c B G
M E 8

Withdrawn and refused applications for marketing authorisation in October 2023:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused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 ABIRATERON DCP W R
tabletten
Edicot-Opto 3,35 mg/ml oogdruppels, oplossing HYDROCORTISON DCP R e
Nortriptyline RIA 50 mg tabletten NORTRIPTYLINE Netrarel R e
Tacrolimus Sandoz 0,5; 0,75, 1, 2 en 5 mg, TACROLIMUS DCP Withdrawn
harde capsules
Tetanus Gamma 250 IE, oplossing voor injectie IMMUNOGLOBULINE,

HUMAAN, TETANUS National Refused

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in September 2023: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Withdrawn/refused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 Netfeel e
Carravin 0,50 mg/ml, neusspray oplossing XYLOMETAZOLINE DCP Wil
Doxorubicine gepegyleerd liposomaal SUN 2 DOXORUBICINE DCP R e
| mg/ml concentraat voor oplossing voor infusie

Fluticasonpropionaat ACE 400 ug, FLUTICASON National S
neusdruppels, suspensie

Kruidvat Chloorhexidinedigluconaat 5 mg/ml in CHLOORHEXIDINE National Withdrawn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

Oestro Gynaedron, 0.5 mg/ml, vaginale creme ESTRIOL DCP R e
Solu-Medrol, poeder voor oplossing voor PREDNISOLON Nt W
infusie 1000 mg

Trekpleister Povidonjodium 100 mg/ml, POVIDON JODIUM National Withdrawn
oplossing voor cutaan gebruik

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2023:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused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National Withdrawn

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in July 2023:

Medicinal product

Active substance

Procedure (National/DCP/MRP)

Withdrawn/refused

Daktarin nag(_allak 20 mg/ml, oplossing voor MICONAZOL Natiarel W R
cutaan gebruik

LIDOCATA 700 mg Pleister LIDOCAINE DCP ST
Ovalute 100 mg en 200 mg, zachte capsule PROGESTERON DCP R e
Pantoprazol Amarox 20 mg maagsapresistente PANTOPRAZOL DCP T [
tabletten

Rixative 8% Jam SENNAE FOLIUM DCP T [
Vyenomin Bee 120 en 550 microgram, poeder

en oplosmiddel voor oplossing voor BEE VENOM. STANDARD DCP Withdrawn
injectie/huidpriktest

Vyenomin Wesp 120 en 550 microgram,

poeder en oplosmiddel voor oplossing voor WASP VENOM DCP Withdrawn
injectie en huidpriktest

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in June 2023:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Ar_glp_res_sm 2_0 IE/ml oplossing voor ARGIPRESSINE DCP W R
injectie/infusie
Eamotldlne Eureco-Pharma 20/40 mg, FAMOTIDINE Netiteraal Wil
filmomhulde tabletten
g/leyl;:r(l)jliatln 100.000 E/ml suspensie voor oraal NYSTATINE DCP R e

October 2023



c B G
M E B

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 Netfeel e
Betahistine diHCI Pharmdos 8/16/24 mg, BETAHISTINE National Withdrawn
tabletten
Canesten foot creme, creme 10 mg/g CLOTRIMAZOL Netarel R e
Ivermectine Eureco-Pharma 3 mg, tabletten IVERMECTINE National Withdrawn
Naproxen Pharmdos 250/375/500 mg, NAPROXEN Netarel R e
maagsapresistente tablet
Nortriptyline Pharmdos 10 mg en 25 mg, NORTRIPTYLINE
filmomhulde tablet National Withdrawn
Sohfepacme succinaat Pharmdos 5 mg en 10 SOLIFENACINE Nt W
mg, filmomhulde tablet

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in April 2023:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
p
Cardioplexol oplossing voor cardioplegie KALIUMCHLORIDE,
MAGNESIUMSULFAAT, q

PROCAINAMIDE, XYLITOL DCP Withdrawn
Nitroglycerine Eureco-Pharma, spray voor NITROGLYCERINE Netarel R e
sublinguaal gebruik, 0,4 mg/dosis
Nurofen Long Lasting 300 mg tabletten met IBUPROFEN DCP R e

verlengde afgifte

October 2023



c B G
M E 8

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 CARBAMAZEPINE Nt T
Care, tabletten
Carvedilol Baltijos Bite 6,25 mg, 12,5 mg en 25 CARVEDILOL DCP Wil
mg tabletten
Solifenacin/Tamsulosin Aristo 6 mg/0,4mg, SOLIFENACINE,
tabletten met gereguleerde afgifte TAMSULOSINE DCP Withdrawn
Tetanus Gamma 250 |IE oplossing voor injectie IMMUNOGLOBULINE,

HUMAAN, TETANUS National Withdrawn

October 2023



c B G
M E 8

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 CLOBETASOL Netiarel W R
mg/g
Klean-Prep 69 g, poeder voor drank KALIUMCHLORIDE, MACROGOL,

NATRIUMCHLORIDE,
NATRIUMSULFAAT, National Withdrawn
NATRIUMWATERSTOFCARBONAAT
Lidocaine ACE 30 mg/g vaselinecreme LIDOCAINE National Refused
Saridon, ibuprofen 400 mg IBUPROFEN DCP T [
Voltaren Emulgel Extra Sterk 2,32% gel DICLOFENAC Veitael R e

October 2023



c B G
M E B

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 e
Fexofe_nadlne HCI 120 mg en 180 mg Focus FEXOFENADINE National Withdrawn
Care, filmomhulde tabletten
F_>rucalopr|de Fagron 1 mg en 2 mg, PRUCALOPRIDE DCP Withdrawn
filmomhulde tablet
slﬁjeg;irgmadex Hikma 100 mg/ml oplossing voor SUGAMMADEX DCP Wil

10
October 2023



c B G
M E B

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, CARBAMAZEPINE Netiarel Serused)
tabletten met gereguleerde afgifte
Ibuprofen/Pseudoefedrines Skillpharma 400 IBUPROFEN,
mg/60 mg granulaat voor drank PSEUDOEFEDRINE National Withdrawn
Quadrixam 10 mg/2,5 mg/10 mg/5 mg, 5 AMLODIPINE, BISOPROLOL,
mg/1.25 mg/5 mg/5 mg INDAPAMIDE, PERINDOPRIL DCP Withdrawn

11
October 2023



c B G
M E B

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 Netfeel e
Asacol maagsapresistente tablet 400 mg en MESALAZINE National Withdrawn
800 mg
Azacitidine Seacross 25 mg/ml poeder voor AZACITIDINE MRP Withdrawn
suspensie voor injectie
Eribulin Sandoz 0,44 mg/ml, oplossing voor ERIBULINE DCP Wil
injectie
Semefro 50 mg/850 mg en 50 mg/1000 mg METFORMINE, SITAGLIPTINE DCP Wil
filmomhulde tabletten
Triptoreline 3,75 mg, Medcor poeder en TRIPTORELINE Netarel R e
oplosmiddel voor suspensie voor injectie

12
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in October 2022:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
(?rlgrcispyrromumbromlde Tiofarma 0,2 mg/ml, GLYCOPYRRONIUM National Withdrawn
Lyflex 1 mg/ml, drank BACLOFEN DCP R e

