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Summary. It is a matter of discussion how to optimize the scientific approach towards the evalu-
ation criteria of the possible effects of the medicinal products on driving and concentration. There 
is a need of more profound patients` education about these effects. The aim of the study is to 
conduct а comparative analysis of the European and Bulgarian legislation regarding the required 
information on the effects of the medicinal products on driving. As the outcome of the study an 
informational leaflet for patients for the possible effects of the medicinal products on driving was 
created. The results showed that the legislation is fully synchronized through the EU concerning 
the information on the short product characteristics and patient leaflet but it is country specific 
regarding the information on the drug package. We consider that there is a need to emphasize on 
the role of the pharmacist in Bulgaria as a trusted source for patients on medicinal products and 
any additional drug information.
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Introduction
Medicinal products are complicated systems and 

patients could not be familiar enough with all their 
specific features and effects. That is why medicines 
are subject of strict regulation worldwide. Market-
ing authorization and drug utilization must be in 
compliance with the criteria for quality, safety and 
efficacy. [1]

In the past years there is a tendency of in-
crease of the prevalence of chronic, non-com-
municable diseases worldwide and related with 
that increased drug utilization. [2] The medicinal 
products might have possible negative impact on 
the everyday activities of patients such as ability 
to drive and use machines and this could lead to 
higher risk of different accidents and place bur-
den on the society as well.

Some of the medicinal products which act on 
the central nervous system (hypnotica, antipsy-
chotics, antidepressants, opioids), the cardiovas-
cular system (antihypertension agents, antiarryth-
mics, antianginal) and vision could affect the driv-
ing ability. Such potential effect include sedation, 
hypoglycaemia, blurred vision, hypotension, diz-
ziness, etc. [3]

Unfortunately, car accidents are one of the main 
causes of death worldwide. In relation to this, 

scientific society is trying to find an approach to 
optimize the criteria for evaluation of the possi-
ble influence of the medicinal products on driving 
ability. [4] One of these approaches which is laid 
down in the pharmaceutical legislation, includes 
obligatory information on the possible effect of the 
medicines on driving ability and use of machines 
in the Summary of product characteristics (SmPC), 
the patient leaflet and/or the drug labelling and 
package information.

The European commission (EC) issued guide-
lines on Summary of products characteristics (Oc-
tober 2005) and on the packaging information of 
medicinal products for human use authorized by 
the Community (February 2008) to help for the 
synchronization of the necessary drug information 
across the European Union.

Materials and methods

Comparative analysis of the European and Bulgar-
ian legislation

A comparative analysis of the European and Bul-
garian pharmaceutical legislative documents and 
the composition of the Summary of Product Char-
acteristics (SmPC) and the packaging and labelling 
information in particular, has been conducted. The 
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analysis included the requirements for the informa-
tion about the effects of the medicinal products on the 
ability to drive and use of machines. The following 
documents were included in the analysis: 

•	 Guideline on Summary of Product Charac-
teristics (SmPC);

•	 Guideline on the packaging information of 
medicinal products for human use;

•	 Directive 2001/83;
•	 Law on medicinal products for human use – 

Bulgaria, last update 2014; 
•	 Regulation №38/ 13.09.2007 on the require-

ments for the information on the packaging 
and in the patient leaflet of medicinal prod-
ucts – Bulgaria.

The analysis has been conducted following sev-
eral criteria and aims to indicate the similarities and 
differences in the informational requirements and to 
demonstrate on what level the Bulgarian legislation 
is synchronized with the European. The criteria are:

•	 Scope of the legislation;
•	 Requirements on the structure and contents 

of the SmPC;
•	 Requirements on the structure and contents 

of the patient leaflet;
•	 Requirements on the text and symbols on the 

packaging of the medicinal products.

Project for creation of an informational leaflet for 
patients regarding the possible effects of the medici-
nal products on driving and concentration

The project of the leaflet consists of 8 main points 
which give information about:

•	 In what way medicinal products could influ-
ence concentration and driving ability and 
what are the possible effects;

•	 Who and how must react in case the medic-
inal products do have influence on driving;

•	 Emphasis on the need of an open and honest 
communication between the doctor/ pharma-
cist and the patient;

•	 Important symptoms on which to pay extra 
attention;

•	 Sources of further information about the me-
dicinal products.

Results and Discussion

Results of the comparative analysis of the European 
and Bulgarian legislation

The conducted comparative analysis describes the 
European legislative framework in the pharmaceuti-
cal sector and drug information in particular.

The results show that in terms of preparing SmPC 
Bulgarian legislation is fully synchronized with the 
European and follows the requirements laid down in 
the Guideline on Summary of product characteristic, 
issued by the EC (table 1).

The SmPC is structured in order to separate clear-
ly the variety of medical information as well as to 
give objective and detailed data on the medicine. The 
SmPC is the main legislative document which pres-
ents the medicinal product among the health profes-
sionals and allows them to evaluate the advantages 
and risks of the use of the product. 

The text in the SmPC must be written in a clear 
and understandable language using the correct med-
ical terminology. Every section must address the 
product’s main targeted population as well as specific 
populations such as elderly and children. The SmPC 
must not include advertisements neither references to 
other medicinal products.

