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Lyfjafolsun - hvad er att vio?

* Falsad lyf — Iyf selt undir vidurkenndu
lyfjaheiti an pess aod hafa tilskilin leyfi,

a vio baedi frumlyf og samheitalyf

« Eftirlikingar - lyf selt undir mjog

liku heiti og frumlyfio - uppruni lyfsins

er falsaour

« Vara sem inniheldur lyfjavirkt efni
sem ekki kemur fram i innihaldslysingu og er seld sem t.d.
faedubotarefni eda snyrtivara
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Lyfjafélsun — pa er ekki att vié

« Samheitalyf sem framleidd eru i prioja
heiminum - einkaleyfi enn i gildi a
vesturlondum
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Skilgreining WHO

« A medicinal product is counterfeit when there is a false
representation in relation to its identity (name,
composistion, strength or any other element that may
Influence the judgement of health professionals, patients
or consumers about the identity of the product)
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Tilkynningakerfi yfirvalda

 RAS — Rapid Alert System (EEA,
PIC/S, EDQM, MRA partners)

* EU network of Official Medicines
Control Laboratories (OMCL)

« HMA Working Group of
Enforcement Officers (WGEQO)
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Vabod um folsud Iyf 2007
(Rapid Alert)

Lyf

Land sem tilkynnir

Hvar fannst lyfid

Amoxil 500 mg

Belgia

Belgiu?

Cipram 20 mg

Danmork

Jordaniu

Omniscan

[rland

Azerbaijan

Plavix 75 mg

Bretland

Bretlandi

Zyprexa 10 mg

Bretland

Bretlandi

Plavix 75 mg

Bretland

Bretlandi
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Adgerdir i ESB

* Evropupingio september 2006

 Framkveemdastjornin kannar
maogulegar leioir til ad hindra falsanir

umsagnar i mars 2008
http://ec.europa.eu/enterprise/pharmaceuticals/pharmac
os/docs/doc2008/2008 03/consult_counterfeit. 2008030
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Adgeroir ESB - af hverju?

~0ldi pakkninga gerdar upptaekar a
andameaerum ESB - 384% aukning 2006
Dorio saman vio 2005

« Sokn i loglegar dreifingaleloir
» Oljos skil milli falsadra lyfja og lyfja med
%nyjavwk efni sem ekki uppfylla skilyroi
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Atriol sem geta“auoveldao
adgang inn i loglega dreifikerfio

Veikir hlekkir i dreifingarleioum (adilar sem
ekki heyra undir lyfjaloggjofina - krofur til
dreifingaradila oljosar)

Ogagnséaei — GDP ekki framfylgt

Erfiodara um vik vio sérstakar innkallanir

Framleidsla virka efnisins ekki i samraemi vio
GMP
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Impact skyrslan

International Medicinal Products Anti-
Counterfeiting Taskforce

« Staofest a fundi WHO International Medical
Products Anti- Counterfeiting Task Force
12.desember 2007

Legislation against Counterfeit Medicinal
Products (styrkt af ESB)

— Leggur ahersla a ad allir peettir
dreifingarkedjunnar seu undir eftirliti
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Tillogur ao breytingum

» Heroa krofur um framleidslu, sélu og dreifingu
lyfja og lyfjavirkra efna
—Breytingar a tilskipun 2001/83/EC um lyf
fyrir menn og tilsk. 2003/94/EC um GMP

JP-Inspections
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Hvernig er haegt'ad vernda
sjuklinga?
* Hert |6gg)of

—Um lyf sett a markaod — rekjanleliki,
dreifingarleidir, érofnar umbudir of

—Um frisveedi & EES sveedio
—Um lyfjavirk efni
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Rekjanleiki

« Moguleiki a ad rekja
feroalag lyfs
—Umbuadir innsigladar
— Sérstakar merkingar a
ytri umbuoum
—Gagngrunnur um
rekjanleikann

— GDP vottoro skylda
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Hertar reglur um innflutning/
utflutning / frihofn

« Lyfja sem framleidd eru a
ESB hvort sem pau eru
markaossett eda flutt ut

« Heildsoludreifingu lyfja

 Innflutning lyfjati 2
(einnig endurinnflutning)
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Hertar reglur um framleidslu og
markadssetningu lyfjavirkra efna

LOggjof neer til lyfjavirks
efnis en ekki dreifingar og
sOluadila pess.
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GMP eftirlit

« GMP eftirlit hert vegna
framleidslu lyfjavirkra
efna

« Eftirlitstttektum fjolgao

lyfjavirkra efna
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Samhlida innflutningur - er pad
vandamalid?

Samkveemt
markadsleyfish6fum

eru meiri vandamal
vegna Sl lyfja
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Samhlida innflutningur - er paé
vandamalid?..

Quality defects CAs (EMEA)
2005 65 (3 PD 1 recall)
2006 67 (0 PD)

2007 (7 months) 47 (7 PD
2 counterfeits Plavix,
Zyprexa, 4 recalls)




Hver er stadan hér a Islandi?

* Folsud lyf hafa ekki fundist i
l6glegri dreifingu

» Ferdalag lyfs yfirleitt stutt og
rekjanlegt

 Litid markadssvaeol

* Virkt eftirlit

* Innflutningur einstaklinga
sendingar stoovaodar
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Lyfjasendingareinstaklinga
stodvaodar i tolli 6 man. 2007

Lyf Fj. sendinga Upprunaland
stodvadar

Alprazolam 6 Pakistan,USA,Indland, Thailand
Seychelles, Kina,

Estazolam Polland

Sildenafil Argentina, Tekkland, Indland,
Seychelles

Tadalafil Indland

Orlistat Filippseyjar

Sibutramin Thailand
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Hvaod meo..

 Netverslun?
e Postverslun?
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Til umhugsunar

Lyfjamal heyra undir DG
Enterprise i ESB

Hagur steerri lyfjafyriteekja ad
herda reglur um frjalst flaedi voru
Auknar krofur minnka sveigjanleika
a frjalsu fleeoi voru

Jafnveegi er mikilvaegt

Lyfjastofnun
Icelandic Medicines Control Agency, IMCA




A0 lokum..

» Lyf sem uppfylla ekki skilyroi er ogn vio
sjuklinga
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