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GEREKCE

Sahte ilaglar, etkin madde igermeyen iiriinler oldugu gibi, yeterli miktarda etkin madde
igermeyen veya yanls bir aktif madde igeren veya sahtesi yapilmis bir ambalajlamaya tabi
tutuimug iriinlerdir. Sahtecilik gerek orijinal ilaglar igin ve gerekse jenerik iiriinler olarak
adlandirilan orijinal etkin maddeye sahip gesitli jenerik iireticilerinin ruhsatl / izinli tiriinleri i¢in
s6z konusu olabilmektedir. Sahte iiriinlerin kaynagimin tammlanmasi, kasten ve hile ile
etiketlemede yanhs bilgi verme yoluyla gercek ruhsatl: / izinli iiriine atfedilmektedir. Sahteciligi
ortaya ¢ikarmak, incelemek ve nicelendirmek zor bir is oldugu igin sahte ilaglarn Diinyada
yayginh@i ve yaratti1 problemin gergek bilyiikliigiinii bilmek ve hatta tahmin etmek zordur.
Konuyla ilgili 8zellikle orijinal ilag ireten firmalar da, iiriinlerinin yasa dis1 yollardan iretimi,
dagitimi ve satiginin uluslararas: takibini merkezlerindeki kurumsal giivenlik birimleri veya kalite
glivence birimleri aracilig1 ile yapmaktadirlar. Tiirkiye' de ilagta sahtecilik son giinlerde internet
tizerinde satiglanin da yogun sekilde artmasi ile 6nemli bir sorun olarak ortaya ¢ikmaktadir. Bu
sug tiirliniin bu kadar fazla artmasimin nedeni, yitksek mali kazang potansiyeline kiyasla tespit ve
adli takibat riskinin nispeten daha az olmasidir. Diinyanin her yerinde tehlikeli olabilecek tiriinleri
dogrudan hasta ve tiiketicilere reklam ve tedarik etmek iizere internetin kullamlmas, suglular i¢in
giivenli ve kolay bir ¢aligma sekli olmus ve suglulara kiiresel erisim saglarmstir. Bunun sonucu
ise halk saghg: agisindan kiirese! boyutta ciddi bir tehdidin ortaya gikmasidir. Bu bakimdan, hasta
ve tiiketicilerin hayatlarim ve genel olarak halk sagligini korumak iizere, tibbi tiriin sahteciligi ve
benzer suglara karsi 6nleyici tedbirlerin acilen alinmasi gerekmektedir. Tibbi iiriin sahtecili gi ve
tibbi driinlerin yetkisiz sekilde tiretilmesi ve tedarik edilmesi ve de uygunluk kosullarina uymayan
tibbi cihazlarin piyasaya siiriilmesi hali hazirda ¢ogu iilkede ulusal diizeyde yasaklanmis olup bu
konuya odaklanan ve bu tiir faaliyetleri cezai sug olarak belirleyen, etkili, orantili ve caydirici
yasal yaptinnmlar koyan ve bunlarla miicadele igin etkili uluslararas: isbirligine yonelik temel
saglayan uluslararasi bir yasal aracin olmamasi; suglularn bu alanda simir étesi ¢alismalarir
kolaylagtirmaktadir. ‘ : ' ’ '

Bahsekonu Sozlesme ile bu eksiklikler ele alinmaktir. Bu tip bir ¢alismada s6z konusu
olabilen pek ¢ok yasal zorluk ve diger zorluklara karsin, Avrupa Konseyine ait, halk saglig
agisindan telidit olugturan tibbi (riin sahteciligi ve benzeri suglarla miicadeleyi amaglayan
uluslararast yasal bir aracin tasarlanmasi, en yararli yaklasim olarak goriilmektedir. Bu
Sozlesmenin amaci tibbi iirtin sahteciligi ve benzeri suglarla ilgili olarak yardim, yataklik ve
tesebbiisiin sug sayilmasi gibi, belli eylemlerin sug olarak kabul edilmesini saglama, bu tiir
suglarla ilgili clirimlerin kurbanlarimin haklarinin korunmas, bahsedilen suglara kars: ulusal ve
uluslararast igbirliginin saglanmasidir. Bu bakimdan So6zlesmenin odak noktasi olan ."halk
saghgim koruma" amaci dikkate alindiginda bahse konu Séziesmeye taraf olunmasi

olumlu bulunmaktadir.
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MADDE 2- (1) Bu Kanun yayimi tarihinde yiiriirliige girer.

MADDE 3- (1) Bu Kanun hiikiimlerini Bakanlar Kurulu yiir{itiir.
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TIBBI URUN SAHTECILIGi VE HALK SAGLIGINA TEHDITLER iCEREN BENZERI
SUCLAR HAKKINDA AVRUPA KONSEYI SOZLESMESININ ONAYLANMASININ
UYGUN BULUNDUGUNA DAIR KANUN TASARISI

MADDE 1- (1) Hiikkiimetimiz adina 29 Haziran 2012 tarihinde Strazburg’da imzalanan
“Tibbi Uriin Sahteciligi ve Halk Saghgma Tehditler Iceren Benzeri Suglar Hakkinda Avrupa
Konseyi S6zlesmesi’nin beyanla birlikte onaylanmasi uygun bulunmustur.
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Avrupa Konseyi Anlagma Serileri - No 211

Tibbi Uriin Sahteciligi ve Halk Saghgina Tehditler Iceren Benzeri Suglar Hakkinda
Avrupa Konseyi Sozlesmesi

Moskova, 28.10.2011

Bakanlar Konseyi karan uyarinca diizeltilmig metin, (Delegeler Komitesi 1151 ’inci
Toplantisi, 18-19 Eylil 2012).




Giris
Avrupa Konseyi Uye Devletleri ve bu S6zlesmenin diger imzacilari,

Avrupa Konseyinin amacinin iiyeleri arasinda daha biiyiik bir birlige ulasma oldugunu dikkate
alarak;

Tibbi driin sahteciligi ve benzeri suglarin nitelikleri itibariyle ciddi bir sekilde halk saghgini
tehlikeye attigini kayda gegirerek;

Avrupa Konseyi Devlet ve Hiikiimet Baskanlan Uciincii Zirvesinde (Varsova, 16-17 Mayis
2005) kabul edilen Avrupa vatandaglannin giivenligini artirmak igin tedbirlerin
gelistirilmesini éneren Eylem Planini hatirlatarak;

10 Aralik 1948 tarihinde Birlesmis Milletler Genel Kurulu tarafindan ilan edilen insan Haklan
Evrensel Beyannamesini, Insan Haklarinin ve Temel Ozgiirliiklerin Korunmasina Dair
Sézlesme (1950, ETS No. 5), Avrupa Sosyal Sartm (1961, ETS No. 35) Bir Avrupa
Farmakopesi Gelistirilmesine Dair Sézlesmeyi (1964, ETS No. 50) ve Protokolini (1989,
ETS No. 134), Biyoloji ve Tibbin Uygulanmasi Bakimindan [nsan Haklan ve Insan
Haysiyetinin Korunmasi Sozlesmesi: Insan Haklan ve Biyotip Sézlesmesini (1997, ETS No.
164) ve Ek Protokollerini (1998, ETS No. 168, 2002, ETS No. 186, 2005, CETS No. 195,
2008, CETS No. 203) ve Bilisim Suglan S6zlesmesini (2001, ETS No. 185) hatirda tutarak;

Ayrica, Avrupa Konseyinin ilgili diger ¢alismalarim, 6zellikle Bakanlar Kurulu kararlarini ve
Parlamenter Asamble calismasim bilhassa saghk giivenligi cergevesinde eczacinin roli ile
ilgili Karan AP(2001)2, sirastyla “Sahtecilik: problemler ve ¢dziimler” hakkinda 1673 (2004)
ve “Avrupa’daki ilaglarin kalitesi” hakkinda 1794 (2007) Parlamento Onerileri ile ilgili olarak
6 Nisan 2005 ve 26 Eyliil 2007 tarihlerinde Bakanlar Kurulu tarafindan kabul edilen yamtlar
ve Avrupa Konseyi tarafindan yiiriitiilen ilgili programlan da hatirda tutarak;

Diger uluslararas: hukuki belgelere ve bilhassa Diinya Saghk Orgiitii tarafindan, bu baglamda
dzellikle IMPACT grubunca ve Avrupa Birligi tarafindan, ayrica G8 Forumu biinyesinde
yiiriitiilen programlar: geregince dikkate alarak;

Tibbi iirin sahteciligi ile halk sagh@ma tehditler igeren benzeri suglarla miicadele
konusundaki ortak amaca ulasmaya, ozellikle yeni suglar ve bu suglarla ilgili cezai
yaptinmlar yiiriirliige koyarak etkin bir bigimde katkida bulunmaya kararh olarak;

Bu Sozlesmenin amacinin, halk saghgina karsi tehditleri engellemek ve bu tehditlerle
miicadele etmek oldugundan, Sozlesmenin maddi ceza hukuku ile ilgili hitkimleri hayata
gegirilirken, gayesi ve orantililik ilkesinin dikkate alinmasi gerektifn g6z Oniinde
bulundurularak;

Bu Sozlesmenin, fikri miilkiyet haklan ile ilgili sorunlan ele almayi amaglamadlg;n;__giiﬂ,lgl;ate
alarak; i
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Her tiirlii tibbi iiriin sahteciligi ve halk saghgina tehditler igeren benzeri suglarla miicadelenin;
onleme, magdurlarin korunmasi ve ceza hukuku ile baglantih yénlerine odaklanan ve kendine
ait bir takip mekanizmasi kuran, kapsamh bir uluslararasi belge hazirlama gereksimmini
dikkate alarak;

Tibbi iiriin sahteciligi ve benzeri suglarin olusturdugu kiiresel tehditle etkin bigimde micadele
etmek i¢in Avrupa Konseyi Uye Devletleri ve Uye Olmayan Devletler arasinda uluslararas
yakin isbirliginin tesvik edilmesi gerektiginin farkinda olarak,

Asagidaki hususlar tizerinde mutabakata varmiglardir:
Boéliim I - Hedef ve amag, ayrimcilik yapmama ilkesi, kapsam, tanimlar

Madde 1 - Hedef ve amag

1. Bu Sézlesmenin amaci,
a. belirli eylemlerin sug olarak kabulinii saglayarak;
b. bu Sézlesme uyarinca diizenlenen suglarin magdurlariin haklarini koruyarak;
c. ulusal ve uluslararas igbirligini tegvik ederek;

halk sagligina karsi tehditleri onlemek ve bunlarla miicadele etmektir.

