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avtorTa sayuradRebod!

redaqciaSi statiis warmodgenisas saWiroa davicvaT Semdegi wesebi:

 1. statia unda warmoadginoT 2 calad,  rusul an inglisur enebze, dabeWdili 
standartuli furclis 1 gverdze,  3 sm siganis marcxena velisa da striqonebs 
Soris 1,5 intervalis dacviT. gamoyenebuli kompiuteruli Srifti rusul da ing-
lisurenovan teqstebSi - Times New Roman (Кириллица), xolo qarTulenovan teqstSi 
saWiroa gamoviyenoT AcadNusx. Sriftis zoma – 12. statias Tan unda axldes CD 
statiiT. 
 2. statiis moculoba ar unda Seadgendes 10 gverdze naklebs da 20 gverdze mets 
literaturis siis da reziumeebis (inglisur, rusul da qarTul enebze) CaTvliT.
 3. statiaSi saWiroa gaSuqdes: sakiTxis aqtualoba; kvlevis mizani; sakvlevi 
masala da gamoyenebuli meTodebi; miRebuli Sedegebi da maTi gansja. eqsperimen-
tuli xasiaTis statiebis warmodgenisas avtorebma unda miuTiTon saeqsperimento 
cxovelebis saxeoba da raodenoba; gautkivarebisa da daZinebis meTodebi (mwvave 
cdebis pirobebSi).
 4. statias Tan unda axldes reziume inglisur, rusul da qarTul enebze 
aranakleb naxevari gverdis moculobisa (saTauris, avtorebis, dawesebulebis 
miTiTebiT da unda Seicavdes Semdeg ganyofilebebs: mizani, masala da meTodebi, 
Sedegebi da daskvnebi; teqstualuri nawili ar unda iyos 15 striqonze naklebi) 
da sakvanZo sityvebis CamonaTvali (key words).
 5. cxrilebi saWiroa warmoadginoT nabeWdi saxiT. yvela cifruli, Sema-
jamebeli da procentuli monacemebi unda Seesabamebodes teqstSi moyvanils. 
 6. fotosuraTebi unda iyos kontrastuli; suraTebi, naxazebi, diagramebi 
- dasaTaurebuli, danomrili da saTanado adgilas Casmuli. rentgenogramebis 
fotoaslebi warmoadgineT pozitiuri gamosaxulebiT tiff formatSi. mikrofoto-
suraTebis warwerebSi saWiroa miuTiToT okularis an obieqtivis saSualebiT 
gadidebis xarisxi, anaTalebis SeRebvis an impregnaciis meTodi da aRniSnoT su-
raTis zeda da qveda nawilebi.
 7. samamulo avtorebis gvarebi statiaSi aRiniSneba inicialebis TandarTviT, 
ucxourisa – ucxouri transkripciiT.
 8. statias Tan unda axldes avtoris mier gamoyenebuli samamulo da ucxo-
uri Sromebis bibliografiuli sia (bolo 5-8 wlis siRrmiT). anbanuri wyobiT 
warmodgenil bibliografiul siaSi miuTiTeT jer samamulo, Semdeg ucxoeli 
avtorebi (gvari, inicialebi, statiis saTauri, Jurnalis dasaxeleba, gamocemis 
adgili, weli, Jurnalis #, pirveli da bolo gverdebi). monografiis SemTxvevaSi 
miuTiTeT gamocemis weli, adgili da gverdebis saerTo raodenoba. teqstSi 
kvadratul fCxilebSi unda miuTiToT avtoris Sesabamisi N literaturis siis 
mixedviT. mizanSewonilia, rom citirebuli wyaroebis umetesi nawili iyos 5-6 
wlis siRrmis.
 9. statias Tan unda axldes: a) dawesebulebis an samecniero xelmZRvane-
lis wardgineba, damowmebuli xelmoweriTa da beWdiT; b) dargis specialistis 
damowmebuli recenzia, romelSic miTiTebuli iqneba sakiTxis aqtualoba, masalis 
sakmaoba, meTodis sandooba, Sedegebis samecniero-praqtikuli mniSvneloba.
 10. statiis bolos saWiroa yvela avtoris xelmowera, romelTa raodenoba 
ar unda aRematebodes 5-s.
 11. redaqcia itovebs uflebas Seasworos statia. teqstze muSaoba da Se-
jereba xdeba saavtoro originalis mixedviT.
 12. dauSvebelia redaqciaSi iseTi statiis wardgena, romelic dasabeWdad 
wardgenili iyo sxva redaqciaSi an gamoqveynebuli iyo sxva gamocemebSi.

