Gap analysis report

Needs Assessment — Falsified Medical Products
(NA-FAMED) of the MEDICRIME Convention







Gap analysis report

Needs Assessment — Falsified Medical Products
(NA-FAMED) of the MEDICRIME Convention

MEDICRIME Secretariat
Directorate General I- Human Rights and Rule of Law

Council of Europe



All requests concerning the reproduction
or translation of all or part of this
document should be addressed to the
Directorate of Communication (F-67075
Strasbourg Cedex or publishing@coe.int).
Comments on this report are

welcome and can be sent to:

Council of Europe

MEDICRIME Secretariat

Avenue de I'Europe

F-67075 Strasbourg Cedex, France
E-mail: medicrime@coe.int

Cover photo: Shutterstock
Cover and layout: Calligramme

© Council of Europe, November 2021
Printed at the Council of Europe

The content of this publication does

not necessarily reflect the views or
policies of the Council of Europe, the
MEDICRIME Committee or any official
position of the governments of the
countries participating in this report, and
nor does it imply any endorsement.

The terms employed and the presentation
of material in this publication do not imply
the expression of any opinion whatsoever
on the part of the Secretariat of the
Council of Europe concerning the legal
status of any country or of its authorities.
Information on links to Internet sites
contained in the present publication

are provided for the convenience of

the reader. The Council of Europe takes

no responsibility for the continued
accuracy of that information or for the
content of any external website.

The named authors alone are responsible
for the views expressed in this publication.

Mr. Hugo BONAR

Prof. Dr. iur. Dr. med. Carlos
ROMEO-CASABONA

Prof. Dr. iur. Dr. med. Asier Urruela MOR


mailto:medicrime@coe.int

3.12 Finland 40

3.13 Germany 41

3.14 Georgia 44
1.1 Context 9 3.15 Greece 47
1.2 Objective 9 3.16 Guinea 49
1.3 Methodology 9 3.17 Iceland 51
1.4 Countries participating 10 3.18 Ireland 53
1.5 Limitations 11 3.19 Italy 55

3.20 Japan 57
2.1. Applicable Law 13 3.21 Latvia 60
2.2.Issues Analysed 13 3.22 Lithuania 62
2.3. Conclusions 15 3.23 Mexico 64
2.4, Recommendations 16 3.24 Montenegro 66

3.25 Morocco 69
3.1 Andorra 17 3.26 North Macedonia 71
3.2 Armenia 19 3.27 Norway 73
3.3 Austria 21 3.28 Poland 75
3.4 Azerbaijan 23 3.29 Romania 78
3.5 Bulgaria 25 3.30 Serbia 80
3.6 Canada 28 3.31 Slovak Republic 83
3.7 Cyprus 29 3.32 Slovenia 85
3.8 Czech Republic 31 3.33 Sweden 87
3.9 Denmark 33 3.34 Tunisia 20
3.10 Ecuador 35 3.35 United Kingdom 92
3.11 Estonia 37 3.36 United States of America 94
Appendix 1- NA-FAMED -0- Gap Analysis Survey 97
Appendix 2 - NA-FAMED - A1 -Document A 100
Appendix 3 - NA-FAMED - A2 - Appendix 1 107
Appendix 4 - NA-FAMED Document B - Case Law (Law-enforcement or jurisprudential) analysis 108
Appendix 5 - Links to country laws by National Consultants 175
Appendix 6 - List of National Consultants 181

Table of Contents » Page 3






AMG
AMWHV
cC

CoE

EU

GHL
IVDR
LMPMD
MDR
MPG
MPDG
NA-FAMED
OWiG
PC

StGB

Medicinal Product Act, 2005, as amended (Germany)

Medicines and Drug Manufacturing Ordinance (Germany)

Criminal Code

Council of Europe

European Union

General Health Law -Ley General de Salud (México)

In Vitro Diagnostic Medical Device Regulation (2017/746)

Law on Medicinal Products and Medical Devices (North Macedonia)
European Union Medical Device Regulation (2017/745)

Law on Medical Devices (Germany)

Medical Device Implementation Law (Germany)

Needs Assessment-Falsified Medical Products

Law on Administrative Contraventions (Ordnungswidrigkeitengesetz) (Germany)
Penal Code

Criminal Code (Austria and Germany)

ABBREVIATIONS » Page 5






aunched by the Council of Europe (hereinafter, CoE), the multiregional project entitled “Needs Assessment

- Falsified Medical Products” (NA-FAMED) is aimed at providing technical assistance and supporting CoE

member States and other countries to fight against the falsification of medical products and other similar
crimes. Against this background, a questionnaire to establish a baseline assessment on the state of readiness
of CoE member States and other countries to fight against this growing crime was drafted and sent to 40
countries around the world. The summary report of the responses received to this questionnaire illustrates that
some countries have already begun the implementation of national laws that facilitate a preparedness to sign
and ratify the MEDICRIME Convention.As the countries reported on in this report have not yet signed or rati-
fied the Council of Europe Convention on the counterfeiting of medical products and similar crimes involving
threats to public health (hereinafter, the “MEDICRIME Convention” or “the Convention”), with one exception1.
This report is not a monitoring exercise. It provides support to those countries in indicating areas where cor-
respondence may exist between national laws and the MEDICRIME Convention, or where further work may be
needed to facilitate implementation on reaching ratification

The substantive Criminal Law provisions of the Convention (Articles 5-13) are underpinned by the Definitions
(Article 4). Unless these definitions are adequately implemented into internal laws the substantive provisions
will be deficient and thus weaken the application of the MEDICRIME Convention and the ability of the countries
to combat counterfeiting of medical products and similar crimes involving threats to public health. If the base
offences of the Convention (Articles 5-8) are deficient, the applicability of other provisions (Articles 9 -13) will
not be possible.

It should be noted that the MEDICRIME Convention has been designed to comprehensively deal through the
criminal law with crises that threaten public health, as the COVID-19 pandemic, that involve criminal acts,
endanger the rights and welfare of victims, and challenge national and international cooperation to combat
medical product counterfeiting, as defined in Articles 1 and 4.j.

The study outlines in IV. General Report the general horizontal issues that are reported in a number of countries
in responses to the questionnaire. There follows the study recommendations and conclusions.

The individual country reports proceed in V. Country Reports through the format of the questionnaire in
identifying areas where the CoE could provide support towards ratification and full implementation of the
MEDICRIME Convention.

1.  Guinea
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The CoE is conducting this Gap Analysis Survey to assess the level to which current domestic criminal and
other legislation support the prohibition and enforcement against counterfeit2/falsified medical products
as criminal offences for the purpose of protecting public health. This is the first part of a two-part survey.
The focus of this first part is on the definitions and the substantive criminal law. It also begins to ascertain
the extent of criminal actions related to medical product counterfeiting and similar crimes prosecuted by
countries. In addition, the MEDICRIME Secretariat, as part of the NA-FAMED survey, is recording details of
the different agencies/organisations in countries on the distribution of responsibilities for enforcing against
the counterfeiting of medical products and similar crimes. Part 2 of the NA-FAMED survey will be circulated
at a future date and will focus on the non-substantive criminal law aspects of the MEDICRIME Convention.

The purpose of the NA- FAMED survey is to identify for the CoE how best it can support its member States and
other countries build a criminal law and supporting framework under the MEDICRIME Convention to combat
counterfeit/falsified medical products® and similar crimes involving threats to public health. This is the criminal
law approach, which aims at criminalising behaviour that balances and complements the public health approach
to protect the medical product. The gap analysis aims to improve and strengthen legal, regulatory and policy
frameworks in different countries. NA-FAMED will identify the main beneficiaries and the legal and procedural
issues leading to criminalisation of the production and trade in falsified medical products.

The NA-FAMED survey was distributed to one national consultant in the relevant national legislation for
each of the 40 countries involved in the survey. These countries excluded, mostly, Parties to the MEDICRIME
Convention that were previously surveyed in the General Overview Questionnaire* on the implementation
of the MEDICRIME Convention in 2020. The national consultant was free to contact their national Ministries/
agencies that are normally involved in combating counterfeit/falsified medical products (Justice, Health,
Police Service, Customs Service, health product regulatory authority, etc). This approach is to achieve an
objective review of legislation in place in the selected countries in the survey in relation to the Criminal Law
provisions that address the counterfeiting, as defined in the MEDICRIME Convention, of medical products.
It also provides data on some case law in the selected countries in the survey. The data obtained from this
survey enables an assessment to be made on the legislative needs by country in order to correspond with
the provision of the MEDICRIME Convention should the country wish to ratify the Convention and complete
implementation. Wherever a non-response was provided, it was taken that no relevant provision in the
internal law could be found by the national consultant to correspond with the MEDICRIME Convention.

See definition of the term ‘counterfeit’in Article 4.j), MEDICRIME Convention

See definition of the term ‘medical product’in Article 4.a), MEDICRIME Convention

General Overview Questionnaire on the Implementation of the MEDICRIME Convention. Available at: https://rm.coe.
int/t-medicrime-2020-cp-e-country-profile-questionnaire/1680a0ba04

HwnN
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It is noted that the countries included in the survey have not ratified the Convention and have no obligations
at this stage to come into correspondence with it. The NA-FAMED report implies a prospective analysis
related to the level of needs for implementation of certain provisions of the MEDICRIME Convention of
countries included in the study in view of their potential accession to the Convention. This has been done
to facilitate an early assessment of laws of those countries to enable them to achieve correspondence
with the MEDICRIME Convention at an early stage. No obligation has been assumed up to now by those
countries related to the MEDICRIME Convention, and consequently the present study must be considered
in those prospective terms. The intention by the Council of Europe is to facilitate the identification of areas
where the implementation of the MEDICRIME Convention would require legislative activity by the country.

The submissions by the national consultants were requested to be in either the English or French language,
or both. Only one consolidated response to the Survey was submitted by each national consultant. The survey
assessors, in drafting this report, were not in a position to translate and interpret appropriately from different
languages other than from the English and French languages.

The NA-FAMED questionnaire was grouped under two main sections. The choice of these sections did not
seek to prioritise the various provisions of the Convention: equal importance was attached to all rights and
principles therein. This report was conducted based on the information provided by national consultants under
the headings of: Preliminary (matters) and Substantive Criminal Law. The General Report on horizontal review,
those issues looking in a horizontal way and not on a country-by-country way, comments only on the issues of
greatest importance to the MEDICRIME Convention implementation. Many other issues are listed in the chapter
“Country Reports — an assessment by the Report drafters on responses received from national consultants”and
are reflected in the state of implementation chart of the MEDICRIME Convention.

National consultants were also requested to provide information on case law from their respective countries
relevant to matters contained in the MEDICRIME Convention. This was requested under the heading of Case-law
(law enforcement or jurisprudential) analysis.

As regards the CoE member States and the other countries considered in the NA-FAMED survey that have not
signed or ratified the MEDICRIME Convention to date, this report seeks to assess existing legislation of those
countries against the selected articles of the MEDICRIME Convention. This permits countries identify legislative
gaps and consequential legislative needs that may assist them prepare to reach full ratification and subsequent
implementation. It is meant to indicate, as at a minimum, what is absent and if included, would be sufficient in
law in circumstances where the country sought to ratify the MEDICRIME Convention.

The reporting in this report is based on the following considerations:

Where correspondence between internal laws and the specific article of the Convention is absent a com-
ment in each article is made.

Where there is a sufficiency of correspondence with the specific article in the MEDICRIME Convention, but
different wording is used in internal laws, it is recommended, for the avoidance of any doubts on the intent
of the Convention provision, and national language permitting and being respected, the language and
wording of the Convention be adopted.

Where the internal law provision is different, though sufficient in intent and content, this will be stated.
Where the internal law provision is incomplete, further action will be needed and this will be stated.
Where correspondence with the specific article of the Convention is found, no further action is recommended.

A total of 40 countries were circulated with the NA-FAMED survey from which 36 countries responded. One
country withdrew and no response was received at the time of drafting of this report from the national consultant
in relation to Israel, Luxembourg and the Netherlands. A total of 22 responses were received to the survey on
case-law. The report was concluded based on the information received.

The participating CoE member States are the following: Andorra, Armenia, Austria, Azerbaijan, Bulgaria, Cyprus,
Czech Republic, Denmark, Estonia, Finland, Georgia, Germany, Greece, Iceland, Ireland, Italy, Latvia, Lithuania,
Montenegro, North Macedonia, Norway, Poland, Romania, Serbia, Slovak Republic, Slovenia, Sweden and United
Kingdom.

The participating non-CoE member States are the following: Canada, Ecuador, Guinea, Japan, Mexico, Morocco,
Tunisia and United States of America.
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This report is based on submissions made by national consultants on the relevant national laws. They do not
necessarily reflect the respective national government’s opinion. Web links are provided by the national consultant
in support of the submissions made. These links may not be exhaustive and have not been independently verified.
They are provided for information only in this report.

Laws contemplated by countries but not enacted at the time of drafting of this report are not taken into
consideration, even where the national consultant included this information. The reason for this is that no
assessment can be made on laws in draft form only. Laws enacted but not yet entered into force at the
completion date of this report have been included only for information and not to assess correspondence with
the MEDICRIME Convention.

The EU made new regulations in 2017 on medical devices, namely Regulation (EU) 2017/745 on medical devices
(MDR) and Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR). The implementation date
for Regulation 2017/745 is 26 May 2021. This Regulation provides a definition of a falsified medical device. EU
member States are required to implement the regulation from that date and include any national enforcement
measures. Where a member State of the EU has, prior to the drafting of this report, implemented legislative
provisions necessary to give effect to certain provisions that correspond with the MEDICRIME Convention
this has been taken into consideration in this report. It is recognised that from 26 May 2021 the remaining EU
Member States included in this report will also have taken into account the effect of those regulations. Their
correspondence with certain articles of the MEDICRIME Convention should then have altered. However, such
EU member States may require that further actions still be needed to come into full correspondence with all
articles of the MEDICRIME Convention, in particular any criminal law enforcement requirements.

I. Introduction » Page 11






This horizontal study is intended to

identify issues in common to the member States and other countries considered in this report, for noting
where the implementation process may be facilitated and enhanced and

to identify for the CoE how best it can support member States build a criminal law and supporting framework
under the MEDICRIME Convention to combat counterfeit/falsified medical products and similar crimes
involving threats to public health.

It is noted that the internal laws that may be used in the countries in this report to address the falsification of
medical products and similar crimes involving threats to public health are:

i. a mixture of the criminal and regulatory laws;

ii. in some countries, it is mainly the penal laws that are used to contain criminal law provisions on the falsi-
fication of medical products;
iii. in other countries it is mainly the regulatory law provision;

iv. in some, there is no applicable law.

In most countries, the two types of laws are not coordinated towards and not intended for the challenges now
raised by the issues contemplated by the MEDICRIME Convention. These include the use of definitions where
they may not be an applicable offence. Offences may not apply where there is no applicable base offence. This
may arise, for example, in relation to aiding or abetting and attempt.

In no case could there be found a single law dealing with the counterfeiting of medical products and similar
crimes involving threats to public health.

The MEDICRIME Convention was drafted with the intent that it be a holistic instrument with an interlinking
fabric of support between provisions. It has been observed that countries included in this report, in the absence
of specific criminal laws relating to the counterfeiting of medical products and similar crimes involving threats
to public health, may rely on disparate provisions in both regulatory and the general criminal laws which were
intended for different purposes. This approach would make ratification of the Convention challenging. In most
of the national laws of countries included in this study in relation to specific articles, it is noted that it is the
regulatory provisions that exist and that in some cases, the breach of these provisions can have a sanction that
is criminal in nature. This position tends to obscure that the regulatory provisions are intended to regulate the
manufacture, supply and marketing of medical products with a view to providing safe, efficacious and quality
medical products, and act as a preventive measure for potential breaches. Such laws, in most case, did not
contemplate that they would be used in the manner of the criminal law to investigate and prosecute intentional
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offending with the intention that there be a penal sanction, but this is generally the only avenue open in the
absence of any, not alone specific criminal law provisions. Examples of this relate to such areas as are contemplated
by the substantive articles of the Convention, in particular Article 5-9 and 11. This applies also to Article 10 and
12, MEDICRIME Convention which were not considered in the NA-FAMED study. Where there is a reliance on the
criminal law, and not on regulatory laws, it is often on laws that are inappropriate or inapplicable. An example
of this is a reliance on the Criminal Code and similar laws to provide for the offences of aiding and abetting and
attempt. In some such cases the application of the Criminal Code may not apply outside the specified offences
and sanctions provided for in the Code. These generally do not apply to medical products. It is recognised
that in a limited number of cases that it is the Criminal Code that is used to address counterfeiting and other
intentional offending relating to medicinal products and or medical devices. In most such cases, the provision
is very general and requires more specificity to come into full correspondence with the MEDICRIME Convention.

Itis important to emphasise at this point that according to Article 1 (Object and Scope) the MEDICRIME Convention
is a criminal law instrument to prevent and combat threats to public health through the criminalisation of certain
acts; protecting the rights of victims of the offences established under this Convention; and promoting national
and international co-operation.

The NA-FAMED report limits its analysis to the sphere of definitions (Article 4, MEDICRIME Convention), to the
offences established based on Articles 5 - 8, to the aiding and abetting and attempt (Article 9), to corporate liability
(Article 11), and to the aggravating circumstances (Article 13). Due the methodological approach chosen in this
report, other provisions have not been considered at this time. These include Article 10 (Jurisdiction), Article 12
(Sanctions and measures), and Article 14 (Previous convictions) as well as Investigation, prosecution and procedural
law aspects implied by the MEDICRIME Convention (Chapter lll), Co-operation of authorities an information
exchange (Chapter IV), Measures for prevention (Chapter V), Measures for protection (Chapter VI) and International
Cooperation (Chapter VII). As these latter mentioned provisions of the MEDICRIME Convention also imply
important obligations for Parties, further analysis related to these topics will have to be developed in the future.

No country included in this report has national laws which include full implementation of all the definitions
included in Article 4 of the MEDICRIME Convention. The importance of the implementation of such definitions
must be highlighted as they are the basis for the correct application of the criminal offences established in
Chapter Il of the MEDICRIME Convention. Different terms with similar meanings to the terms in Article 4 have
been observed. In order to ensure homogeneity, it is recommended that the terms used in Article 4 be used
when drafting legislation towards ratification of the Convention.

In most of the countries included in the report, the legislation is mostly regulatory or general and does not
provide for offences in the criminal law that would correspond with the offences contemplated by Article 5-8,
MEDICRIME Convention. In some countries, specific criminal law provisions are used. It is important to refer to
the Explanatory Report to the Convention when it states, “in the case of an individual committing an offence
established under Articles 5 and 6, Parties must provide for prison sentences that can give rise to extradition”.

Other Substantive Criminal Law Provisions: Article 9 (aiding or abetting and attempt), Article 11 (Corporate
liability) and Article 13 (aggravating circumstances) are directly connected with the way in which each country
establishes the offences of Articles 5-8 MEDICRIME Convention. The implementation at the internal level of
Articles 9-13 MEDICRIME Convention only achieves full significance based on an adequate criminalisation of
Articles 5-8 MEDICRIME Convention by each country.

As the Convention ensures the harmonisation at the international level (at least for the countries that have
signed and ratified the Convention) for these offences, the absence of such for a great number of countries
results in a weak and uncoordinated response to the counterfeiting of medical products and similar crimes. This
facilitates intentional offending, in particular, by organised criminal groups, and the consequential threat to public
health. Countries need to think on the international cooperation level to address the threat at the local level.
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The national consultants, in 22 countries, submitted examples of case law relating to prosecutions involving
medical products (see Appendix 4). It was not intended that the submissions be analysed for correspondence to
the MEDICRIME Convention as none of the countries, not having ratified the Convention, have obligations under it.

In relation to the MEDICRIME Convention, the following can be extrapolated from the submissions made.

The type of offending behaviours contemplated by the MEDICRIME Convention in Articles 5-8,9 and 11, appear to
have existed for many years in the past and will continue to do so and be prosecuted, utilising varying provision
in the 22 countries included in the Case law review survey. There is no evidence, regionally or globally, to suggest
that this type of offending behaviour relating to counterfeit (falsified) medical products and similar crimes
involving threats to public health will not continue. It is, therefore, reasonable to assume that these 22 countries
will continue to be confronted with such crimes. For the remainder of the 16 countries in the NA-FAMED report
for whom no submissions were made on case law by the national consultants, it is reasonable to assume that they
are in no different a position than the 22 countries just mentioned. The national consultants were not instructed
on the number of prosecutions to report on. Of the 22 countries, some national consultants submitted a single
example of a recent relevant prosecution, while in other countries cases going back many years were submitted.

Aggravating circumstances, as contemplated by Article 13 a-e, MEDICRIME Convention, appeared to have
played a part in several the case law submissions made. It is unclear the extend of all such circumstances
that played a part in the offending behaviours prosecuted, even where there was no law existed to
provide for the aggravating circumstances to be considered by the Court in determining sanctions.

The reports on prosecution in the 22 countries appeared to have based these on the criminal law, administrative law
and general (e.g., Trademark law). It cannot be reported that there was a consistent approach on which choice of
law would be used when looking horizontally across countries. This suggests the absence of a harmonised approach
across countries in prosecutable offences relating to counterfeit/falsified medical products and similar crimes.

Itis unclear whether the offences involved in some prosecutions attracted a custodial sentence sufficient enough
to enable extradition under the Convention, if any custodial sentence was possible. It is noted that Article 12
MEDICRIME Convention provides that for the offences contemplated by Articles 5 and 6, when committed by
natural persons, penalties should involve the deprivation of liberty that may give rise to extradition.

The case law review reported by national consultants suggests that had the countries involved in the NA-FAMED
survey ratified the MEDICRIME Convention, they would have had at their disposal a dedicated criminal law
framework to address the offending behaviours in a consistent and harmonised manner for the purpose of
comprehensively and effectively prosecuting counterfeiting (falsification) of medical products and similar crimes
involving threats to public health.

This report, in the following section of the Country Report, assesses specific provisions of the country laws for
correspondence with the relevant article of the Convention. While an overall assessment of correspondence with
the Convention should be reflected by this approach, this has not always been possible due to the absence of
a definition and or the base criminal law offence.

1. The responses to the questionnaire by national consultants having surveyed the national laws indicate
that countries are attempting to address the counterfeiting of medical products and other similar crimes
involving threats to public health through whatever existing laws are available notwithstanding that such
laws were not sufficiently comprehensive or intended for this purpose.

2. The countries recognise the threat existing to public health from falsified medical products and similar
crimes. They have, in many cases put in place laws that partially, though not wholly or comprehensively,
support an early ratification and implementation of the MEDICRIME Convention.

3. The NA-FAMED survey report identifies for the CoE member States and other countries included in this
survey, legal and procedural gaps that need to be closed for the criminalisation of the products and trade
of falsified medical products.

4. The CoE can now establish how best it can support member States and other countries build a criminal
law and supporting framework under the MEDICRIME Convention to combat counterfeit/falsified medical
products and similar crimes involving threats to public health.
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It is recommended that:

1.

In the drafting of internal laws to prepare for ratification and implementation of the MEDICRIME Convention,
a single holistic law encompassing all elements provided for in the Convention be enacted.

A hybrid approach to drafting the implementing law be used whereby the criminal law and the regulatory
law reference points co-exist. This avoids a disjointed approach of trying to relate medical product technical
details, such as definitions, to disconnected criminal law offences. It would facilitate simpler and friendlier
use for investigation and prosecution of intentional offending and ensure better outcomes for protecting
public health.

The general criminal law may adequately implement the corresponding provision in the Convention, for
example in Articles 9 and 11, to the extent that the domestic law adequately implements the offences
defined in the Convention. This is reliant on such offences being implemented in the internal law, then
criminalisation of the commission of such offence arises automatically.

Isolated reliance on provisions in other laws should not be used as correspondence with specific articles in

the Convention as this will defeat the intent and spirit of the Convention. It would weaken the impact on
combating counterfeit medical products and other similar crimes involving threats to public health.
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he Country Report assessment is made for specific articles and not in a holistic way to provide a guide

at this time on the possible extent of correspondence with those specific articles of the Convention by

national legislation. The General Report, above, should be read regarding the full implementation of the
MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision could be found in internal laws corresponding with Article 4.a, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
No provision could be found in internal laws corresponding with Article 4.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
No provision could be found in internal laws corresponding with Article 4.c, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
No provision could be found in internal laws corresponding with Article 4d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
No provision could be found in internal laws corresponding with Article 4¢, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision could be found in internal laws corresponding with Article 4f, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision could be found in internal laws corresponding with Article 4.g, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision could be found in internal laws corresponding with Article 4h, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention - Manufacturing
No provision could be found in internal laws corresponding with Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention - Counterfeit
No provision could be found in internal laws corresponding with Article 4.j, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision could be found in internal laws corresponding with Article 4.k, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.k, MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 276.1 and 2 Criminal Code (CC) of Andorra (LLei 9/2005, qualificada del Codi Penal). Pharmaceutical crimes,
as regards medicinal products, provides for endangerment resulting from a failure to meet technical standards. This
offence describes a substandard medicinal product which may not necessarily also be counterfeit. A counterfeit
medicinal product may and usually be made substandard in its production and an offence under this provision
may assist the prosecution. It will not, however substitute for an offence of the manufacture or adulteration of
a counterfeit medical product. It does not correspond with Article 5, MEDICRIME Convention. No provisions in
internal law, as regards active substances, excipients, medical devices, parts, material, and accessories, can be
found corresponding with Article 5, MEDICRIME Convention.

Further action is needed to correspond with Article 5, MEDICRIME Convention.

Art. 276.3 CC describes partly the ingredients of a counterfeit medicinal product, as regards placing it on the
market. This provision does not adequately encompass all the requirements of Article 6, MEDICRIME Convention
and does not include active substances, excipients, medical devices, parts, material, and accessories.

Further action is required to fully correspond with Article 6, MEDICRIME Convention.

Art. 435 CC corresponds with Article 7, MEDICRIME Convention.

8.a.i: Article 276.1 and 2 CC partially correspond with Article 8.a.i, MEDICRIME Convention.
8.a.ii: No provision could be found in internal laws corresponding with Article 8.a.ii, MEDICRIME Convention.

8.b. No provision could be found in internal laws corresponding with Article 8.b, MEDICRIME Convention.
Further action is required to correspond fully with Article 8 MEDICRIME Convention.

9.1: Article 23 CC, as regards aiding and abetting, corresponds with Article 9.1, MEDICRIME Convention.
9.2: Article 276.6 CC, as regards attempt, corresponds with Article 9.1, MEDICRIME Convention.

11.1.a, b, ¢: No provision could be found in internal laws corresponding with Article 11.1, MEDICRIME Convention.
11.2: No provision could be found in internal laws corresponding with Article 11.1, MEDICRIME Convention.

11.3: According to Article 71, Criminal Code, and jurisprudence of Andorran courts the liability of a legal person
may be civil or administrative.

11.4: Such liability shall be without prejudice to the criminal liability of the natural persons who have committed
the offence according to Andorran Domestic Criminal Law and jurisprudence of Andorran courts. This corresponds
with Article 11.4, MEDICRIME Convention.

Further action is needed to correspond with Article 11.1 and 11.2, MEDICRIME Convention.

13.a: Article 276 in connection with art. 102 and 113 and following ones of the Criminal Code

13.b and c: Article 30.3 CC, as regards an abuse of trust but not specifying the circumstance of acting in the
course of a professional duty or as a duty of a manufacturer or in trade, partially corresponds with Article 13.b
and ¢, MEDICRIME Convention. Art. 276.5 Criminal Code is also applicable.
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13.d: No provision could be found in internal laws corresponding with Article 13. d, MEDICRIME Convention.
13.e: Article 30.7 CC partially corresponds with Article 13.e, MEDICRIME Convention.

