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1 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Abiraterone Reddy 500 mg filmomhulde 
tabletten 

ABIRATERON 
DCP Withdrawn 

Edicot-Opto 3,35 mg/ml oogdruppels, oplossing HYDROCORTISON 
DCP Withdrawn 

Nortriptyline RIA 50 mg tabletten NORTRIPTYLINE 
National Withdrawn 

Tacrolimus Sandoz 0,5; 0,75, 1, 2 en 5 mg, 
harde capsules 

TACROLIMUS 
DCP Withdrawn 

Tetanus Gamma 250 IE, oplossing voor injectie IMMUNOGLOBULINE, 
HUMAAN, TETANUS National Refused 
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2 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Bactroban Huidzalf 2% hydrofiele zalf 20 mg/g MUPIROCINE 
National Withdrawn 

Carravin 0,50 mg/ml, neusspray oplossing XYLOMETAZOLINE 
DCP Withdrawn 

Doxorubicine gepegyleerd liposomaal SUN 2 
mg/ml concentraat voor oplossing voor infusie 

DOXORUBICINE 
DCP Withdrawn 

Fluticasonpropionaat ACE 400 µg, 
neusdruppels, suspensie 

FLUTICASON 
National Refused 

Kruidvat Chloorhexidinedigluconaat 5 mg/ml in 
alcohol 70%, oplossing voor cutaan gebruik 

CHLOORHEXIDINE 
National Withdrawn 

Oestro Gynaedron, 0.5 mg/ml, vaginale crème ESTRIOL 
DCP Withdrawn 

Solu-Medrol, poeder voor oplossing voor 
infusie 1000 mg 

PREDNISOLON 
National Withdrawn 

Trekpleister Povidonjodium 100 mg/ml, 
oplossing voor cutaan gebruik 

POVIDON JODIUM 
National Withdrawn 
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3 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Cyklokapron, capsules 500 mg TRANEXAMINEZUUR 
National  Withdrawn 
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4 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Daktarin nagellak 20 mg/ml, oplossing voor 
cutaan gebruik 

MICONAZOL 
National Withdrawn 

LIDOCATA 700 mg Pleister LIDOCAÏNE 
DCP Refused 

Ovalute 100 mg en 200 mg, zachte capsule PROGESTERON 
DCP Withdrawn 

Pantoprazol Amarox 20 mg maagsapresistente 
tabletten 

PANTOPRAZOL 
DCP Withdrawn 

Rixative 8% Jam SENNAE FOLIUM 
DCP Withdrawn 

Vyenomin Bee 120 en 550 microgram, poeder 
en oplosmiddel voor oplossing voor 
injectie/huidpriktest 

BEE VENOM, STANDARD 
DCP Withdrawn 

Vyenomin Wesp 120 en 550 microgram, 
poeder en oplosmiddel voor oplossing voor 
injectie en huidpriktest 

WASP VENOM 
DCP Withdrawn 
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5 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Argipressin 20 IE/ml oplossing voor 
injectie/infusie 

ARGIPRESSINE 
DCP Withdrawn 

Famotidine Eureco-Pharma 20/40 mg, 
filmomhulde tabletten 

FAMOTIDINE 
Nationaal Withdrawn 

Mycostatin 100.000 E/ml suspensie voor oraal 
gebruik 

NYSTATINE 
DCP Withdrawn 
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6 
October 2023  

Withdrawn and refused applications for marketing authorisation in May 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Andriol Testocaps, capsules 40 mg TESTOSTERON 
National Withdrawn 

Betahistine diHCl Pharmdos 8/16/24 mg, 
tabletten 

BETAHISTINE 
National Withdrawn 

Canesten foot crème, crème 10 mg/g CLOTRIMAZOL 
National Withdrawn 

Ivermectine Eureco-Pharma 3 mg, tabletten IVERMECTINE 
National Withdrawn 

Naproxen Pharmdos 250/375/500 mg, 
maagsapresistente tablet 

NAPROXEN 
National Withdrawn 

Nortriptyline Pharmdos 10 mg en 25 mg, 
filmomhulde tablet 
 

NORTRIPTYLINE 
National Withdrawn 

Solifenacine succinaat Pharmdos 5 mg en 10 
mg, filmomhulde tablet 

SOLIFENACINE 
National Withdrawn 

  



 

C    B   G
M    E   B

     
 

7 
October 2023  

Withdrawn and refused applications for marketing authorisation in April 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Cardioplexol oplossing voor cardioplegie KALIUMCHLORIDE, 
MAGNESIUMSULFAAT, 

PROCAINAMIDE, XYLITOL  
DCP Withdrawn 

Nitroglycerine Eureco-Pharma, spray voor 
sublinguaal gebruik, 0,4 mg/dosis 

NITROGLYCERINE 
National Withdrawn 

Nurofen Long Lasting 300 mg tabletten met 
verlengde afgifte 

IBUPROFEN 
DCP Withdrawn 
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8 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Carbamazepine 100 mg en 200 mg Focus 
Care, tabletten 

CARBAMAZEPINE 
National Withdrawn 

Carvedilol Baltijos Bite 6,25 mg, 12,5 mg en 25 
mg tabletten 

CARVEDILOL 
DCP Withdrawn 

Solifenacin/Tamsulosin Aristo 6 mg/0,4mg, 
tabletten met gereguleerde afgifte 

SOLIFENACINE, 
TAMSULOSINE DCP Withdrawn 

Tetanus Gamma 250 IE oplossing voor injectie IMMUNOGLOBULINE, 
HUMAAN, TETANUS National Withdrawn 
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9 
October 2023  

Withdrawn and refused applications for marketing authorisation in Februay 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Clobetasolpropionaat Eureco-Pharma zalf 0,5 
mg/g 

CLOBETASOL 
National  Withdrawn 

Klean-Prep 69 g, poeder voor drank KALIUMCHLORIDE, MACROGOL, 
NATRIUMCHLORIDE, 
NATRIUMSULFAAT, 

NATRIUMWATERSTOFCARBONAAT 

National Withdrawn 

Lidocaine ACE 30 mg/g vaselinecrème LIDOCAÏNE 
National Refused 

Saridon, ibuprofen 400 mg IBUPROFEN 
DCP Withdrawn 

Voltaren Emulgel Extra Sterk 2,32% gel DICLOFENAC 
National Withdrawn 
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10 
October 2023  

Withdrawn and refused applications for marketing authorisation in January 2023:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Clozapine Grindeks 25 mg en 100 mg tabletten CLOZAPINE 
DCP Withdrawn 

Fexofenadine HCl 120 mg en 180 mg Focus 
Care, filmomhulde tabletten 

FEXOFENADINE 
National Withdrawn 

Prucalopride Fagron 1 mg en 2 mg, 
filmomhulde tablet 

PRUCALOPRIDE 
DCP Withdrawn 

Sugammadex Hikma 100 mg/ml oplossing voor 
injectie 

SUGAMMADEX 
DCP Withdrawn 
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11 
October 2023  

Withdrawn and refused applications for marketing authorisation in December 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Carbamazepine Retard 200 mg Focus Care, 
tabletten met gereguleerde afgifte 

CARBAMAZEPINE 
National Refused 

Ibuprofen/Pseudoefedrines Skillpharma 400 
mg/60 mg granulaat voor drank 

IBUPROFEN, 
PSEUDOEFEDRINE National  Withdrawn 

Quadrixam 10 mg/2,5 mg/10 mg/5 mg, 5 
mg/1.25 mg/5 mg/5 mg 

AMLODIPINE, BISOPROLOL, 
INDAPAMIDE, PERINDOPRIL  DCP Withdrawn 
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12 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acelam 2,5 mg/dosis, neusspray, oplossing MIDAZOLAM 
National   Withdrawn 

Asacol maagsapresistente tablet 400 mg en 
800 mg 

MESALAZINE 
National   Withdrawn 

Azacitidine Seacross 25 mg/ml poeder voor 
suspensie voor injectie 

AZACITIDINE 
MRP Withdrawn 

Eribulin Sandoz 0,44 mg/ml, oplossing voor 
injectie 

ERIBULINE 
DCP Withdrawn 

Semefro 50 mg/850 mg en 50 mg/1000 mg 
filmomhulde tabletten 

METFORMINE, SITAGLIPTINE 
DCP Withdrawn 

Triptoreline 3,75 mg, Medcor poeder en 
oplosmiddel voor suspensie voor injectie 

TRIPTORELINE 
National   Withdrawn 
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13 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Glycopyrroniumbromide Tiofarma 0,2 mg/ml, 
drank 