2. Bu Sézlesmenin hiikiimlerinin Taraflarca etkin bir bigimde uygulanmasim saglamak
icin bu Sozlesme, kendine ait bir takip mekanizmasi kurmaktadir.

Madde 2 - Ayrimcihik yapmama ilkesi

Bu Sozlesmenin hiikiimlerinin Taraflarca uygulanmasi; 6zellikle magdurlarin haklarim
korumak i¢in tedbirlerden faydalanilmasi; cinsiyet, ik, renk, dil, yas, din, siyasi ya da
herhangi bir alanda goriis, ulusal ya da toplumsal koken, bir ulusal azinhkla bag, miilkiyet,
dogum, cinsel ydnelim, saghk durumu, engellilik ya da baska bir durum gibl herhangi bir
nedene dayah ayrimcilik yapmadan saglanir.

Madde 3 - Kapsam

Bu Sézlesme, fikri miilkiyet haklar uyarinca korunuyor olsun ya da olmasin veya jenerik
olsun ya da olmasin, tibbi cihazlarla birlikte kullanilmak iizere belirlenen aksesuarlar ve tibbi
iirtinlerin tiretiminde kullanilmak iizere belirienen aktif maddeler, yardime1 maddeler, pargalar
ve malzemeler de dahil olmak tizere tibbi iiriinleri kapsamaktadir.

(U8
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Madde 4- Tamimlar
Bu Sozlesmenin amaglar baglaminda:
a. “t1bbi {irlin" terimi, ilagla ilgili iiriinler ve tibbi cihazlar anlamina gelecektir;

b. “ilagla ilgili {irin” terimi, insanda ya da veterinerlikte kullanimi olan, asagidakilerden
biri olabilecek ilaglar ifade eder:

1. insan ya.da hayvanlardaki hastaliklar tedavi etme ya da &nleme ozelliine
sahip olarak sunulan herhangi bir madde ya da maddelerin bilegimi;

1i. farmakolojik, immiinolojik ya da metabolik yonde etkilemek suretiyle fiziksel
islevleri diizeltme, iyilestirme ya da degistirme ya da tibbi tam koyma
amaciyla insanlar ya da hayvanlarda kullamlabilecek ya da uygulanabilecek
herhangi bir madde ya da maddelerin bilesimi;

iii. arastirma amagh bir ilagla ilgili Griin.

c. “aktif madde” terimi, ilagla ilgili {iriiniin Gretiminde kullanilmak iizere belirlenen ve
ilagla ilgili iirliniin {iretiminde kullanildiginda ilagla ilgili irtiniin aktif bilegeni haline
gelen herhangi bir madde ya da maddelerin karisimi anlamina gelir;

d. “yardimect madde” terimi, aktif bir madde ya da ilagla ilgili  bitmis  bir irlin
olmayan, fakat insanda ya da veterinerlikte kullanimi olan ilagla ilgili bir Uriiniin
bilesiminin bir par¢asi ve bitmig (riiniin bitinligi igin gerekli olan herhangi bir
madde anlamina gelir;

e. “tibbi cihaz” terimi, tek basina veya birlikte kullanilan, imalatgisi tarafindan insanlarda
ozellikle tam ve/veya tedavi amaglt kullanilmak tGzere ongoriilmiis olan ve;

i. hastahigin tanisi, 6nlenmesi, izlenmesi, tedavisi veya hafifletilmesi ya da,

il bir yaralanma veya sakath@in tanisi, izlenmesi, tedavisi, hafifletilmesi veya
telafi edilmesi ya da;

. anatomi ya da fizyolojik islevin incelenmesi, degistirilmesi veya yerine baska
bir sey konulmasi ya da;

v. dogum kontroli;

amaclanyla insanda kullamlmak iizere 6ngdriilmils olan ve insan viicudu tizerindeki
asli islevlerini farmakolojik, immiinolojik ya da metabolik yollarla saglamayan, fakat
fonksiyonunu yerine getirirken bu yollarla desteklenebilen, yazilimlari dahil her tiirlii
arac, aparat, aygit, yazilim, malzeme ya da diger triinler anlamina gelir;

f. “aksesuar” terimi, kendi basina ubbi cihaz olmayan, ancak tibbi cihazin imalatgisi
tarafindan ubbi cihazin amacina uygun bir sekilde kullamimim temin etmek igin

\ ]




)

ozellikle bir ubbi ciliazla birlikte kullanilmak tizere 6ngdriilmiis olan bir malzeme
anlamina gelir;

g. “parcalar” ve “malzergler” terimleri, ibbi cihazlarda kullanilmak tizere imal edilmis
ve 6ngoriilmiis olan ve bunlarin biitlinliigiinii saglamak igin gerekli olan tlim pargalar
ve malzemeler anlamina gelir;

h. “belge” terimi, paketleme, etiketleme, kullamm talimatlarn, mense belgesi veya
kendisine eslik eden baska bir belge de dahil olmak tizere, tibbi bir triin, aktif bir
madde, yardimci bir madde, bir parga, bir malzeme ya da bir aksesuar ile ilgili ya da
bunlarin iiretimi ve/veya dagitimi ile dogrudan iliskili olan herhangi bir belge
anlamina gelir.

1. “firetim’ terimi,

1. ilagla ilgili bir Grtin ile ilgili olarak, ilagla ilgili iriiniin veya bu tir bir irliniin
aktif veya yardimci bir maddesinin, iiretim stirecinin veya ilagla ilgili trlni,
aktif ya da yardimci maddeyi son haline getirme siirecinin herhangi bir
béliamii;

il. tibbi bir cihazla ilgili olarak, tibbi cihazin ve s6z konusu cihazin pargalarinin ya
da malzemelerinin tasarlanmas1 da dahil olmak iizere, bu tiir bir cihazin
parcalari ya da malzemelerinin tretimi ya da tibbi cihazi, parcalari ya da
malzemeleri son hallerine getirme siirecinin herhangi bir bolimi;

1. bir aksesuarla ilgili olarak, aksesuarin tasarimi da dahil olmak iizere aksesuarin
{iretimi ya da aksesuari son haline getirme siirecinin herhangi bir bolimii
anlamina gelir.

J. “sahte” terimi, kimlik ve/veya kaynagn yanhs gosterilmesi anlamina gelir.

k. “magdur” terimi, sahte bir tibbi iriiniin veya ruhsati olmaksizin ya da 8. Maddede
agiklanan uygunluk sartlarina uyulmadan iretilen, tedarik edilen ya da piyasaya
sunulan tibbi tiriiniin kullamlmasi sonucunda olumsuz fiziksel ya da psikolojik etkilere
maruz kalan herhangi bir gercek kisiyi ifade eder. =
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Boliim II - Maddi ceza hukuku
Madde 5 - Sahte iiriinlerin iiretimi

1. Taraflardan her biri, kendi i¢ hukukunda sahte tibbi iiriinlerin, aktif maddelerin,
yardimci maddelerin, pargalarin, malzemelerin ve aksesuarlarin kasti dretimini sug olarak
diizenlemek i¢in gerekli yasal ve diger tedbirler: alir.

2. ilagla ilgili iiriinlerin ve uygun olmasi durumunda tibbi cihazlarn, aktif maddelerin ve
yardime1 maddelerin safligimin bozulmasi halinde 1. fikra bunlara da uygulanir.

3. Her Devlet ya da Avrupa Birligi, imza tarihinde ya da onay, kabul veya uygun bulma

-
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maddeler, parcalar v } hususunda 1. fikray1 ve yardimci maddeler hususunda 2.

’ce 6zel durum ya da kosullarda uygulama hakkini sakh

L

fikray1 uygulamama ya
tuttugunu beyan edebilir.

Madde 6 - Sahte iiriinlerde tedarik, tedarikin teklif edilmesi ve kacakgihk

l. Taraflardan her biri, sahte tibbi iiriinleri, aktif maddeleri, yardimci maddeleri,
parcalari, malzemeleri ve aksesuarlari aracithk dahil olmak iizere tedarik etmeyi ya da
tedarikini teklif etmeyi; stokta tutma, ithalat ve ihracat da dahil olmak tzere kacak¢ihginy;
kasten gerceklestirildiginde kendi i¢ hukukunda sug olarak diizenlemek i¢in gerekli yasal ve
diger tedbirleri alir.

2. Her Devlet ya da Avrupa Birligi, imza tarihinde ya da onay, kabul veya uygun bulma
belgesini teslim ederken, Avrupa Konseyi Genel Sekreterine muhatap bir beyanla, yardimci
maddeler, parcalar ve malzemeler hususunda 1. fikray1 uygulamama ya da sadece 6zel durum
ya da kosullarda uygulama hakkim sakl tuttugunu beyan edebilir.

Madde 7 - Belgelerde sahtecilik

1. Taraflardan her biri, kasten gerceklestirildiginde sahte belge diizenleme ya da
belgelerde tahrifatta bulunma eylemini kendi i¢ hukukunda sug olarak diizenlemek igin
gerekl yasal ve diger tedbirler: alir.

2. Her Devlet ya da Avrupa Birligi, imza tarihinde ya da onay, kabul veya uygun bulma
belgesini teslim ederken Avrupa Konseyi Genel Sekreterine muhatap bir beyanla, yardimei
maddeler, parcalar ve malzemeler ile ilgili belgeler hususunda 1. fikrayr uygulamama veya
sadece 6zel durum ya da kosullarda uygulama hakkini sakli tuttugunu beyan edebilir.

Madde 8 - Halk sagh@ina tehdit iceren benzeri suglar

Taraflardan her biri, kasten gergeklestirildiginde ve 5, 6 ve 7. Maddelerde kapsanmadigl
lgiide asagidaki hususlan kendi i¢ hukukunda sug olarak diizenlemek igin gerekli yasal ve
diger tedbirleri alir:

a. Asagidakilerin iretilmesi, tedarik igin stokta tutulmasi, ithalati, ihracati, tedariki,
tedarik teklifinde bulunulmasi ya da piyasaya arz edilmesi:

. Tarafin i¢ hukukunda ruhsatlandiriimalan gerektigi halde ruhsatsiz ilagla ilgili
iriinler, ya da;

. Tarafin i¢ hukukunda tibbi cihazlar i¢in uygunluk sartlari mevcut oldugu
durumlarda, bu uygunluk sartlarina uymayan tibbi cihazlar,

b. orijinal belgelerin Tarafin i¢ hukukunda belirtilen yasal tibbi iiriin tedarik zinciri
icindeki kullanim amaci diginda ticari olarak kullanimi.
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Madde 9 - Yardim ya . vataklik ve tesebbiis

1. Taraflardan her biri, kasten islendiklerinde, bu Sézlesme uyarinca diizenlenen suglarin
herhangi birisinin islenmesine yardim veya yataklik etmeyi su¢ olarak diizenlemek igin
gerekli yasal ve diger tedbirleri alir.

