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A B C D E F G
 EU Harmonised Birth Dates (EU HBDs), related updated Data Lock Points (DLPs), allocated PSUR Reference Member States (P-RMSs);alphabetic order, 25 juli 2008

Active substance name (INN)
Innovator brand name 
(for fixed combination 

products only)
EU HBD

Next DLP 
(year and 
month)

Firm's Name Comments

Allocated P-RMS / 
Procedure number

(iso)spagmulate 19830200 200805 Thea
[18 F] fludeoxyglucose (injection) 20021028 200811 Schering AG FR/H/PSUR/0016/001
123I-hippuran 19960119 201001 Ge Healthcare
123I-IBZM 19941122 200911 Ge Healthcare
123I-MIBG 19950131 201001 Ge Healthcare HU/H/PSUR/0020/001
125I-human serum albumin 19891215 200911 Ge Healthcare
131I-6-Iodo-Norcholesterol 19900621 200906 Ge Healthcare
131I-MIBG 19910601 200905 Ge Healthcare
17-alpha-oestradiol (topical) 19960226 200902 Galderma Int.
17B- estradiol + trimegestone Totelle 20000922 200903 Wyeth SE = RMS SE/H/PSUR/0021/001
81Rb/81mKr 19950904 200908 Ge Healthcare
99Mo/99Tc (Tc Generator) 19830601 200905 Ge Healthcare
abciximab 200911 J&J UK = RMS UK/H/PSUR/0019/001
acamprosate 19870724 200807 Merck KGA IE/H/PSUR/0011/001
acarbose 19900331 200903 Bayer ES/H/PSUR/0006/001
acebutolol 19771031 200912 Sanofi Aventis DK/H/PSUR/0026/001
acebutolol + mefruside Sali-Prent 19820329 200903 Bayer
acebutolol + nifedipine Tredalat 19850416 200904 Bayer
aceclofenac 19900319 200803 Almirall / UCB IE/H/PSUR/0008/001
acediasulfone 200908 J&J
acedobene + dimepranol + inosine Isoprinosine/Delimmun 19780808 200908 Sanofi Aventis
aciclovir 19810610 200906 GSK DK/H/PSUR/0035/001
acipimox 19761208 200912 Pfizer DK/H/PSUR/0028/001
acitretin 19871201 200910 Roche DK/H/PSUR/0024/001
acrivastine + pseudoephedrine Duact 19901231 200912 GSK DK/H/PSUR/0027/001
adapalene (topical) 19920703 200707 Galderma Int. IE = RMS IE/H/PSUR/0001/001
adenosine 19910814 200908 Sanofi Aventis DK/H/PSUR/0021/001
adrafinil 19810710 200901 Cephalon 
albendazole 19810710 200707 GSK PL/H/PSUR/0006/001
alclometasone 19870603 200910 Schering Plough
aldesleukine 19890703 200812 Novartis NL = RMS NL/H/PSUR/0018/001
alendronate 20001110 200801 MSD AT/H/PSUR/0007/001
alfentanil 200909 J&J PL/H/PSUR/0014/001
alfoscerate olamine 19930301 200706 Bracco
alfuzosin 19871112 200911 Sanofi Aventis SE= RMS SE/H/PSUR/0033/001
alizapride 19790109 200801 Sanofi Aventis BE/H/PSUR/0004/001
almagate 19820122 200905 Almirall ES/H/PSUR/0007/001
almotriptan 19991224 200806 Almirall ES = RMS; yearly PSURs ES/H/PSUR/0008/001
alprazolam 19800312 201003 Pfizer FR/H/PSUR/0036/001
alprostadil (erectile dysfunction) 19840128 201101 Pfizer/Schwarz 

Pharma
UK=RMS UK/H/PSUR/0020/001

alprostadil (peripheral arterial occlusive 
diseases)

19810723 200907 Pfizer product differs from Schwarz 
Pharma product

PT/H/PSUR/0009/001

alprostadil (peripheral arterial occlusive 
diseases)

19841128 200811 Schwarz Pharma product differs from Pfizer 
product

UK/H/PSUR/0017/001

alteplase 19870606 200905 Boehringer 
Ingelheim

DE/H/PSUR/0016/001
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altretamine 19790122 200801 Sanofi Aventis
ambroxol 19780823 200809 Boehringer 

Ingelheim
BE = RMS BE/H/PSUR/0003/001

amikacin 19750606 200906 BMS EE/H/PSUR/0005/001
amilomer 19861029 200812 Pfizer
aminoglutethimide 19801029 200810 Novartis UK/H/PSUR/0016/001
amisulpride 19860120 200901 Sanofi Aventis IE/H/PSUR/0017/001
amlodipine 19890308 200803 Pfizer DK/H/PSUR/0007/001
amlodipine + atorvastatine  Caduet 20040130 200901 Pfizer FR = RMS; yearly PSURs till 

201001
FR/H/PSUR/0015/001

amlodipine+ benazepril Lotrel 19950303 200903 Novartis
amorolfine (topical) 19910610 200906 Galderma Int. HU/H/PSUR/0011/001
amsacrine 19820423 200804 Pfizer NL/H/PSUR/0011/001
anastrozole 19950811 200908 AstraZeneca UK/H/PSUR/0046/001
androstanolone 19810123 200812 Besins Int. FR/H/PSUR/0018/001
antilymphocyte immunoglobulins 19811117 200911 Pfizer
artemether + lumefantrin Riamet/Coartem 19981014 200910 Novartis UK = RMS UK/H/PSUR/0049/001
atenolol + chlorthalidone Tenoretic 19970909 200809 AstraZeneca SK/H/PSUR/0003/001
atenolol + nifedipine Niften 19870219 200710 AstraZeneca DE/H/PSUR/0003/001
atenolol + nifedipine Beta-Adalat 19861002 200710 Bayer DE/H/PSUR/0004/001
atorvastatin 19961107 200810 Pfizer DE/H/PSUR/0017/001
atovaquone 19921125 200811 GSK FR = RMS FR/H/PSUR/0017/001
atovaquone + proguanil Malarone 19961021 200910 GSK UK = RMS UK/H/PSUR/0022/001
atracurium 19821216 200912 GSK DE/H/PSUR/0029/001
auranofin 19821112 200911 GSK AT/H/PSUR/0021/001
azelaic acid 19881027 200901 Schering AG / Pfizer AT = RMS AT/H/PSUR/0014/001

azithromycin 19910404 200804 Pfizer FI/H/PSUR/0007/001
aztreonam 19840804 200908 BMS DK/H/PSUR/0019/001
bacillus clausii subtilis 19781103 200711 Sanofi Aventis IT/H/PSUR/0002/001
bambuterol 19901207 200912 AstraZeneca SE/H/PSUR/0040/001
barnidipine 20000701 200806 Astellas NL = RMS NL/H/PSUR/0013/001
benazepril 19891128 200711 Novartis IE/H/PSUR/0005/001
benazepril + hydrochlorothiazide Cibadrex 19920519 201005 Novartis FR/H/PSUR/0043/001
beractant 19891026 200710 Abbott UK/H/PSUR/0005/001
betaxolol 19820510 200905 Sanofi Aventis HU/H/PSUR/0010/001
bicalutamide 19950228 200802 AstraZeneca DK/H/PSUR/0006/001
biclotymol 20030611 200906 Sanofi Aventis
bifonazole 19821201 200912 Bayer PT/H/PSUR/0011/001
bisoprolol 19860128 200709 Merck AG FI/H/PSUR/0002/001
bisoprolol + hydrochlorothiazide many product names 19920130 200911 Merck AG FR = RMS (Lodoz) FR/H/PSUR/0031/001
bopindolol 19841130 200911 Novartis
botulinum toxin A 19981229 

