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DApHAKEUTIKN
NMoAITikn




Noioc napayel Ta PAapuaKka
onuEpaZz

PApHAKEUTIKN
Biounxavia 93.3%

MavenioTnHIA
/EpguvnTika
Kevrpa 3.5%

To 1/3 TV PAPHAK®OV \
ano oquavnkéz'c; PpapHakK N
ETAIPEIEG, NPOEPXOVTAI ANO HOEIES
xopnyouv TA NAVENICTNHIAKA 10pUHE
Kdl Ol HIKPEG ENIXEIPNOEIC .
BioTexvoAoyiac Kpatn 3,2%
Source: DiMasi et al., | Health Econ, 2003;22:151-185




RaD Funding Sources for 3 Leading Medicines

W scademic Taxpayer ndustry Patent Holder
Renitidines S5
(Zrtac™) TR 0% ) Aayalovir
13% 27% " (Tovrax)
23%
‘
T Captopril
v - (Caporea™) TR
C:t o
S35 .
~63% T4%
Enalapril 19% 4 Fluoxet 20
Vasoctec™) Frozac )
O 9%

S1%

To NOOOOTO CUHHETOXNC TWV 31A(POPWV (POPEWV
otnVv ‘Epsuva & Avantuén NEVTE KOPUPAIWV

pappakwv. “NIH Contributions to Pharmaceutical

Development” National Institutes of Health,
February 2000.
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NapeABov-Ta npwTd CUVOETIKA
PpapuaKa

1884 - Antipyrin (phenazone), , Ludwig Knorr,
Hoechst.

1886 - Antifebrin (acetanilide), , Cahn and Hepp,
Kalle,

1888 - Phenacetin, , Bayer.

1893 - Pyramidon (aminopyrine), ; &
Stolz, Hoechst.

1898 - Aspirin (acetylsalicylic acid), ¥
Bayer.

1902 - Diphtheria antitoxin, Emil von Behring, Hoechst.
1904 - Veronal (barbital), , Bayer/Merck.
1905 - Novocaine, Alfred Einhorn, Hoechst.
1909 - Salvarsan, , Paul Ehrlich, Hoechst.
1922 - Insulin, y
Hoechst.

1928 - Progynon (estradiol), , Schering
1935 - Prontosil (sulfanilamide), , Gerhard

Domagk, Bayer.
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AIAAIKAZIA ANATITY=H2 kal
EAEMXOY ®APMAKSN



H avaTtrTu¢n evog véou papUAKOU gival TTOAUTTAOKN,
Xpovofopa kail datravnpn Oladikaoia

AvakdaAuyn:
(2-10 xpovia)

®don |: 20-80 vyiegig
€0eAovTEG KOBOPIOHOG
ao@AA&Iag Kai
doooAoyiag

®don Ill: 1000-5000
g€0eAovTég

‘EAgyx0G aveTTIOUUnTWYV
EVEPYEIWV

MeTeYKPITIKOG
EAeyX0G

"EAgyxog ka1 avatrtuén ava @aon

NMpoKkAIVIKOG
EAEYXOG S

®aon Il: 100-
300 eBeAovTég
MeAETn

Ao PAAEIOGg
OpAOTIKOTNTAG

FDA -EMA
Atmroépacon yia
EYKpion

datravn: $802 ek.
emévouon i 15
Xpovia



7;%5‘ AoO¢veia ; :
AVEeEupeon papuaxkou
Evavriov TNG NPWTEIVNG

"«, ‘:- (2-5 xpovia)
Anoyovwan \ J Biopnxaviki
unsueuvnq \ i ngpa yoyn
(2_5 Xpo’v,a) 0 “v"'.r,_m-“‘vm

KAIVIKEG HEAETEG

MpokAIvikoG EAyxoG (2-10 xpovia)

(1-3 xpovia) g a®
o
Mopponoinon

FDA/EMA &5

‘Eykpion
(2-3 xpovia)
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Source: J.A DiMasi and H.G. Grabowski, ‘The Cost of Biopharmaceutical R&D: Is Biotech Different?, Price of Innovation: New
Estimates of Drug Development Costs’, Managerial and Decision Economics 28 (2007) : 469- 479



