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) Hannes WAHLROOS
A eél a &Greece .
Asil ol IOE AAAAL EAD Sverige
16eUBAIOETETEC O Birgitta BRATTHALL
Anders BROSTRO M
Espafia _ : :
Federico PLAZA PIi OL United Kingdom
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Michael RUTTER
France

Jean-René BRUNETIE RE
Jacques BOISSEAU
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b A[VEEN N e
E & . Jean-Michel ALEXANDRE

Belgique/Belgié
Mr Geert DE GREEF
Dr Daniel BRASSEUR

Danmark
Dr Ib Bo LUMHOLTZ @
Dr Gorm B. JENSEN

Deutschland
Prof. Alfred HILDEBRANDT
Dr Manfred HAASE @

heelaalGreece
| é:0ecOAOALIETTO®
EacBRAR OAE(

Espana .
Mr José Félix OLLALA MARAI ON
Prof. Fernando de ANDRES-TRELLES

France
Dr Eric ABADIE
Prof. Jean-Hughes TROUVIN

Ireland ,
Dr Mary TEELING (A iG&iitaa i)
Dr David LYONS

Italia
Prof. Giuseppe VICARI
Prof. Silvio GARATTINI

B ETOEAOAOT AOUT

Luxembourg
Dr Jean-Louis ROBERT
Ms Jacqueline GENOUX-HAMES

Nederland
Dr Hans van BRONSWIJK
Mr Willem van der GIESEN

0 sterreich
Prof. Hans WINKLER
Dr Christa WIRTHUMER-HOCHE

Portugal
Prof. Rogério GASPAR
Prof. Cristina SAMPAIO ©

Suomi/Finland
Dr Markku TOIVONEN
Dr Eeva ALHAVA

Sverige
Prof. Bo ODLIND ©
Dr Per SJO BERG

United Kingdom
Dr David JEFFERYS
Dr Patrick WALLER @
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b Al 34 A1O

E & . Reinhard KROKER

Belgique/Belgié Luxembourg

Prof. Paul-Pierre PASTORET Mr Marc WIRTOR

Mrs Frangoise FALIZE Dr Albert HUBERTY
Danmark Nederland

Dr Helle HARTMANN FRIES Dr Herman H. LENSING
Prof. Christian FRIIS Dr Johannes HOOGLAND ®
Deutschland 0 sterreich

Dr Sabine EGLIT Mag. Eugen OBERMAYR
Prof. Manfred MOQOS Dr Johannes DICHTL
AeelaalGreece Portugal

E&. x ﬁ?éc,h"..-c"x} El U3| AG®@ Dr Margarida PRATAS
Eol Ticol AEAT (0@ Prof. Carlos SINOGAS ©
Espana Suomi/Finland

Dr Luis Fernando CORBLAN Dr Liisa KAARTINEN

Dr Odon SOBRINO Docent Satu PYO R LA
France Sverige

Dr Jacques BOISSEAU Dr Annika WENNBERG
Mr Gérard MOULIN Prof. Jan LUTHMAN
Ireland A United Kingdom
Dr Cyrll O'SULLIVAN (A 1IGondain @ Dr Michael RUTTER

Italia
Prof. Agostino MACRI
Dr Gabriella CONTI
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BELGIQUE/BELGT E

André PAUWELS

Inspecteur en Chef / Generaal Wnd

Ministé re des affaires sociales, de la santé publique et de I'environement
Inspection Générale de la Pharmacie

Ministerie van Sociale Zaken, Volksgezondheid en Leefmilieu
Algemeine Farmaceutische Inspektie

Boulevard Bisschoffsheim / Bisschoffsheimlaan, 33

B - 1000 Bruxelles / Brussel

Tel: (32-2) 227 55 67

Fax: (32-2) 227 55 55

DANMARK

Ib Bo LUMHOLZ

Directar
Laegemiddelstyrelsen
Frederikssundsvej 378
DK-2700 Brg nshg j
Tel: (45) 44 88 93 41
Fax: (45) 44917373

DEUTSCHLAND

Alfred HILDEBRANDT Reinhard KROKER
Arzt. Prof. fir Pharmakologie und Toxicologie Direktor
BfArM BgvV
Seestraf®, 10-11 Diedersdorfer Weg, 1
D-13353 Berlin D-12277 Berlin
Tel: (49-30) 45 48 32 03 Tel: (49-30) 84 12 23 64
Fax: (49-30) 45 48 33 32 Fax: (49-30) 84 12 29 65

Reinhard KURTH
President
Paul-Ehrlich Institut
Paul-Erlich Strafg 51-59
D-63225 Langen
Tel: (49-6103) 770
Fax : (49-6103) 77 01 23
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ESPAI A

Federico PLAZA PIl OL
Directore General de Farmacia y Productos Sanitar
ios
Ministerio de Sanidad y Consumo
Paseo del Prado 18-20
E-28014 Madrid
Tel: (34-91) 227 67 00
Fax: (34-91) 596 15 47

Quintiliano PEREZ BONILLA

Director General de Producciones y Mercados Gan
aderos

Ministerio de Agricultura, Pesca y Alimentacion
José Abascal, 4 - 72 planta

E-28003 Madrid

Tel: (34-91) 347 66 06

Fax: (34-91) 594 35 36

FRANCE

Jean-René BRUNETIE RE

Directeur-Général

Agence du Médicament
143-147, blvd Anatole France
F-93200 Saint-Denis CEDEX
Tel: (33-1) 5587 30 14

