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3 [(Iso)spagmulate 1983 FR 200805 Thea
4 |[18 F] Fludeoxyglucose (injection) 20021028 (200511 Schering AG FR

123|_Hippuran 19960119 |200701 Ge Healthcare
5
6 |23 1IBZM 19941122 200611 Ge Healthcare
7 3. MIBG 19950131 |200701 Ge Healthcare
8 125|_Human Serum Albumin 19891215 200611 Ge Healthcare
9 131|_6_|Odo_Norch0|estero| 19900621 200606 Ge Healthcare
10 I*-MIBG 19910601 |200605 Ge Healthcare
11 [17-alpha-oestradiol (topical) 19960226  [200602 Galderma Int.
12 [17B- Estradiol + Trimegestone Totelle 20000922 1200603 Wyeth SE = RMS SE
13 I RpA™Kr 19950904 |200608 Ge Healthcare
14 99MO/99TC (TC Generator) 19830601 200605 Ge Healthcare
15 |Abciximab 200611 J&J UK = RMS UK
16 [Acamprosate 19870724 1200807 Merck KGA IE
17 |Acarbose 19900331 200603 Bayer ES
18 [Acebutolol 19771031 (200612 Sanofi Aventis DK
19 |Acebutolol + mefruside Sali-Prent 19820329 1200603 Bayer
20 [Acebutolol + nifedipine Tredalat 19850416 (200604 Baver
21 |Aceclofenac 19900319 (200803 Almirall / UCB IE
22 |Acediasulfone 200608 J&J
23 [Acedobene + dimepranol + inosine Isoprinosine/Delimmun 19780808 200608 Sanofi Aventis
24 |Aciclovir 19810610 |200606 GSK DK
25 |Acipimox 19761208 (200612 Pfizer DK
26 |Acitretin 19871201 |200610 Roche DK
27 |Acrivastine + pseudoephedrine Duact 19901231 (200612 GSK DK
28 | Adapalene (topical) 19920703 |200707 Galderma Int. IE = RMS IE
29 |Adenosine 19910814 200608 Sanofi Aventis DK
30 |Adrafinil 19810710 |200601 Cephalon
31 |Albendazole 19810710 |200707 GSK PL
32 |Alclometasone 19870603 |200610 Schering Plough
33 [Aldesleukine 19890703 |200512 Novartis NL=RMS NL
34 [Alendronate 20001110 200801 MSD AT
35 [Alfentanil 200609 J&J PL
36 |Alfoscerate olamine 19930301 200706 Bracco
37 |Alfuzosin 19871112 (200611 Sanofi Aventis SE= RMS SE
38 |Alizapride 19790109 200801 Sanofi Aventis BE
39 [Almagate 19820122 200605 Almirall ES
40 [Almotriptan 19991224 200606 Almirall ES = RMS ES
41 [Alprazolam 19800312 200703 Pfizer FR
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Alprostadil (erectile dysfunction) 19840128 200801 Pfizer/Schwarz UK=RMS UK
42 Pharma

Alprostadil (peripheral arterial occlusive 19841128 Schwarz Pharma product differs from Pfizer UK

. 200511

43 |diseases) product

Alprostadil (peripheral arterial occlusive 19810723 Pfizer product differs from Schwarz |PT

. 200607

44 |diseases) Pharma product

Alteplase 19870606 |200605 Boehringer DE
45 Inaelheim
46 [Altretamine 19790122 (200801 Sanofi Aventis