19891229
200812 Allergan IE = RMS; Botox; 6-monthly 

PSURs
IE/H/PSUR/0015/001

brimonidine 19960906 200809 Allergan UK=RMS UK/H/PSUR/0014/001
brimonidine + timolol Combigan 19960906 200809 Allergan UK=RMS UK/H/PSUR/0015/001
bromperidol 200911 J&J NL/H/PSUR/0041/001
brotizolam 19830515 200712 Boehringer 

Ingelheim
PT/H/PSUR/0001/00

budesonide 19920430 201004 AstraZeneca DK/H/PSUR/0041/001
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budesonide + formoterol Symbicort 20000825 200708 AstraZeneca SE=RMS; yearly PSURs SE/H/PSUR/0012/001
buflomedil 19790523 200805 Abbott PT/H/PSUR/0004/001
buprenorphine 19820330 200807 Schering Plough FR = RMS FR/H/PSUR/0012/001
bupropion 19851230 200806 GSK NL = RMS; 6-monthly PSURs 

till 200812
NL/H/PSUR/0020/001

buserelin 19840816 200808 Sanofi Aventis DE/H/PSUR/0014/001
buspirone 19830429 201004 BMS NL/H/PSUR/0048/001
butenafine 20010710 200905 UCB
butorphanol 19770824 200808 UK/H/PSUR/0013/001
cabergoline 19920313 200903 Pfizer IT/H/PSUR/0012/001
calcitonin/calcitonin salmon 19761206 200906 Sanofi Aventis IE = RMS (art. 30 Referral) IE/H/PSUR/0023/001
calcitriol 19780101 200901 Roche Abbott will submit interim 

PSUR < 30/10/2008 and 
thereafter a PSUR with DLP 
200901

IT/H/PSUR/0009/001

calcium folinate 19820324 
19520620

200808 Bracco Wyeth

candesartan 19970429 200904 Takeda / 
AstraZeneca

UK = RMS UK/H/PSUR/0036/001

captopril 19800415 201004 BMS DK/H/PSUR/0042/001
captopril + hyrochlorothiazide Captea 19800415 201004 BMS / Sanofi 

Aventis
carbetocin 19970624 200906 Ferring CZ/H/PSUR/0011/001
carbomer (artificial tears) 19850101 200801 Novartis HU/H/PSUR/0006/001
carboplatine 19860123 201001 BMS FR/H/PSUR/0034/001
carboprost 19790109 200801 Pfizer CZ/H/PSUR/0004/001
carteolol 19840307 200803 Novartis SK/H/PSUR/0002/001
carvedilol 19900418 200910 Roche FI/H/PSUR/0017/001
CE (conjugated estrogens) + MPA 
(medroxyprogesterone  acetate)

Premelle/Pemique 19870800 200908 Wyeth IT/H/PSUR/0017/001

cefamandole 19770829 200908 Eli Lilly FR/H/PSUR/0042/001
cefatrizine 19790827 201008 BMS BE/H/PSUR/0001/001
cefdinir 19911004 200910 Astellas UK = RMS UK/H/PSUR/0050/001
cefepime 19930629 200906 BMS PT/H/PSUR/0008/001
cefixime 19870630 200906 Astellas
cefodizime 19900330 200903 Sanofi Aventis
cefoperazone 19810112 200801 Pfizer LT/H/PSUR/0004/001
cefoperazone + sulbactam Sulperazone 19810112 200801 Pfizer LT/H/PSUR/0002/001
ceforanide 19860701 200906 BMS
cefotaxime 19791218 200912 Sanofi Aventis AT/H/PSUR/0022/001
cefoxitin 19770316 201003 MSD AT/H/PSUR/0024/001
cefpirome 19920904 200909 Sanofi Aventis
cefpodoxim 19900802 200908 Sanofi Aventis
cefprozil 19911223 200912 BMS SI/H/PSUR/0003/001
ceftazidime 19831017 200910 GSK DK/H/PSUR/0023/001
ceftibutene 20020302 200906 Schering Plough SI/H/PSUR/0002/001
ceftizoxime 19811207 200910 Astellas
ceftriaxone 19820527 200902 Roche LV/H/PSUR/0002/001
cefuroxime 19780407 200904 GSK PL/H/PSUR/0010/001
cefuroxime axetil (oral) 19870818 200904 GSK EE/H/PSUR/0003/001
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cefuroxime sodium (injection) 19780407 200904 GSK EE/H/PSUR/0004/001
celecoxib 19981231 200812 Pfizer SE = RMS SE/H/PSUR/0014/001
celiprolol 19830117 200901 Sanofi Aventis PL/H/PSUR/0007/001
celsior 20040325 200903 Genzyme
cetirizine 19861106 200911 UCB FI/H/PSUR/0019/001
chenodesoxicholic acid 19960528 

19750101
200805 PL/H/PSUR/0003/001

cibenzoline 19831021 200910 BMS
ciclesonide 20040224 200808 Altana UK = RMS; 6-monthly PSURs UK/H/PSUR/0024/001

cicletanine 19860728 200901 Ipsen
ciclopiroxolamine 19840915 200709 Sanofi Aventis HU/H/PSUR/0005/001
ciclosporine 19821215 200912 Novartis EE/H/PSUR/0007/001
cilastatin + imipenem Tienam 19840628 200806 MSD NO/H/PSUR/0003/001
cilazapril 19900221 200812 Roche IE/H/PSUR/0036/001
cilazapril + hydrochlorothiazide Vascase Plus 19911228 200812 Pfizer
cilnidipine 19950929 200909 UCB
cinitapride 19930311 201006 Almirall ES/H/PSUR/0001/001
cinoxacin 19771128 200811 Eli Lilly
ciprofibrate 19831209 200812 Sanofi Aventis UK/H/PSUR/0028/001
ciprofloxacin 19870131 201001 Bayer NO/H/PSUR/0010/001
ciprofloxacine + fluocinolone acetonide Cetraxal Plus 20020300 201001 SALVAT
cisapride 200803 J&J yearly PSURs PT/H/PSUR/0002/001
cisatracurium 19950807 200707 GSK UK = RMS UK/H/PSUR/0023/001
cisplatin 19781219 200912 BMS NL/H/PSUR/0043/001
citalopram 19891231 200812 Lundbeck SE/H/PSUR/0015/001
cladribine 200902 J&J NL/H/PSUR/0025/001
clarithromycin 19890717 200904 Abbott IE = RMS IE/H/PSUR/0020/001
clebopride 19790222 200806 Almirall ES/H/PSUR/0005/001
clenbuterol 19801212 200709 Boehringer 

