drugs
and medical devices and is one of payers with public funds.

2. What is the regulatory
framework for the authorization,
pricing, and reimbursement of
drugs, biologicals, and medical
devices?
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The main local statutory act pertaining to the authorisation, pricing, and
reimbursement of drugs (including biologicals) is the Law on Medicinal
Products in Human Medicine (LMPHM), and the secondary legislation on its
implementation. The main local statutory act pertaining to the registration,
pricing, and reimbursement of medical devices is the Law on Medical Devices
(LMD), and the secondary legislation on its implementation. Depending on
the type of the statutory act, secondary legislation is issued by the Council
of Ministers or by the Minister of Health. Relevant guidelines and authority
practice are also deemed of relevance. In addition, Bulgarian pharmaceutical
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

legislation is, for the most part, harmonized with the EU Directives and
Regulations (the latter, being directly applicable in Bulgaria), e.g. Directive
2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use,
as amended and Regulation (EC) No 726/2004 of the European Parliament
and of the Council of 31 March 2004 laying down Community procedures
for the authorisation and supervision of medicinal products for human and
veterinary use and establishing a European Medicines Agency, as amended.

3. What are the steps to obtain-
ing authorization to develop,
test, and market a product?

A) Medicinal Products

In order to develop and test medicinal products (drugs) in Bulgaria, it is nec-
essary to obtain an authorisation for manufacturing of medicinal products.
This is so, insofar as both the development and the testing activities would
qualify as “manufacturing of medicinal products”, as such term is defined in
the LMPHM. The manufacturing authorisation is issued by the Director of
the BDA. Applicants must comply with certain requirements set forth in the
law. Manufacturing sites are subject to inspections by the competent author-
ities for compliance with the applicable Good Manufacturing Practices. The
manufacturing authorisation is issued only for the manufacturing activities,
the pharmaceutical forms and the premises, which have been applied for by
the applicant. Changes to the circumstances subject to authorisation (includ-
ing — with respect to manufacturing activities, manufacturing sites/premises,
pharmaceutical forms, the qualified person, and other significant personnel,
etc.) are subject to additional manufacturing authorisation for the change.

A medicinal product may be placed on the market in Bulgaria based on a
marketing authorisation, issued under one of the following procedures: (i)
National Procedure; (ii) Mutual Recognition Procedure; (iii) Decentralised
procedure or (iv) Centralized Procedure at the European Medicines Agency.

Homeopathic and traditional herbal medicinal products may be placed on
the market in Bulgaria based on registration certificate.

B) Medical Devices

There is no specific authorisation for manufacture of medical devices required;
however, manufacture of medical devices may, depending on the circum-
stances, include activities for which authorisation is required (e.g. handling
of chemicals, usage of radiation, etc.).

There is no marketing authorisation for medical devices. However, depend-
ing on the medical devices class, certain requirements have to be met. Medical
devices shall bear CE marking indicating that they have been the subject of
an assessment of their conformity (there are certain exceptions, e.g. for cus-
tom-made devices not bearing CE marking).

In case the manufacturer or its EU-based authorised representative are
established in Bulgaria, there is a special registration procedure at the BDA
depending on the medical device type and class.

For certain types of medical devices there is a notification procedure at the BDA.
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