GLYCOPYRRONIUM 
National Withdrawn 

Lyflex 1 mg/ml, drank BACLOFEN 
DCP Withdrawn 
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14 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Beclometason 50 microgram/dosis en 100 
microgram/dosis, Vincion, aërosol, oplossing 

BECLOMETASON 
National Withdrawn 

Egotux 12.5 mg, 25 mg, 37.5 mg en 50 mg, 
harde capsules 

SUNITINIB 
DCP Refused 

Imigran 6 s.c. oplossing voor injectie voor 
subcutaan gebruik, oplossing voor injectie 

SUMATRIPTAN 
National Withdrawn 

Levocarnitine Eureco-Pharma 100 mg/ml, 
drank 

LEVOCARNITINE 
National Withdrawn 

Terbinafine Sandoz 78,22mg/ml, nagellak TERBINAFINE 
DCP Withdrawn 
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15 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

EpiPen 300 microgram/dosis, oplossing voor 
injectie in een voorgevulde pen 1 mg/ml 

ADRENALINE 
National Withdrawn 

Forlax Junior 4 g, poeder voor drank in sachet 
4 g 

MACROGOL 
National Withdrawn 
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16 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acelam 2,5 mg/dosis, neusspray, oplossing MIDAZOLAM 
National Withdrawn 

Asacol 400/800 tablet, maagsapresistente 
tablet 400 mg en 800 mg 

MESALAZINE 
National Withdrawn 

Azacitidine Seacross 25 mg/ml poeder voor 
suspensie voor injectie 

AZACITIDINE 
MRP Withdrawn 

Semefro 50 mg/1000 mg en 50 mg/850 mg 
filmomhulde tabletten 

METFORMINE, SITAGLIPTINE 
DCP Withdrawn 

Triptoreline 3,75 mg, Medcor poeder en 
oplosmiddel voor suspensie voor injectie 

TRIPTORELINE 
National Withdrawn 
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17 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amylmetacresol/dichloorbenzylalcohol Orly 
Pharma 0,6/1,2 mg, zuigtabletten suikervrij 

AMYLMETACRESOL, 
DICHLOORBENZYLALCOHOL National Withdrawn 

Ibuprofen Eureco-Pharma 400 mg, filmomhulde 
tabletten 

IBUPROFEN 
National Withdrawn 

Triamcinolon ACE 1 mg/g vaselinecreme TRIAMCINOLON 
National Withdrawn 

Varenicline Umedica 0.5 mg en 1 mg, 
filmomhulde tabletten 

VARENICLINE 
DCP Withdrawn 
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18 
October 2023  

Withdrawn and refused applications for marketing authorisation in May 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Varenicline Macleods 0,5 mg filmomhulde 
tabletten,Varenicline Macleods 1 mg 
filmomhulde tabletten 

VARENICLINE 
DCP Withdrawn 

Varenicline Mylan 0,5 mg filmomhulde 
tabletten, Varenicline Mylan 1 mg filmomhulde 
tabletten 

VARENICLINE 
DCP Withdrawn 

Varenicline Sandoz 0,5 mg + 1 mg, 
filmomhulde tabletten 

VARENICLINE 
DCP Withdrawn 
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19 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in April 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Pemetrexed Reddy 100 mg, 500 mg, 1000 mg 
poeder voor concentraat voor oplossing voor 
intraveneuze infusie 

PEMETREXED 
DCP Withdrawn 

Prednisolon GALEN 10 mg/ml oogdruppels, 
suspensie 

PREDNISOLON 
DCP Withdrawn 
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20 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Colchicine RIA 0,5 mg en 1 mg tabletten COLCHICINE 
National Withdrawn 

Lucrin PDS Depot 1 maand 3,75 mg, poeder 
en oplosmiddel voor suspensie voor injectie 

LEUPRORELINE 
National Withdrawn 

Melatonine ACE 1 mg, 3 mg en 5 mg tabletten MELATONINE 
National Refused 
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21 
October 2023  

Withdrawn and refused applications for marketing authorisation in February 2022:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Varenicline Aurobindo 0,5 mg + 1 mg, 
filmomhulde tabletten 

VARENICLINE 
DCP Withdrawn 
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22 
October 2023  

Withdrawn and refused applications for marketing authorisation in January 2022:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Cahadis 16 mg/10 mg/12.5 mg; 16 mg/5 
mg/12.5 mg; 32 mg/10 mg/25 mg; 32 mg/5 
mg/25 mg  tabletten 

AMLODIPINE CANDESARTAN, 
HYDROCHLOORTHIAZIDE DCP Withdrawn 

Caramlo HCT 16 mg/10 mg/12.5 mg; 16 mg/5 
mg/12.5 mg; 32 mg/10 mg/25 mg; 32 mg/5 
mg/25 mg  tabletten 

AMLODIPINE CANDESARTAN, 
HYDROCHLOORTHIAZIDE DCP Withdrawn 

Imodex 2 mg, orodispergeerbare tablet LOPERAMIDE 
DCP Withdrawn 

Loperamide HCl Hexal 2 mg, 
orodispergeerbare tabletten 

LOPERAMIDE 
DCP Withdrawn 

Zamidine HEXAMIDINE 
DCP Withdrawn 
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23 
October 2023  

Withdrawn and refused applications for marketing authorisation in December 2021:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Atozet 10 mg/20 mg en 10 mg/40 mg, 
filmomhulde tabletten 

ATORVASTATINE, EZETIMIB 
National Withdrawn 

Leuproreline-acetaat Eureco-Pharma, 
oplossing voor injectie 5 mg/ml 

LEUPRORELINE 
National Withdrawn 

Loperamide HCl 1A Pharma 2 mg, 
orodispergeerbare tabletten 

LOPERAMIDE 
DCP Withdrawn 

Megapar Codeine 500 mg/8 mg, 500 mg/30 
mg, 500 mg/15 mg bruistablet 

CODEINE, PARACETAMOL 
DCP Refused 

Megapar Plus 500 mg/8 mg/30 mg bruistablet CODEINE, PARACETAMOL, 
COFFEINE DCP Refused 

Monofree Fenil 5% oogdruppels, oplossing in 
single-dose 

FENYLEFRINE 
DCP Withdrawn 

Olmetec 10 mg, filmomhulde tabletten OLMESARTAN 
National Withdrawn 

Protaminehydrochloride Eureco-Pharma 1000 
IE/ml, oplossing voor injectie 

PROTAMINE 
National Withdrawn 

Viagra Connect 50 mg, filmomhulde tablet SILDENAFIL 
MRP Withdrawn 
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24 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2021:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amice 100 mg en 400 mg, filmomhulde tablet AMISULPRIDE 
National Refused 

Cardimyn 100 mg, zachte capsules UBIDECARENONE 
DCP Withdrawn 

Paracetamol Linn 500 mg liquid caps, zachte 
capsules 

PARACETAMOL 
National Withdrawn 
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25 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2021:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Glycopyrroniumbromide Tiofarma 0,2 mg/ml, 
drank 

GLYCOPYRRONIUM 
National Withdrawn 

Lyflex 1 mg/ml, drank BACLOFEN 
DCP Withdrawn 
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26 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2021:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Beclometason 50 microgram/dosis en 100 
microgram/dosis Vincion,aërosol, oplossing 

BECLOMETASON 
National Withdrawn 

Egotux 12,5 mg; 25 mg; 37,5 mg; 50 mg harde 
capsules 

SUNITINIB 
DCP Refused 

Imigran 6 s.c. oplossing voor injectie voor 
subcutaan gebruik, oplossing voor injectie 

SUMATRIPTAN 
National Withdrawn  

Levocarnitine Eureco-Pharma 100 mg/ml, 
drank 

LEVOCARNITINE 
National Withdrawn  

Terbinafine Sandoz 78,22mg/ml, nagellak TERBINAFINE 
DCP Withdrawn  
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27 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2021:  
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

EpiPen 300 microgram/dosis, oplossing voor 
injectie in een voorgevulde pen 1 mg/ml 

ADRENALINE 
National Withdrawn 

Forlax Junior 4 g, poeder voor drank in sachet 
4 g 

MACROGOL 
National Withdrawn 
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28 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in July 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Pancreatine BModesto 25.000 eenheden, 
harde maagsapresistente capsules 

PANCREATINE 
National Withdrawn 

Progit 50 mg, filmomhulde tabletten ITOPRIDE 
DCP Withdrawn 

SUNITIGEN 12.5 mg, 25 mg en 50 mg harde 
capsules 

SUNITINIB 
DCP Withdrawn 

Salofalk 500 maagsapresistente tabletten 500 
mg 

MESALAZINE 
National Withdrawn 

Zaponex 50 mg/ ml, drank CLOZAPINE 
DCP Withdrawn 
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29 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Abirateron Vipharm 250 mg, filmomhulde 
tabletten 