aRniSnuli wesebis darRvevis SemTxvevaSi statiebi ar ganixileba.
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Abstract.
Aim: The purpose of the article is to find out the scope of the 

criminal law protection of the circulation of medicinal products 
according to the legislation of the Federal Republic of Germany, 
the Republic of Austria, and the Swiss Confederation. 

Materials and methods: The materials of the research 
were the legislation of the Federal Republic of Germany, the 
Republic of Austria, and the Swiss Confederation. Dialectical, 
axiological, comparative, and legal methods were applied 
during the research.

Results: Having studied the experience of the scope of criminal 
law protection of the circulation of medicinal products made it 
possible to conclude about the importance of having a certain 
legislative reference point that can help improve the criminal 
legislation of these and other countries and build a new model 
of the system of norms that ensure the criminal law protection 
of circulation of medicinal products.

Conclusions: It has been concluded that in the criminal 
legislation of the Federal Republic of Germany, the Republic 
of Austria, and the Swiss Confederation there is an “aspiration” 
of the legislator to ensure the most complete scope of criminal 
law protection of circulation of medicinal products by creating 
their own specific systems. It has been proposed to single out 
separate groups of signs of criminal protection of pharmaceutical 
activity, since the scope of such protection is not the same in 
such countries (but has a lot in common). This may be a certain 
legislative guideline of the systematization of norms that ensure 
the circulation of medicinal products from the point of view of 
their criminal law protection.

Key words. Criminal law protection, pharmaceutical activity, 
acts of criminal legislation, circulation of medicinal products, 
comparative legal research, criminal offence.
Introduction.

The current state of scientific research related to the analysis of 
acts of foreign criminal legislation regulating the criminal law 
protection of pharmaceutical activity (its separate fragments 
[1,2]) requires increased attention from scientists. Analysis of 
acts of the criminal legislation of European countries regarding 
the determination of the scope of criminal protection of the 
circulation of medicinal products is proposed to be carried 
out on the example of the Federal Republic of Germany, the 
Republic of Austria, and the Swiss Confederation.

The systematization of the legal provisions of the mechanism of 
criminal law protection of the circulation of medicinal products 
is a necessary element for clarifying the peculiarities of the 
legal regulation of pharmaceutical activity as a whole [3-7]. But 

this issue has not found its scientific review comprehensively. 
Although, one way or another, some elements of such 
systematization and definition of its scope were the subject of 
research by individual scientists [8-12]. It is proposed to carry 
out such a systematization according to the types of criminal 
offences that encroach on the established order of circulation of 
medicinal products and the scope of such criminal protection.

The purpose of the article is to find out the scope of the 
criminal law protection of the circulation of medicinal products 
according to the legislation of the Federal Republic of Germany, 
the Republic of Austria, and the Swiss Confederation. In 
accordance with the purpose the following objectives have 
been defined: to work out the criminal legislation of the Federal 
Republic of Germany, the Republic of Austria and the Swiss 
Confederation in terms of clarifying the scope of the criminal 
law protection of the circulation of medicinal products, to 
identify common and distinctive features, to single out groups 
within such scope (this structuring will help to typify the features 
of criminal legal protection of pharmaceutical activity, since 
it (such protection) is not the same in the Federal Republic of 
Germany, the Republic of Austria and the Swiss Confederation, 
but has common features), which can be a certain legislative 
reference point for improving the criminal legislation of these 
and other countries.
Materials and methods.