Fax: (33-1) 5587 30 12

Jacques BOISSEAU

Directeur

Agence Nationale du Médicament Vétérinaire
La Haute Marche Javené

F-35133 Fouge res

Tel: (33-2) 99 94 78 72

Fax: (33-2) 99 94 78 99

IRELAND

Frank HALLINAN
Chief Executive Officer
Irish Medicines Board
The Earlsfort Centre
Earlsfort Terrace
Dublin 2
Ireland
Tel: (353-1) 676 49 71
Fax: (353-1) 676 78 36
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Seamus HEALY

Assistant Secretary

Department of Agriculture/Food/Forestry
Agriculture House Kildare Street

Dublin 2

Ireland

Tel: (353-1) 607 24 34

Fax: (353-1) 676 29 89
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ITALIA

Nello MARTINI Romano MARABELLI
Direttore-Generale del Servizio Farmaceutico Direttore Generale Servizi Veterinari
Ministero della Sanita Ministero della Sanita
Viale Civilita Romana 7 Viale Civilita Romana 7
1-00144 Rome 1-00144 Rome
Tel: (39-65) 994 36 66 Tel: (39-65) 994 39 45
Fax: (39-65) 994 33 65 Fax: (39-65) 994 31 90

LUXEMBOURG

Mariette BACKES-LIES

Pharmacien-Inspecteur Chef de Division
Directeur de la Santé

Division Pharmacie et Médicaments

10, rue C.M. Spoo

L - 2546 Luxembourg

Tel: (352) 478 55 90

Fax: (352) 22 44 58

NEDERLAND
André BROEKMANS Kees KUIPER
Directeur Hoofd van het Agentschap voor de registratie van
College ter Beoordeling van Geneesmiddelen diergeneesmiddelen
Ministerie van V.W.S. Bureau Registratie Diergeneesmiddelen (BRD)
Kalvermarkt 53 Postbus 289
Postbus 16229 6700 AG Wageningen
2500 BE Den Haag Nederland
Nederland Tel: (31-31) 747 54 91
Tel: (31-70) 356 74 48 Fax: (31-31) 742 31 93
Fax: (31-70) 356 75 15
0 STERREICH
Gunter LIEBESWAR
Sektionschef Gesundheitswesen o _Alexander JENTZSCH
Bundesministerium fur Arbeit, Gesundheit Ministerialrat
und Soziales Leiter der Gruppe fuer Pharmazeutische Angelege
Stubenring 1 nheiten _ _
A-1010 Wien Bundesministerium fir Arbeit, Gesundheit
Tel: (43-1) 711 72 47 17 und Soziales
Fax: (43-1) 713 86 14 Stubenring 1
A-1010 Wien

Tel: (43-1) 711 72 46 73
Fax: (43-1) 714 92 22
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PORTUGAL

José Antonio ARANDA DA SILVA _ ~
Presidente Ruit MARQUES LEITAO

Conselho de Administracao
INFARMED

Parque Salde de Lisboa,
Av. do Brasil, 53

P-1700 Lisboa

Tel: (351-1) 798 71 16

Fax: (351-1) 798 71 20/24

Hannes WAHLROQOS

Pédjohtaja

L4 4 kelaitos La kemedelsverket
Mannerheimintie 166

P.O. Box 55

FIN-00301 Helsinki

Tel: (358-9) 47 33 42

Fax: (358-9) 47 3343 45

Generaldirekt&r

L4 kemedelsverket
Husargatan 8, Box 26
S-751 03 Uppsala
Tel: (46-18) 17 46 00
Fax: (46-18) 54 85 66

Keith JONES

Director and Chief Executive Officer
Medicines Control Agency

Market Towers, Room 1629

1, Nine Elms Lane

London SW8 5NQ

United Kingdom

Tel: (44-171) 273 01 00

Fax: (44-171) 273 05 48
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Director Geral

Direccao Geral de Veterinaria

Lg Academia Nacional de Belas Artes 2
P-1294 Lisboa

Tel: (351-1) 323 95 00

Fax: (351-1) 346 3518

SUOMI/FINLAND

Saara REINIUS
Pédjohtaja
Maa- ja metsé talousministeriQ
eldin- ja elintarvikeosasto
Kluuvikatu 4A, 6 krs.
FIN-00170 Helsinki
Tel: (358-9) 160 33 85
Fax: (358-9) 160 33 38

SVERIGE

Kjell STRANDBERG

UNITED KINGDOM

Michael RUTTER

Director and Chief Executive
Veterinary Medicines Directorate
Woodham Lane, New Haw, Addlestone
Surrey KT15 3NB

United Kingdom

Tel: (44-1932) 3369 11

Fax: (44-1932) 33 66 18
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1997%

12 944 666
13 546 501
552 087

27 043 254

9051 341
977 998
1140 312

1859 982
1769 987
439 811
463 346
968 037

1986 442
6 700 000
1200 000
243782
242 216

27 043 254

19982

17 030 000
14 000 000
870 000

31 900 000

12 743 000
620 000
1010 000

2 080 000
954 000
165 000
410 000
922 000

2 487 000
9 800 000
584 000
105 000
20 000

31 900 000

046.80



ATUTLO
FUDEIC X | ¢ O(;