13.f: Article 30.7 CC corresponds with Article 13.f, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a, MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term‘medical product’ could be found corresponding to Article
4.a, MEDICRIME Convention.
The term should be defined to correspond with Art 4.a, MEDICRIME Convention.

b. Article 4.b, MEDICRIME Convention — Medicinal Product
Article 3, Law on Medicines, as regards medicinal products, corresponds with Article 4.b, MEDICRIME
Convention.
Article 3, p.1.11, Law on Medicines, as regards investigational medicinal products, corresponds with Article
4.b, MEDICRIME Convention.

c. Article 4.c, MEDICRIME Convention -Active substance
Article 3, p.1.8, Law on Medicines, defines the term ‘substance’ rather than active substance. This is similar
to, but does not fully correspond with Article 4.c, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d, MEDICRIME Convention - Excipient
Law on Medicines, Art. 3, p.1.10, Law of Medicines, defines the term ‘excipient’similar to the term‘substance’
and does not fully correspond with Article 4.d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e, MEDICRIME Convention — Medical Device
No provision in internal law, as regards the term ‘medical device’ could be found corresponding to Article
4.e, MEDICRIME Convention.
Action is needed to correspond with Article 4.e, MEDICRIME Convention.

f. Article 4.f, MEDICRIME Convention — Accessory
No provision in internal law, as regards the term ‘accessory’ could be found corresponding to Article 4.,
MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9, MEDICRIME Convention - Parts and materials
No provision in internal law, as regards the terms ‘parts; and ‘materials; could be found corresponding to
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h, MEDICRIME Convention - Document
No provision in internal law, as regards the term ‘document;, could be found corresponding to Article 4.h,
MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i. Article 4.i, MEDICRIME Convention — Manufacturing
Article 3, p.1.18 Law on Medicines, as regards the term‘Manufacturing’ only refers to the term‘Manufacture,
which in turn, only refers to medicinal products. No provision in internal law, as regards active substances,
excipients, medical devices, parts and materials, and accessories, could be found to correspond with Article
4.1, MEDICRIME Convention.
Further action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention - Counterfeit
Article 3, p.1.15, Law on Medicines, as regards medicinal products, corresponds with Article 4.j, MEDICRIME
Convention. There is no corresponding provision, as regards medical devices corresponding to Article 4.j,
MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 58, Code of Criminal Procedure, corresponds to Article 4.k, MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 280.2, Criminal Code provides a general law offence for the manufacture of a false drug. There is no similar
provision as regards medical devices and accessories, parts or materials. There is insufficient correspondence
with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Article. 280.2 Criminal Code provides a general criminal law offence for the supply of a false drug.

There is no similar provision as regards medical devices and accessories, parts, or materials. There is insufficient
correspondence with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Article 325, CC provides criminal liability for forgery of an official document, which could also be a document
related to medical products. This provision is general criminal law. It corresponds with Article 7, MEDICRIME
Convention.

8.a.i: Article 280.2, paragraph 1, CC refers to a pharmaceutical practice without a licence, the breach of which is
a criminal offence. However, it is unclear what the scope of the pharmaceutical practice means. A condition for
this offence requires that this negligently causes damage to human health, which is not a condition in Article
8.a.1, MEDICRIME Convention.

8.a.ii: No provision in internal law corresponds with Article 8.aii, MEDICRIME Convention.
8.b: No provision in internal law corresponds with Article 8.b, MEDICRIME Convention.

Further action is needed to correspond with Article 8, MEDICRIME Convention.

9.1: Article 38, part. 1, CC; Article 39, part. 2, C; Article. 39, part 5, CC corresponds with Article 9.i, MEDICRIME
Convention.

9.2: Article 33, parts 1Tand 2, CC criminalises the attempt of all criminal offences regulated in the CC. The penalties
applicable to a completed criminal act shall also apply to attempt. The aider or abettor is punished in general as
well and the penalties applicable to offenders of a criminal offence shall also apply to the aider or abettor and
the helper. Article 33, CC corresponds with Article 9.2, MEDICRIME Convention.

No provision in internal law corresponds with Article 11, MEDICRIME Convention.

Action is needed to correspond with Article 11, MEDICRIME Convention.

13.a: Articles 280 and Article 280.2 and 4, CC are constituent elements of the offence.
13.b: No provision in internal law corresponds with Article 13.b, MEDICRIME Convention.
13.c: No provision in internal law corresponds with Article 13.c, MEDICRIME Convention.

13.d: Article 63, paragraph 12, CC provides as aggravating circumstance the committal of crime in a way that
is dangerous for society. This is considered to be too general to fully correspond with Article 13 d, MEDICRIME
Convention.
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13.e: Article 63 paragraph 3 CC corresponds with Article 13.e, MEDICRIME Convention.
13.f: Article 63 paragraph 1, CC corresponds with Article 13.e, MEDICRIME Convention.
Further action is needed to fully correspond with Article 13 MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term‘medical product, corresponds with Article 4.a, MEDICRIME
Convention.
Further action is needed to fully correspond with Article 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
§ 1 Abs.1 no. 1 and 2 Medicinal Product Act 2005 (AMG) and §2a Abs. 14 AMG, as regards investigational
medicinal products correspond with Article 4.b MEDICRIME Convention. It is noted that the wording of §
1 Abs.1 no. 1 does not use the term ‘presentation’ but the term used in its place, ‘intent; is interpreted in
Austrian medicines jurisprudence as being the same as ‘presentation.

c.  Article 4.c MEDICRIME Convention - Active substance
§ 1 Abs. 4a AMG defines the term‘active ingredients’to correspond with Article 4.c MEDICRIME Convention.
The term‘active ingredients’is separately defined in § 2 Abs. 24a Austrian Ordinance on Good Manufacturing
Practices - AMBO 2009 and has the same meaning as in § 1 Abs. 4a AMG.

d. Article 4.d MEDICRIME Convention - Excipient
§ 1 Abs. 4b AMG defines the term ‘excipient to correspond with Article 4.d MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
§ 1 Abs. 2 Medical Devices Act corresponds with Article 4.e MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
§ 2 Abs. 2 Medical Device Act (MPG) corresponds to Article 4.f MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
There is no legal definition of the term ‘parts’and ‘materials’
Action is needed to correspond with Article 4.g MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
There is no legal definition of the term ‘document.
Action is needed to correspond with Article 4.h MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
§ 2 Abs.10 AMG, as regards medicinal products and active substances, corresponds with Article 4.i MEDICRIME
Convention. Excipients are not specifically defined and use the European Guidelines based on Article 47 of
Directive 2001/83/EC.
§2 Abs.7 and 8 MPG, as regards medical devices and accessories, correspond with Article 4.i MEDICRIME,
Convention.

j. Article 4j MEDICRIME Convention - Counterfeit
§ 1 Abs. 25 and 26 AMG, implement Directive 2011/62/EU, amending Directive 2001/83, EC, as regards
medicinal products and active substances, respectively, and correspond with Article 4.j MEDICRIME
Convention. There is no definition of the term ‘counterfeit’ as regards medical devices.
Further action is needed to fully correspond with Article 4. MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention — Victim
§ 65. 1. C, Criminal Procedure Code 1975, is general law and is not specific to medical products. § 65. 1.C
defines the term‘victim’as “any other person who has suffered damage as a result of a criminal act or who
could otherwise have been impaired in their legally protected legal interests. This corresponds the intent
of Article 4.k MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW
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§82b Abs. 1, AMG provides an offence corresponding to Article 5.1, MEDICRIME Convention as regards medicinal
products, active substances, or excipients. Adulteration is considered to be encompassed in manufacturing of
a counterfeit medicinal product and no separate offence exists. There is no offence as regards medical devices,
accessories, parts, and materials.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

§ 82b. 2 AMG corresponds with Article 6, MEDICRIME Convention, as regards medicinal products, active substances,
and excipients. There is no offence as regards medical devices, accessories, parts, and materials.

Further action is needed to fully correspond with Article 6 MEDICRIME Convention.

§ 82b Abs. 7 AMG corresponds with Article 7, MEDICRIME Convention. No provision in internal law can be found
as regards the falsification of documents related to medical devices, parts, materials, and accessories.

Further action is needed to fully correspond with Article 7 MEDICRIME Convention.

8.a.i: 8§84 Abs.1.No.s 5,6,7,7a,9,17,and 25 AMG correspond with Article 8. a. (i), MEDICRIME Convention.
8.a.ii: §8111 Abs. 1 no.1 to 6 and 39 Medical Devices Act (MPG) correspond with Article
8.a (ii) MEDICRIME Convention.

8.b: §§ 108 and 146, Criminal Code (StGB) are general law provisions regarding deception and fraud and not
specific to medical products. They adequately correspond with Article 8.b, MEDICRIME Convention.

§§ 12 and 15, StGB correspond with Article 9, MEDICRIME Convention.

11.1: Section 2.1, The Association Responsibility Act corresponds with Article 11.1, MEDICRIME Convention.
11.2: Sections 3.1 and 3.2, The Association Responsibility Act., corresponds with Article.
11.2, MEDICRIME Convention.

11.3: Domestic law, as regards criminal, administrative and civil liability, corresponds with Article 11.3, MEDICRIME
Convention.

11.4: Section 3.4, The Association Responsibility Act corresponds with Art. 11.4, MEDICRIME Convention.

13.a: § 82b Abs. 6 AMG provides for aggravating circumstances in relation to medicinal products where the
conduct results in the death of a person or serious bodily injury (Section 84 (1) StGB) of a larger number of people.
This, as regards medicinal products, corresponds with Article 13.a, MEDICRIME Convention.

There are no aggravating circumstances provided in the MPG for medical devices.

Further action is needed to correspond fully with Article 13.a, MEDICRIME Convention.

13.b: § 82b Abs. 3 and 5 AMG provides for aggravating circumstances for specified healthcare professionals -
doctor, dentist, veterinarian, pharmacist, dentist, or midwife. This is a restricted list of professionals. Article 13.b,
MEDICRIME Convention is not restricted to healthcare professionals.

There are no aggravating circumstances provided in the MPG for medical devices.

Further action is needed to correspond fully with Article 13.b, MEDICRIME Convention.
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13.c: AMG and MPG do not provide for aggravating circumstances that correspond with Article 13.c, MEDICRIME
Convention. § 32.(1), (2), and (3) StGB provide for sentencing guidance for the Criminal Law. These include the
negative or indifferent attitude of the perpetrator to legally protected values and the level of premeditation.
§ 32. StGB encompasses, to an extent, the intent of Article 13, ¢, MEDICRIME Convention as regards medicinal
products and medical devices.

Further action is required to fully correspond with Article 13.c, MEDICRIME Convention.

13.d: AMG and MPG do not provide for aggravating circumstances that correspond with Article 13.d, MEDICRIME
Convention. § 32.(1), (2), and (3) StGB provide for sentencing guidance for the Criminal Law. These include the
negative or indifferent attitude of the perpetrator to legally protected values and the level of premeditation.
§ 32. StGB encompasses, to an extent, the intent of Article 13, d, MEDICRIME Convention as regards medicinal
products and medical devices.

Further action is required to fully correspond with Article 13.d, MEDICRIME Convention.

13.e: AMG and MPG do not provide for aggravating circumstances that correspond with Article 13.e, MEDICRIME
Convention. § 278a, StGB provides for aggravating circumstances for involvement in organised crimes and this
is not specifically focused on crimes that relate to medical products. However, the provision does not exclude
conduct involving medical product related crime and it specifies circumstance that aims at the recurring and
planned commission of serious criminal acts that threaten life and physical integrity, among others. This sufficiently
encompasses the intent of Article 13, e, MEDICRIME Convention as regards medicinal products and medical devices.

13.f: AMG and MPG do not provide for aggravating circumstances that correspond with Article 13.f, MEDICRIME
Convention. § 33 Abs. 1 No. 1 and 2 StGB corresponds with Article 13.f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found corresponding with Article 4.a, MEDICRIME Convention.
Action is necessary to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 1.0.1, Law of the Republic of Azerbaijan on Medicinal products, as regards medicinal products,
correspond substantially with Article 4.b, MEDICRIME Convention. There is no term found in the law of
medicinal products defined relating to investigational medicinal products, but Article 6.5.4, in relation to
authorisations exemptions, approximate to the term ‘investigational medicinal products. Article 1.0.5 Law
of the Azerbaijan Republic about veterinary Science, 2005, amended 2020, as regards veterinary medicines,
substantially correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Article 1.0.3, Law of the Republic of Azerbaijan on Medicinal products provides a definition of the term
‘active substance] which is not as broad as, but partially corresponds with Article 4, MEDICRIME Convention.
When combined with Article 1.0.2, which uses the term‘drugs’ when used in the manufacture of medicinal
products, both correspond substantially with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
No provision in internal law can be found corresponding with Article 4.d, MEDICRIME Convention. The term
‘excipient’is defined by the decision of the Collegium of the Ministry of Health, which is a normative-legal
act according to the Constitution of the Republic of Azerbaijan (Article 148. 1. 6).
Further action is needed to correspond fully with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Article1.0.1,LawoftheRepublicofAzerbaijanonMedicinal products,asregardsmedicaldevices, providesadefinition
of the term that is not as comprehensive as, but partially corresponds with Article 4.3, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision in internal law can be found corresponding with Article 4.f, MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.
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g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law can be found corresponding with Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law can be found corresponding with Article 4.h, MEDICRIME Convention.
Action is required to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention - Manufacturing
Articles 2.1 and 3.6, Law of the Republic of Azerbaijan on Medicinal products, describe the process of the
manufacture of medicinal products, but does not cover the manufacture of active substances or excipients.
It does not include the manufacture of medical devices, materials of such devices, including designing
devices, the parts, or materials, or of bringing medical devices, the parts or materials to their final state, as
well as accessories.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention - Counterfeit
No provision in internal law can be found corresponding with Article 4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention — Victim
Article 87, Criminal Procedure Code substantially corresponds with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 68-4.1 Code of Administrative Offences, provides an offence for the production of Falsified Medications.
It is unclear whether this provision includes medical devices as the term ‘medication’ rather than ‘medicinal
product’is used (see the inclusion of medical devices under the term ‘medicinal product’in 4. b, above). This
partially corresponds with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5 MEDICRIME Convention.

Article 68-4.1 Code of Administrative Offences provides an offence for the storage for sale, sale and importation
of falsified medications. It is unclear whether this provision includes medical devices as the term ‘medication’
rather than‘medicinal product’is used (see the inclusion of medical devices under the term‘medicinal product
in 4. b, above). This partially corresponds with Article 6, MEDICRIME Convention.

’

Further action is needed to fully correspond with Article 6 MEDICRIME Convention.

Article 313, Criminal Code, which provides for the preparation of false documents and the act of tampering with
documents, corresponds with Article 7, MEDICRIME Convention.

8.a.i: Article 200.1.1, Criminal Code, as regards unauthorised medicinal products Partially corresponds with
Article 8, MEDICRIME Convention. Article 5.1.1, 5.1.2, and 5.1.1, Law of the Republic of Azerbaijan on Medicinal
products, as regards manufacturing, wholesale, and retail sales, require State Authorisations. There are no
offences for breaches of these requirements in this law. Article 68.4.1, Code of Administrative Offences, as regards
the manufacture, storage for sale, retail sale and placing on the market of medications, provide for equivalent
offences. This corresponds with Article 8.a.i, MEDICRIME Convention.

8.a.ii: Itis unclear whether the provisions mentioned immediately above include medical devices as the term
‘medication’rather than‘medicinal product’is used (see the inclusion of medical devices under the term ‘medicinal
product’in 4. b, above).

Further action is required to fully correspond with Article 8.a, MEDICRIME Convention.

8.b: No provision in internal law could be found corresponding to Article 8.b, MEDICRIME Convention.

Page 24 » Gap analysis report



Action is required to fully correspond with Article 8.b, MEDICRIME Convention.

9.1: Articles 31, 32, 33, Criminal Code, as regards aiding and abetting, correspond with Article 9.1, MEDICRIME
Convention.

9.2: Article 29, Criminal Code, as regards attempt, corresponds with Article 9.2, MEDICRIME Convention.

11.1: Article 99-4, Criminal Code correspond to Article 11.1, MEDICRIME Convention.
11.2: Article 99-4.1, Criminal Code corresponds with Article 11.2, MEDICRIME Convention.

11.3: Article 18, Law of the Republic of Azerbaijan on Medicinal products corresponds with Article 11.3,
MEDICRIME Convention.

11.4: Article 99-4.2; Article 99-4.3; and Article 99-4.4, Criminal Code corresponds with Article 11.4, MEDICRIME
Convention.

13.a: Article 200-1.4, Criminal Code, as regards the act involves the death of a person by negligence or other
grave consequences, corresponds with Article 13.a, MEDICRIME Convention.

13.b: No provision in internal law could be found corresponding with Article 13.b, MEDICRIME Convention.
Action is needed to correspond with Article 13.b, MEDICRIME Convention.
13.c: No provision in internal law could be found corresponding with Article 13.c, MEDICRIME Convention.
Action is needed to correspond with Article 13.c, MEDICRIME Convention.
13.d: No provision in internal law could be found corresponding with Article 13.d, MEDICRIME Convention.
Action is needed to correspond with Article 13.d, MEDICRIME Convention.

13.e: Article 200-1.2.2 Criminal Code corresponds with Article 13.e, MEDCRIME Convention.
13.f: Article 200-1.2.1, Criminal Code corresponds with Article 13.f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision in internal law, as regards the term ‘medical product; could be found corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of medicinal product
and medical device.
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 3, ‘Law on Medicinal Products in human medicine; as regards medicinal products for human use,
and §1, pt. 9, Law on Veterinary Medicines corresponds, as regards medicinal products for veterinary use,
corresponds to Article 4.b, MEDICRIME Convention.
No provision in internal law, as regards the term ‘investigational medicinal products’ could be found
corresponding to Article 4.b MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.0 MEDICRIME Convention.

¢.  Article 4.c MEDICRIME Convention -Active substance
Pt. 1 of §1, ‘Law on Medicinal Products in human medicine’ corresponds with Article 4c, MEDICRIME
Convention, except that it does not include medicinal products for veterinary use.
Action is needed to correspond with Art 4.c MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
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Pt. 46 of &1, ‘Law on Medicinal Products in human medicine’ refers to the term ‘auxiliary substance’ and
corresponds with Article 4c, MEDICRIME Convention. The Law on Veterinary Medicines does not correspond
with Article 4.d, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Pt. 29, §1, Law on Medical Devices, 2007 corresponds with Article 4%, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Pt. 29, §1, Law on Medical Devices, 2007, corresponds with Article 4¢, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law, as regards the terms ‘parts’ and ‘materials’ could be found to correspond with
Article 4.9, MEDICRIME Convention.

Action is needed to correspond with Art 4.g MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document

Article 93, pts 5 and 6 of the Criminal Code provide for the definitions of a document and a falsified document,
respectively, in general. Pt. 5 of §1, Law on Medicinal Products in human medicine defines the term “valid
documentation” as documentation in compliance with requirements of the law in regards of content and
completeness. Pt 9 of §1, Law on Medical Devices uses the term“Identification data of the device”to describe
documents. Apart from the provisions of the Criminal Code, the other definitions are insufficient on their
own, but in combination with the Criminal Code they are sufficient to correspond with Article 4h MEDICRIME
Convention. It is recommended that one definition be provided by law to encompass the intent of Article 4.h,
MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Pt. 52 of §1. The Law of Medicinal Products in human medicine corresponds with Article 4.i MEDICRIME
convention. §1, pt. 90, Law on Veterinary Medicines corresponds with Article 4.i, MEDICRIME Convention.
There is no definition in the Law of Medical Devices for the term‘manufacturing’as regards medical devices
and accessories.
Further action is needed to fully correspond with Art 4.i MEDICRIME Convention.

j. Article 4j MEDICRIME Convention — Counterfeit
Pt.81a.§ 1.The Law of Medicinal Products in human medicine defines the term‘falsified’and it corresponds
with Article 4.j MEDICRIME Convention. There is no equivalent definition for medical devices or for medicinal
products for veterinary use.
Further action is needed to fully correspond with Art 4.j MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 74, Code of Criminal Procedure, 2006, defines the term ‘victim’ generally and with a scope that
encompasses any victim of a property or non-property crime.
Further action is needed to fully correspond with Art 4.k MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Art. 284a of Law on Medicinal Products in human medicine creates an administrative violation for manufacturing,
exporting, and importing of falsified medicinal products not requiring intentional conduct in relation to medicinal
products for human use. Due to the absence of the requirement for intentional conduct, this does not correspond
with Article 5.1. MEDICRIME Convention. There is no corresponding offence in relation to medicinal products
for veterinary use or for medical devices, accessories, parts, and materials.

Clarification is required on the status of adulteration to ensure that it corresponds with Article 5.2 MEDICRIME
Convention.

Art. 350a of Criminal Code provides a criminal offence for producing veterinary medical products that puts the
life or health of another at risk. Notwithstanding that this provision may address aspects of the intent required,
it does not correspond with Article 5, MEDICRIME Convention.

Action is needed to correspond with Art 5.1 MEDICRIME Convention.
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Art. 284a of Law on Medicinal Products in human medicine provides as an administrative violation the exporting,
importing, keeping in stock, trading, or rendering with falsified medicinal products. This administrative offence
does not require intentional conduct in relation to medicinal products for human. Due to the absence of
the requirement for intentional conduct, this does not correspond with Article 6.1 MEDICRIME Convention.
There is no corresponding offence in relation to medicinal products for veterinary use or for medical devices,
accessories, parts and materials. Art. 350a of Criminal Code provides a criminal offence for placing on the
market veterinary medical products that puts the life or health of another at risk. Notwithstanding that this
provision may address aspects of the intent required of the Convention, it does not correspond with Article
6, MEDICRIME Convention.

Action is needed to correspond with Art 6, MEDICRIME Convention.

Articles 308 and 319, Criminal Code (CC) provide for criminal offences relating to documents generally and not
specifically to medical products. The offences incorporate the spirit and intent of Article 7 MEDICRIME Convention.

Further action is needed to fully correspond with Article 7, MEDICRIME Convention.

8.a.i. ii. Apart from the requirement for intentional conduct, as required by Article 8 MEDICRIME Convention,
Article 281 of Law on Medicinal Products in human medicine and Article 119 of Law on Medical Devices provide
for administrative offences for breaches relating to behaviours corresponding to the behaviours mentioned in
Article 8 MEDICRIME Convention. No provision in internal law can be found in relation to medicinal products
for veterinary use that corresponds with Articles 8.a. i.

Action is needed as regards the criminalisation of intentional behaviours and the inclusion of medicinal products
for veterinary use to correspond with Article 8.a, MEDICRIME Convention.

8.b. There is no provision for criminalisation in relation to the commercial use of original documents outside
their intended use within the legal medical product supply chain.

Action is needed to correspond with Art 8.b, MEDICRIME Convention.

Articles 20 and 21, CC correspond with Article 9.1 MEDICRIME Convention.
Articles 17 and 18, CC correspond with Article 9.2 MEDICRIME Convention.

Article 83a of the Administrative Violations and Punishments Law, 1969, as amended, is a general law provision
that does not specifically address medical products. Apart from not having any provision for criminal law liability,
Article 83a correspond with Article11.1.a, band ¢, 11.2, 11.3. and 11.4 MEDICRIME Convention.

Aggravating circumstances are not enumerated for in the substantive laws and there is no correspondence
with Article 13 MEDICRIME Convention. Articles 54, § 2 and 56, CC provide that the Court in its punishment may
consider such circumstances where they are not a substantive element of the crime.

Action is needed to correspond with Article 13, MEDICRIME Convention.
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a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term 'medical product’ could be found corresponding with
Article 4.a, MEDICRIME Convention.
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 2, Food and Drugs Act R.S.C., 1985, as regards the term‘medicinal product; provides a similar definition
under the term ‘drug’ This substantially corresponds with Article 4.b, MEDICRIME Convention.

¢.  Article 4.c MEDICRIME Convention -Active substance
C.01A.001 (1), Division 1A, Food and Drug Regulations, C.R.C., as regards the term‘active substance, is similar
but not fully corresponding with Article 4.c, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
No provision in internal law, as regards the term ‘excipient’ could be found corresponding with Article 4.d,
MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 2, Food and Drugs Act R.S.C., 1985, as regards the term ‘medical device’, provides a similar definition
under the term ‘device’. This substantially corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision in internal law, as regards the term‘accessory’, could be found corresponding with Article 4.,
MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law, as regards the terms ‘parts’ and ‘materials; could be found corresponding with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
No provision in internal law, as regards the term “document; could be found corresponding with Article
4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention - Manufacturing
No provision in internal law, as regards the term ‘manufacturing;, could be found corresponding with Article
4.i, MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4. MEDICRIME Convention - Counterfeit

Part 4.0, Policy on Counterfeit Health Products (POL-0048), as regards the term‘counterfeit, provides a definition
of counterfeit health product that is similar in intent, but not in wording, and when taken together with
the following explanations provided in Part 4.0, they approximate to the meaning in Article 4.j, MEDICRIME
Convention. However, as a policy document that does not constitute part of the Food and Drugs Act or
its associated regulations this does not apply as a definition intended in the manner used in Articles 5-8,
9 and 11, MEDICRIME Convention. There is no correspondence with Article 4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention - Victim
Article 2, Criminal Code, as regards the term‘victim; is similar in meaning and intent and corresponds with
Article 4.k, MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law could be found corresponding with Article 5, MEDICRIME Convention.
Action is needed to correspond with Article 5, MEDICRIME Convention.

No provision in internal law could be found corresponding with Article 6, MEDICRIME Convention.
Action is needed to correspond with Article 6, MEDICRIME Convention.

Article 366 (1) and (2), Criminal Code, correspond with Article 7, MEDICRIME Convention.

No provision in internal law could be found corresponding with Article 8.a and b, MEDICRIME Convention.
Action is needed to correspond with Article 8, MEDICRIME Convention.

9.1: Article 21(1) and (2), Criminal Code, as regards aiding and abetting, corresponds with Article 9.1, MEDICRIME
Convention.
9.2: Article 24(1), Criminal Code, as regards attempt, corresponds with Article 9.2, MEDICRIME Convention.

11.1.a, b, c: Article 22.2, Criminal Code corresponds with Article 11.1.a, b and ¢, MEDICRIME Convention.
11.2: Article 22.1, Criminal Code corresponds with Article 11.2, MEDICRIME Convention.

11.3: Criminal, civil, and administrative sanctions are applicable to legal persons and correspond with Article
11.3, MEDICRIME Convention.

11.4: Article 22.2, Criminal Code corresponds with Article 11.4, MEDICRIME Convention.

13.a: Article 380.1(1) (c.1), Criminal Code, partially corresponds with Article 13.a, MEDICRIME Convention.

13.b-f: No provision in internal law, as regards aggravating circumstances, could be found to correspond with
Article 13.b-f, MEDICRIME Convention.

Further action is required to correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision in internal law, as regards the term ‘medical product; could be found corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of medicinal product
and medical device.
Further action is needed to fully correspond with Art 4.2 MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 2, The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law of 2001 to 2020
and Article 2, The Veterinary Medicinal Products (Control of Quality, Registration, Circulation, Manufacturing,
Providing and Use) Law of 2006 to 2011, together correspond to Article 4.b, MEDICRIME Convention. No
legal definition for the term ‘investigational medicinal products’is provided.
Further action is needed to fully correspond with Art 4.0 MEDICRIME Convention.

11Il. Country reports » Page 29



c.  Article 4.c MEDICRIME Convention -Active substance
Article 2, The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law of 2001 to 2020
corresponds to Art 4.c MEDICRIME Convention. There is no legal definition of the term‘active substance”in
relation to veterinary medicinal products.
Further action is needed to fully correspond with Art 4.c MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 2, The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law of 2001 to 2020
corresponds to Article 4.d. No definition for the term excipient for veterinary medicinal products is provided.
Further action is needed to fully correspond with Art 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Regulation 2, The Basic Requirements (Medical Devices) Regulations of 2003 as amended, corresponds with
Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention - Accessory
Regulation 2, The Basic Requirements (Medical Devices) Regulations of 2003, as amended, corresponds
with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision could be found in internal laws corresponding with Article 4.9, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision could be found in internal laws corresponding with Article 4.h. MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision could be found in internal laws corresponding with Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.i, MEDICRIME Convention.

j- Article 4,j MEDICRIME Convention - Counterfeit
Article 2, The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law of 2001 to
2020 corresponds with Article 4.j as regards medicinal products for human use. The law does not cover
medicinal products for veterinary use, medical devices, active substances, excipients, parts, materials, and
accessories as well as documents.
Further action is needed to fully correspond with Art 4. MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision could be found in internal laws corresponding with Article 4.k, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

5.1: Article 99(1)(d), The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law of 2001
to 2020 creates an offence not requiring intentional conduct in relation to medicinal products for human use
corresponding to Article 5.1. There is no corresponding offence in relation to medicinal products for veterinary
use or for medical devices, accessories, parts, and materials.

Further action is needed to correspond with Art 5.1 MEDICRIME Convention.

5.2. Clarification is required on the status of adulteration to ensure that it corresponds with Article 5.2 MEDICRIME
Convention.

6.1. Article 100, The Customs Code Law creates a criminal offence for the breach of any prohibited act in Customs
Laws or other laws. Apart from the requirement for intentional conduct, as required by Article 6.1 MEDICRIME
Convention Article 99(1)(d), The Medicinal Products for Human Use (Control of Quality, Supply and Prices) Law
of 2001 to 2020 corresponds to Article 6 MEDICRIME Convention. There is no provision in relation to medicinal
products for veterinary use and for medical devices.

Action is needed to correspond with Art 6.1 MEDICRIME Convention.
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No provision could be found in internal laws corresponding with Article 7, MEDICRIME Convention.

Action is needed to correspond with Art 7 MEDICRIME Convention.

