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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Solu - Celestan - 4 mg/ml 
Injektionslösung not available 15.185 

MERCK SHARP & DOHME 
GES.M.B.H. AT 

Diprophos 2 ml - 
Suspension zur Injektion not available 16.848 

MERCK SHARP & DOHME 
GES.M.B.H. AT 

Diprophos 1 ml - 
Suspension zur Injektion not available 16.460 

MERCK SHARP & DOHME 
GES.M.B.H. AT 

Betnovate - Salbe not available 13.311 
GLAXOSMITHKLINE PHARMA 
GMBH. AT 

Betnovate - Creme not available 13.310 
GLAXOSMITHKLINE PHARMA 
GMBH. AT 

Betnovate - Crinale Lösung not available 14.435 
GLAXOSMITHKLINE PHARMA 
GMBH. AT 

Diproforte - Salbe not available 17.868 
MERCK SHARP & DOHME 
GES.M.B.H. AT 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Diproderm - Salbe not available 15.575 
MERCK SHARP & DOHME 
GES.M.B.H. AT 

Betnesol Augen-, Ohren- 
und Nasentropfen not available 13.501 ALFASIGMA S.P.A. AT 

Betnesol Brausetabletten not available 12.867 ALFASIGMA S.P.A. AT 

BETESIL 2,250 mg 
wirkstoffhaltiges Pflaster IT/H/0128/001 1-26751 IBSA FARMACEUTICI ITALIA AT 

Celestan biphase 5,7 
mg/ml 
Injektionssuspension not available 14.257 

MERCK SHARP & DOHME 
GES.M.B.H. AT 

Celestone® Chronodose, 
3mg/ml + 4mg/ml, 
Injektionssuspension not available BE032891 MSD BELGIUM BVBA/SPRL BE 

Celestone® Chronodose, 
3mg/ml + 4mg/ml, 
suspensie voor injectie not available BE032891 MSD BELGIUM BVBA/SPRL BE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Celestone® Chronodose, 
3mg/ml + 4mg/ml, 
suspension injectable not available BE032891 MSD BELGIUM BVBA/SPRL BE 

Celestone® 0,5 mg/ml 
Tropfen zum Einnehmen, 
Lösung not available BE033442 MSD BELGIUM BVBA/SPRL BE 

Celestone® 0,5 mg/ml 
druppels voor oraal 
gebruik, oplossing not available BE033442 MSD BELGIUM BVBA/SPRL BE 

Celestone® 0,5 mg/ml 
solution buvable en 
gouttes not available BE033442 MSD BELGIUM BVBA/SPRL BE 

Diprolene® 0,5 mg/g Crème 
Betamethasondipropionat not available BE130803 MSD BELGIUM BVBA/SPRL BE 

Diprolene® 0,5 mg/g Salbe 
Betamethasondipropionat not available BE122123 MSD BELGIUM BVBA/SPRL BE 

Diprolene® 0,5 mg/g zalf not available BE122123 MSD BELGIUM BVBA/SPRL BE 
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authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
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Diprolene® 0,5 mg/g crème not available BE130803 MSD BELGIUM BVBA/SPRL BE 

Diprolene® 0,5 mg/g crème not available BE130803 MSD BELGIUM BVBA/SPRL BE 

Diprolene® 0,5 mg/g 
pommade not available BE122123 MSD BELGIUM BVBA/SPRL BE 

Celestone® 4 mg/ml, 
Injektionslösung not available BE033494 MSD BELGIUM BVBA/SPRL BE 

Celestone® 4 mg/ml, 
solution injectable not available BE033494 MSD BELGIUM BVBA/SPRL BE 

Celestone® 4 mg/ml, 
oplossing voor injectie not available BE033494 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Disposable 
Syringe 10 mg + 4 mg/2 ml 
Injektionssuspension not available BE110792 MSD BELGIUM BVBA/SPRL BE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Diprophos® Disposable 
Syringe 5 mg + 2 mg/1 ml 
Injektionssuspension not available BE110801 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampoule 5 mg 
+ 2 mg/1 ml suspension 
injectable not available BE110826 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampul 5 mg + 
2 mg/1 ml suspensie voor 
injectie not available BE110826 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampulle 5 mg 
+ 2 mg/1 ml 
Injektionssuspension not available BE110826 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampulle 10 mg 
+ 4 mg/2 ml 
Injektionssuspension not available BE479111 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampul 10 mg + 
4 mg/2 ml suspensie voor 
injectie not available BE479111 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Ampoule 10 
mg + 4 mg/2 ml suspension 
injectable not available BE479111 MSD BELGIUM BVBA/SPRL BE 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Diprophos® Disposable 
Syringe 10 mg + 4 mg/2 ml 
suspension injectable not available BE110792 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Disposable 
Syringe 5 mg + 2 mg/1 ml 
suspension injectable not available BE110801 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Disposable 
Syringe 5 mg + 2 mg/1 ml 
suspensie voor injectie not available BE110801 MSD BELGIUM BVBA/SPRL BE 