13
October 2023



c B G
M E 8

Withdrawn and refused applications for marketing authorisation in September 2022:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
B(_eclometason _50 rrylcr_ogranjl_/doss en 100_ BECLOMETASON Netiarel W R
microgram/dosis, Vincion, aérosol, oplossing
Egotux 12.5 mg, 25 mg, 37.5 mg en 50 mg, SUNITINIB DCP S
harde capsules
Imigran 6 s.c. oplossing voor injectie voor SUMATRIPTAN Netarel R e
subcutaan gebruik, oplossing voor injectie
Levocarnitine Eureco-Pharma 100 mg/ml, LEVOCARNITINE Netarel R e
drank
Terbinafine Sandoz 78,22mg/ml, nagellak TERBINAFINE DCP T [

14
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2022:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
_EplPe_:n _300 microgram/dosis, oplossing voor ADRENALINE Nt WiE R
injectie in een voorgevulde pen 1 mg/ml
Z%rlax Junior 4 g, poeder voor drank in sachet MACROGOL Netiasl T [

15
October 2023



c B G
M E 8

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 Netfeel e
Asacol 400/800 tablet, maagsapresistente MESALAZINE g .
tablet 400 mg en 800 mg National Withdrawn
Azacitidine Seacross 25 mg/ml poeder voor AZACITIDINE MRP Withdrawn
suspensie voor injectie
Semefro 50 mg/1000 mg en 50 mg/850 mg METFORMINE, SITAGLIPTINE DCP Wil
filmomhulde tabletten
Triptoreline 3,75 mg, Medcor poeder en TRIPTORELINE Netiasl Wil
oplosmiddel voor suspensie voor injectie

16
October 2023



c B G
M E 8

Withdrawn and refused applications for marketing authorisation in June 2022:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Amylmetacresol/dichloorbenzylalcohol Orly AMYLMETACRESOL,
Pharma 0,6/1,2 mg, zuigtabletten suikervrij DICHLOORBENZYLALCOHOL National Withdrawn
Ibuprofen Eureco-Pharma 400 mg, filmomhulde IBUPROFEN Netarel R e
tabletten
Triamcinolon ACE 1 mg/g vaselinecreme TRIAMCINOLON National T [
\_/arenlcllne Umedica 0.5 mg en 1 mg, VARENICLINE DCP R e
filmomhulde tabletten

17
October 2023



c B G
M E B

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

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

VARENICLINE DCP Withdrawn

VARENICLINE DCP Withdrawn

DCP Withdrawn

18
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 FE BT =AED DCP Withdrawn
intraveneuze infusie
Prednlso_lon GALEN 10 mg/ml oogdruppels, PREDNISOLON DCP R e
suspensie

19
October 2023



c B G
M E B

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 Netfeel e
Lucrin PDS Depot 1 maand 3,75 mg, poeder LEUPRORELINE National Withdrawn
en oplosmiddel voor suspensie voor injectie
Melatonine ACE 1 mg, 3 mg en 5 mg tabletten MELATONINE Netarel -

20
October 2023



c B G
M E B

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, VARENICLINE

filmomhulde tabletten bCpP Withdrawn

21
October 2023



c B G
M E 8

Withdrawn and refused applications for marketing authorisation in January 2022:

Medicinal product
Cahadis 16 mg/10 mg/12.5 mg; 16 mg/5

Active substance
AMLODIPINE CANDESARTAN,

Procedure (National/DCP/MRP)

Withdrawn/refused

mg/12.5 mg; 32 mg/10 mg/25 mg; 32 mg/5 HYDROCHLOORTHIAZIDE DCP Withdrawn
mg/25 mg tabletten

Caramlo HCT 16 mg/10 mg/12.5 mg; 16 mg/5 | AMLODIPINE CANDESARTAN,

mg/12.5 mg; 32 mg/10 mg/25 mg; 32 mg/5 HYDROCHLOORTHIAZIDE DCP Withdrawn
| mg/25 mg tabletten

Imodex 2 mg, orodispergeerbare tablet LOPERAMIDE DCP Withdrawn
Loperamide HCI Hexal 2 mg, LOPERAMIDE DCP Withdrawn
orodispergeerbare tabletten

Zamidine

HEXAMIDINE DCP Withdrawn

October 2023

22




c B G
M E B

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, ATORVASTATINE, EZETIMIB Netiarel W R
filmomhulde tabletten

Leuprqrellne—aqe_taat_ Eureco-Pharma, LEUPRORELINE Netiarel W R
oplossing voor injectie 5 mg/ml

Loperamide HCI 1A Pharma 2 mg, LOPERAMIDE DCP Wil
orodispergeerbare tabletten

Megapar Codeine 500 mg/8 mg, 500 mg/30 CODEINE, PARACETAMOL DCP Sefused)
| mg, 500 mg/15 mg bruistablet

Megapar Plus 500 mg/8 mg/30 mg bruistablet CODEINE, PARACETAMOL,

COFFEINE DCP Refused

Monofree Fenil 5% oogdruppels, oplossing in FENYLEFRINE DCP Withdrawn
single-dose

Olmetec 10 mg, filmomhulde tabletten OLMESARTAN Netiarel Wil
Protamlnehyc_jrochlorlc_Jg Eu_reco-Pharma 1000 PROTAMINE Natarel e
IE/ml, oplossing voor injectie

Viagra Connect 50 mg, filmomhulde tablet SILDENAFIL MRP Withdrawn

23
October 2023



c B G
M E B

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, flmomhulde tablet AMISULPRIDE Netfeel Serused
Cardimyn 100 mg, zachte capsules UBIDECARENONE DCP Wil
(I'-:’aarr)z:ﬁ?etgmol Linn 500 mg liquid caps, zachte PARACETAMOL Netarel AT

24
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in October 2021:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
(?rlgrcispyrromumbromlde Tiofarma 0,2 mg/ml, GLYCOPYRRONIUM National Withdrawn
Lyflex 1 mg/ml, drank BACLOFEN DCP R e

25
October 2023



c B G
M E 8

Withdrawn and refused applications for marketing authorisation in September 2021:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
B(_eclometason _50 mlc_rogra_r_n/doss en 10_0 BECLOMETASON Netiarel W R
microgram/dosis Vincion,aérosol, oplossing
Egotux 12,5 mg; 25 mg; 37,5 mg; 50 mg harde SUNITINIB DCP Refused
capsules
Imigran 6 s.c. oplossing voor injectie voor SUMATRIPTAN Netarel et
subcutaan gebruik, oplossing voor injectie
Levocarnitine Eureco-Pharma 100 mg/ml, LEVOCARNITINE Netarel et
drank
Terbinafine Sandoz 78,22mg/ml, nagellak TERBINAFINE DCP T

26
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2021:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
_EplPe_:n _300 microgram/dosis, oplossing voor ADRENALINE Nt WiE R
injectie in een voorgevulde pen 1 mg/ml
Z%rlax Junior 4 g, poeder voor drank in sachet MACROGOL Netiasl T [

27
October 2023



Withdrawn and refused applications for marketing authorisation in July 2021:

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

Pancreatine BMod(_-)sto 25.000 eenheden, PANCREATINE National Withdrawn
harde maagsapresistente capsules

Progit 50 mg, filmomhulde tabletten ITOPRIDE DCP R e
SUNITIGEN 12.5 mg, 25 mg en 50 mg harde SUNITINIB DCP Wil
capsules

:%IOfaIk 500 maagsapresistente tabletten 500 MESALAZINE Netiasl T [
Zaponex 50 mg/ ml, drank CLOZAPINE DCP R e

28
October 2023



c B G
M E 8

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 ABIRATERON DCP W R
tabletten
Doxylamine CE 12.5 mg filmomhulde tabletten DOXYLAMINE Netarel Setused)
Pemetrexed 100 mg en 500 mg, poeder voor
concentraat voor oplossing voor intraveneuze P ETR=AED MRP Withdrawn
infusie
Progesteron BModesto 100 mg capsules PROGESTERON Netarel R e

29
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in May 2021:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Azacmdl_ne Tevz_i ?5 mg/ml, poeder voor AZACITIDINE DCP W R
suspensie voor injectie
Prome_thazme Eu_rec_o-Pharma 25 mg/ml, PROMETHAZINE Netiasl Wil
oplossing voor injectie

30
October 2023



c B G
M E B

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 DABIGATRAN DCP Withdrawn
harde capsules
oPhos 250 mg, hfarde capsule met NICOTINAMIDE DCP T [
gereguleerde afgifte

31
October 2023



c B G
M E B

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 e
Diclofenac Teva Extra Sterk 2,32%, gel DICLOFENAC DCP Wil
Disulfiram Medcor 250mg, tabletten DISULFIRAM Netiasl Refused
A T eI winraur

32
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in February 2021

There were no refused or withdrawn marketing authorisations.

October 2023

33



c B G
M E B

Withdrawn and refused applications for marketing authorisation in January 2021:

Medicinal product

Active substance
CHOLECALCIFEROL

Procedure (National/DCP/MRP)

Withdrawn/refused

gereguleerde afgifte 100 mg

KabiVit 14.400 1U/ml, druppels voor oraal MRP Withdrawn
gebruik, oplossing
Nitrofurantoine Eureco-Pharma, capsules met NITROFURANTOINE Netiasl Wil

October 2023

34




c B G
M E B

Withdrawn and refused applications for marketing authorisation in December 2020:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Cellnue e e National Withdrawn
Cosopt Multidose conserveermlddelvr_lj 20 DORZOLAMIDE, TIMOLOL Nl Withdrawn
mg/ml + 5 mg/ml oogdruppels, oplossing
il;;gélt?:rme 2.850 IE/ 0,3 ml oplossing voor NADROPARINE National Withdrawn
Innor_le_p 1_8.000 IE anti-Xa/0,9 ml, oplossing TINZAPARINE National Withdrawn
voor injectie

35
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in November 2020:

There were no refused or withdrawn marketing authorisations.

October 2023

36



c B G
M E B

Withdrawn and refused applications for marketing authorisation in October 2020:

There were no refused or withdrawn marketing authorisations.

October 2023

37



c B G
M E B

Withdrawn and refused applications for marketing authorisation in September 2020:

There were no refused or withdrawn marketing authorisations.

October 2023

38



c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2020:

Procedure (National/DCP/MRP) Withdrawn/refused

Medicinal product Active substance

Budesonide SUN 1000 microgram/2 ml, 250

microgram/2 ml en 500 microgram/2 mi BUDESONIDE DCP Refused
vernevelsuspensie

Ullipral 30 mg filmomhulde tabletten

ULIPRISTAL DCP Withdrawn

39

October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in July 2020:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Dexam_ethason_ E_ure_co—Pharma 4 mg/ml, DEXAMETHASON Netiarel W R
oplossing voor injectie
Etonogestrel/Ethinylestradiol Richter 0,120 ETHINYLESTRADIOL,
mg/0,015 mg per 24 uur, hulpmiddel voor ETONOGESTREL DCP Withdrawn
vaginaal gebruik
Gandiva 0,120 mg/0,015 mg per 24 uur, ETHINYLESTRADIOL,
hulpmiddel voor vaginaal gebruik ETONOGESTREL DCP Withdrawn
CK;:?&II(i)r?elr:de 2,5 mg/g, ooggel in single-dose CARBOMEER 974P Netarel R e
Ringulette 0,120 mg/0,015 mg per 24 uur, ETHINYLESTRADIOL,
hulpmiddel voor vaginaal gebruik ETONOGESTREL DCP Withdrawn
Sumatriptan Tillomed 6 mg/0,5 ml, oplossing SUMATRIPTAN DCP Wil
voor injectie
Suxa_m_eth_on!um Acc_:ord 50 mg/mi oplo_ssmg SUXAMETHONIUM DCP -
voor injectie/infusie in voorgevulde spuit

40
October 2023



c B G
M E B

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 ATAZANAVIR DCP T
Capsule, hard
ChloraPrep swabstick 2% w/v / 70% v/v CHLOORHEXIDINE DCP W R
oplossing voor cutaan gebruik
Fingolimod Devatis 0,5 mg harde capsules FINGOLIMOD DCP R e
Teriflunomide Mylan 14 mg filmomhulde TERIFLUNOMIDE DCP Withdrawn
tabletten

41
October 2023



Withdrawn and refused applications for marketing authorisation in May 2020:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Heparl_ne Eureqo_—thirma 5.000 I.E./ml, HEPARINE National Refused
oplossing voor injectie
Paracetamol 500 mg Filmomhulde tabletten PARACETAMOL DCP R e

42
October 2023



c B G
M E B

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 Netfeel e
Depakine Chrono_ 500 mg, tabletten met VALPROAAT Netiarel Serused)
gereguleerde afgifte
Paracetamol/lbuprofen Suspension Vale IBUPROFEN, PARACETAMOL DCP Wil
Ticagrelor Tiefenbacher 60 mg en 90 mg,
filmomhulde tabletten TICAGRELOR DCP Withdrawn

43
October 2023



c B G
M E B

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 MEDROXYPROGESTERON

National Refused
mg/ml

44
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in February 2020:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Amfoterlcm(_a B Ilposc_)maa_ll SUN 50 mg poeder AMFOTERICINE B DCP W R
voor oplossing voor infusie
Atorvastatine Ezetimibe Midas 10 mg/ 10 mg,
20 mg/ 10 mg, 40 mg/ 10 mg en 80 mg/ 10 mg ATORVASTATINE, EZETIMIB DCP Withdrawn
tablet

45
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 e
Omeprazol Teva 10 mg, 20 mg en 40 mg OMEPRAZOL DCP Withdrawn

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

TEICOPLANINE DCP Withdrawn

46
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 ATAZANAVIR DCP Refused
capsules
Bosentan Gen-Orph 62,5 mg en125 mg, BOSENTAN DCP Refused
filmomhulde tablet
Gabapentine Strides 800 mg, filmomhulde
tabletten CrEPIERUINE DCP Withdrawn
Natesto 4.5% w/w neusgel
9 TESTOSTERON DCP Refused
Niconex 1 mg/spray, spray voor oromucosaal NICOTINE DCP Refused
| gebruik, oplossing
Savineo 150 mg/10 mg, 150 mg/5 mg, 300
mg/10 mg en 300 mg/5 mg filmomhulde AMLODIPINE, IRBESARTAN DCP Refused
tabletten
Zofil 30 mg filmomhulde tabletten ZOFENOPRIL Netiarel Refused