8.a.i: Apart from the requirement for intentional conduct, as required by Article 8 MEDICRIME Convention,
the wording of Article 99(1)(a), (b) and (c), Medicinal Products for Human Use (Control of Quality, Supply and
Prices) Law of 2001 to 2020 and Article 100(1)(a), (b) and (c), Veterinary Medicinal Products (Control of Quality,
Registration, Circulation, Manufacturing, Providing and Use) Law of 2006 to 2011 correspond with Article 8
MEDICRIME Convention for authorisations, in so far as such an activity is not covered by Articles 5,6 and 7, in
relation to the manufacturing, the keeping in stock for supply, importing, exporting, supplying, offering to supply
or placing on the market of medicinal products.

Further action is required as regards the criminalisation of intentional behaviours to correspond fully with Article
8.a.i, MEDICRIME Convention.

8.a.ii: Apart from the requirement for intentional conduct, as required by Article 8 MEDICRIME Convention, the
wording of Article 52, The Basic Requirements for Specific Products Categories Law of 2002 to 2013 correspond to
the requirement of Article 8 MEDICRIME Convention, in so far as such an activity is not covered by Articles 5, 6 and
7,in relation to not being in compliance with the conformity requirements as regards manufacturing, the keeping
in stock for supply, importing, exporting, supplying, offering to supply or placing on the market of medical devices.

Further action is needed as regards the criminalisation of intentional behaviours in order to correspond fully
with Article 8.a.ii, MEDICRIME Convention.

8.b: No provision could be found in internal laws corresponding with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Art 8.b, MEDICRIME Convention.

No provision could be found in internal laws corresponding with Article 9, MEDICRIME Convention. Action is
needed to correspond with Art 9 MEDICRIME Convention.

11.1.a,b,and ¢, 11.2,11.3,and 11.4: Article 100, Medicinal Products for Human Use (Control of Quality, Supply and
Prices) Law of 2001 to 2020 and Article 101, The Veterinary Medicinal Products (Control of Quality, Registration,
Circulation, Manufacturing, Providing and Use) Law of 2006 to 2011 correspond with the requirements of Article
11 MEDICRIME Convention. No provision could be found in internal laws in relation to Article 11 requirements
as regards medical devices.

Further action is required to fully correspond with Art 11, MEDICRIME Convention.

No provision could be found in internal laws corresponding with Article 13, MEDICRIME Convention. Action is
needed to correspond with Art 13 MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
Section 1, Medicines Act defines the term‘medical product’that includes medicinal products and medicinal
substances. These relate only to human use and not veterinary use. There is no inclusion for medical devices
in this definition.
Further action is needed to correspond with Art 4.a MEDICRIME Convention.
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b. Article 4.b MEDICRIME Convention — Medicinal Product
Section 2, Medicines Act corresponds with Article 4.0 MEDICRIME Convention. There is no specific definition
for investigational medicinal products.
Further action is needed to fully correspond with Art 4.0 MEDICRIME Convention.

C.  Article 4.c MEDICRIME Convention -Active substance
Section 2, Medicines Act corresponds with Article 4.c MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Section 2, Medicines Act corresponds with Article 4.d MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Section 2, Medical Device Act, 2004 corresponds with Article 4.e MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Section 3(5), Medical Device Act, 2004 corresponds with Article 4.f MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision could be found in internal laws corresponding with Article 4.g, MEDICRIME Convention.
Action is needed to correspond with Art 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision could be found in internal laws corresponding with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Art 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Section 5.c. of the Medical Devices Act, as regards medical devices, corresponds with Article 4.i MEDICRIME
Convention. There is no correspondence as regards the manufacture of accessories. No provision could be
found in internal laws, as regards the manufacture of medicinal products, corresponding with Article 4.i,
MEDICRIME Convention.

Further action is needed to correspond with Art 4.i MEDICRIME Convention.

j. Article 4, MEDICRIME Convention - Counterfeit
Section 5 (14), Medicines Act, as regards medical products for human use, corresponds to Article 4. MEDICRIME
Convention. There is no correspondence with Article 4.j as regards medical products for veterinary use and
medical devices

k.  Article 4.k MEDICRIME Convention - Victim
Section2(2-4),ActonVictimsof Crime Actprovidesagenerallawdefinition.ltdoesnotinclude psychologicalinjury.
Further action is needed to fully correspond with Art 4.k MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Section 146, Criminal Code (CC) is general criminal law creating an intentional offence of causing bodily harm.
While this could be used in conjunction with an offence of the manufacture of a falsified medical product, there
is no correspondence with Article 5 MEDICRIME Convention notwithstanding that there is a definition that there
is a definition of a falsified medicinal product.

Action is needed to correspond with Art 5, MEDICRIME Convention.

Section 251 CC is general criminal law creating an intentional offence for ‘Unauthorized Business Activities.
While this could be used in conjunction with an offence specified in Article 6 MEDICRIME Convention, there is
no correspondence with Article 6 MEDICRIME Convention.

Action is needed to correspond with Art 6 MEDICRIME Convention.

Section 348 CCis general criminal creating an intentional offence for forgery and alteration of ‘Public Documents:
While this could substantially correspond with the requirements of Article 7 MEDICRIME Convention it appears
restricted to ‘public documents generally and may not capture all documents intended by Article 7.

Further action is needed to fully correspond with Art 7, MEDICRIME Convention.
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8.a.i.ii: Sections 103, 104, 105 and 108 of the Medicines Act requires authorisations Which create administrative
offences for the non-compliance with authorisation requirements of medicinal products for human use. Medicinal
Products for veterinary use also need to be considered.

Title XIV, Medical Device Act 2014, as regards medical devices, provides offences relating to the non-compliance
and non-conformity requirements laid out in Title VI of the Act. These administrative offences do not require
intentional behaviour and do not correspond with Article 8.a, MEDICRIME Convention.

Action is required to correspond with Art 8.a, MEDICRIME Convention.
8.b: No provision could be found in internal laws corresponding with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Art 8.b, MEDICRIME Convention.

Sections 21, 23 and 24 CC, as regards, attempts, accomplices, and participants, relate to intentional behaviours,
respectively. As no intentional behaviours are provided for relating to Article 5-8, MEDICRIME Convention there
is no correspondence with Article 9, MEDICRIME Convention.

Action is needed to correspond with Art 9, MEDICRIME Convention.

Sections 8 and 9, Act on Liability of Legal Entities 2012 contains the elements of corporate Liability provided
for in Article 11.1, 11.2, and 11.4, MEDICRIME Convention. According to the Act on Liability of Legal Entities,
the legal persons in the Czech Republic may be criminally liable for all the criminal offences specified in the
MEDICRIME Convention.

Section 42, Criminal Code provides for aggravating circumstances which may be supplemented by The Court
according to the circumstance of the case. There is sufficient correspondence, though not direct, between Section
42 and Article 13. a-e, but not relating to Article 13. f MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term‘medical product; could be found corresponding with Article 4.a,
MEDICRIME Convention. It is noted that there are separate definitions of medicinal product and medical device.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
§ 2(1) Danish Medicines Act corresponds with Article 4.b, MEDICRIME Convention, except for investigational
medicinal products which are not defined.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention -Active substance

§ 2(3) The Medicines Act corresponds with Article 4.c, MEDICRIME Convention.
d. Article 4.d MEDICRIME Convention — Excipient

§ 2(4) The Medicines Act corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
§ 1(2)(1), Executive Order on Medical Devices 2008 corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
§ 1(2)(2), Executive Order on Medical Devices 2008 corresponds with Article 4.f, MEDICRIME Convention.
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g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision could be found in internal laws, as regards the terms‘parts’and ‘materials, corresponding with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
§171, (2) and (3), the Criminal Code (CC) provides a legal definition for the term ‘document’. This does not
include the term ‘tampering’
Further action is needed to fully correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
§3 (6), ‘Order on the manufacture and importation of medicinal products and intermediate products’®,
as regards medicinal products, and §3 (3), ‘Order on the manufacture, importation, and distribution of
active substances for the manufacture of medicinal products; as regards active substances, approximately
corresponds with Article 4.i, MEDICRIME Convention.
There is no legal definition of the term ‘manufacturing’as regards medical devices.X§1.XX (6), Medical Device
Order, 2006, defines the term ‘manufacturer’and this, as regards medical devices, partly corresponds with
Article 4.i, MEDICRIME Convention.
Further action is needed in order fully correspond with Article 4.i, MEDICRIME Convention.

j.  Article 4. MEDICRIME Convention - Counterfeit
No provision could be found in internal laws, as regards the term ‘counterfeit; corresponding with Article
4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision could be found in internal laws, as regards the terms ‘victim, corresponding with Article 4.k,
MEDICRIME Convention.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

§ 38. a, Order of the Law on Medicinal Products, 2018, as regards medicinal products, but not active substances
or excipients, corresponds with Article 5, MEDICRIME Convention.

No provision could be found in internal laws, as regards medical devices, accessories, parts and materials,
corresponding with Article 5, MEDICRIME Convention.

Further action is needed to correspond with Article 5, MEDICRIME Convention.

§ 38. a, Order of the Law on Medicinal Products, 2018, as regards medicinal products, but not active substances
or excipients, corresponds with Article 6, MEDICRIME Convention.

No provision could be found in internal laws, as regards medical devices, accessories, parts and materials,
corresponding with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

§ 171 (1) CC 2005 is a general criminal law provision and is not specific to medical products. § 171 (1) CC does
not include the act of ‘tampering. It otherwise corresponds with Article 7, MEDICRIME Convention.

Further action is needed to fully correspond with Article 7, MEDICRIME Convention.

8.a.i: § 39, Order of the Law on Medicinal Products, 2018, as regards medicinal products but not active substances
or excipients corresponds with Article 8.a. i, MEDICRIME Convention.
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8.a.ii: §4,(1),(2) and (3), § 21(1)(1), Medical Devices Order, 2008, as regards medical devices, but not accessories,
parts, and materials, correspond with Article 8.a.ii, MEDICRIME Convention.

8.b: No provision could be found in internal laws corresponding with Article 8.b, MEDICRIME Convention.

Further action is needed to fully correspond with Article 8. a and b, MEDICRIME Convention.

§21 (1) and § 23 (1), CC correspond with Article 9.2 and 9.1, MEDICRIME Convention, respectively.

11.1.a, b, ¢ §27.(1) CCis general in scope and only requires that the natural person at fault be one who is
connected to the legal person, not that it requires the natural person be a person with the power of representation
has authority to take decisions or be in control. Depending on the circumstances of the natural person at fault,
§ 27.(1), CC could correspond with Article 11.1.a, b, and ¢, MEDICRIME Convention. 11.2. § 27. (1) CC general
in scope and only requires that the natural person at fault be one who is connected to the legal person, not
that it requires the liability to arise where the lack of supervision or control of a natural person facilitated the
commission of the offence. Depending on the circumstances of the natural person at fault, § 27. (1), CC could
correspond to a limited extent with Article 11.2, MEDICRIME Convention.

11.3.There is administrative and civil liability and 26. (1) CC provides for criminal liability of the legal person and
correspond with Article 11.3, MEDICRIME Convention.

11.4: there is correspondence with Article 11.4, MEDICRIME Convention.

§81. (1) and (8), Penal Code corresponds with Article 13. b, c and f, MEDICRIME Convention.
§ 80. (2) could be interpreted to correspond with Article 13.a, MEDICRIME Convention.
Further action is needed to correspond with Article 13. d, and e, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. There are
separate definitions of the terms’medicine’and ‘medical device; both components of the term medical product.
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 259, Health Organic Law, as regards authorised medicinal products for human use only, substantially
corresponds with Article 4.b, MEDICRIME Convention. There is no provision corresponding to Article 4.b as
regards unauthorised medicinal products, or for investigational medicinal products.
Further action is needed to correspond with Art 4.b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention - Active substance
Article 3. Health Regulations Bioequivalence in Medicine for Human Consumption corresponds substantially
with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 2, Requirement for Industrial Registration of Drug Producers, and Article 52, Regulation for Obtaining
Sanitary Registration of Biological Medicines, substantially correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
The Health Organic Law, except for software designated by its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes and necessary for its proper application, substantially corresponds
with Article 4.e, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.e, MEDICRIME Convention.
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f.  Article 4.f MEDICRIME Convention — Accessory
Article 3, Health Regulations for the Control of Medical Devices, Human Use, correspond with Article 4.,
MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
Article 3, Health Regulations for the Control of Medical Devices, Human Use, correspond with Article 4.g,
MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Art 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Article 3, Health Regulations for Obtaining the Health Registration, is similar in intent, but more general
than Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.i, MEDICRIME Convention.

j.  Article 4. MEDICRIME Convention - Counterfeit
Article 3, Technical Health Standards for the Control of Products for Human Consumption Regulations,
corresponds with Article 4.j, MEDICRIME Convention. Clarification is required on the application of this
definition to medicinal products for veterinary use and medical devices, accessories, parts, and materials.
Further action is needed to fully correspond with Art 4.j, MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention - Victim
Article 441 (1) and (2), Integral Criminal Organic Code, is general Criminal Law and is not specific to medical
products. Other than including legal person as victims, it corresponds with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 217.1, Integral Criminal Organic Code, except for medicinal products for veterinary use, substantially
corresponds with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Art 5, MEDICRIME Convention.

Article 217.1, Integral Criminal Organic Code, except for medicinal products for veterinary use, substantially
corresponds with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Art 6, MEDICRIME Convention.

Article 217.1, Integral Criminal Organic Code criminalises the person who possesses a counterfeit or adulterated
container or packaging. This does not include the act of falsification, including other documents nor in relation
to medicinal products for veterinary use. This is insufficient to correspond with Article 7, MEDICRIME Convention.

Further action is needed to fully correspond with Art 7, MEDICRIME Convention.

8.a.i: Article 140, Health Organic Law, as regards medicinal products for human use only, prohibits the
importation, marketing, and sale without registration. This does not criminalise this behaviour and appears to
be an administrative prohibition only. This law does not provide for a similar prohibition for medicinal products
for veterinary use.

8.a.ii: It is unclear whether there is a requirement for medical devices to be in compliance with conformity
requirements to be placed on the market. Where such a requirement exists in regulatory laws, there is no
criminalisation in law for a breach of such requirement.

8.b: No provision in internal law could be found to correspond with Article 8, b, MEDICRIME Convention.
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Action is required to correspond with Art 8. a and b, MEDICRIME Convention.

Article 43 and 39, Integral Criminal Organic Code, as regards accomplices and attempts, respectively, correspond
with Article 9, MEDICRIME Convention.

11.1. a, b, c: Article 49, Integral Criminal Organic Code, corresponds with Article 11.1, a, b, and ¢, MEDICRIME
Convention.

11.2: Clarification is required on whether Article 49, Integral Criminal Organic Code, as regards the lack of
supervision or control by the natural person, corresponds with Article 11.2, MEDICRIME Convention.

11.3: Article 564, Integral Criminal Organic Code, corresponds with Article 11.3, MEDICRIME Convention.
11.4. Article 49, Integral Criminal Organic Code, corresponds with Article 11.4, MEDICRIME Convention.
Further action is needed to fully correspond with Article 11.2, MEDICRIME Convention.

13.a: Article 217.1, Integral Criminal Organic Code corresponds with Article 13.a, MEDICRIME Convention.
13.b: Article 217.1, Integral Criminal Organic Code corresponds with Article 13.b, MEDICRIME Convention.
13.c: There is no correspondence in internal law with Article 13. ¢, MEDICRIME Convention.

13.d: There is no correspondence in internal law with Article 13. d, MEDICRIME Convention.

13.e: There is no correspondence in internal law with Article 13. e, MEDICRIME Convention.

13.f: Article 57, Integral Criminal Organic Code corresponds with Article 13.f, MEDICRIME Convention.

Further action is needed to correspond with Article 13.c, d and e, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product; could be found in internal law corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions for the terms ‘medicinal
products’and ‘medical device.
Action is needed to correspond with Article 4. a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
§ 2 Medicinal Products Act 2004 (MPA), as amended, corresponds with Article 4.b, MEDICRIME Convention.
§ 2 MPA does not use the term‘presentation’ within the meaning of ‘medicinal product; but the sense is the
same as in Article 4.b, MEDICRIME Convention. The term ‘investigational medicinal products’is not defined
in § 2 and is encompassed in the meaning of ‘medicinal product’.

c. Article 4.c MEDICRIME Convention -Active substance
§ 5(1) MPA corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
§ 5(3) MPA, while more general in wording, corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
§ 3(1) Medical Devices Act, 2004 (MDA), as amended, corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
§ 4 MDA corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.9, MEDICRIME Convention — Parts and materials
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No provision, as regards the terms‘parts;, and ‘materials’, could be found in internal law corresponding with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision, as regards the term ‘document;, could be found in internal law corresponding with Article
4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
§ 16. (2,) MPA, does not specifically provide this definition, but effectively does so in relation to the
requirement for a Manufacturing Authorisation. This provision, in conjunction with § 16(7), and § 2(1) and
8(1) of the Rules for Manufacturing Medicinal Products 2014, correspond, as regards medicinal products,
active substances and excipients with Article 4.1, MEDICRIME Convention.
No provision in the MDA can be found to specifically provide the definition as regards medical devices.
§ 15(1) MDA refers, as regards the liability of manufacturers, to some of the requirements of the term
‘Manufacturing’in Article 4.i, MEDICRIME Convention.
No provision in the MDA can be found to specifically provide the definition of the term ‘manufacturing; as
regards the term‘accessories.
Action is needed to correspond with Article 4. i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
§10.1 MPA, as regards medicinal products, corresponds with Article 4.j, MEDICRIME Convention. No provision
in the MDA can be found to specifically provide the definition of the term ‘counterfeit’ (or ‘falsified’). There
is no correspondence with Article 4.j, MEDICRIME Convention. Further action is needed to fully correspond
with Article 4.j, MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention — Victim

§37(1) Code of Criminal Procedure does not correspond directly or sufficiently with Article 4.k, MEDICRIME
Convention. § 37(1) requires that the illegal act be directed at the victim and this does not appear to
encompass any indirect suffering by the victim and does not include resultant psychological effects on
the victim. However, the status of victim is applied to a person who suffers due to the death of a person
close to the victim and caused by the illegal act. This is general criminal law and may otherwise be applied
to counterfeit medicinal products. As breaches of the MDA are misdemeanours, they do not attract the
status of ‘victim’ within their scope.

Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

§ 104, MPA provides for the penalty for violation of the requirements for handling medicinal products. While §3.(1),
MPA includes the act of manufacturing in the definition of the term ‘handling'’it is noted that §3 (3) confines the
act of handling to public authorities, unless otherwise stated.

Public authorities, in this context, include governmental authorities, state agencies administered by Governmental
authorities, and local authorities. § 104, MPA does not appear to extend beyond this.

Without further clarification, it is considered that § 104 MPA does not correspond with Article 5, MEDICRIME
Convention.

MDA does not provide an offence for the manufacturing (or any term corresponding to manufacturing) of a
counterfeit (falsified) medical device. MDA does not correspond with Article 5.1, MEDICRIME Convention.

§ 194, Penal Code, 2001, as amended, criminalises the trafficking of medicinal products for the purpose
of acts that include manufacturing. Itis unclear whether § 194, Penal Code could correspond with Article
5.1, MEDICRIME Convention.

Action is needed to correspond with Article 5, MEDICRIME Convention.
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§ 3 MPA, as regards medicinal products and active substance, and with the caveat regarding the scope of the
MDA to public authorities (as referred to above in Article 5), may not enable §104 MPA to correspond with Article
6, MEDICRIME Convention.

MDA, as regards medical devices, does not provide an offence for the behaviours listed in Article 6.1, MEDICRIME
Convention and does not correspond with Article 6.1, MEDICRIME Convention.

§ 194, Penal Code, 2001, as amended, criminalises the trafficking of medicinal products

for the purpose of acts that include behaviours covered by Article 6, MEDICRIME Convention. It is unclear whether
§ 194, Penal Code could correspond with Article .1, MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.

§8§ 344, 345, and 346, Penal Code are general Criminal Law provisions and not specific to medical products. These
provision concern counterfeit documents and damage to official documents and could potentially correspond
with the intent of Article 7, MEDICRIME Convention.

Further action is needed to fully correspond with Article 7, MEDICRIME Convention.

8.a.i: §8 104 and 106, MPA, as regards medicinal products, correspond with Article 8.a.i, MEDICRIME Convention.
8.a.ii: §39 MDA, as regards medical devices and accessories, corresponds with Article 8.a.ii, MEDICRIME Convention.
8.b: There is no correspondence in law with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1. § 22, Penal Code, as regards ‘aiding and abetting, apart from consideration of the caveat contained in §
23, corresponds with Article 9.1, MEDICRIME Convention. § 23 Penal Code does not penalise aiding or abetting
as regards misdemeanours. § 112 MPA permits extrajudicial proceedings in relation to § 104 and § 106 as
misdemeanours only. § 104 and § 106 relate to the violation of requirements for handling of medicinal products
and marketing authorisations, respectively. There is no provision in the MDA regarding violation of requirements
for handling of medical devices and none for counterfeit medical devices, accessories, parts, and materials. There
is no correspondence in internal law with Article 9.1, MEDICRIME Convention.

Further action is needed to fully correspond with Article 9.1, MEDICRIME Convention.
9.2: § 25 and § 25.1 Penal Code corresponds with Article 9.2, MEDICRIME Convention.

11.1.a,b,and c: § 14.(1), Penal Code, corresponds with Article 11.1, a, b, and ¢, MEDICRIME Convention.

11.2: & 13 Penal Code provides for liability for omissions where the legal person was required to act. When
taken in conjunction with § 16(4) Penal Code, which provides for indirect intent where foreseeability of the
consequences of a failure to act occurs, correspond with Article 13.2, MEDICRIME Convention.

11.3: § 14. Penal Code, as regards criminal liability, §& 104 and 106 MPA and §39 MDA, with the exception
of manufacturing, as regards administrative liability, and civil liability, together correspond with Article 11.3.
MEDICRIME Convention.

Further action is needed to fully correspond with Article 11.3, MEDICRIME Convention.

11.4: § 14(2) Penal Code, as regards the liability of the legal person without prejudice to the criminal liability of
the natural persons who committed the act, correspond with Article 11.4, MEDICRIME Convention.
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§ 58 Penal Code provides for aggravating circumstance. This does not correspond with Article 13, a
-f, MEDICRIME Convention. The Courts may interpret the Penal Code to correspond with Article 13,
MEDICRIME Convention. This potentially arises in § 58 (7), which provides an aggravating circumstance
for the commission of the offence in a manner which is dangerous to the public such as to correspond
with Article 13.a, MEDICRIME Convention, or §255 Penal Code, which provides for offences against Public
Security as regards criminal organisations, to correspond with Article 13.e, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision could be found in internal laws corresponding with Article 4.a, MEDICRIME Convention. It is
noted that there are separate definitions of the terms 'medicinal products’ and ‘medical devices.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Section 3, Medicines Act 1987, as amended, except of investigational medicinal products, corresponds with
Article 4.0 MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Section 5, Medicines Act 1987, as amended, corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 5. (c) Medicines Act 1987, as amended, corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Section 1, Medical Device Act 2010, substantially corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Section 5. (6), Medical Devices Act 2010, corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision could be found in internal laws corresponding with Article 4.9, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
No provision could be found in internal laws corresponding with Article 4.h, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision, as regards the manufacturing of medicinal products, medical devices or accessories, could
be found in internal laws corresponding with Article 4.i, MEDICRIME Convention. Section 5. (13), Medical
Device Act 2010, contains the definition of ‘manufacturer’ which specifies the different processes required
for the definition of ‘manufacturing’ of medical devices and accessories.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4. MEDICRIME Convention - Counterfeit
Section 3.a, Medicines Act 1987, as amended, corresponds with Article 4.j, MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention - Victim
No provision, as regards the term ‘victim; could be found in internal laws corresponding with Article 4.k,
MEDICRIME Convention.
Action is needed to fully correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW
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No provision, as regards the manufacturing of counterfeits, could be found in internal laws corresponding with
Article 5, MEDICRIME Convention.

Action is needed to correspond with Article 5, MEDICRIME Convention.

No provision, as regards the supplying, offering to supply, and trafficking in counterfeit medical products could
be found in internal laws corresponding with Article 6, MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.

Section 1, Chapter 33, Criminal Code (CC) provides the offence of ‘forgery’ This corresponds with Article 7,
MEDICRIME Convention.

8.a.ii: Sections 8,17, 17.a, 19, 20. a, and 32, Medicines Act 1987, as amended, corresponds with Article 8.a.i,
MEDICRIME Convention.

8.a.ii: Sections 6, 8, and 9, Medical Device Act, 2010, corresponds with Article 8.a.ii, MEDICRIME Convention.
8.b: There is no correspondence with Article 8.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 8.b, MEDICRIME Convention.

Section 6, Chapter 5, CC 1989, as amended, provides an offence for abetting and requires intentional conduct.
As there is no provision for the criminalisation of offences in internal law corresponding to those contained in
Articles 5-8, MEDICRIME Convention, there is no correspondence with Article 9, MEDICRIME Convention.

Action is needed to correspond with Article 9, MEDICRIME Convention.

Section 2, Chapter 9, CC 1989, as amended, which regulates the liability of legal persons in Finland, does not
cover offences under the Medicines Act. There is no corresponds with Article 11, MEDICRIME Convention.

Action is needed to correspond with Article11, MEDICRIME Convention.

Section 4, CC 1989, provides for the regulation of general principles (515/2003) by which sentence are determined
in just proportion to the harmfulness and dangerousness of the offending, the motives for the acts and other
culpability of the offender manifest in the offence. This potentially applies to Article 13. a-d, MEDICRIME Convention.
Section 5, Chapter 6, CC 1989, as amended, correspond with Article 13. e and f, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product; could be found in internal law corresponding with
Article 4.a, MEDICRIME Convention. It is noted that the terms ‘medicinal product’ and ‘medical device’ are
separately defined.
Action is needed to correspond with Article 4. a, MEDICRIME Convention.
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b. Article 4.b MEDICRIME Convention — Medicinal Product
§ 2 para 1, Medicinal Product Act, 2005, as amended (AMG) does not use the term
‘presentation’ within the meaning of ‘medicinal product;, but the sense of the wording is considered by
the AMG to be the same as that in Article 4.b, MEDICRIME Convention. The term ‘investigational medicinal
product’is not defined in the AMG and is considered to be encompassed in the meaning of ‘medicinal
product’. The AMG provides reference to‘investigational medicinal products’' within its text. § 2 para 1 AMG
is considered to correspond with Article 4.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
§ 4 para 19 AMG corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
§ 2 para 2, Medicines and Drug Manufacturing Ordinance (AMWHYV) corresponds with Article 4.d, MEDICRIME
Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
§3Nr.1,LawonMedicalDevices(MPG)correspondswithArticle4.e, MEDICRIMEConvention.ItisnotedthattheMedical
Device Implementation Law (MPDG) (implementing Regulation (EU) 2017/745) has been adopted in Germany
in 2020 and due to be implemented from May 2021. § 3.1 corresponds with Article 4.e MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention -Accessory
§ 3 Nr. 9 MPG corresponds with Article 4.f, MEDICRIME Convention. It is noted that the Medical Device
Implementation Law (MPDG) (implementing Regulation (EU) 2017/745) has been adopted in Germany in
2020 and due to be implemented from May 2021. § 2 para 1 sentence 2MPDG corresponds with Article 4.f,
MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision, as regards the terms‘parts, and‘materials”, could be found in internal law corresponding with
Article 4.9, MEDICRIME Convention. While § 13 para 2 MPDG refers to counterfeit parts and materials, it
does not define either parts or materials.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
No provision, as regards the term ‘document; could be found in internal law corresponding with Article
4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing

§ 4 para. 14 AMG, as regards medicinal products, corresponds with Article 4.i, MEDICRIME Convention. § 20a
AMG, as regards active substances, does not define the term‘manufacturing, but references its part relating to
the manufacture of medicinal products. Itis considered to correspond with Article 4.i, MEDICRIME Convention.
§3Nr. 15 MPG and § 2 para 1 sentence 2 MPDG do not define the term ‘manufacturing’ as regards medical
devices. Both laws define the term ‘manufacturer’ which encapsulates some of the components of the
definition of the term ‘manufacturing; but excluding parts and materials, and accessories.

Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention as regards medical
devices, parts and materials, and accessories.

j. Article 4,j MEDICRIME Convention - Counterfeit
§ 4 para. 40 AMG and § 4 para 41 AMG, as regards medicinal products and active substances, respectively
correspond with Article 4.j, MEDICRIME Convention.
MPG does not contain a legal definition of the term ‘counterfeit’ (or falsified). § 2 para 1 sentence 2 MPDG
corresponds with Article 4.j, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.j, MEDICRIME Convention.

k. Article 4k MEDICRIME Convention — Victim
No provision, as regards the term ‘victim, could be found in internal law corresponding with Article 4.k,
MEDICRIME Convention.
Action is needed to correspond with Article 4.k MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

§ 8 para 2 AMG, as regards medicinal products and active substances, corresponds with Article 5, MEDICRIME
Convention. MPG, as regards medical devices, does not provide an intentional conduct offence corresponding
with Article 5.1, MEDICRIME Convention. § 13 para 1 MPDG, as regards medical devices, parts, and material, but
not accessories, correspond with Article 5.1, MEDICRIME Convention.

Further action is needed to correspond with Article 5, MEDICRIME Convention.

§ 8 para 2 AMG, as regards medicinal products and active ingredients, and except forimport and export, correspond
with Article. 6, MEDICRIME Convention. There is no offence in MPG that corresponds with Article 6, MEDICRIME
Convention. While § 4 para 2 MPG prohibits the putting into circulation of medical devices, if they are provided
with a misguiding identification, description, or presentation. It is unclear that this refers to counterfeit devices
or to regulatory behaviours not intended to be associated with counterfeiting. § 13 para 1 MPDG corresponds
with Article 6, MEDICRIME Convention.

Further action is needed to correspond fully with Article 6 MEDICRIME Convention.

§ 267 para 1 Criminal Code (StGB), as interpreted from German jurisprudence, does not apply to the falsification
of documentation envisaged by Article 7, MEDICRIME Convention.

Action is needed to correspond with Article 7 MEDICRIME Convention.

8.a.i: § 13 (1), para 1 and 3, as regards manufacturing authorisations, § 52a (1), as regards wholesaling
authorisations, and § 21 (1), as regards marketing authorisations, AMG, as regards medicinal products and
active substances correspond with Article 8, a, i, MEDICRIME Convention.

8.a.ii: §6 para 1 sentence 1 and 2, MPG corresponds with Article 8, a. ii, MEDICRIME Convention. §11, §12 and

§13, MPDQG, the penalties for contravention are provided by §92 and §93 MPDG, correspond with Article 8.a.ii,
MEDICRIME Convention.

8.b: No provision could be found in internal law corresponding with Article 8.b, MEDICRIME Convention.
Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: § 26, and § 27, StGB, as regards abetting and aiding, respectively, correspond with Article 9.1, MEDICRIME
Convention.

9.2: § 23 (1) StGB provides for the criminalisation of attempts for serious offences and only when expressly
stated for less serious offences. No indication is provided in law as to the level of seriousness attaching to
offences in Articles 5-8, MEDICRIME Convention. § 95 para 2 AMG provides for the criminalisation of attempts
as regards medicinal products but does not include all the relevant offences in relation to Articles 5 - 8,
MEDICRIME Convention. Relevant offences are contained in § 96 which does not contain any provision for the
criminalisation of attempts. § 92 MPDG, as regards intentional offences mentioned in this section, correspond
with Article 9.2 MEDICRIME Convention.

Further action is needed to fully correspond with Article 9.2 MEDICRIME Convention.

11.1: § 30 para 1, 2 and 3, Law on Administrative Contraventions (OWiG) corresponds with Article 11.1.a, b
and ¢, MEDICRIME Convention.
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11.2: No provision in OWiG could be found that correspond with Article 11.2, MEDICRIME Convention.
Action is needed to fully correspond with Article 11.2 MEDICRIME Convention.

11.3: § 30 OWIG provides for administrative liability. Liability may also be civil, but not criminal. This corresponds
with Article 11.3, MEDICRIME Convention. It is noted that, while the wording of § 30 provides for the commission
of a criminal offence or an administrative offence, the Constitutional jurisprudence has ruled out the application
of criminal liability for legal persons.

11.4: No provision in OWiG could be found that corresponds with Article 11.4, MEDICRIME Convention.
However, it is a basic principle of German criminal law that corporate liability will not exclude the criminal
liability of any natural person.

§ 46 para 1 and 2 StGB provides the general principles, with an indicative list of aggravating circumstances in
paragraph 2 to support the decision on fixing a penalty by the Courts. This is general Criminal Law that does
not specifically consider criminal offending as regards medical product and also does not exclude it.

13.a: § 95 para 3 AMG corresponds, as regards medicinal products and active substances, with Article 13.a,
MEDICRIME Convention. There is no correspondence in the MPG with Article 13.a, MEDICRIME Convention. §
92 para 5 MPDG corresponds with Article 13.a, MEDICRIME Convention.

13.b: There is no correspondence, as regards AMG, MPG and MPDG, with Article 13. b, MEDICRIME Convention.
It is noted that § 46 para 2, StGB contains a circumstance with regard to the degree of breach of the offender’s
duties, it is not considered to fully correspond with Article 13.b, MEDICRIME Convention.

13.c: There is no correspondence, as regards AMG, MPG and MPDG, with Article 13. ¢, MEDICRIME Convention.
Itis noted that § 46 para 2, StGB contains a circumstance with regard to the degree of breach of the offender’s
duties, it is not considered to fully correspond with Article 13.c, MEDICRIME Convention.

13.d: There is no correspondence, as regards AMG, MPG and MPDG, with Article 13. d, MEDICRIME Convention.

13.e:§ 95 para (3).2, AMG, as regards medicinal products and active substances, corresponds with Article 13. e,
MEDICRIME Convention. § 92 para 5 MPDG corresponds with Article 13. e, MEDICRIME Convention.

13.f: There is no correspondence, as regards AMG, MPG and MPDG, with Article 13.f, MEDICRIME Convention. It
is noted that § 46 para 2, StGB contains a circumstance regarding the offender’s prior history, it is not considered
to fully correspond with Article 13.f, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13. a, b, ¢, d and f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product; could be found in internal law corresponding with
Article 4.a, MEDICRIME Convention.
Action is needed to correspond with Article 4. a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 1. (13) Law of Georgia on Medicines and Pharmaceutical Activities, on the term ‘Pharmaceuticals’
as regards the term ‘medicinal products, does not correspond with Article 4.b, MEDICRIME Convention.
This is because the terms “medicinal product” and ‘investigational medicinal products’are not defined. In
addition, the term ‘pharmaceuticals’in internal law is general and, unlike the provision of the Convention,
does not include specific information as to the purpose and circumstances of their use.
Action is needed to correspond with Article 4. b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention -Active substance
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Article. 1. (42), Law of Georgia on Medicines and Pharmaceutical Activities refers to the ‘pharmaceuticals
substance’ The term ‘substance is general and refers to any substance used in the manufacture of a medicinal
product, does not fully correspond with Article 4.c, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4. c, MEDICRIME Convention.

Article 4.d MEDICRIME Convention — Excipient

No provision, as regards the term ‘excipient, could be found in internal law corresponding with Article 4.d,
MEDICRIME Convention.

Action is needed to correspond with Article 4. d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention — Medical Device

Article 1. (12), Law of Georgia on Medicines and Pharmaceutical Activities uses the term ‘medical goods’
which is a general term encompassing products within the notion of medical devices, as contained in
Article 4.e, MEDICRIME Convention. However, due to the generally of Article 1. (12) it does not sufficiently
correspond with Article 4.e, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.e, MEDICRIME Convention.

Article 4.f MEDICRIME Convention — Accessory

No provision, as regards the term ‘accessory; could be found in internal law corresponding with Article 4.f,
MEDICRIME Convention.

Action is needed to correspond with Article 4. f, MEDICRIME Convention.

Article 4.9 MEDICRIME Convention - Parts and materials

No provision, as regards the term ‘parts’ and ‘materials; could be found in internal law corresponding with
Article 4.e, MEDICRIME Convention.

Action is needed to correspond with Article 4.9, MEDICRIME Convention.

Article 4.h MEDICRIME Convention — Document

No provision, as regards the term ‘document;, could be found in internal law correspondence with Article
4.h, MEDICRIME Convention. Article 1. (4), 1. (7), 1. (51), and 1 (52), Law of Georgia on Medicines and
Pharmaceutical Activities refers to various documents, but not all relevant documents that may be intended
by Article 4.h, MEDICRIME Convention.

Action is needed to correspond with Article 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention — Manufacturing

Article1. (47), Law of Georgia on Medicines and Pharmaceutical Activities, as regards the Manufacturing of a
pharmaceutical product, does not include the manufacturing of a medical device or accessory, or parts and
materials. This general law provision does not adequately correspond with Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

Article 4.j MEDICRIME Convention — Counterfeit

Article 1.(33), Law of Georgia on Medicines and Pharmaceutical Activities, as regards counterfeit pharmaceutical
products, is general in nature. It does not adequately correspond with Article 4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim

Article 3. (22), Criminal Procedure Code of Georgia, provides that a person is considered a victim if it is
established that they have suffered a damage because of a crime (notwithstanding of what the crime
was). While this is general in nature, it sufficiently corresponds with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 197, Criminal Code (CC) of Georgia provides for the general offence of falsification. The generality of
this provision is such that it is considered not to sufficiently correspond with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.
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Article 197, CC provides for the general offence of falsification. The generality of this provision is such that it
does not specify the targeted offending as envisaged by the Convention, such as offering to supply, keeping
in stock, importing, and exporting of counterfeit medical products. It does not sufficiently correspond with
Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Article 362 CC provides for the general offence of making, purchase, storage for sale or use, sale or use of forged
identity cards or other official documents. This provision is considered too general to sufficiently correspond
with the intent of Article 7, MEDICRIME Convention.

Further action is needed to fully correspond with Article 7, MEDICRIME Convention.

8.a.i, ii: Article 246 CC provides for a criminal offence for an Illegal medical or pharmaceutical practice that results
in health damage. While this offence addresses the actual resulting impact of illegal medical and pharmaceutical
products, it does not encompass the intent of Article 8.a, MEDICRIME Convention.

Action is needed to correspond with Article 8.a.i and ii, MEDICRIME Convention.
8.b: No provision could be found to correspond with Article 8.b, MEDCRIME Convention.
Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: Article 24 (1, 2, 3) and 25 (3) CC, as regards aiding and abetting, does not envisage the criminalising intended
by and is does not sufficiently correspond with Article 9.1, MEDICRIME Convention.

9.2: Article 19 (1, 2) CC, as regards attempt, does not envisage the criminalising intended by and is does not
sufficiently correspond with Article 9.2, MEDICRIME Convention.

Action is needed to correspond with Article 9.1 and 9.2, MEDICRIME Convention.

11.1.a, b, ¢ Article 107(2) and (3) CC provides for the criminal liability for legal entities only if the relevant article
of the CC determines the liability of a legal entity. The application of these provisions only applies to the forging
of documents, but not otherwise. There is insufficient correspondence with Article 11.1. a, b, and ¢, MEDICRIME
Convention.

Further action is needed to fully correspond with Article 11.1. a, b, and ¢, MEDICRIME Convention.

11.2: Article 107(4) CC provides for the criminal liability for legal entities only if the relevant article of the
CC determines the liability of a legal entity. The application of these provisions only applies to the forging of
documents, but not otherwise. There is insufficient correspondence with Article 11.2, MEDICRIME Convention.

Further action is needed to fully correspond with Article 11.2, MEDICRIME Convention.
11.3: The general laws correspond with Article 11.3, MEDICRIME Convention.
11.4: The general laws correspond with Article 11.4, MEDICRIME Convention.

Article 17,197(3) and (4), and Article 246(2), CC are not completely in compliance with the corresponding provision
of the MEDICRIME Convention, as it does not cover all aggravating circumstances envisaged by the Convention,
which should entail a more severe liability for committing the crime under specific circumstances. In particular:
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b) the offence was committed by persons abusing the confidence placed in them in their capacity as professionals.

¢) the offence was committed by persons abusing the confidence placed in them as manufacturers as well as
suppliers.

d) the offences of supplying and offering to supply were committed having resort to means of large-scale
distribution, such as information systems, including the Internet.

e) the offence was committed in the framework of a criminal organization.

The circumstances outlined above are the aggravating circumstances for other crimes envisaged by the Criminal
Code and not the ones that would be relevant for achieving the objective of the Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product; could be found in internal law corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions for the terms ‘medicinal
products’ and ‘medical device’.
Action is needed to correspond with Article 4. a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Ministerial Decision 32221/2013 - published in ®EK B/ 2485 / 3-10-2013, Article 2. 1, as regards medicinal
products for human use, corresponds with Article 4.b, MEDICRIME Convention. No provision for a definition,
as regards medicinal products for veterinary use or for investigational medicinal products, could found in
internal law corresponding with Article 4.b, MEDICRIME Convention.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Ministerial Decision 32221/2013 - published in OEK B’/ 2485 / 3-10-2013, Article 2. 2, as regards the
term ‘active substance’ corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Ministerial Decision 32221/2013 - published in OEK B‘/ 2485 / 3-10-2013, Article 2.4, as regards the term
‘excipient; substantially corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device

Ministerial Decision 130648/2009 published in ®EK 2198/B/2-10-2009), Article 2.1, as regards the term
‘medical device] corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Ministerial Decision 130648/2009 published in OEK 2198/B/2-10-2009), Article 2.1, as regards the term
‘accessory, corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision in internal law, as regards the term ‘manufacturing’ could be found corresponding to Article
4.i, MEDICRIME Convention. It is noted that the term ‘manufacturer’in relation to medical devices can be
found defined in Ministerial Decision 130648/2009 published in ®EK 2198/B/2-10-2009), Article 2.1,
and while this describes some of the functions intended by Article 4.1, MEDICRIME Convention, it does
not correspond with it.
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Action is needed to correspond with Article 4.i MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Ministerial Decision 32221/2013 - published in ®EK B/ 2485 / 3-10-2013, Part 1,
Article 36, as regards the term ‘counterfeit; as regards medicinal products for human
use, corresponds, with Article 4.j, MEDICRIME Convention. Law 721/1977 on the
approval of the circulation and control of veterinary medicinal products partially corresponds with Article
4.j, MEDICRIME Convention. No provision in internal law, as regards medical devices, could be found
corresponding with Article 4.j, MEDICRIME Convention.
Further action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 55.i, Law 4478/2017, published in ®EK 91/A/23-6-2017, as regards the term ‘victim’is provided in
relation to the implementation of the Council of Europe Convention on Laundering, Search, Seizure and
Confiscation of the Proceeds from Crime and on the Financing of Terrorism (Warsaw Convention, CETS
198, 2005). It is unclear whether, in internal law, this provision is applicable outside of Law 4487/2017.
No specific provision in internal law can be found to correspond with Article 4.k, MEDICRIME Convention.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

5.1: Ministerial Decision 32221/2013, published in OEK B'/ 2485 / 3-10-2013, Art. 175. 3, provides for administrative
fines to produce counterfeit medicines. This does not correspond with Article 5.1, MEDICRIME Convention.

5.2: Article 19.9, Legislative Decree 96/1973 relates to pharmaceutical products that are adulterated, but not
the act of adulterating the product. As this provision is related to the finding on inspection of adulterated
pharmaceutical products and those not in compliance with approved composition, it is unclear whether the
provision is intended as a licensing provision, an administrative law matter, or as a criminal offence.

Action is required to correspond with Article 5.1 and 5.2, MEDICRIME Convention.

Article 19, 89, Legislative Decree 96/1973, as regards pharmaceutical products, prohibits the distribution or
holding such products with the intention of selling them. Ministerial Decision 32221/2013, published in ®EK
B/ 2485 / 3-10-2013, Art. 175. 3, provides for administrative fines to distribute, broker, import and export of
counterfeit medicines.

Clarification is required on the status of this offence as regards the intentional conduct required by the MEDICRIME
Convention.

No provision in internal law applicable to medical devices can be found to correspond with Article 6, MEDICRIME
Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Article 216.1, Penal Code is a general criminal law offence that is not specific to the type of documents contemplated
by Article 7, MEDICRIME Convention. It is sufficient to correspond with Article 7.

8.a.i: Ministerial Decision 32221/2013, published in ®EK B ‘/ 2485 / 3-10-2013, Article 175.3, provides for
administrative fines for non-compliances set out in the Ministerial Decision on the production, distribution,
import and export active substances and excipients. No provision can be found in internal law, as regards
medicinal products for human use or medicinal products for veterinary use, to correspond with Article 8.a.ii,
MEDICRIME Convention.
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8.a.ii: No provision in internal law, as regards medical devices, could be found corresponding with Article 8.a.ii,
MEDICRIME Convention.

8.b: No provision in internal law, as regards medical devices, could be found corresponding with Article 8.b,
MEDICRIME Convention.

Articles 45 and 46, Penal Code, as regards aiding and abetting, correspond with Article 9, MEDICRIME Convention.

No provision in internal law could be found corresponding with Article 11, MEDICRIME Convention. In Greece, the
legal person acts only through their representatives and cannot be on their own be subject to the criminal law.

Action is needed to correspond with Article 11, MEDICRIME Convention.

Law 5607/1932, and Article 19.9, Legislative Decree 97/1973, both regarding recidivist offending behaviours
involving pharmaceutical offences but other medical products, may partially correspond with Article 13.f,
MEDICRIME Convention.

Internal law does not correspond with article 13, MEDICRIME Convention.

Further action is needed to correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
Article 1.a, Loi L/2018/024/AN, 2018, on medicines, health products and the practice of the profession of
pharmacy, provides for the meaning of the term “produit de santé” (health product) and it is insufficient to
fully correspond with Article 4.a, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 1. b, Law L/2018/024/AN,2018, as regards the term‘medicinal product; but excluding investigational
medical products, substantially corresponds with Article 4.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention -Active substance
Article 1. t, Law L/2018/024/AN 2018, as regards the term ‘active substance; corresponds with Article 4.c
MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 1.u, Law L/2018/024/AN 2018, as regards the term ‘excipient’ corresponds with Article 4.d, MEDICRIME
Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Article 1. p, Law L/2018/024/AN 2018, as regards the term ‘medical device, corresponds with Article 4.e
MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 1.v, Law L/2018/024/AN 2018, as regards the term‘accessory; corresponds with Article 4.f MEDICRIME
Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
Article 1. w, Law L/2018/024/AN 2018, as regards the terms ‘parts’ and ‘materials; corresponds with Article
4.g MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
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Article 1.y, Law L/2018/024/AN 2018, as regards the term ‘document; corresponds with 4.h MEDICRIME
Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Article 1. x, Law L/2018/024/AN 2018, as regards the term ‘manufacturing, corresponds with 4.i MEDICRIME
Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Article 35 Law L/2018/024/AN 2018, as regards the term ‘counterfeit, corresponds with 4.j MEDICRIME
Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision in internal law, as regards the term‘victim; corresponds with Article 4.k, MEDICRIME Convention.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 35 in conjunction with Article 169, Law L/2018/024/AN 2018, and Article 880 Criminal Code (L/2016/59/
AN), do not sufficiently correspond with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5 MEDICRIME Convention.

Article 170 Law L/2018/024/AN 2018, and Article 880 Criminal Code do not sufficiently correspond with Article
6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6 MEDICRIME Convention.

Art. 585 Criminal Code corresponds with Article 7 MEDICRIME Convention.

8.a.i.ii: Article 177, Law L/2018/024/AN 2018, in conjunction with Article 75 and following ones, do not sufficiently
correspond with Article 8.a.i and ii, MEDICRIME Convention.

Further action is needed to fully correspond with Article 8.a. MEDICRIME Convention.
8.b: No provision in internal law can be found to correspond with Article 8.b, MEDICRIME Convention.

Further action is needed to correspond fully with Article 8.a and b, MEDICRIME Convention.

9.1: Article 173, Law L/2018/024/AN 2018, and Articles 19 and 20, Criminal Code, correspond with Article 9.1
MEDICRIME Convention.

9.2: Article 172, Law L/2018/024/AN 2018, and Article 18 Criminal Code, correspond with Article 9.2 MEDICRIME
Convention (see also art. 18 Criminal Code).

11.1.a, b, c: Article 16, Criminal Code corresponds with Article 11.1. a, b, ¢, MEDICRIME Convention

11.2: No provision in internal law could be found to correspond with Article 11.2, MEDICRIME Convention.
Action is needed to correspond with Article 11.2, MEDICRIME Convention.

11.3: Article 16, Criminal Code corresponds with Article 11.3, MEDICRIME Convention.

11.4: Article 16, Criminal Code corresponds with article 11.4, MEDICRIME Convention.
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13.e: Article 161, Criminal Code, corresponds with Article 13.e, MEDICRIME Convention.
13.f: Article 99, Criminal Code, corresponds with Article 13.f, MEDICRIME Convention.
No provision in internal law could be found corresponding with Articles 13, a, b, cand d MEDICRIME Convention.

Further action is needed to correspond with Articles 13, a, b, c and d MEDICRIME Convention.

a  Article 4.a MEDICRIME Convention - Medical Product
No provision, as regards the term ‘medical product; could be found in internal law corresponding with
Article 4.a, MEDICRIME Convention. It is noted that the terms ‘medicinal product’and ‘medical device'are
separately defined.
Action is needed to correspond with Article 4.a MEDICRIME Convention.

b. Article 4.0 MEDICRIME Convention — Medicinal Product
Article 3(3), Medicinal Products Act, 2020, corresponds with Article 4.b, MEDICRIME Convention. The term
‘investigational medicinal products’is not defined and is considered to be encompassed in the meaning
of ‘medicinal product.

c. Article 4.c MEDICRIME Convention -Active substance
Article 3(22) Medicinal Products Act, 2020, corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 3(5), Medicinal Products Act, 2020, corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 3(1), Act on Medical Devices, 2001, as amended, corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 2(2), Regulation on Medical Devices, 2010, corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision, as regards the terms ‘parts’ ‘materials”, could be found in internal law corresponding with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision, as regards the term ‘document, could be found in internal law corresponding with Article
4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Article 3(2), Medicinal Products Act, 2020, as regards medicinal products, but not active substances and
excipients, corresponds with Article 4.i, MEDICRIME Convention.
There is no legal definition of the term‘manufacturing’as regards medical devices. The term ‘manufacturer’
is defined in §3.2, Act on Medical Devices Act, 2001, and this incorporates, as regards medical devices,
part of the definition in Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Article 3. (3), Medicinal Products Act, 2020, corresponds with Article 4, j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention — Victim
No provision, as regards the term ‘victim] could be found in internal law corresponding with Article 4.k,
MEDICRIME Convention.
Action is needed to correspond with Article 4.k MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision could be found in internal law that corresponds with Article 5, MEDICRIME Convention.

Action is needed to correspond with Article 5 MEDICRIME Convention.

No provision could be found in internal law that corresponds with Article 6, MEDICRIME Convention. It is noted
that Article 173, Criminal Code (CC) 1940, as amended, penalises anyone who offers for sale or involved in the
distribution of medicinal products knowing that those products do not possess the required properties and
that their use could endanger human life and health. While this provision could potentially address some of
the behaviours intended by Article 6, MEDICRIME Convention, it does not address, either directly or indirectly
all of them.

Further action is needed to fully correspond with Article 6 MEDICRIME Convention.

Articles 155-159, Criminal Code, 1940, as amended, correspond with Article 7, MEDICRIME Convention.

8.a.i: Article 100. a, d, e, g, and Article 103. ¢, h and f, Medicinal Products Act, correspond with Article 8.a.i,
MEDICRIME Convention.

8.a.ii: The Act on Medical Devices does not correspond with Article 8, a, ii, MEDICRIME Convention.

8.b: Section 157, CC, 1940, as amended, prohibits the use of a document for a different purpose than intended.
This is a general criminal law provision which does not specifically focus on documentation intended for medical
purposes but does not exclude its applicability. Section 157 corresponds with Article 8. MEDICRIME Convention.
No provision in the Medicinal Product Act or the Act on Medical Devices can be found corresponding with
Article 8.b, MEDICRIME Convention.

Action is needed to fully correspond with Article 8, a. ii, and 8.b, MEDICRIME Convention.

Article, 104, Medicinal Product Act, as regards attempts and acting as an accessory, corresponds with Article 9.1
and 9.2, MEDICRIME Convention. Articles 20 and 22, CC, 1940, as amended, as regards attempts and aiding and
abetting, respectively, correspond with Article 9, MEDICRIME Convention.

11.1. a, b, c; Articles 19.c, CC, as amended, while not being specific on the conditions in 11.1, a, b, and ¢,
corresponds with Article 11.1, MEDICRIME Convention.

11.2: Article 19, CC corresponds with Article 11.2, MEDICRIME Convention.

11.3: Article 92 and 93, Medicinal Products Act, as regards administrative and civil liability, respectively, and
Article 19. d, CC, as regards criminal liability, correspond with Article 11.3, MEDICRIME Convention.

11.4: Article 103, Medicinal Products Act, as regards medicinal products, and Article 19. ¢, and d, correspond
with Article 11.4, MEDICRIME Convention.
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13. a-d: No provision in the Criminal Code, the Medicinal Products Act and the Act on Medical Devices could
be found to correspond with Article 13, a, b, ¢, and d, MEDICRIME Convention.

13.e: Article 175.a, CC corresponds with Article 13.e, MEDICRIME Convention.
13.f: Article 71, CC corresponds with Article 13.f, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13 a — d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product’ could be found in internal law corresponding to Article
4.a, MEDICRIME Convention. It is noted that there are separate definitions of the terms‘medicinal product’
and ‘medical device'
Action is needed to correspond with Article 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Section 1(1) of the Irish Medicines Board Act 1995, as amended by section 10(c) of the Irish Medicines
Board (Miscellaneous Provisions) Act 2006 refers to Directive 2001/83/EU, as amended, on the definition
of medicinal products, and Article 3 of the Medicinal Products (Control of Manufacture) Regulations 2007,
together and separately correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Article 3 (1) of the Medicinal Products (Control of Manufacture) Regulations 2007 (S.l. 539 of 2007) corresponds
with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Medicinal Products (Control of Manufacture) Regulations, 2007, S.I. 539 of 2007 corresponds with Article
4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Section 1(1) of the Irish Medicines Board Act 1995, as amended by section 10(c) of the Irish Medicines Board
(Miscellaneous Provisions) Act 2006 refers to the EU Directives on the definition of medical devices - Directive
2007/47/EU (amending directive 93/42/EU regarding medical devices). The definition has been implemented
in Irish legislation in Regulation 5 (ii), European Communities (Medical Devices) (Amendment) Regulations
2009 (S.I. No. 110/2009) and corresponds with Article 4.e, MEDICRIME Convention.
Article 4.f MEDICRIME Convention — Accessory

f.  European Communities (Medical Devices) Regulations, 1994 (S.I. No. 252/1994) corresponds with Article
4.f, MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision, as regards the terms ‘parts’ and ‘materials’ could be found in internal law corresponding to
Article 4.a, MEDICRIME Convention.
Further action is needed to correspond with Article 4.9, MEDICRIME Convention.

h. Article 4. MEDICRIME Convention — Document
Sections 2 and 24, Criminal Justice (Theft and Fraud Offences) Act 2001, and Section 32A, Irish Medicines
Board Acts 1995 and 2006, both correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Regulation 3, Medicinal Products (Control of Manufacture) Regulations 2007 (S.I. 539 of 2009), as regards
medicinal products for human use, Section 1, Animal Remedies Act 1993, as regards medicinal products
for veterinary use, and Regulation 2, European Communities (Medical Devices) Regulations, 1994 (S.l. No.
252/1994), as regards medical devices, but not accessories, correspond with Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
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Regulation 3, Medicinal Products (Control of Manufacture) Regulations, 2007, as amended by Medicinal
Products (Control of Manufacture) (Amendment) Regulations 2013 (S.l. 163 of 2013), excluding medical
devices, corresponds with Article 4.j, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention — Victim
Section 2. (1), Criminal Justice (Victims of Crime) Act 2017 corresponds with Article 4.k, MEDICRIME
Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Regulation 14B. (1) and 14.C, Medicinal Products (Control of Manufacture) Regulations, 2007, (S.l. 539 of 2007),
as amended by Medicinal Products Control of Manufacture) (Amendment) Regulations 2013 (S.I. 163 of 3013), as
regards medicinal products and active substances, respectively, correspond with Article 5, MEDICRIME Convention.
There is no existing provision in law for falsified/counterfeit medical devices, accessories, and parts and material.
A new law, yet to be enacted, is scheduled for implementation from May 2021 to include the falsification of
medical devices, accessories and parts and materials.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Regulation 14.B. Medicinal Products (Control of Wholesale Distribution) Regulations, 2007 (S.l. 538 of 2007), as
amended by Regulation 6, Medicinal Products (Control of Wholesale Distribution) (Amendment) Regulations
2013 (S.1.164 of 2013), as regards medicinal products, corresponds with Article 6, MEDICRIME Convention. There
is no existing provision in law for falsified/counterfeit medical devices, accessories, and parts and material. A new
law, yet to be enacted, is scheduled for implementation from May 2021 to include the falsification of medical
devices, accessories and parts and materials.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Articles 25, 26, 27,28, 29 and 30, Criminal Justice (Theft and Fraud Offences) Act 2001 correspond with Article
7, MEDICRIME Convention.