Diprophos® Disposable 
Syringe 10 mg + 4 mg/2 ml 
suspensie voor injectie not available BE110792 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
Creme not available BE033354 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
Lösung zur Anwendung auf 
der Haut not available BE106443 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g Salbe not available BE033336 MSD BELGIUM BVBA/SPRL BE 
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Authorisation number 
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Diprosone® 0,5 mg/g 
oplossing voor cutaan 
gebruik not available BE106443 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g zalf not available BE033336 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
crème not available BE033354 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
solution pour application 
cutanée not available BE106443 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
pommade not available BE033336 MSD BELGIUM BVBA/SPRL BE 

Diprosone® 0,5 mg/g 
crème not available BE033354 MSD BELGIUM BVBA/SPRL BE 

Betnelan V 0,1% Creme not available BE 071312 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 
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BETNELAN V 0,1 % crème not available BE 071312 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

BETNELAN V 0,1 % 
oplossing voor cutaan 
gebruik not available BE 063682 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

Betnelan V 0,1 % Lösung 
zur Anwendung auf der 
Haut Betamethason not available BE 063682 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

BETNELAN V 0,1 % zalf not available BE 071127 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

Betnelan V 0,1 % Salbe 
Betamethason not available BE 071127 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

BETNELAN V 0,1 % solution 
pour application cutanée not available BE 063682 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

BETNELAN V 0,1 % 
pommade not available BE 071127 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 
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member state 

Member State where 
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BETNELAN V 0,1 % crème not available BE 071312 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA BE 

Дипрозон 0,05 % крем not available 20010008 
MERCK SHARP & DOHME 
BULGARIA EOOD BG 

Дипрофос 7 mg/ml 
инжекционна суспензия not available 20010270 

MERCK SHARP & DOHME 
BULGARIA EOOD BG 

ДИПРОЗОН 0,05 % маз not available 20020271 
MERCK SHARP & DOHME 
BULGARIA EOOD BG 

БЕТНОВАТ 0,1% маз not available 20020448 GLAXOSMITHKLINE EOOD BG 

Betnovate Cream not available 16788 
GLAXOSMITHKLINE (IRELAND) 
LIMITED CY 

Betnovate Scalp 
Application not available 19792 

GLAXOSMITHKLINE (IRELAND) 
LIMITED CY 
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Diprosone® 0,5 mg/g krém not available 46/008/92-S/C MERCK SHARP & DOHME BV CZ 

BETESIL 2,250 mg léčivá 
náplast IT/H/0128/001 46/439/06-C IBSA SLOVAKIA S.R.O. CZ 

Diprosone® 0,5 mg/g mast not available 46/009/92-S/C MERCK SHARP & DOHME BV CZ 

Deflatop 0,1% Schaum DK/H/2978/001 43256.00.00 RPH PHARMACEUTICALS AB DE 

Betnesol-V Lotio 0,1 % 
Emulsion zur Anwendung 
auf der Haut not available 6080648.00.01 

GLAXOSMITHKLINE GMBH & 
CO. KG DE 

Betnesol-V crinale 0,1 % 
Lösung not available 6080737.00.00 

GLAXOSMITHKLINE GMBH & 
CO. KG DE 



 
 
List of nationally authorised medicinal products   
EMA/382341/2015  Page 12/41 
 
 

Product Name  (in 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
product is authorised 

Betnesol-V Creme 0,1 % not available 6080648.00.02 
GLAXOSMITHKLINE GMBH & 
CO. KG DE 

Betnesol-V Salbe 0,1 % 
Emulsion zur Anwendung 
auf der Haut not available 6080648.00.00 

GLAXOSMITHKLINE GMBH & 
CO. KG DE 

CELESTAMINE® N 0,5 
liquidum Wirkstoff: 
Betamethason not available 6451145.00.00 ORGANON HEALTHCARE GMBH DE 