October 2023

a7




c B G
M E B

Withdrawn and refused applications for marketing authorisation in November 2019:

Medicinal product

Asacol 800 tablet, maagsapresistente tabletten

Active substance

MESALAZINE

Procedure (National/DCP/MRP)

Withdrawn/refused

National Refused
800 mg
Claritromycine Tillomed 500 mg poeder voor CLARITROMYCINE DCP e
oplossing voor infusie
Gabapentine Strides 600 mg, filmomhulde GABAPENTINE DCP Refused
tabletten
Gaviscon Duo Bosvruchten Kauwtabletten 250 CALCIUM, NATRIUM,
mg/106,5 mg/187,5 mg NATRIUMWATERSTOFCARBONAAT DCP Refused
Gaviscon Duo Bosvruchten Suspensie, CALCIUM, NATRIUM,
suspensie voor oraal gebruik NATRIUMWATERSTOFCARBONAAT DCP Refused
Gaviscon Duo met bosvruchtenmix suspensie, CALCIUM, NATRIUM,
suspensie voor oraal gebruik NATRIUMWATERSTOFCARBONAAT DCP Refused
Gaviscon Duo met bosvruchtenmix, CALCIUM, NATRIUM,
kauwtabletten NATRIUMWATERSTOFCARBONAAT DCP Refused
Imigran 10 Neusspray, neusspray 10 mg/dosis SUMATRIPTAN N Refused
Lidamil 2mg/ 0.6mg/ 1.2mg honing & citroen AMYLMETACRESOL,
zuigtabletten DICHLOORBENZYLALCOHOL,
LIDOGAINE DCP Refused
Lidamil 2mg/ 0.6mg/ 1.2mg mint zuigtabletten AMYLMETACRESOL,
DICHLOORBENZYLALCOHOL,
LIDOGAINE DCP Refused
Lidamil 2mg/ 0.6mg/ 1.2mg sinaasappel AMYLMETACRESOL,
zuigtabletten DICHLOORBENZYLALCOHOL,
LIDOGAINE DCP Refused

October 2023

48




c B G
M E 8

Withdrawn and refused applications for marketing authorisation in October 2019:

Medicinal product

Active substance
LITHIUM

Procedure (National/DCP/MRP)

Withdrawn/refused

voor intraveneuze infusie

Camcolit 400 mg, tabletten National Refused
Cholecalciferol mibe 50,000 IU harde capsules CHOLECALCIFEROL DCP VA e
Darifenacine Arlsto 7,5 mg tabletten met DARIFENACINE DCP et
verlengde afgifte

Darunavir MSN 400/600/800 mg filmomhulde DARUNAVIR DCP Setused)
tabletten

Darunavir Vivanta 400/600/800 mg DARUNAVIR DCP S
filmomhulde tabletten

Retocon 6 mg/ml, concentraat voor oplossing BUSULFAN DCP Withdrawn

October 2023

49




c B G
M E B

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 MESALAZINE . :
tabletten 400 mg en 800 mg 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

50
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c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2019:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Ketoconazol Creme Vale 20 mg/g, créme KETOCONAZOL

National Withdrawn

51
October 2023



c B G
M E B

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 e
Ezetimibe/Rosuvastatine Sandoz 10 mg/5 mg EZETIMIB, ROSUVASTATINE :
10 mg/10 mg, 10 mg/20 mg tabletten MRP eI
Trazolan 100 mg, flmomhulde tabletten TRAZODON Netiasl Wil
Ulipristalacetaat Teva 5 mg, tabletten ULIPRISTAL DCP Wil

52
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in June 2019:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Augmentin 109 mg /12,5 mg/ml, poeder voor AMOXICILLINE Netiarel W R
orale suspensie
Calcium Cholecalciferol D 1000/ 880 orange, CALCIUMCARBONAAT,
bruisgranulaat CHOLECALCIFEROL DCP Withdrawn

53
October 2023



c B G
M E B

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 FENTANYL DCP W R
tabletten voor sublingual gebruik
Livsane Paracetamol 500 mg ovaal tabletten PARACETAMOL Netfeel e

54
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in April 2019:

Medicinal product

Fingolimod Pharmathen, 0.5 mg, hard capsules

Active substance
FINGOLIMOD

Procedure (National/DCP/MRP)

DCP

Withdrawn/refused

Withdrawn

Foster 200/12 microgram/dosis, aérosol,
oplossing

BECLOMETASON,
FORMOTEROL

DCP

Withdrawn

October 2023

55




c B G
M E B

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 AGOMELATINE
tabletten
Efexor XR 75, capsules met verlengde afgifte, VENLAFAXINE Netiarel W R
hard, 75 mg

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

Ibuprofen (arginin)/Tramadol HCI Farmalider IBUPROFEN, TRAMADOL
400 mg /37.5 mg granules voor orale oplossing
Ibuprofen B.Braun 200 mg oplossing voor IBUPROFEN
infusie

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

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

DCP Withdrawn

DCP Withdrawn

DCP Withdrawn

DCP Withdrawn

DCP Refused

DCP Refused

56
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c B G
M E B

Withdrawn and refused applications for marketing authorisation in February 2019:

Medicinal product

Brinzolamide/Timolol Mylan 10+5 mg/ml,

Active substance
BRINZOLAMIDE, TIMOLOL

Procedure (National/DCP/MRP)

Withdrawn/refused

NATRIUMALGINAAT

X DCP Withdrawn
oogdruppels, suspensie
Dienogest Adamed 2 mg filmomhulde tabletten DIENOGEST DCP e
NuvaRing 0,120 mg/0,015 mg per 24 uur, ETHINYLESTRADIOL,
hulpmiddel voor vaginaal gebruik ETONOGESTREL National Withdrawn
Olmesartan medoxomil/HCTZ Interdos 40 HYDROCHLOORTHIAZIDE,
mg/12,5 mg, filmomhulde tabletten OLMESARTAN National Withdrawn
Povidone UD Infarmed 1,5%, oogdruppels, POVIDON :
oplossing in verpakking voor éénmalig gebruik el e
Rennie Duo Liquid suspensie voor oraal CALCIUMCARBONAAT
gebruik MAGNESIUMCARBONAAT, DCP Withdrawn

October 2023

57




c B G
M E 8

Withdrawn and refused applications for marketing authorisation in January 2019:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
QggcntzIQSOO tablet, maagsapresistente tabletten MESALAZINE Netiarel W R
Brinzolamide/Timolol (_:F 10 mg/ml + 5 mg/ml, BRINZOLAMIDE, TIMOLOL DCP ]
oogdruppels, suspensie
Metam_lzol Eure_cp-P_harma 500 mg/ml, METAMIZOL Netiasl Wil
oplossing voor injectie
;Ir'l?ertﬁ)i;essme Altan 0.1 mg/ml oplossing voor TERLIPRESSINE DCP R e
i\:lljr;zlt?jtlnesulfaat EP 1 mg/ml, oplossing voor VINBLASTINE Netarel R e