Ingelheim
AT/H/PSUR/0003/001

clodronate 19870529 200902 Roche / Schering
clotiazepam 19841106 201011 Pfizer BE/H/PSUR/0002/001
corticorelin 19881000 200810 Ferring AT/H/PSUR/0011/001
dacarbazine 19780201 201002 Bayer
dalteparine 19850826 200808 Pfizer LT/H/PSUR/0004/001
danaparoid 19921201 200711 Organon IE/H/PSUR/0004/001
deferasirox 20051102 200904 Novartis centrally authorised FR/H/PSUR/
deflazacort 19820326 200903 Sanofi Aventis
deoxyribonuclease human 19930903 200906 Roche
desogestrel 19980701 200707 Organon SE= RMS SE/H/PSUR/0001/001
desogestrel + ethinylestradiol Gracial 19941001 200710 Organon FI/H/PSUR/0003/001
desogestrel + ethinylestradiol Laurina 19941001 200710 Organon FI = RMS FI/H/PSUR/0004/001
desogestrel + ethinylestradiol Marvelon 19941001 200710 Organon FI/H/PSUR/0005/001
desogestrel + ethinylestradiol Mercilon 19941001 200710 Organon FI/H/PSUR/0006/001
desogestrel + ethinylestradiol Ovidol, Cyclosa, Oviol 19941001 200710 Organon NL/H/PSUR/0008/001
dexibuprofen 200808 Debropharma AT = RMS AT/H/PSUR/0009/001
dexitimide 200910 J&J
dexketoprofen 20020707 200910 Menarini ES = RMS ES/H/PSUR/0010/001
dexrazoxane 19920217 200902 Novartis FR=RMS FR/H/PSUR/0017/001
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diacerheine 20070812 200912 Negma Lerads FR/H/PSUR/0032/001
diclofenac 19770511 200909 Novartis DK/H/PSUR/0022/001
diclofenac +  gentamicin Voltamicin 19960920 200909 Novartis IT/H/PSUR/0019/001
diclofenac sodium/misoprostol Arthrotec 19910718 200907 Pfizer UK = RMS UK/H/PSUR/0044/001
didanosine 19911008 200910 BMS FR = RMS FR/H/PSUR/0030/001
dienogest + estradiol Climodien 20001213 200706 Schering AG NL = RMS NL/H/PSUR/0001/001
dienogest + ethinylestradiol Valette 19950214 201003 Schering AG DE/H/PSUR/0030/001
diltiazem 19790502 200905 Sanofi Aventis DK/H/PSUR/0017/001
dimercaptosuccinic acid (DMSA) 19820531 200905 Ge Healthcare IE/H/PSUR/0021/001
dipivefrin 19780919 200709 Allergan NO/H/PSUR/0001/001
dirithromycin 19930426 200904 Eli Lilly
distigmine 19790401 200904 Sanofi Aventis
dobutamine 19770321 200903 Eli Lilly FR/H/PSUR/0019/001
dolasetron 19960926 200909 Sanofi Aventis
domperidone 200901 J&J BE=RMS BE/H/PSUR/0005/001
donepezil 19961125 200811 Pfizer UK = RMS UK/H/PSUR/0026/001
dorzolamide 19941111 201005 MSD FR = RMS FR/H/PSUR/0039/001
dorzolamide + timolol Cosopt 19980306 200707 MSD DK=RMS; next DLP 201002 DK/H/PSUR/0001/001
doxazosin 19861218 200712 Pfizer DK/H/PSUR/0004/001
dronabinol 19850531 200905 Solvay NL/H/PSUR/0033/001
drospirenone + estradiol Angeliq 20021211 200812 Schering AG NL = RMS NL/H/PSUR/0022/001
drospirenone + ethinylestradiol Yasmin 20000307 200909 Schering AG NL = RMS NL/H/PSUR/0037/001
dutasteride 20011120 200911 GSK SE = RMS SE/H/PSUR/0034/001
ebastine 19960101 201005 Almirall DK/H/PSUR/0043/001
eberconazole 20040300 200901 SALVAT
econazole 200911  J&J HU/H/PSUR/0016/001
econazole combinations Pevisone / Econacort 

Cream
200911  J&J / BMS HU/H/PSUR/0017/001

EE (15 mcg) + GTD (60mcg) Minesse 19990614 200912 Wyeth FR = RMS FR/H/PSUR/0033/001
EE (20 mcg) + LNG (100 mcg) Lorette/Lowette/ 

eios/Alesse/Loette
19970327 200903 Wyeth FI=RMS FI/H/PSUR/0013/001

EE (20mcg) + GTD (75mcg) Harmonet 19950317 200903 Wyeth UK/H/PSUR/0031/001
EE (30 mcg) + GTD (75 mcg) Minulet 19860709 200908 Wyeth DK/H/PSUR/0020/001
EE + GTD 30+50, 40+70, 30+100 Tri-Minulet 19880127 200901 Wyeth DK/H/PSUR/0033/001
EE 30mcg + LNG 150 mcg Nordettte/Stederilm/ 

Follimin
19650422 200904 Wyeth DE/H/PSUR/0021/001

EE+LNG 30+50, 40+75, 30+125 mcg Trinordiol 19760427 200904 Wyeth
EE+LNG 50+250 mcg Nordiol/Ovran 21 / 

Neogenstrol/ Stederil-d
19650422 200904 Wyeth

eletriptan 20000120 200801 Pfizer CZ/H/PSUR/0003/001
enalapril 20041101 201003 MSD SE=RMS SE/H/PSUR/0037/001
enalapril + hydrochlorothiazide Synerpril 20020324 200907 MSD DK/H/PSUR/0036/001
enalapril + nitrendipine Eneas 20020108 200901 Procter & Gamble ES = RMS ES/H/PSUR/0011/001
enoximone 19871027 200910 Sanofi Aventis
epirubicin 19820628 200806 Pfizer DK/H/PSUR/0016/001
eplerenone 20020927 200903 Pfizer NL = RMS NL/H/PSUR/0028/001
epoietine alpha 200908  J&J FR = RMS FR/H/PSUR/0024/001
epoprostenol 19810318 200903 GSK IE/H/PSUR/0018/001
eprosartan 19970430 200904 Solvay
eprosartan + hydrochlorothiazide Teveten Plus 19970430 200904 Solvay
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escitalopram 20011231 200812 Lundbeck SE = RMS SE/H/PSUR/0016/001
esomeprazole 20000310 200803 AstraZeneca SE = RMS SE/H/PSUR/0007/001
estradiol (transdermal) 19941117 200905 Schering AG UK = RMS; Climara UK/H/PSUR/0039/001
estradiol + norethisterone Estalis/Estalis Sequi 19980306 200903 Novartis SE = RMS SE/H/PSUR/0020/001
estradiol + norethisterone (norethindrone) Systen Conti (also 

Evorel Conti and Evopad 
Conti

200910  J&J

estradiol + norethisterone (norethindrone) Systen 200910  J&J

estradiol + norgestimate Cilest, also Tri-Cilest, 
ortho Cycle, Tri-Cyclen, 
Ortho Tri Cyclen Lo)