Ta KUpIa XapaKTNPIOTIKA THNC NAyKOOHIAG
papuakoBiopnyxaviac, Kesic (2009):

o'EAAEIYN KAIVOTON®WV NMPOIOVT®WV, NApdad TIG
au&inMUeEvec enevouoelC o R&D.

e Evonoinon kal CUYKEVTPWON TG NAYKOOHIAG
papupakopiopnxaviac.

o AUENHEVN onNoudaloTNTA TNG OTPATNYIKNAG
d1oiknonc (strategic management).

e AvanTuén VE®WV OEpaneuTIK®V NESIWV KAl
TEXVoAoviwv (Biot/Aoyia —Ddapu/yovioi®OHATIKN)
e lpavon Tou Naykoouiou NAnOuocpuoU aAAa kai
EMPAVION VE®WV VOONHATWYV.

e l'pAyopn avanTtuén TNG NayKOoHIaGC ayopac
YEVOONHWV.



YIMAPXEI ANAIKH I'IA NEA
DPAPMAKA ?



"Evac avlpwnog H#DapHAK®WV

neBaivel kabe... Uno avanTtuén
Kapkivog 4 sec
EVYKEQPAAIKO 6 sec

AIDS 11 sec
Ai1aBnTNG 35 sec

Alzheimer’s 86 sec

Note: Death rates are global as estimated by the WHO
Sources: Mortality - World Health Organization: "The World Health Report 2002"; Wyeth

Analysis; New Medicines in Development, PhRMA



NEA ®PAPMAKA 1990 - 2007

Source: EFPIA and CMR International



NMNoooOoTO ENPAVIONC KAIVOTOH®V
dPapHaKwWV oTNV ayopda

B rot Innovative

sModified Existing Products
Truly Innovative

Ano 1998 pexp1 To 2002, 415 vEa pappakda
eykpiOnkav ano 1o FDA. To 14% kaivoToMd, TO
9% NTAv NnaAaia papHaKa TPONOonoINHEVA ME
onHavTikn BeATimon kail To 77% 1O anoTeAovoav
YEVOONHA (pAapHAKA.



H MPOZ®OPA TQ2N NEQ2N ®PAPMAKQN

23% reduction in long term risk of death

Beta

Blockers Improved bypass operation survival rates

22% reduction in risk of death from heart attack and stroke

‘_‘c_e 30% reduction in stroke events
Inhibitors

29% reduction in coronary heart disease events

399% reduction in stroke events

Calcium

Aﬂtﬂgon|5t5 28% reduction in major cardiovascular events

609 reduction in risk of heart attack
30% reduction in risk of death

17-30% reduction in stroke events

e E 72-80% reduction in risk of death when using a
Combination eme e R A

combination of anti-platelets, beta blockers, ACE inhibitors
Therapy and statins

Source: Adapted from an ABPI Report (2004) The Human and Economic Value of Pharmaceutical Innovation and Opportunities for the
NHS: Blood Pressure Lowering Treatment Trialists’ Collaboration (2000) The Lancet. See also IFPMA: The Value of Innovation (2008).



XAPAKTHPI2TIKA
OPAPMAKCQN



Ovouaociec PapuaKkwv

Xnuikn Ovopacia: oUHP®WVAd HE TN XNHIKAQ TAUuTOTNTA TNG
OpaoTiknG. H xnHikn ovopaocia diveralr ano Tnv Aiedvn Etaipeia
Xnueiag (IUPAC)

KoivoxpnoTn ovopaocia: OouvOonTIKl Kdl dnAOUOTEUHEVN
OVOHACIa nOoU OUVOEETAl HE TNV XNHIKN Oopn.
diveralr ano

NOY HETA ano aiTnon THC PAPHAKEUTIKNG ETAIPEIAC KAl HETA
ano nITponn EMNEIPOYVWHOV®WV ThG MOY.
EJMNOpPIKN OvVOoHaoid: TO ENNOPIKO CNHA TOU NPOIiovToG. AIENETAl

ano OUYKEKPIHEVOUG KAaVOVEG nou Oiacpaldidouv TnVv HN

napanAavnon.