2. Taraflardan her biri, bu Sézlesme uyarinca diizenlenen suglarin herhangi birisini
kasten islemeye yonelik girisimde bulunmay: sug olarak diizenlemek igin gerekl yasal ve
diger tedbirleri alir.

-

3. Her Devlet ya da Avrupa Birligi, imza tarihinde ya da onay, kabul veya uygun bulma
belgesini teslim ederken, Avrupa Konseyi Genel Sekreterine muhatap bir beyanla, 7 ve 8.
Maddelere gore diizenlenen suglara 2. fikray1 uygulamama veya sadece 6zel durum ya da
kosullarda uygulama hakkin sakli tuttugunu beyan edebilir.

Madde 10 - Yargilama Yetkisi

i. Taraflardan her biri, bu Sézlesme uyarinca diizenlenen suglarin herhangi birinin
islenmesi halinde sugun:

a. kendi iilkesinde; ya da

b. Tarafin bayragin tasiyan bir gemide; ya da

c. Tarafin yasalan gergevesinde tescilli bir ucakta; ya da

d. kendi vatandaslarindan biri ya da iilkesinde siirekli ikamet eden biri tarafindan

islenmesi durumlan igin suga iliskin yargilama yetkisini tesis etmek igin gerekli yasal ve
diger tedbirler alir.

2. Taraflardan her biri, bu Sézlesme uyarinca diizenlenen suglarin herhangi birinin
magduru, vatandas1 ya da genellikle iilkesinde ikamet eden bir kisi oldugu durumlar igin suga
iliskin yargilama yetkisini tesis etmek igin gerekli yasal ve diger tedbirleri alr.

3. Taraflardan her biri, bu Sozlesme uyarinca diizenlenen suglarin herhangi birini
isledigi iddia edilen kisi tilkesinde bulundugu ve uyrugu nedeniyle bir diger Tarafa iade
edilemedigi durumlar igin suga iliskin yarg: yetkisini tesis etmek igin gerekli yasal ve diger
tedbirleri ahr.

4. Her Devlet ya da Avrupa Birligi, imza tarihinde ya da cnay, kabul veya uygun bulma
belgesini teslim ederken Avrupa Konseyi Genel Sekreterine muhatap bir beyanla, bu
maddenin 1. fikrasinin  {d) bendinde ve 2. fikrasinda diizenlenen yargi yetkisine iligkin
kurallari uygulamama ya da sadece 6zel durum ya da kosullarda uygulama hakkini sakh
tuttugunu beyan edebilir.

5. Birden fazla Taraf, bu Sozlesmeye gore belirlenmis olup islendigi iddia edilen sug
{izerinde yargilama yetkisine sahip oldugunu iddia ettiginde, ilgili Taraflar, uygun oldugu
olciide kovusturma igin en uygun yarg: ¢evresini belirlemek amaciyla konuyu istisare ederler.
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6.
hukukuna gdre uygulanan herhangi bir cezai yarg: yetkisini bertaraf etmez.

Uluslararas: hukukun genel kurallarina halel gelmeksizin bu Soézlesme, bir Tarafin i¢

Madde 11 - Kurumsal sorumluluk

1. Her bir Taraf,

a. Bir tiizel kisinin temsil yetkisine;
b. Tiizel kisi adina karar alma yetkisine;
C. Tiizel kisi biinyesinde denetim yetkisine;

dayanarak tiizel kisi biinyesinde lider konumunda olan, miinferiden ya da tiizel kisinin bir
orgaminin pargasi olarak hareket eden herhangi bir gergek kisi tarafindan kendi menfaatler
icin sug islendiginde tiizel kisilerin bu Sézlesme uyarinca diizenlenen suglardan sorumlu
tutulabilmesini saglamak i¢in gerekli yasal ve diger tedbirleri ahr.

2. Yukarida 1. fikrada diizenlenen durumlarin disinda her bir Taraf, 1. fikrada atfta
bulunulan gercek bir Kisi tarafindan yiiriitiilen ynetim ya da denetimde eksiklik, tiizel kisinin
verdigi yetki uyarinca hareket eden ger¢ek bir kisi tarafindan o tiizel kisinin menfaatine bu
Sozlesme uyarinca diizenlenen bir sugun islenmesini miimkiin kildiginda tiizel kisinin
sorumlu tutulabilmesini saglayabilmek i¢in gerekli yasal ve diger tedbirleri alir.

3. Tarafin hukuk ilkelerine tabi olarak, bir tiizel kisiligin sorumlulugu cezai, hukuki ya da
idari olabilir.

4.
getirmez.

S6z konusu sorumluluk, sucu igleyen gergek kisilerin cezai sorumluluguna halel

Madde 12 - Yaptinnmlar ve tedbirler

1. Taraflardan her biri, bu S6zlesme uyarinca diizenlenen suglarin, ciddiyetlerini dikkate
alarak, cezai ya da cezai olmayan parasal yaptinmlar dahil olmak iizere etkili, orantih ve
caydirici yaptinmlarla cezalandirlabilir olmasim saglamak igin gerekli yasal ve diger
tedbirleri alir. Yukanda 5. ve 6. Madde uyarinca diizenlenen suglar ger¢ek kisiler tarafindan
islendiginde, bu yaptinmlar suglularin iadesi sonucu da dogurabilecek 6zgiirliikten mahrum
birakma cezasini da igerir.

2.
cezai olmayan parasal yaptinmlar da dahil olmak iizere,

Taraflardan her biri, 11. Madde uyarinca sorumlu tutulan tiizel kisilerin cezai ya da

a. ticari faaliyet yiiriitmekten gegici ya da kalici olarak men edilme;
b. adli denetime tabi tutulma;
C. adli tasfiye karar

gibi diger tedbirleri igerebilecek, etkili, orantili ve caydinci yaptinmlara tabi tutulmalarini
saglamak icin gerekli yasal ve diger tedbirleri alir.
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Taraflardan her bin,
asagida belirtilenlere el konulmasina ve bunlarin miisaderesine izin vermek,

i bu Sozlesme uyarinca dizenlenen suglarn islemekte ya da islenmesinin
kolaylastinilmasinda kullanilan tibbi  {riinler, aktif maddeler, yardimae
maddeler, parcalar, malzemeler ve aksesuarlar ile mallar, belgeler veya diger
araglar;

1. bu suclardan elde edilen gelirler ya da degen s6z konusu gelirlere karsihik
gelen milk;

bu Sozlesmede diizenlenen bir sugun konusu olan, miisadere edilmis tibbi Uriinler,
aktif maddeler, yardimci maddeler, pargalar, malzemeler ve aksesuarlarin imhasina
1zin vermek;

gelecekteki suglari onleyebilmek amaciyla bir suga iliskin uygun gorilecek diger
tedbirleri almak

i¢in gerekli yasal ve diger tedbirleri ahr.

Madde 13 - Agirlagtirics sebepler

Taraflardan her biri, zaten sucu olusturan unsurlardan olmadiklan miiddetce, asagidaki
durumlarin i¢ hukukun ilgili hiikiimlerine uygun olarak bu S6zlesme uyarinca belirlenen

suclarla ilgili yaptinmlarin tespitinde agirlastirici sebepler olarak dikkate alinabilmesini
saglamak i¢in, gerekli yasal ve diger tedbirleri alir:

a.

b.

c.

f.

sucun, magdurun 6liimiine ya da fiziksel ya da ruhsal saghginda zarara neden olmasi;

sucun, meslekleri itibariyle kendilerine duyulan giiveni kétiiye kullanan kisiler
tarafindan islenmesi;

sucun, iretici ve tedarik¢i olarak kendilerine duyulan giiveni kétiiye kullanan kisiler
tarafindan iglenmesi;

tedarik etme ve tedarik etmeyi teklif etme suglarinin, internet de dahil olmak ilizere,
bilgi sistemleri gibi genis &lgekli dagitim araglarina bagvurularak islenmest;

sugun, sug Orgliti ¢cergevesinde islenmesi;

failin daha 6nceden ayni nitelikteki suglardan mahkum edilmis olmas:.

Madde 14 - Onceki mahkumiyetler

Taraflardan her biri, yaptirimlari belirlerken aym nitelikteki suglarla ilgili olarak diger bir
Tarafca verilen kesin hiikiimleri dikkate alma imkdnim saglamak icin, gerekli yasal ve diger

tedbirleri alir.
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Boliim I - Sorusturma, kovusturma ve usul hukuku
Madde 15 - Takibatin baslamasi ve siirdiiriillmesi

Taraflardan her biri, bu Soézlesme uyarinca diizenlenen suglarin sorusturulmas: ya da
kovusturulmasimn  bir sikdyete bagh olmamasi ve sikayet gern ¢ekilmis dahi olsa
kovusturmamn devam edebilmesini saglamak icin, gerekli yasal ve diger tedbirleri alir.

Madde 16 - Cezai sorusturmalar

1. Taraflardan her biri, cezai sorusturmalar ile gérevh kisi, birim ya da dairelerin tubbi
tiriin sahteciligi ve halk saghgina tehditler igeren benzeri suglarla miicadele alaninda uzman
olmasimi ya da mah incelemeler de dahil olmak lizere, bu amag¢ igin egitilen kisiler olmasini
saglayabilmek icin gerekli yasal ve diger tedbirleri alir. S6z konusu birimler veya daireler,
yeterli kaynaga sahip olur.

2. Taraflardan her biri, yeri geldiginde yetkili makamlarinin gizli operasyonlar, mali
sorusturmalar, kontrolli teslimat ve diger dzel sorusturma tekniklerini gerceklestirmesine
imkan tamyarak, bu So6zlesme uyarinca diizenlenen sug¢larin etkin bir bigimde cezai
sorusturulmasi ve kovusturulmasimi saglayabilmek i¢in, kendi i¢ hukuk ilkelerine uygun
olarak gerekli yasal ve diger tedbirleri alir.