ABIRATERON 
DCP Withdrawn 

Doxylamine CE 12.5 mg filmomhulde tabletten DOXYLAMINE 
National Refused 

Pemetrexed 100 mg en 500 mg, poeder voor 
concentraat voor oplossing voor intraveneuze 
infusie 

PEMETREXED 
MRP Withdrawn 

Progesteron BModesto 100 mg capsules PROGESTERON 
National Withdrawn 
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30 
October 2023  

Withdrawn and refused applications for marketing authorisation in May 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Azacitidine Teva 25 mg/ml, poeder voor 
suspensie voor injectie 

AZACITIDINE 
DCP Withdrawn 

Promethazine Eureco-Pharma 25 mg/ml, 
oplossing voor injectie 

PROMETHAZINE 
National Withdrawn 
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31 
October 2023  

Withdrawn and refused applications for marketing authorisation in April 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Dabigatran Krka 75 mg, 110 mg en 150 mg 
harde capsules 

DABIGATRAN DCP 
 

Withdrawn 

oPhos 250 mg, harde capsule met 
gereguleerde afgifte 

NICOTINAMIDE 
DCP Withdrawn 
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32 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Diclofenac Teva 1,16%, gel DICLOFENAC 
DCP Withdrawn 

Diclofenac Teva Extra Sterk 2,32%, gel DICLOFENAC 
DCP Withdrawn 

Disulfiram Medcor 250mg, tabletten DISULFIRAM 
National Refused 

Pantoprazole Xiromed 20 mg en 40 mg 
maagsapresistente tablet 

PANTOPRAZOL 
DCP Withdrawn 
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33 
October 2023  

Withdrawn and refused applications for marketing authorisation in February 2021: 
 
 
There were no refused or withdrawn marketing authorisations.    
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34 
October 2023  

Withdrawn and refused applications for marketing authorisation in January 2021: 
 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

KabiVit 14.400 IU/ml, druppels voor oraal 
gebruik, oplossing 

CHOLECALCIFEROL 
MRP Withdrawn 

Nitrofurantoïne Eureco-Pharma, capsules met 
gereguleerde afgifte 100 mg 

NITROFURANTOINE 
National Withdrawn 
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35 
October 2023  

Withdrawn and refused applications for marketing authorisation in December 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Calmurid OTC UREUM 
National Withdrawn 

Cosopt Multidose conserveermiddelvrij 20 
mg/ml + 5 mg/ml oogdruppels, oplossing 

DORZOLAMIDE, TIMOLOL 
National Withdrawn  

Fraxiparine 2.850 IE/ 0,3 ml oplossing voor 
injectie 

NADROPARINE 
National Withdrawn  

Innohep 18.000 IE anti-Xa/0,9 ml, oplossing 
voor injectie 

TINZAPARINE 
National Withdrawn  
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36 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2020: 
 
There were no refused or withdrawn marketing authorisations.    
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37 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2020: 
 
There were no refused or withdrawn marketing authorisations.    
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38 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2020: 
 
There were no refused or withdrawn marketing authorisations.    
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39 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Budesonide SUN 1000 microgram/2 ml, 250 
microgram/2 ml en 500 microgram/2 ml  
vernevelsuspensie 

BUDESONIDE 
DCP Refused 

Ullipral 30 mg filmomhulde tabletten ULIPRISTAL 
DCP Withdrawn 
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40 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Dexamethason Eureco-Pharma 4 mg/ml, 
oplossing voor injectie 

DEXAMETHASON 
National  Withdrawn 

Etonogestrel/Ethinylestradiol Richter 0,120 
mg/0,015 mg per 24 uur, hulpmiddel voor 
vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Gandiva 0,120 mg/0,015 mg per 24 uur, 
hulpmiddel voor vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Keraloz Fluid 2,5 mg/g, ooggel in single-dose 
container 

CARBOMEER 974P 
National Withdrawn 

Ringulette 0,120 mg/0,015 mg per 24 uur, 
hulpmiddel voor vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Sumatriptan Tillomed 6 mg/0,5 ml, oplossing 
voor injectie 

SUMATRIPTAN 
DCP Withdrawn 

Suxamethonium Accord 50 mg/ml oplossing 
voor injectie/infusie in voorgevulde spuit 

SUXAMETHONIUM 
DCP Refused 
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41 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Atazanavir Laurus 150 mg, 200 mg en 300 mg 
Capsule, hard 

ATAZANAVIR 
DCP Withdrawn 

ChloraPrep swabstick 2% w/v / 70% v/v 
oplossing voor cutaan gebruik 

CHLOORHEXIDINE 
DCP Withdrawn 

Fingolimod Devatis 0,5 mg harde capsules FINGOLIMOD 
DCP Withdrawn 

Teriflunomide Mylan 14 mg filmomhulde 
tabletten 

TERIFLUNOMIDE 
DCP Withdrawn 
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42 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in May 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Heparine Eureco-Pharma 5.000 I.E./ml, 
oplossing voor injectie 

HEPARINE 
National Refused 

Paracetamol 500 mg Filmomhulde tabletten PARACETAMOL 
DCP Withdrawn 
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43 
October 2023  

Withdrawn and refused applications for marketing authorisation in April 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/reffused 

Acecort, 3 mg, tablet HYDROCORTISON 
National Withdrawn 

Depakine Chrono 500 mg, tabletten met 
gereguleerde afgifte 

VALPROAAT 
National Refused 

Paracetamol/Ibuprofen Suspension Vale IBUPROFEN, PARACETAMOL 
DCP Withdrawn 

Ticagrelor Tiefenbacher 60 mg en 90 mg, 
filmomhulde tabletten 

TICAGRELOR 
DCP Withdrawn 
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44 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2020:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Depo-Provera 150, suspensie voor injectie 150 
mg/ml 

MEDROXYPROGESTERON 
National Refused 
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45 
October 2023  

Withdrawn and refused applications for marketing authorisation in February 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amfotericine B liposomaal SUN 50 mg poeder 
voor oplossing voor infusie 

AMFOTERICINE B 
DCP Withdrawn 

Atorvastatine Ezetimibe Midas 10 mg/ 10 mg, 
20 mg/ 10 mg, 40 mg/ 10 mg en 80 mg/ 10 mg 
tablet 

ATORVASTATINE, EZETIMIB 
DCP Withdrawn 
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46 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in January 2020: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Naproxen Natrium JJ 220 mg zachte capsules NAPROXEN 
DCP Withdrawn 

Omeprazol Teva 10 mg, 20 mg en 40 mg  
harde maagsapresistente capsules 

OMEPRAZOL 
DCP Withdrawn 

Teicoplanin 200 mg/3 ml  en 400 mg/3 ml 
poeder en oplosmiddel voor oplossing voor 
injectie/infusie of drank 

TEICOPLANINE 
DCP Withdrawn 
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47 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in December 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amelonax 25 mg filmomhulde tabletten AGOMELATINE 
National Refused 

Atazanavir Lupin 200 mg en 300 mg harde 
capsules 

ATAZANAVIR 
DCP Refused 

Bosentan Gen-Orph 62,5 mg en125 mg, 
filmomhulde tablet 

BOSENTAN 
DCP Refused 

Gabapentine Strides 800 mg, filmomhulde 
tabletten 

GABAPENTINE 
DCP Withdrawn 

Natesto 4.5% w/w neusgel TESTOSTERON 
DCP Refused 

Niconex 1 mg/spray, spray voor oromucosaal 
gebruik, oplossing 

NICOTINE 
DCP Refused 

Savineo 150 mg/10 mg, 150 mg/5 mg, 300 
mg/10 mg en 300 mg/5 mg filmomhulde 
tabletten  

AMLODIPINE, IRBESARTAN 
DCP Refused 

Zofil 30 mg filmomhulde tabletten ZOFENOPRIL 
National Refused 
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48 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Asacol 800 tablet, maagsapresistente tabletten 
800 mg 