Ambroxol 19780823 200809 Boehringer BE = RMS BE
47 [naelheim
48 |Amikacin 19750606 |200606 BMS
49 |Amilomer 19861029 (200512 Pfizer
50 | Aminoglutethimide 19801029 200810 Novartis UK
51 [Amisulpride 19860120 |200601 Sanofi Aventis IE
52 |Amlodipine 19890308 200803 Pfizer DK
53 |Amlodipine + atorvastatine Caduet 20040130 [200601 Pfizer FR = RMS FR
54 [Amlodipine+ benazepril Lotrel 19950303 |200603 Novartis
55 [Amorolfine (topical) 19910610 |200606 Galderma Int. HU
56 | Amsacrine 19820423 1200804 Pfizer DK
57 [Anastrozole 19950811 200608 AstraZeneca UK
58 |Androstanolone 19810123 (200812 Besins Int. FR
59 |Antilymphocyte immunoglobulins 19811117 200611 Pfizer
60 |Artemether + lumefantrin Riamet/Coartem 19981014 (200610 Novartis UK = RMS UK
61 |Atenolol + chlorthalidone Tenoretic 19970909 |200809 AstraZeneca SK
62 |Atenolol + nifedipine Beta-Adalat 19861002 |200710 Bayer DE
63 | Atenolol + nifedipine Niften 19870219 200710 AstraZeneca DE
64 [Atorvastatin 19961107 |200510 Pfizer DE
65 | Atovaguone 19921125 (200811 GSK NL
66 | Atovaguone + proguanil Malarone 19961021 200610 GSK UK = RMS UK
67 |Atracurium 19821216 (200612 GSK DE
68 |Auranofin 19821112 (200611 GSK
" Azelaic acid 19881027 200601 Schering AG / Pfizer|AT = RMS AT
70 |Azithromycin 19910404 1200804 Pfizer Fl
71 |Aztreonam 19840804 (200608 BMS DK
72 |Bacillus Clausii Subtilis 19781103 (200711 Sanofi Aventis IT
73 |Bambuterol 19901207 (200612 AstraZeneca
74 [Barnidipine 20000701 200806 Astellas NL = RMS NL
75 |Benazepril 19891128 |200711 Novartis IE
76 |Benazepril + hydrochlorothiazide Cibadrex 19920519 |200705 Novartis
77 [Beractant 19891026 |200710 Abbott UK
78 |Betaxolol 19820510 200605 Sanofi Aventis HU
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79 |Bicalutamide 19950228 1200802 AstraZeneca DK
80 |Bicisate 19831008 (200710 BMS DK = RMS DK
81 |Biclotymol 20030611 [200606 Sanofi Aventis
82 |Bifonazole 19821201 200612 Bayer PT
83 |Bisoprolol 19860128 200709 Merck AG Fl
84 |Bisoprolol + hydrochlorothiazide many product names 19920130 |200611 Merck AG Fl
85 |Bopindolol 19841130 200611 Novartis
86 |Botulinum Toxin A 19981229 ]200612 Allergan currently 6-monthly PSURs NL
87 |Brimonidine 19960906 200809 Allergan UK=RMS UK
88 |Brimonidine + timolol Combigan 19960906 |200809 Allergan UK=RMS UK
89 |Bromperidol 200611 J&J NL
Brotizolam 19830515 200712 Boehrin_ger PT
90 Ingelheim
91 |Budesonide 19920430 |200704 AstraZeneca DK
92 |Budesonide + formoterol Symbicort 20000825 200708 AstraZeneca GR
93 |Buflomedil 19790523 200805 Abbott PT
94 |Buprenorphine 19820330 200807 Schering Plough DK
95 [Bupropion 19851230 (200606 GSK NL = RMS NL
96 |Buserelin 19840816 |200808 Sanofi Aventis DE
97 |Buspirone 19830429 (200704 BMS NL
98 [Butenafine 20010710 [200605 UCB
99 |Butorphanol 19770824 200808 BMS UK
100{Cabergoline 19920313 |200603 Pfizer IT
101|Calcitonin/calcitonin salmon 19761206 |200606 Sanofi Aventis IE = RMS (art. 30 Referral)
Calcitriol 19780101 Roche Abbott will submit interim IT
PSUR < 30/10/2008 and
200601 thereafter a PSUR with DLP
102 200901
103|Calcium folinate 19820324 1200808 Bracco IT
Candesartan 19970429 200604 Takeda / UK = RMS Sk UK
104 AstraZeneca
105|Captopril 19800415 |200704 BMS DK
Captopril + hyrochlorothiazide Captea 19800415 BMS / Sanofi
200704 !
106 Aventis
107|{Carbetocin 19970624 1200606 Ferring
108|Carbomer (artificial tears) 19850101 |200801 Novartis HU
109|Carboplatine 19860123 |200701 BMS FR
110|Carboprost 19790109 (200801 Pfizer Ccz
111|Carteolol 19840307 (200803 Novartis SK
112|Carvedilol 19900418 200610 Roche Fl
CE (Conjugated Estrogens) + MPA Premelle/Pemique 198708 200608 Wyeth
113|(medroxvoroaesterone acetate)
114|Cefamandole 19770829 200608 Eli Lilly
115|Cefatrizine 19790827 (200708 BMS BE
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116|Cefdinir 19911004 200610 Astellas UK = RMS UK
117|Cefepime 19930629 |200606 BMS PT
118|Cefixime 19870630 |200606 Astellas
119|Cefodizime 19900330 |200603 Sanofi Aventis
120|Cefoperazone 19810112 200801 Pfizer LT?
121|Cefoperazone + sulbactam Sulperazone 19810112 200801 Pfizer LT
122|Ceforanide 19860701 |200606 BMS
123|Cefotaxime 19791218 200612 Sanofi Aventis NO
124|Cefotiam 19851026 |200810 Sanofi Aventis only in FR
125|Cefoxitin 19770316 |200703 MSD
126{Cefpirome 19920904 1200609 Sanofi Aventis
127|Cefpodoxim 19900802 [200608 Sanofi Aventis
128|Cefprozil 19911223 (200612 BMS
129|Ceftazidime 19831017 200610 GSK DK
130|Ceftibutene 20020302 1200606 Schering Plough
131|Ceftizoxime 19811207 |200610 Astellas
132|Ceftriaxone 19820527 1200602 Roche LV
133|Cefuroxime 19860110 |200601 Eli Lilly following DLP 200904
134|Cefuroxime 19780407 200604 GSK PL
135|Cefuroxime axetil (oral) 19870818 |200608 GSK following DLP 200904
136|Cefuroxime sodium (injection) 19780407 200604 GSK following DLP 200904
137|Celecoxib 19981231 (200512 Pfizer SE = RMS SE
138|Celiprolol 19830117 200601 Sanofi Aventis PL
139|Celsior 20040325 1200603 Genzyme
140|Cetirizine 19861106 200611 UCB Fl
141|Chenodesoxicholic acid 19960528 1200805 Sanofi Aventis PL
142|Cibenzoline 19831021 200610 BMS
Ciclesonide 20040224 200611 Altana UK = RMS, periodicity of