Béliilm 1V — Kurumlar arasi isbirligi ve bilgi degisimi
Madde 17 - Isbirligi ve bilgi degisimi hakkinda ulusal tedbirler

1. Taraflardan her biri, tibbi Grlin sahteciligi ve halk saghgina tehditler igeren benzeri
suclan 6nlemek ve bu suglarla etkin bir bi¢imde miicadele etmek i¢in; saghk makamlannin,
glimriik, polis ve diger yetkili makamlarin temsiicilerinin; i¢ hukuk uyarinca bilgi degisimini
ve isbirligini saglayabilmek amaciyla gerekli yasal ve diger tedbirleri alir.

2. Taraflardan her biri, tibbi {riin sahteciligi ve halk sagligina tehditler igeren benzeri
suglarin risk yonetimi hakkinda, kendi yetkili makamlari ile ticari ve sinai sektérler arasinda
isbirligini saglayabilmek i¢in ¢aba gosterir.

3. Taraflardan her biri, kisisel verilerin korunmasi sartlarina gereken saygiy: gdstererek:

a. Tibbi diriin sahteciligi ve halk sagligina tehditler igeren benzeri suglar 6nlemek
ve bu suclarla etkin bir bicimde miicadele etmek amaciyla, ulusal veya yerel
seviyede, 6zel sektdr ve sivil toplum ile isbirligi igerisinde, irtibat noktalar
araciligiyla bilgi ve verileri almak ve toplamak;

b. saglik makamlan, giimrik, polis ve diger yetkili makamlar tarafindan toplanan
bilgi ve verilerin bunlar arasindaki isbirliginde kullamlmasim saglamak;

amaglanyla, elde edilen bilgi ve verilerin erisilebilir kilinmasi igin mekanizmalan olusturmak
ya da kuvvetlendirmek iizere gerekli yasal ve diger tedbirleri alir.
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4. Taraflardan her biri, isbirligi ve bilgi degisimi ile gorevh kisilerin, birimlerin ya da
dairelerin bu amac i¢in egitilmesini saglamak amaciyla gerekli yasal ve diger tedbirleri alir.
S6z konusu birimler va da daireler, yeterli kaynaga sahip olur.

Béliim V - Onleme tedbirleri
Madde 18 - Onleyici tedbirler

1. Taraflardan her biri, ubbi iriinlerin kalite ve giivenlik sartlarimi diizenlemek igin
gerekli yasal ve diger tedbirleri alir.

2. Taraflardan her biri, tibbi iiriinlerin givenli bi¢imde dagitimini saglamak igin gerekli
yasal ve diger tedbirleri alir.

~

3. Taraflardan her biri, tibbi driinler, aktif maddeler, yardimci maddeler, pargalar,
malzemeler ve aksesuarlarda sahteciligi dnleme amaciyla, digerlerinin yani sira:

a. saglik calisanlari, tedarikgileri, polis ve giimritk makamlari ve ilgili diizenleyici
makamlann egitimi;

b. tibbi iiriin sahteciligi hakkinda bilgi vererek, halka hitaben farkindahik
arttirmaya yonelik kampanyalarin tesviki;

c. sahte tibbi iiriinler, aktif maddeler, yardimc1 maddeler, pargalar, malzemeler ve
aksesuarlarin yasadisi olarak tedarikinin 6nlenmesi

amaciyla gerekli tedbirleri alir.

Béliim VI - Koruma tedbirleri

Madde 19 - Magdurlarnin korunmasi

Taraflardan her biri, magdurlarin haklarini ve menfaatlerini korumak igin 6zellikle:

a. magdurlarin durumlariyla ilgili ve sagliklarimin korunmas igin gerekli bilgilere
erisimini saglayarak;

b. magdurlara fiziksel, psikolojik ve sosyal bakimlardan iyilesmelerinde yardime:
olarak;

c. i¢ hukukunda magdurlarin faillerden tazminat elde etme hakkini diizenleyerek
gerekli yasal ve diger tedbirleri alir.
Madde 20 - Magdurlarin cezai sorusturmalar ve kovusturmadaki konumu

1. Taraflardan her biri, magdurlanin haklarimi ve menfaatlerini cezai sorusturma v ‘
kovusturmalarin her asamasinda korumak igin 6zellikle:

a. magdurlara; haklarim ve tasarruflari altindaki eylemleri bildirerek, ayrica bu
konularda bilgi almak istememis olduklari durumlar diginda, sikayetleri
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hakkinda yapilan arastirma, olasi iddianameler, sorusturma ya da
kovusturmanin genel ilerleyisi ve sorusturma ya da kovusturmadaki rolleri ve
davalarinin sonucu hakkinda bilgi vererek;

b. i¢ hukukun usul kurallar ile tutarli bi¢imde dinlenmelerini, kanit sunmalarini
ve gorislerini, ihtiyaglarini ve endiselerini dogrudan ya da bir araci vasitasiyla
sunma sekillerini segmelerini ve bunlarin dikkate alinmasini miimkiin kilarak;

c. haklarinin ve menfaatlerinin usuliine uygun olarak sunulabilmesi ve dikkate
alinabilmesi i¢in uygun destek hizmetlerini saglayarak;

d. kendilerinin ve ailelerinin ve taruklannin giivenligi igin tehdit ve misillemeye
karsi etkin tedbirler saglayarak

gerekli yasal ve diger tedbirleri alir.

2. Taraflardan her biri, magdurlann yetkili makamlarla ilk temasindan itibaren, konuyla
ilgili adli ve idari kovugturma hakkindaki bilgilere erisebilmelerini saglar.

-

3. Taraflardan her biri, magdurlarin ceza kovusturmasinda taraf olmalar1 miimkiin
oldugunda, gerektiginde licretsiz olarak adli yardima erigebilmelerini saglar.

4. Taraflardan her biri, bu Sozlesme uyarinca diizenlenen bir sugun, magdurlarinin
ikamet ettikleri yer disinda bir bagka Tarafin ilkesinde islenmesi halinde, ikamet ettikleri
Devletin yetkili makamlarina sikdyette bulunabilmelerini saglamak icin gerekli yasal ve diger
tedbirleri alir.

5. Taraflardan her biri, i¢ hukuku ile diizenlenen kosullara uygun olarak, yasal ya da
diger tedbirler aracihgiyla gruplann, vakiflarin, derneklerin veya kamu kurumlarimin ya da
sivil toplum &rgiitlerinin; magdurlara, magdurlarin muvafakati ile bu Sézlesme uyarnnca
belirlenen suglarla ilgili cezai kovusturma sirasinda yardimci olmasina ve/veya destekzz C
vermesine imkan saglar.

Béliim VII - Uluslararasi isbirligi

Madde 21 - Cezai konularda uluslararasi igbirligi

i. Taraflar, bu S6zlesme uyarinca diizenlenen suglarla ilgili sorusturma ya da kovusturma
amaciyla, el koyma ve miisadere de dahil olmak lizere, bu S6zlesmenin hitkiimlerine gore ve
ilgili uygulanabilir uluslararasi ve bolgesel belgeler ile tek tip ya da kargilikh mevzuat
temelinde yapilan diizenlemeler ve kendi i¢ hukuk kurallarina dayanarak, birbirleriyle
miimkiin olan en genis 6l¢ide isbirligi igerisinde olurlar.

2. Taraflar, bu Sozlesme uyarinca diizenlenen suglarla ilgili olarak, cezai konularda
suglularin iadesi ve karsihkh adli yardima iligkin uygulanabilir uluslararasi, bdlgesel ve iki
tarafli antlasmalar uyarinca, miimkiin olan en genis 6lgtide isbirligi igerisinde bulunurlar.

3. Sayet bir Taraf, cezai konularda suglularin iadesi ya da karsihkh adli yardimlagma igin
bir antlasmanin mevcudiyetini sart kosuyorsa ve bu Taraf, aralarinda bu tiir bir antlagma
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olmayan bir diger Tarafian suglularin iadesi ya da adli yardim talebi almus ise, uluslararasi
hukuk kapsaminda yiikiimliiliiklerine tam olarak uymak ve talepte bulunan Tarafin i¢ hukuku
ile diizenlenen sartlara tabi olmak kaydiyla, bu S6zlesmeyi, bu Sézlesmeye gore diizenlenen
suglar hususunda cezai konularda suglularin iadesi ya da karsilikli adli yardimlagma i¢in yasal
dayanak olarak kabul edebilir.

Madde 22 - Onleme ve diger idari tedbirlerle ilgili uluslararas: isbirligi
I. Taraflar, magdurlan koruma ve magdurlara yardim etme hususunda isbirligi yaparlar.

2. Taraflar, kendi i¢ raporlama sistemlerine halel gelmeksizin, tibbi Urun sahtecilii ve
halk saghgini tehdit edici suglar da dahil olmak iizere benzeri suglarla miicadele ile baglanth
olarak bilgi ve/veya isbirligi taleplerini iletme ve almaktan sorumlu olacak bir ulusal temas
noktasi belirlerler.

-

3. Taraflardan her biri, uygun oldugunda tibbi Uriin sahteciligi ve halk saghgim tehdit
edici suglar da dahil olmak iizere benzeri suglari 6nlemeyi ve bu suglarla miicadeleyi, lgiincii
Devletler menfaatine diizenlenen yardim ya da gelistirme programlari ile butiinlestirmek i¢in
¢aba gosterir.

Biliim VIII - Takip mekanizmasi
Madde 23 - Taraflar Komitesi
1. Taraflar Komitesi, Sozlesmenin Taraflarinin temsilcilerinden olusur.

2. Taraflar Komitesi, Avrupa Konseyi Genel Sekreteri tarafindan toplantiya ¢agirihr.
Taraflar Komitesi’nin ilk toplantis1, Sézlesmenin, Sézlesmeyi onaylayan onuncu imzaci igin
yiriirliige girmesinden itibaren bir yil igerisinde yapilir. Daha sonra ise Taraflarin en az lgte
biri ya da Genel Sekreter tarafindan talep edildiginde toplanir.