MESALAZINE 
National Refused 

Claritromycine Tillomed 500 mg poeder voor 
oplossing voor infusie 

CLARITROMYCINE 
DCP Refused 

Gabapentine Strides 600 mg, filmomhulde 
tabletten 

GABAPENTINE 
DCP Refused 

Gaviscon Duo Bosvruchten Kauwtabletten 250 
mg/106,5 mg/187,5 mg 

CALCIUM, NATRIUM, 
NATRIUMWATERSTOFCARBONAAT  DCP Refused 

Gaviscon Duo Bosvruchten Suspensie, 
suspensie voor oraal gebruik 

CALCIUM, NATRIUM, 
NATRIUMWATERSTOFCARBONAAT DCP Refused 

Gaviscon Duo met bosvruchtenmix suspensie, 
suspensie voor oraal gebruik 

CALCIUM, NATRIUM, 
NATRIUMWATERSTOFCARBONAAT DCP Refused 

Gaviscon Duo met bosvruchtenmix, 
kauwtabletten 

CALCIUM, NATRIUM, 
NATRIUMWATERSTOFCARBONAAT DCP Refused 

Imigran 10 Neusspray, neusspray 10 mg/dosis SUMATRIPTAN 
Nationaal Refused 

Lidamil 2mg/ 0.6mg/ 1.2mg honing & citroen 
zuigtabletten 

AMYLMETACRESOL, 
DICHLOORBENZYLALCOHOL, 

LIDOCAINE 
DCP Refused 

Lidamil 2mg/ 0.6mg/ 1.2mg mint zuigtabletten AMYLMETACRESOL, 
DICHLOORBENZYLALCOHOL, 

LIDOCAINE 
DCP Refused 

Lidamil 2mg/ 0.6mg/ 1.2mg sinaasappel  
zuigtabletten 

AMYLMETACRESOL, 
DICHLOORBENZYLALCOHOL, 

LIDOCAINE 
DCP Refused 
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49 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Camcolit 400 mg, tabletten LITHIUM 
National  Refused 

Cholecalciferol mibe 50,000 IU harde capsules CHOLECALCIFEROL 
DCP Withdrawn   

Darifenacine Aristo 7,5 mg tabletten met 
verlengde afgifte 

DARIFENACINE  
DCP Withdrawn   

Darunavir MSN 400/600/800 mg filmomhulde 
tabletten 

DARUNAVIR 
DCP Refused 

Darunavir Vivanta 400/600/800 mg 
filmomhulde tabletten 

DARUNAVIR 
DCP Refused 

Retocon 6 mg/ml, concentraat voor oplossing 
voor intraveneuze infusie 

BUSULFAN 
DCP Withdrawn   
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50 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Asacol 400 en 800 maagsapresistente 
tabletten 400 mg en 800 mg 

MESALAZINE 
National Withdrawn 

Ezetimibe Amarox 10 mg tabletten EZETIMIB 
DCP Withdrawn 

Ulifibelle 5 mg, tabletten ULIPRISTAL 
DCP  Withdrawn 

Ulipristal Mylan 5 mg tabletten ULIPRISTAL 
DCP Withdrawn 
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51 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Ketoconazol Crème Vale 20 mg/g, crème KETOCONAZOL 
National Withdrawn 
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52 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Anathromb 2 mg, Tablet met verlengde afgifte ANAGRELIDE 
DCP Withdrawn 

Ezetimibe/Rosuvastatine Sandoz 10 mg/5 mg 
10 mg/10 mg, 10 mg/20 mg tabletten 

EZETIMIB, ROSUVASTATINE  
MRP Withdrawn 

Trazolan 100 mg, filmomhulde tabletten TRAZODON 
National Withdrawn 

Ulipristalacetaat Teva 5 mg, tabletten ULIPRISTAL 
DCP Withdrawn 
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53 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Augmentin 100 mg /12,5 mg/ml, poeder voor 
orale suspensie 

AMOXICILLINE 
National Withdrawn 

Calcium Cholecalciferol D 1000/ 880 orange, 
bruisgranulaat 

CALCIUMCARBONAAT, 
CHOLECALCIFEROL DCP Withdrawn 
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54 
October 2023  

Withdrawn and refused applications for marketing authorisation in May  2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Fentanyl Teva 0,1/0,2/0,3/0,4/0,6/0,8 mg 
tabletten voor sublingual gebruik 

FENTANYL 
DCP Withdrawn 

Livsane Paracetamol 500 mg ovaal tabletten PARACETAMOL 
National  Withdrawn 
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55 
October 2023  

Withdrawn and refused applications for marketing authorisation in April 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Fingolimod Pharmathen, 0.5 mg, hard capsules FINGOLIMOD 
DCP Withdrawn 

Foster 200/12 microgram/dosis, aërosol, 
oplossing 

BECLOMETASON, 
FORMOTEROL DCP Withdrawn 
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56 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Agomelatine Adamed 25 mg filmomhulde 
tabletten 

AGOMELATINE 
DCP Withdrawn 

Efexor XR 75, capsules met verlengde afgifte, 
hard, 75 mg 

VENLAFAXINE 
National Withdrawn 

Fentanyl citrate SUN 
200/400/600800/1200/1600 µg, zuigtabletten 
met integrale applicator voor oromucosaal 
gebruik 

FENTANYL 
DCP Withdrawn 

Ibuprofen (arginin)/Tramadol HCl Farmalider 
400 mg /37.5 mg granules voor orale oplossing 

IBUPROFEN, TRAMADOL 
DCP Withdrawn 

Ibuprofen B.Braun 200 mg oplossing voor 
infusie 

IBUPROFEN 
DCP Withdrawn 

Methotrexaat Amneal 10 mg /0.2 ml, 15 mg 
/0.3 ml, 20 mg /0.4 ml en 25 mg /0.5 ml 
oplossing voor injectie in voorgevulde 
injectiespuit 

METHOTREXAAT 
DCP Refused 

Treximil 10/15/20/25 mg, oplossing voor 
injectie in voorgevulde spuit 

METHOTREXAAT 
DCP Refused 
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57 
October 2023  

Withdrawn and refused applications for marketing authorisation in February 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Brinzolamide/Timolol Mylan 10+5 mg/ml, 
oogdruppels, suspensie 

BRINZOLAMIDE, TIMOLOL 
DCP Withdrawn 

Dienogest Adamed 2 mg filmomhulde tabletten DIENOGEST 
DCP Withdrawn 

NuvaRing 0,120 mg/0,015 mg per 24 uur, 
hulpmiddel voor vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL National Withdrawn 

Olmesartan medoxomil/HCTZ Interdos 40 
mg/12,5 mg, filmomhulde tabletten 

HYDROCHLOORTHIAZIDE, 
OLMESARTAN National Withdrawn 

Povidone UD Infarmed 1,5%, oogdruppels, 
oplossing in verpakking voor éénmalig gebruik 

POVIDON 
National Refused 

Rennie Duo Liquid suspensie voor oraal 
gebruik 

CALCIUMCARBONAAT 
MAGNESIUMCARBONAAT, 

NATRIUMALGINAAT 
DCP Withdrawn 
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58 
October 2023  

Withdrawn and refused applications for marketing authorisation in January 2019: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Asacol 800 tablet, maagsapresistente tabletten 
800 mg 

MESALAZINE 
National Withdrawn 

Brinzolamide/Timolol CF 10 mg/ml + 5 mg/ml, 
oogdruppels, suspensie 

BRINZOLAMIDE, TIMOLOL 
DCP Refused 

Metamizol Eureco-Pharma 500 mg/ml, 
oplossing voor injectie 

METAMIZOL 
National Withdrawn 

Terlipressine Altan 0.1 mg/ml oplossing voor 
injectie 

TERLIPRESSINE 
DCP Withdrawn 

Vinblastinesulfaat EP 1 mg/ml, oplossing voor 
injectie 

VINBLASTINE 
National Withdrawn 
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59 
October 2023  

Withdrawn and refused applications for marketing authorisation in December 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Biphentin 10 mg, 15 mg, 20 mg, 30 mg, 40 mg, 
50 mg en 60 mg capsule met verlengde afgifte, 
hard 

METHYLPHENIDATE 
DCP Withdrawn 

Heparin Panpharma 5,000 I.U./ml oplossing 
voor injectie 

HEPARINE 
DCP Withdrawn 

Lidocaine Amneal 50mg/ml, injectievloeistof LIDOCAINE 
DCP Withdrawn 

Pentasa Compact 4 g, granulaat met verlengde 
afgifte 

MESALAZINE 
National Withdrawn 

Symdieno 2 mg filmomhulde tabletten DIENOGEST 
DCP Withdrawn 

Xylometazoline HCl/Dexpanthenol HTP 0,5+50 
mg/ml en 1,0+50 mg/ml neusspray, oplossing 

DEXPANTHENOL, 
XYLOMETAZOLINE DCP Withdrawn 
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60 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Alvesco 160 AeroChamber Plus met mondstuk, 
aërosol, oplossing 160 microgram per dosis 