8.a.i. ii, iii: Regulation 4, Medicinal Products (Control of Manufacture) Regulations, 2007 (S.l. 539 of 2007),
Regulation 5, Medicinal Products (Control of Wholesale Distribution) Regulations 2007 (S.I. 538 of 2007),
Regulation 6, Medicinal Products (Control of Placing on the Market) Regulations 2007 (S.I. 540 of 2007), as
regards medicinal products for human use, European Communities (Animal Remedies) (No. 2) Regulations 2007
( S.I. No. 786/2007), as regards medicinal products for veterinary use, and European Communities (Medical
Devices) Regulations, 1994 (S.I. No. 252/1994), as regards medical devices, corresponds with Article 8.a.i, and
ii, MEDICRIME Convention.

8.b: No provision in internal law can be found corresponding to Article 8.b.

Further action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: Section 22 of the Petty Sessions Ireland Act 1851 and Section 7 of the Criminal Law Act 1997, as regards
aiding and abetting, corresponds with Article 9.1, MEDICRIME Convention.

9.2: Save where provided by a particular statute, any attempt to commit an indictable (serious) offence is capable
of being prosecuted as being contrary to the Irish common law and corresponds with Article 9.2, MEDICRIME
Convention.
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Section 33, Irish Medicines Board Acts 1995 and 2006, correspond with Articles 11.1, 11.2, 11.3 and 11.4
MEDICRIME Conventions.

Aggravating and mitigating factors are not part of the substantive criminal law and remain within judicial
discretion which is guided by sentencing rules, principles and policies that must be applied.

Action is needed to correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product’ could be found in internal law corresponding to Article
4.a, MEDICRIME Convention. It is noted that there are separate definitions of the terms‘medicinal product’
and ‘medical device'
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 1.1.3, Legislative Decree No. 219 of 24 April 2006 on the implementation of Directive 2001/83/EC
(Medicine Code), as regards medicinal products for human use, corresponds with Article 4.b, MEDICRIME
Convention.

c.  Article 4.c MEDICRIME Convention -Active substance
Article 1. 1. b-bis), Legislative Decree 219/2006, and Article 1. x) Legislative Decree
193/2006 correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 1.1.b, b-ter) Legislative Decree 219/2006 substantially corresponds with Article 4.d, MEDICRIME
Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Article 1. 2. a), Legislative Decree 1997 corresponds with Article 4.e, MEDICRIME Convention. This provision
will be repealed by Regulation 2017/745/EU with effect from 26 May 2021 when the new definition of
medical device will be implemented.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 1. 2. b), Legislative Decree 1997, corresponds with Article 4.f, MEDICRIME Convention. This provision
will be repealed by Regulation 2017/745/EU with effect from 26 May 2021 when the new definition of
medical device will be implemented.

g. Article 4.g MEDICRIME Convention — Parts and materials
The terms “parts” and “materials” as defined by the internal legislation correspond substantially to the
definition established in the MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
The term “document” as defined by the internal legislation corresponds substantially to the definition
established in the MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
The term “manufacturing”as defined by the internal legislation corresponds substantially to the definition
established in the MEDICRIME Convention.

j. Article 4j MEDICRIME Convention - Counterfeit
Article 1.1.nn-bis), Legislative Decree 1997
The term “counterfeit” as defined by the internal legislation corresponds substantially to the definition
established in the MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention —Victim
The term“victim”as defined by the internal legislation corresponds substantially to the definition established
in the MEDICRIME Convention.
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CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 441 Penal Code provides for the offence of adulteration and counterfeiting of products that are detrimental
to public health. While not specified, this encompasses these acts in relation to medical products. An offence under
this provision includes the required element of proving the detrimental effect on public health and falsification.
Article 147,7-bis, Legislative Decree 219/2006 punishes the manufacturing of a falsified medicine. This offence does
not require an element of endangerment, suffice that it is intentionally falsified. Article 5, MEDICRIME Convention
requires that the act of manufacturing a falsified medical product constitutes the offence. While endangerment
is not a required element of the offence, Article 13.a provides an aggravating circumstance for such.

While Article 441 Penal Code could be useful in prosecuting the counterfeiting of medical products, it cannot
be used where endangerment cannot be proven. The Legislative Decree relates to medicinal products and not
medical devices.

Further action is required to fully correspond with Article 5, MEDICRIME Convention.

Article 442, Penal Code provides for, in relation to adulterated and counterfeited products, the keeping for trade,
places on the market for supply, or distributes. This offence requires the elements of endangerment of public
health and falsification of the product, which is not specific to medical products. Article 147, 7-bis, Legislative
Decree 219/2006 provides for the offence of distributing, importing, exporting, brokering, trading and selling
by distance sales to the public, of falsified medicinal products. There is no similar provision in relation to medical
devices. The element of endangerment to public health is not required in this offence.

Article 6, MEDICRIME Convention requires, in relation to a falsified medical product, a range of acts which Article
147,7-bis to constitutes the offence. While endangerment is not a required element of the offence, Article 13.a
provides an aggravating circumstance for such.

While Article 442 Penal Code could be useful in prosecuting the counterfeiting of medical products, it cannot
be used where endangerment cannot be proven. The Legislative Decree relates to medicinal products and not
medical devices.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

No provision in internal law corresponds with Article 7, MEDICRIME Convention.
Action is needed to correspond with Article 7, MEDICRIME Convention.

8.a.i: Articles 147 and 148 Legislative Decree 219/2006, as regards medicinal products for human use, and Art.
108 Legislative Decree n° 193/2006, as regards medicinal products for animal use, correspond with Article 8.a.i,
MEDICRIME Convention.

8.a.ii: Articles 4 and 5, Legislative Decree, 46/1997, as regards medical devices, correspond with Article 8.a.ii,
MEDICRIME Convention.

8.b: No provision in internal law can be found to correspond with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: Article 110, Penal Code, as regards aiding and abetting, corresponds with Article 9.1 MEDICRIME Convention.
9.2: Article 56, Penal Code, as regards attempt, corresponds with Article 9 MEDICRIME Convention.
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For the offences referred to in Articles 440 and 442 the configurability of the attempt is controversial, having
committed a crime of danger, and therefore there would be an excessive anticipation of the threshold of
punishment.

11.1. a, b, ¢ Legislative Decree No 231/2001, as general corporate liability offences, corresponds with Article
11, a, b and ¢, MEDICRIME Convention. These offences are not specific to those contained in the MEDICRIME
Convention established measures to ensure that legal persons can be held liable for certain crimes, when they
are committed to their advantage by any natural person, acting individually or as a part of an organ of the legal
person, who has a leading position within it based on: (a) representation of the legal entity; (b) the authority to
take decisions on behalf of the legal entity; (c) the authority to exercise control within the legal entity. The outline
of the procedure provided for in the MEDICRIME Convention is that governed by Legislative Decree 231/2001;
however, currently, the conduct contained in the Convention is not provided for by general law. New provisions
should therefore be introduced when the MEDICRIME Convention is ratified, providing for the criminal and/or
administrative liability of legal persons, including for offences of infringement of medicinal products introduced
by the Convention.

11.2: Article 5 paragraph.1 b) and article 7 Legislative Decree 231/2001 corresponds with Article 11.2, MEDICRIME
Convention

11.3: Subject to the legal principles of the domestic criminal code and of the Legislative decree 231/01, the
liability of a legal person may be civil or administrative and correspond with Article 11.3, MEDICRIME Convention.

11.4. Article 40, Penal Code corresponds with Article 11.4, MEDICRIME Convention.

13.a: No provision in internal law could be found to correspond with Article 13.a, MEDICRIME Convention.
13.b: Article 61.11), Penal Code corresponds with Article 13.b, MEDICRIME Convention.
13.c: Article 61. 11), Penal Code corresponds with article 13.c, MEDICRIME Convention.

13.d: Article 112-quarter, 1 and 2, Legislative Decree 219/2006 provide for an offence encompassing elements
of supplying having resort to means of remote sales of medicinal products, the penalty for which is prescribed
by Article 112-ter Legislative decree 219/2006. Notwithstanding that this could be used in prosecution relating
to this type of offence, it does not include all medical products. No aggravating circumstances could be found
in internal law corresponding to Article 13.d, MEDICRIME Convention.

13.e: Article 416, Penal Code refers to criminal associations but not fully corresponds to Article 13.e, MEDICRIME
Convention

13.f: Article 99, Penal Code corresponds with Article 13.f, MEDICRIME Convention.
Further action is needed to correspond with Article 13.a and f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
The Law for Ensuring Quality, Efficacy, and Safety of Drugs and Medical Devices (commonly-called the
Pharmaceutical and Medical Device Act) (SQESPM) does not correspond with Article 4.a, MEDICRIME
Convention.
Action is needed for the internal law to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 2(2), SQESPM, corresponds partially with Article 4.b, MEDICRIME Convention, except for the
presentation criterion at Article 4.b.i, and as regards investigational medicinal products at Article 4.b.iii,
MEDICRIME Convention.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention.
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C.  Article 4.c MEDICRIME Convention -Active substance
Article 3.1.(2) and (3), SQESPM, partially corresponds with the intent of Article 4.c, MEDICRIME Convention
and is not separately or individually defined.
Further action is needed to correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
No provision in internal law could be found to correspond with Article 4.d, MEDICRIME Convention.
Action is needed to correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 2. (4), SQESPM is similar in intent, though not in word, and corresponds with Article 4.e, MEDICRIME
Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision in internal law could be found to correspond with Article 4.f, MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.
Action is needed to correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
Articles 50, 51, and 52 SQESPM specify information on labelling requirements. However, this is insufficient
and does not correspond with the intent or wording in Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention - Manufacturing
No provision in internal law could be found to correspond with Article 4.i, MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4j MEDICRIME Convention — Counterfeit
No provision in internal law could be found to correspond with Article 4., MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k.  Article 4.k MEDICRIME Convention - Victim
Article 2 (1) and (2), Basic Act on Crime Victims 2004, is a general law provision and not specific to medical
products. It sufficiently corresponds with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Articles 55(2) and 64, SQESPM, except for active substances, excipients, accessories, parts and materials, correspond
with Article 5, MEDICRIME Convention. It is noted that adulteration is considered as part of the manufacturing
process.

Further action is needed to fully correspond with Article ,5 MEDICRIME Convention.

Articles 55(2) and 64, SQESPM, except for the acts of offering and export, and all activities in relation to active
substances, excipients, accessories, parts, and materials, correspond with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Article 159, Penal Code 1907, is a general Criminal Law provision and not specific to medical products. This
corresponds with the intent of Article 7, MEDICRIME Convention.
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8.a.i.ii: Article 12(1), 13(1) and 14(1) SQESPM, as regards pharmaceutical medicinal products, and Articles 23-2
(1),23-2(1), 23-2-3 (1), 23-2-4(1), and 23-2-5 (1) SQESPM, as regards medical devices, for which the penalties are
prescribed by Articles 84 and 86 SQESPM, correspond with Article 8.a.i and ii, MEDICRIME Convention.

8.b: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: Articles 61 and 62 Penal Code corresponds with Article 9.1, MEDICRIME Convention.

9.2: Article 44, Penal Code, criminalises attempt, but limited to when punishable in a prohibition, and which
includes fraudulent acts where a person obtains, or causes another to obtain an illegal profit by the means
described. This may also include computer crimes.

The provisions of the Penal Code, the Customs Code 1954, Act on Punishment of Organized Crimes and Control
of Proceeds of Crimes 1999, and SQESPM, individually and in combination, are insufficient to fully correspond
with Article 9.2, MEDICRIME Convention.

Further action is needed to fully correspond with Article 9.2, MEDICRIME Convention.

11.1.a, b, c: Articles 75 and 90, SQESPM, correspond with Article 11.1, a, b, and ¢, MEDICRIME Convention.

11.2: Article 715 (1) and (2), Civil Code, as regards the lack of supervision or control by The natural person
referred to in 11.1, has made possible the commission of an offence established under and corresponds with
Article 11.2, MEDICRIME Convention.

11.3: Article 90, SQESPM, and Article 715, Civil Code, as regards criminal and Administrative liability, correspond
with Article 11.3, MEDICRIME Convention.

11.4: Article 90, SQESPM, corresponds with Article 11.4, MEDICRIME Convention.

13.a: Articles 204, 205, 209, and 210, Penal Code, in combination, is sufficient to correspond with the intent of
Article 13.a, MEDICRIME Convention.

13.b: Laws relating to healthcare practitioners provide for aggravating factors in relation to professional sanctions
where they have committed a crime or wrongful act related to pharmaceutical affairs or medicine. These potentially
may also relate to criminal acts as described under the MEDICRIME Convention. No other professionals are included
in aggravating circumstance. Neither SQESPM nor the Penal Code have any provisions that fall within Article
13.b, MEDICRIME Convention. There is insufficient correspondence with Article 13b, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.b, MEDICRIME Convention.

13.c: Article 75. (1) SQESPM provides for the rescinding of authorisations where there have been abuses
of authorisations, including by manufacturers and suppliers. This does not include the offences relating to
counterfeiting of medical products and is insufficient to correspond with Article 13.c, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.a, MEDICRIME Convention.

13.d: While Article 6, Act on Regulation of Transmission of Specified Electronic Mail, prohibits sending advertisement
by email where the sender’s details are falsified, this potentially could be used in prosecutions regarding offences
in Articles 5, 6, 7 and 8 MEDICRIME Convention, However, this provision, while it could support a prosecution
of offences contemplated by the Convention, is not intended for such offences, but for the regulation of
advertisements by email. It is not an aggravating circumstance intended by Article 13, d, MEDICRIME Convention.

Articles 12 and 15, Act on Specified Commercial Transactions, 1976, could potentially be used in prosecutions
in relation to medical products involved in offending described in Article 5, 6, 7 and 8, MEDICRIME Convention.
However, they are more correctly intended To regulate commercial activity, not as aggravating circumstances
intended by Article 13.d, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.d, MEDICRIME Convention.
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13.e: The SQESPM, Penal Code or the Act on Punishment of Organized Crimes and Control of Proceeds of Crime, as
regards aggravating circumstances where the offence was committed in the framework of a criminal organisation,
in so far as they do not already form part of the constituent elements of the offence, do not correspond with
Article 13.e, MEDICRIME Convention.

Further action is required to fully correspond with Article 13¢, MEDICRIME Convention.
13.f: Articles 57 and 59, Penal Code correspond with Article 13.f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision, as regards the term ‘medical product), could be found in internal law which corresponds with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of the terms ‘medicinal
product’ and ‘medical device',
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Section 1.17, Pharmaceutical Law, except for investigational medicinal products, corresponds with Article
4. b, MEDICRIME Convention.
Further action is required to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Section 1.16, Pharmaceutical Law, corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Section 12?Pharmaceutical Law, substantially corresponds with Article 4.d, MEDCIRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 21, Medical Treatment Law, substantially corresponds with Article 2.e, MEDICRIME Convention.
Further action is needed to fully align with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Paragraph 2.13, Procedures for registration, conformity assessment, distribution, operation, and technical
supervision of medical devices, (Regulation 689), corresponds with Article 4.f, Medical Devices

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision in internal law, as regards the terms ‘parts’and ‘materials) could be found which corresponds
with Article 4.9, MEDICRIME Convention.
Action is required to correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law, as regards the terms ‘documents;, could be found which corresponds with
Article 4.h, MEDICRIME Convention.
Action is required to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Section 1.21, Pharmaceutical Law, as regards the manufacturing of medicinal products, mentions some of
the activities in the manufacturing process, and does not sufficiently correspond with Article 4.i, MEDICRIME
Convention. Paragraph 34, Procedures for registration, conformity assessment, distribution, operation,
and technical supervision of medical devices, (Regulation 689), as regards the manufacturing of medical
devices, does not adequately correspond with Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Section 1. 16" Pharmaceutical Law, as regards medicinal products, except for medical devices, corresponds
with Article 4.j, MEDICRIME Convention.
Further action is needed to fully correspond, as regards medical devices, with Article 4. J, MEDICRIME
Convention.
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k. Article 4.k MEDICRIME Convention — Victim
No offence in internal law, as regards the term ‘victim’ can be found which corresponds with Article 4.k,
MEDICRIME Convention. While the definition of the term ‘victim’ can be found in Section 43, Law on
Administrative Liability, this is not a definition applicable in the criminal law.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law, as regards the intentional manufacturing of a counterfeit medical products, active
substances, excipients, parts, materials, and accessories, can be found which corresponds with Article 5, MEDICRIME
Convention. Section 92 and 97(2), Pharmaceutical Law provides for fines in cases of the manufacturing or
preparation of falsified medical products and active substance for human use and veterinary use, Respectively.
Paragraph 68.10, Procedures for the Licensing of Pharmaceutical Activity (Regulation 800 of 2011), provides
for the revocation of licences from manufacturers, and importers of falsified medicinal products for human
and veterinary use, falsified investigational medicinal products and falsified active substances. None of these
administrative provisions correspond with Article 5 MEDICRIME Convention.

Action is required to fully correspond with Article 5, MEDICRIME Convention.

No provision in internal law, as regards the intentional supplying or the offering to supply, including brokering,
the trafficking, including keeping in stock, importing, and exporting of a counterfeit medical products, active
substances, excipients, parts, materials, and accessories, can be found which correspond with Article 6, MEDICRIME
Convention. Section 91, Pharmaceutical Law provides for fines in cases of the import, export, or distribution of
falsified medical products and active substance for human use and Section 97(1), Pharmaceutical Law, in cases
of the distribution of medicinal products for veterinary use, and falsified active substances. Paragraph 68.10,
Procedures for the Licensing of Pharmaceutical Activity (Regulation 800 of 2011), provides for the revocation of
licences from distributors and importers of falsified medicinal products for human and veterinary use, falsified
investigational medicinal products and falsified active substances. None of these administrative provisions
correspond with Article 6 MEDICRIME Convention.

Action is required to correspond with Article 6, MEDICRIME Convention.

No provision in internal law can be found which corresponds with Article 7, MEDICRIME Convention. It is noted
that Section 190, The Criminal Law, provides the intentional offence, relating to smuggling, for the use of false
documents and it is qualified by the requirement to be committed on a significant scale. This does not correspond
with the intent of Article 7, MEDICRIME Convention.

Action is required to correspond with Article 7, MEDICRIME Convention.

8.a.i.ii: No provision in internal law can be found which corresponds with Article 8.a.i and ii, MEDICRIME Convention.
8.b: No provision in internal law can be found which corresponds with Article 8.b, MEDICRIME Convention.

Action is required to correspond with Article 8.a and b, MEDICRIME Convention.

No provision in internal law can be found which corresponds with Article 9, MEDICRIME Convention. It is noted
that as no intentional offence, as contemplated by Article 5-8, MEDICRIME Convention, exist in internal law, there
can be no applicable offence corresponding with Article 9, MEDICRIME Convention.

Action is required to correspond with Article 9.1 and 9.2, MEDICRIME Convention.
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11.1 = 11.4: No provision in internal law can be found which corresponds with Article 11.1- 11.4, MEDICRIME
Convention. It is noted that no intentional offence, as contemplated by Article 5-8, MEDICRIME Convention,
exist in internal law, there can be no applicable offence corresponding with Article 11, MEDICRIME Convention.

Action is required to correspond with Article 11, MEDICRIME Convention.

No provision in internal law can be found which corresponds with Article 13, MEDICRIME Convention.

Action is required to correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision, as regards the term‘medical product; could be found in internal law corresponding to Article
4.a, MEDICRIME Convention. It is noted that there are separate definitions of the terms‘medicinal product’
and ‘medical device'
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 2. 47, 2. 50 and 2. 79, the Law on Pharmacy of the Republic of Lithuania corresponds with Article
4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Article 2. 72.1, Law on Pharmacy of the Republic of Lithuania corresponds with Article 4.c, MEDICRIME
Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 3. 30.2, Law on Pharmacy of the Republic of Lithuania, while broadly formulated, substantially
corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 2.7, Law on the Health System of the Republic of Lithuania corresponds with Article 4.e, MEDICRIME
Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Regulation 7.5, Technical Regulation on the Safety of Medical Devices, 2009, corresponds with Article 4.f,
MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision, as regards the terms ‘parts’ and ‘materials’, could be found in internal law corresponding to
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision, as regards the term ‘document’, could be found in internal law corresponding to Article 4.h,
MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Article 2. 48 and 2.55, Law on Pharmacy of the Republic of Lithuania, as regards medicinal products, define
‘Manufacturing of an investigational medicinal product’and ‘Manufacture of a medicinal product; respectively.
These definitions, together or separately, do not adequately correspond with Article 4.i, MEDICRIME
Convention. No provision, as regards the term ‘manufacturing’ of active substances and excipients can be
found in internal law corresponding with Article 4.i, MEDICRIME Convention. Regulation 2.8, Law on the
Health System of the Republic of Lithuania, as regards medical devices, defines the term ‘Manufacturer’
and includes in this many of the elements contained in the term ‘Manufacturing; but do not sufficiently
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correspond with Article 4.i, MEDICRIME Convention. No provision, as regards the term ‘manufacturing’ of
accessories can be found in internal law corresponding with Article 4.i, MEDICRIME Convention.
Action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention - Counterfeit
Article 2.8.1, Law on Pharmacy of the Republic of Lithuania, corresponds with Article 4.j, MEDICRIME
Convention.

k.  Article 4.k MEDICRIME Convention - Victim
No provision, as regards the term ‘victim’, could be found in internal law corresponding to Article 4.h,
MEDICRIME Convention.
Action is required to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 275, Criminal Code (CC) provides an offence for endangerment arising from unauthorised manufacture of
medicines and medicinal substances. While this may support a prosecution in relation to activities contemplated
by Article 5, MEDICRIME Convention, the CC provision is insufficient to correspond with the Convention. No
provision in internal law can be found regarding the intentional manufacturing of a counterfeit active substances,
excipient, medical device, parts, materials, and accessories.

Action is needed to correspond with Article 5 MEDICRIME Convention.

It should be also noted that the legal liability concerning the mere fact of manufacturing the falsified medicinal
products etc. is foreseen in the Code of the Administrative Offences. Article 63 of this Code foresees the
administrative liability for manufacturing the falsified medicinal products, import from the third countries,
export, wholesale distribution, sale and brokering of falsified medicinal products.

The provisions mentioned above refer to medicines or medicinal substances but not to medical devices and
other elements.

No provision in internal law could be found to correspond with Article 6, MEDICRIME Convention. It is noted that
while Article 2.8.1, Law on Pharmacy of the Repubilic of Lithuania provide a definition for counterfeit medicinal
product (see Art 4.j above), no provision for offence in internal law could be found to be associated with this.

Article 44.7, Code of Administrative Offences provides penalties in relation to the import and export from and to
third countries, wholesale distribution, brokering, retail sales and remote selling of a falsified medicinal preparation.
This provision also includes aggravating circumstances in relation to these activities. Clarification is required on
whether Article 44.7 is intended as the offence to be associated with Article 2.8.1, above, or merely as penalties.

Further action is needed to fully correspond with Article 6 MEDICRIME Convention.

Article 300.1 CC foresees criminal liability for any type of falsification of a document, regardless of the sphere
(medical, legal, economic etc.) to which it is related. Article 300.1 CC corresponds with Article 7, MEDICRIME
Convention.

8.a.i,ii: Article 202 CC provides offences for dealing in economic, commercial, financial, and professional activities
without authorisation and is not specific to products intended by the MEDICRIME Convention. This provision
could be used in the prosecution of offences contemplated by Article 8.a.i and ii, MEDICRIME Convention. Article
275 CC is specific to unauthorised pharmaceutical products and is more general than what is contemplated
by Article 8.a.i. This provision does not apply to medical devices. No provision in internal law can be found to
correspond with Article 8.a.ii, MEDICRIME Convention. It is noted that Article 199 concerning the smuggling
and deception of Customs, respectively, may also support Article 8.a requirements.

8.b: No provision in internal law can be found to correspond with Article 8.b, MEDICRIME Convention.

Further action is required to fully correspond with Article 8 MEDICRIME Convention.
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9.1: Article 24 CC, as regards aiding and abetting, correspond with Article 9.1, MEDICRIME Convention.
9.2: Article 22 CC, as regards attempt, corresponds with Article 9.2, MEDICRIME Convention.

11.1: Article 20.2 CC corresponds with Article 11.1 MEDICRIME Convention.
11.2: Article 20.2 and 20.3 CC correspond with Article 11.2, MEDICRIME Convention.

11.3: General provisions of the Criminal Code, the Civil Code of the Republic of Lithuania and the Law on
Pharmacy of the Republic of Lithuania show that depending on the certain action or omission in the field the
liability of a legal person may be criminal, civil or administrative. This corresponds with Article 11.3, MEDICRIME
Convention.

11.4: Article 20.5 CC corresponds with Article 11.4, MEDICRIME Convention.

13.a and e: Article 60, Criminal Code corresponds with Article 13, MEDICRIME Convention.

Article 60, Criminal Code does not directly include (or include partially) the following aggravating circumstances
foreseen in Article 13 of the MEDICRIME Convention:

13.b: the offence was committed by persons abusing the confidence placed in them in their capacity as professionals.

13.c: the offence was committed by persons abusing the confidence placed in them as manufacturers as well
as suppliers.

13.d: the offences of supplying and offering to supply were committed having resort to means of large-scale
distribution, such as information systems, including the Internet.

It should also be noted that sometimes some aggravating circumstances mentioned in the MEDICRIME Convention
according to the national legislation could constitute a separate offence.

Further action is needed to fully correspond with Article 13. b, ¢, and d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.2 MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 221-1 and I, General Health Law -Ley General de Salud (GHL) is broader, but
substantially corresponds with Article 4.b, MEDICRIME Convention, with the exception that it does not
include investigational medicinal products.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention .

c. Article 4.c MEDICRIME Convention -Active substance
Article 221-1Il GHL as regards the term ‘active substance, uses the term ‘raw material’ which has the same
intent, but more restrictive in meaning and does not sufficiently correspond with Article 4.c, MEDICRIME
Convention.
Further action is required to fully correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 221-1V GHL, as regards the term ‘excipient; uses the term “additive’ which has the same intent and
sufficiently correspond with Article 4.d, MEDICRIME Convention 4.d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
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Article 262 GHL, as regards the term ‘medical device; uses not one but several terms to describe what the
Convention understands to be covered under the term ‘medical device. The terms used are 1) medical
equipment; 2) prostheses, orthotics, and functional aids; 3) diagnostic agents; 4) dental use inputs; 5) surgical
and healing materials; and 6) hygienic products. Their intended use is included in each case. While this is not
the same as a definition in the Convention, the intent and content are similar and with some modification
would sufficiently correspond with Article 4.e, MEDICRIME Convention.

Further action is needed to correspond fully with Article 4¢, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 262-1 GHL uses the term ‘accessory’ as part of what is included in the term ‘medical equipment’
and does not have any definition of what it is intended to mean and does not correspond with Article 4.,
MEDICRIME Convention.
Further action is required to correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
GHL contains numerous references to the word ‘material’ and does not use it in the manner intended in
and not in correspondence with Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.9. MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
Article 221 -V GHL, as regards medicines, the term‘materials’to mean inputs for the packaging and packaging
of the medicinal products. This does not encompass the meaning intended by and does not correspond
with Article 4.h, MEDICRIME Convention.
Further action is needed to correspond fully with Article 4h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision in internal law could be found to correspond with Article 4i, MEDICRIME Convention. It is noted
that Article 197, while not being a definition of the term ‘manufacturing’ includes many of its intended
components regarding generally all processes intended by GHL.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4,j MEDICRIME Convention - Counterfeit
Articles 208 and 208 Bis GHL establishes a concept of falsification of a medicinal product in a more limited
manner than established by and does not correspond with Article 4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k.  Article 4k MEDICRIME Convention — Victim
No provision in internal law could be found to correspond with Article 4.k, MEDICRIME Convention.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 464 Ter- | and -ll, GHL, as regards medicinal products, active substances, and excipients, corresponds
with Article 5.1 and 5.2, MEDICRIME Convention. No provision in internal law could be found to correspond
with Article 5, MEDICRIME Convention, as regards medical devices, medical equipment, prostheses, orthotics
and functional aids, diagnostic agents, dental use inputs, surgical and healing materials, and hygienic products
in general.

Further action is needed for the internal law to fully correspond with Article 5, MEDICRIME Convention.

Article 464 Ter-lll, GHL, as regards medicinal products, active substances, and excipients, partially corresponds
with Article 6, MEDICRIME Convention. It is noted that the activity of brokering is not specifically included in
this provision but may be considered to be part of the activity of trading. This requires to be clarified for full
correspondence with Article 6, MEDICRIME Convention. No provision in internal law could be found to correspond
with Article 6, MEDICRIME Convention, as regards medical devices, medical equipment, prostheses, orthotics
and functional aids, diagnostic agents, dental use inputs, surgical and healing materials, and hygienic products
in general.

