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K CBEAEHHUIO ABTOPOB!
[Ipu HampaBIEeHUY CTAaTbH B PEAAKITUIO HEOOXOIUMO COOIONATh CISAYIONINE TIPABHIIIA;

1. CraTps nomkHa OBITH IPEJCTaBICHA B IBYX SK3EMIUIIPAX, HA PYCCKOM HMJIM aHTITUHACKOM SI3bI-
Kax, HaTrleyaTaHHas yepe3 MoJITopa HHTepBaJjia Ha OIHOI CTOPOHE CTAHIAPTHOIO JIUCTA € INMPHHOI
JIEBOTO NOJIsI B TPHM caHTHMeTpa. Mcnonb3yemblil KOMIIBIOTEPHBII WPUQT U1 TEKCTa Ha PYCCKOM U
aHnuickoM s3bikax - Times New Roman (Kupuiuna), 115 TeKcTa Ha TPy3UHCKOM S3BIKE CIIEAYeT
ucnoip3oBath AcadNusx. Pasmep mpudra - 12. K pykonrcu, HaneyaTaHHOW Ha KOMITBIOTEPE, JTODKEH
o5ITh IprtoskeH CD co crarbeit.

2. Pa3Mep craTbu TOTKEH OBITH HE MEHEe NeCsTH 1 He OoJiee 1BaALATH CTPAHUI] MAITHOIINCH,
BKJIIOYAsl yKa3areJlb JINTepaTypsl U Pe3loMe Ha aHIJIMIICKOM, PYCCKOM U IPYy3HHCKOM SI3bIKaX.

3. B crarbe 10KHBI OBITH OCBEIICHBI AKTyaIbHOCTh JAHHOTO MaTepHalla, METOIBI U PE3YIIbTaThI
UCCIIeIOBaHUs U X 00CYyKACHHE.

[Ipu npencTaBiIeHNHN B IIeYaTh HAYYHBIX SKCIIEPUMEHTAIBHBIX PA0OT aBTOPHI JOJIKHBI YKa3bIBATH
BHUJl U KOJMYECTBO SKCIIEPUMEHTANBHBIX KUBOTHBIX, IPUMEHSBIINECS METOABl 00e300MMBaHUS U
YCBHIJICHHUS (B XOJI€ OCTPBIX OIIBITOB).

4. K crarbe JOIKHBI OBITH MIPUIIOMKEHBI KpaTKoe (Ha MOJICTPAaHUIIBI) Pe3OMe Ha aHIIIUICKOM,
PYCCKOM M IT'PY3HHCKOM $I3bIKax (BK/IIOYAIOLIEE CIELYOLINE pa3aesbl: Liedb UCCIeI0BaHNs, MaTepHual U
METOJIBI, PE3YJILTATHI M 3aKIIFOUSHHE) U CIIUCOK KITtoueBBIX cioB (key words).

5. Tabnunp! HEOOXOIUMO NPENCTABIATE B Ie4aTHOH hopme. DoTokonuu He npuHUMaroTcs. Bee
nu¢poBbie, HTOTOBbIE H NPOLIEHTHbIE JaHHbIE B Ta0JIMIaX J0JIKHbI COOTBETCTBOBATH TAKOBBIM B
TeKcTe cTaThbU. Tabiuibl U rpaduKu TOJKHBI OBITH 03aryIaBIICHBI.

6. dotorpadun AOIKHBI OBITH KOHTPACTHBIMHU, (POTOKOIHHU C PEHTTEHOTPAMM - B IO3UTUBHOM
n300paxeHuH. PUCYyHKH, yepTeXu U IuarpaMmbl clIeoyeT 03ariaBUTh, IPOHYMEPOBATh U BCTABUTH B
COOTBeTCTBYIOIIEe MecTo TekcTa B tiff opmare.

B noanucsix k MukpogotorpadgusaM cieayeT yKa3plBaTh CTEICHb yBEIMUCHUS Yepe3 OKYISP HITH
00BEKTUB U METOJ] OKPACKU WJIM UMIIPETHALIMH CPE30B.