200910  J&J FI=RMS FI/H/PSUR/0018/001

estradiol + norgestimate Prefest 200910 J&J
ethinylestradiol + etonogestrel NuvaRing 20010612 200907 Organon NL/H/PSUR/0035/001
ethinylestradiol + norethisterone 
(norethindrone)

many product names 200908 J&J NO/H/PSUR/0007/001

ethyl loflazepate 19801103 200911 Sanofi Aventis
etidronate 19770930 200909 Procter & Gamble SE=RMS SE/H/PSUR/0031/001
etodolac 19840802 200908 Wyeth
etomidate 200909 J&J DE/H/PSUR/0025/001
etonogestrel (implant) 19980828 200909 Organon Implanon NL/H/PSUR/0038/001
etoposide 19760217 201002 BMS DK/H/PSUR/0029/001
etoricoxib 20020213 200903 MSD UK = RMS; yearly PSURs UK/H/PSUR/0032/001
everolimus 20030708 200607 Novartis SE = RMS; yearly PSURs SE/H/PSUR/0011/001
exametazime 19860201 201001 Ge Healthcare DK/H/PSUR/0040/001
exemestane 19981216 200712 Pfizer UK = RMS; yearly PSURs UK/H/PSUR/0006/001
ezetimibe 20021017 200910 MSD DE = RMS DE/H/PSUR/0027/001
ezetimibe + simvastatin Inegy 20040402 200903 MSD DE = RMS DE/H/PSUR/0020/001
famciclovir 19931210 200912 Novartis CZ/H/PSUR/0017/001
famotidine 19840921 200809 MSD IT/H/PSUR/0005/001
febuprol 19810213 200802 Astellas only in one member state DE/H/PSUR/0008/001
felbamate 19940515 200709 Schering Plough FR = RMS FR/H/PSUR/0002/001
felbinac 19860925 200909 Wyeth
felodipine 19871231 200912 AstraZeneca SK/H/PSUR/0006/001
felodipine + metoprolol Logimax 19921231 200912 AstraZeneca
felodipine + ramipril Unimax 201003 AstraZeneca SE=RMS SE/H/PSUR/0038/001
fenoterol + ipratropium Berodual 201002 Boehringer 

Ingelheim
NL/H/PSUR/0046/001

fentanyl 200904 J&J NL/H/PSUR/0030/001
ferrous glycine sulfate 19990330 200901 Schwarz Pharma AT/H/PSUR/0010/001
ferucarbotran 20010319 200909 Schering AG SE = RMS SE/H/PSUR/0032/001
ferumoxsil (siloxane coated 
superparamagnetic ironoxide)

19930122 201005 Guerbet Lumirem DK/H/PSUR/0044/001

ferumoxtran-10 (superparamagnetic 
ironoxide)

19940823 200808 Guerbet Endorem Fr=RMS FR/H/PSUR/0013/001

fexofenadine + combinations Allegra/Fexofenadine 
marion merrell/Fexowin

19960311 200903 Sanofi Aventis ES/H/PSUR/0012/001

finasteride 19980417 200708 MSD SE = RMS SE/H/PSUR/0002/001
flavodate 19910111 200904 UCB
flecainide 19820625 200906 3M NO/H/PSUR/0005/001
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flubendazole 200902 J&J PT/H/PSUR/0006/001
fluconazole 19880303 200803 Pfizer DK/H/PSUR/0008/001
fludarabin 19940811 200908 Schering AG UK = RMS UK/H/PSUR/0047/001
flumazenil 19870114 200905 Roche IE/H/PSUR/0022/001
flunarizine 200905  J&J ES/H/PSUR/0013/001
flunitrazepam 20000101 200710 Bayer IE/H/PSUR/0002/001
fluoxetine 19860907 200909 Eli Lilly UK = RMS UK/H/PSUR/0048/001
flurbiprofen 19790901 

19761110
200711 Abbott IT/H/PSUR/0001/001

flutamide 19820324 200907 Schering Plough DE/H/PSUR/0024/001
fluticasone 19900308 200902 GSK NL/H/PSUR/0026/001
fluticasone + salmeterol Seretide 19901025 200710 GSK yearly PSURs SE/H/PSUR/0005/001
fluvastatin 19930823 200908 Novartis CZ/H/PSUR/0012/001
fluvoxamine 19830713 200907 Solvay UK= RMS (referral procedure)

formoterol 19900629 200805 Novartis SE = RMS SE/H/PSUR/0009/001
foscarnet 19890331 200903 AstraZeneca
fosfomycin 19830713 200707 Sanofi Aventis NL/H/PSUR/0004/001
fosinopril 19900703 200907 BMS DK/H/PSUR/0037/001
fosinopril + hydrochlorothiazide Elidiur 19900703 200907 BMS
gadobenate dimeglumine 19970722 200911 Bracco UK=RMS
gadobutrol 19980820 200902 Schering AG / Pfizer DE/H/PSUR/0019/001

gadodiamide 19930201 201001 Ge Healthcare DK/H/PSUR/0039/001
gadoteric acid (intraarticular) 20020131 200707 Guerbet Artirem. NL=RMS NL/H/PSUR/0003/001
gadoteric acid (IV and intravascular) 19890308 200709 Guerbet Dotarem. NL=RMS NL/H/PSUR/0007/001
gadoteridol 19921029 201002 Bracco DK/H/PSUR/0030/001
galactose (contrast medium) 19901107 200706 Schering AG UK/H/PSUR/0002/001
galactose + palmitic acid Levovist 19950621 200706 Schering AG UK/H/PSUR/0001/001
gestrinone 19830121 201001 Sanofi Aventis
glatiramer 19961223 200811 Sanofi Aventis and 

TEVA
UK = RMS UK/H/PSUR/0027/001

glimepiride 19950620 200906 Sanofi Aventis NL = RMS NL/H/PSUR/0034/001
goserelin 19870512 200805 AstraZeneca DE/H/PSUR/0011/001
granisetron 19910219 200812 Roche SK/H/PSUR/0004/001
guanfacine 19780904 200709 Novartis FR/H/PSUR/0003/001
halofantrine 19880503 200905 GSK PT/H/PSUR/0007/001
heparinoid 19910101 201001 Bayer
horse chestnut seed extract (escin) 19830406 201004 Astellas Venostatin AT/H/PSUR/0002/001
hydromorphone 19981125 200911 BMS IE=RMS IE/H/PSUR/0027/001
hydroquinidine 19940311 200803 Sanofi Aventis ES/H/PSUR/0004/001
hydrotalcite 19920301 201003 Bayer HU/H/PSUR/0022/001
hydroxycobalamine 19921014 200709 UCB next DLP 200910 (vitamin) HU/H/PSUR/0003/001
hyoscine 19870605 200806 UCB PL/H/PSUR/0004/001
hypericin 19990901 200909 Bayer
hyprolose 19800610 200706 MSD HU/H/PSUR/0001/001
hypromellose 200912 Novartis HU/H/PSUR/0019/001
ibutilide 19951228 200912 Pfizer SE=RMS SE/H/PSUR/0035/001
idarubicin 19891129 200711 Pfizer AT/H/PSUR/0005/001
iloprost 19940427 200901 Schering AG FR/H/PSUR/0016/001
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350
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355
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indium [111In] choride 19900901 200908 Ge Healthcare HU/H/PSUR/0013/001
indium [111In] oxyquinoline 19800501 200904 Ge Healthcare
indobufen 19840505 200805 Pfizer IT/H/PSUR/0004/001
indoramin 19880121 200801 GSK IE/H/PSUR/0007/001
interferon alfa-2a 19860202 200912 Roche                                                  NL/H/PSUR/0044/001
interferon gamma-1b 19920928 201001 Boeringer Ingelheim