The information for possible effects on ability to 
drive and use machines is part of the section 4 “Clin-
ical particulars”. Based on the pharmacodynamics 
profile, reported adverse reactions and/or specific 
studies on relevant target population it should be 
specified whether the medicinal product has no or 
negligible influence, minor or moderate influence or 
major influence of these abilities. It is also stated that 
if the medicinal product complies with the last two 
characteristics, special warnings or precautions for 
use should be mentioned.

The patient leaflet and the package on the other 
hand, needs to present the necessary amount of ob-
jective information but in a clear and understandable 
for non-specialists language. In the following table 
are showed the results of the comparison of the leg-
islative synchronization regarding drug information. 

In Bulgaria the information about the impact 

Requirements on the 
information in the 
SmPC

Requirements on the 
information in the 
patient leaflet

Requirements on the 
information on the packaging

Bulgaria √ √
EU √ √ Nationally specific – table 2
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of the medicine on driving must be included in the 
SmPC and patient leaflet. When applicable, one of 
the following texts is used: „(Name of the product) 
does not influence or influences negligible/ influences 
to a small to moderate extent/ influences notably the 
ability to drive and use machines”, „No researches 
on the influence on the ability to drive and use ma-
chines”, „Not applicable”. [5]

In terms of the packaging information on the pos-
sible effects on the ability to drive the comparative 
analysis showed some country specific characteris-
tics which are presented in table 2.

In Bulgaria there are no special requirements for a 
warning symbols on the packaging concerning the ef-
fects of the medicinal products on the ability to drive. 
Special warning symbols, however, are put on the 
packaging of opioids (two diagonal red stripes) and 
on hypnotic drugs (two diagonal blue stripes).

France is probably the country in EU which ap-
plies the most distinguished packaging and labelling 
information in this respect. As well as the symbol 

Symbol Country 
Denmark, Finland, 
Island, Norway

France

Poland

Romania

Slovenia

with the car surrounded by red triangle, on the pack-
aging of the medicinal products could be put other 
warnings. For example, the psychotropic drugs and 
sedatives are divided into two groups – list 1 and 2. 
For medicinal products from list 1 on the packaging 
there is empty frame with red border and for those 
from list 2 – an empty frame with green border. [6] 

Project on informational leaflet for patients regard-
ing the possible effects of the medicinal products on 
ability to drive, use of machines and concentration 

In Bulgaria, driving is a widespread everyday ac-
tivity for the majority of the active population as any 
other EU member states. Use of medicinal products 
for control of chronic diseases, treatment of acute 
conditions and maintenance of a well-being (includ-
ing medicinal plants and food supplements) is also an 
inevitable part in everyday life. In relation to this, the 
potential negative influence of the medicinal prod-
ucts on driving and concentration could affect big 
part of society and participants in traffic on the road.  

The creation of an informational brochure for pa-
tients about the possible influence of the medicinal 
product on the ability to drive is based on Q&A ap-
proach. The main aim is to give more understandable 
information about the risks of an undesired effects of 
the medicines for the patients/consumers. In the bro-
chure are mentioned the most common undesired ef-
fects of medicines on the driving as well as potential 
interactions between medicinal products, medicinal 
plants and food supplements. It is explained under 
what circumstances the patient must limit driving and 
consult a health professional. 

In the brochure the doctor and the pharmacist are 
indicated as the specialists who can inform the pa-
tient on how medical treatment could influence his 
everyday life. The pharmacist is the most accessible 
healthcare professional to whom the patients can turn 
for additional information on medicinal products and 
pharmacotherapy and possible drug interactions.

The project of this brochure has been discussed 
with the Department “Medicines use control” of the 
Bulgarian Drug Agency (BDA) and has received reg-
ulatory approval.

Conclusions
The recommendations in EMA’s Guidelines on 

the SmPC, patient leaflet and packaging as well as 
the main legislative documents in Bulgaria show that 
there is a full synchronization of the requirements 
for the information on the influence of the medici-
nal product on ability to drive and concentration that 

Table 2. Warning symbols for possible effect on driving 
ability and concentration on the medicinal product pack-
aging in several EU countries.
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Country Pictogram / warning label

Austria
Used for medicines that cause 
tiredness.

Denmark 
Finland
Iceland
Norway 
Latvia (not mandatory)

Must be affixed on medicines that 
may reduce the ability to drive or 
operate machines.

France

Affixed on medicines based on 
the level of driving-impairment a 
medicine can cause.
There are three categories of risk:
Category 1 (niveau 1) – low driving-
impairment;
Category 2 (niveau 2)  – moderate 
driving-impairment;
Category 3 (niveau 3) – severe 
driving-impairment.
Each pictogram is accompanied with 
a side-text.

Netherlands
Warning sign referring to the 
possible influence of a medicine on 
the ability to react adequately.

Romania
Affixed on medicines that are 
contraindicated to drivers.

Slovenia

Used for medicines that may reduce 
the ability to drive or operate 
machines. 

Used for medicinal products which 
significantly reduce the ability to 
drive or operate machines

Spain
Pictogram used in all medicines that 
Can impair driving fitness.

Table 1 – Overview of the pictograms related to the influence of driving-impairing medicines on 

driving fitness, currently in use in Europe. 
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must be included in the SmPC and patient leaflet. 
There are certain national particularities regarding 
the warning symbols on the packaging. 

In our opinion an informational brochure for pa-
tients would be an effective tool that could increase 
the knowledge on the possible effects on ability to 
drive. It could also help to improve communication 
with the healthcare professionals, especially with the 
pharmacist as a trusted source of information about 
the medicinal products.
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