-~

3. Taraflar Komitesi, kendi i¢ tiiziigiinii kabul eder.

4. Taraflar Komitesine kendi islevlerini yerine getirmede, Avrupa Konseyi Sekretaryasi
- yardim eder.

5. Avrupa Konseyi tyesi olmayan bir akit Taraf, bu Taraf ile gorisiildiikten sonra
Bakanlar Komitesi tarafindan kararlastirilacak bi¢imde Taraflar Komitesinin finansmanina
katkida bulunur.

Madde 24 - Diger temsilciler

1. Avrupa Konseyi Parlamenter Meclisi, Sug Sorunlari Avrupa Komitesi (CDPC) ve
diger ilgili Avrupa Konseyi hiikiimetlerarasi ya da bilim komitelerinin her biri, ¢ok sektdrlii ve
cok disiplinli bir yaklasima katkida bulunmak i¢in Taraflar Komitesine birer temsilci atar.

2. Bakanlar Komitesi, diger Avrupa Konseyi kurumlanini, séz konusu kurumlara
danistiktan sonra Taraflar Komitesine temsilci atamaya davet edebilir.

13




-~

3. llgili uluslararasi kurumlarin temsilcileri, Avrupa Konseyinin ilgili kurallar ile
belirlenen usule uyarak Taraflar Komitesine gdzlemci olarak kabul edilebilirler.

4. Taraflanin ilgili resmi kurumlari, Avrupa Konseyinin ilgili kurallari ile belirlenen usule
uyarak Taraflar Komitesine gézlemci olarak kabul edilebilirler.

5. Sivil toplum ve 6zellikle hiikkiimet disi 6rglit temsilcileri, Avrupa Konseyinin ilgili
kurallari ile belirlenen usule uyarak, Taraflar Komitesine g6zlemei olarak kabul edilebilirler.

6. Yukandaki 2 ila 5. fikralar uyarinca temsilcilerin atanmasinda, farkli sektérlerin ve
disiplinlerin dengeli bigimde temsihi saglanir.

7. Yukaridaki 1 ila 5. fikralar uyarinca atanan temsilciler, oy kullanma haklari olmaksizin
Taraflar Komitesi toplantilarina katilirlar.

Madde 25 - Taraflar Komitesinin islevieri

1. Taraflar Komitesi, bu Soézlesmenin uygulanmasini izler. Taraflar Komitesinin ig
tiiziigli, bu Sozlesmenin uygulanmasimin ¢ok sektorli ve ¢ok disiplinli bir yaklasimla
degerlendirilmesi usuliinii belirler.

2. Taraflar Komitesi ayrica, tibbi iriin sahteciligi ve halk saghgini tehdit edici suglar da
dahil olmak fizere benzeri suglar1 6nlemek ve bu suglarla miicadele kapasitesini ylikseltmek
i¢in Devletler arasinda bilgi, deneyim ve iyi uygulamalarin derlenmesini, incelenmesini ve
degisimini kolaylastinir. Komite, diger ilgili Avrupa Konseyi komite ve kurumlarinin
uzmanhgindan faydalanabilir.

3. Ek olarak, Taraflar Komitest, yeri geldiginde:

a. her tiirlii sorunun ve bu Sézlesme uyarinca yapilan beyan ya da ¢ekincenin
etkilerinin belirlenmesi de dahil olmak {izere, bu S6zlesmenin etkin bir bigimde
kullamm ve uygulanmasini kolaylastirir;

b. bu Sézlesmenin uygulanmast ile ilgili her tiirlii soru hakkinda gériis bildirir ve
onemli hukuki, siyasaya iliskin va da teknolojik gelismeler hakkinda bilgi
degisimini kolaylastinir;

C. bu Sézlesmenin uygulanmasi ile ilgili olarak Taraflara belirli Onerilerde
bulunur.
4. Su¢ Sorunlan Avrupa Komitesi (CDPC), dénemsel olarak bu maddenin 1, 2 ve 3.

fikralarinda bahsedilen faaliyetler hakkinda bilgilendirilir.




Bolitm IX — Diger uluslararasi belgelerle iliski
Madde 26 — Diger uluslararas: belgelerle iliski

1. Bu Sozlesme; bu Sozlesme'nin Taraflarinin taraf olduklart ya da olacaklari ve bu
S6zlesme ile diizenlenen hususlara iliskin hiikimler iceren diger uluslararasi belgelerin
hiikiimlerinden dogan hak ve yukiamluliikler: etkilemez.

2. Bu Soézlesmenin Taraflar; bu Sozlesme’de yer alan hitkiimleri tamamlama ya da
kuvvetlendirme ya da ilkelerin uygulanmasini kolaylastirma amaciyla, bu Sézlesme’de ele
alinan hususlar hakkinda birbirlerivyle ikili ya da ¢ok tarafli anlasmalar akdedebilir.

Boliim X - Sozlesmede degisiklik
Madde 27 - Degisiklikler

l. Bir Tarafca bu Sozlesmede yapilmak iizere sunulan her tiirlii degisiklik teklifi, Avrupa
Konseyi Genel Sekreterine iletilir ve Genel Sekreter tarafindan Taraflara, Avrupa Konseyi liye
Devletlerine, Sézlesmenin hazirlanmasina katilmis ya da Avrupa Konseyinde gézlemci
statiisinden faydalanan iiye olmayan Devletlere, Avrupa Birligine ve bu Sozlesmeyi
imzalamaya davet edilmis olan her Devlete iletlir.

2. Bir Tarafca teklif edilen her tiirli degisiklik, Su¢ Sorunlart Avrupa Komitesine
(CDPC) ve diger ilgili Avrupa Konseyi hiikiimetlerarasi komitelerine ya da bilim komitelerine
iletilir; bu komiteler, teklif edilen degisiklik hakkindaki diistincelerini Taraflar Komitesine
bildirir.

3. Bakanlar Komitesi, teklif edilen degisikligi ve Taraflar Komitesi tarafindan sunulan
goriisii dikkate alarak s6z konusu degisikligi kabul edebilir.

4. Bakanlar Komitesi tarafindan bu maddenin 3. fikrasina gore kabul edilen her tiirli
degisiklik metni, kabul i¢in Taraflara iletilir.

5. Bu maddenin 3. fikrasina gore kabul edilen her tiirlii degisiklik, tiim Taraflarin Genel
Sekretere degisikligi kabul ettiklerini bildirdikleri tarihten itibaren bir ayhk siirenin geg
takip eden ayin ilk giiniinde yuriirlige girer.

Bolitm XI - Son hiikiimler

Madde 28 - imza ve yiiriirliige girme

1. Bu Sozlesme, Avrupa Konseyine liye Devletler, Avrupa Birhigi ve bu Sozlesmeni
hazirlanmasina katilan ya da Avrupa Konseyinde gdzlemci statiisiinde olan {iye olmayan
Devletlerin imzasina agiktir. Ayrica, Bakanlar Komitesinin davet edecegi Avrupa Konseyine
tiye olmayan diger Devletlerin imzasina da agiktir. Sozlesmeyi imzalamak iizere {iye olmayan
bir Devleti davet etme karar, Avrupa Konseyi Tuziugii'nin 20. Maddesinin (d) fikrasinda
diizenlenen ¢ogunluk oyuyla ve Bakanlar Komitesinde yer alma hakkina sahip Taraf




muvafakatlerini belirten diger Devletlerin/Avrupa Birligi'nin oybirligi ile onayr alindiktan
sonra verilir.

2. Bu Sézlesme, onay, kabul ya da uygun bulmaya tabidir. Onay, kabul ya da uygun
bulma belgeleri, Avrupa Konseyi Genel Sekreterine teslim edilir.

-

3. Bu Sézlesme, en az ii¢ Avrupa Konseyi Uye Devleti dahil olmak {izere, Sézlesmenin
bes imzacisinin onceki fikranin hikiimlerine gore Sozlesme ile baghh olma yoniindeki
muvafakatlerini ifade ettikleri tarihten itibaren ii¢ aylik siirenin sona ermesini takip eden ayin
itk giinii yurtrlige girer.

4, Daha sonradan Sozlesme ile bagh olmak istedigini beyan eden herhangi bir Devlet
veya Avrupa Birligi bakimindan Sézlesme; onay, kabul ya da uygun bulma belgesini teslim
etme tarihinden itibaren ii¢ aylik siirenin sona ermesim takip eden ayin ilk giinii yirtrlige
girer.

Madde 29 - Ulkesel uygulama

1. Herhangi bir Devlet ya da Avrupa Birligi, imza tarihinde ya da onay, kabul ya da
uygun bulma belgesini verirken, Sézlesmenin gegerli olacag iilke ya da dlkeleri belirtebilir.

2. Taraflardan herhangi biri, daha sonraki bir tarihte, Avrupa Konseyi Genel Sekreterine
muhatap bir beyan ile bu Sézlesmenin uygulanmasini, beyanda belirtilen, uluslararasi
iliskilerinden sorumlu oldugu ya da adina taahhiitte bulunma yetkisine sahip oldugu herhangi
bir lilke i¢in genisletebilir. S6z konusu lilke bakimindan, S6zlesme s6z konusu beyanin Genel
Sekreter tarafindan alinma tarihinden itibaren {i¢ aylik siirenin sona ermesini takip eden ayin
ilk giini yiirtirliige girer.

~

3. Onceki iki fikra uyarinca yapilan herhangi bir beyan, soz konusu beyanda belirtilen
herhangi bir iilke bakimindan Avrupa Konseyi Genel Sekreterine génderilen bir bildirim ile
geri cekilebilir. S6z konusu geri ¢ekme, séz konusu bildirimin Genel Sekreter tarafindan
alinma tarthinden itibaren li¢ aylik siirenin sona ermesini takip eden ayin ilk giinii yiiriirliige
girer.

Madde 30 - Cekinceler

1. Acikca diizenlenmis olan gekinceler hari¢ olmak iizere bu Sozlesmenin higbir hiikkmi
hakkinda ¢ekince konulamaz.

2. Cekince koymus olan her bir Taraf, Avrupa Konseyi Genel Sekreterine muhatap bir
bildirim ile s6z konusu ¢ekinceyi herhangi bir zamanda tamamen ya da kismen geri ¢ekebilir.
S6z konusu geri gekme, so6z konusu bildirimin Genel Sekreter tarafindan alinma tarihinden
itibaren ylirtirliige girer.