iobitridol 19940824 201004 Guerbet IE/H/PSUR/0032/001
iodixanol 19930501 200904 Ge Healthcare HU/H/PSUR/0009/001
iohexol 19820604 200905 Ge Healthcare NO/H/PSUR/0004/001
iomeprol 19921211 201004 Bracco NO/H/PSUR/0013/001
iopamidol (intravascular, intrathecal) 19810518 200812 Bracco IE/H/PSUR/0016/001
iopamidol (oral) 19890821 200808 Bracco
iopromide 19850228 200906 Schering AG NO/H/PSUR/0006/001
iotrolan 19870630 200811 Schering AG
ioxaglic acid 19790800 201002 Guerbet IT/H/PSUR/0020/001
irinotecan 19950505 200805 Pfizer FR = RMS FR/H/PSUR/0009/001
isoflurane 19811007 200908 Abbott IE/H/PSUR/0024/001
isosorbide mononitrate 19800501 200812 Sanofi Aventis IT/H/PSUR/0007/001
isotretinoin 19820507 200808 Roche UK/H/PSUR/0012/001
isradipine 19890103 201001 Novartis CZ/H/PSUR/0019/001
itraconazole 200903 J&J UK/H/PSUR/0033/001
ivermectin 20041119 201004 MSD FR = RMS FR/H/PSUR/0037/001
ketanserin 19861101 200909 J&J NL/H/PSUR/0039/001
ketobemidone 19930507 200805 Pfizer NO/H/PSUR/0002/001
ketoconazole 200905 J&J CZ/H/PSUR/0010/001
ketoprofen 19850910 200907 Sanofi Aventis / 

Bayer
SE/H/PSUR/0028/001

ketorolac 19890720 200907 Roche DK/H/PSUR/0038/001
ketotifen 19771015 200810 Novartis IT/H/PSUR/0006/001
ketotifen (eye drops) 20000630 200906 Novartis SE=RMS SE/H/PSUR/0025/001
klebsiella pneumonia glycoproteins 19770704 200907 Sanofi Aventis Biostim/Biostim pro deti
labetalol 19770304 201002 GSK NO/H/PSUR/0011/001
lacidipine 19901107 200810 GSK EE/H/PSUR/0002/001
lactitol 19050607 200909 Novartis AT/H/PSUR/0019/001
lamotrigine 19901105 200911 GSK NL/H/PSUR/0042/001
lanreotide 19940516 200805 Ipsen UK=RMS UK/H/PSUR/0010/001
latanoprost 19960605 200902 Pfizer BE/H/PSUR/0006/001
latanoprost + timolol Xalcom 19960605 200806 Pfizer SE=RMS SE/H/PSUR/0010/001
lercanidipine 19960322 200808 Recordati UK = RMS UK/H/PSUR/0011/001
letrozole 19960724 200810 Novartis FR = RMS FR/H/PSUR/0015/001
levobunolol 19890608 200806 Allergan CZ/H/PSUR/0006/001
levobupivicaine 19990101 200912 Abbott SE=RMS SE/H/PSUR/0036/001
levocabastine 200911 J&J DK/H/PSUR/0025/001
levocetirizine 20010103 200901 UCB DE = RMS DE/H/PSUR/0018/001
levodropropizine 19970508 200905 Pfizer
levofloxacin 19931001 200910 Sanofi Aventis UK = RMS UK/H/PSUR/0051/001
levonorgestrel (implant) 19930517 201005 Sanofi Aventis Norplant FI/H/PSUR/0022/001
levonorgestrel (implant) 19970616 200812 Schering AG Jadelle, FI = RMS FI/H/PSUR/0012/001
levonorgestrel (IUD) 19900509 200909 Schering AG Mirena DE/H/PSUR/0026/001
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levosimendan 20000922 200709 Abbott SE=RMS SE/H/PSUR/0004/001
lidocaine + prilocaine Emla 19850401 200903 AstraZeneca IE/H/PSUR/0019/001
linezolid 20000418 200904 Pfizer UK = RMS; yearly PSURs UK/H/PSUR/0037/001
linsidomine 19871229 200912 Sanofi Aventis
liothyronine 19971216 200912 Sanofi Aventis
lisinopril 19870924 200709 MSD DK/H/PSUR/0003/001
lisinopril + hydrochlorothiazide Novazyd 19890216 200802 MSD DK/H/PSUR/0005/001
lisuride 19820125 200811 Schering AG AT/H/PSUR/0012/001
lomefloxacin (ophtalmic preparations) 19941005 200710 Novartis CZ/H/PSUR/0001/001
lomustine 19760126 201006 BMS SK/H/PSUR/0007/001
loperamide oxide 200905 J&J PL/H/PSUR/0012/001
loprazolam 19810710 200907 Sanofi Aventis PL/H/PSUR/0013/001
loracarbef 19911231 200912 Eli Lilly
loratadine 19911001 200902 Schering Plough BE/H/PSUR/0007/001
loratadine + pseudoephedrine Clarinase 19911001 200902 Schering Plough BE/H/PSUR/0008/001
lormetazepam 19801207 200812 Schering AG PL/H/PSUR/0006/001
losartan 19940902 200709 MSD FI/H/PSUR/0001/001
losartan + hydrochlorothiazide Hyzaar/Cozaar 

Plus/Fortzaar
19950215 201002 MSD FI/H/PSUR/0021/001

lovastatin 19870721 200707 MSD ES/H/PSUR/0002/001
lumiracoxib 20030913 200603 Novartis UK = RMS; 6-monthly PSURs UK/H/PSUR/

lysine acetylsalicylate 19890925 200909 Sanofi Aventis HU/H/PSUR/0015/001
malathion 19920304 200903 Sanofi Aventis FR/H/PSUR/0040/001
mangafodipir 19970601 200905 GE Healthcare
mefloquine 19850517 200904 Roche DE/H/PSUR/0022/001
mefruside + nifedipine Sali-Adalat 19840710 200907 Bayer
melarsoprol 19970502 200905 Sanofi Aventis
meloxicam 19950508 201007 Boehringer 

Ingelheim
FR=RMS FR/H/PSUR/0001/001

mepivacaine 19910404 
19560401

200804 
201003

Sanofi Aventis 
AstraZeneca

DK/H/PSUR/0032/001

meropenem 19940831 200908 AstraZeneca AT/H/PSUR/0018/001
mesalazine Salofalk 19840220 201002 Dr. Falk Pharma UK = RMS UK/H/PSUR/0052/001
mestranol + norethisterone 
(norethindrone)