The materials of the research were the criminal legislation of 
the Federal Republic of Germany, the Republic of Austria, and 
the Swiss Confederation. 

The solution of the set objectives is possible on the basis 
of using the system of general (philosophical) and special 
methods. The use of the dialectical method made it possible to 
establish the importance of finding out the scope of the criminal 
law protection of the circulation of medicinal products in the 
legislation of this countries. The axiological method provided 
an opportunity to emphasize the value of distinguishing the 
types of criminal offences related to the circulation of medicinal 
products on the example of the above-mentioned countries. 
The comparative legal method made it possible to compare the 
scope of criminal legal protection of the circulation of medicinal 
products in the Federal Republic of Germany, the Republic of 
Austria, and the Swiss Confederation.
Results and Discussion.

The Criminal Code of the Federal Republic of Germany is the 
main act of the criminal legislation of this European country 
[13], but it does not contain typical types of criminal offences 
in the field of medicinal products. In contrast to additional 



114

acts of German criminal law, namely the Medicinal Products 
Act (Gesetz über den Verkehr mit Arzneimitteln – germ.) of 
August 24, 1976 (in the version published on 12 December 
2005) [14]. It provides for types of criminal offences related 
to the illegal circulation of medicinal products. Similar to the 
German approach, although less “branched”, is the criminal law 
understanding of the illegal circulation of medicinal products 
according to the Austrian Federal Law on Medicinal Products 
Act of March 2, 1983 [15] (this Act is also an additional act 
of Austrian criminal legislation). The model used in the Swiss 
Confederation includes the Swiss Federal Act on Medicinal 
Products and Medical Devices of December 15, 2000 [16]. 
This legislative act, as well as the acts of Germany and Austria, 
contains criminal law provisions for the protection of the 
circulation of medicinal products and is an act of additional 
criminal legislation of Swiss Confederation.

In order to clarify the extent of criminal protection of the 
circulation of medicinal products according to the legislation 
of this countries, we will consider in more detail the definition 
of the concept of medicinal products as the object of such 
protection. P. 1 Section 2 of Medicinal Products Act (Gesetz 
über den Verkehr mit Arzneimitteln – germ.) of the Federal 
Republic of Germany of August 24, 1976 (in the version 
published on 12 December 2005) provides the following 
definition of the concept of medicinal products: (1) Medicinal 
products ... are products that are intended for administration to 
human beings. These comprise substances or preparations made 
from substances that: 1. are intended for use in or on the human 
body and are intended for use as remedies with properties 
for the curing, alleviating or preventing of human diseases or 
disease symptoms, or 2. can be used in or on the human body 
or can be administered to a human being, either: a) to restore, 
correct or influence the physiological functions through a 
pharmacological, immunological or metabolic effect, or b) to 
make a medical diagnosis [14].

In according with p. 1 § 1 of the Austrian Federal Law on 
Medicinal Products Act of March 2, 1983 [15], the concept of 
medicinal products covers substances or preparations made 
from substances that: 1. are intended for use in the human or 
animal body or on the body of a human or animal and as agents 
with properties for the treatment, alleviation or prevention of 
human or animal diseases or medical conditions, or 2. are used 
in the human or animal body to: a) restore, correct or affect 
physiological functions by pharmacological, immunological or 
metabolic action, or b) making a medical diagnosis [15]. 

According to p. 1 Art. 4 of the Swiss Federal Act on Medicinal 
Products and Medical Devices of December 15, 2000, medicinal 
products are defined as products of chemical or biological 
origin which are intended to have or are presented as having a 
medicinal effect on the human or animal organism, in particular 
in the diagnosis, prevention or treatment of diseases, injuries 
and handicaps; blood and blood products are also considered to 
be medicinal products [16].