Further action is needed for the internal law to fully correspond with Article 6, MEDICRIME Convention.
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No provision in internal law could be found to correspond with Article 7, MEDICRIME Convention.

Action is needed for the internal law to correspond with Article 7, MEDICRIME Convention.

8.a.i: Article 464 Ter — |, GHL, as regards medicinal products, corresponds to a limited extent with Article 8.a.i,
MEDICRIME Convention. No provision in internal law, as regards the import and export of medicinal products,
could be found corresponding with Article 8.a.i, MEDICRIME Convention.

Further action is needed for the internal law to fully correspond with Article 8.a.i, MEDICRIME Convention.

8.a.ii: No provision in internal law, as regards medical device, could be found to correspond with Article 8.a.
ii, MEDICRIME Convention.

Further action is needed for the internal law to fully correspond with Article 8.a.ii, MEDICRIME Convention.
8.b: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Action is needed for the internal law to fully correspond with Article 8.b, MEDICRIME Convention.

9.1: Article 13-V, Federal Criminal Code (FCC), describes a perpetrator or participant in any type of offence to

the person who helps or assists another in the commission of a crime. This is a general criminal law provision
and applies equally to offences in the GHL. While the terms ‘aiding’ and ‘abetting’ are not used, the provision
of Article 13-VI are sufficient to correspond with Article 9.1, MEDICRIME Convention.

9.2: Article 12, FCC, as regards attempt, is a general criminal law provision that equally applies to offences in the
GHL and corresponds with Article 9.2, MEDICRIME Convention.

11.1.a, b, c: No provision in internal law could be found that regulate the corporate liability in criminal proceedings
in the case of offences established in MEDICRIME Convention, despite Article 11 Bis FCC which determines the
criminal liability of a legal person. That occurs because the crimes established in Article 464 Ter of the GHL are
not included in the list of offences indicated in Article 11 Bis, FCC that could enable a criminal prosecution of
crimes committed by corporations. There is no correspondence with Article 11.a, b, ¢, MEDICRIME Convention.

11.2: No provision in internal law could be found to correspond with Article 11.2, MEDICRIME Convention.

11.3: Article 416, GHL provide for Administrative penalties. This corresponds with Article 11.3, MEDICRIME
Convention. It is noted that there is no specific provision in internal law that regulates the corporate liability of
the offences established in MEDICRIME Convention in a particular form.

11.4: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Further action is needed for the internal law to fully correspond with Article 11.1, 11.2 and 11.4, MEDICRIME
Convention.

No provision in internal law could be found to correspond with Article 13, MEDICRIME Convention.

Further action is needed for the internal law to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
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No provision could be found in internal laws corresponding with Article 4.a, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Articles 28 and 6 para 1 item 38 Law on Medicinal Products (Official Gazette of Montenegro No. 80/2020)
correspond with Article 4.b, MEDICRIME Convention.

¢.  Article 4.c MEDICRIME Convention -Active substance
Law on Medicinal Products corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Law on Medicinal Products defines the term excipient in a way which is not fully corresponding with Article
4.d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Law on Medical Devices (Official Gazette of Montenegro No.24/2019) corresponds with Article 4.e, MEDICRIME
Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Law on Medical Devices corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
Article 9 para 1 item 69 Law on Medical Devices defines the concept of spare part of a medical device. This
definition does not correspond with Article 4.9, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
Article 142 (29) Criminal Code of Montenegro covers the wide range of modalities of document including
that which corresponds with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Law on Medical Devices refers to the manufacturing of a medical device in a manner that does not fully
corresponds to Article 4.i, MEDICRIME Convention. No direct reference to the manufacturing of medicinal
products is included in the internal legislation except for the mention that manufacture of medicinal
products in Montenegro can only be performed by legal persons that have manufacturing authorization
in accordance with the Law. There is no correspondence with Article 4.i, MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Law on Medicinal Products (Official Gazette of Montenegro No. 80/2020) and Law on Medical Devices,
together corresponds with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 142 (11), Criminal Code of Montenegro defines the term victim in a manner that does not correspond
with Article 4.k, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Criminal Code of Montenegro does not correspond directly with Article 5 MEDICRIME Convention as it does not
prescribe the manufacturing of counterfeited medical products as criminal offence. Article 3, Law on Medicinal
Products corresponds with Article 5 MEDICRIME Convention as it prohibits the manufacture of falsified medicinal
products. No intentional offence could be found, as regards for the intentional manufacture of falsified active
substances, medical devices, excipients, accessories, parts, and materials, corresponding with Article 5, MEDICRIME
Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Article 284 of Criminal Code of Montenegro (Unlawful Trade) does not completely implement the corresponding
provision of the MEDICRIME Convention, but it prescribes an offence in the case of an unauthorized sale, purchase
or exchange of goods or objects whose trade is prohibited or restricted. This offence is general in nature and
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very wide. Whether the movement of any goods is restricted or prohibited depends on the relevant regulations.
Article 3, Law on Medicinal Products and Article 7, Law of Medical Devices prohibit trade of falsified medicinal
product and falsified medicinal devices. No offence could be found, as regards falsified active substances, medical
devices, excipients, accessories, parts, and materials, which corresponds with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Articles 412-415, Criminal Code of Montenegro corresponds with the intent of Article 7, MEDICRIME Convention.

8.a.i: Article 3, Law on Medicinal Products corresponds with Article 8.a.i, MEDICRIME Convention.
8.a.ii: Article 3, Law on Medicinal Products corresponds, with Article 8.a.i, MEDICRIME Convention.
8.b: No offence could be found which corresponds with Article 8.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 8, MEDICRIME Convention.

Arts. 24 (Instigation), 25 (Aiding), 26, 27 and 20 (Attempt), Criminal Code corresponds with the intent of Article
9 MEDICRIME Convention, but are inapplicable as regards Articles 5, 6 and 8, MEDICRIME Convention as these
offences are not established as criminal offences under the Criminal Code of Montenegro. There is, therefore,
no correspondence with Article 9, MEDICRIME Convention.

Action is needed to correspond with Article 9, MEDICRIME Convention.

11.1and 11.2: Articles 4 and 5, Law on Criminal Liability of Legal entities (Published in the “Official Gazette of the
Republic of Montenegro’, Nos. 2/2007, 13/2007, 30/12 and 39/16) corresponds with 11 para 1 and 2 MEDICRIME
Convention, but are inapplicable as regards Articles 5, 6 and 8, MEDICRIME Convention as these offences are not
established as criminal offences under the Criminal Code of Montenegro. There is, therefore, no correspondence
with Article 11.1 and 11.2, MEDICRIME Convention.

11.3: As Article 5,6, and 8, MEDICRIME Convention are not established as criminal offences under the Criminal
Code of Montenegro, criminal liability of legal entities is not established related to those offences.

11.4: Article 6, Law on Criminal Liability of Legal Entities (Limits of liability of legal entity for criminal offences)
prescribes that under the established legal conditions the legal entity shall be held liable for a criminal offence
even if the responsible person who committed such criminal offence has not been convicted of such criminal
offence. Furthermore, liability of a legal entity shall not exclude criminal liability of a responsible person for the
criminal offence committed. Nevertheless, as Articles 5, 6 and 8 are not established as criminal offences under
the Criminal Code of Montenegro, criminal liability of legal entities is not established related to those offences.

Further action is needed to correspond with Article 11, MEDICRIME Convention.

13.a: The Criminal Code provides aggravating circumstances under the heading of Serious Offences against
Human Health which means that if a criminal offence under Articles 287, 290, 291, 293, 296, 297 and 299 result
in a serious body injury or severe damage to health of a person or grave damage to health of a person, or death
of a person, the perpetrator shall be punished with a more severe prison sentence. Nevertheless, as Articles 5, 6
and 8, MEDICRIME Convention are not established as criminal offences under the Criminal Code of Montenegro,
there is no correspondence with Article 13.a, MEDICRIME Convention.

13.b: No provision could be found in internal law corresponding with Article 13.b, MEDICRIME Convention.
13.c: No provision could be found in internal law corresponding with Article 13.c, MEDICRIME Convention.

13.d: No provision could be found in internal law corresponding with Article 13.d, MEDICRIME Convention.
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13.e: Article 401.a, Criminal Code of Montenegro prescribes as a criminal offence the creation of a criminal
organization. Nevertheless, as Articles 5, 6 and 8, MEDICRIME Convention are not established as criminal offences
under the Criminal Code of Montenegro, there is no correspondence with Article 13.e, MEDICRIME Convention.

13.f: Article 43 and 44, Criminal Code of Montenegro provides for aggravating circumstances for recidivism and
multiple recidivism, respectively. Nevertheless, as Article 5, 6 and 8, MEDICRIME Convention are not established
as criminal offences under the Criminal Code of Montenegro, there is no correspondence with Article 13,
MEDICRIME Convention.

Action is needed to correspond with Article 13.a-f, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. There
are separate definitions of the terms’medicine’and ‘medical device;, both components of the term medical
product.
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 1, Law n° 17-04, Medicines and Pharmaceutical Code, as regards the term ‘medicinal product; does
not include investigational medicinal products and otherwise corresponds with Article 4.b, MEDICRIME
Convention.

c.  Article 4.c MEDICRIME Convention - Active substance
Article 3, Law n° 17-04, as regards the term‘active substance’partially corresponds with the intent of Article
4.c, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 1.7, DECREE 2-14-841 of August 5, 2015 related to the marketing authorization of drugs for human
use, as regards the term ‘excipient; substantially corresponds with the intent of Article 4.d, MEDICRIME
Convention relating to medicinal products for human use only. It does not include excipients intended for
use in medicinal products for veterinary use.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 1 and 3, Law No. 84-12 on medical devices, as regards the term ‘medical device’ substantially
corresponds with Article 4.e, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 1.3), Law No. 84-12 on medical devices, as regards the term‘accessory;, corresponds with Article 4.,
MEDICRIME Convention.

g. Article 4.g MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention - Manufacturing
Article 18, Law n° 17-04, on Medicines and Pharmaceutical Code, as regards medicinal products, and
Article 1.7), Law No. 84-12 on medical devices, individually and together partially correspond with Article
4.i, MEDICRIME Convention. No provision in internal law could be found, as regards the manufacturing of
accessories, corresponding to Article 4.i, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

j. Article 4j MEDICRIME Convention - Counterfeit
No provision in internal law could be found to correspond with Article 4.j, MEDICRIME Convention. It is
noted that Article 4, Law No. 13-83 is a general criminal law offence on the enforcement against fraud and
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applies generally, to all goods, but not specifically, to medical products. Article 4 encompasses, generally,
some of the components of the requirements of Article 4.j, MEDICRIME Convention.
For the avoidance of doubt on the interpretation of this section being applicable to the MEDICRIME
Convention, a separate provision is needed to fully correspond with Article 4.j, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention — Victim
Article 7, Criminal Procedure Act (Law No. 22-01), as regards the term ‘victim] partially corresponds with
Article 4.k, MEDICRIME Convention. It is noted that the provision does not include psychological effects.
Further action is needed to fully correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 5. (1), Law No. 13-83 on the enforcement against fraud involving goods in general, specifies an offence that
includes the falsification of medicinal products. As there is no definition of the term ‘falsification’ or ‘counterfeit’
in accordance with Article 4.j, MEDICRIME Convention, it is unclear on the extent to which Article 5 (1), Law No.
13-83 corresponds with article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

No provision in internal law could be found to correspond with Article 6, MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.

No provision in internal law could be found to correspond with Article 7, MEDICRIME Convention.

Action is needed to correspond with Article 7, MEDICRIME Convention.

8.a.i: Articles 150-156, Medicines and Pharmaceutical Code, Law 17-04, provide offences relating to the
marketing of medicinal products that relates specifically to their risk. As these medicinal products may or may
not have marketing authorisations, it is unclear whether they may correspond with Article 8.a.i, MEDICRIME
Convention. As the law provides for offences for non-compliance with good manufacturing practice, it does not
clarify whether this relates to substandard practices of intentional offences or whether it includes the failure to
hold a manufacturer’s authorisation where one is required. Clarification is required in the internal law to fully
correspond with Article 8,a.i, MEDICRIME Convention.

8.a.ii: No provision in internal law could be found to correspond with Article 8.a.ii, MEDICRIME Convention.
8.b: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8.a and b, MEDICRIME Convention.

9.1: The combination of Articles 129 and 130 of the Criminal Code allows the following conclusions to be
drawn: the existence of complicity requires the meeting of three elements: legal, material, and moral; The act of
complicity is punishable only insofar as the main act itself falls within the scope of criminal law; The modalities
of material expression of forms of complicity enacted by article 129 of the Criminal Code. are to be interpreted
restrictively. Thus, only the modalities provided for in this article can serve as a basis to prosecution. Apart from
these forms, there is no act of complicity.

9.2: Article 114, Criminal Code indicates the two conditions of the punishable attempt: a positive condition and
a negative condition (absence of voluntary withdrawal). It should be noted that the penal legislator required
the existence of a special provision to punish attempted crime. (Articles. 114, 115, 116 and 117, Criminal Code).

Page 70 » Gap analysis report



Further action is needed to fully correspond with Article 9, MEDICRIME Convention.

No provision in internal law could be found to correspond with Article 11, MEDICRIME Convention.

Action is needed to correspond with Article 11, MEDICRIME Convention

No provision in internal law, as regards aggravating circumstances, could be found to correspond with Article
13 a-e, MEDICRIME Convention.

Articles 154, Criminal Code, as regards recidivism, corresponds with Article 13.f, MEDICRIME Convention.

Further action is needed to correspond with Article 13.a-e, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term ‘medical product; could be found corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of medicinal product
and medical device.
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
The Macedonian definition of medicinal product does not cover the veterinary use (only the human one
is mentioned, and the veterinary issues are subject to another law)) and the point iii. of the respective
Convention provision (an investigational medicinal product) is also not part of the Macedonian definition
(LMPMD, art. 2, para 1). Therefore, the general law does not fully implement the MEDICRIME Convention
in respect of article 4.b.
Article 2.1, Law on Medicinal Products and Medical Devices (LMPMD), as regards medicinal products for
human, correspond to Article 4.b, MEDICRIME Convention. This provision, as regards medicinal products
for veterinary use, and as regards investigational medicinal products, does not correspond with Article 4.b,
MEDICRIME Convention.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention -Active substance
Article 2.3, LMPMD partially corresponds but requires considerable amendment in order to fully correspond
with Article 4.c, MEDICRIME Convention.
Further action is required to correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention - Excipient
Article 2, 4, LMPMD defines the term‘excipient’such that it does not require it to be essential for the integrity
of the finished product and does not fully correspond with Article 4.d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Article 2.49, LMPMD substantially corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention - Accessory

No provision in internal law, as regards the term ‘accessory’, could be found. The wording of Article 2.49.1,
LMPMD, as regards medical devices, includes the use of materials intended by their manufacturers to be
used together with a medical device to enable its use. This could be interpreted to correspond, though not
fully, with the intent of the term‘accessory; rather than the term ‘material’in this context. The use of Article
2.49.1 wording becomes problematic as the intent of the law could relate to either the term ‘accessory’ or
the terms ‘parts’ and ‘materials; or all these terms, or even none of them.

Further action is needed to fully correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
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No provision in internal law, as regards the terms ‘parts, and ‘materials; could be found. The Wording of Article
2.49.1, LMPMD, as regards medical devices, includes the use of materials intended by their manufacturers
to be used together with a medical device to enable its use. This corresponds, though not fully, with the
intent of the terms 'parts’ and ‘materials. The use of Article 2.49.1 wording becomes problematic as the
intent of the law could relate to either the term ‘accessory’ or the terms ‘parts’ and ‘materials, or all these
terms, or even none of them.
Further action is needed to fully correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
No provision in internal law, as regards the term‘document; could be found corresponding with Article 4.h,
MEDICRIME Convention. Article 2, LMPMD lists several documents, but is insufficient to correspond with
Article 4.h. MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision in internal law, as regards the term ‘manufacturing;, could be found corresponding with Article
4. h, MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j.  Article 4. MEDICRIME Convention - Counterfeit
No provision in internal law, as regards the term ‘counterfeit; could be found corresponding with Article
4. h, MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 122.22, North Macedonian Criminal Code (MCC) is the general criminal law and is not specific to
medical product related crimes. It corresponds with the intent of Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

5.1. Art. 212 MCC criminalises the production of medicines or other treatments that are harmful to health. While
counterfeit medical products create a risk of harm, the provision does not correspond with Article 5, MEDICRIME
Convention.

Action is required to correspond with Article 5, MEDICRIME Convention.

Art. 212 MCC criminalises the trade in medicines or other treatments that are harmful to health. While counterfeit
medical products create a risk of harm, the provision does not correspond with Article 6, MEDICRIME Convention.

Action is required to correspond with Article 5, MEDICRIME Convention.

Article 361, 378 and 379 MCC, as regards the making of a false document or tampering with a document,
correspond with Article 7, MEDICRIME Convention.

Art. 212 MCC criminalises generally the production and trade in medicines or other treatments that are harmful
to health. This does not sufficiently correspond with Article 8a.i and ii, MEDICRIME Convention. Article 212 does
not criminalise intentional actions intended by Article 8.a regarding medicinal products and medical devices
that require authorisation and compliance with conformity requirements where such requirements exist, and
not already covered by Article 5,6 and 7.

Further action is required to fully correspond with the intent of Article 8.a and b, MEDICRIME Convention.
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9.1: Articles 23 and 24 MCC, as regards abetting and aiding, respectively, correspond with Article 9.1 MEDICRIME
Convention.

9.2: Article 19 MCC, as regards crimes that are punishable by a maxim of at least five years, correspond with
Article 9.2, MEDICRIME Convention. In all the other crimes the attempts are punishable only if it is specifically
stipulated in a separate provision.

Further action is needed to fully correspond with Article 9.2, MEDICRIME Convention.

11.1: Article 28-a (1), MCC, as regards the legal person attracting liability when based on a power of representation
of the legal person does not correspond fully with Article 11.1.a, MEDICRIME Convention as Article 28-a (2) restricts
the liability in such cases to where there is a significant property benefit acquired or significant damaged has
been caused to another.

Further action is required to correspond fully with Article 11, a, MEDICRIME Convention.

Article 28-a (1), as regards the legal person attracting liability when based on the authority to take decisions
on behalf of and to exercise control within the legal person, corresponds with Article 11, b and ¢, MEDICRIME
Convention.

11.2: Article 28-a (1), MCC, as regards the lack of supervision or control has made possible the commission of
an offence, does not fully correspond with Article 11.2, MEDICRIME Convention as Article 28-a (2) restricts the
liability in such cases to where there is a significant property benefit acquired or significant damaged has been
caused to another.

Further action is required to fully correspond with Article 11.2 MEDICRIME Convention.

11.3: The criminal liability of the legal persons as well as the civil and administrative liability are stipulated in
several laws that are part of the primary legislation.

11.4: Article 28-b (1) and (2) MCC corresponds with Article 11.4, MEDICRIME Convention.

Article 39 MCC, apart from 39(4), is general in application and requires the Court to consider aggravating and
alleviating circumstances. This does not correspond fully with Article 13, a, b, ¢, d and e, MEDICRIME Convention.

Article 39 (4) MCC, as regards recidivism, corresponds with Article 13.f, MEDICRIME Convention.
Further action is needed to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term ‘medical product; could be found corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions for the terms ‘medicinal
product’ and ‘medical device'.
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
§ 1 Legemiddelloven 1992 (The Medicines Act) , as amended, and § 1.3, Regulations on Medicinal Products,
2009, as amended, correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
§ 1.2. (b), Regulations on the Manufacture and Import of Medicines, 2004, as amended, corresponds with
Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
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§ 1.2.(c), Regulations on the Manufacture and Import of Medicines, 2004, as amended, corresponds with
Article 4.d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention — Medical Device
§ 3, Medical Equipment Act, 2005, as amended, corresponds with Article 4.e, MEDICRIME Convention.

Article 4.f MEDICRIME Convention — Accessory

§ 3, Medical Equipment Act, 2005, as amended, includes the term ‘accessory’ in the definition of the
term ‘medical device’ and does not separately define the term ‘accessory’ § 1.5, Regulations on Medical
Equipment, 2005, as amended, corresponds with Article 4.f, MEDICRIME Convention.

Article 4.g MEDICRIME Convention — Parts and materials

§ 3, Medical Equipment Act, 2005, as amended, includes the term ‘material’in the definition of the term
‘medical equipment’ (medical device), but does not separately define the term‘material’ or the term‘parts’.
§ 3, Medical Equipment Act, 2005 does not correspond with Article 4.g, MEDICRIME Convention.

Action is needed to correspond with Art 4.g, MEDICRIME Convention.

Article 4.h MEDICRIME Convention — Document

Section 361, Penal Code, 2005, as amended, provides a ‘meaning’ of the term ‘document’ A ‘document’in
this chapter means an information carrier relating to a legal matter of which is suitable as evidence for a
legal matter’ This corresponds generally with the intent of Article 4.h, MEDICRIME Convention. §§2.17 and
18, Regulations on the Manufacture and Import of Medicines, while not a definition, incorporates what is
intended in documentation as regards medicinal products being manufactured and imported.

Further action is needed to fully correspond with Art 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention — Manufacturing

§ 1.2. (f), Regulations on the Manufacture and Import of Medicines refers to the definition of the term
‘manufacture’ which encompasses the intent, though not the identical definition of Article 4.i, MEDICRIME
Convention. § 1.5. (f), Regulations on Medical Equipment refers to the definition of the term ‘manufacturer’which
encompasses some, but not all aspects of the definition of‘manufacturing in Article 4.i, MEDICRIME Convention.
Further action, as regards medical products, is needed to fully correspond with Art 4.i, MEDICRIME Convention.

Article 4.j MEDICRIME Convention — Counterfeit

§ 1.2 (f), Regulations on the Manufacture and Import of Medicines, as regards medicinal products, active
substances and excipients in manufacturing and importation, corresponds with the Article 4.j, MEDICRIME
Convention. The definition of counterfeit is not found in other medical product legislation.

Further needed is required to fully correspond with Art 4.j, MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim

No provision in internal law could be found to correspond with Article 4.k, MEDICRIME Convention.
Action is needed to correspond with Art 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law could be found corresponding with Article 5, MEDICRIME Convention.

Action is required to correspond with Article 5, MEDICRIME Convention.

No provision in internal law could be found corresponding with Article 6, MEDICRIME Convention.

Action is required to correspond with Article 6, MEDICRIME Convention.

Section 361, Penal Code, while not being specific to documents related to medical products, corresponds with
the intent of Article 7, MEDICRIME Convention.
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8.a.i: § 31. Act on Medicines, as regards medicinal products, active substances, and excipients, corresponds
with the intent of Article 8.a.i, MEDICRIME Convention.

8.a.ii: § 13. Medical Equipment Act, as regards medical devices, accessories, parts and materials, corresponds
with Article 8.a.ii, MEDICRIME Convention.

8.b: No provision in internal law could be found corresponding with Article 8.b, MEDICRIME Convention.
Action is required to correspond with Article 8.b, MEDICRIME Convention.

9.1: Section 15, Penal Code, as regards aiding and abetting, criminalises any person who contributes to the
violation of a law. While the terms ‘aiding’ and ‘abetting’ are not used, the section is sufficient to correspond
with the intent of Article 9.1, MEDICRIME Convention.

9.2: Section 16, Penal Code, as regards attempts, corresponds with Article 9.2, MEDICRIME Convention.

11.1. a, b, c: Section 27, Penal Code is general in wording and application. It includes the circumstances of
a violation by a person, without specifying their level of power of representation, authority to take decisions
or ability to control, who has acted on behalf of an enterprise. This broadly corresponds with Article 11.1,
MEDICRIME Convention.

11.2: Section 28, (c), Penal Code, corresponds with Article 11.2, MEDICRIME Convention.

11.3: Sections 29 and 30, Penal Code, and as regards medicinal products, active substances and excipients, § 5.12;
Regulations on Medicinal Products, as regards the revocation of marketing authorisations: § 2.7, Regulations
on the Manufacture and Import of Medicines; § 2.b, Regulations on Wholesale Business with Medicines, and§
32, Act on Medicines, all combine to provide for criminal, civil, and administrative liability for legal persons. As
regards Medical Devices, accessories, and parts and material, no corresponding provisions could be found to
correspond with Article 11.3, MEDICRIME Convention.

11.4: Section 27, Penal Code corresponds with Article 11.4, MEDICRIME Convention.

Further action is required to fully correspond with Article 11.1 and 11.3, MEDICRIME Convention.

13.a: Section 77. b, Penal Code corresponds with Article 13.a, MEDICRIME Convention.

13.b, c: Section 77.j, Penal Code corresponds with Article 13.b and ¢, MEDICRIME Convention.

13.d: No provision in internal law could be found corresponding with Article 13.d, MEDICRIME Convention.
13.e: Section 77. e, Penal Code corresponds with Article 13.e, MEDICRIME Convention.

13.f: Section 77.k, Penal Code corresponds with Article 13.f, MEDICRIME Convention.

Action is required to correspond with Article 13.d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term ‘medical products; can be found to
correspond with Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of the
terms ‘medicinal products’and ‘medical devices.
Further action is needed to fully correspond with Article 4.a, MEDICRIME Convention.
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Article 4.b MEDICRIME Convention — Medicinal Product.

Article 2. 32), Pharmaceutical Law, provides the definitions as regards the term ‘medicinal product’ but
excluding ‘investigational medicinal products’ Investigational medicinal products are separately defined
in Article 2.2¢, Pharmaceutical Law. Together, they correspond with Article 4.b, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

Article 4.c MEDICRIME Convention -Active substance
Article 2.38c¢), Pharmaceutical Law, as regards the term ‘active substance) is more
expansive and corresponds with Article 4.c, MEDICRIME Convention.

Article 4.d MEDICRIME Convention - Excipient

Article 2.38d), Pharmaceutical Law, as regards the term ‘excipient; substantially
corresponds with Article 4.d, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention — Medical Device
Article 3, Act on Medical Devices, as regards the term ‘medical device, corresponds with Article 4.e, MEDICRIME
Convention.

Article 4.f MEDICRIME Convention — Accessory
Article 2.33), Pharmaceutical Law, as regards the term‘accessory; corresponds with
Article 4.f, MEDICRIME Convention.

Article 4.g MEDICRIME Convention - Parts and materials

No provision in internal law, as regards the terms ‘parts’ and ‘materials; can be found
to correspond with Article 4.9, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.g, MEDICRIME Convention.

Article 4.h MEDICRIME Convention — Document

Article 14, Penal Code, as regards the term ‘document; is general Criminal law and is not specific to the subject
matter contained in the MEDICRIME Convention. It is broad in its interpretation and partially corresponds
with the intent of Article 4.h, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention - Manufacturing

Article 2.42), Pharmaceutical Law, as regards the term ‘manufacturing; provides the definition under the
term‘manufacture of medical products. While it is broader in its definition and does not include excipients,
it substantially corresponds with Article 4.i, MEDICRIME Convention. No provision in internal law, as regards
the manufacturing of medical devices, accessories and parts and materials, could be found corresponding
with Article 4.i, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

Article 4.j MEDICRIME Convention - Counterfeit

Article 2.38a), Pharmaceutical Law, as regards the term ‘counterfeit’ as it refers to medicinal products and
active substances only, corresponds with Article 4.j, MEDICRIME Convention. No provision in internal law,
as regards excipients, medical devices, accessories, parts and materials could be found to correspond with
Article 4.j, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.j, MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim

No provision in internal law, as regards the term ‘victim, could be found to correspond with Article 4.k,
MEDICRIME Convention.

Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 124b, Pharmaceutical Law, as regards medicinal products and active substances only, corresponds with
Article 5, MEDICRIME Convention. No provision in internal law, as regards excipients, medical devices, accessories,
parts and materials could be found to correspond with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Page 76 » Gap analysis report



Article 124b, Pharmaceutical Law, provides the offence of intentionally supply a falsified medicinal product or
active substance. While all the activities included in Article 6.1, MEDICRIME Convention are not contained in Article
124b, Polish criminal law doctrine interprets its provision such that it would correspond, as regards medicinal
products and active substances only, with Article 6.1, MEDICRIME Convention. No provision in the internal law,
as regards excipients, medical devices, accessories, parts, and materials could be found to correspond with
Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

Article 270, Penal Code corresponds with Article 7, MEDICRIME Convention.

8.a.i: Articles124, 124.a, 125, 125.a, and 127.a, Pharmaceutical Law, together, as regards medicinal products for
human and veterinary use, correspond with Article 8.a.i MEDICRIME Convention.