Ortho-Novum 1/50 200908 J&J FR/H/PSUR/0025/001

metformin 19770331 
19590319

200904 Sanofi Aventis 
Merck Serono

FR = RMS FR/H/PSUR/0020/001

methionine 20010718 201003 UCB
methotrexate 19830627 

19620101
200806 Pfizer Sanofi Aventis

methylaminolevulinate (topical) 20010615 200906 Galderma Int. SE=RMS SE/H/PSUR/0026/001
methylprednisolone aceponate 19901117 200811 Schering AG AT/H/PSUR/0013/001
metronidazole (topical) 19881122 200811 Galderma Int. PL/H/PSUR/0005/001
mezlocillin 19840801 200908 Bayer
microcrystalline hydroxyapatite 19840319 200803 Sanofi Aventis Ossopan HU/H/PSUR/0007/001
midazolam 19820910 200909 Roche FR = RMS FR/H/PSUR/0026/001
miglitol 19960801 200908 Bayer CZ/H/PSUR/0013/001
milnacipran 19661206 200904 Pierre Fabre FR = RMS FR/H/PSUR/0021/001
milrinone 19871016 200910 Sanofi Aventis AT/H/PSUR/0020/001
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minoxidil 19791018 200710 Pfizer IE/H/PSUR/0003/001
minoxidil (topical) 19870401 200903 Galderma Int. IE/H/PSUR/0033/001
mirtazapine 19940901 201009 Organon NL =  RMS NL/H/PSUR/0006/001
misoprostol 19840628 200806 Pfizer DK/H/PSUR/0014/001
mivacurium 19920122 201001 GSK IE/H/PSUR/0031/001
mizolastine 19951121 200905 Sanofi Aventis UK = RMS UK/H/PSUR/0040/001
moclobemide 19891026 200904 Roche NL/H/PSUR/0031/001
modafinil 19940901 200908 Cephalon UK/H/PSUR/0018/001
moexipril 19941231 200907 Schwarz Pharma
moexipril + hydrochlorothiazide Perdirx plus 19970531 200906 Schwarz Pharma UK = RMS. UK/H/PSUR/0043/001
molsidomin 19770906 200909 Sanofi Aventis
mometasone 19970122 200905 Schering Plough UK = RMS for inhalation 

products
UK/H/PSUR/0041/001

mometasone + salicylic acid Elosalic 19970122 200905 Schering Plough SE=RMS SE/H/PSUR/0023/001
montelukast 19970825 200907 MSD FI = RMS FI/H/PSUR/0015/001
moxifloxacin 19990531 200905 Bayer DE = RMS; yearly PSURs DE/H/PSUR/0023/001
moxonidine 19910123 200901 Solvay
mupirocin 19850326 200903 GSK UK = RMS UK/H/PSUR/0034/001
mycophenolate 20021106 200910 Novartis IE/H/PSUR/0026/001
nabumetone 19840315 200903 GSK ES/H/PSUR/0014/001
nadifloxacin 20000706 200805 Ferrer Group DE = RMS DE/H/PSUR/0009/001
nadolol 19760722 200907 BMS
nadroparin 19850304 200903 GSK ES/H/PSUR/0015/001
nafarelin 19900215 201002 Pfizer NO/H/PSUR/0012/001
nalbuphine 19790515 201005 BMS
naloxone 19750414 201004 BMS PL/H/PSUR/0016/001
naltrexone 19841120 200911 BMS IE/H/PSUR/0028/001
naratriptan 19970310 200902 GSK SE = RMS SE/H/PSUR/0019/001
nebivolol 19951018 200903 Menarini NL=RMS NL/H/PSUR/0029/001
nedocromil 19860424 200910 Sanofi Aventis CZ/H/PSUR/0016/001
nesitiride 200908 J&J
niaprazine 19870316 200903 Sanofi Aventis IT/H/PSUR/0013/001
nicardipine 19810531 201005 Astellas IT/H/PSUR/0021/001
nicorandil 19900209 201002 Merck AT/H/PSUR/0023/001
nifedipine 19930831 200908 Bayer CZ/H/PSUR/0014/001
nifuroxazide 19920818 200908 Sanofi Aventis CZ/H/PSUR/0015/001
nilutamide 19860702 200907 Sanofi Aventis
nilvadipine 19890101 200912 Astellas IE/H/PSUR/0035/001
nimesulide 19970811 200612 Helsinn 6-monthly PSURs IT/H/PSUR/0023/001
nimodipine 19871101 200911 Bayer NO/H/PSUR/0008/001
nisoldipine 19950701 200907 Bayer
nitrendipine 19850331 200903 Bayer PL/H/PSUR/0009/001
nitroglycerin (transdermal) 19811019 200810 Novartis IE/H/PSUR/0014/001
nizatidine 19850803 200908 Eli Lilly IE/H/PSUR/0025/001
nonoxynol-9 (in contraceptive creams) 200905 J&J
norfloxacin 19821104 200711 MSD NL/H/PSUR/0009/001
octreotide 19950623 200806 Novartis IE/H/PSUR/0010/001
ofloxacin 19850416 200904 Sanofi Aventis SE/H/PSUR/0039/001
ofloxacin (ophtalmic preparations) 19890502 200904 Allergan
olsalazine 19860601 200905 UCB FI/H/PSUR/0014/001
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omeprazole 19870415 200904 AstraZeneca IT/H/PSUR/0014/001
omoconazole 19870923 200709 Sanofi Aventis HU/H/PSUR/0004/001
ondansetron 19900223 200902 GSK SI/H/PSUR/0001/001
ornidazole 19790619 200806 Roche LV/H/PSUR/0001/001
oxaceprol 19771015 200910 Sanofi Aventis
oxaliplatin 19960412 200904 Sanofi Aventis FR = RMS FR/H/PSUR/0022/001
oxatomide 200901 J&J PT/H/PSUR/0005/001
oxcarbazepine 19990810 200708 Novartis DK = RMS DK/H/PSUR/0002/001
oxitropium 19820504 200710 Boehringer 

Ingelheim
PL/H/PSUR/0001/001

oxybate 20051013 200904 UCB CAP
oxybutynin 19840717 200907 Sanofi Aventis
paclitaxel 19921229 200912 BMS NL = RMS NL/H/PSUR/0045/001
pamidronate 19890502 201005 Novartis CZ/H/PSUR/0020/001
pantoprazole 19940823 200908 Altana EE/H/PSUR/0006/001
pantoprazole + amoxicilline + 
clarithromycine

ZacPac 19940823 200908 Altana

paricalcitol 19980417 200808 Abbott ES = RMS, 6-monthly PSURs ES/H/PSUR/0016/001

paroxetine 19901211 200812 GSK NL = RMS; yearly PSURs  NL/H/PSUR/0023/001
pefloxacin 19840807 200808 Sanofi Aventis NL/H/PSUR/0015/001
penbutolol 19781108 200711 Sanofi Aventis DE/H/PSUR/0006/001
pentamidine isethionate 19880615 200906 Sanofi Aventis DK/H/PSUR/0018/001
pergolide 19881230 200812 Eli Lilly CZ/H/PSUR/0008/001
phloroglucinol 19920218 200909 Cephalon FR/H/PSUR/0027/001
phloroglucinol, trimethylphloroglucinol Spasfon 19920218 200909 Cephalon FR/H/PSUR/0028/001
piketoprofen 19830808 201011 Almirall ES/H/PSUR/0003/001
pilocarpine 19940401 200907 Novartis Salagen, UK = RMS UK/H/PSUR/0045/001
pilocarpine + timolol Fotil/Fotil SDU 19890213 201002 MSD DK = RMS DK/H/PSUR/0031/001
pimecrolimus 20011214 200803 Novartis DK = RMS; 6-monthly PSURs DK/H/PSUR/0009/001

piperacillin 19800507 200911 Wyeth IE/H/PSUR/0029/001
pirenzepine 19790213 201003 Boehringer 