Madde 31 - Dostane ¢oziim

Taraflar Komitesi, Su¢ Sorunlari Avrupa Komitesi (CDPC) ve diger ilgili Avrupa Konsey

hiikiimetlerarasi komite ya da bilim komiteleri ile bu Sézlesmenin uygulanmasi i¢in y,a,k n .Td

A
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isbirligi igerisine girecek ve gerekli oldugunda uygulama ile ilgili tiim zorluklarn dostane
bicimde ¢6zlimlenmesini kolaylastiracaktir.

Madde 32 - Fesih

1. Taraflardan herhangi biri, herhangi bir zamanda Avrupa Konseyi Genel Sekreterine
muhatap bir bildirim araciligiyla bu Sézlesmeyi feshedebilir.

2. Soz konusu fesih, s6z konusu bildirimin Genel Sekreter tarafindan alinma tarihinden
itibaren ii¢ aylik slirenin sona ermesini takip eden ayin ilk giini yiiriirliige girer.

Madde 33 - Bildirim

Avrupa Konseyi Genel Sekreteri, Taraflara, Avrupa Konseyi Uye Devletlerine, bu
Sozlesmenin hazirlanmasina katilan ya da Avrupa Konseyinde gbzlemci statiisiinde olan tiye
olmayan Devletlere, Avrupa Birligine ve 28. Maddeye gore bu Sézlesmeyi imzalamaya davet
edilmis bulunan her bir Devlete asagidakiler: bildirir:

a. her imzayi;
b. her kabul, onay ya da uygun bulma belgesinin teslim edilmesini;
c. Bu Sozlesmenin 28. Maddeye gore yiriirliige girdigi her tarihi;

d. 27. Maddeye gore kabul edilen her tiir degisikligi ve s6z konusu degisikligin yiirirlige
girme tarihini;

e. 5, 6,.7, 9 ve 10. Maddeler uyarinca koyulan her bir ¢ekinceyi ve herhangi bir
cekincenin 30. Maddeye gore geri ¢ekilmesini;
f. 32. Maddenin hiikiimlerine uygun olarak yapilan her tiir feshi;

g. bu Sézlesme ile ilgili diger her tiir belge, bildirim ya da muhaberati;

Keyfiyeti tevsiken, usuliine uygun olarak yetkilendirilmis olan asagida imzasi olanlar, bu
Sézlesmeyi imzalamislardir.

Moskova’da 28 Ekim 2011 tarihinde Ingilizce ve Fransizca dillerinde ve her iki metin esit
derecede gecerli olacak sekilde, Avrupa Konseyi arsivlerinde saklanmak iizere tek niisha
olarak imzalanmistir. Avrupa Konseyi Genel Sekreteri, her bir Avrupa Konseyi Uye Devletine,
bu Sézlesmenin hazirlanmasina katilan ya da Avrupa Konseyinde gbzlemci statiisiinden
faydalanan iiye olmayan Devletlere, Avrupa Birligine ve bu Sézlesmeyi imzalamaya davet
edilen Devletlere onayl niishalar iletir.
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BEYAN

Tiirkiye, “Tibbi Uriin Sahteciligi ve Halk Saghgina Tehditler Igeren Benzeri Suglar Hakkinda
Avrupa Konseyi Sozlesmesi”ni onaylamasimin, varlii sona ermis bulunan “Kibrns
Cumhurtyeti”’nin Giiney Kibris Rum Ydnetimi tarafindan temsil edildigi iddiasinin herhangi bir
bigimde kabulii anlamina gelmeyecegi gibi Tiirkiye’ye stzde Kibris Cumbhuriyeti ile herhangi
bir iliskiye girme yilikimliliigii getirmeyecegini beyan eder.
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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 its
members;

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

Recalling the Action Plan adopted at the Third Summit of Heads of State and Government
of the Council of Europe (Warsaw, 16-17 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
decisions of 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, Parliamentary Assembly Recommendations 1673 (2004) on
“Counterfeiting: 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,
conducted notably by the World Health Organisation, in particular the work of the group
IMPACT, and by the European Union, as well as in the forum of the G8;

Determined to contribute effectively to the attainment of the common goal of combating
crime involving counterfeiting of medical products and similar crimes involving threats to
public health, by introducing notably new offences and penal sanctions relative to these
offences;
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Considering that the purpose of this Convention is to prevent and combat threats to public
health, giving effect to the provisions of the Convention concerning substantive criminal
law should be carried out taking into account its purpose and the principle of
proportionality;

Considering that this Convention does not seek to address issues concerning intellectual
property rights;

Taking 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
combating all forms of counterfeiting of medical products and similar crimes involving
threats to public health, and which sets up a specific follow-up mechanism;

Recognising that, to efficiently combat the global threat posed by the counterfeiting of
medical products and similar crimes, close international co-operation between Council of
Europe member States and non-member States alike should be encouraged,

Have agreed as follows:

Chapter I - Object and purpose, principle of non-discrimination, scope, definitions

Article 1 - Object and purpose

1 The purpose of this Convention is to prevent and combat threats to public health by:
a providing for the criminalisation of certain acts;
b protecting the rights of victims of the offences established under this Convention;
c promoting national and international co-operation.
2 In order to ensure effective implementation of its provisions by the Parties, ihis Convention

sets up a specific follow-up mechanism.
Article 2 - Principle of non-discrimination

The implementation of the provisions of this Convention by the Parties, in particular the
enjoyment of measures to protect the rights of victims, shall be secured without
discrimination on any ground such as sex, race, colour, language, age, religion, political or
any other opinion, national or social origin, association with a national minority, property,
birth, sexual orientation, state of health, disability or other status.
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Article 3 - Scope

This Convention concerns medical products whether they are protected under intellectual
property rights or not, or whether they are generic or not, including accessories designated
to be used together with medical devices, as well as the active substances, excipients, parts
and materials designated to be used in the production of medical products.

Article 4 — Definitions

For the purposes of this Convention:

a

the term “medical product” shall mean medicinal products and medical devices;

the term “medicinal product” shall mean medicines for human and veterinary use,
which may be:

i any substance or combination of substances presented as having properties for
treating or preventing disease in humans or animals;

ii any substance or combination of substances which may be used in or
administered to human beings or animals either with a view to restoring,
correcting or modifying physiological functions by exerting a pharmacological,
immunological or metabolic action, or to making a medical diagnosis;

iii an investigational medicinal product;

the term “active substance” shall mean any substance or mixture of substances that is
designated to be used in the manufacture of a medicinal product, and that, when
used in the production of a medicinal product, becomes an active ingredient of the
medicinal product;

the term “excipient” shall mean any substance that is not an active substance or a
finished medicinal product, but is part of the composition of a medicinal product for
human or veterinary use and essential for the integrity of the finished product;

the term “medical device” shall mean any instrument, apparatus, appliance,
software, material or other article, whether used alone or in combination, including
the software, designated by its manufacturer to be used specifically for diagnostic
and/or therapeutic purposes and necessary for its proper application, designated by
the manufacturer to be used for human beings for the purpose of:

i diagnosis, prevention, monitoring, treatment or alleviation of disease;

i diagnosis, monitoring, treatment, alleviation of or compensation for an injury
or handicap;
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iii investigation, replacement or modification of the anatomy or of a physiological
process;

iv control of conception;

and which does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in
its function by such means;

the term “accessory” shall mean an article which whilst not being a medical device is
designated specifically by its manufacturer to be used together with a medical device
to enable it to be used in accordance with the use of the medical device intended by
the manufacturer of the medical device;

the terms “parts” and “materials” shall mean all parts and materials constructed and
designated to be used for medical devices and that are essential for the integrity
thereof;

the term “document” shall mean any document related to a medical product, an
active substance, an excipient, a part, a material or an accessory, including the
packaging, labeling, instructions for use, certificate of origin or any other certificate
accompanying it, or otherwise directly associated with the manufacturing and/or
distribution thereof;

the term “manufacturing” shall mean:

i as regards a medicinal product, any part of the process of producing the
medicinal product, or an active substance or an excipient of such a product, or
of bringing the medicinal product, active substance or excipient to its final
state;

ii as regards a medical device, any part of the process of producing the medical
device, as well as parts or materials of such a device, including designing the
device, the parts or materials, or of bringing the medical device, the parts or
materials to their final state;

iii as regards an accessory, any part of the process of producing the accessory,
including designing the accessory, or of bringing the accessory to its final state;

the term “counterfeit” shall mean a false representation as regards identity and/or
source;

the term “victim” shall mean any natural person suffering adverse physical or
psychological effects as a result of having used a counterfeit medical product or a
medical product manufactured, supplied or placed on the market without
authorisation or without being in compliance with the conformity requirements as
described in Article 8.

i3
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Chapter II - Substantive criminal law

Article 5 - Manufacturing of counterfeits

Each Party shall take the necessary legislative and other measures to establish as offences
under its domestic law, the intentional manufacturing of counterfeit medical products,

active substances, excipients, parts, materials and accessories.

As regards medicinal products and, as appropriate, medical devices, active substances and
excipients, paragraph 1 shall also apply to any adulteration thereof.

Each State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, by a declaration addressed to the
Secretary General of the Council of Europe, declare that it reserves the right not to apply, or
to apply only in specific cases or conditions, paragraph 1, as regards excipients, parts and
materials, and paragraph 2, as regards excipients.

Article 6 — Supplying, offering to supply, and trafficking in counterfeits

Each Party shall take the necessary legislative and other measures to establish as offences
under its domestic law, when committed intentionally, the supplying or the offering to
supply, including brokering, the trafficking, including keeping in stock, importing and
exporting of counterfeit medical products, active substances, excipients, parts, materials
and accessories.

Each State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, by a declaration addressed to the
Secretary General of the Council of Europe, declare that it reserves the right not to apply, or
to apply only in specific cases or conditions, paragraph 1, as regards excipients, parts and
materials.

Article 7 - Falsification of documents

Each Party shall take the necessary legislative and other measures to establish as offences
under its domestic law the making of false documents or the act of tampering with
documents, when committed intentionally.

Each State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, by a declaration addressed to the
Secretary General of the Council of Europe, declare that it reserves the right not to apply, or
to apply only in specific cases or conditions, paragraph 1, as regards documents related to
excipients, parts and materials.




7

CETS 211- Counlerfeiting of medical prodvicts and sinular crivees involving tireats to public health, 28.X.2011

Article 8 — Similar crimes involving threats to public health

Each Party shall take the necessary legislative and other measures to establish as offences
under its domestic law, when committed intentionally, in so far as such an activity is not
covered by Articles 3, 6 and 7:

a the manufacturing, the keeping in stock for supply, importing, exporting, supplying,
offering to supply or placing on the market of:

i medicinal products without authorisation where such authorisation is required
under the domestic law of the Party; or

ii medical devices without being in compliance with the conformity
requirements, where such conformity is required under the domestic law of the
Party;

b the commercial use of original documents outside their intended use within the legal
medical product supply chain, as specified by the domestic law of the Party.

