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EINIXHMH EOHMEPIAA
THX KYIIPIAKHE AHMOKPATIAX

ITAPAPTHMA IIPQTO
NOMOG®EZXIA - MEPOX Il

Ap1Opog 4280 Hopackevi], 24 Iovviov 2022 85

O mepi Tng ZUuBaong Tou TupBouldiou TG Eupwirng oxetika pe Tnv Maparroinon latpikwv MpoiévTwyv Kkai
Mapopoieg Mapafdaoeig Tou amoreAouv AtrelAR yia Tn Anpoéoia Yyeia (Kupwrikdg) Nopog Tou 2022 ekdideTal pe
dnpocisuon otnv Emionun E@nuepida tng Kutrpiakng Anpokpartiag cuppwva pe 1o ApBpo 52 Tou ZuvtdyuaTog.

2UVOTITIKOG
TiTAOG.

Epunveia.

KUpwan 1ng
>UuBaong.
Mivakag,
Mépog |,
Mépog Il

Ap1Bu6g 3(11l) Tou 2022

NOMOZ MOY KYPQNEI TH ZYMBAZH TOY ZYMBOYAIOY THZ EYPQIMHZ ZXETIKA
ME THN MAPAMOIHZH IATPIKQN MNMPOIONTQN KAI MTAPOMOIEZ NMAPABAZEIZ
MNOY AMNOTEAOYN AMEIAH INA TH AHMOZIA YTEIA

H BouAn Twv AvTITTpoowTTwVY Yneigel wg akoAoUbwg:

1. O mapwv Népog Ba avagépetal wg o TTepi TNG ZUPPBaong Tou Zuppoudiou TNG EupwTting oxeTIKA
pye tnv Mapatroinon latpikwy Mpoidviwv kai Mapoépoieg MapaBdoeig Tou atroteAolv ATTEIAR yia Tn
Anuooia Yyeia (KupwTtikdg) Nopog Tou 2022.

2. Ztov mopévta Népo «ZuyBacn» onuaivel Tn Z0pBacn Tou ZupBouliou TG Eupwting oXeTIKA Pe
TNV TTOPATTOiNGN IATPIKWY TTPOIGVTWY Kal TTapduoleg TTapaBdacig TTou atroTeAolv aTTelAn yia Tn dnuoaoia
uyeia, n otoia utreypden oTig 28 OkTwfpiou 2011, kai TG otroiag n uttoypa@nR atmd Tnv Kutrpiokn
Anuokparia gykpibnke pe Tnv Amégacn Tou YTToupylkoU ZupBouAiou pe apiBud 87.321 kal nuepopnvia
17 Atrpiiou 2019.

3. Mg 1ov TTapovra Nopo Kupwvetal n ZUPBacn, T0 AUBEVTIKO KEIPEVO TNG OTToiag eKTiBeTal OTNV
ayyAikr kai otn yoAAIkr yAwooa ato Mépog | Tou MNMivaka kai og petTd@pacn atnv éAANVIKr YAWoOoa OTO
Mépog Il Tou Mivaka:

Nocgital 611, o€ TTEPITTTWON O1IAPOPAG PETALU Tou KeIévou Tou Mépoug | Tou TMivaka Kal ToU KEIPEVOU
Tou Mépoug Il Tou lMivaka, utrepioyUel To Keipevo TTou ekTiBeTal oTo Mépog | auTou.

MINAKAZ
(ApBpo 3)
Mépog |
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COUNCIL OF EUROPE CONVENTION

ON THE COUNTERFEITING OF MEDICAL
PRODUCTS AND SIMILAR CRIMES
INVOLVING THREATS TO PUBLIC HEALTH

CONVENTION DU CONSEIL DE L'EUROPE

SUR LA CONTREFA<;ON DES PRODUITS MEDICAUX
ET LES INFRACTIONS SIMILAIRES

MENA<;ANT LA SANTE PUBLIQUE
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Preamble

The member States of the Council of Europe and the other signatories to this Convention,

Considering  that the aim of the Council of Europe is to achieve a greater unity between ils
members;

Noting that the counterfeiting of medical products and similar crimes by their very nature ser-
iously endanger public health;

Recalling the Acton Plan adopted al the Third Summit of Heads of State and Government of
the Council of Europe (Warsaw, 1617 May 2005), which recommends the development of
measures to strengthen the security of European citizens:

Bearing in mind the Universal Declaration of Human Rights. proclaimed by the United Nations
General Assembly on 10 December 1948 the Convention for the Protection of Human Rights
and Fundamental Freedoms (1950. ETS No. 5). the European Social Charter (1961, ETS No. 35).
the Convention on the Elaboration of a European Pharmacopoeia (1964, ETS No 50) and its
Protocol (1989. ETS No. 134), the Convention for the Protection of Human Rights and Dignity
of the Human Being with regard to the Application of Biology and Medicine Convention on
Human Rights and Biomedicine (1997, ETS No 164) and the Additional Protocols thereto
(1998, ETS No 168. 2002. ETS No 186. 2005. CETS No 195. 2008 CETS No 203) and the
Convention on Cybercrime (2001. ETS No. 185):

Also bearing in mind the other relevant work of the Council of Europe. particularly the deci-
srons 0i the Committee of Ministers and work of the Parliamentary Assembly. notably
Resolution AP(2001 )2 concerning the pharmacist's role in the framework of health security,
the replies adopted by the Committee of Ministers on 6 April 2005 and on 26 September 2007.
concerning respectively, Parharnentary Assembly Recommendations 1673 {2004) on "Counter-
feltlng problems and solutions” and 1794 (2007) on the "Quality of medicines in Europe". as
well as relevant programmes conducted by the Council of Europe

Having due regard to other relevant international legal instruments and programmes con-
ducted notably by the World Health Organisation, in partcular the work of the group IMPACT.
and by the European Union, as well as in the forum of the GB:

Determined to contribute effect,vely to the attainment of the common goal of combating
crime 1nvolvmg counterfeiting of medical products and similar crimes involving threats to
publc health. by introducing notably new offences and penal sanctons relative to these

offences,
Considering that the purpose of this Convention is to prevent and combat threats to public

health. giving effect to the provisions of the Convention concern,ng substantive criminal law
should be carried out taking inlo account its purpose and the principle of proportionality;
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Preambule
Les Etats membres du Consel de I'Europe ct les autres signatarres de la presente Convention.