Ingelheim
AT/H/PSUR/0001/001

piretanide 19801017 200904 Sanofi Aventis AT/H/PSUR/0015/001
piroxicam 19790403 200804 Pfizer UK/H/PSUR/0009/001
polycarbophil 19920213 200802 Sanofi Aventis PL/H/PSUR/0002/001
polyvinyl alcohol + polyethylene glycol Hypotears Plus 19780101 200801 Novartis DE/H/PSUR/0007/001
povidone 19950824 200811 Novartis Hypotears FI/H/PSUR/0011/001
pravastatin 19890331 200803 BMS FR = RMS FR/H/PSUR/0007/001
pravastatin + acetylsalicylic acid Selktine Plus ASA 19890331 200609 BMS FR = RMS; 6-monthly PSURs 

till 200809
FR/H/PSUR/0011/001

praziquantel 19800430 200904 Baxter FR/H/PSUR/0041/001
prednicarbate 19851002 200904 Sanofi Aventis PL/H/PSUR/0011/001
procyanidolic oligomers 19770511 200905 Sanofi Aventis Endotelon/Endoven/ 

Lumenor/Lymphotelon
promegestone 19810731 200901 Sanofi Aventis
propafenone 19781210 200904 Abbott UK=RMS UK/H/PSUR/0038/001
propofol 19951108 200911 AstraZeneca NO/H/PSUR/0009/001
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pyrazinamide 19820215 
19560125

201002 Sanofi Aventis 
Bracco

PT/H/PSUR/0012/001

quetiapine 19970731 200807 AstraZeneca NL = RMS; yearly PSURs  NL/H/PSUR/0021/001
quinagolide 19930629 200906 Ferring SE = RMS SE/H/PSUR/0027/001
quinapril 19890414 200804 Pfizer DK/H/PSUR/0013/001
quinapril + hydrochlorothiazide Accuretic 19890414 200804 Pfizer FI/H/PSUR/0008/001
quinapril + hydrochlorothiazide Korec/Korectic 19890414 200804 Sanofi Aventis FI/H/PSUR/0009/001
rabbit anti-humanthymocyte 19840416 200912 Genzyme
raltitrexed 19950811 200808 AstraZeneca CZ/H/PSUR/0007/001
ramipril + felodipine Tazko 19890110 200901 Sanofi Aventis
ramipril + furosemide Lasitace / Ramipril-

Furosemid Aventis
19960416 200804 Sanofi Aventis AT/H/PSUR/0008/001

ramipril + hydrochlorothiazide Cotriatec 19921027 200901 Sanofi Aventis IT/H/PSUR/0010/001
ramipril + piretanide Trialix/Prilace/Aretensin/ 

Arelix
19930812 200808 Sanofi Aventis DE/H/PSUR/0013/001

ranitidine 19810615 200905 GSK IT/H/PSUR/0016/001
ranitidine bismuth citrate 19950714 200906 GSK UK/H/PSUR/0003/001
reboxetine 19970410 201004 Pfizer UK = RMS UK/H/PSUR/0053/001
remifentanil 19960517 200805 GSK DE = RMS DE/H/PSUR/0010/001
reviparin 19920115 200907 Abbott SE=RMS SE/H/PSUR/0029/001
ribafutin 19921019 200910 Pfizer
ribavirin 20020409 200908 Roche NL = RMS NL/H/PSUR/0036/001
rimexolone (eye drops) 20041227 200710 UCB Alcon DE UK = RMS UK/H/PSUR/0021/001
risedronate 19980331 200803 Procter & Gamble SE = RMS; yearly PSURs SE/H/PSUR/0008/001
risperidone 200905 J&J BE/H/PSUR/0010/001
rizatriptan 19980211 201006 MSD NL = RMS NL/H/PSUR/0002/001
rocuronium 19940317 200802 Organon CZ/H/PSUR/0005/001
ropinirole 19960708 200807 GSK FR = RMS; 6-monthly PSURs 

till 200907
FR/H/PSUR/0010/001

ropivacaine 19950915 200909 AstraZeneca NL = RMS NL/H/PSUR/0040/001
rosoxacin 19801216 200712 Sanofi Aventis FR/H/PSUR/0005/001
rosuvastatin 20021106 200511 AstraZeneca NL = RMS; yearly PSURs  NL/H/PSUR/0019/001
roxithromycin 19860804 200812 Sanofi Aventis IT/H/PSUR/0008/001
rupatadine 20051212 200806 J. Uriach y Cia ES = RMS; yearly PSURs ES/H/PSUR/0009/001
salmeterol 19901025 200810 GSK 6-monthly PSURs UK/H/PSUR/0025/001
selegiline 19800314 200903 Sanofi Aventis
sertaconazole 19920310 200907 Ferrer Group AT/H/PSUR/0017/001
sertindole 20020711 200807 Lundbeck UK = RMS; 6-monthly PSURs UK/H/PSUR/0004/001

sertraline 19900301 200803 Pfizer SK/H/PSUR/0001/001
sevoflurane 19900123 200801 Abbott IE/H/PSUR/0006/001
sibutramine 19971112 200911 Abbott DE = RMS DE/H/PSUR/0028/001
simvastatin 19880406 200804 MSD IE=RMS; Simvastatin, 10 mg, 

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

IE/H/PSUR/0009/001

s-ketamine 19970801 200808 Pfizer FI = RMS FI/H/PSUR/0010/001
sodium iodide [123I] 19950131 201003 Ge Healthcare FR/H/PSUR/0035/001
solifenacin 20040608 200806 Astellas NL = RMS NL/H/PSUR/0012/001
somatorelin 19860100 200801 Ferring UK/H/PSUR/0008/001
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somatostatin 19891203 200906 Sanofi Aventis
somatropin 19870308 200803 Eli Lilly Humatrope; NL=RMS NL/H/PSUR/0010/001
somatropin 19910611 200803 Ferring Zomacton; FR=RMS FR/H/PSUR/0006/001
somatropin 19880725 200803 Merck Serono Saizen; IT=RMS IT/H/PSUR/0003/001
somatropin 19990301 200803 Novonordisk Norditropin; DK=RMS DK/H/PSUR/0010/001
somatropin 19870127 200803 Pfizer Genotropin; DK=RMS DK/H/PSUR/0011/001
somatropin 19880329 200803 Sanofi Aventis Maxomat; national MA inFR FR/H/PSUR/0008/001
spirapril 19930511 200905 Novartis AT/H/PSUR/0016/001
stannous fluoride + medronate 19820201 201001 Ge Healthcare
streptozocin 19820507 200905 Pfizer
strontium [89Sr] chloride 19860601 200905 Ge Healthcare IE/H/PSUR/0034/001
sufentanil 200911 J&J PT/H/PSUR/0010/001
sulbactam 19871116 200711 Pfizer AT/H/PSUR/0004/001
sulconazole 19870930 200909 Sanofi Aventis
sulproston 19801217 201004 Schering AG FR/H/PSUR/0038/001
sultamicillin 19831101 200711 Pfizer EE/H/PSUR/0001/001
sultopride 19861001 200810 Sanofi Aventis FR/H/PSUR/0014/001
sumatriptan 19910411 200809 GSK NL = RMS NL/H/PSUR/0016/001
tacrolimus 19930402 200809 Astellas Prograft series, 6-montly 