CELESTAN® Depot 2,7 
mg/ml + 3 mg/ml 
Injektionssuspension not available 6450944.00.00 ORGANON HEALTHCARE GMBH DE 

DIPROSIS® Salbe 0,64 
mg/g, Salbe not available 3380.00.00 ORGANON HEALTHCARE GMBH DE 

DIPROSONE® Depot 1 ml 
Ampulle 
2,0 mg/ml + 5,0 mg/ml 
Injektionssuspension not available 6451228.00.00 ORGANON HEALTHCARE GMBH DE 
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DIPROSONE® Lösung, 0,64 
mg/g Lösung not available 6451205.00.00 ORGANON HEALTHCARE GMBH DE 

DIPROSONE® Creme, 0,64 
mg/g Creme not available 6451205.00.02 ORGANON HEALTHCARE GMBH DE 

DIPROSONE® Depot 1 ml 
Fertigspritze 
2,0 mg/ml + 5,0 mg/ml 
Injektionssuspension not available 6464003.00.00 ORGANON HEALTHCARE GMBH DE 

DIPROSONE® Salbe, 0,64 
mg/g Salbe not available 6451205.00.01 ORGANON HEALTHCARE GMBH DE 

Betnesol Rektal-Instillation 
5 mg Rektallösung not available 6080625.00.00 ALFASIGMA S.P.A. DE 

CELESTAN® solubile 4 mg 
Injektionslösung not available 6450909.00.00 ORGANON HEALTHCARE GMBH DE 
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National Authorisation Number MAH of product in the 
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Betnesol Rektal-Instillation 
5 mg Rektallösung not available 6080625.00.00 ALFASIGMA S.P.A. DE 

Bettamousse, kutanskum 
0,1% DK/H/2978/001 30084 RPH PHARMACEUTICALS AB DK 

Betnovat, kutanopløsning not available 5152 
GLAXOSMITHKLINE PHARMA 
A/S DK 

Betnovat, creme not available 4570 
GLAXOSMITHKLINE PHARMA 
A/S DK 

Betnovat, kutanemulsion not available 9653 
GLAXOSMITHKLINE PHARMA 
A/S DK 

Betnovat, salve not available 9652 
GLAXOSMITHKLINE PHARMA 
A/S DK 



 
 
List of nationally authorised medicinal products   
EMA/382341/2015  Page 15/41 
 
 

Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 
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Diprospan, 
injektionsvæske, 
suspension 7 mg/ml not available 9013 MERCK SHARP & DOHME BV DK 

Betnovate cream, 1 mg/g 
kreem not available 098195 

GLAXOSMITHKLINE (IRELAND) 
LIMITED EE 

Diproderm 0,5 mg/g 
solución cutánea not available 55.118 

MERCK SHARP & DOHME DE 
ESPAÑA, S.A ES 

Celestone Cronodose 
suspensión inyectable not available 40.628 

MERCK SHARP & DOHME DE 
ESPAÑA, S.A ES 

Celecrem 0,5 mg/g crema not available 41.645 GALENICUM DERMA S.L. ES 

Betnovate 1 mg/g crema not available 40.576 
INDUSTRIAL FARMACEUTICA 
CANTABRIA, S.A. ES 

Diproderm 0,5 mg/g 
pomada not available 55.041 

MERCK SHARP & DOHME DE 
ESPAÑA, S.A ES 
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Diproderm 0,5 mg/g 
pomada not available 55.041 

MERCK SHARP & DOHME DE 
ESPAÑA, S.A ES 

Celecrem 1 mg/g crema not available 40.206 GALENICUM DERMA S.L. ES 

Cortitape 2,250 mg apósito 
adhesivo medicamentoso not available 82407 

LABORATORIOS GEBRO 
PHARMA, S.A. ES 

Betnovate 1 mg/g solución 
cutánea not available 45.275 

INDUSTRIAL FARMACEUTICA 
CANTABRIA, S.A. ES 

Celeston Chronodose (3+3) 
mg/ml injektionsvätska, 
suspension not available 3677 MERCK SHARP & DOHME BV FI 

Celeston Chronodose (3+3) 
mg/ml injektioneste, 
suspensio not available 3677 MERCK SHARP & DOHME BV FI 