So, in a meaningful sense, the scope of the concept of 
“medicinal products” formulated in the legislative acts of the 
Federal Republic of Germany is significantly different from the 
approach of other countries, primarily in terms of its biological 
and chemical “components”.

It is proposed to single out the typical types of criminal offences 
related to the illegal circulation of medicinal products in Federal 
Republic of Germany according to the Medicinal Products Act 
of August 24, 1976 (in the version published on 12 December 
2005), namely:

- place on the market or use of unsafe (bedenklich – germ.) 
medicinal products, as well as prohibition of their use on another 
human being (p. 1 Section 5).

- manufacture, place on the market or administer medicinal 
products if in manufacturing of this medicinal product 
substances, preparations from substances or objects that are 
prohibited has been used (p. 1, 2 Section 6).

- place on the market radiopharmaceuticals or medicinal 
products in the manufacture of which ionizing radiation has 
been used (p. 1 Section 7) (unless for the cases when according 
to p. 1 Section 7 of the Act with the consent of the Federal 
Ministry of the Environment, Environmental Protection and 
Nuclear Safety is allowed to place radiopharmaceuticals on the 
market or the use of ionizing radiation in the manufacture of 
medicinal products provided that this is not compromise human 
health. The container in which the medicinal product is located, 
its outer packaging and the insert sheet must contain relevant 
information about the radioactivity of the medicinal product). 

- manufacture or place on the market medicinal products or 
their active components or otherwise trade them in violation of 
p. 1 or 2 Section 8, as well as in combination with p. 4 Section 
73 or Section 73a of the Act. Here we are talking about the 
prohibition of the manufacture or place on the market medicinal 
products and active substances that have a slight decrease in 
quality due to non-compliance with the relevant pharmaceutical 
requirements, and/or those that cause a mistake regarding their 
name, explanation and appearance, as well as the prohibition of 
the manufacture or place on the market of falsified medicinal 
products or falsified active substances, as well as any trade them;

- trade or sale of medicinal products that may only be 
dispensed by pharmacies upon prescription (p.1, 2 or 3 Section 
43). According to Section 43 of the Act, trade in prescription 
medicinal products can be carried out only in pharmacies, even 
when they are put into circulation for professional medical 
purposes or for commercial purposes, and therefore, any 
forwarding and transportation of them during trade outside 
pharmacies is prohibited, and the corresponding the activity of 
sending and transporting medicinal products is carried out only 
in the presence of the obtained license.

- supply of medicinal products that can be provided to 
consumers, as well as to persons or organize different from 
those indicated in p. 2 Section 47 only by prescription.

- dispend or sale medicinal products to institutions other 
than those specified in p. 1 § 47a. Thus, the Act prohibits 
“pharmaceutical entrepreneurs” who are allowed to dispense 
only medicinal products intended for the termination of 
pregnancy, in special institutions and only with a doctor's 
prescription; in this case, they must number the packages of 
medicinal products accordingly, that are intended for their 
release, ensuring their appropriate accounting).

- set a special requirement for medicinal products for new 
types of treatment (therapy), dispending of such medicinal 
products (without a prescription) (p. 1 Section 4b).
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- manufacture of medicinal products (according to Section 
6 of the Act, manufacture the medicinal product, place it on 
the market and use, if in the process of such manufacturing the 
corresponding requirements for the use of certain substances or 
preparation from substance has been violated).

- manufacture or place on the market medicinal products or 
active substances (p. 1 Section 8).

- manufacture of medicinal products or their substances, 
without a corresponding permit (p. 1 Section 13, p. 1 Section 72). 
In p. 1 Section 13 of the Act has been established the obligation 
to obtain a permit by the competent authority for professional 
and commercial activities with: medicinal products; active 
substances of human, animal, or microbiological origin, and 
genetically produced active substances; other active substances 
of human origin intended for the manufacture of medicinal 
products.