PAMUT k e&iana
hieow.gsur %iwma

INN x b AASH e,

1 YA'sDA/B

Mirapexin Pharmacia & Upjohn
pramipexole S

Part B

Viracept Agouron

nelfinavir Pharmaceuticals
Part B us

Quadramet Cis Bio

Samarium [***Sm]
Part B

Primavax
combined
vaccines
Part A

Turvel
trovafloxacin
Part B

Turvel i.v.
alatrofloxacin
PartB

Trovan
trovafloxacin
Part B

Trovan i.v.
alatrofloxacin
Part B

Viramune
nevirapine
Part B

International
F

Pasteur Merieux
MSD
F

Roerig
Farmaceutical |
|

Roerig
Farmaceutical
|

Pfizer Ltd
UK

Pfizer Ltd
UK

Boehringer Ingelheim
D

A1 AAM A/oao/9s
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N04BC
Idiopathic
Parkinson disease

JO5 AX0
Antiviral agent

V10BX02

Therapeutic
radiopharmaceutical for
pain palliation

JO7CA
Bacterial and viral
combined vaccines

JOIM A
Antibacterial Agent

JOIM A
Antibacterial Agent

JOIM A
Antibacterial Agent

JOIM A
Antibacterial Agent

JO5AX04
Treatment of HIV-1
infected adults

[ qle3)
h 'L'l(’)(;
Afiéel Uo

& WHE) 6&0 T

Tablets

0.125 mg, 0.25 mg, 1 mg,
1.25mg, 1.5mg

10 Presentations

Tablet, Oral powder
250 mg, 50 mg/g
3 Presentations

Solution for injection
1.5ml,2.3ml, 3.1 ml
3 Presentations

Suspension for injection
Diphtheria3 30 IU
Tetanus 3 40 1U

r-HbsAG 5ny
1 Presentation

Tablets
100 mg, 200 mg
14 Presentations

Concentrate for solution
100 mg, 200 mg, 300 mg
3 Presentations

Tablets
100 mg, 200 mg
14 Presentations

Concentrate for solution
100 mg, 200 mg, 300 mg
3 Presentations

Tablets
200 mg
2 Presentations

TOATAIUOA ¢ CPMPEAOA OT 1998 OxAOEEA T A OAI T AEAOOEEA PITUITOA AFA ATE

EMEA/CPMP | 8éGisob

h seeyntioe Epg ¢ &podibi cO

Alpic ¢ |an DUGECO

x N, ATaNA. 468 . i 1 &f. € ETIOWROCO

x fi. &8 1ana. A &g

18.06.1996 05.08.1997

18.06.1997 23.02.1998

208 Days 24.02.1998

141 Days 0OJ No.C 92/2 of
23.3.1998

18.02.1998 31.10.1997

24.09.1997 22.01.1998

180 Days 22.01.1998

34 Days 0OJ No.C 63/4 of
27.02.1998

18.12.1996 26.11.1997

22.10.1997 05.02.1998

198 Days 10.02.1998

95 Days 0OJ No.C 63/4 of
27.02.1998

21.01.1997 21.11.1997

22.10.1997 05.02.1998

201 Days 10.02.1998

68 Days 0OJ No.C 63/4 of
27.02.1998

18.02.1997 05.12.1997

22.10.1997 08.07.1998

208 Days 09.07.1998

34 Days 0OJ No.C 240/2 of
31.07.1998

18.02.1997 05.12.1997

22.10.1997 03.07.1998

208 Days 20.07.1998

34 Days 0OJ No.C 240/2 of
31.07.1998

18.02.1997 05.12.1997

22.10.1997 03.07.1998

208 Days 06.07.1998

34 Days 0OJ No.C 240/2 of
31.07.1998

18.02.1997 05.12.1997

22.10.1997 03.07.1998

208 Days 06.07.1998

34 Days 0OJ No.C 240/2 of
31.07.1998

20.06.1997 21.11.1997

22.10.1997 05.02.1998

125 Days 10.02.1998

0 Days 0OJ No.C 63/4 of
27.02.1998

0&e.81
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Paylobactell B.S.I.A.
¥C-urea
Part B
Combivir Glaxo-Wellcome
lamivudine/ UK
zidovudine
Part B
Rebif Serono

Interferon beta-1a CH
Part A

A1 AAM A/oao/9s
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PAMUT A e&faA
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V04CX
Helicobacter pylori
Test

JO5AB20
HIV infected adults
and children

LO3AALl
Multiple sclerosis
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Tablet
100 mg
1 Presentation

Film-coated tablets
150 mg/300 mg
2 Presentations

Solution for injection
6MIU
3 Presentations

/CPMP

> <Z
. D M
>

18.12.1996
19.11.1997
163 Days
158 Days

25.07.1997
19.11.1997
119 Days
0 Days

22.07.1996
17.12.1997
181 Days
285 Days

046.82
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13.02.1998
07.05.1998
08.05.1998
OJ No.C 164/2 of
29.05.1998

05.01.1998
18.03.1998
19.03.1998
OJ No.C 126 of
24.04.1998

13.02.1998
04.05.1998
05.05.1998
OJ No.C 164/2 of

29.05.199



MabThera
rituximab
Part A

Optison
perfluoropropane
Part B

Exelon
carbamoylatine
Part B

Pylori-chek
19(/: Urea
Part B

Echogen
dodecafluoro-
Pentane

Part B

Xenical
orlistat
Part B

Plavix
clopidogrel
Part B

Iscover
clopidogrel
Part B

Az~ Q

A} e&naa
yiwa
x b RASA .