CICLESONIDE 
National Withdrawn 

Atazanavir STADA 100 mg, 150 mg, 200 mg 
en 300 mg capsules 

ATAZANAVIR 
DCP Withdrawn 

Calciumfolinaat Teva poeder en oplosmiddel 
voor oplossing voor injectie 

CALCIUMFOLINAAT 
National Withdrawn 

Carnitene, 100 mg/ml drank LEVOCARNITINE 
National Withdrawn 

Cyclobenzaprine Adare 15 mg en 30 mg 
capsule met  verlengde afgifte, hard 

CYCLOBENZAPRINE 
DCP Withdrawn 

DORIZAN 75 mg,150mg, 300 mg, 400 mg, 600 
mg en 800 mg filmomhulde tabletten 

DARUNAVIR 
DCP Withdrawn 

Deferasirox Welding 125 mg, 250 mg en 500 
mg dispergeerbare tabletten 

DEFERASIROX 
DCP Withdrawn 

Deferel 125 mg, 250 mg en 500 mg 
dispergeerbare tabletten 

DEFERASIROX 
DCP Withdrawn 

Formoterol mibe 6 e 12 microgram 
inhalatiepoeder 

FORMOTEROL 
DCP Refused 

Garacol 130 mg GENTAMICINE 
National Withdrawn 

Leflunomide Thornton & Ross 10 mg en 20 mg, 
filmomhulde tabletten 

LEFLUNOMIDE 
DCP Withdrawn 

Nadroparinecalcium ERC 0,3, oplossing voor 
injectie 2,850 IE anti Xa/0,3 ml en 0,4, 
oplossing voor injectie 3.800 IE anti Xa/0,4 ml 

NADROPARINE 
National Withdrawn 

Nortriptyline 10 mg, 25 mg en 50 mg 
filmomhulde tabletten 

NORTRIPTYLINE 
DCP Refused 

Paclitaxel Hetero 6mg/ml, concentraat voor 
oplossing voor infusie 

PACLITAXEL 
DCP Withdrawn 

Salflutin 50 microgram/100 microgram/dosis en 
50 microgram/250 inhalatiepoeder, 
voorverdeeld 

FLUTICASON, SALMETEROL 
DCP Withdrawn 
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61 
October 2023  

Symago 25 mg filmomhulde tabletten AGOMELATINE 
CITROENZUUR DCP Intrekking 
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62 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Boderm Acmed 15 mg, capsule ZINC 
DCP Withdrawn 

Camcolit, 400 mg, tabletten LITHIUM 
National Refused 

D-CURA 25.000 IE, drank ampullen CHOLECALCIFEROL 
National Refused 

Mirena IUD 20 microgram/24uur LEVONORGESTREL 
National Refused 
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63 
October 2023  

Withdrawn and refused applications for marketing authorisation in September 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Bortezomib Sandoz 1 mg, poeder voor 
oplossing voor injectie 

BORTEZOMIB 
DCP Withdrawn 

Diprimis 50.000 IE zachte capsules CHOLECALCIFEROL 
DCP Withdrawn 

Emtricitabine/Tenofovirdisoproxil STADA 
200/245 mg, filmomhulde tabletten 

EMTRICITABINE, TENOFOVIR 
DCP Withdrawn 

Macrosoft Liquid 0.5 g/ml, Drank MACROGOL 4000 
DCP Withdrawn 

Sempavox 25 mg, 75 mg en 75 mg tabletten SILDENAFIL 
DCP Withdrawn 

Sildenafil Sandoz, tabletten 25 mg, 50 mg en 
75 mg 

SILDENAFIL 
DCP Withdrawn 
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64 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Dexamethasone-hameln 4 mg/ml, oplossing 
voor injectie 

DEXAMETHASON 
MRP Withdrawn 

Doxorubicine Liposomes SUN 2 mg/ml 
concentraat voor oplossing voor infusie 

DOXORUBICINE 
DCP Refused 

Gefitinib Aurobindo 250 mg, filmomhulde 
tabletten 

GEFITINIB 
DCP Withdrawn 

Meldonium Pharmexon 500 mg, harde 
capsules 

MELDONIUM 
DCP Withdrawn 

Palexia 1 mg/ml, oplossing voor injectie TAPENTADOL 
DCP Withdrawn 

Slow-K 600 mg, tabletten met gereguleerde 
afgifte 

POTASSIUMCHLORIDE 
National Refused 

omatuline AutoSolution 120 mg, oplossing voor 
injectie in een voorgevulde spuit 

LANREOTIDE 
National Withdrawn 

Venoruton 500 mg tabletten RUTOSIDEN 
National Withdrawn 
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65 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Atorvastatine T&R 30 mg & 60 mg filmomhulde 
tabletten 

ATORVASTATINE 
DCP Withdrawn 

Etonogestrel/Ethinylestradiol Mithra 0,120 
mg/0,015 mg per 24 uur, hulpmiddel voor 
vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Myloop 0,120 mg/0,015 mg per 24 uur, 
hulpmiddel voor vaginaal gebruik 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Norgalax 0,12 g/10 g, gel voor rectaal gebruik DOCUSAAT 
National Withdrawn 

Olmesartan medoxomil/Amlodipine Apotex 40 
mg/5 mg en 40 mg/ 10 mg filmomhulde 
tabletten 

AMLODIPINE, OLMESARTAN 
DCP Withdrawn 

Chloorhexidine HCl/lidocaine HCl apotex 5 
mg/1 mg, zuigtabletten 

CHLOORHEXIDINE, 
LIDOCAINE National Refused 
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66 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Efavirenz/Emtricitabine/Tenofovir Elpen 600 
mg/200 mg/245 mg, filmomhulde tabletten 

EFAVIRENZ, EMTRICITABINE, 
TENOFOVIR DCP Withdrawn 

Fexapotide Campilungo 2,5 mg poeder voor 
oplossing voor injectie 

FEXAPOTIDE 
DCP Withdrawn 

Levosert LEVONORGESTREL 
DCP Withdrawn 

Ryligency 20 mg/ml oplossing voor injectie in 
een voorgevulde spuit 

LIDOCAINE 
DCP Withdrawn 

Vizilatan Duo 0,05 mg/ml + 5 mg/ml 
oogdruppels, oplossing 

LATANOPROST, TIMOLOL 
DCP Withdrawn 

Xiidra 50 mg/ml, oogdruppels, oplossing LIFITEGRAST 
DCP Withdrawn 

Zomacton 5 mg/ml en 10 mg/ml , oplossing 
voor injectie 

SOMATROPINE 
DCP Withdrawn 
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67 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in May 2018:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acetylsalicylzuur Cardio Aurobindo 80 mg 
dispergeerbare tabletten 

ACETYLSALICYLZUUR 
DCP Withdrawn 

Acetylsalicylzuur Neuro Aurobindo 30 mg 
dispergeerbare tabletten 

ACETYLSALICYLZUUR 
DCP Withdrawn 

Colecalciferol 50.000 IE ALLGEN orale 
oplossing 

CHOLECALCIFEROL 
National Withdrawn 

Erlotinib DOC 25 mg, 100 mg en 150 mg 
filmomhulde tabletten 

ERLOTINIB 
National Withdrawn 

Heparine Natrium B. Braun 5 000 IU/ml, 
oplossing voor injectie/infusie 

HEPARINE 
MRP Withdrawn 

Mercaptopurine B-Medical 10 mg tabletten MERCAPTOPURINE 
National Refused 

Xiidra 50 mg/ml, oogdruppels, oplossing LIFITEGRAST 
DCP Withdrawn 
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68 
October 2023  

Withdrawn and refused applications for marketing authorisation in April 2018:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Alcover 750 mg, 1250 mg,  en 1750 mg NATRIUM-
HYDROXYBUTYRAAT DCP Refused 

Alcover 2250 mg granulaat NATRIUM-
HYDROXYBUTYRAAT DCP Withdrawn 

Anagrelide tabletten 0,5 mg, 0,75 mg en 1 mg ANAGRELIDE 
National Withdrawn 

Ijzersucrose Welding Pharma France 20mg/ml 
Oplossing voor injectie of Concentraat voor 
oplossing voor infusie 

FERRIHYDROXIDE SUCROSE 
COMPLEX DCP Withdrawn 

Skudexa 75 mg/25 mg bruistabletten DEXKETOPROFEN-
TROMETAMOL, TRAMADOL DCP Withdrawn 
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69 
October 2023  