Ovouaocia ®apuakou

H04< ) >NHCOCH3

XnHUIKA : N-akeTuAo-n-agivo@paivoAn

Koivoxpnorn: Paracetamol (BP)
Acetaminophen (USP)

EMNOpPIKA: Panadol (500)
Tylenol (300)
Depon



Fevoonua pappaka (generics): papupaka
OHOIa HE TO NPWTOTUNO aPou AnR&er TO

Kata MnapnmvioTn « OpolodpaocTika»

Mg EMMOPIKN ovopaocia (branded
generics) n HE KOIVOXPNOTN OVvoHaoid
CELWEIE)E

NMaAioTEpa Td EAANVIKaA YEVOONHa
ovopalovrav <«avriypa®@d i oucI®wowc
ogola »

NMpénelr va eivar Bloicoduvapa HE TO
NPWTOTUNO WOTE Vda €ival avtaAAa&ipa



AnwAsgia AiInAwparog EupeoiTeEXVIAC

npwrToTUn®yVv oTic HMA

] : ATTWAEI 1 1
ETaipia ATI'U.))'\&IG 5I1T(;\)/T£O 0(2011 AtTwAs1a % peiwon
SirAwpaTtog 2010 S OItrA. 2012 KEPBOUC
Pfizer Aricept - $800m Lipitor - $12.1bn Viagra - $1.7bn 41%
Xalatan - $1.6bn Detrol - $860m
Geodon - $1.1bn
Astra Zeneca Arimidex - $2.2bn Seroquel - $4.7bn Symbicort - $3.7bn 38%
Sanofi-Aventis Taxotere - $2bn US Plavix - $3.8bn Lovenox - $3.1bn 34%
Avapro - $2.1bn
BMS US Plavix - $4.8bn Abilify - $2.1bn
0)
Avapro - $1.3bn 30%
GSK Advair - $3.8bn Avandia - $2.5bn 2304

Sources: AXA Framlington




Fevoonua ano Ivdoia oTtic HMA

ANDA Filings in USA by Indian Companies

300
250

250 -

200 -
144
150

100 - 64

46

50 - 24

2002 2003 2004 2005 2006

- One in every four ANDAs filed by Indian Companies in top
USA FDA filers

Source: KPMG

- No Chinese generic company has yet filed a USA FDA ANDA
but expected in 2008



Fevoonua n Bioicoduvapa papHaka

dapUaKeUuTIKa I0I00OKEUAONATA Mou Eivai

OUOIWOWC OLIOoIA KAl EMITPENETAI NN EvaAAayn

Xwpic BepansuTtika npoBAnuara.

1984 -FDA (Hatch-Waxman Act)

Mpener va e€ivar opoia ¢ MNIpoc TNV

OpaoTiKn, TNV HopQPIr, TO OOCOAOYIKO oxnua
O pubuoc kai n OIdpKEIa

TnG BirodiaB&eoiuornrac tnc opaocTiknG ora 2

rnpoiovra npensl va &givai Nnapopoio KATw

ano Tig iOIEC OUVONKEG.

dapuakeuTika icoduvapa npoiovra evvoouvrai
OuUo npoiovra Ta onoia gxouv Tnv idia
MNEPIEKTIKOTNTA TNG idIag OPpaAoTIKING ouoiac /wyv,
TNV idia 0000AoyIKN HopPn Kai nAnpouv Ta idia
OUYKPITIKAd npoTtunda.



Fevoonua n Bioicoduvapa papuaka

PapUAKEUTIKN icoduvapia o€ ONHAIVEI
UMNOXPEWTIKA Ploicoduvapia O10TI d1aPOpPEC OE
ékaoxa n S1aPOpPEC oTNV napaywymﬁ d1adikaocia
|.|nop8| va odnynoouv o€ ypnvopOTspn n nio

apyn diaAutonoinon n anoppocpnan
DAapHAKEUTIKA &€VAAAAKTIKA npoiovra, Eival
NnPOoiovTa TAa onoid NEPIEXOUV J1aPOPETIKa aAaraq,
EOTEPEC, AIOEPEC, ICOHEPN, CUMNAOKA N Napaywyd
EVOC OpacTiKoOU HoOpiou N OdiagpeEpouv oOTH
O00O0OAOYIKN HOP(PN N OTNV NEPIEKTIKOTNTA.