Hoffmann La Roche
CH

Mallinckrodt
DE

Novartis Europharm
CH

Alimenterics BV
NL

Sonus
Pharmaceuticals
UK

Hoffmann-
La Roche
CH

Sanofi Pharma
Bristol-Myers
Squibb SNC
FR

Bristol-Myers
Squibb Pharma
EEIG

FR

A1 AAM A/oao/9s
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LO1 XX

Antineoplastic Agent

V08D

Ultrasound contrast Agent

NO7 AA
treatment of
Alzheimer Disease

V04CX
Helicobacter pylori
Test

VO08DA
Ultrasound contrast
Agent

AO08 A
Antiobesity

BO1 AC04
Prevention of
vascular ischaemic
events

BO1 AC04
Prevetnion of
vascular ischaemic
events
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Concentration for solution
for infusion

100 mg, 500 mg

2 Presentations

Suspension for injection
5-8 x 10°
2 Presentations

Hard capsule

1mg, 1.5 mg, 3 mg,
4.5mg, 6 mg

20 Presentations

Powder for oral solution
100 mg
1 Presentation

Aqueous emulsion for
injection

20 mg/ml

2 Presentations

Capsule
120 mg
3 Presentations

Film-coated tablets
75 mg
6 Presentations

Film-coated tablets
75 mg
6 Presentations

/CPMP

@xZ
. D M
>

21.03.97
28.01.98
192 Days
122 Days

18.04.97
28.01.98
186 days
97 days

20.06.97
25.02.98
194 Days
56 Days

18.12.96
25.03.98
176 Days
270 Days

02.01.97
25.03.98
183 Days
255 Days

16.05.97
25.03.98
200 Days
112 Days

16.05.97
25.03.98
200 Days
112 Days

046.83
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09.03.98
02.06.98
03.06.98
OJ No.C 200/17 of
26.06.98

04.03.98
18.05.98
19.05.98
OJ No.C 200/17 of
26.06.98

03.03.98
12.05.98
12.05.98
OJ No. C 164/2 of
29.05.98

01.04.98
15.06.98
16.06.98
OJ No.C 200/17 of
26.06.98

05.05.98
17.07.98
20.07.98
OJ No.C 269/2 of
28.08.98

05.05.98
29.07.98
30.07.98
0OJ No.C 269/2 of
28.08.98

28.04.98
15.07.98
16.07.98
OJNo.C 240/2 of
31.07.98

28.04.98
15.07.98
16.07.98
OJ No.C 240/2 of
31.07.98



Fortovase
saquinavir
Part B

Evista
raloxifene
Part B

Celvista
raloxifene
Part B

NovoNorm
repaglinide
Part B

HumaSPECT
CR Kit
votumumab
Part A

Comtess
entacapone
Part B

Comtan
entacapone
Part B

Aldara
imiquinod
Part B

Zartra
imiquinod
Part B

Hoffmann-
La Roche
CH

Eli Lilly
Nederlands B.V.
NL

Eli Lilly
Nederlands B.V.
NL

Novo Nordisk
DK

Organon Teknika
NL

Orion
FIN

Novartis
Europharm
CH

Laboratories 3M
Sante
FR

Laboratories 3M
Sante
FR

A1 AAM A/oao/9s
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JO5 AX
Treatment of
Zidovudine -

Exp. Patients with

Advanced HIV disease

Not yet available
Prevention of
Osteoporosis in
postmeno-pausal
women

Not yet available
Prevention of
Osteoporosis in
postmeno-pausal
women

A10BX02

Treatment of type 2

diabetis or NIDDM

Not yet available

Radiopharmaceutical

imaging agent

Not yet available
Management of
Parkinson disease

Not yet available
Management of
Parkinson disease

LO3A A

Topical treatment
of external
genital/perianal
warts

LO3A A

Topical treatment
of external
genital/perianal
warts
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Capsule
200 mg
1 Presentation

Film-coated tablets
60 mg
4 Presentations

Film-coated tablets
60 mg
4 Presentations

Tablets
0.5mg, 1 mg, 2 mg
7 Presentations

Solution for injection

12 mg
1 Presentation

Film-coated tablet
200 mg
5 Presentations

Film-coated tablet
200 mg
5 Presentations

Cream
12.5mg
1 Presentation

Cream
12.5mg
1 Presentation

MEA/CPMP
oé

25.07.97
22.04.98
188 Days
84 Days

25.07.97
22.04.98
188 Days
84 Days

25.07.98
22.04.98
199 Days
97 Days

22.11.96
27.05.98
145 Days
407 Days

18.04.97
27.05.98
214 Days
188 Days

18.04.97
27.05.98
214 Days
188 Days

20.06.97
27.05.98
209 Days
132 Days

20.06.97
27.05.98
209 Days
132 Days

046.84

h 8¢aimop
Ebgc &GAAIpi cO
¢ 1 an. 250680¢O

i 1 &f. € ETIOWROCO

k- &nes .