7. ®aMUIUU OTEYECTBEHHBIX aBTOPOB MIPUBOJAATCS B OPUTHHAIBHON TPAHCKPUIILIUH.

8. I[Ipu opopmnennu u HampaBneHun crared B xypHanm MHI mpocum aBTOpOB cobmronars
NpaBUIIa, U3JI0KEHHBIE B « EMUHBIX TpeOOBaHUSIX K PYKOMHUCSM, IPEACTABISIEMBIM B OMOMEIUIIMHCKHUE
JKypHAJIbD», TPUHATHIX MeXIyHapOAHBIM KOMHUTETOM PEIAaKTOPOB MEAMLMHCKUX KYpHAJIOB -
http://www.spinesurgery.ru/files/publish.pdf u http://www.nlm.nih.gov/bsd/uniform_requirements.html
B koHIIe Kax 101 OPUTHHATIBHOM CTaThU MPUBOAUTCA OnOIHOrpadguyeckuii cnucok. B cnmncok nurepa-
TYPBI BKJIFOYAIOTCSl BCE MaTepHalibl, HA KOTOPBbIE UMEIOTCS CCBUIKU B TeKcTe. CIHUCOK COCTaBIAETCs B
andaBUTHOM MOpsAKe U HymMepyeTcs. JIutepaTypHblii HCTOYHMK NPUBOAUTCS Ha sI3bIKE OpUrMHaia. B
CIMCKE JINTEPATyPhl CHavYajia IPUBOIATCS PabOThI, HAMCAHHBIE 3HAKaMU TPY3MHCKOTO andaBuTa, 3aTeM
Kupwuien u naruHuneidl. CChUIKM Ha IUTHUPYEMble pabOThl B TEKCTE CTAaTbH JAIOTCS B KBaIpPaTHBIX
CKOOKax B BUJI€ HOMEPA, COOTBETCTBYIOLIETO HOMEPY JaHHOH pabOoThI B CIIMCKE TUTEPaTypbl. bonbmmH-
CTBO IIUTHPOBAHHBIX UCTOYHUKOB JOJKHBI OBITH 3a IMOCTIEAHNUE S5-7 JIET.

9. ns momydeHus MpaBa Ha MyONMKAIMIO CTaThs OJDKHA MMETh OT PYKOBOIUTENSI pabOTHI
WIN YUPEXKJCHUS BU3Y U CONPOBOIUTEIHHOE OTHOLLICHNUE, HAIMCAHHBIC WJIM HAlledaTaHHbIE Ha OJIaHKe
Y 3aBEPEHHBIE MOJIHCHIO U NIEYATHIO.

10. B koHIe cTaThU NOJKHBI OBITH MOAMHCH BCEX aBTOPOB, MOJHOCTBHIO MPUBEAEHBI UX
(amMuInM, UIMEHa U OTYECTBA, YKa3aHbl CIIy>KeOHBIN M AOMAIIHUI HOMEpa TeJIe(OHOB U agpeca MM
uHble koopAuHaThl. KomuuecTBo aBTOPOB (COABTOPOB) HE NOHKHO MPEBBIMIATH IISATH YEJIOBEK.

11. Penakuus ocraBisiet 3a cO00i MpaBo COKpaIaTh ¥ HCIPaBIATh cTarhi. Koppekrypa aBropam
HE BBICBUIAETCS, BCS paboTa U CBEpKa IPOBOAUTCS 110 aBTOPCKOMY OPHTHHAILY.

12. HemomycTuMoO HampaBiieHHE B pelaklMIo padoT, MpeICTaBICHHBIX K MeYaTH B MHBIX
M3/1aTeNbCTBAX WIIM OMYOJIMKOBAHHBIX B APYTHX U3JAHUSX.

Hpﬂ HApYHNIEHUH YKa3aHHBIX IPABUJI CTATbU HE PAaCCMAaTPUBAIOTCH.