8.a.ii: Articles 93, 94, 95 and 96, Pharmaceutical Law, together, as regards medical devices, correspond with
Article 8.a.ii, MEDICRIME Convention.

8.b: No provision in internal law, as regards the commercial use of original documents outside their intended
use within the legal medical product supply chain, can be found to correspond with Article 8.b, MEDICRIME
Convention.

Action is needed to correspond with Article 8. b, MEDICRIME Convention.

9.1: Article 19.3, Penal Code, as regards aiding and abetting, corresponds with Article 9.1 MEDICRIME Convention.
9.2: Article 13, Penal Code, as regards attempt, corresponds with Article 9.2, MEDICRIME Convention.

11.1. a, b, c: Article 16, Liability of Collective Subjects for Acts Prohibited under Punishment Act, corresponds
with Article 11.1, a, b and ¢, MEDICRIME Convention.

11.2: Article 16, Liability of Collective Subjects for Acts Prohibited under Punishment Act, corresponds with
Article 11.2, MEDICRIME Convention.

11.3: Criminal, administrative, and civil liability of the legal person is applicable and corresponds with Article
11.3, MEDICRIME Convention.

11.4: Article 6, Liability of Collective Subjects for Acts Prohibited under Punishment Act, corresponds with Article
11.4, MEDICRIME Convention.

13.a: No provision in internal law could be found corresponding with Article 13.a, MEDICRIME Convention.

13.b and c: Article 53.2, Penal Code provides the general approach towards both aggravating and mitigating
circumstances and includes a consideration of “...the type and degree of transgression against obligations
imposed on the perpetrator...". While this potentially could partially include the abuse of confidence placed in the
capacity of professionals or manufacturers as well as suppliers, this does not directly or adequately correspond
with Article 13.b and ¢, MEDICRIME Convention.

13.d: Article 53.2, Penal Code provides the general approach towards both aggravating and mitigating
circumstances. This does not directly or adequately correspond with Article 13.b and ¢, MEDICRIME Convention.

13.e: Article 258, Penal Code corresponds with Article 13.e, MEDICRIME Convention.
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13.f: Article 64, Penal Code, provides for recidivism as an aggravating circumstance. This corresponds with Article
13, f, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.a, b, ¢, and d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found corresponding to Article 4. a, MEDICRIME Convention. It is noted
that separate definitions exist for the terms ‘medicinal product’and ‘medical device'
Further action is required to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 699, item 1, Law no. 95/2006 on the healthcare does not correspond with Article 4.b, MEDICRIME
Convention. Article 699, item 1, Law no. 95/2006 on the healthcare reform addresses only the medicinal
products for human use and it does not include references to investigational medicinal products or to
medicinal products for veterinary use.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention - Active substance
Article 699, item 3 of Law no. 95/2006 on the healthcare reform may be construed as corresponding with
Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 699, item 4 of Law no. 95/2006 on the healthcare reform, does not completely correspond with
article 4.d, MEDICRIME Convention.
Further action is required to correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Article 2, para. 1,items 1 and 3 of Government Decision no. 54/2009 regarding the requirements for placing
medical devices on the market and Article 2, items 1 and 2 of Government Decision no. 798/2003 on
establishing the conditions for the placing on the market and use of medical devices for in vitro diagnosis.
These provisions, together and separately, correspond with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 2 para. 1 item 2 of Government Decision no. 54/2009 regarding the requirement for placing medical
devices on the market, and Article 2, item 3, Government Decision n0.798/2003 on establishing the conditions
for the placing on the market and use of medical devices for in vitro diagnosis. These provisions, together
and separately, correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing

No provision in internal law could be found to correspond with Article 4.i, MEDICRIME Convention. It is noted
that the term‘manufacturer’is provided by Article 699 item 41 of Law no. 95/2006 on the healthcare reform
as regards medicinal products for human use, by Article 2 paragraph 1 item 14 of Government Decision no.
54/2009 regarding the requirements for placing medical devices on the market as regards medical devices,
and Article 2 items 6 of Government Decision no. 798/2003 on establishing the conditions for the placing
on the market and use of medical devices for in vitro diagnosis, as regards medical devices for in-vitro
diagnostics. These provisions do not sufficiently correspond with Article 4.i, MEDICRIME Convention.
Further action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4.j MEDICRIME Convention — Counterfeit
Article 699, item 40 of Law no. 95/2006, corresponds with Article 4.j, MEDICRIME Convention.
Article 4.k MEDICRIME Convention — Victim
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Article 79, Criminal Code (CC) refers to the term‘injured person’ While the term‘victim’is not specifically defined,
Article 79 CC sufficiently corresponds with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 357. 2, Criminal Code (CC) provides for an offence for the preparation of a counterfeit or substituted
medicine. This provision is limited to circumstances where the medicinal product is harmful to health. Article
357.2 does not contain provisions as regards active substances, excipients, medical devices, parts, materials, or
accessories. This does not sufficiently correspond with Article 5, MEDICRIME Convention.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Article 357.2, CC, provides for an offence for the offering or display for sale of counterfeit or substituted medicines
that are harmful to health. Article 358.3, CC, provides for an offence for the sale of medicines knowing that they
are counterfeit, altered or with their validity period expired if they are harmful to health. Article 358.3, CC, is
limited to circumstances where the medicinal product is harmful to health. Neither Article 357.2 nor Article 358.3,
CC, contain provisions as regards active substances, excipients, medical devices, parts, materials, or accessories.

This does not sufficiently correspond with Article 6, MEDICRIME Convention.

Further action is needed to fully correspond with Article 6, MEDICRIME Convention.

The internal criminal law does not correspond directly with Article 7.1, MEDICRIME Convention as it does not
provide a specific offence of the falsification of documents Related to medicinal products, active substances,
excipients, parts, materials, or accessories. It is noted that Article 320, CC, as regards the making of a false official
document and the adulteration of an official document, and Article 323, CC, as regards the use of an official
document, are criminalised. These provisions may be sufficient to partially correspond with Article 7, MEDICRIME
Convention.

Further action is necessary to fully correspond with Article 7, MEDICRIME Convention.

8.a: No provision in internal law could be found to correspond with Article 8.3, i, or ii, MEDICRIME Convention.
It is noted that the non-compliance with authorisations and compliance with the conformity requirements, as
mentioned in Article 8.a, are considered as misdemeanours in the administrative law and are not criminalised.
This does not correspond with Article 8.a, MEDICRIME Convention.

8.b: No offence in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Action is required to correspond with Article 8.a and 8.b, MEDICRIME Convention.

9.1: Article 49, CC, as regards aiding and abetting, corresponds with Article 9.1 MEDICRIME Convention.

9.2: Article 32.1, CC, provides that attempt to commit an offence is criminalised. However, it is limited in the CC
to provisions specifically permitting sanctioning for attempts. Neither article 357.2 and 358.3 are specifically
provided for sanctions as regards attempt. This does not correspond with Article 9.2, MEDICRIME Convention.

Action is needed to correspond with Article 9.2, MEDICRIME Convention.
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11.1.4a, b, c: Article 135. 1, CC, creates legal criminal liability of legal persons where acts are committed by them
and in their interest. This is the general criminal law and is it does address the requirements that legal personal
can be held liable specifically for the offences contemplated in the Convention and does not correspond with
Article 11.1, MEDICRIME Convention.

11.2: No provision in internal law can be found to correspond with Article 11.2, MEDICRIME Convention.

11.3: liability of legal persons can be civil or administrative, depending on the nature of the provision that
stipulates the sanction imposed to the legal person.

11.4: The general law does not correspond with Article 11.4, MEDICRIME Convention as it does not provide a
specific distinction in respect of the liability of legal or natural persons in relation to offences of counterfeiting
of medical products.

Action is needed to correspond with Article 11, MEDICRIME Convention.

13.a: The domestic law does not correspond directly with Article 13.a, of the MEDICRIME Convention as it does not
provide a specific aggravating circumstance in determining the sanctions in relation to the offences established
in accordance with this Convention. In Romania, if an offence caused the death of, or damage to the physical or
mental health of the victim, the person found guilty may also be prosecuted and convicted for the offence of
manslaughter (Article 192, CC) or any other offence against life or physical integrity stipulated in the CC.

13.b: No provision in internal law could be found to correspond with Article 13.b, MEDICRIME Convention.
13.c: No provision in internal law could be found to correspond with Article 13.c, MEDICRIME Convention.
13.d: No provision in internal law could be found to correspond with Article 13.d, MEDICRIME Convention.

13.e: The domestic criminal law does not correspond directly with Article 13.e, MEDICRIME Convention as
it does not provide a specific aggravating circumstance if the offences established in accordance with this
Convention are committed in the framework of a criminal organisation. The general law is used here to address
the corresponding article of the Convention because it creates a general (ordinary) offence for an intentional
act similar to the article of the convention and attracts a criminal conviction (article 367 CC).

13.f: The domestic criminal law does not correspond directly with Article 13.f, MEDICRIME Convention as it does
not provide a specific aggravating circumstance if the perpetrator has previously been convicted of offences of
the same nature as the offences established in accordance with this Convention. The general criminal provisions
in Romania stipulate an additional sanction for the person who commits a repeated offence. These provisions
regarding the punishment regime for repeated offences apply to any other offence provided by the Romanian
criminal laws (Article 41, CC).

Further action is needed to fully correspond with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. It is
noted that there are separate definitions for the terms‘medicinal product’ and ‘medical device!
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b, MEDICRIME Convention — Medicinal Product
Article 14, Law on Medicinal Products and Medical Devices, as regards the term ‘medicinal products,
substantially corresponds with Article 4.b, MEDICRIME Convention with the exception that it does not
include the term‘investigational medicinal products.
Further action is needed to correspond with Article 4.b, MEDICRIME Convention.

c.  Article 4.c MEDICRIME Convention -Active substance
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Article 2. Paragraph 1 Point 27), Law on Medicinal Products and Medical Devices, as regards the term‘active
substance’ corresponds with Article 4.c, MEDICRIME Convention.

Article 4.d MEDICRIME Convention - Excipient
Article 2. Paragraph 1 Point 28) Law on Medicinal Products and Medical Devices, as
regards the term ‘excipient; corresponds with Article 4.d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention - Medical Device
Art. 2 Para 1 Law on Medical Devices, as regards the term ‘medical device] corresponds with Article 4.,
MEDICRIME Convention.

Article 4.f MEDICRIME Convention — Accessory

Art. 2. Paragraph 1 Point 2) Law on Medicinal Products and Medical Devices, as regards the term ‘accessory,
corresponds with Article 4.f, MEDICRIME Convention.

The definition of the term “accessory” corresponds to that set out in Article 4 (f).

Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.g, MEDICRIME Convention.

Article 4.h MEDICRIME Convention - Document

No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention. While
Article 2. Paragraph 1 Points 27), 34), 35), 36), 39), 56), 93) and Art. 93 Para 4 Law on Medical Devices describes
different documents, this does not correspond with Article 4.h.

Further action is needed to fully correspond with Art 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention — Manufacturing

Article 95, Law on Medicinal Products and Medical Devices, as regards the manufacturing of medicinal
products, substantially corresponds with Article 4.i, MEDICRIME Convention, except that it does not specifically
include excipients. Article 2. Paragraph 1 Point 79 Law on Medical Devices, as regards the manufacturing
of medical devices, substantially corresponds with Article 4.i, MEDICRIME Convention, except that it does
not specifically include parts and materials and the designing of the device.

Further action is needed regarding both the manufacturing of medicinal products and medical devices
definitions to fully correspond with Article 4.h, MEDICRIME Convention.

Article 4.j MEDICRIME Convention - Counterfeit

Article 2. Paragraph 1 Point 94) Law on Medical Devices, and Article. 2. Paragraph 1 Point 36) Law on
Medicinal Products

and Medical Devices, individually and in combination substantially correspond with

Article 4.j, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4., MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim

Article 2. Paragraph 1 Point 11), Criminal Code uses the term‘injured party’as regards injury to personal or
property rights. This corresponds with the intent of but not as specific as Article 4.k, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Article 109. 5), Law on Medicinal Products and Medical Devices, as regards medicinal products, corresponds
with Article 5, MEDICRIME Convention Article 67.5), Law on Medical Devices and Article 188.5) individually and
together, as regards falsified medical devices, corresponds with Article 5, MEDICRIME Convention.

Art. 256.1 Criminal Code prohibits the production of harmful products. While this may support prosecutions
for the manufacturing of a counterfeit medicinal product or a harmful medical device, it does not correspond
with Article 5, MEDICRIME Convention.

Article 134. Paragraph 1 Points 5), 6), 7) and Paragraph 2 Law on Medicinal Products and Medical Devices as
regards the sale of falsified medicinal products, partially corresponds with Article 6, MEDICRIME Convention. Article
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82.9), Law on Medical Devices, as regards the placing on the market of a falsified medical devices, corresponds
partially, with Article 6, MEDICRIME Convention.

Art. 256.1 Criminal Code prohibits the production and putting into circulation of harmful products. While this
may support prosecutions for the manufacturing of a counterfeit medicinal product or a harmful medical device,
it does not correspond with Article 6, MEDICRIME Convention.

Further action is required to correspond fully with Article 6, MEDICRIME Convention.

The Articles 355 and 356 Criminal Code, correspond with Article 7.1, MEDICRIME Convention.

8.a.i: Articles 109, 119, 134, and 217, Law on Medicinal Products and Medical Devices, as regards medicinal
products, correspond with Article 8.a.i, MEDICRIME Convention.

8.a.ii: Article 126, Law on Medical Devices, and Article 188 and 217, Law on Medicinal Products and Medical
Devices, prohibit the manufacture of a medical device that is not in conformance with its essential requirements,
and the unauthorised manufacture of a medical device, respectively, correspond with Article 8.a.ii, MEDICRIME
Convention. Art. 256.1 Criminal Code prohibits the production of harmful products. While this may support
prosecutions for the manufacturing and marketing of a harmful medicinal product or a harmful medical device,
it does not correspond with Article 8. a, MEDICRIME Convention.

8.b: No provision in internal law could be found to correspond with article 8.b, MEDICRIME Convention.

Further action is required to correspond fully with Article 8.a.ii, and 8.b, MEDICRIME Convention.

9.1: Article 34 and 35 Criminal Code, as regards aiding and abetting, correspond with Article 9.1, MEDICRIME
Convention.

9.2: Article 30 and 355, Criminal Code, as regards attempt, corresponds with Article 9.2, MEDICRIME Convention.

11.1: Article 6, Law on The Liability of Legal Entities for Criminal Offences, generally correspond with Article
11.1, MEDICRIME Convention.

11.2: Article 6, Law on The Liability of Legal Entities for Criminal Offences, corresponds with Article 11.2,
MEDICRIME Convention.

11.3: Legal entities are subject to Criminal Law, Administrative Law and Civil Law Requirements and correspond
with Article 11.3, MEDICRIME Convention.

11.4: Article 7, Law on The Liability of Legal Entities for Criminal Offences, corresponds with Article 11.4,
MEDICRIME Convention.

Article 54, Criminal Code, provides for aggravating circumstances to be taken into consideration in the determining
of sentence.

13.a: Article 259, Criminal Code, as regards death, grievous bodily harm, or serious health impairment, qualifies
the correspondence with Article 13.a, MEDICRIME Convention.

13.b-e: No specific provision in internal law could be found to correspond with Article 13, b-e, MEDICRIME
Convention.

13.f: Article 55, Criminal Code, as regards recidivism, corresponds with Article 13.f, MEDICRIME Convention.
Further action is needed to fully correspond with Article 13. b-e, MEDICRIME Convention.
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Article 4.a MEDICRIME Convention — Medical Product
No provision in internal laws could be found corresponding with Article 4.a, MEDICRIME Convention.
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

Article 4.0 MEDICRIME Convention — Medicinal Product

The definition of a “medicinal product” in the Act No. 362/2011 Coll. of Laws is not identical with Article
4.b, MEDICRIME Convention and diverts from the definition in the Directive 2001/83/EC of the European
Parliament and the Council. On the other hand, Section 2, paragraph 7 read in conjunction with Section 2,
paragraph 5, and other related provisions cover most elements contained in Article 4(b) of the MEDICRIME
Convention. The lack of explicit definition of the Investigational Medical Product makes it difficult to determine
whether the definition of the medicinal product under Section 2, paragraph 7 also includes investigational
medicinal product within the meaning of Article 4(b)(iii), MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

Article 4.c MEDICRIME Convention -Active substance

The term “effectives substance” in Section 2, paragraph 33 of the Act No. 362/2011 Coll. of Laws does not
fully correspond with the term “active substance” under Article 4(c), MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.c, MEDICRIME Convention.

Article 4.d MEDICRIME Convention - Excipient

Section 2, paragraph 6 of the Act No. 362/2011 Coll. of Laws, as regards the term “excipient’, under does
not fully correspond with Article 4(d) of the MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention — Medical Device
A new Section 143k, paragraph 1, Law on Medicinal Products and Medical Devices
(Act No. 362/2011 Coll. of Laws) corresponds with Article 4(e) of the MEDICRIME Convention.

Article 4.f MEDICRIME Convention — Accessory

Section 2. (19(d), Law on Medicinal Products and Medical Devices, includes the concept of accessories in
the context of in vitro diagnostic medical devices and corresponds, to this limited extent with Article 4.,
MEDICRIME Convention. It is noted that Section 143k includes the basic concept of medical devices applying
by 25 May 2021. This does not provide that accessories are considered as part of the medical device and
does not provide a separate term of ‘accessory. This does not fully correspond with Article 4.f, MEDICRIME
Convention.

Further action is needed to fully correspond with Article 4.f, MEDICRIME Convention.

Article 4.9 MEDICRIME Convention — Parts and materials

No provision in internal laws could be found corresponding with Article 4(g), MEDICRIME Convention.
Action is needed to correspond with Article 4.9, MEDICRIME Convention.

Article 4.h MEDICRIME Convention - Document

No provision in internal laws, as regards the term ‘document; could be found corresponding with Article
4(h), MEDICRIME Convention.

Action is needed to correspond with Article 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention - Manufacturing

No provision in internal laws, as regards the term ‘manufacturing;, could be found corresponding with
Article 4(i), MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

Article 4.j MEDICRIME Convention - Counterfeit

The phrase“counterfeit medicinal product for human use”is defined in positive terms (what is a counterfeit
medicinal product) in Section 2, paragraph 35 as well as in negative way (what is not a counterfeit medicinal
product) in Section 2, paragraph 36 of the Act No. 362/2011 Coll. of Laws.

Further action is needed to fully correspond with Article 4., MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim

No provision in internal laws, as regards the term ‘victim; could be found corresponding with Article 4(k),
MEDICRIME Convention. The definition of a “victim” under the Act No. 274/2017 Coll. of Laws is to be used

11l. Country reports » Page 83



solely in the context of the application of the said Act. The Act No. 301/2005 Coll. of Laws operates with
the term“injured party” whose definition to some extent overlaps with the above definition of a “victim.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

Section 170b, Criminal Code, as regards medicinal products and medical devices, but not active substances,
excipients, part, materials, and accessories, partially corresponds with Article 5, MEDICRIME Convention. It is
noted that the extend of the falsification of manufacturing appears not to include the actual manufacturing of
a falsified medicinal product and medical device. The provision includes activities of falsification of the identity
and source of the medicinal product, and the identity, source, conformity assessment and conformity mark of
the medical device.

Further action is needed to fully correspond with Article 5, MEDICRIME Convention.

Section 170b, Criminal Code, as regards medicinal products and medical devices, but not active substances,
excipients, part, materials, and accessories, corresponds with Article 6, MEDICRIME Convention.

Section 170b. (2), Criminal Code, criminalises the falsification of certain documentation related to the finished
medicinal product and medical device. This is a specific provision for the mentioned documentation and not
documents in general as contemplated by Article 7, MEDICRIME Convention. Section 170b (2) partially corresponds
with Article 7, MEDICRIME Convention.

Further action is needed to fully correspond with Article 7, MEDICRIME Convention.

8.a.i, ii: Section 170a (1), Criminal Code, corresponds with Article 8.a.i and ii, MEDICRIME Convention.
8.b: No provision in internal laws could be found corresponding with Article 8.b MEDICRIME Convention.

Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: Sections 13, 20 and 21, Criminal Code, together correspond with Article 9.1, MEDICRIME Convention.
9.2: Article 14, Criminal Code, corresponds with Article 9.2, MEDICRIME Convention.

11.1.a, b, c: Law on the Criminal Liability of legal persons (The Act No.91/2016 Coll. of Laws) established criminal
liability of legal/juridical persons, types of sanctions and the specifics of the Criminal proceedings against juridical
persons. However, this Act only applies to specific categories of criminal offences as enumerated in Section 3. The
Act does not apply to criminal offences under Sections 170, 170a, or 170b of the Criminal Code which provides
for the criminalisation relating to medical products.

Further action is needed to fully correspond with Article 11.1, MEDICRIME Convention.

11.2: Section 4, Law on the Criminal Liability of legal persons (Act No. 91/2016 Coll. Of Laws) sets basic principles
for establishing criminal liability of legal persons and is consistent with the requirements of Article 11. 2,
MEDICRIME Convention. However, the

Act does not apply to criminal offences under Sections 170, 170a, or 170b of the Criminal Code which provides
for the criminalisation relating to medical products.

Further action is needed to fully correspond with Article 11.2, MEDICRIME Convention.
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11.3: The Criminal Code and the medicinal products and medical devices, create criminal and administrative
liability. However, the Act does not apply to criminal offences under Sections 170, 170a, or 170b of the Criminal
Code which provides for the criminalisation relating to medical products. Civil and administrative liability attaches
to legal person and this corresponds with Article 11.3, MEDICRIME Convention.

11.4 No criminal liability for legal persons is established under the internal legislation in connection with the
offences established in arts. 5-8 MEDICRIME Convention. There is no correspondence with Article 11.4, MEDICRIME
Convention.

Further action is needed to fully correspond with Article 11.1, 11.2 and 11.4, MEDICRIME Convention.

13.a: Sections 170a(3) and 170b(4(a)) and (5)(a), Criminal Code, as regards the causing of bodily harm or death,
corresponds with Article 13 MEDICRIME Convention. However, these are qualified to the extent of the offending.

13.b: Section 170, (2) (a), Criminal Code, is limited to anyone in the provision of healthcare and while this could
include professionals, it does not sufficiently correspond with Article 13.b, MEDICRIME Convention.

13.c: No provision in internal law, apart from Section 170 (2)(a), could be found to correspond with Article 13.c,
MEDICRIME Convention.

13.d: Section 170a, (2) (d) and Section 170, b (3) (d) in connection with Section 122. (2), Criminal Code, as
regards the commission of the offence publicly where it involves printed matter or the dissemination on radio,
television or use of a computer network, could be interpreted as sufficiently corresponding with Article 13.d,
MEDICRIME Convention.

13.e: Section 170.a and 170.b, Criminal Code, refer to the concept of dangerous grouping’and which is separate
in the ‘criminal group’. The term ‘dangerous grouping’ could be interpreted to correspond with the intent of
Article 13.e, MEDICRIME Convention.

13.f: Section 170a, (2)(a) and Section 170b, (3) (a), Criminal Code correspond with Article 13.f, MEDICRIME
Convention.

a. Article 4.a MEDICRIME Convention - Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. It is
noted that there are separate definitions for the terms‘medicinal product’and ‘medical device'.
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention - Medicinal Product
Article 5, Medicinal Products Act 2014, as amended (MPA), apart from the term ‘investigational medicinal
product; corresponds with Article 4.b, MEDICRIME Convention. Clarification is required on whether the term
‘investigational medicinal products’is considered as part of the term as part of the definition ‘medicinal
product’
Action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention -Active substance
Article 6.96, MPA corresponds with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Article 6.63, MPA corresponds with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention - Medical Device
Article 3. (1), Medical Device Act 2009 (MDA), corresponds with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
Article 3. (2), MDA, corresponds with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
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No provision in internal law, as regards the terms ‘parts’and ‘materials’ could be found to correspond with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Art 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
No provision in internal law, as regards the term‘document’ could be found to correspond with Article 4.h,
MEDICRIME Convention
Action is needed to correspond with Art 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
No provision in internal law, as regards the term‘manufacturing’ could be found to correspond with Article
4.i, MEDICRIME Convention.
Action is needed to correspond with Art 4.i, MEDICRIME Convention.

j. Article 4,j MEDICRIME Convention - Counterfeit
Article 6.62, as regards medicinal products, active substances, and excipients, corresponds with Article 4.j,
MEDICRIME Convention. There is no legal definition of the term ‘counterfeit’ as regards medical devices,
accessories and parts and materials.
Further action is needed to fully correspond with Art 4.i, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
Article 144, Criminal Procedures Act, 1994, as amended (CPC), refers to ‘injured party’ when describing
victims and includes one whom any of his personal or property rights have been violated or endangered by
a criminal offense. Article 144 CPC, in a broad manner, corresponds with Article 4.k, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law, as regards the counterfeiting (or falsification) of medical products, could be found to
correspond with Article 5, MEDICRIME Convention. Article 183.(1), Criminal Code criminalises the manufacture of
medicines or other medical remedies dangerous to health but does specifically not criminalises acts corresponding
to Article 5, MEDICRIME Convention.

Action is needed to correspond with Art 5, MEDICRIME Convention.

No provision in internal law could be found to correspond with Article 6, MEDICRIME Convention Article 183.
(1), Criminal Code criminalises the sale or otherwise supply of medicines or other medical remedies dangerous
to health, but does not specifically criminalise acts corresponding to Article 6, MEDICRIME Convention.

Action is needed to correspond with Art 6, MEDICRIME Convention.

Article 251. (1) and (3), Criminal Code, as regards the falsification of documents, corresponds with Article 7,
MEDICRIME Convention.

8.a.i: Article 20, as regards marketing authorisations, Article 90. (1), as regards manufacturing authorisations,
and Article 97, as regards wholesaling authorisations of medicinal products, create mandatory provision in the
MPA. The breach of such provisions results in offending conduct that is not punishable in the Criminal Law but
is by administrative sanctions. Articles 20, 90. (1), and 97 MPA do not correspond with Article 8.a.i, MEDICRIME
Convention.

Action is needed to correspond with Art 8.a.i, MEDICRIME Convention.
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8.a.ii: Article 67.(1), as regards the compliance of requirements of the MDA, Article 67. (5) and (6), as regards the
placing of the CE mark on medical devices, criminalises the acts of the legal person which are misdemeanours
punishable by fines. This does not include all the requirements of Article 8.a.ii, MEDICRIME Convention.

Action is needed to correspond with Art 8.a.ii, MEDICRIME Convention.

8.b: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention Action
is needed to correspond with Art 8.b, MEDICRIME Convention.

9.1: Article 20. (2), and Article 38, Criminal Code, as regards accomplices, aiding and abetting, corresponds with
Article 9.1, MEDICRIME Convention.

9.2: Article 34, Criminal Code, as regards attempts, corresponds with Article 9.2, MEDICRIME Convention.

11.1.a, b, c: Article 4 and 5, Law on Liability of Legal Entities for Criminal Offenses 1999, as amended, corresponds
with Article 11.1.a, b, and ¢, MEDICRIME Convention.

11.2: Article 4.4, and 5.3, Law on Liability of Legal Entities for Criminal Offenses corresponds with Article 11.2,
MEDICRIME Convention.

11.3: Law on Liability of Legal Entities for Criminal Offenses and the MPA provide for Criminal Civil and Administrative
liability for legal persons. This corresponds with Article 11.3, MEDICRIME Convention.

11.4: Article 5.4, Law on Liability of Legal Entities for Criminal Offenses, and Article 42,
Criminal Code corresponds with Article 11.4, MEDICRIME Convention.

Article 49, Criminal Code provides the general rules for sentencing and correspond in some respects with Article
13, MEDICRIME Convention.

13.a: Article 183 (4) and (5), Criminal Code, which refer to the ‘Production and marketing of harmful treatment
agents’and their consequence in serious bodily injury or results in the death, respectively, correspond to Article
13.a, MEDICRIME Convention.

13.b: There is no correspondence with Article 13.b, MEDICRIME Convention.
13.c: There is no correspondence with Article 13.c, MEDICRIME Convention.
13.d: There is no correspondence with Article 13.d, MEDICRIME Convention.

13.e: Article 42, Criminal Code, as regards offending in the framework of a criminal organisation, corresponds
with Article 13.e, MEDICRIME Convention.

13.f: Article 49. (3), Criminal Code, as regards previous history of the same type, corresponds with Article 13.f,
MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.b, c and d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. It is
noted that there are separate definitions for the terms ‘medicinal product’and ‘medical device"
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
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Chapter 2, Section 1, Medicinal Products Act, as regards the term ‘medicinal product; corresponds with
Article 4.b, MEDICRIME Convention. No provision in internal law, as regards the term investigational product,
other than a reference to Regulation (EU) No 536/2014 (human clinical trials), could be found to correspond
with Article 4.b, MEDICRIME Convention.