25.05.98
20.08.98

25.05.98
05.08.98
07.08.98
0OJ No.C 269/2 of
28.08.98

25.05.98
05.08.98
06.08.98
OJ No.C 269/2 of
28.08.98

05.06.98
17.08.98
18.08.98
OJ No.C 297/2 of
25.09.98

10.07.98
25.09.98
29.09.98
OJ No.C 331/1 of
29.10.98

03.07.98
16.09.98
18.09.98
OJ No.C 331/1 of
29.10.98

03.07.98
22.09.98
23.09.98
OJ No.C 331/1 of
29.10.98

30.06.98
18.09.98
22.09.98
OJ No.C 331/1 of
29.10.98

30.06.98
18.09.98
22.09.98
OJ No.C 331/1 of
29.10.98
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1 YAi'sDA/B

Viagra Pfizer Limited
sildenafil UK

Part B

Patrex Roerig Pharmaceutici
sildenafil Italiana S.p.A.

Part B IT

Simulect Novartis
basiliximab Europharm Ltd.
Part A UK

Triacellucax Chiron S.P.A.
bacterial vaccine IT

Part A

Infergen Yamanouchi
interferon Europe B.V.
alphacon-1 Japan

Part A

Micardis Boehringer Ingelheim
telmisartan International GmbH
Part B DE

Pritor Glaxo Group Ltd
telmisartan UK

Part B

Telmisartan Boehringer Ingelheim
Boehringer International GmbH
Ingelheim DE

telmisartan

Part B

Karvezide Sanofi Pharma
irbesartan/ Bristol-Myers
hydrochlorotiazide Squibb SNC

Part B FR

CoAprovel Bristol-Myers

irbesartan/ Squibb Pharma
hydrochlorotiazide EEIG
Part B FR

A1 AAM A/oao/9s
k Botavesdoc EMEA 1998

G04B E
Treatment of
erectile dysfunction

G04B E
Treatment of
erectile dysfunction

L04 Al

Prophylaxis of

acute organ

rejection in the novorenal
transplantation

JO7A]

Active immunisation of
children against
diphteria, tetanus and
pertussi

JO5AX
Treatment of chronic
hepatitis C

C09CA0
Treatment of
hypertension

C09CA0
Treatment of
hypertension

C09CA0
Treatment of
hypertension

CO9DA
Treatment of
essential hypertension

CO9DA
Treatment of
essential hypertension

—0 | A

0 & 487G+ éb
[ qle3)

h Uog

Afiéd 06

dai il 6an 1

Film-coated tablet
50 mg
7 Presentations

Film-coated tablet
50 mg
7 Presentations

Powder and Solvent
20 mg
1 Presentation

Suspension for injection
0.5ml
6 Presentations

Solution for injection
9ig+15ig
6 Presentations

Tablets
40 mg, 80 mg
5 Presentations

Tablets
40 mg, 80 mg
5 Presentations

Tablets
40 mg, 80 mg
5 Presentations

Tablet
150/12.5 mg, 300/12.5 mg
6 Presentations

Tablet
150/12.5 mg, 300/12.5 mg
6 Presentations

EMEA/CPMP A 36Gisdb

h seeyntioe Ebgcadibi coO

Alpic ¢ 14&n. &UEEcOo

x N, AMNE. 164 i i an. e ETIOWEOCO

x . 853 ANa A &g

24.10.97 26.06.98

27.05.98 14.09.98

188 Days 15.09.98

28 Days 0OJ No.C 269/2 of
28.08.98

24.10.97 26.06.98

27.05.98 14.09.98

188 Days 16.09.98

28 Days 0OJ No.C 269/2 of
28.08.98

24.10.97 03.08.98

24.06.98 09.10.98

153 Days 14.10.98

91 Days OJ No.C 331/1 of
29.10.98

20.06.97

23.07.98

188 Days

209 Days

25.07.97

23.07.98

182 Days

181 Days

24.10.97

23.07.98

188 Days

84 Days

24.10.97

23.07.98

188 Days

84 Days

24.10.97

23.07.98

188 Days

84 Days

19.12.97 21.08.98

23.07.98 17.10.98

153 Days

63 Days

19.12.97 21.08.98

23.07.98 15.10.98

153 Days

63 Days

04é.85



Forcaltonin
recomb. salmon
calcitonin

Part A

Prometax
carbamoylatine
Part B

i:.’.&.lrt B

i:.’.&.lrt B

Rescupase
saruplase
Part A

Emadine
emedastine
Part B

Temodal
temozolomide
Part B

Zaleplon Wyeth
Medica Ireland
zaleplon

Part B

Sonata
zaleplon
Part B

v ima i
x p AAadn mve.

Unigene
UK

Novartis Europharm
CH

DE

FR

Gruenenthal
GmbH
DE

Alcon
Laboratories
(UK) Ltd
UK

SP Europe
us

Wyeth
USA

Wyeth
USA

1 A1040/98
Cbc')' Yét 46¢ EMEA 1998

HO5B A01

Treatment of disorders
associated with increased
bone resorption,
hypercalcaemia of
malignacy and
osteoporosis

NO7 AA
Treatment of
Alzheimer Disease

NO7

Treatment of mild or
moderate dementia
of Alzheimer's type

NO7

Treatment of mild or
moderate dementia
of Alzheimer's type

BO1AD
Thrombolytic therapy
for acute myocardial
infarction

S01GX

Indicated for the
prevention, immediate
relief and treatment of
the symptoms of allergic
conjuctivitis