Betapred 4 mg/ml, 
injektioneste, liuos not available 5729 ALFASIGMA S.P.A. FI 
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National Authorisation Number MAH of product in the 
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Member State where 
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Betnovat 1mg/g salva not available 2650 GLAXOSMITHKLINE OY FI 

Betnovat 1 mg/ml liuos 
iholle not available 2652 GLAXOSMITHKLINE OY FI 

Betnovat Scalp 1 mg/ml 
kutan lösning not available 5451 GLAXOSMITHKLINE OY FI 

Betnovat 1mg/g kräm not available 2651 GLAXOSMITHKLINE OY FI 

Betnovat 1 mg/ml liuos 
iholle not available 2652 GLAXOSMITHKLINE OY FI 

Betnovat 1 mg/g voide not available 2650 GLAXOSMITHKLINE OY FI 

Betnovat 1 mg/g 
emulsiovoide not available 2651 GLAXOSMITHKLINE OY FI 
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Betnovat Scalp 1 mg/ml 
liuos iholle not available 5451 GLAXOSMITHKLINE OY FI 

DIPROSONE 0,05 %, 
pommade not available 34009 314 313 1 2 MSD FRANCE FR 

DIPROSONE 0,05 %, crème not available 34009 314 320 8 1 MSD FRANCE FR 

DIPROSONE 0,05 %, lotion not available 34009 319 842 2 1 MSD FRANCE FR 

DIPROSONE 0,05 %, lotion not available 34009 319 843 9 9 MSD FRANCE FR 

DIPROSONE 0,05 %, 
pommade not available 34009 323 082 9 3 MSD FRANCE FR 

DIPROSONE 0,05 %, crème not available 34009 323 090 1 6 MSD FRANCE FR 
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DIPROSTENE, suspension 
injectable en seringue pré-
remplie not available 34009 320 050 9 3 MSD FRANCE FR 

BETNESOL 0,50 mg, 
comprimé effervescent not available 34009 301 097 3 1 ALFASIGMA S.P.A. FR 

BETNEVAL 0,1 %, crème not available V01709 
LABORATOIRE 
GLAXOSMITHKLINE FR 

BETNEVAL LOTION 0,1%, 
émulsion pour application 
cutanée not available NL01711 

LABORATOIRE 
GLAXOSMITHKLINE FR 

BETNEVAL 0,1 %, 
pommade not available V01710 

LABORATOIRE 
GLAXOSMITHKLINE FR 

DIPROLENE 0,05 %, 
pommade not available 34009 327 580 3 6 MSD FRANCE FR 

DIPROLENE 0,05 %, 
pommade not available 34009 327 583 2 6 MSD FRANCE FR 
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DIPROLENE 0,05 %, 
pommade not available 34009 327 584 9 4 MSD FRANCE FR 

DIPROLENE 0,05 %, 
pommade not available 34009 327 585 5 5 MSD FRANCE FR 

DIPROLENE 0,05 %, 
pommade not available 34009 327 582 6 5 MSD FRANCE FR 

CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 239 3 1 MSD FRANCE FR 

CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 244 7 1 MSD FRANCE FR 

CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 243 0 3 MSD FRANCE FR 

CELESTENE 0,05 POUR 
CENT, solution buvable en 
gouttes not available 34009 301 950 8 6 MSD FRANCE FR 
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CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 240 1 3 MSD FRANCE FR 

CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 242 4 2 MSD FRANCE FR 

CELESTENE 2 mg, 
comprimé dispersible 
sécable not available 34009 341 241 8 1 MSD FRANCE FR 

CELESTENE 4 mg/1 ml, 
solution injectable not available 34009 301 946 0 7 MSD FRANCE FR 

CELESTENE 4 mg/1 ml, 
solution injectable not available 34009 554 330 8 8 MSD FRANCE FR 

BETESIL 2,250 mg, 
emplâtre médicamenteux IT/H/487/001 34009 377 976 8 9 LABORATOIRES GENEVRIER FR 

BETESIL 2,250 mg, 
emplâtre médicamenteux IT/H/487/001 34009 377 977 4 0 LABORATOIRES GENEVRIER FR 
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BETESIL 2,250 mg, 
emplâtre médicamenteux IT/H/487/001 34009 377 978 0 1 LABORATOIRES GENEVRIER FR 

BETNESOL 5 mg/100ml, 
solution rectale en poche not available 34009 301 099 6 0 ALFASIGMA S.P.A. FR 