143 PSURs is still 6 month
144|Cicletanine 19860728 200601 Ipsen
145|Ciclopiroxolamine 19840915 (200709 Sanofi Aventis HU
146|Ciclosporine 19821215 200612 Novartis
147|Cilastatin + imipenem Tienam 19840628 200806 MSD NO
148|Cilazapril 19900221 |200512 Roche
149|Cilazapril + hydrochlorothiazide Vascase Plus 19911228 200512 Pfizer
150|Cilnidipine 19950929 (200609 UCB
151 Cinitapride 19930311 (200706 Almirall ES
152|Cinoxacin 19771128 (200511 Eli Lilly
153|Ciprofibrate 19831209 (200512 Sanofi Aventis UK
154|Ciprofloxacin 19870131 (200701 Bayer NO
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Ciprofloxacine + fluocinolone acetonide Cetraxal Plus 200203 SALVAT Will maintain the current
PSUR periodicity up to the
200601 renewal (March 2007). Will
follow HBD of ciprofloxacin
155 thereafter.
156|Cisapride 200603 J&J PT
157|Cisatracurium 19950807 (200707 GSK UK = RMS UK
158|Cisplatin 19781219 200612 BMS NL
159|Citalopram 19891231 (200512 Lundbeck SE
160|Cladribine 200602 J&J NL
161|Clarithromycin 19890717 200604 Abbott PT
162|Clebopride 19790222 1200806 Almirall ES
Clenbuterol 19801212 200709 Boehrln_ger AT
163 Ingelheim
164|Clodronate 19870529 200602 Roche / Schering
165|Clotiazepam 19841106 200711 Pfizer BE
166|Corticorelin 198810 200810 Ferring AT
167|Cyclobenzeprine 19770826 1200808 MSD not in EU anymore
168|Dacarbazine 19780201 200702 Bayer
169|Dalteparine 19850826  |200808 Pfizer LT
170|Danaparoid 19921201 (200711 Organon IE
171|Deferasirox 20051102 [200604 Novartis FR
172|Defibrotide 19860421 200804 Sanofi Aventis only in IT
173|Deflazacort 19820326 200603 Sanofi Aventis IE
174|Demegestone 19960920 200809 Sanofi Aventis only in FR
175|Deoxyribonuclease human 19930903 [200606 Roche
176|Desogestrel 19980701  |200707 Organon SE=RMS SE
177|Desogestrel + ethinylestradiol Gracial 19941001 200710 Organon Fl
178|Desogestrel + ethinylestradiol Laurina 19941001 200710 Organon Fl = RMS Fl
179|Desogestrel + ethinylestradiol Marvelon 19941001 200710 Organon Fl
180|Desogestrel + ethinylestradiol Mercilon 19941001 200710 Organon Fl
181|Desogestrel + ethinylestradiol Ovidol, Cyclosa, Oviol 19941001 200710 Organon NL
182|Dexibuprofen 200808 Debropharma AT = RMS AT
183|Dexitimide 200610 J&J
184|Dexketoprofen 20020707 _ [200606 Menarini ES = RMS ES
185|Dexrazoxane 19920217 |200602 Novartis FR=RMS FR
186|Diacerheine 20070812 1200612 Negma Lerads
187|Diclofenac 19770511 (200609 Novartis DK
188|Diclofenac + gentamicin Voltamicin 19960920 |200609 Novartis
189|Diclofenac sodium/misoprostol Arthrotec 19910718 (200607 Pfizer UK = RMS UK
190|Didanosine 19911008 [200610 BMS FR = RMS FR
191|Dienogest + estradiol Climodien 20001213 [200706 Schering AG NL = RMS NL
192|Dienogest + ethinylestradiol Valette 19950214 1200703 Schering AG DE
193|Diflunisal 19770909 (200709 MSD only in UK
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194|Diltiazem 19790502 |200605 Sanofi Aventis DK
195|Dimercaptosuccinic acid (DMSA) 19820531 (200605 Ge Healthcare IE
196|Dipivefrin 19780919 |200709 Allergan IE
197|Dirithromycin 19930426 (200604 Eli Lilly
198|Distigmine 19790401 |200604 Sanofi Aventis
199|Dobutamine 19770321 200603 Eli Lilly FR
200|Dolasetron 19960926 1200609 Sanofi Aventis
201)|Domperidone 200601 J&J BE=RMS BE
202|Donepezil 19961125 200511 Pfizer UK = RMS UK
203|Dorzolamide 19941111 |200705 MSD FR = RMS FR
204|Dorzolamide + timolol Cosopt 19980306 |200707 MSD DK
205|Doxazosin 19861218 200712 Pfizer DK
206|Dronabinol 19850531 200605 Solvay NL
207|Drospirenone + estradiol Angeliq 20021211 [200512 Schering AG NL = RMS NL
208|Drospirenone + ethinylestradiol Yasmin 20000307 [200609 Schering AG NL = RMS NL

Dutasteride 20011120 |200611 GSK SE = RMS SE
209
210|Ebastine 19960101 200705 Almirall DK
211|Eberconazole 200403 200601 SALVAT
212|Econazole 200611 J&J HU

Econazole combinations Pevisone / Econacort Cream J&J / BMS HU
213 200611
214|EE (15 mcg) + GTD (60mcg) Minesse 19990614 200612 Wyeth
215|EE (20mcg) + GTD (75mcg) Harmonet 19950317 200603 Wyeth UK
216|EE + GTD 30450, 40+70, 30+100 Tri-Minulet 19880127 200601 Wyeth DK

EE 30mcg + LNG 150 mcg Nordettte/Stederilm/ 19650422 200604 Wyeth DE
217 Eollimin
218|EE+LNG 30450, 40+75, 30+125 mcqg_|Trinordiol 19760427 1200604 Wyeth

EE+LNG 50+250 mcg Nordiol/Ovran 21 / 19650422 |200604 Wyeth
219 Neoaenstrol/ Stederil-d
220|Eletriptan 20000120 (200801 Pfizer CZ
221|Elliptium 19820208 200808 Sanofi Aventis only in FR
222|Enalapril 20041101 200703 MSD SE=RMS SE
223|Enalapril + hydrochlorothiazide Synerpril 20020324 1200607 MSD DK
224[Enalapril + nitrendipine Eneas 20020108 1200601 Procter & Gamble ES
225|Enalaprilat 19860116 |200801 MSD SE
226|Enoximone 19871027 1200610 Sanofi Aventis
227|Enterococcus Faccium 19801031 200710 Sanofi Aventis only in IT
228|Epirubicin 19820628 200806 Pfizer DK
229[Eplerenone 20020927 1200603 Pfizer NL = RMS NL
230|Epoietine alpha 200608 J&J FR = RMS FR
231|Epoprostenol 19810318 |200603 GSK IE
232|Eprosartan 19970430 200604 Solvay
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233|Eprosartan + hydrochlorothiazide Teveten Plus 19970430 200604 Solvay
234|Escitalopram 20011231 200512 Lundbeck SE = RMS SE
235|Esomeprazole 20000310 |200803 AstraZeneca SE = RMS SE
236|Estradiol (transdermal) 19941117 |200605 Schering AG Climara IT
237|Estradiol + norethisterone Estalis/Estalis Sequi 19980306  |200603 Novartis SE = RMS SE

Estradiol + Systen Conti (also Evorel 200610 J&J
238|norethisterone(norethindrone) Conti and Evopad Conti
239|Estradiol + Systen 200610 J&J

Estradiol + norgestimate Cilest, also Tri-Cilest, 200610 J&J

ortho Cycle, Tri-Cyclen,

240 Ortho Tri Cvclen 1 0)
241|Estradiol + norgestimate Prefest 200610 J&J
242|Ethanolamine oleate 19870327 1200810 UcCB only in UK

Ethinyl estradiol (EE) 20 mcg/ Lorette/Lowette/ 19970327 200603 Wyeth FI=RMS Fl
243]levonorgestrel (LNG) 100 mcg eios/Alesse/Loette
244|Ethinylestradiol + etonogestrel NuvaRing 20010612 (200607 Organon NL