58
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in December 2018:

Medicinal product

Biphentin 10 mg, 15 mg, 20 mg, 30 mg, 40 mg,

Active substance

METHYLPHENIDATE

Procedure (National/DCP/MRP)

Withdrawn/refused

50 mg en 60 mg capsule met verlengde afgifte, DCP Withdrawn
hard

Hepa_rl_n P:_inpharma 5,000 I.U./ml oplossing HEPARINE DCP Withdrawn
voor injectie

Lidocaine Amneal 50mg/ml, injectievloeistof LIDOCAINE DCP R e
:%?fttisa Compact 4 g, granulaat met verlengde MESALAZINE Netiasl Wil
Symdieno 2 mg filmomhulde tabletten DIENOGEST DCP R e
Xylometazoline HCI/Dexpanthenol HTP 0,5+50 DEXPANTHENOL,

mg/ml en 1,0+50 mg/ml neusspray, oplossing XYLOMETAZOLINE DCP Withdrawn

October 2023

59




c B G
M E B

Withdrawn and refused applications for marketing authorisation in November 2018:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
A_Iyesco 160 AgroChambgr Plus met mondstuk, CICLESONIDE National Withdrawn
aérosol, oplossing 160 microgram per dosis
Atazanavir STADA 100 mg, 150 mg, 200 mg ATAZANAVIR DCP T
en 300 mg capsules
Calcmmfollr_\aat Tevg poeder en oplosmiddel CALCIUMFOLINAAT Netiasl Wil
voor oplossing voor injectie
Carnitene, 100 mg/ml drank LEVOCARNITINE Nl Rl
Cyclobenzaprine Adare 15 mg en 30 mg CYCLOBENZAPRINE DCP Wil
capsule met verlengde afgifte, hard
DORIZAN 75 mg,150mg, 300 mg, 400 mg, 600 DARUNAVIR DCP Withdrawn
mg en 800 mg filmomhulde tabletten
Defer_aswox Welding 125 mg, 250 mg en 500 DEFERASIROX DCP e
mg dispergeerbare tabletten
D_eferel 125 mg, 250 mg en 500 mg DEFERASIROX DCP T
dispergeerbare tabletten
Formot_erol mibe 6 e 12 microgram FORMOTEROL DCP Refused
inhalatiepoeder
Garacol 130 mg GENTAMICINE Netiarel Wil
L_eflunomlde Thornton & Ross 10 mg en 20 mg, LEFLUNOMIDE DCP Withdrawn
filmomhulde tabletten
Nadroparinecalcium ERC 0,3, oplossing voor
injectie 2,850 IE anti Xa/0,3 ml en 0,4, PADHOFRR e National Withdrawn
oplossing voor injectie 3.800 IE anti Xa/0,4 ml
Nortrlptyllne 10 mg, 25 mg en 50 mg NORTRIPTYLINE DCP Seireed]
filmomhulde tabletten
Pacllta_xel Hete_ro Gmg/ml, concentraat voor PACLITAXEL DCP W e
oplossing voor infusie
Salflutin 50 microgram/100 microgram/dosis en
50 microgram/250 inhalatiepoeder, FLATIEAZ0N SALMIETEROL DCP Withdrawn
voorverdeeld

60
October 2023



c B G
M E B

Symago 25 mg filmomhulde tabletten

AGOMELATINE
CITROENZUUR

DCP

Intrekking

October 2023

61




c B G
M E B

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 e
Camocolit, 400 mg, tabletten LITHIUM Netiarel Serused)
D-CURA 25.000 IE, drank ampullen CHOLECALCIFEROL Netiasl S
Mirena IUD 20 microgram/24uur LEVONORGESTREL el ST

62
October 2023



c B G
M E 8

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 BORTEZOMIB DCP T
oplossing voor injectie

Diprimis 50.000 IE zachte capsules CHOLECALCIFEROL DCP e
Emtricitabine/Tenofovirdisoproxil STADA EMTRICITABINE, TENOFOVIR i

200/245 mg, flmomhulde tabletten el fidies
Macrosoft Liquid 0.5 g/ml, Drank MACROGOL 4000 DCP R e
Sempavox 25 mg, 75 mg en 75 mg tabletten SILDENAFIL DCP Wil
?lsldrﬁgafll Sandoz, tabletten 25 mg, 50 mg en SILDENAFIL DCP AT T

63
October 2023



c B G
M E B

Withdrawn and refused applications for marketing authorisation in August 2018:

Medicinal product

Dexamethasone-hameln 4 mg/ml, oplossing

Active substance
DEXAMETHASON

Procedure (National/DCP/MRP)

Withdrawn/refused

L MRP Withdrawn
voor injectie
Doxorubicine Liposomes SUN 2 mg/mi DOXORUBICINE DCP Refused
concentraat voor oplossing voor infusie
Gefitinib Aurobindo 250 mg, flmomhulde GEFITINIB DCP Withdrawn
tabletten
Meldonium Pharmexon 500 mg, harde MELDONIUM DCP Withdrawn
capsules
Palexia 1 mg/ml, oplossing voor injectie TAPENTADOL DCP Withdrawn
Sflo%-K 600 mg, tabletten met gereguleerde POTASSIUMCHLORIDE National Refused
afgifte
omatuline AutoSolution 120 mg, oplossing voor LANREOTIDE National Withdrawn
injectie in een voorgevulde spuit
Venoruton 500 mg tabletten RUTOSIDEN National Withdrawn

October 2023

64




c B G
M E B

Withdrawn and refused applications for marketing authorisation in July 2018:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
gglr;?;t]atme T&R 30 mg & 60 mg filmomhulde ATORVASTATINE DCP W R
Etonogestrel/Ethinylestradiol Mithra 0,120 ETHINYLESTRADIOL,
mg/0,015 mg per 24 uur, hulpmiddel voor ETONOGESTREL DCP Withdrawn
vaginaal gebruik
Myloop 0,120 mg/0,015 mg per 24 uur, ETHINYLESTRADIOL,
hulpmiddel voor vaginaal gebruik 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 AMLODIPINE, OLMESARTAN DCP Withdrawn
tabletten
Chloorhexidine HCl/lidocaine HCI apotex 5 CHLOORHEXIDINE,
mg/1 mg, zuigtabletten LIDOCAINE National Refused
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c B G
M E B

Withdrawn and refused applications for marketing authorisation in June 2018:

Medicinal product

Efavirenz/Emtricitabine/Tenofovir Elpen 600

Active substance
EFAVIRENZ, EMTRICITABINE,

Procedure (National/DCP/MRP)

Withdrawn/refused

voor injectie

mg/200 mg/245 mg, filmomhulde tabletten TENOFOVIR DCP Withdrawn
Fexapotide Campilungo 2,5 mg poeder voor FEXAPOTIDE DCP R e
oplossing voor injectie

Levosert LEVONORGESTREL DCP Ve pE
Ryligency 20 mg/ml oplossing voor injectie in LIDOCAINE DCP R e
een voorgevulde spuit