REQUIREMENTS

Please note, materials submitted to the Editorial Office Staff are supposed to meet the following requirements:

1. Articles must be provided with a double copy, in English or Russian languages and typed or
compu-ter-printed on a single side of standard typing paper, with the left margin of 3 centimeters width,
and 1.5 spacing between the lines, typeface - Times New Roman (Cyrillic), print size - 12 (referring to
Georgian and Russian materials). With computer-printed texts please enclose a CD carrying the same file titled
with Latin symbols.

2. Size of the article, including index and resume in English, Russian and Georgian languages must
be at least 10 pages and not exceed the limit of 20 pages of typed or computer-printed text.

3. Submitted material must include a coverage of a topical subject, research methods, results,
and review.

Authors of the scientific-research works must indicate the number of experimental biological spe-
cies drawn in, list the employed methods of anesthetization and soporific means used during acute tests.

4. Articles must have a short (half page) abstract in English, Russian and Georgian (including the
following sections: aim of study, material and methods, results and conclusions) and a list of key words.

5. Tables must be presented in an original typed or computer-printed form, instead of a photocopied
version. Numbers, totals, percentile data on the tables must coincide with those in the texts of the
articles. Tables and graphs must be headed.

6. Photographs are required to be contrasted and must be submitted with doubles. Please number
each photograph with a pencil on its back, indicate author’s name, title of the article (short version), and
mark out its top and bottom parts. Drawings must be accurate, drafts and diagrams drawn in Indian ink
(or black ink). Photocopies of the X-ray photographs must be presented in a positive image in tiff format.

Accurately numbered subtitles for each illustration must be listed on a separate sheet of paper. In
the subtitles for the microphotographs please indicate the ocular and objective lens magnification power,
method of coloring or impregnation of the microscopic sections (preparations).

7. Please indicate last names, first and middle initials of the native authors, present names and initials
of the foreign authors in the transcription of the original language, enclose in parenthesis corresponding
number under which the author is listed in the reference materials.

8. Please follow guidance offered to authors by The International Committee of Medical Journal
Editors guidance in its Uniform Requirements for Manuscripts Submitted to Biomedical Journals publica-
tion available online at: http://www.nlm.nih.gov/bsd/uniform_requirements.html
http://www.icmje.org/urm_full.pdf
In GMN style for each work cited in the text, a bibliographic reference is given, and this is located at the end
of the article under the title “References”. All references cited in the text must be listed. The list of refer-
ences should be arranged alphabetically and then numbered. References are numbered in the text [numbers
in square brackets] and in the reference list and numbers are repeated throughout the text as needed. The
bibliographic description is given in the language of publication (citations in Georgian script are followed
by Cyrillic and Latin).

9. To obtain the rights of publication articles must be accompanied by a visa from the project in-
structor or the establishment, where the work has been performed, and a reference letter, both written or
typed on a special signed form, certified by a stamp or a seal.

10. Articles must be signed by all of the authors at the end, and they must be provided with a list of full
names, office and home phone numbers and addresses or other non-office locations where the authors could be
reached. The number of the authors (co-authors) must not exceed the limit of 5 people.

11. Editorial Staff reserves the rights to cut down in size and correct the articles. Proof-sheets are
not sent out to the authors. The entire editorial and collation work is performed according to the author’s
original text.

12. Sending in the works that have already been assigned to the press by other Editorial Staffs or
have been printed by other publishers is not permissible.

Articles that Fail to Meet the Aforementioned
Requirements are not Assigned to be Reviewed.
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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
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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
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acts of German criminal law, namely the Medicinal Products
Act (Gesetz iiber 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
iiber 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”.
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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).



- 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,
40D).

- 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¢).
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- 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;



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
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punished in accordance with p. 1 or 2, which are given above
@ 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
Offences” 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 the 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 ().

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 “i”-“k”
paragraph 1 Art. 86 of the Act, a person: 1) knows or should



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 “i”-“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
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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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