Ethinylestradiol + many product names 200608 J&J
245|norethisterone(norethindrone) NO
246|Ethyl loflazepate 19801103  |200611 Sanofi Aventis

Ethynil Estradiol (EE) 30 mcg) + Minulet 19860709 200608 Wyeth DK
247|gestodene (GTD) 75 mca
248|Etidronate 19770930 |200609 Procter & Gamble |SE=RMS SE
249|Etodolac 19840802 200608 Wyeth
250|Etomidate 200609 J&J DE
251|Etonogestrel (implant) 19980828 1200609 Organon Implanon NL
252|Etoposide 19760217 200702 BMS DK
253| Etoricoxib 20020213 200603 MSD UK = RMS UK
254[Etozolin 19770601 (200806 Pfizer not in EU anymore
255|Everolimus 20030708 (200607 Novartis SE = RMS SE
256|Exametazime 19860201 |200701 Ge Healthcare DK
257|Exemestane 19981216 |200712 Pfizer UK = RMS UK
258|Ezetimibe 22021017 1200610 MSD DE
259|Ezetimibe + simvastatin Ineqy 20040402 [200603 MSD DE
260| Famciclovir 19931210 200612 Novartis Cz
261|Famotidine 19840921 200809 MSD IT
262|Febuprol 19810213 200802 Astellas DE
263|Felbamate 19940515 200709 Schering Plough |FR = RMS PTFR
264|Felbinac 19860925 1200609 Wyeth
265|Felodipine 19871231 200612 AstraZeneca SK
266|Felodipine + metoprolol Logimax 19921231 200612 AstraZeneca
267|Felodipine + ramipril Unimax 200703 AstraZeneca SE=RMS SE

Fenoterol + ipratropium Berodual 20021002 (200702 Boehringer NL
268 Ingelheim
269|Fentanyl 200604 J&J NL
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270|Ferrous Glycine Sulfate 19990330 |200601 Schwarz Pharma
271|Ferucarbotran 20010319 1200609 Schering AG SE = RMS SE

Ferumoxsil (siloxane coated 19930122 Guerbet Lumirem DK

o - 200705

272|superparamagnetic ironoxide)

Ferumoxtran-10 (superparamagnetic 19940823 Guerbet Endorem Fr=RMS FR

. - 200808
273]ironoxide)

Fexofenadine + Combinations Allegra/Fexofenadine 19960311 |200603 Sanofi Aventis ES
274 marion merrell/Fexowin
275|Finasteride 19980417 200708 MSD SE = RMS SE
276|Flavodate 19910111 200604 ucB
277|Flecainide 19820625 200606 3M NO
278|Flubendazole 200602 J&J
279|Fluconazole 19880303 200803 Pfizer DK
280|Fludarabin 19940811 (200608 Schering AG UK = RMS UK
281|Flumazenil 19870114 200605 Roche IE
282|Flunarizine 200605 J&J ES
283|Flunitrazepam 20000101 (200710 Bayer IE
284|Fluoxetine 19860907 1200609 Eli Lilly UK = RMS UK
285|Flurbiprofen 19790901 200711 Abbott IT
286|Flutamide 19820324 |200607 Schering Plough DE
287|Fluticasone 19900308 200602 GSK NL
288|Fluticasone + salmeterol Seretide 19901025 200510 GSK SE
289|Fluvastatin 19930823 |200608 Novartis cz

Fluvoxamine 19830713 Solvay UK= RMS (referral procedure)
290 200607
291|Formestane 19920716 |200707 Novartis
292|Formoterol 19900629 200805 Novartis SE = RMS SE
293|Foscarnet 19890331 |200603 AstraZeneca
294|Fosfomycin 19830713 200707 Sanofi Aventis NL
295|Fosinopril 19900903 200607 BMS DK
296|Fosinopril + hydrochlorothiazide Elidiur 19900703 200607 BMS
297|Gadobenate dimeglumine 19970722 200611 Bracco UK=RMS
- Gadobutrol 19980820 200602 Schering AG / Pfizer DE
299|Gadodiamide 19930201 (200701 Ge Healthcare DK
300|Gadoteric acid (intraarticular) 20020131 200707 Guerbet Artirem. NL=RMS NL
301|Gadoteric acid (IV and intravascular) 19890308 200709 Guerbet Dotarem. NL=RMS NL
302|Gadoteridol 19921029 200702 Bracco DK
303|Galactose (contrast medium) 19901107 200706 Schering AG UK
304|Galactose + palmitic acid Levovist 19950621 200706 Schering AG UK
305|Gestrinone 19830121 200701 Sanofi Aventis