Vizilatan Duo 0,05 mg/ml + 5 mg/ml LATANOPROST, TIMOLOL DCP Rl
oogdruppels, oplossing

Xiidra 50 mg/ml, oogdruppels, oplossing LIFITEGRAST DCP T [
Zomacton 5 mg/ml en 10 mg/ml , oplossing SOMATROPINE DCP e

October 2023

66




Withdrawn and refused applications for marketing authorisation in May 2018:

Medicinal product

Acetylsalicylzuur Cardio Aurobindo 80 mg

Active substance
ACETYLSALICYLZUUR

Procedure (National/DCP/MRP)

Withdrawn/refused

. DCP Withdrawn
dispergeerbare tabletten
Acetylsalicylzuur Neuro Aurobindo 30 mg ACETYLSALICYLZUUR DCP Withdrawn
dispergeerbare tabletten
Colecalciferol 50.000 IE ALLGEN orale CHOLECALCIFEROL National Withdrawn
oplossing
Erlotinib DOC 25 mg, 100 mg en 150 mg ERLOTINIB National Withdrawn
filmomhulde tabletten
Heparine Natrium B. Braun 5 000 1U/ml, HEPARINE MRP R e
oplossing voor injectie/infusie
Mercaptopurine B-Medical 10 mg tabletten MERCAPTOPURINE National Refused
Xiidra 50 mg/ml, oogdruppels, oplossing LIFITEGRAST DCP e

October 2023
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c B G
M E 8

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 Netiasl Wil
lizersucrose Welding Pharma France 20mg/ml | FERRIHYDROXIDE SUCROSE
Oplossing voor injectie of Concentraat voor COMPLEX DCP Withdrawn
oplossing voor infusie
Skudexa 75 mg/25 mg bruistabletten DEXKETOPROFEN-

TROMETAMOL, TRAMADOL DCP Withdrawn
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c B G
M E B

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 AMOXICILLINE,,
orale suspensie KALIUMCLAVULANAAT National Withdrawn
Ceftibuten Eu_reco-Pharma 36 mg/ml, poeder CEFTIBUTEN Netarel Setused)
VOOr suspensie
D-Will 50,000 IU harde capsules CHOLECALCIFEROL DCP T [
Eymoflox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP R e
FENOGAL 160 mg, harde capsules FENOFIBRAAT Netarel Setused)
Floximax 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Withdrawn
Fusidinezuur Dermapharm 20 mg/g zalf en
creme HUSRINEZ 2R DCP Withdrawn
Moxidrop 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Wil
Solumox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Withdrawn
TRUE TEST 36 DIVERSEN DCP Withdrawn
Xamoxol 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Wil

October 2023
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c B G
M E 8

Withdrawn and refused applications for marketing authorisation in February 2018:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Metoclppramld(_ahydrpchIorlde ERC 10 mg/2 ml, METOCLOPRAMIDE Netiarel W R
oplossing voor injectie
Rosuvastatlne T&R 5 mg, 10 mg en 20 mg, ROSUVASTATINE DCP T
filmomhulde tabletten
Solifenacin HWI 5 mg en 10 mg, filmomhulde SOLIFENACINE DCP Wil
tabletten
Typhim Vi, oplossing voor injectie 0,025 mg/0,5 | SALMONELLA TYPHUSSTAM Netarel R e
ml

70
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c B G
M E B

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 Netfeel e
(_:lnacalcet CF 30 mg, 60 mg en 90 mg CINACALCET DCP Refused
filmomhulde tabletten

71
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c B G
M E B

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 ACETYLSALICYLZUUR,

mg en 75 mg/100 mg, filmomhulde tabletten CLOPIDOGREL DCP Refused
DA kinderparacetamol 120 mg, kauwtabletten PARACETAMOL National T [
Depakine Chrono 500 mg, tabletten met VALPROAAT,

gereguleerde afgifte VALPROINEZUUR National Withdrawn
Etorl_COX|b Cipla 30 mg, 60 mg, 90 mg en 120 ETORICOXIB DCP R e
| mg filmomhulde tabletten

Ibuprofen Apotex 200 mg en 400 mg, omhulde IBUPROFEN Netarel R e
tabletten

Mercaptopurine 50 mg tabletten MERCAPTOPURINE DCP Wil
Thiamini hydrochloridum Eureco-Pharma 100 THIAMINE

mg/ml, oplossing voor injectie National Withdrawn
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c B G
M E 8

Withdrawn and refused applications for marketing authorisation in November 2017:

Medicinal product

Active substance

Procedure (National/DCP/MRP)

Withdrawn/refused

gebruik

Bio-Melatonine 3 mg filmomhulde tabletten MELATONINE DCP e
Camcolit-400, tabletten 400 mg LITIUM Netiarel W R
Flurekain Santen 3 mg/ml + 1.25 mg/ml FLUORESCEINE,
oogdruppels, oplossing OXYBUPROCAINE 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 NMALEPO, O EEIDE DCP Withdrawn
afgifte
Xogel 15 Orange 150 mg/g, gel voor gingivaal .

LIBoicale DCP Withdrawn

October 2023
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c B G
M E B

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 Netfeel Serused
Aspirine-C, bruistabletten ACETYLSALICYLZUUR,

ASCORBINEZUUR National Refused
Betamethasone Exeltis 1 mg/g créme BETAMETHASON DCP Rl
Clexane 2.000 IE (20 mg)/0,2 ml oplossing
voor injectie ENEPARARINE National Withdrawn
Dapratis 20 mg/10 mg/100 mg, 20 mg/5 ACETYLSALICYLZUUR,
mg/100 mg, 40 mg/10 mg/100 mg, en 40 mg/5 ATORVASTATINE, q
mg/100 mg harde capsules PERINDOPRIL DCP Withdrawn
Duloxetine 30 mg en 60 mg maagsapresistente
capsules DILOREINE DCP Withdrawn
Proalta 20 mg/10 mg/100 mg, 20 mg/5 mg/100 ACETYLSALICYLZUUR,
mg, 40 mg/10 mg/100 mg, en 40 mg/5 mg/100 ATORVASTATINE, .
mg harde capsules PERINDOPRIL DCP Withdrawn
Progesteron Sandoz 100 mg en 200 mg,
tabletten voor vaginaal gebruik FROEESTEROR DCP Withdrawn
Scholl Schimmelnagels 5%, nagellak AMOROLFINE DCP e

74
October 2023



Withdrawn and refused applications for marketing authorisation in September 2017:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Clofara_lblne SU_N 1 r_ng/ml concentraat voor CLOFARABINE DCP W R
oplossing voor infusie
Distikstofoxyde medicinaal Praxair, medicinaal
gas, vloeibaar gemaakt 100% v/v RISTIRSTEIFORIDE MRP Withdrawn

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

Metamizol Will-Pharma 500 mg tabletten METAMIZOL Nl Refused
(l\)/lrggn;i:grlu\:vki,llc-gn)asrsniﬂ%SOO mo/g drippets voor =Tl Aok National Refused
infusie n Syctebm voor oediening ROPIVACAINE bcp Withdrawn
Iﬁiﬁ?ﬁfﬁéﬁ’.ﬁ Teva 1000 mg ml, oplossing VESTES [ERON DCP Withdrawn
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c B G
M E B