Article 9 — Aiding or abetting and attempt

Each Party shall take the necessary legislative and other measures to establish as offences
when committed intentionally, aiding or abetting the commission of any of the offences
established in accordance with this Convention.

Each Party shall take the necessary legislative and other measures to establish as an offence
the intentional attempt to commit any of the offences established in accordance with this
Convention.

Each State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, by a declaration addressed to the
Secretary General of the Council of Europe, declare that it reserves the right not to apply, or
to apply only in specific cases or conditions, paragraph 2 to offences established in
accordance with Articles 7 and 8.

Article 10 - Jurisdiction

Each Party shall take the necessary legislative and other measures to establish jurisdiction
over any offence established in accordance with this Convention, when the offence is
committed:

a in its territory; or

b on board a ship flying the flag of that Party; or

c on board an aircraft registered under the laws of that Party; or
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d by one of its nationals or by a person habitually residing in its territory.

Each Party shall take the necessary legislative and other measures to establish jurisdiction
over any offence established in accordance with this Convention, when the victim of the
offence is one of its nationals or a person habitually resident in its territory.

Each Party shall take the necessary legislative and other measures to establish jurisdiction
over any offence established in accordance with this Convention, when the alleged offender
is present in its territory and cannot be extradited to another Party because of his or her
nationality.

Each State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, by a declaration addressed to the
Secretary General of the Council of Europe, declare that it reserves the right not to apply, or
to apply only in specific cases or conditions, the jurisdiction rules laid down in paragraph 1,
sub-paragraph d, and paragraph 2 of this article.

Where more than one Party claims jurisdiction over an alleged offence established in
accordance with this Convention, the Parties concerned shall consult, where appropriate,
with a view to determining the most appropriate jurisdiction for prosecution.

Without prejudice to the general rules of international law, this Convention shall not
exclude any criminal jurisdiction exercised by a Party in accordance with its domestic law.

Article 11 — Corporate liability

Each Party shall take the necessary legislative and other measures to ensure that legal
persons can be held liable for offences established in accordance with this Convention,
when committed for their benefit by any natural person, acting either individually or as
part of an organ of the legal person, who has a leading position within it based on:

a a power of representation of the legal person;
b an authority to take decisions on behalf of the legal person;
c an authority to exercise control within the legal person.

Apart from the cases provided for in paragraph 1, each Party shall take the necessary
legislative and other measures to ensure that a legal person can be held liable where the
lack of supervision or control by a natural person referred to in paragraph 1 has made
possible the commission of an offence established in accordance with this Convention for
the benefit of that legal person by a natural person acting under its authority.
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Subject to the legal principles of the Party, the liability of a legal person may be criminal,
civil or administrative.

Such liability shall be without prejudice to the criminal liability of the natural persons who
have committed the offence.

Article 12 — Sanctions and measures

Each Party shall take the necessary legislative and other measures to ensure that the
offences established in accordance with this Convention are punishable by effective,
proportionate and dissuasive sanctions, including criminal or non-criminal monetary
sanctions, taking account of their seriousness. These sanctions shall include, for offences
established in accordance with Articles 5 and 6, when committed by natural persons,
penalties involving deprivation of liberty that may give rise to extradition.

Each Party shall take the necessary legislative and other measures to ensure that legal
persons held liable in accordance with Article 11 are subject to effective, proportionate and
dissuasive sanctions, including criminal or non-criminal monetary sanctions, and may
include other measures, such as:

a temporary or permanent disqualification from exercising commercial activity;
b placing under judicial supervision;
c a judicial winding-up order.

Each Party shall take the necessary legislative and other measures to:
a permit seizure and confiscation of:

i medical products, active substances, excipients, parts, materials and
accessories, as well as goods, documents and other instrumentalities used to
commit the offences established in accordance with this Convention or to
facilitate their commission;

ii proceeds of these offences, or property whose value corresponds to such
proceeds;

b permit the destruction of confiscated medical products, active substances, excipients,
parts, materials and accessories that are the subject of an offence established under
this Convention;

c take any other appropriate measures in response to an offence, in order to prevent
future offences.




10 CETS 211- Counterfeiting of medical products and siniilar erimes nrvolving threats to public health, 28.X.2011

Article 13 - Aggravating circumstances

Each Party shall take the necessary legislative and other measures to ensure that the
following circumstances, in so far as they do not already form part of the constituent
elements of the offence, may, in conformity with the relevant provisions of domestic law, be
taken into consideration as aggravating circumstances in determining the sanctions in
relation to the offences estabiished in accordance with this Convention:

a the offence caused the death of, or damage to the physical or mental health of, the
victim;
b the offence was committed by persons abusing the confidence placed in them in their

capacity as professionals;

c 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 organisation;
f the perpetrator has previously been convicted of offences of the same nature.
Article 14 — Previous convictions
Each Party shall take the necessary legislative and other measures to provide for the
possibility to take into account final sentences passed by another Party in relation to the
offences of the same nature when determining the sanctions.
Chapter III - Investigation, prosecution and procedural law

Article 15 - Initiation and continuation of proceedings
Each Party shall take the necessary legislative and other measures to ensure that
investigations or prosecution of offences established in accordance with this Convention
should not be subordinate to a complaint and that the proceedings may continue even if the
complaint is withdrawn.
Article 16 — Criminal investigations

1 Each Party shall take the necessary measures to ensure that persons, units or services in
charge of criminal investigations are specialised in the field of combating counterfeiting of
medical products and similar crimes involving threats to public health or that persons are

trained for this purpose, including financial investigations. Such units or services shall have
adequate resources.
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Each Party shall take the necessary legislative and other measures, in conformity with the
principles of its domestic law, to ensure effective criminal investigation and prosecution of
offences established in accordance with this Convention, allowing, where appropriate, for
the possibility for its competent authorities of carrying out financial investigations, of
covert operations, controlled delivery and other special investigative techniques.

Chapter IV — Co-operation of authorities and information exchange

Article 17 - National measures of co-operation and information exchange

Each Party shall take the necessary legislative and other measures to ensure that
representatives of health authorities, customs, police and other competent authorities
exchange information and co-operate in accordance with domestic law in order to prevent
and combat effectively the counterfeiting of medical products and similar crimes involving
threats to public health.

Each Party shall endeavour to ensure co-operation between its competent authorities and
the commercial and industrial sectors as regards risk management of counterfeit medical
products and similar crimes involving threats to public health.

With due respect for the requirements of the protection of personal data, each Party shall
take the necessary legislative and other measures to set up or strengthen mechanisms for:

a receiving and collecting information and data, including through contact points, at
national or local levels and in collaboration with private sector and civil society, for
the purpose of preventing and combating the counterfeiting of medical products and
similar crimes involving threats to public health;

b making available the information and data obtained by the health authorities,
customs, police and other competent authorities for the co-operation between them.

Each Party shall take the necessary measures to ensure that persons, units or services in
charge of co-operation and information exchange are trained for this purpose. Such units or
services shall have adequate resources.

Chapter V ~ Measures for prevention

Article 18 — Preventive measures

Each Party shall take the necessary legislative and other measures to establish the quality
and safety requirements of medical products.

Each Party shall take the necessary legislative and other measures to ensure the safe
distribution of medical products.
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3 With the aim of preventing counterfeiting of medical products, active substances,
excipients, parts, materials and accessories, each Party shall take the necessary measures to
provide, inter alia, for:

training of healthcare professionals, providers, police and customs authorities, as
well as relevant regulatory authorities;

the promotion of awareness-raising campaigns addressed to the general public
providing information about counterfeit medical products;

the prevention of illegal supplying of counterfeit medical products, active substances,
excipients, parts, materials and accessories.

Chapter VI - Measures for protection

Article 19 — Protection of victims

Each Party shall take the necessary legislative and other measures to protect the rights and
interests of victims, in particular by:

ensuring that victims have access to information relevant to their case and which is
necessary for the protection of their health;

assisting victims in their physical, psychological and social recovery;

providing, in its domestic law, for the right of victims to compensation from the
perpetrators.

Article 20 - The standing of victims in criminal investigations and proceedings

1 Each Party shall take the necessary legislative and other measures to protect the rights and
interests of victims at all stages of criminal investigations and proceedings, in particular by:

a

informing them of their rights and the services at their disposal and, unless they do
not wish to receive such information, the follow-up given to their complaint, the
possible charges, the general progress of the investigation or proceedings, and their
role therein as well as the outcome of their cases;

enabling them, in a manner consistent with the procedural rules of domestic law, to
be heard, to supply evidence and to choose the means of having their views, needs
and concerns presented, directly or through an intermediary, and considered;

providing them with appropriate support services so that their rights and interests
are duly presented and taken into account;
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d providing effective measures for their safety, as well as that of their families and
witnesses on their behalf, from intimidation and retaliation.

2 Each Party shall ensure that victims have access, as from their first contact with the
competent authorities, to information on relevant judicial and administrative proceedings.

3 Each Party shall ensure that victims have access, provided free of charge where warranted,
to legal aid when it is possible for them to have the status of parties to criminal
proceedings.

4 Each Party shall take the necessary legislative and other measures to ensure that victims of
an offence established in accordance with this Convention committed in the territory of a
Party other than the one where they reside can make a complaint before the competent
authorities of their State of residence.

5 Each Party shall provide, by means of legislative or other measures, in accordance with the
conditions provided for by its domestic law, the possibility for groups, foundations,
associations or governmental or non-governmental organisations, to assist and/or support
the victims with their consent during criminal proceedings concerning the offences
established in accordance with this Convention.

Chapter VII - International co-operation
Article 21 - International co-operation in criminal matters

1 The Parties shall co-operate with each other, in accordance with the provisions of this
Convention and in pursuance of relevant applicable international and regional instruments
and arrangements agreed on the basis of uniform or reciprocal legislation and their
domestic law, to the widest extent possible, for the purpose of investigations or
proceedings concerning the offences established in accordance with this Convention,
including seizure and confiscation.