Glatiramer 19961223 200511 Sanofi Aventis en |UK = RMS UK
306 TEVA
307]|Glimepiride 19950620 1200606 Sanofi Aventis NL = RMS NL
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308|Goserelin 19870512 |200805 AstraZeneca DE
309|Granisetron 19910219 200512 Roche SK
310|Guanfacine 19780904 1200709 Novartis FR
311|Halazepam 19800531 |200709 Schering Plough |only in PT
312|Halofantrine 19880503 |200605 GSK
313|Halometasone 19830308 |200803 Novartis not in EU anymore
314|Heparinoid 19910101 (200701 Bayer
315|Horse Chestnut seed extract (escin) 19830406 |200704 Astellas Venostatin AT
316|Hydromorphone 19981125 200611 BMS IE=ERMS IE
317|Hydroquinidine 19940311 200803 Sanofi Aventis ES
318|Hydrotalcite 19920301 |200703 Bayer HU
319|Hydroxycobalamine 19921014 200709 UcCB HU
320|Hyoscine 19870605 |200806 UCB PL
321|Hypericin 19990901 200609 Bayer
322|Hyprolose 19800610 |200706 MSD HU
323|Hypromellose 200612 Novartis HU
324|Ibutilide 19951228 1200612 Pfizer SE=RMS SE
325|Idarubicin 19891129 200711 Pfizer AT
326|lloprost 19940427 1200601 Schering AG FR
327! Indium [111|n] Choride 19900901 200608 Ge Healthcare
328 Indium [lllm] Oxyquinoline 19800501 200604 Ge Healthcare
329|Indobufen 19840505 |200805 Pfizer IT
330|Indoramin 19880121 |200801 GSK IE
331]Interferon alfa-2a 19860202 1200612 Roche NL
Interferon gamma-1b 19920928 200701 Boeringer
332 Ingelheim
333|lobitridol 19940824 200704 Guerbet IE
334|lodixanol 19930501 |200604 Ge Healthcare HU
335|lohexol 19820604 |200605 Ge Healthcare NO
336|lomeprol 19921211 200704 Bracco NO
337]lopamidol (intravascular, intrathecal) 19810518 (200512 Bracco IE
338|lopamidol (oral) 19890821 |200808 Bracco AT
339|lopromide 19850228 |200606 Schering AG NO
340|lotrolan 19870630 |200511 Schering AG
341]loxaglic acid 197908 200702 Guerbet IT
342|Irinotecan 19950505 |200805 Pfizer IT
343|Isepamicin 19950623 |200710 Schering Plough |only in FR
344|Isoflurane 19811007 |200608 Abbott IE
345|Isosorbide mononitrate 19800501 (200512 Sanofi Aventis
346|Isothipendyl 19920227 1200802 Sanofi Aventis only in IT
347]Isotretinoin 19820507 1200808 Roche UK
348|lIsradipine 19890103 200701 Novartis
349|Itraconazole 200603 J&J UK
350]lvermectin 20041119 200704 MSD
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351|Ketanserin 200609 J&J NL
352[Ketazolam 19801023 [200710 GSK not in EU anymore
353|Ketobemidone 19930507 200805 Pfizer NO
354|Ketoconazole 200605 J&J Cz
355|Ketoprofen 19850910 200607 Sanofi Aventis / SE
356|Ketorolac 19890720 200607 Roche DK
357|Ketotifen 19771015 200810 Novartis IT
358|Ketotifen (eye drops) 20000630 1200606 Novartis SE=RMS SE
359|Klebsiella pneumonia glycoproteins 19770704 (200607 Sanofi Aventis Biostim/Biostim pro deti
360(|Labetalol 19770304 200702 GSK NO
361|Lacidipine 19901107 |200510 GSK EE
362|Lactitol 19050607 1200609 Novartis AT
363|Lamotrigine 19901105 200611 GSK Cz
364|Lanreotide 19940516 200805 Ipsen UK=RMS UK
365|Latonoprost 19960605 1200602 Pfizer BE
366|Latonoprost + timolol Xalcom 19960605 1200806 Pfizer SE=RMS SE
367|Lercanidipine 19960322 200808 Recordati UK = RMS UK
368|Letrozole 19960724 1200810 Novartis Cz
369|Levetiracetam 19991130 200611 UcCB
370|Levobunolol 19890608 200806 Allergan Ccz
371|Levobupivicaine 19990101 (200612 Abbott SE=RMS SE
372|Levocabastine 200611 J&J DK
373|Levocetirizine 20010103 (200601 UCB DE = RMS DE
374|Levodropropizine 19970508 |200605 Pfizer
375|Levofloxacin 19931001 200610 Sanofi Aventis
376|Levonorgestrel (implant) 19970616 |200512 Schering AG Jadelle, FI = RMS Fl
377|Levonorgestrel (implant) 19930517 |200705 Sanofi Aventis Norplant Fl
378|Levonorgestrel (IUD) 19900509 1200609 Schering AG Mirena DE
379|Levosimendan 20000922 1200709 Abbott Cz
380|Lidocaine + prilocaine Emla 19850401 200603 AstraZeneca IE
3g1|Linezolid 20000418 |200604 Pfizer UK =RMS UK
382|Linsidomine 19871229 1200612 Sanofi Aventis
383|Liothyronine 19971216 |200612 Sanofi Aventis
384|Lisinopril 19870924 1200709 MSD DK
385| Lisinopril + hydrochlorothiazide Novazyd 19890216 |200802 MSD DK
386|Lisuride 19820125 200511 Schering AG
387|Lomefloxacin 19890602 200706 Pfizer only in PT
388|Lomefloxacin (ophtalmic preparations) 19941005 200710 Novartis Ccz
389|Lomustine 19760126 |200706 BMS SK
390|Loperamide oxide 200605 J&J PL
391|Loprazolam 19810710 |200607 Sanofi Aventis PL
392|Loracarbef 19911231 200612 Eli Lilly
393|Loratadine 19911001 |200602 Schering Plough BE
394|Loratadine + pseudoephedrine Clarinase 19911001 (200602 Schering Plough BE
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395|Lormetazepam 19801207 |200512 Schering AG PL
396|Losartan 19940902 |200709 MSD Fl

Losartan + hydrochlorothiazide Hyzaar/Cozaar 19950215 200702 MSD Fl
397 Plus/Fortzaar
398|Lovastatin 19870721 1200707 MSD ES
39g|Lumiracoxib 20030913 (200603 Novartis UK = RMS UK
400]|Lysine acetylsalicylate 19890925 (200609 Sanofi Aventis HU
401|Malathion 19920304 200603 Sanofi Aventis
402|Mangafodipir 19970601 200605 GE Healthcare
403[Mefloquine 19850517 200604 Roche DE
404|Mefruside + nifedipine Sali-Adalat 19840710 [200607 Baver
405|Melarsoprol 19970502 (200605 Sanofi Aventis

Meloxicam 19950508 200707 Boehringer FR=RMS FR
406 Inaelheim
407|Mepivacaine 19910404 1200804 Sanofi Aventis NO
408|Meropenem 19940831 (200608 AstraZeneca AT
409|Mesalazine Salofalk 19840220 200702 Dr. Falk Pharma