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,

ACETYLSALICYLZUUR

. National Withdrawn
dispergeerbare tabletten

Acetylsalicylzuur Apotex neuro 30 mg disper,

dispergeerbare tabletten HeELeHISVEZBEIR National Withdrawn
Amitriptyline PhP 50 mg filmomhulde tabletten AMITRIPTYLINE Nl Rl

October 2023
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c B G
M E B

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 | POLLENEXTRACT MENGSEL Netiarel W R
000 SQ-E/ml
Aprepitant CF 80 mg en 125 mg harde
capsules AR AN DCP Withdrawn
Aprepitant Mylan 80 mg en 125 mg harde
capsules APRIEFTUANY DCP Withdrawn
Aprepitant Tiefenbacher 80 mg en 125 mg
harde capsules AFRIEAARNY DCP Withdrawn
Apresta 80 mg en 125 mg harde capsules APREPITANT DCP R e
Lidoxagel 20 mg/g ooggel LIDOCAINE DCP e
Nicotinell Fruit Mint 1 mg en 2 mg zuigtabletten NICOTINE MRP e
Yosprala 100 mg / 40 mg tabletten met ACETYLSALICYLZUUR,
gereguleerde afgifte OMEPRAZOL DCP Withdrawn
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c B G
M E B

Withdrawn and refused applications for marketing authorisation in June 2017:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Acetylcyste'_l'n(_e Sandoz 600 mg, poeder voor ACETYLCYSTEINE DCP W R
oraal gebruik in sachet
Erlotinib PCH 25 mg, 150 mg en 100 mg
filmomhulde tabletten ERLOTINIB DCP Withdrawn
ISTERGAN 0,5 mg en 1 mg filmomhulde
tabletten ERUEEAIRS DCP Withdrawn
Levodopa Benserazide Mylan 50 mg/12,5 mg,

200 mg/50 mg en 100 mg/25 mg capsules EIENSIERAIRE, LEenl 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 ACETYLSALICYLZUUR,

20 mg/100 mg, harde capsules ROSUVASTATINE DCP Withdrawn
Voltaren K Rugpijn 12,5 mg, filmomhulde

tabletten DHCOlFENAL National Withdrawn

78
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c B G
M E B

Withdrawn and refused applications for marketing authorisation in May 2017:

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

R
50mg/5ml drank

Berlan 2,5 mg tabletten MIDODRINE DCP Withdrawn
5.0 mg/2 mg tabletton voor sublinguaal gebruik | BUPRENORFINE, NALOXON bcp Withdrawn
Caudalar 2,5 mg en 5 mg tabletten MIDODRINE DCP Withdrawn
E;)rzdzeeé ;p(l S;g en 60 mg maagsapresistente DULOXETINE bep Withdrawn
Gailane 2,5 mg tabletten MIDODRINE DCP Withdrawn
Zﬁr:dso ?nrg'teaﬂﬁigﬁhk’”de Substipharm 2,5 Mg WIDIOTPIRINS 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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Withdrawn and refused applications for marketing authorisation in April 2017:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
g?)\llgfeﬁ%%g rF;c;lease 296 ma. fimomhtide [HLIFREIAEN DCP Withdrawn
Q%Yﬂfeﬁiﬂg rF;ZIease o12 mg. fimomhuide [BLIFROIEEN DCP Withdrawn
S e S el 69200 0| ezeTuia, SIMVASTATING winraun
Ln;{gg%?gfjﬁ 5(?0;“333521;;352? irn(je:ctie NPRIETANINE EIROiEN National Withdrawn
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Withdrawn and refused applications for marketing authorisation in March 2017:

Medicinal product

Carglumic Acid 200 mg dispergeerbare tablet

Active substance

CARGLUMINEZUUR

Procedure (National/DCP/MRP)

Withdrawn/refused

DCP Withdrawn
Eymoflox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Withdrawn
Floximax 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP Withdrawn
Lacosamid LANNACHER
behandelingsstartpakket LAc@EAIRS DCP Withdrawn
Lacosamid Lannacher 10 mg/ml, oplossing
voor infusie LReEERIEs 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 e
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 AMLODIPINE, OLMESARTAN DCP b T
filmomhulde tabletten
Salmeterol/Fluticasonpropionaat Elpen 50
microgram/100 microgram/ dosis, FLUTICASON, SALMETEROL DCP L
inhalatiepoeder, voorverdeeld
Solumox 5 mg/ml, oogdruppels, oplossing MOXIFLOXACINE DCP b T

October 2023
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Tenofovirdisoproxil Elpen 245 mg filmomhulde
tabletten

TENOFOVIR

DCP

Withdrawn

Xamoxol 5 mg/ml, oogdruppels, oplossing

MOXIFLOXACINE

DCP

Withdrawn

October 2023
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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 Netfeel Serused
Sleepzz 1 mg en 3 mg, tabletten MELATONINE Netiarel Serused)
Zolpidemtartraat PharmConsul 5 mg en10 mg,
filmomhulde tabletten ZOLPIDEM DCP Withdrawn
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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 e
FLUIANGIN 8,75 mg zuigtabletten FLURBIPROFEN DCP Rl
Febuxostat Teva 80 mg en 120 mg,
fimomhulde 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 NADROPARINE . :
anti Xa/0.8 ml National Withdrawn
Fraxodi 1,0, oplossing voor injectie 19.000 IE
anti Xa/1,0 ml
Levothyroxin Actavis
25/50/75/88/100/112/125/137/150/175/200 LEVOTHYROXINE DCP Withdrawn
microgram
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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 e
Emla, hydrofiele creme 5% LIDOCAINE, PRILOCAINE Naifalial Rl
Rint chamomile neusspray oplossing OXYMETAZOLINE DCP R e
Rint menthol neusspray oplossing OXYMETAZOLINE DCP T [
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Withdrawn and refused applications for marketing authorisation in November 2016:

Medicinal product

Etonogestrel/Ethinylestradiol Teva

Active substance
ETHINYLESTRADIOL,

Procedure (National/DCP/MRP)

Withdrawn/refused

0,120mg/0,015 mg per 24 uur, vaginale ring ETONOGESTREL DCP Withdrawn
Narotravi 200 mg/245 mg filmomhulde tabletten | EMTRICITABINE, TENOFOVIR DCP Withdrawn
glfi;?fcti(iapine Cipla 60 mg, tabletten met verlengde NIEEDIPINE B Withdrawn
Paracetamol BMS 1g bruistabletten PARACETAMOL DCP Withdrawn
Primolut N 5 mg, tabletten NORETHISTERON National Withdrawn

