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THE PHARMA LEGAL HANDBOOK ANSWERS ESSENTIAL QUESTIONS ABOUT THE 
LEGAL AND REGULATORY 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.

Focus Reports 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 Focus Reports. While every attempt is 
made to ensure the accuracy of the information contained in this report, neither Focus Reports nor the authors accept any liabilities forerrors and omissions. 
Opinions expressed in this report are not necessarily those of the authors.

* THIS REPORT WAS PUBLISHED IN AUGUST 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.



This Pharma Legal Handbook in Bulgaria was published in association with:

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, market 
access and quality assurance services. We dedicate all our 
efforts to maintain high quality standards and professionalism 
in the regulatory consultancy business.

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 (Hungary), Istan-
bul (Turkey), Kyiv (Ukraine), Prague (Czech Republic), Sofia 
(Bulgaria) and Tashkent (Uzbekistan). Operating as a single 
fully integrated firm, Kinstellar delivers consistently high-quali-
ty 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 juris-
dictions. Kinstellar’s Sofia office opened on 1 November 2014 
and enhances our coverage, enabling us to provide compre-
hensive support for cross-border transactions and commercial 
needs across the region. 

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

You can contact Svilen Issaev on svilen.issaev@kinstellar.com 

For more information about Kinstellar, please visit our website: 
www.kinstellar.com 

PharmDedict

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

PRECISION

EXPERTISE

COMMITMENT TO QUALITY

www.kinstellar.com

Emerging Europe and Central Asia’s 
Leading Independent Law Firm
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SVILEN
ISSAEV 

Svilen Issaev is a Counsel at Kinstellar’s Sofia office specialising 
in life sciences and healthcare, as well as banking and finance. He 
has over fourteen years of post-qualification experience. 

Svilen earned Master’s degrees in Law and Economics from 
Sofia University. He also holds an academic specialisation in the 
“Organisation and Economy of Pharmaceutical Manufacturing” 
from the Medical University of Varna. He is currently a PhD can-
didate in social medicine at the Medical University, Sofia. 

Svilen advises, among others, some of the largest international 
pharmaceutical companies on various regulatory and compli-
ance matters realting to their operations in Bulgaria. His exper-
tise includes marketing authorisation, production, distribution, 
pricing and reimbursement, pharmacovigilance, advertising and 
clinical trials of pharmaceutical products and medical devices. 

Svilen’s experience also includes participation as a member of 
ethics committees in clinical trials and as a member of commit-
tees responsible for health technology assessments of medicinal 
products. He is an associated member of the Bulgarian Industrial 
Pharmacists Association.

Petko was one of the founders of PharmDedict back in 2007. He 
is among the few Bulgarian professionals with legal background 
focused on healthcare and pharmaceutical business.  He has 16 
years of experience in the field: starting as an in-house counsel 
for one of the major local pharmaceutical manufacturers and 
wholesaler and then working in the consultancy business for 
more than 10 years. Thus, Petko knows the pharmaceutical and 
pharma-related industries from various perspectives, which 
allows him also to understand the business processes 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 framework, at national and 
EU level, and the contractual relations concerning medicinal 
products in the areas of product licensing, contract manufac-
turing, pre-wholesale and wholesale distribution, marketing and 
advertising of RX products, market access (including pricing & 
reimbursement), regulatory and pharmacovigilance issues, legal 
and trade representation.

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

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. 
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