- obtaining tissue in the process of laboratory tests or carrying 
out laboratory tests without the permission provided for in p. 
1 Section 20c of the Act, or implementation in the process of 
laboratory tests of processing, preservation, testing, storage 
or place on the market tissues or active substances used in 
the preparation of tissues, without the permission required 
according to p. 1 Section 20 of the Act.

- distribution of finished medicinal products (p. 1 Section 21).
- transfer of active substances used in the preparation of 

tissue, placed in manufacture without the permission required 
according to p. 9 Section 21a of the Act for the first time.

- not providing complete information or providing inaccurate 
information, which is required according to Section 22 of the 
Act, as well as not providing the document referred to in Section 
28 of the Act, or not filling in or not providing their correct 
content.

- place on the market medicinal products in violation of the 
relevant provisions of Sections 30, 35 of the Act, when the permit 
issued for the distribution of medicinal products can be revoked, 
cancelled, or suspended (that is, a violation from the prohibition 
to refrain from place on the market medicinal products, if the 
permit issued to it is revoked, cancelled or suspended).

- place a batch of medicinal products on the market without the 
necessary permission (Sections 32, 35).

- place on the market finished medicinal products as 
homeopathic or traditional herbal medicinal products without 
required registration (Sections 38, 39a).

- start of clinical trials without the approval of the authorized 
federal body of such a clinical trial (Section 40).

- conduct of clinical trials in violation of established 
requirements for conducting such clinical trials (Sections 40a, 
40b).

- dispend without a prescription of a medicinal product 
contrary to the requirements of Section 48 of the Act, which 
contains a list of medicinal products, which are allowed to be 
dispensed only with the prescription of physicians, dentists, or 
veterinarians.

- carrying out wholesale trade without a permit, which is 
required according to Section 52a of the Act.

- accept of medicinal products by an intermediary who trades 
in them (Section 52c).

- import of stem cells and their tissues or active substances 
uses in the preparation of such tissues, without a permit, which 
is necessary according to Sections 72, 72b, 72c of the Act.

- import of medicinal products, their active substances or other 
substances (Section 72a).

- import of tissues or active substances that can be used in the 
preparation of tissues (Section 72b).

- falsification of medicinal products or their active substances 
(Section 73).

- place on the market medicinal products, despite the fact that 
liability insurance, indemnification or guarantee obligation 
required in accordance with Section 94 of the Act no longer 
exists.

- change of information, incorrect indication of information or 
content of the relevant document, which is submitted contrary 
to the requirements of Art. 6 Regulation No. 726/2004 of the 
European Parliament and of the Council of Europe of March 
31, 2004 [17] laying down Community procedures for the 
authorisation and supervision of medicinal products for human 
and veterinary use and establishing a European Medicines 
Agency.

- violate of Regulation No. 536/2014 of the European 
Parliament and the Council of Europe of April 16, 2014, on 
clinical trials of medicinal products for human use [18] and 
repeals Directive 2001/20/EC [19], in particular, by incorrect 
or incomplete prepare and submissions of an application, or 
conducts a clinical trial contrary to Sections 28, 29, 32, 33 of 
the Act.

In p. 1 Section 95 “Penal Provisions” of the Act imposed a 
punishment in the form of imprisonment for a term of up to 
three years or a fine for such acts [20]. Therefore, determining 
the signs of the specified elements and the content of the 
illegality of these violations, the unifying element here is the 
“properties” of activities with medicinal products and/or their 
active substances. Taking into account the properties defined in 
the “non-criminal” provisions of the Act, the German legislator 
forms prohibitions and corresponding types (forms) of their 
violation.