LO1AX03
Recurrent malignant
glioma

NO5CHO1
Indicated for the short
term treatment of insomnia

NO5CHO01
Indicated for the short
term treatment of insomnia

,,,,,, —0 | A

0 & 487G+ 1éb
[ qle3)

h Uog

Angei 00

dani el 6an T

Solution
50 1U/0.5 ml
2 Presentations

Hard capsule
1mg, 1.5mg, 3mg
4.5mg, 6 mg

20 Presentations

Filmtablet
300 mg
5 Presentations

Filmtablet
300 mg
5 Presentations

Powder and solvent for

solution for injection
20 mg
1 Presentation

Solution
0.05 %
2 Presentations

Capsules

5mg, 20 mg
100 mg, 250 mg
8 Presentations

Capsules
5mg, 10 mg
6 Presentations

Capsules
5mg, 10 mg
6 Presentations

A/CPMP

210 Days
147 Days

24.07.98
17.09.98
53 Days

19.11.96
22.10.98
182 Days
519 Days

19.11.96
22.10.98
182 Days
519 Days

25.07.97
22.10.98
239 Days
217 Days

19.12.97
22.10.98
182 Days
127 Days

30.01.98
22.10.98
203 Days
60 Days

30.01.98
19.11.98
182 Days
113 Days

30.01.98
19.11.98
182 Days
113 Days

046.86
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Beromun
tasonermin
Part A

Zenapax
dacliximab
Part A

Cetrotide
cetrorelix
Part B

Refacto
recombin.factor
VI

Part A

Regranex
becaplermin
Part A

Boehringer Ingelheim
International GmbH

DE

Roche
Registration Ltd
CH

Asta Medica
DE

Genetics Institute
USA

Janssen-Cilag

International B.V.

BE

1 A1040/98
Cbc')' Yét 46¢ EMEA 1998

LO3AA

As an adjunct to surgery
for subsequent removal
of the tumour to prevent
or delay amputation, for
irresectable soft tissue
sarcoma of the limbs

LO4A

Prophylaxis of acute organ

rejection in patients

Receiving renal transplants

G03X

Prevention of premature
ovulation in patients
undergoing fertilisation
treatment

B02BD02

indicated for the control
and prevention of
haemorrhagic episodes

DO03...

Indicated to promote
healing of fullthickness
Diabetic ulcers

,,,,,, —0 | A

0 & 487G+ éb
[ qle3)

h Uog

Angei 00

dai el 6an T

Powder and solvent
0.2 mg/ml
1 Presentation

Concentrate for
solution for infusion
5mg/ml

2 Presentations

Powder and solvent for
for solution for injection
0.25mg, 3mg

4 Presentation

Powder and solvent

for solution for
injection

250 1U, 500 1U, 1000 1U
3 Presentations

Gel
1001 g/g
1 Presentation

EMEA/CPMP A 36Gisdb
E Dﬁg(‘);(‘:éib‘l coO
¢ |an DUGECO

amana. aéé. i 1 &f. € ETIOWROCO

h seeyhuce

A &g

26.09.97
16.11.98
205 Days
214 Days
27.02.98

173 Days
121 Days

27.02.98

146 Days
148 Days

21.11.97

188 Days
203 Days

046.87



A~ N\

b &il Al

a7

ATUTAODTO ATARUOA ¢ CVMP OxAOEEA T A EOC TEAGIEEA OAI T AEAO OEEA
0 |

Ur 1 0A

A 603600 O oe alde

pAuT

Al 8. &BUT
INN

1 YiOA/B

a) Nobi-vac-
Porcoli

b) Inactivated
vaccine

c) Part A

a) Pentofel
b) Vaccine
c) Part A

a) Quadrisol
b) Vedaprofen
c) Part B

a) Metacam
b) Meloxicam
c) Part B

a) Dicural
b) Difloxacin
c) Part B

a) Clomicalm a) Ciba-Geigy

b) Clomipramine

c) Part B

a) Neocolipor
b) Inactivated
vaccine

c) Part A

a) Nobilis
IB4-91
b) Live vaccine

c) Part B

k egnam
“winéa

x p RASHIE.