PSURs
IE/H/PSUR/0012/001

tamsulosin 19930702 200807 Astellas NL = RMS NL/H/PSUR/0014/001
tauroselcholic acid [75Se] 19850121 201001 Ge Healthcare HU/H/PSUR/0021/001
technetium(99mTc) albumin nanocolloid 19931129 200911 Ge Healthcare HU/H/PSUR/0018/001
technetium(99mTc) bicisate 19831008 200710 BMS DK = RMS DK/H/PSUR/0012/001
technetium(99mTc) macrosalb 19900302 201002 Ge Healthcare
technetium(99mTc) mebrofenin 19931129 200911 Ge Healthcare
technetium(99mTc) pentetate 19900621 200906 Ge Healthcare HU/H/PSUR/0012/001
technetium(99mTc) sestamibi 19871209 200912 BMS
teicoplanin 19861101 200811 Sanofi Aventis GR/H/PSUR/0001/001
teniposide 19760405 201004 BMS AT/H/PSUR/0025/001
tenoxicam 19860220 200902 Roche IT/H/PSUR/0011/001
terazosin 19841130 201003 Abbott
terbinafine 19901003 200909 Novartis SK/H/PSUR/0005/001
terconazole 200912 J&J
terlipressin 19800500 200904 Ferring DK/H/PSUR/0034/001
tetrabenazine 19951023 200810 Cambridge 

Laboratories Ltd/ 
Lifehealth Ltd.

IE/H/PSUR/0013/001

tetrofosmin 19930531 200905 Ge Healthcare UK = RMS UK/H/PSUR/0042/001
thallous [201Tl] chloride 19800831 200908 Ge Healthcare HU/H/PSUR/0014/001
thiamazole 19780630 200707 Merck AG HU/H/PSUR/0002/001
thiamphenicol 19830321 

19651214
201003 
200905

Sanofi Aventis 
Zambon

IT/H/PSUR/0015/001

thyrotropine releasing hormone (synthetic) 19790501 201002 UCB

tiapride 19880727 200907 Sanofi Aventis FR/H/PSUR/0023/001
tibolone 19871201 200712 Organon SE/H/PSUR/0006/001
tice BCG 19900824 200908 Organon Oncotice IT/H/PSUR/0018/001
ticlopidine 19780508 201005 Sanofi Aventis IT/H/PSUR/0022/001
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620
621

tiludronic acid 19950220 200902 Sanofi Aventis HU/H/PSUR/0008/001
timolol (eye preparations) 19820716 200807 Novartis DE/H/PSUR/0012/001
tioconazole 19810413 200804 Pfizer PT/H/PSUR/0003/001
tiopronine 19770901 200908 Sanofi Aventis
tiotropium 20011009 200810 Boehringer 

Ingelheim
NL = RMS NL/H/PSUR/0017/001

tirofiban 20030514 200711 MSD DE = RMS; next DLP=201005 DE/H/PSUR/0001/001

tixocortal 19761118 200711 Pfizer FR/H/PSUR/0004/001
tizanidine 19831215 200912 Novartis FI/H/PSUR/0020/001
tobramycin (for inhalation) 19991210 200812 Novartis UK=RMS UK/H/PSUR/0029/001
tolmetin 200901 J&J PL/H/PSUR/0008/001
tolterodine 19970905 200709 Pfizer SE = RMS SE/H/PSUR/0003/001
topiramate 200901 J&J SE = RMS SE/H/PSUR/0018/001
torasemide 19870414 200911 Roche PL/H/PSUR/0015/001
trandolapril 19920219 200902 Abbott NL= RMS NL/H/PSUR/0027/001
trandolapril + verapamil Tarka 19950316 201003 Abbott NL=RMS NL/H/PSUR/0047/001
trapidil 20051109 200809 UCB DE = RMS DE/H/PSUR/0015/001
trazodone 19770606 

19711015
200806 BMS Acraf LT/H/PSUR/0003/001

triazolam 19970308 200907 Pfizer FI/H/PSUR/0016/001
tricoflos 20010718 200906 UCB
triptorelin 19860305 200903 Ipsen NL = RMS (triptorelin acetate, 

Ferring)                   DE = 
RMS (triptorelin pamoate, 
Ipsen) 

tropisetron 19920226 200902 Novartis FR/H/PSUR/0018/001
tulobuterol 19851114 200711 UCB DE/H/PSUR/0005/001
unoprostone 19941012 200909 Novartis FR = RMS FR/H/PSUR/0029/001
urapidil 19800731 200907 Altana
urofollitrophin 20040324 200903 Ferring BE/H/PSUR/0009/001
ursodeoxycholic acid 19791127 200811 Dr. Falk Pharma MT/H/PSUR/0001/001
valaciclovir 19941220 200912 GSK CZ/H/PSUR/0018/001
valganciclovir 20010329 200901 Roche NL = RMS NL/H/PSUR/0024/001
valsartan 19960513 200905 Novartis SE = RMS SE/H/PSUR/0024/001
valsartan + hydrochlorothiazide Co-Diovan 19970925 200809 Novartis SE/H/PSUR/0013/001
vecuronium bromide 19901101 200711 Organon CZ/H/PSUR/0002/001
venlafaxine 19930923 200905 Wyeth ES/H/PSUR/0017/001
vindesine 19790411 200904 Eli Lilly NL/H/PSUR/0032/001
vinorelbine 19890411 200904 Pierre Fabre CZ/H/PSUR/0009/001
zafirlukast 19961231 200912 AstraZeneca IE = RMS IE/H/PSUR/0030/001
zanamivir 19990209 200801 GSK SE = RMS; yearly PSURs SE/H/PSUR/0017/001
zidovudine 19870303 200903 GSK UK = RMS UK/H/PSUR/0035/001
ziprasidone 19980205 200907 Pfizer SE=RMS SE/H/PSUR/0030/001
zofenopril 19980730 200801 Menarini UK = RMS; next DLP 201011 UK/H/PSUR/0007/001

zofenopril + hydrochlorothiazide Zozide/Zofenico 20040303 200902 Menarini UK = RMS UK/H/PSUR/0030/001
zolmitriptan 19970307 200903 AstraZeneca SE = RMS for nasal spray SE/H/PSUR/0022/001
zotepine 19811207 200712 Astellas AT/H/PSUR/0006/001
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