Withdrawn and refused applications for marketing authorisation in March 2018:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Augmentin 100 mg/12,5 mg/ml, poeder voor 
orale suspensie 

AMOXICILLINE,, 
KALIUMCLAVULANAAT National Withdrawn 

Ceftibuten Eureco-Pharma 36 mg/ml, poeder 
voor suspensie 

CEFTIBUTEN 
National Refused 

D-Will 50,000 IU harde capsules CHOLECALCIFEROL 
DCP Withdrawn 

Eymoflox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

FENOGAL 160 mg, harde capsules FENOFIBRAAT 
National Refused 

Floximax 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

Fusidinezuur Dermapharm 20 mg/g zalf en 
crème 

FUSIDINEZUUR 
DCP Withdrawn 

Moxidrop 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

Solumox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

TRUE TEST 36 DIVERSEN 
DCP Withdrawn 

Xamoxol 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 
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70 
October 2023  

Withdrawn and refused applications for marketing authorisation in February 2018:  
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Metoclopramidehydrochloride ERC 10 mg/2 ml, 
oplossing voor injectie 

METOCLOPRAMIDE 
National  Withdrawn 

Rosuvastatine T&R 5 mg, 10 mg en 20 mg, 
filmomhulde tabletten 

ROSUVASTATINE 
DCP Withdrawn 

Solifenacin HWI 5 mg en 10 mg, filmomhulde 
tabletten 

SOLIFENACINE 
DCP Withdrawn 

Typhim Vi, oplossing voor injectie 0,025 mg/0,5 
ml 

SALMONELLA TYPHUSSTAM 
National Withdrawn 
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71 
October 2023  

Withdrawn and refused applications for marketing authorisation in January  2018: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Albendazol Fisher, tabletten 400 mg ALBENDAZOL 
National Withdrawn 

Cinacalcet CF 30 mg, 60 mg en 90 mg 
filmomhulde tabletten 

CINACALCET 
DCP Refused 
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72 
October 2023  

Withdrawn and refused applications for marketing authorisation in December  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Clopidogrel/Acetylsalicylzuur Apotex 75 mg/75 
mg en 75 mg/100 mg, filmomhulde tabletten 

ACETYLSALICYLZUUR, 
CLOPIDOGREL DCP Refused 

DA kinderparacetamol 120 mg, kauwtabletten PARACETAMOL 
National Withdrawn 

Depakine Chrono 500 mg, tabletten met 
gereguleerde afgifte 

VALPROAAT, 
VALPROÏNEZUUR National Withdrawn 

Etoricoxib Cipla 30 mg, 60 mg, 90 mg en 120 
mg filmomhulde tabletten 

ETORICOXIB 
DCP Withdrawn 

Ibuprofen Apotex 200 mg en 400 mg, omhulde 
tabletten 

IBUPROFEN 
National Withdrawn 

Mercaptopurine 50 mg tabletten MERCAPTOPURINE 
DCP Withdrawn 

Thiamini hydrochloridum Eureco-Pharma 100 
mg/ml, oplossing voor injectie 

THIAMINE 
National Withdrawn 
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73 
October 2023  

Withdrawn and refused applications for marketing authorisation in November  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Bio-Melatonine 3 mg filmomhulde tabletten MELATONINE 
DCP Withdrawn 

Camcolit-400, tabletten 400 mg LITIUM 
National Withdrawn 

Flurekain Santen 3 mg/ml + 1.25 mg/ml 
oogdruppels, oplossing 

FLUORESCEÏNE, 
OXYBUPROCAÏNE DCP Withdrawn 

OXN 10 mg/5 mg, 15 mg/7,5 mg, 2,5 mg/1,25 
mg, 20 mg/10 mg, 30 mg/15 mg, 40 mg/20 mg 
en 5 mg/2,5 mg,  tabletten met verlengde 
afgifte 

NALOXON, OXYCODON 
DCP Withdrawn 

Xogel 15 Orange 150 mg/g, gel voor gingivaal 
gebruik 

LIDOCAÏNE 
DCP Withdrawn 



 

C    B   G
M    E   B

     
 

74 
October 2023  

Withdrawn and refused applications for marketing authorisation in October  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Aspirine 500, tabletten 500 mg ACETYLSALICYLZUUR 
National  Refused 

Aspirine-C, bruistabletten ACETYLSALICYLZUUR, 
ASCORBINEZUUR  National  Refused 

Betamethasone Exeltis 1 mg/g crème BETAMETHASON 
DCP Withdrawn 

Clexane 2.000 IE (20 mg)/0,2 ml oplossing 
voor injectie 

ENOXAPARINE 
National Withdrawn 

Dapratis 20 mg/10 mg/100 mg, 20 mg/5 
mg/100 mg, 40 mg/10 mg/100 mg, en 40 mg/5 
mg/100 mg harde capsules 

ACETYLSALICYLZUUR, 
ATORVASTATINE, 

PERINDOPRIL  
DCP Withdrawn 

Duloxetine 30 mg en 60 mg maagsapresistente 
capsules 

DULOXETINE 
DCP Withdrawn 

Proalta  20 mg/10 mg/100 mg, 20 mg/5 mg/100 
mg, 40 mg/10 mg/100 mg, en 40 mg/5 mg/100 
mg harde capsules 

ACETYLSALICYLZUUR, 
ATORVASTATINE, 

PERINDOPRIL 
DCP Withdrawn 

Progesteron Sandoz 100 mg en 200 mg, 
tabletten voor vaginaal gebruik 

PROGESTERON 
DCP Withdrawn 

Scholl Schimmelnagels 5%, nagellak AMOROLFINE 
DCP Withdrawn 
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75 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in September 2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Clofarabine SUN 1 mg/ml concentraat voor 
oplossing voor infusie 

CLOFARABINE 
DCP Withdrawn 

Distikstofoxyde medicinaal Praxair, medicinaal 
gas, vloeibaar gemaakt 100% v/v 

DISTIKSTOFOXIDE 
MRP Withdrawn 

Exenatide SUN 5 microgram en 10 microgram 
oplossing voor injectie in een patroon voor 
dosisdispenser 

EXENATIDE 
DCP Withdrawn 

Metamizol Will-Pharma 500 mg tabletten METAMIZOL 
National Refused 

Metamizol Will-Pharma 500 mg/g druppels voor 
oraal gebruik, oplossing 

METAMIZOL 
National Refused 

Ropivacaine Cipla 2 mg/ml, oplossing voor 
infusie in systeem voor toediening 

ROPIVACAÏNE 
DCP Withdrawn 

Testosteron Teva 1000 mg/4 ml, oplossing 
voor injectie 

TESTOSTERON 
DCP Withdrawn 
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76 
October 2023  

Withdrawn and refused applications for marketing authorisation in August 2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acetylsalicylzuur Apotex Cardio 80 mg disper, 
dispergeerbare tabletten 

ACETYLSALICYLZUUR 
National Withdrawn 

Acetylsalicylzuur Apotex neuro 30 mg disper, 
dispergeerbare tabletten 

ACETYLSALICYLZUUR 
National Withdrawn 

Amitriptyline PhP 50 mg filmomhulde tabletten AMITRIPTYLINE 
National Withdrawn 
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77 
October 2023  

Withdrawn and refused applications for marketing authorisation in July 2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Alutard SQ pollen, suspensie voor injectie 100 
000 SQ-E/ml 

POLLENEXTRACT MENGSEL 
National Withdrawn 

Aprepitant CF 80 mg en 125 mg harde 
capsules 

APREPITANT 
DCP Withdrawn 

Aprepitant Mylan 80 mg en 125 mg harde 
capsules 

APREPITANT 
DCP Withdrawn 

Aprepitant Tiefenbacher 80 mg en 125 mg 
harde capsules 

APREPITANT 
DCP Withdrawn 

Apresta 80 mg en 125 mg harde capsules APREPITANT 
DCP Withdrawn 

Lidoxagel 20 mg/g ooggel LIDOCAÏNE 
DCP Withdrawn 

Nicotinell Fruit Mint 1 mg en 2 mg zuigtabletten NICOTINE 
MRP Withdrawn 

Yosprala 100 mg / 40 mg tabletten met 
gereguleerde afgifte 

ACETYLSALICYLZUUR, 
OMEPRAZOL DCP Withdrawn 
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78 
October 2023  

Withdrawn and refused applications for marketing authorisation in June 2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acetylcysteïne Sandoz 600 mg, poeder voor 
oraal gebruik in sachet 