October 2023
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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 e
Bupropion Hydrochloride Glenmark 150 mg en
300 mg tabletten met gereguleerde afgifte ELPREIR O DCP Withdrawn
Saquinavir Accord 500 mg filmomhulde
tabletten Sl DCP Withdrawn
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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 CAPEEITAENE DCP Withdrawn
Duodopa, 40 mg/ml + 10 mg/ml, intestinale gel CARBIDOPA, LEVIDOPA DCP Rl
GAMMAGARD S/D 10,0 g, poeder en HUMAAN NORMAAL

oplosmiddel voor oplossing voor infusie IMMUNOGLOBULINE National Withdrawn
Levonorgestrel 0,15 mg/ Ethinylestradiol 0,03 ETHINYLESTRADIOL,

mg Exeltis filmomhulde tabletten LEVONORGESTREL MRP Withdrawn
Nortilen 25 mg, flmomhulde tabletten NORTRIPTYLINE National T [
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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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Withdrawn and refused applications for marketing authorisation in June 2016:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Grank i sachet 0 o en MMl acETYLCYSTEINE bcp withdrawn
gsisg?edgl Actavis 5 mg, maagsapresistente BISACODYL NATIONAAL -
Divisun 800 IE, tabletten CHOLECALCIFEROL NATIONAAL withdrawn
oplbssing voor fusie o ETOPOSIDE bcp withdraw
Lt:;;p;)rggirleMedical Valley 20 mg/ml, orale IBUPROFEN bep -
;?S%;etamol Medical Valley 120 mg/5 mL PARACETAMOL bep -
Voxitrina 20 mg/ml en 60 mg/ml, drank ACETYLCYSTEINE DCP withdrawn
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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 il
ililjgrcet; /1i;15;ugslifcleacon, poeder voor oplossing voor CEFTRIAXON SULBACTAM bep efused
ﬁgt?rzﬁrz)rgsgﬂgqpoég,%igllgsi?n;n erogram/mi 5 LAANOHRERT, Thilo el DCP withdrawn
SLINDA 4 mg filmomhulde tabletten DROSPIRENON DCP G

91
October 2023



c B G
M E B

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 HOIRTEZCAS DCP withdrawn
Canesten gyno Combi Pack, tablet voor
vaginaal gebruik 500 mg, creme voor vaginaal CLOTRIMAZOLE NATIONAL I
gebruik 10mg/g
Depakine®Chrono 500, tabletten met VALPROATE,
gereguleerde afgifte 500 mg VALPROINEZUUR NATIONAL withdrawn
Finasteride 5 mg flmomhulde tabletten FINASTERIDE DCP it s
Hydroxycarbamide Amomed 500 mg, capsules HYDROXYCARBAMIDE DCP e
Retrikil, 600 mg/300 mg filmomhulde tabletten ABACAVIR, LAMIVUDINE DCP it g
Virofob 245 mg, flmomhulde tabletten TENOFOVIR DCP S e
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Withdrawn and refused applications for marketing authorisation in March 2016:

Medicinal product

Bimatoprost Bipharma 0,3 mg/ml oogdruppels,

Active substance

BIMATOPROST

Procedure (National/DCP/MRP)

Withdrawn/refused

oplossing DCP withdrawn
Depakine vloeistof voor kinderen 300 mg/ml,
vloeistof voor oraal gebruik SERIELMALHREATE NATIONAL withdrawn
Enoxaparin Strides 100 mg/ml, 150 mg/ml en
300 mg/3 ml oplossing voor injectie ENOPEEARINE DCP withdrawn
Lisenia 20, tabletten ETHINYLESTRADIOLE,

LEVONORGESTREL DCP withdrawn
Methylprednisolon Eurogenerics 32 mg
tabletten HETFNHPREDNISOLOE DCP refused
Motilium suspensie voor oraal gebruik 1 mg/ml DOMPERIDONE NATIONAL T
Sibutramine HCL- monohydraat 10 mg en 15
mg PCH, capsules SIETURAINE MRP withdrawn

October 2023
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Withdrawn and refused applications for marketing authorisation in February 2016:

Medicinal product Active substance Procedure (National/DCP/MRP) Withdrawn/refused
Qrc:r:ilcysteme Alpex 600 mg, granulaat voor ACETYLCYSTEINE MRP withdrawn
Celiprolol HCI Actavis 200 mg en 400 mg, CELIPROLOL NATIONAL withdrawn
filmomhulde tabletten
Condyline 5 mg/ml, applicatievloeistof PODOPHYLLOTOXINE NATIONAL withdrawn
Devaron 800 IE, tabletten CHOLECALCIFEROL NATIONAL withdrawn
Duloxetine 30 mg en 60 mg harde DULOXETINE DCP withdrawn
maagsapresistente capsules
Microlax, oplossing voor rectaal gebruik SODIUM LAURYL SULFATE NATIONAL withdrawn
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Withdrawn and refused applications for marketing authorisation in January 2016:

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

Luxera 160 mg/g créme METHYLAMINOLEVULINATE DCP withdrawn

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

QUETIAPINE DCP withdrawn
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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 FOSFOLIPIDEFRACTIE .
voor oplossing UIT RUNDERLONG e e G
: 5 :
Lavasept® Splutlon 0.04%, oplossing voor POLIHEXANIDUM DCP withdrawn
cutaan gebruik

Mebeverine HCI Retard Mylan 200 mg, harde

: MEBEVERINE DCP refused
capsules met gereguleerde afgifte

HIRERR P 5 g, 10 M, 20 g, 20 [ METHADONE National withdrawn
tabletten

Zemplar 5 microgram/ml, oplossing voor injectie PARICALCITOL DCP withdrawn
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Withdrawn and refused applications for marketing authorisation in October 2015:

No applications for marketing authorisation have been withdrawn or refused during October 2015.

October 2023
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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

October 2023



Withdrawn and refused applications for marketing authorisation in August 2015:

Medicinal product

Condyline 5 mg/ml, oplossing voor cutaan

Active substance

Procedure (National/DCP/MRP)

Withdrawn/refused

met verlengde afgifte

gebruik PODOPHYLLOTOXINE National withdrawn
DERMATOPHAGOIDES FARINAE,
GESTANDAARDIZEERD
- ALLERGENEN EXTRACT,
Mg)‘:iﬁX@ 12 SQ-HDM, Lyofilisaat voor oraal DERMATOPHAGOIDES DCP withdrawn
9 PTERONYSSINUS,
GESTANDAARDIZEERD
ALLERGENEN EXTRACT
Macrogol en electrolyten Pharmamatch 13,7 FOTACSLhIC BRI [ A ROIolL
oot voor drank. : SODIUMCHLORIDE, SODIUM National withdrawn
g,p HYDROGEN CARBONATE
Morfine sulfaat oplossing 10mg/5ml, drank MORPHINE DCP withdrawn
ARSI U i) (G20 [ R, PRAMIPEXOL DCP withdrawn
tabletten met verlengde afgifte
PRAVISTA 1,5 mg (1,05 mg base), tabletten PRAMIPEXOL DCP withdrawn
met verlengde afgifte
PRAVISTA 2,25 mg (1,57 mg base ), tabletten PRAMIPEXOL DCP withdrawn
met verlengde afgifte
PRAVISTA 3 mg (2,1 mg base), tabletten met PRAMIPEXOL DCP withdrawn
verlengde afgifte
PRAVISTA 3,75 mg (2,62 mg base), tabletten .
met verlengde afgifte PRAMIPEXOL DCP withdrawn
PRAVISTA 4,5 mg (3,15 mg base), tabletten PRAMIPEXOL DCP withdrawn

October 2023

99