Mestranol + norethisterone Ortho-Novum 1/50 200608 J&J
410|(norethindrone)
411|Metformin 19770331 |200604 Sanofi Aventis FR = RMS FR
412|Methionine 20010718 1200703 UCB
413|Methotrexate 19830627 1200806 Pfizer DK
414|Methylaminolevulinate (topical) 20010615 1200606 Galderma Int. SE=RMS SE
415|Methylprednisolone aceponate 19901117 200511 Schering AG AT
416|Metolazone 19910101 200712 UCB not in EU anymore
417|Metronidazole (topical) 19881122 (200511 Galderma Int. PL
418|Metyrosine 19780825 200708 MSD not in EU anymore
419|Mezlocillin 19840801 200608 Bayer
420|Microcrystalline hydroxyapatite 19840319 1200803 Sanofi Aventis Ossopan HU
421{Midazolam 19820910 |200609 Roche CZ
422|Midecamycin 19860701 (200807 Sanofi Aventis only in PT
423|Miglitol 19960801 200608 Bayer
424[Milnacipran 19661206 200604 Pierre Fabre FR = RMS FR
425|Milrinone 19871016 |200610 Sanofi Aventis AT
426|Minoxidil 19791018 200710 Pfizer IE
427Minoxidil (topical) 19870401 1200603 Galderma Int.
428[Mirtazapine 19940901 |200709 Organon NL=RMS NL
429[Misoprostol 19840628 (200806 Pfizer DK
430|Mivacurium 19920122 1200701 GSK IE
431|Mizolastine 19951121 |200605 Sanofi Aventis UK = RMS UK
432(Moclobemide 19891026 |200604 Roche NL

Modafinil 19940901 200908 Cephalon DLP second PSUR after 30 |UK

433

October 2005




A B C D E F G
First DLP after
[MGRENEIF BIFEME) SIS 30 October Allocated P-
Active substance name (INN) (for fixed combination EU HBD Firm's Name Comments
products only) 2005 (year and RMS
2 month)

434 Moexipril 19941231 (200607 Schwarz Pharma
435[Moexipril + hydrochlorothiazide Perdirx plus 19970531 (200606 Schwarz Pharma |UK = RMS. UK
436|Molsidomin 19770906 200609 Sanofi Aventis

Mometasone 19970122 |200605 Schering Plough |UK = RMS for inhalation UK
437 products
438/ Mometasone + salicylic acid Elosalic 19970122 200605 Schering Plough |SE=RMS SE
439|Moxonidine 19910123 200601 Solvay
440{Montelukast 19970825 1200607 MSD Fl = RMS Fl
441|Moxifloxacin 19990531 |200605 Bayer DE = RMS DE
442|Mupirocin 19850326 |200603 GSK UK = RMS UK
443[Mycophenolate 20021106  [200610 Novartis IE
444|Nabumetone 19840315 200603 GSK ES
445[Nadifloxacin 20000706 [200805 Ferrer Group DE
446|Nadolol 19760722 1200607 BMS
447|(Nadroparin 19850304 |200603 GSK ES
448[Nafarelin 19900215 (200702 Pfizer NO
449(Nalbuphine 19790515 200705 BMS
450|Naloxone 19750414 200704 BMS PL
451|Naltrexone 19841120 200611 BMS IE
452|Naratriptan 19970310 |200602 GSK SE = RMS SE
453[Nebivolol 19951018 200603 Menarini DE
454|Nedocromil 19860424 1200610 Sanofi Aventis
455|Nesitiride 200608 J&J
456|Niaprazine 19870316 |200603 Sanofi Aventis IT
457|Nicardipine 19810531 |200705 Astellas
458|Nicorandil 19900209 200702 Merck
459(Nifedipine 19930831 |200608 Bayer Cz
460|Nifuroxazide 19920818 200608 Sanofi Aventis
461|Nilutamide 19860702 1200607 Sanofi Aventis
462|Nilvadipine 19890101 200612 Astellas

Nimesulide 19970811 200612 Helsinn 6 monthly PSUR, following
463 DLP 20070615
464|Nimodipine 19871101 200611 Bayer NO
465|Nisoldipine 19950701 200607 Baver
466|Nitrendipine 19850331 (200603 Baver PL
467|Nitroglycerin (transdermal) 19811019 (200810 Novartis IE
468|Nizatidine 19850803  |200608 Eli Lilly IE
469|Nonoxynol-9 (in contraceptive creams) 200605 J&J
470[Norfloxacin 19821104 |200711 MSD NL
471|Norfloxin 19850930 |200609 AstraZeneca
472|Octreotide 19950623 |200806 Novartis IE
473|Ofloxacin 19850416 200604 Sanofi Aventis NO
474|Ofloxacin (ophtalmic preparations) 19890502 200604 Allergan NO
475(Olsalazine 19860601 |200605 UCB Fl
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476|Olsalazine 19860601 200605 ucB
477|Omeprazole 19870415 200604 AstraZeneca IT
478|0Omoconazole 19870923 (200709 Sanofi Aventis HU
479[0Ondansetron 19900223 (200602 GSK Sl
480{Ornidazole 19790619 1200806 Roche LV
481[Oxaceprol 19771015 (200610 Sanofi Aventis
482|Oxaliplatin 19960412 1200604 Sanofi Aventis FR = RMS FR
483[Oxatomide 200601 J&J PT
484[Oxcarbazepine 19990810 (200708 Novartis DK
485[|0Oxiconazol 19840426 1200804 Astellas only in FR

Oxitropium 19820504 200710 Boehrln_ger PL
486 Ingelheim
487|Oxybate 20051013 [200604 ucB
488|Oxybutynin 19840717 200607 Sanofi Aventis
489|Paclitaxel 19921229 1200612 BMS NL=RMS NL
490{Pamidronate 19890502 1200705 Novartis Cz
491|Pantoprazole 19940823 200608 Altana

Pantoprazole + Amoxicilline + ZacPac 19940823 Altana

. . 200608

492|clarithromycine
493|Paricalcitol 19980417 (200608 Abbott ES = RMS ES
494|Paroxetine 19901211 200512 GSK NL = RMS; yearly PSURs NL
495[Pefloxacin 19840807 (200808 Sanofi Aventis NL
496|Penbutolol 19781108 |200711 Sanofi Aventis DE
497[Pentamidine isethionate 19880615 [200606 Sanofi Aventis DK
498[Perqgolide 19881230 200512 Eli Lilly Cz
499|Phloroglucinol 19920218 200609 Cephalon FR