The analysis of these provisions provides grounds for asserting 
that the objective and subjective features of the elements 
of criminal offences and the illegality of the violation of the 
prohibitions defined in the Medicinal Products Act of Federal 
Republic of Germany of August 24, 1976 (in the version 
published on 12 December 2005) are formed by the legislator 
on the basis of:

a) determination of the scope of activities with medicinal 
products and/or active substances that are subject to legal 
regulation by establishing appropriate permits and prohibitions 
on their implementation and are included in the content of 
circulation of medicinal products as its constituent components: 
manufacturing medicinal products, their use in treatment; 
release for by prescription; place on the market of medicinal 
products or active substances; use of active substances in the 
manufacturing process of medicinal products; laboratory tests 
and clinical trials; transfer; release (in particular, without a 
prescription); acceptance; trade and import;
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b) determination of prohibited types of activities with 
information and documents related to medicinal products and/
or active substances and providing relevant components of the 
circulation of medicinal products or the entire circulation as a 
whole.

c) determination of the scope of activities with medicinal 
products and/or active substances, which are subject to legal 
regulation by establishing certain prohibitions and are included 
in the content of circulation of medicinal products as its 
constituent components: falsification of medicinal products or 
their active substances.

The approach of the legislator under the criminal law of the 
Republic of Austria is similar but has its differences. Thus, 
according to § 82b of the Austrian Federal Law on Medicinal 
Products Act of March 2, 1983, the following types of criminal 
offences are defined:

1) a person who falsifies medicinal products, active or 
auxiliary substance with the intention (p. 25, 26 § 1) that they be 
transferred to another person shall be punished by imprisonment 
for a term of up to three years for intentional falsification, and 
if they are left to another person, then they are punished by 
imprisonment for a term of up to three years (p. 1 § 1).

2) a person who offers, purchases or transfers counterfeit 
medicinal products, active or auxiliary substances to another 
person or keeps them in a warehouse, exports or imports them 
with the intention of transferring them to another person, is also 
subject to punishment (p. 2 § 1).

3) a person who commits a criminal offence in accordance 
with p. 1 or 2 above, as a doctor, dentist (Zahnarzt – germ.), 
veterinarian, pharmacist, dentist (Dentist – germ.) or obstetrician, 
shall be punished by imprisonment for up to five years (p. 3 § 1).

4) a similarly determined punishment for any person who 
commits a criminal offence in accordance with p. 1 or 2 with 
the intention of regularly receiving income and who has already 
been convicted of such an act (p. 4 § 1).

5) a person who also commits a criminal offence provided for 
in p. 4, as a doctor, dentist (Zahnarzt – germ.), veterinarian, 
pharmacist, dentist (Dentist – germ.) or obstetrician, shall be 
punished by imprisonment for a term of up to ten years (p. 5 § 
1).

6) if the criminal offence provided for in p. 1 or 2 resulted in 
the death of a person or serious bodily injury (p. 1 § 84 of the 
Criminal Code of Austria) of a large number of people, then the 
person who commits this act will be punished by imprisonment 
for a period of five to fifteen years (p. 6) (it is important to note 
that p. 1 § 84 of the Criminal Code of Austria [15] establishes 
a punishment in the form of imprisonment for a term of up to 
three years for a person who commits physical violence against 
another person and thereby negligently causes damage to health 
or disability for a period of more than twenty-four days or severe 
mutilation or health damage).

7) a person who falsifies a commercial package or any other 
document related to a medicinal product, active or auxiliary 
substance, with the intention of using this document to transfer 
counterfeit medicinal products, active or auxiliary substances 
to someone else, shall be punished by imprisonment for a term 
of up to one year, if the person who committed this act is not 

punished in accordance with p. 1 or 2, which are given above 
(p. 7).

8) a person who induces or otherwise helps another person 
to purchase counterfeit medicines for himself or his relative 
(§ 72 of the Austrian Criminal Code) so that they can be used 
for him or a relative shall not be punished in accordance with 
parts 1-7 (p. 8) [21]. Falsified medicinal products are subject to 
confiscation (§ 82c of the Act).