Considerant que le but du Conseil de I'Europc est de realser une union plus etroite entre ses
membres;

Constatant que la contretacon des produits rnedicaux et les infractions smilaires, de par leur
nature merne, menacent gravement la sante publique;

Rappelant le Plan d'action adopte lors du Troisierne Somme! des Chefs d'Etat et de Gouver-
ncmenl du Conscil de "'Europe (Varsovie. 16-17 mai 2005), qui preconise l'elaboration de
mesures pour renforcer la securite des citoyens europeens:

Ayant d t'esprit la Declaration universelle des droits de I'nornrne, proclarnee par I'Assernblee
generale des Nations Unies le 10 decernbre 1948, la Convention de sauvegarde des droits de
I'hornrne et des lbertes fondamentales (1950, STE n" 5). la Charte sociale europeennc (1961,
STEn° 35). la Convention relative d I'elaboration d'une Pharrnacopee europeerine (1964,
STE n° 50) et son protocole (1989, STE n° 134), la Convention pour la protection des droits de
I'hornme et de ia dignite de l'etre humain d legard des applications de la biologie et de la
medecine : Convention sur les drolls de I'hornrne et la biornedeone (1997, STE n° 164} et ses
Protocoles additionnels (1998, STE n° 168, 2002, STE n° 186, 2005 STCE n° 195. 2008,
STCE n° 203} et la Convention sur la cyberrrirninahte (2001. STE n°® 185},

Ayant egalernent d I'esprit les autres travaux du Conseil de I'Europe en la rnatiere. en particulier
les decisions du Cornite des Ministres et les travaux de [Assernblee parfementairc, notamrnent
la Resoluton AP(2001 )2 sur le role du pharmacien darts le cadre de la securite sanitare, les
reponses adoptees par le Cornite des Ministres res 6 avril 2005 et 26 septembre 2007 concer-
nant, respectrvernent, les Recommandations 1673 (2004) sur "La contretacon problcrnes ct
solution,”, et 1794 (2007) de I'Assemblee parlcrnentaire sur « La qualite des rnedicamentv en
Europe" ainsi que les programmes pertinents rncnes pilr le Conscil de I'Europc :

Tenant durnent compte d'autres instruments juridiqucs ct programmes mternationaux pert.-
nents. rnenes notamment par I'Organisaticn mondiale de la sanle, €n particulier les travaux du
groupe IMPACT. et par runion curopecnne, arnsiquc ccux mcnes dans le cadre du G8:

Determines d conlribucr efficacernent @ la realisation de I'objectif cornrnun consistant d luttcr

contre lacrirninalte relative d la contrefacon des produits rnedicaux et aux infractsons simil,lires
rnenacant la sante publique, en introduisant notarnment de nouveles infractions et sanctions

periales correspondent @ ccs inlractions .

Constderant quc le but de la prcscntc Convention est de prcvenir ct de cornbattre les menaces
qui pesent sur la sante publique. fa rnise en ceuvre des dispositions de la Convention relatives
au droit penal materiel devra etre cffectuee en tenant compte de ce but, ainsi que du prinope

de proporttonnalite:
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Considering that this Convention does not seek to address issues concerning intellectual prop-
erty rights,

faking into account the need to prepare a comprehensive international instrument which is
centred on the aspects linked to prevention. protection of victims and criminal law in combat:

ing all forms of counterfeiting of medica products and similar crimes involving threats to public
health, and which sets up a specffic follow-up mechanism

Recogrnsing that. to efficiently combat the globa threat posed by the counterfeiting of medi-
cJl products and similar crimes. close international co-operaton between Council of Europe
member States and non-member States aike should be encouraged,

Have agreed as follows
Object and purpose, principle of non-discrimination, scope, definitions

Article 1 - Object and purpose

The purpose of this Convention is to prevent and combat threats to public health by

providing for the crimin,llisation oOf certain acts:
> protecting the rghts of victims of the offences established under th.s Convention

promoting national and rntcrnatronal co-operation

In order to ensure effectve implementation  of its provisions by the Parties, this Convention
sets up I specific follow-up mechanism

Article 2 - Principle of non-discrimination

The rmplementat.on  of the provisons of this Convention by the Parties. in particular the enjoy-
ment of measures to protect the rights of v,ctims. shall be secured without discrimination on
,,ny ground such as sex. race colour, langulgc. age, relgon, political or Jny other opin,on.
national or social ongm, association with a nationa minority. property, birth, sexual or.enta-
t,on. state of health. drsability or other status

Article 3 - Scope

This Convention concerns medcal product, whether they are protected under ntelleclual
property rights or not or whether they are ger.cric or not. includng acccssones designated to
be used together with medical devices as wel ss the actrve substances. excipicnls, perts and
materials designated to be used n the production of medica products

Article 4 - Definitions

For the purposes of [his Convention:
the term "medical product" shcll mean medicinal products and medical devices;