Further action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

C.  Article 4.c MEDICRIME Convention -Active substance
Chapter 2, Section 1, Medicinal Products Act, as regards active substances, corresponds with Article 4.c,
MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
Chapter 2, Section 1, Medicinal Products Act, as regards the term‘excipient’ substantially corresponds with
Article 4.d, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
Section 2, Medical Devices Act, as regards the term‘medical device’ corresponds with Article 4.e, MEDICRIME
Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision in internal law, as regards the term ‘accessory, could be found to correspond with Article 4.f,
MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law, as regards the term ‘accessory’ could be found to correspond with Article 4.g,
MEDICRIME Convention.
Action is needed to correspond with Article 4.9, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention - Document
Chapter 14, Section 1, Swedish Criminal Code uses the term‘instrument’. It is generally described and does
not fully correspond with Article 4.h, MEDICRIME Convention.
Further action is needed to fully correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Chapter 2, Section 1, Medicinal Products Act, as regards the term ‘manufacturing’is inadequately described
and does not correspond sufficiently with Article 4.i, MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j. Article 4, MEDICRIME Convention - Counterfeit
Chapter 2, § 1, Medicinal Products Act, as regards medicinal products, corresponds with Article 4.j, MEDICRIME
Convention. No provision in internal law, as regards medical devices, could be found to correspond with
Article 4.j, MEDICRIME Convention.
Further action, as regards medical devices, is needed to correspond with Article 4.j, MEDICRIME Convention.

k  Article 4.k MEDICRIME Convention - Victim
No provision in internal law, as regards the term ‘victim’ could be found to correspond with Article 4.k,
MEDICRIME Convention.
Action is required to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law could be found to correspond with Article 5, MEDICRIME Convention.

Action is needed to correspond with Article 5, MEDICRIME Convention.

No provision in internal law could be found to correspond with Article 6, MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.
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Chapter 14, Sections 1 and 2; Swedish Criminal Code correspond with Article 7, MEDICRIME Convention.

8.a.i: Chapter 16, Section 1.4, Medicinal Product Act, on criminalisation, as regards prohibition on manufacturing
and importation without authorisation, Article 14.1, as regards prohibition on marketing without authorisation,
and Chapter 9, Section 1, Medicinal Products Trading Act, as regards the wholesaling of medicinal products
without authorisation, correspond with Article 8.a.i, MEDICRIME Convention.

8.a. ii: Article 17, Medical Device Act, as regards the intentional or negligent placing a medical device on the
market without conforming to the essential requirements, corresponds to Article 8.a.ii, MEDICRIME Convention.
However,

8.b): No provision in internal law could be found corresponding to Article 8.b, MEDICRIME Convention.

Further action is needed to correspond with article 8.b, MEDICRIME Convention.

9.1: Chapter 23, Section 4, Swedish Criminal Code, as regards aiding and abetting, provides that the provision
applies in respect of any statute where offences arise. As the Medicinal Product Act, Medicinal Products Trading
Act, and the Medical Device Act do not provide for the criminalisation of offences referred to in Article 5 and 6
MEDICRIME Convention, the provision in the Criminal code, as regards aiding and abetting, does not correspond
with Article 9.1, MEDICRIME Convention.

9.2: Chapter 23, Section 1, Swedish Criminal Code, as regards attempt, provides that the provision applies in
respect of any statute where offences arise. As the Medicinal Product Act, Medicinal Products Trading Act, and
the Medical Device Act do not provide for the criminalisation of offences referred to in Article 5 and 6 MEDICRIME
Convention, the provision in the Criminal code, as regards attempt, does not correspond with Article 9.2,
MEDICRIME Convention.

Action is required to correspond with Article 9, MEDICRIME Convention.

11.1 and 11.2: Chapter 36, Section 7, Criminal Code, corresponds with Article 11.1 and 11.2 MEDICRIME Convention.

11.3: Swedish law provides for Criminal Law, Civil Law and Administrative liability corresponding to Article 11.3,
MEDICRIME Convention.

11.4: Itis unclear whether the Criminal Code corresponds with Article 11.4, MEDICRIME Convention.

It is noted that as Medicinal Product Act, Medicinal Products Trading Act, and the Medical Device Act do not
provide for the criminalisation of offences referred to in Article 5 and 6 MEDICRIME Convention, the provision in
the Criminal code, as regards corporate liability, may not correspond with Article 11.1, 11.2 and 11.4, MEDICRIME
Convention.

The concept of corporate liability is recognised in several international legal agreements. It has previously been
established that the provisions of a corporate fine as provided by Chapter 36, Section 7, Criminal Code meet the
requirements of corporate liability. Based on these considerations, the provisions of Article 11 in the Convention
are adequately implemented by Swedish legislation.

Aggravating circumstances may be taken in consideration by the Courts in determining the sentence.

13.a: Chapter 29, Section 1, Criminal Code includes consideration on whether the act involved a serious attack
on someone’s life or health or personal security. This is more restrictive than the Convention as it introduces
the gravity to seriousness. It substantially corresponds with Article 13.a, MEDICRIME Convention.

Further action is needed to fully correspond with Article 13.a, MEDICRIME Convention.
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13.b and c: Chapter 29, Section 2, point 4, Criminal Code provides for the abuse of trust as an aggravating
circumstance without specifying a profession or trade. This substantially corresponds with Article 13, b and c.

Further action is needed to correspond fully with Article 13.b and ¢, MEDICRIME Convention.
13.d: No provision in internal law could be found to correspond with Article 13.d, MEDICRIME Convention.

13.e: Chapter 29, Section 2, point 6, as regards commission in the framework of a criminal organisation, corresponds
with Article 13.d, MEDICRIME Convention

13.f: Chapter 29, Section 4, Criminal Code as regards recidivism, corresponds with Article 13.f, MEDICRIME
Convention.

Further action is needed to correspond with Article 13.d, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term ‘medical product; could be found to correspond with
Article 4.a, MEDICRIME Convention.
Action is needed to correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Article 21, Law n° 73-55, 1973, as regards the term medicinal product, substantially, but not fully,
corresponds with Article 4.b, MEDICRIME Convention. No provision in Article 21 includes investigational
medicinal products.
Action is needed to fully correspond with Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention - Active substance
No provision in internal law, as regards the term ‘active substance, could be found to correspond with
Article 4.c, MEDICRIME Convention.
Action is needed to correspond with Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
No provision in internal law, as regards the term ‘excipient; could be found to correspond with Article 4.d,
MEDICRIME Convention.
Action is needed to correspond with Article 4.d, MEDICRIME Convention.

e. Article 4.e MEDICRIME Convention — Medical Device
No provision in internal law, as regards the term‘medical device;, could be found to correspond with Article
4.e, MEDICRIME Convention.
Action is needed to correspond with Article 4.e, MEDICRIME Convention.

f.  Article 4.f MEDICRIME Convention — Accessory
No provision in internal law, as regards the term ‘accessory;, could be found to correspond with Article 4.,
MEDICRIME Convention.
Action is needed to correspond with Article 4.f, MEDICRIME Convention.

g. Article 4.9 MEDICRIME Convention — Parts and materials
No provision in internal law, as regards the terms ‘parts’ and ‘materials; could be found to correspond with
Article 4.9, MEDICRIME Convention.
Action is needed to correspond with Article 4.g, MEDICRIME Convention.

h. Article 4.h MEDICRIME Convention — Document
Article 1, Annex to the Decree n°90-1400, 1990, contains reference to specific documents and does not
define the term ‘document’. No provision in internal law, as regards the term ‘document; could be found to
correspond with Article 4.h, MEDICRIME Convention.
Action is needed to correspond with Article 4.h, MEDICRIME Convention.

i.  Article 4.i MEDICRIME Convention — Manufacturing
Article 1, Annex to the Decree n°90-1400, 1990, as regards the term‘manufacturing’ of medicinal products,
partially, but not fully, corresponds with Article 4.i, MEDICRIME Convention. No provision in internal law,

Page 90 » Gap analysis report



as regards the term ‘manufacturing’ of medical devices, could be found to correspond with Article 4.i,
MEDICRIME Convention.
Action is needed to correspond with Article 4.i, MEDICRIME Convention.

j.  Article 4. MEDICRIME Convention — Counterfeit
No provision in internal law, as regards the term‘counterfeit; could be found to correspond with Article 4.j,
MEDICRIME Convention.
Action is needed to correspond with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision in internal law, as regards the term ‘victim; could be found to correspond with Article 4.k,
MEDICRIME Convention.
Action is needed to correspond with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

No provision in internal law, as regards the offence of the intentional manufacturing of a counterfeit medical
product, active substances, excipients, parts, materials, and accessories, could be found to correspond with
Article 5, MEDICRIME Convention.

Action is needed to correspond with Article 5, MEDICRIME Convention.

No provision in internal law, as regards the offence of the intentional supply, or the offering to supply, including
brokering, the trafficking, including keeping in stock, importing, and exporting of counterfeit medical product,
active substances, excipients, parts, materials, and accessories, could be found to correspond with Article 6,
MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.

Article 172, Criminal Code corresponds with Article 7, MEDICRIME Convention.

8.a.iandii: Law 85-91, 1985, as amended, requires authorisation for the manufacture and registration of medicines
for human use, but it is unclear whether there is a criminal offence established for their intentional breach. No
provision in internal law, as regards the intentional breach of authorisations relating to the keeping in stock for
supply, importing, exporting, supplying, offering to supply or other requirements for authorisation, could be
found to correspond with Article 8. a. i, and ii, MEDICRIME Convention.

8.b: No provision in internal law could be found to correspond with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8. a and b, MEDICRIME Convention.

9.1: Article 32 Criminal Code, as regards ‘aiding’ or ‘abetting;, is a general criminal law offence that corresponds
with the intent of Article 9.1, MEDICRIME Convention.

9.2: Article 59 Criminal Code, provides that ‘attempt’is only punishable where the penalty is associated with a
criminal offence with a minimum penalty of 5 years of imprisonment. This does not sufficiently correspond with
Article 9.2 MEDICRIME Convention.

Further action is needed to correspond with Article 9.2 MEDICRIME Convention.
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No provision in internal law could be found to correspond with Article 11, MEDICRIME Convention.

Action is needed to correspond with Article 11, MEDICRIME Convention.

The Criminal Code provides as offences all the circumstances in Article 13. a -c and e and do not require them
as aggravating circumstances.

13.a: Article 225, Criminal Code.

13.b: Article 297, Criminal Code.

13.c: Article 298, Criminal Code

13.d: Act on the competition and Prices.
13.e: Articles131 and 132, Criminal Code
13.f: Article 47, Criminal Code

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law could be found to correspond with Article 4.a, MEDICRIME Convention. It is
noted that there are separate definitions for the terms ‘medicinal product’and ‘medical device"
Further action is needed to fully correspond with Art 4.a MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
Regulation 2(1), The Human Medicine Regulations 2012, as regards medicinal products, 2(1), The Medicines
for Human Use (Clinical Trials) Regulations 2004, as regards investigational medicinal products, and
Regulation 2(1), The Veterinary Medicine Regulations 2013, as regards medicinal products for veterinary
use, correspond with Article 4.b, MEDICRIME Convention.
c. Article 4.c MEDICRIME Convention - Active substance
Regulation 8(1), Human Medicines Regulations 2012, as regards active substances for medicinal products
for human use, corresponds with Article 4.c, MEDICRIME Convention. Part 3, Chapter 1, Section 14(1),
Medicines and Medical Device Act 2021, as regards active substances for medicinal products for veterinary
use, corresponds with Article 4.c, MEDICRIME Convention.
d. Article 4.d MEDICRIME Convention — Excipient
Regulation 8(1), Human Medicines Regulations 2012, as regards medicinal products for human use, broadly
corresponds with Article 4.d, MEDICRIME Convention. While the Veterinary Medicines Regulations 2013
makes numerous references to excipients in its text it does not define the term.
Further action is needed to correspond fully with Article 4.d, MEDICRIME Convention.
e. Article 4.e MEDICRIME Convention — Medical Device
Regulation 2(1), Medical Devices Regulations 2002, corresponds with Article 4.e, MEDICRIME Convention.
f.  Article 4.f MEDICRIME Convention — Accessory
Regulation 5(1), Medical Devices Regulations 2002, corresponds with Article 4.f, MEDICRIME Convention.
g. Article 4.g MEDICRIME Convention — Parts and materials
No provision in internal law could be found to correspond with Article 4.g, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.g, MEDICRIME Convention.
h. Article 4.h MEDICRIME Convention — Document

No provision in internal law could be found to correspond with Article 4.h, MEDICRIME Convention.
Further action is needed to fully correspond with Art 4.h, MEDICRIME Convention.
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i.  Article 4.i MEDICRIME Convention - Manufacturing

Regulation 8(1), Human Medicines Regulations 2012, as regards medicinal products for human use includes
the term ‘manufacture’ which encompasses much of what is included in the term ‘manufacturing’ but
does not define the term ‘manufacturing. Regulation A17, Human Medicines Regulations 2012, as regards
active substances; Regulation 5(3), Veterinary Medicines Regulations 2013, as regards medicinal products
for veterinary use; and Regulation 2, Medical Devices Regulations 2002, as regards medical devices and
accessories, correspond with Article 4.i, MEDICRIME Convention.

Further action is needed to fully correspond with article 4.i MEDICRIME Convention.

j. Article 4j MEDICRIME Convention - Counterfeit
Regulation 8(1), Human Medicines Regulations 2012, as regards medicinal products for human use,
corresponds with Article 4.j, MEDICRIME Convention. No provision in internal law, as regards medicinal
products for veterinary use or for medical devices, could be found to correspond with Article 4.j, MEDICRIME
Convention.
Further action is needed to correspond fully with Article 4.j, MEDICRIME Convention.

k. Article 4.k MEDICRIME Convention - Victim
No provision in internal law could be found to correspond with Article 4.k, MEDICRIME Convention.
Action is needed to correspond fully with Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

5.1: Section 2, Fraud Act 2006, as regards the jurisdictions of England, Wales, and Northern Ireland, and Section
49, Criminal Justice and Licensing (Scotland) Act 2010 are general Criminal Law fraud offences. This involves the
dishonestly making of representation. While this may support a prosecution in relation to counterfeit medical
products, it does not correspond with Article 5, MEDICRIME Convention.

Action is needed to correspond with Article 5, MEDICRIME Convention.

Section 2, Fraud Act 2006, as regards the jurisdictions of England, Wales, and Northern Ireland and Section 49,
Criminal Justice and Licensing (Scotland) Act 2010 are general Criminal Law fraud offences. This involves the
dishonestly making of representation. While this may support a prosecution in relation to counterfeit medical
products, it does not correspond with Article 6, MEDICRIME Convention.

Action is needed to correspond with Article 6, MEDICRIME Convention.

There is no correspondence with Article 7, MEDICRIME Convention.

Action is needed to correspond fully with Article 7, MEDICRIME Convention.

8.a.i: Regulation 34(1), Human Medicines Regulations 2012, as regards manufacturing licences, Regulation 18(1),
as regards wholesale dealing licences, and Regulation 47(1), as regards marketing authorisations, correspond
with Article 8.a.ii, MEDICRIME Convention. Regulation 43(q), (r), (s), and 47(1) Veterinary Medicines Regulations
2013, as regards supply, correspond with Article 8.a.i, MEDICRIME Convention.

8.a.ii: Regulation 8, Medical Devices Regulations 2002, as regards placing on the market or putting into service
in compliance with the essential requirements, corresponds with Article 8.a.i, MEDICRIME Convention. It is noted
that Regulation 60A (1), Medicines and Medical Devices Act 2021, as regards supply and placing on the market,
substantially corresponds with Article 8.a.(ii), MEDICRIME Convention.

8.b: No provision could be found in internal law to correspond with Article 8.b, MEDICRIME Convention.

Further action is needed to fully correspond with Article 8.b, MEDICRIME Convention.
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9.1. Ss. 44, 45, 46, Serious Crime Act 2007, as regards England, Wales, and Northern Ireland, and Section 293.
(2), Criminal Procedures (Scotland) Act, 1995, as regards Scotland, correspond with Article 9.1: MEDICRIME
Convention. However, in the absence of an offence under Articles 5 and 6, MEDICRIME Convention, the internal
laws have no effect in this regard.

9.2: Section. 1, Criminal Attempts Act 1981, as regards England and Wales, Section 294, Criminal Procedure
(Scotland) Act 1995, as regards Scotland, and Section 3, The Criminal Attempts and Conspiracy (Northern Ireland)
Order 1983, individually and together correspond with Article 9.2 MEDICRIME Convention. However, in the absence
of an offence under Articles 5 and 6, MEDICRIME Convention, the internal laws have no effect in this regard.

Action is needed to correspond with Article 9, MEDICRIME Convention.

11.1: Section12, Fraud Act 2006, as regards England, Wales, and Northern Ireland, and Common Law (Purcell Meats
(Scotland) Ltd. v. McLeod 1986 SCCR 672) as regards Scotland, and as regards medical product regulations for
the UK, Regulation 338, Human Medicines Regulations 2012, Regulation 44(2), Veterinary Medicines Regulations
2013, and the provision of Regulation 60C, Medical Devices Regulations 2002 (inserted by Schedule 3, Medicines
and Medical Device Act 2021), correspond with Article 11.1, MEDICRIME Convention.

11.2: Regulation 338, Human Medicines Regulations 2012, Regulation 44(2), Veterinary Medicines Regulations
2013, (and the provisions of Regulation 60C Medical Devices Regulations 2021correspond with Article 11.2,
MEDICRIME Convention.

11.3: The liability can be criminal or civil.

11.4:5.12(2), Fraud Act 2006, as regards England, Wales and Northern Ireland, the Common Law, as regards
Scotland, and as regards the U.K., $993, Companies Act 2006, and Regulation 338, Human Medicines Regulations
2012, Regulation 44(2), Veterinary Medicines Regulations 2013, correspond with Article 11.4, MEDICRIME
Convention.

Aggravating circumstances for the UK arise from a hybrid of statue, sentencing guidelines issued by a Sentencing
Council established by statute, by court specific guidelines and sentencing guidelines made by superior courts.
It is a matter for the courts to consider the guidelines in determining sentences.

Some of the specific guidance for aggravating circumstances provided by statute arise, such as in relation to Art.
13.e MEDICRIME Convention, for offences committed in the framework of a criminal organisation - S. 29 of the
Criminal Justice and Licensing (Scotland) Act 2010, and in relation to Article 13.f, MEDICRIME Convention, for
offences of the same nature previously committed - S. 65, Sentencing Act 2020, as regards England and Wales.

Further Action is required to correspond fully with Article 13, MEDICRIME Convention.

a. Article 4.a MEDICRIME Convention — Medical Product
No provision in internal law, as regards the term ‘medical product’ could be found corresponding with
Article 4.a, MEDICRIME Convention. It is noted that there are separate definitions of the terms ‘medicinal
product’and ‘medical device'.
Action is needed to fully correspond with Article 4.a, MEDICRIME Convention.

b. Article 4.b MEDICRIME Convention — Medicinal Product
21 U.S.C. §321 (g)(1), corresponds with the meaning of Article 4.b, MEDICRIME Convention.

c. Article 4.c MEDICRIME Convention - Active substance
21 CFR310.3 (g), and 21CFR §314.3 correspond to Article 4.c, MEDICRIME Convention.

d. Article 4.d MEDICRIME Convention — Excipient
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21 CFR §201.117 includes a description of excipients under the heading of ‘inactive ingredients’and does
not separately define it. The term‘inactive ingredients’ corresponds with Article 4.d, MEDICRIME Convention.

Article 4.e MEDICRIME Convention — Medical Device

21 U.S.C. 8321 (h), as regards medical devices and which includes accessories, components, and material,
approximates to the meaning of Article 4.e, MEDICRIME Convention. 21 U.S.C. 360 j(o) excludes software
intended to be used in conjunction with the device.

Further action is needed to fully correspond with Article 4.e, MEDICRIME Convention.

Article 4.f MEDICRIME Convention — Accessory

The term ‘accessory’ is not defined. It is defined in a guidance document by the U.S. Food and Drug
Administration (US FDA), and it corresponds with Article 4.f, MEDICRIME Convention.

Further action needed to fully correspond with Article 4.f, MEDICRIME Convention.

Article 4.g MEDICRIME Convention - Parts and materials
The term ‘materials’is used throughout 21 U.S.C, Chapter 9, but is not defined, nor is the term ‘parts.
Action is needed to correspond with Article 4.9, MEDICRIME Convention.

Article 4.h MEDICRIME Convention — Document
18 U.S.C. § 2318, (b)(5), concerning the trafficking in counterfeit labels, illicit labels, or counterfeit documentation
or packaging, corresponds with Article 4.h, MEDICRIME Convention.

Article 4.i MEDICRIME Convention — Manufacturing

The term ‘manufacturing’ is defined in a limited manner in some State laws, and in relation to blood
products for human use, but not by federal law or in all States in relation to medical products. There is no
correspondence with Article 4.i, MEDICRIME Convention.

Action is needed to fully correspond with Article 4.i, MEDICRIME Convention.

Article 4. MEDICRIME Convention — Counterfeit

21 U.S. Code § 321(g)(1) defines the term‘counterfeit’'in a manner that includes aspects of misrepresentation
of identity of the medical product, but is insufficient to capture misrepresentation of source, including the
history of the product. It is noted that U.S. Congressional reports include submissions that mention the
term ‘falsified’ as regards medical products and define it in a manner consistent with Article 4.j, MEDICRIME
Convention. However, the legal definition remains as thatin 21 U.S. Code § 321(g)(1). This does not correspond
with Article 4.j, MEDICRIME Convention.

Further action is needed to correspond with Article 4.j, MEDICRIME Convention.

Article 4.k MEDICRIME Convention - Victim
18 US.C. §3771, (e), (2), (A) and (B), is a broad general criminal law definition that encompasses broadly
the intent of Article 4.k, MEDICRIME Convention.

CHAPTER Il - SUBSTANTIVE CRIMINAL LAW

5.1:21 U.S.C. § 331, (g), as regards medical products, and 21 U.S.C. § 331 (i), (3), as Regards causing any medical
product to be counterfeit medicinal product, correspond with Article 5.1, MEDICRIME Convention.

5.2:21U.S.C.§331(2), as regards adulteration of medicinal products in interstate trade, corresponds with Article
5.,2, MEDICRIME Convention. However, this may not apply outside interstate trade.

Further action is needed to fully correspond with Article 5.2, MEDICRIME Convention.

18 U.S.C. § 2320 (a), (1), (2), and (4), as regards the trafficking in counterfeit goods or services, corresponds with
Article 6, MEDICRIME Convention. 21 U.S.C. § 331, (a), and (c).

21 U.S.C. § 331, as regards regulatory law, and 18 U.S.C. §495, as regards general forgery offences, respectively,
sufficiently correspond with Article 7, MEDICRIME Convention.
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8.a.i.,ii: 21 U.S.C. § 355 and §360 correspond with Article 8.a. i and ii, MEDICRIME Convention.

8.b: There is no correspondence, as regards the commercial use of original documents outside their intended
use within the legal medical product supply chain, with Article 8.b, MEDICRIME Convention.

Action is needed to correspond with Article 8.b, MEDICRIME Convention.

9.1: 18 U.S.C. §2, as regards aiding and abetting, corresponds with Article 9.1.MEDICRIME Convention.

9.2: 18 US.C. § 371 is a general conspiracy criminal law provision that does not directly address attempt. 18
U.S.C. § 2320 includes attempts in the trafficking in counterfeit goods or services and Partially corresponds with
Article 9.2, MEDICRIME Convention.

Further action is needed to correspond fully with Article 9.2, MEDICRIME Convention.

11.1. a, b, c: Case law precedent in the Common Law Legal System has ensured that corporate liability arises
through the acts of its agents (New York Central & Hudson River Railroad Co. v. United States, 212 U.S. 481, 494-95
(1909)). This is not specified in statutory law and does not completely correspond with Article 11.1, MEDICRIME
Convention.

11.2: U.S. case law has developed the doctrine of “responsible corporate official” which provides for corporate
liability where offending results from a failure to supervise (United States v. Park, 421 U.S. 658 (1975)). This
corresponds with the intent of Article 11.2, MEDICRIME Convention.

11.3: Criminal, civil, and administrative sanctions are applicable to legal persons and Correspond with Article
11.3, MEDICRIME Convention.

11.4: U.S. case law precedent has ensured that legal entities are held liable for the acts of and distinct from that
of their servants and agents (New York Central & Hudson River Railroad Co. v. United States, 212 U.S. 481, 494-95
(1909)). This corresponds with Article 11.4, MEDICRIME Convention.

Further action is needed to correspond with Article 11.1, MEDICRIME Convention.

13.a: 18 US.C. § 3571, USSG § 2N2.1, as regards the creation of a substantial risk of bodily injury or death, or
bodily injury, death, or extreme psychological injury, corresponds to Article 13.a MEDICRIME Convention.

13.b, ¢, d, e,and f: There is no direct correspondence with Article 13. b - f. MEDICRIME Convention. Circumstance
already forming part of the constituent elements of the offence obviate the requirement for aggravating
circumstances in some instances. Sentencing guidelines are used to guide the Courts on aggravating circumstances
and by 18 U.S. Code § 3553 - Imposition of a sentence.

Further action is needed to correspond with Article 13. b — f, MEDICRIME Convention.
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https://www.gov.uk/government/news/east-london-crook-charged-with-meds-crimes
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https://www.gov.uk/government/news/david-noakes-judge-orders-seizure-of-14-million
https://www.gov.uk/government/news/david-noakes-judge-orders-seizure-of-14-million
https://www.gov.uk/government/news/david-noakes-judge-orders-seizure-of-14-million
https://www.gov.uk/government/news/david-noakes-judge-orders-seizure-of-14-million
https://www.5pb.co.uk/print/pdf/node/67
https://www.5pb.co.uk/print/pdf/node/67
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/831448/Item_06__IES__Criminal_Enforcement_within_the_MHRA.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/831448/Item_06__IES__Criminal_Enforcement_within_the_MHRA.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/831448/Item_06__IES__Criminal_Enforcement_within_the_MHRA.pdf
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf
https://rusi.org/sites/default/files/201412_whr_on_tap.pdf
https://rusi.org/sites/default/files/201412_whr_on_tap.pdf
https://rusi.org/sites/default/files/201412_whr_on_tap.pdf
https://rusi.org/sites/default/files/201412_whr_on_tap.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/652376/Item_10__2017-OB-11__Operation_Pangea_2017.pdf)
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https://www.health-ni.gov.uk/news/cloughmills-man-receives-suspended-sentence-supplying-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/cloughmills-man-receives-suspended-sentence-supplying-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/cloughmills-man-receives-suspended-sentence-supplying-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/cloughmills-man-receives-suspended-sentence-supplying-illegal-veterinary-medicines
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https://www.health-ni.gov.uk/news/lurgan-man-receives-suspended-sentence-importation-and-possession-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/lurgan-man-receives-suspended-sentence-importation-and-possession-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/lurgan-man-receives-suspended-sentence-importation-and-possession-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/lurgan-man-receives-suspended-sentence-importation-and-possession-illegal-veterinary-medicines
https://www.health-ni.gov.uk/news/lurgan-man-receives-suspended-sentence-importation-and-possession-illegal-veterinary-medicines
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http://www.pharm.am/attachments/article/89/Law%20on%20Medicines_ENG_%2027.06.2017_2.pdf
https://www.legislationline.org/download/id/6358/file/Armenia_CPC_1998_am2016_en.pdf
https://www.legislationline.org/documents/section/criminal-codes/country/45/Armenia/show
https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=10010441
https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=10011003
https://www.ris.bka.gv.at/GeltendeFassung.wxe?Abfrage=Bundesnormen&Gesetzesnummer=20005989
https://www.ris.bka.gv.at/eli/bgbl/ii/2008/324/P2/NOR40200821
https://www.ris.bka.gv.at/eli/bgbl/1975/631/P65/NOR40181026
https://www.ris.bka.gv.at/eli/bgbl/1974/60/P12/NOR12029553
https://www.ris.bka.gv.at/eli/bgbl/i/2005/151/P0/NOR30004820
http://e-qanun.gov.az/code/11
http://e-qanun.gov.az/code/24
http://e-qanun.gov.az/code/14
https://www.lex.bg/bg/laws/ldoc/1589654529
https://www.lex.bg/bg/laws/ldoc/2135549536
https://www.lex.bg/bg/laws/ldoc/2135555444
https://www.lex.bg/bg/laws/ldoc/2135512224
https://laws-lois.justice.gc.ca/eng/acts/F-27/FullText.html
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c.%2C_c._870/FullText.html
https://laws-lois.justice.gc.ca/eng/acts/c-46/FullText.html
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