2 The Parties shall co-operate to the widest extent possible in pursuance of the relevant
applicable internaticnal, regional and bilateral treaties on extradition and mutual legal
assistance in criminal matters concerning the offences established in accordance with this
Convention.

3 If a Party that makes extradition or mutual legal assistance in criminal matters conditional
on the existence of a treaty receives a request for extradition or legal assistance in criminal
matters from a Party with which it has no such a treaty, it may, acting in full compliance
with its obligations under international law and subject to the conditions provided for by
the domestic law of the requested Party, consider this Convention as the legal basis for
extradition or mutual legal assistance in criminal matters in respect of the offences
established in accordance with this Convention.




, 14 CETS211- Cownlerfeiting of medical producis and siilar crimes ivolving threats to public health, 28.X.2011

Article 22 — International co-operation on prevention and other administrative measures
The Parties shall co-operate on protecting and providing assistance to victims.

The Parties shall, without prejudice to their internal reporting systems, designate a national
contact point which shall be responsible for transmitting and receiving requests for
information and/or co-operation in connection with the fight against counterfeiting of
medical products and similar crimes involving threats to public health.

Each Party shall endeavour to integrate, where appropriate, prevention and combating of
the counterfeiting of medical products and similar crimes involving threats to public health
into assistance or development programmes provided for the benefit of third States.

Chapter VIII - Follow-up mechanism

Article 23 - Committee of the Parties

The Committee of the Parties shall be composed of representatives of the Parties to the
Convention.

The Committee of the Parties shall be convened by the Secretary General of the Council of
Europe. Its first meeting shall be held within a period of one year following the entry into
force of this Convention for the tenth signatory having ratified it. It shall subsequently meet
whenever at least one third of the Parties or the Secretary General so requests.

The Committee of the Parties shall adopt its own rules of procedure.

The Committee of the Parties shall be assisted by the Secretariat of the Council of Europe in
carrying out its functions.

A contracting Party which is not a member of the Council of Europe shall contribute to the
financing of the Committee of the Parties in a manner to be decided by the Committee of
Ministers upon consultation of that Party.

Article 24 — Other representatives

The Parliamentary Assembly of the Council of Europe, the European Committee on Crime
Problems (CDPC), as well as other relevant Council of Europe intergovernmental or
scientific committees, shall each appoint a representative to the Committee of the Parties in
order to contribute to a multisectoral and multidisciplinary approach.

The Committee of Ministers may invite other Council of Europe bodies to appoint a
representative to the Committee of the Parties after consulting them.

Representatives of relevant international bodies may be admitted as observers to the
Committee of the Parties following the procedure established by the relevant rules of the
Council of Europe.
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Representatives of relevant official bodies of the Parties may be admitted as observers to
the Committee of the Parties following the procedure established by the relevant rules of
the Council of Europe.

Representatives of civil society, and in particular non-governmental organisations, may be
admitted as observers to the Committee of the Parties following the procedure established
by the relevant rules of the Council of Europe.

In the appointment of representatives under paragraphs 2 to 5, a balanced representation of
the different sectors and disciplines shall be ensured.

Representatives appointed under paragraphs 1 to 5 above shall participate in meetings of
the Committee of the Parties without the right to vote.

Article 25 - Functions of the Committee of the Parties

The Committee of the Parties shall monitor the implementation of this Convention. The
rules of procedure of the Committee of the Parties shall determine the procedure for
evaluating the implementation of this Convention, using a multisectoral and
multidisciplinary approach.

The Committee of the Parties shall also facilitate the collection, analysis and exchange of
information, experience and good practice between States to improve their capacity to
prevent and combat the counterfeiting of medical products and similar crimes involving
threats to public health. The Committee may avail itself of the expertise of other relevant
Council of Europe committees and bodies.

Furthermore, the Committee of the Parties shall, where appropriate:
a facilitate the effective use and implementation of this Convention, including the

identification of any problems and the effects of any declaration or reservation made
under this Convention;

b express an opinion on any question concerning the application of this Convention
and facilitate the exchange of information on significant legal, policy or technological
developments;

c make specific recommendations to Parties concerning the implementation of this

Convention.

The European Committee on Crime Problems (CDPC) shall be kept periodically informed
regarding the activities mentioned in paragraphs 1, 2 and 3 of this article.
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Chapter IX - Relationship with other international instruments
Article 26 — Relationship with other international instruments

1 This Convention shall not affect the rights and obligations arising from the provisions of
other international instruments to which Parties to the present Convention are Parties or
shall become Parties and which contain provisions on matters governed by this
Convention.

2 The Parties to the Convention may conclude bilateral or multilateral agreements with one
another on the matters dealt with in this Convention, for purposes of supplementing or
strengthening its provisions or facilitating the application of the principles embodied in it.

Chapter X - Amendments to the Convention
Article 27 - Amendments

1 Any proposal for an amendment to this Convention presented by a Party shall be
communicated to the Secretary General of the Council of Europe and forwarded by him or
her to the Parties, the member States of the Council of Europe, non-member States having
participated in the elaboration of this Convention or enjoying observer status with the
Council of Europe, the European Union, and any State having been invited to sign this
Convention,

2 Any amendment proposed by a Party shall be communicated to the European Committee
on Crime Problems (CDPC) and other relevant Council of Europe intergovernmental or
scientific committees, which shall submit to the Committee of the Parties their opinions on
that proposed amendment.

3 The Committee of Ministers, having considered the proposed amendment and the opinion
submitted by the Committee of the Parties, may adopt the amendment.

4 The text of any amendment adopted by the Committee of Ministers in accordance with
paragraph 3 of this article shall be forwarded to the Parties for acceptance.

5 Any amendment adopted in accordance with paragraph 3 of this article shall enter into
force on the first day of the month following the expiration of a period of one month after
the date on which all Parties have informed the Secretary General that they have accepted
it.
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Chapter XI - Final clauses
Article 28 — Signature and entry into force

1 This Convention shall be open for signature by the member States of the Council of Europe,
the European Union and the non-member States which have participated in its elaboration
or enjoy observer status with the Council of Europe. It shall also be open for signature by
any other non-member State of the Council of Europe upon invitation by the Committee of
Ministers. The decision to invite a non-member State to sign the Convention shall be taken
by the majority provided for in Article 20.d of the Statute of the Council of Europe, and by
unanimous vote of the representatives of the Contracting States entitled to sit on the
Committee of Ministers. This decision shall be taken after having obtained the unanimous
agreement of the other States/European Union having expressed their consent to be bound
by this Convention.

2 This Convention is subject to ratification, acceptance or approval. Instruments of
ratification, acceptance or approval shall be deposited with the Secretary General of the
Council of Europe.

3 This Convention shall enter into force on the first day of the month following the expiration
of a period of three months after the date on which five signatories, including at least three
member States of the Council of Europe, have expressed their consent to be bound by the
Convention in accordance with the provisions of the preceding paragraph.

4 In respect of any State or the European Union, which subsequently expresses its consent to
be bound by the Convention, it shall enter into force on the first day of the month following
the expiration of a period of three months after the date of the deposit of its instrument of
ratification, acceptance or approval.

Article 29 - Territorial application

1 Any State or the European Union may, at the time of signature or when depositing its
instrument of ratification, acceptance or approval, specify the territory or territories to
which this Convention shall apply.

2 Any Party may, at any later date, by a declaration addressed to the Secretary General of the
Council of Europe, extend the application of this Convention to any other territory
specified in the declaration and for whose international relations it is responsible or on
whose behalf it is authorised to give undertakings. In respect of such territory, the
Convention shall enter into force on the first day of the month following the expiration of a
period of three months after the date of receipt of such declaration by the Secretary General.

3 Any declaration made under the two preceding paragraphs may, in respect of any territory
specified in such declaration, be withdrawn by a notification addressed to the Secretary
General of the Council of Europe. The withdrawal shall become effective on the first day of
the month following the expiration of a period of three months after the date of receipt of
such notification by the Secretary General.
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Article 30 — Reservations

No reservation may be made in respect of any provision of this Convention, with the
exception of the reservations expressly established.

Each Party which has made a reservation may, at any time, withdraw it entirely or partially
by a notification addressed to the Secretary General of the Council of Europe. The
withdrawal shall take effect from the date of the receipt of such notification by the Secretary
Ceneral.

Article 31 - Friendly settlement

The Commitiee of the Parties will follow in close co-operation with the European
Committee on Crime Problems (CDPC) and other relevant Council of Europe
intergovernmental or scientific committees the application of this Convention and facilitate,
when necessary, the friendly settlement of all difficulties related to its application.

Article 32 - Denunciation

Any Party may, at any time, denounce this Convention by means of a notification
addressed to the Secretary General of the Council of Europe.

Such denunciation shall become effective on the first day of the month following the
expiration of a period of three months after the date of receipt of the notification by the
Secretary General.

Article 33 — Notification

The Secretary General of the Council of Europe shall notify the Parties, the member States
of the Council of Europe, the non-member States having participated in the elaboration of
this Convention or enjoying observer status with the Council of Europe, the European
Union, and any State having been invited to sign this Convention in accordance with the
provisions of Article 28, of:

any signature;

o

b the deposit of any instrument of ratification, acceptance or approval;
c any date of entry into force of this Convention in accordance with Article 28;
d any amendment adopted in accordance with Article 27 and the date on which such

an amendment enters into force;

e any reservation made under Articles 5, 6, 7, 9 and 10 and any withdrawal of a
reservation made in accordance with Article 30;
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f any denunciation made in pursuance of the provisions of Article 32;
8 any other act, notification or communication relating to this Convention.

In witness whereof the undersigned, being duly authorised thereto, have signed this
Convention.

Done in Moscow, this 28th day of October 2011, in English and in French, both texts being
equally authentic, in a single copy which shall be deposited in the archives of the Council of
Europe. The Secretary General of the Council of Europe shall transmit certified copies to
each member State of the Council of Europe, to the non-member States which have
participated in the elaboration of this Convention or enjoy observer status with the Council
of Europe, to the European Union and to any State invited to sign this Convention.




DECLARATION

Turkey declares that her ratification of the “Council of Europe Convention on the
Counterfeiting of Medical Products and Similar Crimes Involving Threats to Public Health”
neither amounts to any form of recognition of the Greek Cypriot Administration’s pretention to
represent the defunct “Republic of Cyprus” as party to that Convention, nor should it imlpy any
obligation on the part of Turkey to enter into any dealing with the so-called Republic of Cyprus
within the framework of the said Convention.