Phloroglucinol, Trimethylphloroglucinol Spasfon 19920218 Cephalon FR
500 200609
501|Piketoprofen 19830808 (200711 Almirall ES
502Pilocarpine 19940401 (200607 Novartis Salagen, UK = RMS UK
503|Pilocarpine + timolol Fotil/Fotil SDU 19890213 1200702 MSD DK = RMS DK
504|Pimecrolimus 20011214 (200603 Novartis DK =RMS DK
505|Pipazetate 19790629 200806 Sanofi Aventis only in IT
506|Piperacillin 19800507 1200611 Wyeth IE
507|Pirarubicin 19920723 1200707 Sanofi Aventis only in FR

Pirenzepine 19790213 200703 Boehrln_ger AT
508 Ingelheim
509|Piretanide 19801017 1200604 Sanofi Aventis AT
510|Piroxicam 19790403 (200804 Pfizer UK
511|Polycarbophil 19920213 1200802 Sanofi Aventis PL

Polyvinyl alcohol + polyethylene glycol |Hypotears Plus 19780101 200801 Novartis DE
512
513|Povidone 19950824 (200811 Novartis Hypotears Fl
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514|Pravastatin 19890331 |200803 BMS FR = RMS FR
515|Pravastatin + acetylsalicylzuur Selktine Plus ASA 19890331 (200609 BMS UK = RMS UK
516|Praziguantel 19800430 |200604 Baxter
517(Prednicarbate 19851002 |200604 Sanofi Aventis PL
518|Procyanidolic Oligomers 19770511 200605 Sanofi Aventis Endotelon/Endoven/
519|Promegestone 19810731 (200601 Sanofi Aventis
520[Propacetamol 19841204 (200712 BMS not in EU anymore
521|Propafenone 19781210 200604 Abbott DK
522|Propofol 19951108 200611 AstraZeneca NO
523|Prozapine + Sorbitol Norbiline 19950808 200808 Sanofi Aventis only in FR
524|Pyrazinamide 19820215 200702 Sanofi Aventis
525|Quetiapine 19970731 |200607 AstraZeneca NL = RMS NL
526|Quinagolide 19930629 |200606 Ferring SE = RMS SE
527|Quinapril 19890414 1200804 Pfizer DK
528|Quinapril + hydrochlorothiazide Accuretic 19890414 1200804 Pfizer Fl
529|Quinapril + hydrochlorothiazide Korec/Korectic 19890414 1200804 Sanofi Aventis Fl
530|Rabbit anti-humanthymocyte 19840416 1200612 Genzyme
531|Raltitrexed 19950811 200808 AstraZeneca Cz
532|Ramipril + felodipine Tazko 19890110 200601 Sanofi Aventis

Ramipril + furosemide Lasitace / Ramipril- 19960416 Sanofi Aventis AT

. . 200804

533 Furosemid Aventis
534|Ramipril + hydrochlorothiazide Cotriatec 19921027 200601 Sanofi Aventis IT

Ramipril + piretanide Trialix/Prilace/Aretensin/Areli | 19930812 Sanofi Aventis DE
535 o 200808
536|Ranitidine 19810615 |200605 GSK IT
537|Ranitidine bismuth citrate 19950714 200606 GSK UK
538|Reboxetine 19970410 200704 Pfizer UK = RMS UK
539|Remifentanil 19960517 |200805 GSK DE = RMS DE
540|Reviparin 19920115 (200607 Abbott SE=RMS SE
541|Ribafutin 19921019 200610 Pfizer
542|Ribavirin 20020409 [200608 Roche NL = RMS NL
543|Rimexolone 20041227 (200710 UCB DE = RMS DE
544|Risedronate 19980331 |200603 Procter & Gamble |SE = RMS SE
545[Risperidone 200605 J&J BE
546|Rizatriptan 19980211 200706 MSD NL = RMS NL
547|Rocuronium 19940317 200802 Organon CZ
548|Ropinirole 19960708 (200807 GSK FR = RMS FR
549|Ropivacaine 19950915 (200609 AstraZeneca NL = RMS NL
550|Rosoxacin 19801216 (200712 Sanofi Aventis FR
551|Rosuvastatin 20021106 |200605 200511 [AstraZeneca NL = RMS; yearly PSURs NL
552|Roxithromycin 19860804 1200512 Sanofi Aventis IT
553|Rupatadine 20051212 (200604 J. Uriach y Cia ES = RMS ES
554|Rusgogenin + tetracain Ruscoroid 19870316 (200803 Sanofi Aventis only in IT
555[Salmeterol 19901025 200610 GSK UK
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556|Seleqiline 19800314 200603 Sanofi Aventis LV
557[Sertaconazole 19920310 (200607 Ferrer Group AT
558|Sertindole 20020711 (200601 Lundbeck UK = RMS UK
559|Sertraline 19900301 |200803 Pfizer SK
560|Sevoflurane 19900123 200801 Abbott IE
561|Sibutramine 19971112 200611 Abbott DE = RMS DE

Simvastatin 19880406 MSD IE=RMS; Simvastatin, 10 mg, |IE

pharmacy status, only in UK,
200804 has different BD and DLP

562
563|S-Ketamine 19970801 200808 Pfizer Fl = RMS Fl
564|Sodium lodide [*Z] 19950131 |200703 Ge Healthcare FR
565[Solifenacin 20040608 1200806 Astellas NL = RMS NL
566|Somatorelin 198601 200801 Ferring UK
567|Somatostatin 19891203 200606 Sanofi Aventis
568|Somatropin 19990301 200803 Novonordisk Norditropin; DK=RMS DK
569|Somatropin 19870127 200803 Pfizer Genotropin; DK=RMS DK
570|Somatropin 19880725 200803 Merck Serono Saizen; IT=RMS IT
571|Somatropin 19870308 200803 Eli Lilly Humatrope; NL=RMS NL
572|Somatropin 19910611 200803 Ferring Zomacton; FR=RMS FR
573|Somatropin 19880329 200803 Sanofi Aventis Maxomat; national MA inFR _ |FR
574|Spirapril 19930511 200605 Novartis AT
575|Stannous fluoride + medronate 19820201 200701 Ge Healthcare
576|Sterculia Gum 19850722 (200807 Sanofi Aventis only in FR
577|Streptozocin 19820507 1200605 Pfizer
578(Strontium [BQSr] Chloride 19860601 200605 Ge Healthcare
579|Sufentanil 200611 J&J PT
580|Sulbactam 19871116 |200711 Pfizer AT
581|Sulconazole 19870930 (200609 Sanofi Aventis
582|Sulproston 19801217 |200704 Schering AG
583[Sultamicillin 19831101 200711 Pfizer EE
584|Sultopride 19861001 |200510 Sanofi Aventis FR
585|Sumatriptan 19910411 (200809 GSK NL = RMS NL
586|Tacrolimus 19930402 200603 Astellas Prograft series IE
587| Tamsulosin 19930702 (200807 Astellas NL = RMS NL
588|Tauroselcholic Acid [75891 19850121 200701 Ge Healthcare