a) Intervet
International
b) NL

a) Fort Dodge

Laboratories
b) IRL

a) Intervet
International
b) NL

a)Boehringer
Ingelheim
b) DE

a) Fort Dodge
Animal Health

b) NL

b) 01.04.98

a) Rhdne-
Mérieux
b) FR

a) Intervet
International

(corrigendum

?7? ?7?/? ?/040/98

2t 2eA 777ac? FMFEFA 1008

-_— N AL A A

1 G O&a IGEEPOE 68 6RO RO

E 48D, YRATK
ATC
L BAE

a) Piglets
b) Neonatal
colibacillosis

a) Cats
b) Rhinotracheitis

a) Horses
b) Control of
inflammation

a) Cattle

b) Adjunctive
therapy in acute
respiratory infection

a) Poultry
b) Antibacterial for
systematic use

a) Dogs
b) FR

anxieties

a) Piglets

b) Passive
immunisation
against neonatal
colibacillosis

a) Poultry, chicken
b) Live vaccine
b) NL

bronchitis

& el 6An T

a) Solution for
injection

b) Multidose
c)2

a) Solution for
injection

b) Monodose
c)3

a) Oral gel
b) 100mg/ml
c)1

a) Solution for
injection

b) Smg/ml
c)1

a) Oral solution
b) 100mg/ml
c)2

a) Tablets
b) Treatment of

c)3

a) Suspension
for injection
b) 2ml

c)5

a) Solution
b) 30mI1/1000 doses
against infectious

EMEA/CPMP
A séeyntIoe
Alpic

x fi. 4 1aNA. 464
x fi. 04 &

a) 01.01.95
b) 27.07.95
c) 107 days
d) 94 days

a) 16.06.95
b) 18.09.96
c) 208 days
d) 235 days

a) 07.05.96
b) 16.07.97
c) 209 days
d) 235 days

a) 24.06.96
b) 16.07.97
c) 208 days
d) 180 days

a) 06.12.95
b) 11.06.97
c) 218 days
d) 337 days

a) 13.11.96

b) 5, 20 and 80mg

c) 210 days
d) 156 days

a) 02.10.96
b) 10.12.97
c) 191 days
d) 245 days

a) 16.10.96
b) 12.11.97
c)5

d) 184 days

h a¢aiTBP

Ebg ¢ GAAIDi ¢O

¢ 14n. &u6éco

i | 4. EETIOWROCO
k &gk

a) 24.08.95
b) 29.02.96
¢) 04.03.96
d) 0J C 96,
29.03.96

a) 17.10.96
b) 05.02.97
¢) 06.02.97
d) 0J C 63,
28.02.97

a) 14.08.97
b) 04.12.97
¢) 05.12.97
d) 0J C 392,
24.12.97

a) 14.08.97
b) 07.01.98
c) 08.01.98
d)0JC 32,
30.01.98

a) 11.07.97
b) 16.01.98
c) 20.01.98
d) 0J C 63,
27.02.98

a) 12.12.97
b) 12.11.97

¢) 02.04.98
d) 0J C 126,
24.04.98

a) 09.01.98
b) 14.04.98
¢) 15.04.98
d) 0J C 126,
24.04.98

a) 12.12.97
b) 09.06.98
c) 210 days

05.08.98)

¢) 10.06.98
d) 0J C 200,
26.06.98

Se?.88



a) Suvaxyn
Aujeszky
783+0O/W

b) Live vaccine

c) Part A

k egnam

wira ATC

xpRASHIE. | RET
a) Solvay a) Pigs
Duphar b) Vaccine against
b) NL Aujeszky disease
d) OJ C 269,

A1 AA/T Alo4o/9s

b ANAAA VAN AA~ CNC A 100Q

1 NP

I tog

Afiéel 1o
d&imamel 6an T
a) Solution for
injection

b) 2mi

EMEA/CPMP
h séeyntIoe
Alpic

x A, d1ana. 468

=0~

x fi. &54 1aNa.
a) 19.10.96
b) 08.04.98

c) 208 days
c)3

A 366G O

Ebg ¢ GAAIpi ¢O

¢ 18R, BUEECO

i i 3i. 8 E T WROCO
h &ite.

a) 08.05.98

b) 07.08.98

c) 10.08.98

d) 328 days

28.08.98

046.89



a) Difloxacin

a) Ketoprofen
(extension)

a) Diclazuril

a) Eprinomectin

a) Doramectin
(modification)

a) Praziquantel

a) Moxidectin
(modification)

a) Difloxacin
(modification)

a) Ivermectin
(extension)

a) Amitraz
(extension)

a) Doramectin
(extension)

ATAAN A/O40/98

a) Chicken, turkeys

a) Porcine

a) Ovine

a) Bovine

a) Bovine

a) Ovine

a) Bovine, Ovine

a) Chicken, Turkeys

a) Deer

a) Bees

a) Swine, Ovine

b ANAAA VAN AA~ CNC A 100Q

EMEA/CVMP
&) h aeeyritioe
a) Abi ¢

a) 16.05.95
b) 15.12.95
c) 134 days
d) 49 days

a) 15.05.95
b) 22.03.96
c) 85 days

d) 217 days

a) 12.12.95
b) 24.04.96
c) 104 days
d)o

a) 22.02.96
b) 25.06.96
c) 108 days
d)o

a) 14.05.96
b) 24.07.96
c) 70 days
d)o

a) 03.08.95
b) 18.09.96
c) 187 days
d) 152 days

a) 12.06.96
b) 18.09.96
c) 97 days
d)o

a) 10.07.96
b) 23.10.96
c) 104 days
d)o

a) 20.08.96
b) 11.12.96
c) 86 days
d)o

a) 18.10.96
b) 12.02.97
c) 115 days
d)o

a) 10.06.96
b) 12.02.97
c) 118 days
d) 127 days

A 8¢aiBP
i éﬁ 4689A. 0T

=

a)(; i 41 Y& . AT RO

A AL &g

a) 13.02.96
b) 08.07.96
¢) OJ L 170, 09.07.96

a) 25.04.96
b) 06.09.96
¢) OJ L 226, 07.09.96

a) 24.05.96
b) 21.10.96
¢) OJ L 269, 22.10.96

a) 26.07.96
b) 08.01.97
¢) OJ L 5,09.01.97

a) 23.08.96
b) 14.02.97
c) OJ L 45, 15.02.97

a) 16.10.96
b) 25.04.97
c) 0J L 110, 26.04.97

a) 16.10.96
b) 25.04.97
c) 0J L 110, 26.04.97

a) 19.11.96
b) 25.04.97
c) 0J L 110, 26.04.97

a) 09.01.97
b) 23.04.97
c) OJ L 106, 24.04.97

a) 12.03.97
b) 24.09.97
¢) OJ L 263, 25.09.97

a) 12.03.97
b) 24.09.97
¢) OJ L 263, 25.09.97

ilo
i

0tGi b
L%

08€.90



a) Cefazolin
(extension)