H OgpansuTtikn I1000uvVaAMIia AavagEPETAl OE
PpApHAKA Ta onoia &€Xouv TO I0I0 EVEPYO
OUOTATIKO, TO i010 KAIVIKO AnNOTEAECHA KAl TNV

idia acPpalAsia



BiodiaBeogipornTa & Bioicoduvapia

e Biod1aOsoipoTnTa (MOCOTIKOC NPOCGOIOPIGHOC
anoppopnong)

- H noootnTa TnG 0pacTIKNG ouoiag Kai n
TAXUTNTA HE TNV onoia autn ¢pOavel oTnv
KUKAoQopia HETA ano TN Xopnynon TnG
OUYKEKPIHEVNG HOPPNG E.® = 100%

o AITIEC aTeEAOUG BI0d1aBeCIHOTNTAG:
- ATEANG anoppoPpnon PapHaKouU

- MeTaBoAiopoG pappakou (n.x., nnap)
npiv pOACEI OTNV CUCTNHATIKA
KukAopopia



Z%VKéVpron AR Y ([ @l BioO1aBsoipoTnTa

60 1 To KAdoua Tn¢ OUVOAIKNG
T |.V. TOoOOTNTAS TOU (PAPUGKOU  TTOU
mpooodiopilsral OTO Aia UETA ATTO 2
50 T / o5oug xopriynong
40 +
30 oral  F=(AUC)po / (AUC)
To 1T000 TOU PapuAKoOU
20 + Tou @Odavel oTnv oUCTNMATIKA
KUKAo@opia
10 - : =
Xpovog (wpeg)




MeAeTn Bioicoduvapiac

« 17-24 Yyieic EBeEAOVTEC O S1AOTAUPOUHMEVN HEAETN
* MpoOd10PICHOC OAIKIIC CUYKEVTPWONG OTO NAACHA

«'OX1 VIO EVECINA KAl TOMIK®WG YXOPNYOUMEVA
(kOAAUpPIQ,KOAMIKA OKEUAOHATA, PIVIKEC OTAYOVEG,
K.A.M)

‘H' i01a Jd1adikaocia akoAouOcsitalr vyia TIC HEAETEG
HETAEU OIAPOPETIKWV NApPTIO®WV TOU NPWTOTUNOU

(PaApPHAKOU



AilaoTnpa Epmoroouvnc-A.E. (Confidence interval):
"Eva €UPOC TIN@WV N HIA MEPIOXN NOU EKTEIVETAI NAVW
Kal Katw ano Hia dsiypaTtikn oraTtioTikn (onwg o
OEIYHATIKOG HMECOC OPOC) HECA OTO OMNOIO EXOUME
EMNIOTOOUVN OTI OA«NECEI» N AYVWOTN NAPAMNETPOC.
H epgniotoouvn e&kppaleTrar pE MIa nmibavornra
(ocuvnNOwg 90%, 95%, 99%).

Ta opla EPJNICTOOUVNG E€ival ACUMHETPA VIATI

XpnoipgonoiouvTtal ol AoyapiOpol TV SESO0HEVWV.



90% CI and BE limits

possible results

) 0
80% 1R 20 %

IoxupioHOi OTI Ta OpIa EMNIOCTOOUVNG MMNOPEI va odnyouv
oc J1aQPOpPEC HEYEOBOUC 45% cival AAOOZ

O MO cival ouvnOwcg kovtra oto 100%. Eav €ival kovra oTo
80% n oro 125% 0O6a npeEnel o1 TIHEG va €ival NAPOHOIEG
d1apopeTika 0gv 0a BpiokovTal oto A.E 90%