ACETYLCYSTEÏNE 
DCP Withdrawn 

Erlotinib PCH 25 mg, 150 mg en 100 mg 
filmomhulde tabletten 

ERLOTINIB 
DCP Withdrawn 

ISTERGAN 0,5 mg en 1 mg  filmomhulde 
tabletten 

ENTECAVIR 
DCP Withdrawn 

Levodopa Benserazide Mylan  50 mg/12,5 mg,  
200 mg/50 mg en 100 mg/25 mg capsules 

BENSERAZIDE, LEVODOPA 
DCP Withdrawn 

OxyGrindeks 5 IE/ml, oplossing voor injectie of 
infusie 

OXYTOCINE 
MRP Withdrawn 

Rosulip ASA 5 mg/100 mg, 10 mg/100 mg en 
20 mg/100 mg, harde capsules 

ACETYLSALICYLZUUR, 
ROSUVASTATINE DCP Withdrawn 

Voltaren K Rugpijn 12,5 mg, filmomhulde 
tabletten 

DICLOFENAC 
National Withdrawn 
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79 
October 2023  

Withdrawn and refused applications for marketing authorisation in May  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amitriptyline Hydrochloride 25mg/5ml en 
50mg/5ml  drank 

AMITRIPTYLINE 
DCP Withdrawn 

Berlan 2,5 mg tabletten MIDODRINE 
DCP Withdrawn 

Buprenorfine/Naloxon Teva 2,0 mg/0,5 mg en 
8,0 mg/2 mg  tabletten voor sublinguaal gebruik 

BUPRENORFINE, NALOXON 
DCP Withdrawn 

Caudalar 2,5 mg en 5 mg  tabletten MIDODRINE 
DCP Withdrawn 

Dozzex 30 mg en 60 mg maagsapresistente 
harde capsule 

DULOXETINE 
DCP Withdrawn 

Gailane 2,5 mg tabletten MIDODRINE 
DCP Withdrawn 

Midodrine hydrochloride Substipharm 2,5 mg 
en 5 mg tabletten 

MIDODRINE 
DCP Withdrawn 

Sinupan forte capsules 200 mg EUCALYPTOL 
DCP Withdrawn 

Sinupan junior capsules 100 mg EUCALYPTOL 
DCP Withdrawn 

Sinupex forte capsules 200 mg EUCALYPTOL 
DCP Withdrawn 

Sinupex junior capsules 100 mg EUCALYPTOL 
DCP Withdrawn 

Sinupro forte capsules 200 mg EUCALYPTOL 
DCP Withdrawn 

Sinupro junior capsules 100 mg EUCALYPTOL 
DCP Withdrawn 
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80 
October 2023  

Withdrawn and refused applications for marketing authorisation in April  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Advil® Rapid Release 256 mg, filmomhulde 
tabletten 200 mg 
 

IBUPROFEN 
DCP Withdrawn 

Advil® Rapid Release 512 mg, filmomhulde 
tabletten 400 mg 

IBUPROFEN 
DCP Withdrawn 

Ezetimibe/Simvastatin Helm 10 mg/20 mg, 10 
mg/40  en 10 mg/80 mg  tabletten 

EZETIMIB, SIMVASTATINE 
DCP Withdrawn 

Infracyanine 25 mg/10 ml, poeder en 
oplosmiddel voor oplossing voor injectie 

INDOCYANINE GROEN 
National Withdrawn 
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81 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in March  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Carglumic Acid 200 mg dispergeerbare tablet CARGLUMINEZUUR 
DCP Withdrawn 

Eymoflox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

Floximax 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

Lacosamid LANNACHER 
behandelingsstartpakket 

LACOSAMIDE 
DCP Withdrawn 

Lacosamid Lannacher 10 mg/ml, oplossing 
voor infusie 

LACOSAMIDE 
DCP Withdrawn 

Lacosamid Lannacher 10 mg/ml, siroop LACOSAMIDE 
DCP Withdrawn 

Lacosamid Lannacher 50/100/150/200 mg, 
filmomhulde tabletten 

LACOSAMIDE 
DCP Withdrawn 

Minimox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 

Moxigal 5 mg/ml, oogdruppels MOXIFLOXACINE 
DCP Withdrawn 

Olmesartan/Amlodipine STADA Arzneimittel 20 
mg/5 mg, 40 mg/10 mg en 40 mg/5 mg 
filmomhulde tabletten 

AMLODIPINE, OLMESARTAN 
DCP Withdrawn 

Salmeterol/Fluticasonpropionaat Elpen 50 
microgram/100 microgram/ dosis, 
inhalatiepoeder, voorverdeeld 

FLUTICASON, SALMETEROL 
DCP Withdrawn 

Solumox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 
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82 
October 2023  

Tenofovirdisoproxil Elpen 245 mg filmomhulde 
tabletten 

TENOFOVIR 
DCP Withdrawn 

Xamoxol 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE 
DCP Withdrawn 
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83 
October 2023  

Withdrawn and refused applications for marketing authorisation in February  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Melatomatine 1 mg, tabletten MELATONINE 
National Refused 

Sleepzz 1 mg en 3 mg, tabletten MELATONINE 
National Refused 

Zolpidemtartraat PharmConsul 5 mg en10 mg, 
filmomhulde tabletten 

ZOLPIDEM 
DCP Withdrawn 
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84 
October 2023  

Withdrawn and refused applications for marketing authorisation in January  2017: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Diclofenac Kalium 25 mg, zachte capsules DICLOFENAC 
DCP Withdrawn 

FLUIANGIN 8,75 mg zuigtabletten FLURBIPROFEN 
DCP Withdrawn 

Febuxostat Teva 80 mg en 120 mg, 
filmomhulde tabletten 

FEBUXOSTAT 
DCP Withdrawn 

Fraxodi 0,6, oplossing voor injectie 11.400 IE 
anti Xa/0,6 
Fraxodi 0,8, oplossing voor injectie 15.200 IE 
anti Xa/0,8 ml 
Fraxodi 1,0, oplossing voor injectie 19.000 IE 
anti Xa/1,0 ml 

NADROPARINE 
National Withdrawn 

Levothyroxin Actavis 
25/50/75/88/100/112/125/137/150/175/200 
microgram 

LEVOTHYROXINE 
DCP Withdrawn 
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85 
October 2023  

Withdrawn and refused applications for marketing authorisation in December  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Amlodipine Unichem 5 mg en 10 mg tabletten AMLODIPINE 
MRP Withdrawn 

Emla, hydrofiele crème 5% LIDOCAÏNE, PRILOCAÏNE 
National Withdrawn 

Rint chamomile neusspray oplossing OXYMETAZOLINE 
DCP Withdrawn 

Rint menthol neusspray oplossing OXYMETAZOLINE 
DCP Withdrawn 
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86 
October 2023  

Withdrawn and refused applications for marketing authorisation in November  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Etonogestrel/Ethinylestradiol Teva 
0,120mg/0,015 mg per 24 uur, vaginale ring 

ETHINYLESTRADIOL, 
ETONOGESTREL DCP Withdrawn 

Narotravi 200 mg/245 mg filmomhulde tabletten EMTRICITABINE, TENOFOVIR 
DCP Withdrawn 

Nifedipine Cipla 60 mg, tabletten met verlengde 
afgifte 

NIFEDIPINE 
DCP Withdrawn 

Paracetamol BMS 1g bruistabletten PARACETAMOL 
DCP Withdrawn 

Primolut N 5 mg, tabletten NORETHISTERON 
National Withdrawn 
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87 
October 2023  

Withdrawn and refused applications for marketing authorisation in October  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Buprokusa 150 mg en 300 mg Retardtabletten BUPROPION 
DCP Withdrawn 

Bupropion Hydrochloride Glenmark 150 mg en 
300 mg  tabletten met gereguleerde afgifte 

BUPROPION 
DCP Withdrawn 

Saquinavir Accord 500 mg filmomhulde 
tabletten 

SAQUINAVIR 
DCP Withdrawn 
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88 
October 2023  

Withdrawn and refused applications for marketing authorisation in September  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Capecitabine Koanaa 150 mg en 500 mg, 
filmomhulde tabletten 

CAPECITABINE 
DCP Withdrawn 

Duodopa, 40 mg/ml + 10 mg/ml, intestinale gel CARBIDOPA, LEVIDOPA 
DCP Withdrawn 

GAMMAGARD S/D 10,0 g, poeder en 
oplosmiddel voor oplossing voor infusie 

HUMAAN NORMAAL 
IMMUNOGLOBULINE National Withdrawn 

Levonorgestrel 0,15 mg/ Ethinylestradiol 0,03 
mg Exeltis filmomhulde tabletten 

ETHINYLESTRADIOL, 
LEVONORGESTREL MRP Withdrawn 

Nortilen 25 mg, filmomhulde tabletten NORTRIPTYLINE 
National Withdrawn 
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89 
October 2023  