According to p. 1 Art. 86 “Serious and Less Serious Criminal 
Offenсes” of the Swiss Federal Law on Medicinal Products and 
Medical Devices of December 15, 2000, the types of criminal 
offenses that encroach on the established procedure for the 
circulation of medicinal products are:

1) manufacture, place on the market, use, prescribe, import, or 
export, or trade in a foreign country medicinal product without 
the required marketing authorisation or licence, or contrary to 
the due diligence requirements stipulated in Articles 3, 7, 21, 
22, 26, 29 and 42 (“a”).

2) use antibiotic substances contrary to the restrictions or 
prohibitions laid down in Article 42a paragraph 2 (“b”).

3) violation, when handling blood or blood products, the 
provisions on the fitness of the donor to give blood, on the 
obligation to test, on the obligation to record or archive or due 
diligence requirements in accordance with Article 37 or fails to 
take the necessary protections and safeguards (“c”).

4) place on the market, export or use medical devices which do 
not satisfy the requirements of thе Act or use medical devices 
without the necessary technical or operational requirements 
being fulfilled (“d”).

5) violation the due diligence requirement pursuant to Article 
48 or the obligation to maintain medical devices (“e”).

6) perform a clinical trial on a human being which does not 
satisfy the requirements of the Act or allow the same to be 
performed (“f”).

7) unlawfully copy, falsifies, or incorrectly name medicinal 
products or medical devices, or place on the market, use, import 
or export, or trade in a foreign country, unlawfully copied, 
falsified, or incorrectly named medicinal products or medical 
devices (“g”).

8) violation a prohibition under Article 55 (“h”).
9) place on the market products which do not meet the 

requirements specified by the Federal Council in accordance 
with Article 2a (“i”).

10) offer, grant, demand or accept a financial gain or other 
advantage for human tissue or human cells or use such tissues 
or cell for the manufacture of products as specified in Article 
2a (“j”).

11) remove or use human tissue or human cells for the 
manufacture of products as specified in Article 2a in the absence 
of consent for removal (“k”) [16].

In Swiss Confederation, the punishment for the listed 
intentional acts is a custodial sentence for a term of up to 
three years or a monetary penalty. However, it is envisaged to 
increase the punishment by a custodial sentence for up to ten 
years in combination with a monetary penalty, if in the cases 
provided for in the above-mentioned letters “a”-“g” and “і”-“k” 
paragraph 1 Art. 86 of the Act, a person: 1) knows or should 
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assume that the violations specifically endangers human health; 
health (“a”); 2) achieves a high turnover or makes substantial 
profits through commercial activity (“b”). Paragraph 3 of the 
same article of the Act establishes a penalty of a custodial 
sentence for a term of up to ten years or a monetary penalty for 
a person who acts as a member of a gang involved in the illicit 
trade in therapeutic products in the cases referred for letters “a”, 
“c”, “d”, “f”, “g” and “і”-“k” paragraph 1 Art. 86 of the Law. In 
paragraph 4 stipulates the punishment of a monetary penalty if 
the person concerned acts through negligence [16]. 

In paragraph 1 Art. 87 “Other offences” of the Swiss Federal 
Law on Medicinal Products and Medical Devices imposes 
a fine not exceeding 50,000 Swiss francs for anyone who 
wilfully: 1) manufactures, places on the market, imports or 
exports, or trades in a foreign country therapeutic products or 
excipients which do not conform to the requirements stated 
in the Pharmacopoeia (“a”); 2) contravenes the regulations 
on the advertising of medicinal products (“b”); 3) violates an 
obligation under this Act to notify, register or disclose (“c”); 
4) violates the obligations to label, keep records, to archive or 
to cooperate (“d”); 5) violates the obligation of secrecy, unless 
there is a violation of Article 162, 320 or 321 of the Criminal 
Code of Switzerland (“e”) [22]; 6) commits an offence referred 
to in Article 86 paragraph 1 letters a–g where the therapeutic 
product is intended exclusively for personal use or involves 
an over-the-counter medicinal product or a Class I medical 
device in accordance with Annex IX to Directive 93/42/EEC 
[23] concerning medical devices (“f”); 7) fails to comply with a 
ruling against him or her which refers to the penalties provided 
for in this article of the Law (“g”); 8) infringes the obligation of 
transparency laid down in Article 56 (“h”) [16]. 