2vykpton Ipototvnov/ I'evoonuov Oapuakmy

HAPAMETPOI -
XAPAKTHPIXTIKA

[IPQTOTYIIO
DPAPMAKO

IT'ENOXHMO
DPAPMAKO

APUGTIKO LLOP1O

Towo

Towo

Acparela & ATOTEAECLLUTIKOTITA

Towu

Towa

[Towotnto & Avvopuk

Tow

Tow

Amoooon

Towo

Tow

KoGtog cuvtayoypdeneng

Yymro

Xounio

‘Eieyyoc amo 10 FDA tov cuvOnkov
TUPUCKELNS QUPLUKOV

Not

N

‘ExBeon tov FDA v 11¢
OVETIOV N TES EVEPYELES

Nat

Nat

EXTETOEVES KAIVIKES EPEVVES

Nat

On

Ko0G6T0¢ 0O1001)1161)¢ Kot
TPOMBNTIKOV EVEPYEIDV

Yynro

Xounio

IIpoGTOacio TUTEVTUG

Nt

On

‘ExBeo1 tov FDA mov amodeikviel
TNV 1GOOVVULLLN TOL OPUGTIKOV
LLOP10V LIE TO TPOTOTLTO

Nat

XPOoVIKO O10GTNLO OVATTLENCS

~ 12 ypovia

2 - 4 ypoviu




NooooTa Xpnong F'Evoonuwyv oTIC
O1aPopPeC XWPEG

Generic MarketS hare 2006 (volume)

41.79%
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Source: EGA internal survey




FTENOZHMA ME H XQPIz EMIMOPIKH ONOMAZIA
(generics/branded generics)

Volume

¥Standard units as tablet, ml, etc

s, 1
.

N

L
(
t\
h Y

&
B Other Generics B Branded Generics W Non Generic Produds

Source: IMS Health, 22 September 2006 (IMS Health MIDAS MAT/1Q06 Ethical Market only
(Nordics-PREVIEW (MKTSG4))

authorized generics-F'evoonua nou
nwAouvral He Tnv adeiod0TnNoON TOU KATOXOU
TOU OInMAwuarocg



AIA®POPEZ TIMQN NrENO2ZHMSQN

BEAyio 20%o

ITaAia 20% +
Ionavia 25%
Feppavia 25% - 30%
FaAAia 259% - 35%
Kavadag 40% - 50%
UK 80% +

Uus 50%0 - 90%

Source: IMS, Pharma Strategy Group



H Eilcaymwyn TV YEVOOHH®WV Kal N HEIwoN
TIMNG Yia TNV TPINAN Ospaneia Tou AIDS

— Generic

Brazl };2 767

Cipla $800

5




INMPOBAHMATA

special Articls Lower phenytoin serum levels in
NELROLOGY persons switched from brand to
generic phenytoin
P'l:l'Sit-iﬂﬂ statement on t]l'E" E'I:l'"i.-"'E"l'ﬂg-E" -I:I-f BT Burkhard, PharuD; LE. Leppik MD; K. Bl RI, . Scat RY; .. Gapaoy, ParuD
anticonvulsant drugs for the treatment .
of epilepsy Attt o ) s e, L s ot ot s 1 0 e

brand (before generic) was 17.7 + 5.3 mg/L, decreased to 125 = 2.7 mg/L with generic, and increased to 17.8 = 3.9 mg/LL

E . . . - or - after brand was re-introduced. Brand and generic PHT do not yield equivalent concentrations in some patients and
K. Licee, MD; G L Barkloy, MD: R, Pollard, MD; C.L. Harden, MI; and CW. Baxil, MD. PhD s ‘ generic o not yield equivalent conce I

substitution should not be permitted without physician notification.

NEUROLOGY 2004531494 - 1486

e ——
EUNOPEAN JOURNALOP

i
S

TE DPLOLOGY 007 30 124 B-124 8 Ed|

ELSEVIER European Journal of Pharmaceutical Sciences, 6 (1998) 271-277 Elf-lrllﬂtjs t_}llE. 1}1|D}}]EH1 1"; i -t_}l geueric

o antiepileptic drugs?