Technetium(gngc) albumin 19931129 200611 Ge Healthcare
589|nanocolloid
590 Technetium(gngc) macrosalb 19900302 200702 Ge Healthcare
591 Technetium(gngc) mebrofenin 19931129 200611 Ge Healthcare
592 Technetium(gngc) pantetate 19900621 200606 Ge Healthcare
593| Technetium(*°"Tc) sestamibi 19871209 200612 BMS
594|Teicoplanin 19861101 (200511 Sanofi Aventis GR
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595|Teniposide 19760405 200704 BMS
596| Tenoxicam 19860220 1200602 Roche IT
597|Terazosin 19841130 |200703 Abbott
598 Terbinafine 19901003 200609 Novartis SK
599|Terconazole 200612 J&J
600|Terlipressin 1980-5 200604 Ferring DK

Tetrabenazine 19951023 200810 Cambridge IE

Laboratories

601 | td/l ifehealth | td
602)| Tetrofosmin 19930531 |200605 Ge Healthcare UK = RMS UK
603| Thallous [?°*TI] Chloride 19800831 200608 Ge Healthcare
604| Thiabendazole 19771010 200710 MSD not in EU anymore
605| Thiamazole 19780630 |200707 Merck AG HU
606| Thiamphenicol 19830321 200703 Sanofi Aventis

Thyrotropine releasing hormone 19790501 200702 ucB
607](synthetic)
608| Tiapride 19880727 (200607 Sanofi Aventis FR
609|Tibolone 19871201 200712 Organon SE
610|Tice BCG 19900824 1200608 Organon Oncotice
611|Ticlopidine 19780508 1200705 Sanofi Aventis IT
612|Tiludronic Acid 19950220 1200602 Sanofi Aventis HU
613|Timolol (eye preparations) 19820716 1200807 Novartis DE
614|Tioconazole 19810413 200804 Pfizer PT
615[Tioconazole + hydrocortisone Trosycort 19810413 |200804 Pfizer only in FI PT
616|Tiopronine 19770901 |200608 Sanofi Aventis

Tiotropium 20011009 Boehringer NL=RMS NL

200810 .

617 Ingelheim
618|Tiexocortal 19761118 (200711 Pfizer FR
619|Tiexocortal + bacitracin Oropivalone bacitracine 119761118 200711 Pfizer only in RO
620|Tirofiban 20030514 1200709 MSD DE = RMS DE
621|Tizanidine 19831215 200612 Novartis Fl
622 Tobramycin (for inhalation) 19991210 200512 Novartis UK=RMS UK
623| Tolmetin 200601 J&J PL
624|Tolterodine 19970905 |200709 Pfizer SE = RMS SE
625|Topiramate 200601 J&J SE = RMS SE
626|Torasemide 19870414 1200611 Roche PL
627 Trandolapril 19920219 200602 Abbott NL= RMS NL
628| Trandolapril + verapamil Tarka 19950316 200703 Abbott NL=RMS NL
629| Trapidil 20051109 1200809 UCB DE = RMS DE
630|Trazodone 19770606 200806 BMS LT
631|Triazolam 19970308 1200607 Pfizer Fl
632| Tricoflos 20010718 1200606 UCB




A B C D E F G
First DLP after
IERELEIF (oIEe] SIS 30 October Allocated P-
Active substance name (INN) (for fixed combination EU HBD Firm's Name Comments
products only) 2005 (year and RMS
2 month)
Triptorelin 19860305 [200603 Ipsen NL = RMS (triptorelin acetate, |NL or DE?
Ferring) DE =RMS
(triptorelin pamoate, Ipsen)
633
634|Tropisetron 19920226 1200602 Novartis FR
635| Tulobuterol 19851114 200711 UCB DE
636|Ubidecarenone 19840607 1200706 Sanofi Aventis only in IT
637|Unoprostone 19941012 1200609 Novartis FR = RMS FR
638|Urapidil 19800731 200607 Altana
639|Urofollitrophin 20040324 1200603 Ferring BE
640]|Ursodeoxycholic acid 19791127 200811 Dr. Falk Pharma MT
641)Valaciclovir 19941220 200612 GSK Cz
642|Valganciclovir 20010329 1200601 Roche NL = RMS NL
643|Valsartan 19960513 |200605 Novartis SE = RMS SE
644|Valsartan + hydrochlorothiazide Co-Diovan 19970925 (200809 Novartis SE
645|Vecuronium bromide 19901101 (200711 Organon Cz
646|Venlafaxine 19930923 |200605 Wyeth ES
647|Vindesine 19790411 |200604 Eli Lilly NL
648|Vinorelbine 19890411 |200604 Pierre Fabre Cz
649|Zafirlukast 19961231 200612 AstraZeneca IE = RMS IE
650|Zanamivir 19990209 200601 GSK SE = RMS SE
651)|Zidovudine 19870303 |200603 GSK UK = RMS UK
652 Ziprasidone 19980205 1200607 Pfizer SE=RMS SE
653| Zofenopril 19980730 |200801 Menarini UK = RMS UK
Zofenopril + hydrochlorothiazide Zofil HCTZ/Zopranol HCTZ  [20040303 |200602 Menarini UK = RMS
654 UK
655| Zolmitriptan 19970307 |200603 AstraZeneca SE = RMS for nasal spray SE
656|Zotepine 19811207 1200712 Astellas AT