Withdrawn and refused applications for marketing authorisation in July  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Nevirapine Sandoz retard 400 mg, tabletten 
met verlengde afgifte 

NEVIPARINE 
DCP withdrawn 
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90 
October 2023  

Withdrawn and refused applications for marketing authorisation in June  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acetylcysteine Sigillata 20 mg/ml en 60 mg/ml, 
drank in sachet 

ACETYLCYSTEÏNE 
DCP withdrawn 

Bisacodyl Actavis 5 mg, maagsapresistente 
tabletten 

BISACODYL 
NATIONAAL withdrawn 

Divisun 800 IE, tabletten CHOLECALCIFEROL 
NATIONAAL withdrawn 

Etoposide Hikma 20 mg/ml concentraat voor 
oplossing voor infusie 

ETOPOSIDE 
DCP withdrawn 

Ibuprofen Medical Valley 20 mg/ml, orale 
suspensie 

IBUPROFEN 
DCP withdrawn 

Paracetamol Medical Valley 120 mg/5 mL 
stroop 

PARACETAMOL 
DCP withdrawn 

Voxitrina 20 mg/ml en 60 mg/ml, drank ACETYLCYSTEÏNE 
DCP withdrawn 
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91 
October 2023  

Withdrawn and refused applications for marketing authorisation in May  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Argiodin 200mg/245mg filmomhulde tabletten TENOVOFIR 
DCP withdrawn 

Daptomycine Xellia 350 mg en 500 mg poeder 
voor oplossing voor injectie of infusie 

DAPTOMYCINE 
DCP withdrawn 

Elores 1,5 g/flacon, poeder voor oplossing voor 
injectie/infusie 

CEFTRIAXON SULBACTAM 
DCP refused 

Emtricitabine/Tenofovir PharOs 200mg/245 mg 
filmomhulde tabletten 

EMTRICITABINE, TENOFOVIR 
DCP withdrawn 

Latanoprost/Timolol Cipla 50 microgram/ml + 5 
mg/ml, oogdruppels, oplossing 

LATANOPROST, TIMOLOL 
DCP withdrawn 

SLINDA 4 mg filmomhulde tabletten DROSPIRENON 
DCP withdrawn 
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92 
October 2023  

Withdrawn and refused applications for marketing authorisation in April  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Bortezomib Actavis 2,5 mg/ml, oplossing voor 
injectie 

BORTEZOMIB 
DCP withdrawn 

Canesten gyno Combi Pack, tablet voor 
vaginaal gebruik 500 mg, creme voor vaginaal 
gebruik 10mg/g 

CLOTRIMAZOLE 
NATIONAL withdrawn 

Depakine®Chrono 500, tabletten met 
gereguleerde afgifte 500 mg 

VALPROATE, 
VALPROÏNEZUUR NATIONAL withdrawn 

Finasteride 5 mg filmomhulde tabletten FINASTERIDE 
DCP withdrawn 

Hydroxycarbamide Amomed 500 mg, capsules HYDROXYCARBAMIDE 
DCP refused 

Retrikil, 600 mg/300 mg filmomhulde tabletten ABACAVIR, LAMIVUDINE 
DCP withdrawn 

Virofob 245 mg, filmomhulde tabletten TENOFOVIR 
DCP withdrawn 
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93 
October 2023  

Withdrawn and refused applications for marketing authorisation in March  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Bimatoprost Bipharma 0,3 mg/ml oogdruppels, 
oplossing 

BIMATOPROST 
DCP withdrawn 

Depakine vloeistof voor kinderen 300 mg/ml, 
vloeistof voor oraal gebruik 

SODIUMVALPROATE 
NATIONAL withdrawn 

Enoxaparin Strides 100 mg/ml, 150 mg/ml en 
300 mg/3 ml  oplossing voor injectie 

ENOXAPARINE  
DCP withdrawn 

Lisenia 20, tabletten ETHINYLESTRADIOLE, 
LEVONORGESTREL DCP withdrawn 

Methylprednisolon Eurogenerics 32 mg 
tabletten 

METHYLPREDNISOLONE 
DCP refused 

Motilium suspensie voor oraal gebruik 1 mg/ml DOMPERIDONE 
NATIONAL withdrawn 

Sibutramine HCL- monohydraat 10 mg en 15 
mg  PCH, capsules 

SIBUTRAMINE 
MRP withdrawn 
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94 
October 2023  

Withdrawn and refused applications for marketing authorisation in February  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Acetylcysteïne Alpex 600 mg, granulaat voor 
drank 

ACETYLCYSTEiNE MRP withdrawn 

Celiprolol HCl Actavis 200 mg en 400 mg, 
filmomhulde tabletten 

CELIPROLOL NATIONAL withdrawn 

Condyline 5 mg/ml, applicatievloeistof PODOPHYLLOTOXINE NATIONAL withdrawn 

Devaron 800 IE, tabletten CHOLECALCIFEROL NATIONAL withdrawn 

Duloxetine 30 mg en 60 mg harde 
maagsapresistente capsules 

DULOXETINE DCP withdrawn 

Microlax, oplossing voor rectaal gebruik SODIUM LAURYL SULFATE NATIONAL withdrawn 
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95 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in January  2016: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Luxera 160 mg/g crème METHYLAMINOLEVULINATE DCP withdrawn 

Quetiapine 12,5 mg en 25 mg, suspensie voor 
oraal gebruik 

QUETIAPINE DCP withdrawn 
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96 
October 2023  

Withdrawn and refused applications for marketing authorisation in November 2015: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Alveofact 45 mg/ml, poeder en oplosmiddel 
voor oplossing 

FOSFOLIPIDEFRACTIE 
UIT RUNDERLONG 

DCP withdrawn 

Lavasept® Solution 0.04%, oplossing voor 
cutaan gebruik 

POLIHEXANIDUM  DCP withdrawn 

Mebeverine HCl Retard Mylan 200 mg, harde 
capsules met gereguleerde afgifte 

MEBEVERINE DCP refused 

Metadon PhP 5 mg, 10 mg, 20 mg, 40 mg 
tabletten 

METHADONE National withdrawn 

Zemplar 5 microgram/ml, oplossing voor injectie PARICALCITOL DCP withdrawn 
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97 
October 2023  

Withdrawn and refused applications for marketing authorisation in October 2015: 
 
No applications for marketing authorisation have been withdrawn or refused during October 2015. 
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98 
October 2023  

 Withdrawn and refused applications for marketing authorisation in September 2015: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Aripiprazol Ariti 10 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Ariti 15 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Ariti 30 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Pharmanel 10 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Pharmanel 15 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Pharmanel 30 mg tabletten ARIPIPRAZOLE DCP withdrawn 

Aripiprazol Pharmanel 5 mg tabletten ARIPIPRAZOLE DCP withdrawn 
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99 
October 2023  

 
Withdrawn and refused applications for marketing authorisation in August  2015: 
 

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused 

Condyline 5 mg/ml, oplossing voor cutaan 
gebruik 

PODOPHYLLOTOXINE National withdrawn 

MITIZAX® 12 SQ-HDM, Lyofilisaat voor oraal 
gebruik 

DERMATOPHAGOIDES FARINAE, 
GESTANDAARDIZEERD 

ALLERGENEN EXTRACT, 
DERMATOPHAGOIDES 

PTERONYSSINUS, 
GESTANDAARDIZEERD 
ALLERGENEN EXTRACT 

DCP withdrawn 

Macrogol en electrolyten Pharmamatch 13,7 
g, poeder voor drank 

POTASSIUMCHLORIDE, MACROGOL  
SODIUMCHLORIDE, SODIUM 

HYDROGEN CARBONATE 
National withdrawn 

Morfine sulfaat oplossing 10mg/5ml, drank MORPHINE DCP withdrawn 

PRAVISTA 0,375 mg (0,26 mg base), 
tabletten met verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

PRAVISTA 1,5 mg (1,05 mg base), tabletten 
met verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

PRAVISTA 2,25 mg (1,57 mg base ), tabletten 
met verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

PRAVISTA 3 mg (2,1 mg base), tabletten met 
verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

PRAVISTA 3,75 mg (2,62 mg base), tabletten 
met verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

PRAVISTA 4,5 mg (3,15 mg base), tabletten 
met verlengde afgifte 

PRAMIPEXOL DCP withdrawn 

 
 
 