Individual bioequivalence—has its time come?
Laszlo Endrenyi®*, Kamal K. Midha"

*Universi ive Medicine and Biostatistics Toronto Ont. M55
University of Toronto, Department of Pharmacology, and Department of Preventive )
“University of Saskatchewan College of Pharmacy and Nutrition 1 10 Science Place Saskatoon Sask. S7TN 5C9, Canad. h.l i d.':_l |] E N_'g. H I:l

A call to action

Recej =3 "4 A-asae 1007 annantad 17 Qantamher 1007

Clin Phermacokinet 2001; 40 (10): 701-706
LEADING ARTICLE 0312-5963/01/0010-0701/522.00/0

@ Adis International Limitea. AL nghtsreserved,

Individual Bioequivalence Revisited

nd Lawrence J. Lesko?

1 Office of Pharmaceutical Science, Center for Drug Evaluation and Research,
Food and Drug Administration, Rockville, Maryland, USA
2 Office of Clinical Pharmacology and Biopharmaceutics, Office of Pharmaceutical Science,
Center for Drug Evaluation and Research, Food and Drug Administration, Rockville, Maryland, USA




ZuoTtaon via gn avraAAagigornra
Br.J.Clin.Pharmacol.70-3/335-341, 2010

ZAPEIC PAPHAKOKIVNTIKEG
O1aPOPEC HETAEU HOPPWV daivuToivn, oi1yo&ivn
TOU (papHAKOU Bappapivn

‘OTav unapxouv cuvluaoHoi HOPPEC TONIKNG XPNONG
OpaoTikwVv. AUOKOAIEG OTN OPHOVIKN UNnoKaTtaoTaon
guvTayoypagnon. avTioUAANNTIKA



zuoTtaon yia un avraAAagipornTa

'OTaVv Ol CUOKEUEG XOPNYNONG MNPOMWONTIKEGC OUOKEUEC

EXOUV J1aPOPEC OTN XPNON OUPIYYEC IVOOUAIVNG

odnyouv o€ Aabn acBevwv eENOEpaTa oioTpadioAng
EVEOEIC aAnpooTadiAng

IVTEPMEPOVNGC

Bioopo£1dn (Biosimilars)




BIOOMOEIAH

Frod uck Type
Cell herapy
Cladtireg Fachor
Cyboliire of growth Fachor
Erzym=
Moncdoral antbody
Palpdoral antibody
Tooin
Wacdne

ither

Mo . of Bio kg ic Froducks

Excarinp bes of Ta rgeked Condikion

Lareer

Hern ophilia

Carecer, hepatitis
Herediary defiderncies
Arthintis, carce

Im mareed S idercy

Lo ahic

Irflusnz ard ckher wirga s

Hereditary am phirsam a

Murnbers of FOA-Appmved Bobgic Poducts of Yarious Types fvailblk for Treating or Preventing
Warious Conditions.

NMpwTeiveg, popia peyalou M.B (egpuBponointivn (EPO), 1voouAivn,
auinTikn OpPHOVN, NENTIOIKEC OPHOVEG, HOVOKAWVIKA avTiowMAaTd
K.d.) MOU napayovrtal HE TNV TEXVIKN Tou avaocuviuaopevou DNA

(rDNA)

N Engl J Med 365;5 nejm.386 org august 4, 2011



lover k. Theantibody structume was @len frorm the RCSE Protein Data Banliand has the Wentifier ITHZH.

Z0ykpion peTa&U €vOoC Mopiou aonipivnG kali &voG Hopiou
BioAoyikou HOVOKAWVIKOU avriowuaroc(800 (POPEC
HEYaAAUTEpPO). OuolaoTikn diaopa orn napaywyikn diadikaoia.
N Engl J Med 365;5 nejm.386 org august 4, 2011
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OPAPMAKEYTIKE2
AATIANE2




ZTIC PTWYXEC XWPEC TA PAPHAKA
anoTeAoUVv Tn OeUTEPN MEYAAUTEPN
odnuooia dandavn yid Tnv UYEia

Pharmaceutical spending, as % of total health spending

Greece
Germany Developed countries
(7 - 20%)

Transitional countries
(15 - 30%)

TS eeeeeee————— Developing countries
Jordan _ 0
Argenti.na | (24 66 /0)