a) Isoflurane

a) Teflubenzuron

a) Florfenicol
(extension)

a) Moxidectin
(extension)

a) Praziquantel
(extension)

a) Meloxicam

a) Tilmicosin

(extension)

a) Valnemulin

a) Alfaprostol

(extension)

a) Rifaximin

a) Bronopol

ATAAN A/O40/98

calao. Yide K
8 Eulél ai o

a) Ovine, Caprine

b) Equine

a) Fish

a) Fish

a) Equidae

a) Equidae

a) Bovine

a) Chickens

a) Porcine

a) Rabbits

a) All mammalian
food producing
species

a) Salmonidae

b ANAAA VAN AA~ CNC A 100Q

CIVIEA/CL VIVIF
a) A aeéynviog
a Atpi ¢

d) x fi. alana. 4¢&.
4) x fi. 2D ARA

a) 05.06.97
b) 10.09.97
c) 97 days
d)o

a) 13.05.96
b) 07.05.97
c) 200 days
d) 158 days

a) 20.01.97
b) 07.05.97
c) 105 days
d)o

a) 29.01.96
b) 16.07.97
c) 129 days
d) 404 days

a) 09.04.97
b) 16.07.97
c) 96 days
d)o

a) 15.09.97
b) 14.01.98
c) 120 days
d)o

a) 28.03.96
b) 11.06.97
c) 212 days
d) 229 days

a) 14.07.97
b) 12.11.97
c) 111 days
d)o

a) 02.08.96
b) 06.05.98
c) 207 days
d) 435 days

a) 15.05.97
b) 06.05.98
c) 200 days
d) 156 days

a) 09.01.97
b) 06.05.98
c) 180 days
d) 303 days

a) 07.05.97
b) 10.06.98
c) 198 days
d) 202 days

A OtQI1 OP

&) ( 140 aéaam 0GcTA B
T [Elo]

a) ¢ i an. Yéi. eATNEOI
ahh &

a) 10.10.97
b) 16.01.98
c)OJL 11, 17.01.98

a) 05.06.97
b) 23.02.98
¢) OJ L 53, 24.02.98

a) 05.06.97
b) 23.02.98
¢) OJ L 53, 24.02.98

a) 12.08.97
b) 18.03.98
c) OJ L 82, 19.03.98

a) 12.08.97
b) 18.03.98
c) OJ L 82, 19.03.98

a) 09.02.98
b) 27.05.98
¢) OJ L 154, 28.05.98

a) 09.07.97
b) 17.07.98
¢) OJ L 205, 22.07.98

a) 12.12.97
b) 09.09.98
¢) 0J L 250, 10.09.98

a) 05.06.98
b) 27.11.98
c) 0J L 320, 28.11.98

a) 05.06.98
b) 27.11.98
c) 0J L 320, 28.11.98

a) 05.06.98
b) 27.11.98
¢) OJ L 320, 28.11.98

a) 10.07.98
b) 11.12.98
c) OJ L 337, 12.12.98

¢Gi
by

Q) ol3)

08¢.91



c

a) Flumethrin

a) Enrofloxacin
(modification)

a) Enrofloxacin
(extension)

a) Sodium 2-methyl-2-
phenoxy-propionate

a) Ivermectin
(extension)

a) Diethylene glycol
monoethyl ether

ATAAN A/O40/98

EdllcD. YHddt K
8 Eulél ai o

a) Bovine, Ovine
Caprine, Honey bees

a) Bovine, Porcing,
Poultry

a) Dairy cattle, Ovine,

Rabbits

a) Bovine, Porcing,
Caprine, Equidae

a) Deer

a) Bovine, Porcine

b ANAAA VAN AA~ CNC A 100Q

CIVIEA/CL VIVIF
a) A aeéynviog
a Atpi ¢

d) x fi. alana. 4¢&.
4) x fi. 2D ARA

a) 11.11.96
b) 10.06.98
c) 197 days
d) 380 days

a) 03.02.97
b) 08.07.98
c) 183 days
d) 336 days

a) 03.02.97
b) 08.07.98
c) 183 days
d) 336 days

a) 26.11.96
b) 08.07.98
c) 201 days
d) 388 days

a) 20.08.96
b) 08.07.96
c) 170 days
d) 518 days

a) 14.02.97
b) 08.07.98
c) 170 days
d) 337 days

A OtQI1 OP

a)(;|éﬁ 4688 0T

=

a) ¢ 1 &n. Y& . ear amoi

ahh &

a) 10.07.98
b) 11.12.98
c) 0J L 337,12.12.98

a) 30.07.98
b) 17.12.98
c) OJ L 343, 18.12.98

a) 30.07.98
b) 17.12.98
c) OJ L 343, 18.12.98

a) 30.07.98
b) 17.12.98
c) OJ L 343, 18.12.98

a) 30.07.98
b) 17.12.98
c) OJ L 343, 18.12.98

a) 30.07.98
b) 17.12.98
c) OJ L 343, 18.12.98
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