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2. Bulgaria
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3B. Министерство на здравеопазването,
дирекция "Лекарствена политика"
пл. "Св. Неделя" № 5
1000 София
Тел.: +359 2 930 1243
email: mbotusharov@mh.government.bg

4. 2025/0437/BG - C10P - Pharmaceuticals



5. Draft Law amending and supplementing the Law on Medicinal Products for Human Use

6. Medicinal products for human use

7. 
 

8. The reasons for the preparation of this draft law are mainly aimed at enhancing the current regulatory
framework in the field of medicinal products through its improvement.
Conceptually, this draft law proposes measures to address shortages or unavailability of medicines by
refining the obligations of all actors in the drug supply chain and creating additional obligations for them,
changes to the calculation algorithm set out in the Specialized Electronic Tracking and Analysis System
(SETAS), as well as changes to the penalty provisions of the law. Provision is also made for simplified
arrangements for the supply of medicinal products subject to parallel import on the Bulgarian market,
allowing holders of authorisations for parallel import to obtain authorizations under an accelerated procedure.
Another important change that is proposed with this draft law relates to the parallel import authorisation
regime. It shall be possible to list in a single authorisation all the Member States from which the medicinal
product concerned is to be imported. It is proposed that the authorisation for parallel imports be granted for a
period of five years. Upon expiry of this term, the authorisation may be renewed, and thereafter shall be valid
for an indefinite period.
Next, a change is proposed whereby, in cases of established shortage of a specific medicinal product, a
shortened administrative procedure for issuing a parallel import license should be applied.
A significant change that is proposed to be adopted is a change in the algorithm for calculating the shortage
of medicinal products available on prescription for which information is reported to SETAS.
It is proposed that the calculations be made taking into account 100 % of the quantities needed to meet the
health needs of the population over a period of one month, instead of the current 65 %. This figure will be
calculated on the basis of the average monthly consumption of the relevant medicinal product for the
previous 12 months, starting from the day of the analysis for the finding of the shortage. Currently, the period
for which this average monthly consumption is calculated is 6 months.
It is provided that SETAS, in addition to the current information provided for by law, shall also contain
information on registered requests to marketing authorisation holders and wholesale authorisation holders of
a medicinal product, respectively to parallel import authorisation holders. It is also proposed to contain
information on registered refusals to supply prescription-only medicinal products in response to requests.
It is proposed that SETAS provide a facility for holders of a marketing authorisation for medicinal products to
obtain information on stocks in the warehouses of holders of a wholesale distribution authorisation for
medicinal products of prescription medicinal products.
A significant change proposed by the draft is the possibility for the Minister of Health, exceptionally and for
reasons related to the protection of the health of the population, to prohibit by order the export of medicinal
products from the territory of the Republic of Bulgaria. The order is to be issued on the basis of an analysis
by the Ministry of Health showing that there are insufficient quantities of medicinal products available to meet
the needs of the population.
Changes are also envisaged in the provisions on administrative criminal proceedings of the law, in view of
the proposals made above.
The expected outcome of the adoption of the project is related to the improvement of the current regulatory
framework in the field of medicinal products, which will ensure the security of the drug supply process and



limit the cases of unavailability or shortages of medicinal products critical to the population.

9. The reasons for the preparation of this draft law are mainly aimed at enhancing the current regulatory
framework in the field of medicinal products through its improvement. This is necessary in order to cope in
the future with cases of unavailability or shortages in pharmacies of medicinal products critical to the
population. The unavailability or shortages of vital medicinal products available on prescription is a very
serious problem, both at international and national level.
With regard to the objectives set by this draft law, it should be noted first of all as the main and highest
priority objective – to fully meet the needs of Bulgarian patients with medicinal products available on
prescription by overcoming their unavailability and shortages and avoiding such problems in the future. This
objective is intended to be achieved through the above proposals for changes to the legislation governing
these processes.
The proposed changes in the area of retail trade in medicinal products are aimed at preventing unregulated
practices that could lead to shortages or unavailability of medicinal products. The latter will be achieved by
filling the existing gap in the law and avoiding conflicting interpretation of its provisions. The changes in the
law are aimed at preventing the practice of dispensing medicinal products under a prescription regime
without presenting a prescription. Through the proposals for measures to reduce the administrative burden,
the draft aims to improve the country's regulatory policy and ease the administrative procedures for the
exercise of rights and legitimate interests of citizens and legal entities.
The expected outcome of the adoption of the project is related to the improvement of the current regulatory
framework in the field of medicinal products, which will ensure the security of the drug supply process and
limit the cases of unavailability or shortages of medicinal products critical to the population. Another
expected outcome is the achievement of more transparency and traceability in the processes for the supply
of medicinal products between the different actors and meeting the needs of Bulgarian citizens. Appropriate
penalties for violation of the law have been introduced as safeguards for the achievement of these
outcomes.
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