0 10 20 30 40 50 60

ZDaifoti, 2011

70



H dandavn TwV pAapHAK®WV OE OXECN HE WPEGC
EPYAoiac O 4 XWPEGC

Developed countries: 50-90 % publicly funded
Developing countries: 50-90 % paid out-of-pocket

Tuberculosis
Shigellosis

Gonorrhoea

Based on average worldwide price and national per
capita income. source: WHO/DAP




Medicines expenditures OECD countries (2004)

Chart 5. Drug expenditure per capita, public and private expenditure, OECD countries, 2004
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AiTia

e ANHOYPAPIKEG NAPAMETPOI

e AUEnon HEoOU OpouU {WNC

e TexvoAoyikn €EEAIEN

e AUENON KOOTOUG EPEUVACG

e AUENMEVEGC NPOOCOOKIEG
1.A00evwv (npoAnwng- diayvwonc- Ospaneiac)
2. DAPHAKEUTIKWV ETAIPEIOV

=Avaykn OnNHOCIOVOHIKNG CUYKPATNONG



MNoAspog yia TIC TIHEG TV QapUAKLV ApyiKfi » EmKaipTTa » YToupyeio
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| PappakeuTiki MoAITIKA
' OTIG XWpPEG TNG EE



> AvVTIKaTaoTaon ME YEVOONHA :
— EmMITPENETAI OE 22 XWPEG : UNOXPEWTIKA OTIC 8
kal €6gAovTika oTIC 14

> ZuvTayoypagnon HE KOIVOXpnoTn ovoupaocia
(INN):
— A€V ENITPENETAI OE 5 XWPEC, ENITPENETIA OE 23,
€0eAovTiKa O 19, UNOXPEWTIKA OE 4
— YnooTnpiEn Tou ouoTNHATOG HE NAEKTPOVIKN

guvTayoypagpnon

> "EAEYX0OG ouvTayoypa®nong :
- 00nyiec ouvrtayoypa®pnong o€ 21 XwpPEeG,
UMNOXPEWTIKA O€ 4, eOeAovTika o€ 17
- Kupwoeic oe 3 xwpeg (BE, DE, LV);
~ 'EAgeyx0C guvTayoypapnong o€ 13 XwWpPEeG
—'Opla OTIC PAPHAKEUTIKEC OANAVEC OE 5 XWPEC



METpa EAEYXOU TOU KOOGTOUCG
(PAPHAKEUTIKNC NEPIOAAWYNC

Ano Tnv NnAgupda TNC NPOCPOPAC:

+'EAEYXO0 TOV TIH®WV
e Tiun avagopac (reference price)

Ava dpaoTikn oucia kal papHakogop®n, Ava opada
dpacTikwV ouociwv, Ava OepaneuTikn kKaTnyopia

Tapeio kaAUNTEI HEXPI TIHA avagopac
* OETIKEC AIOTECG @
* ApVNTIKECG AIOTEC

<+ MePIOPICHOI OTOUG XOVOPEUNOPOUC Kal
(PAPHAKOMNOIOUC



ZuoTnHarTa TIiHwv avagopag ornv EE
2009

>22 xwpeg NG EE
EXOUV TIHMN
avagopag




METpa EAEYXOU TOU KOOGTOUCG
(PAPHAKEUTIKNC NEPIOAAWYNC

Ano Tnv nAsgupa Tnc nTnong:

v ZUMHETOXN TOU a0OEVOUG OTIG OANAVEG

v 0O0nyviec pappakoBepaneiag (clinical
guidelines, therapeutic protocols)

v  AvanTtu&n cuoTnHAaTwV NANPOYPOPIKNG
Yia TV EVNHEPWON 1ATPWV CE BEpara
d1ayvmwong kal papHakodepaneiag



135 xwpec Exouv odnYIiec
papuakoBepanciag, ouvrayoAoyia, AIiOTeG,
K.d.