In addition, in Art. 87 of this Act contains a provision 
according to which: 1) punishment with a monetary penalty is 
provided if a person concerned acts in a professional capacity 
in the cases referred to in paragraph 1 letter “a”, “b”, “e” or “f” 
paragraph 1 of this Article of the Act, on a commercial basis 
(paragraph 2); 2) a fine of up to 20,000 Swiss francs is provided 
if the person concerned acts through negligence (paragraph 3); 
3) the fact that an attempts to commit the above-mentioned 
types of criminal offences and aiding and abetting are also 
offences (paragraph 4); 5) a five-year statute of limitations is 
established for the right to prosecute contraventions and execute 
the penalties for contraventions (paragraph 5); 6) the fact that 
in particularly minor cases, prosecution and sentencing may be 
waived (paragraph 6) [16].
Conclusion.

The level of legislative technique in the issue of criminal 
protection of pharmaceutical activity in the criminal legislation 
of the Federal Republic of Germany, the Republic of Austria 
and the Swiss Confederation is extremely high. Thanks to the 
comparative legal method of research, it was established that 
the criminal legislation of the characterized countries "aims" to 
provide the most complete amount of criminal legal protection 
of the circulation of medicinal products through the formation 
of its own specific systems.

2. We believe that within the scope of the criminal law 
protection of the circulation of medicinal products of this 

countries, and contrary to the relevant legislative requirements, 
it is expedient to single out such groups of it (that can be certain 
legislative guidelines for the improvement of the criminal 
legislation of these and other countries and the construction of 
a new models of the system of norms that provide criminal law 
protection of the circulation of medicinal products):

a) creation of medicinal products (the first group of elements 
of circulation of medicinal products): manufacturing; making; 
production; laboratory tests and clinical trials; preparation; 
processing; canning; testing; purpose (for example, for the 
treatment, relief or prevention of diseases); falsification; 
falsification of trade packaging; forgery; imitation; name.

b) actions with already created medicinal products that are not 
related to receiving commercial benefit (the second group of 
elements of circulation of medicinal products):

- placement (for example, placement in circulation of 
radioactive medicinal products or medicinal products, 
manufacture which ionizing radiation was used); application 
(for example, in the human or animal body); use (for example, 
to treat another person); provision to other persons (people 
or legal entities); issuance; transfer; release (for example, to 
another person without a prescription); receiving; storage (for 
example, in a warehouse); recipe; requirement; confidentiality 
obligations; removal; “registration” in a document that ensures 
circulation (for example, when a person unreasonably changes, 
incorrectly or completely defines the information or content of 
the relevant document);

c) actions with already created medicinal products, related to 
obtaining a commercial benefit (the third group of elements of 
circulation of medicinal products):

- trade; selling; offer; supply (for example, to consumers 
for prescription treatment); acceptance (for example, by an 
intermediary for trade); purchase (for example, when a doctor 
induces another person to purchase a counterfeit medical 
products); import; export; delivery; obtaining a commercial 
benefit; advertising.

3. It can be seen that despite the “desire” of the legislator in 
the Federal Republic of Germany, the Republic of Austria, and 
the Swiss Confederation to ensure the greatest possible amount 
of criminal law protection of circulation of medicinal products, 
certain “fragments” of such circulation still “fall out” from the 
content of criminal law protection under the legislation these 
states. For example, a violation of the order of state regulation 
of the circulation of medicinal products is not separated into 
an independent “fragment” of the object of criminal law 
protection. Therefore, we consider it necessary to carry out 
further scientific research in the chosen direction. This will 
make it possible to provide better criminal law protection in the 
field of pharmaceutical activity.
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