BTSTaTq
X1



OPOOAOIIKH XPHZH ®PAPMAKSQN

> 00nvYiec papHakoOepaneiac
— 'OAec o1 xwpec TNG EE
— ZUMPBOUAEUTIKEC KUPIWC

> "EAEYX0OC ZuvTayoypapnonc
— 'OAec o1 xwpec TNC EE

> MpounoAoyioHOG OTNH ouvTayoypa®pnon
— AyyAia, l'epupavia, Aavia, ToexoohoBakia, EoTovia...

* Kolvoxpnortn ovopaacia oTiC 23 Xwpec TNG EE oTig
NEPIOOOTEPEC HOVO OE AIYEC UNMOXPEWTIKA
(avTikaTaoTaon ano @eapPakonoio)



PUOUIOTIKEC NAPEUPBACEIC YIA TN HEIWON
TNG EAANVIKNC PapHAKEUTIKAC Aanavng

AvaTtigoAoynon (HECOOTAOUIKN HEIWON
16,5%)

KaBiepwon apvnTtikng Aiotac N.3816
(89 pappaka)

KaBiepwon kataAoyou MYZYDA
‘Evap&n auToHaTonoIiNHEVNG
J1axXEipIoNC CUVTAywVv

"Evap&n nAEKTPOVIKNG
guvTayoypa@nong



AuoTnponoinon odnyi®wv nNpoc
guvTayoypapnon
EKTOG eVOEIEEWV

Oewpnon ocuvraywv >150€

Odnyia via 20% peioon TG danavng
Kal NnpoKpIon XPNonG YEVOGNH®WV GTO
30% TNC danavng

OeTIKN AioTa

Rebate(enioTpo®pn) Biopnxaviac/apHakeiowv



NMOIOI EINAI OI MNAPATONTEZ NOY
ENMHPEAZOYN TH XPHZzH TQN
ODAPMAKSQN, TH AATNANH kal 1n
AHMOZZIA YIEIA



Emppon
DapUAKEUTIKAG
Biopnxaviag

Epyaoiakoi
Xwpol

EmiAoyéc
Ocparrsiac

\ & éAeyxog

Ouadec
Epyaciag




EONIKH >TPATHIIKH oUppwva pe NOY

e EAeykTikOi Mnxaviopoi

e KaBopilouv noia (pappcma pnopouv va
avTikaraoTaouv ano yevoonua n oxi

e IaTpoi

e Mnopouv va anogaocilouv « HNn
avrikaraornon>»

e dappakonoioi - HNOPOUV vda
avTikaBioTouv To NPWTOTUNO HE YEVOCHHO
EKTOG:

e Eav O€v TO ENITPENEI O 1ATPOG

e EAv n TIUN TOU YEVOOGNHOU Eival
UWNAOTEPN TOU NPWTOTUNOU

e Eav 0 aoBOsevnc dev dEXETAI

Valerio Reggi, Department of Essential Drugs and Medicines
Policy — EDM, World Health Organization, 2003



MoioTnTa

e NIOTEC HE PAPHAKA | HOPPEC NOU
dev avTikalioTavrail

e IKAVOTNTA TWV EOVIKWV EAEYKTIK®OV
HNXAVICH®V

e ‘EAEYX0OC NApaywyikng o1adikaociac
(GMP)

e EAeyxoc 31a0e0NG KAl CUCTHHATOG
SIaVOHNC

Quality
assurance of
pharmaceuticals

A compendium of
guidelines and related materials

Valerio Reggi, Department of Essential
Drugs and Medicines Policy - EDM,
World Health Organization, 2003

WHO
Certification Scheme
on
the Quality of
Pharmaceutical
Products Moving
in International

Commerce

What is it?
How does it function?

What are its strengths
and weaknesses?

BASIC TESTS
FOR

DRUGS

Pharmaceutical substances,
medicinal plant materials
and dosage forms



Anodoxn EnayyeApartiov kai Koivou

e Eknaidsuon EnayyeApaTiov Yyeiag

e 2Tad1a0knN Eqpappoyn ouoTAHATOC

e Eknaideuon OTIC KOIVOXPNOTEG
OVOMAOIEC

e Eknaidsuon KAl EVNHEPWON KOIVOU

Valerio Reggi, Department of Essential Drugs and Medicines Policy -
EDM, World Health Organization, 2003
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