BETNESOL® 4 mg/1ml, 
solution injectable not available 34009 301 096 7 0 ALFASIGMA S.P.A. FR 

CELESTENE CHRONODOSE 
5,70 mg/ml, suspension 
injectable not available 34009 553 677 4 1 MSD FRANCE FR 

CELESTENE CHRONODOSE 
5,70 mg/ml, suspension 
injectable not available 34009 320 577 7 1 MSD FRANCE FR 

CELESTENE CHRONODOSE 
5,70 mg/ml, suspension 
injectable not available 34009 301 947 7 5 MSD FRANCE FR 

CELESTONE CHRONODOSE not available 41059/07/4-6-2008 MSD GREECE GR 



 
 
List of nationally authorised medicinal products   
EMA/382341/2015  Page 23/41 
 
 

Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
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PROPIOCHRONE not available 42356/10/21-06-2011 MSD GREECE GR 

Betnovate 0,1% w/w κρέμα not available 0856402 
GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. GR 

Betnovate 0,1% w/v 
δερματικό διάλυμα not available 0856403 

GLAXOSMITHKLINE SINGLE 
MEMBER A.E.B.E. GR 

BETATAPE 2,250 mg 
φαρμακούχο έμπλαστρο IT/H/0128/001 47853/22-11-07 ANGELINI PHARMA HELLAS S.A. GR 

BETATAPE 2,250 mg 
φαρμακούχο έμπλαστρο IT/H/0128/001 47853/22-11-07 ANGELINI PHARMA HELLAS S.A. GR 

BETATAPE 2,250 mg 
φαρμακούχο έμπλαστρο IT/H/0128/001 47853/22-11-07 ANGELINI PHARMA HELLAS S.A. GR 

Diprophos injekció not available OGYI-T-1107/01 MSD PHARMA HUNGARY KFT. HU 
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Betesil 2,25 mg 
gyógyszeres tapasz IT/H/0128/001 OGYI-T-20 267/01 IBSA PHARMA KFT HU 

Betesil 2,25 mg 
gyógyszeres tapasz IT/H/0128/001 OGYI-T-20 267/02 IBSA PHARMA KFT HU 

Betesil 2,25 mg 
gyógyszeres tapasz IT/H/0128/001 OGYI-T-20 267/03 IBSA PHARMA KFT HU 

Betnovate® RD (Ready 
Diluted) 0.025% w/w 
Ointment not available PA 1077/1/5 

GLAXOSMITHKLINE (IRELAND) 
LIMITED IE 

Betnovate Cream 0.1% 
w/w not available PA 1077/1/1 

GLAXOSMITHKLINE (IRELAND) 
LIMITED IE 

Betnovate® RD (Ready 
Diluted) 0.025% w/w 
Cream not available PA 1077/1/4 

GLAXOSMITHKLINE (IRELAND) 
LIMITED IE 

Betnovate Scalp 
Application 0.1% w/w 
Cutaneous Solution not available PA 1077/1/3 

GLAXOSMITHKLINE (IRELAND) 
LIMITED IE 
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Betnovate Ointment 0.1% 
w/w not available PA 1077/1/2 

GLAXOSMITHKLINE (IRELAND) 
LIMITED IE 

Betacap Scalp Application 
0.1% w/w Cutaneous 
Solution not available PA23128/010/001 

DERMAL LABORATORIES 
(IRELAND) LIMITED IE 

Bettamousse 1mg/g (0.1%) 
cutaneous foam not available PA1638/009/001 RPH PHARMACEUTICALS AB IE 

Betnesol 0.1% w/v Eye, Ear 
and Nasal Drops, solution not available PA1638/1/1 RPH PHARMACEUTICALS AB IE 

Betnesol 500 microgram 
Soluble Tablets not available PA1638/001/003 RPH PHARMACEUTICALS AB IE 

Diprospan 5 + 2 mg/ml 
stungulyf, dreifa not available 843526 MERCK SHARP & DOHME BV IS 
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Betnovat 1 mg/ml 
húðlausn not available 681143 

GLAXOSMITHKLINE PHARMA 
A/S IS 

Bettamousse 1 mg/g (0,1%) 
schiuma cutanea DK/H/2978/001 034226011 GIULIANI SPA IT 

Bettamousse 1 mg/g (0,1%) 
schiuma cutanea DK/H/2978/001 034226023 GIULIANI SPA IT 

ECOVAL - 1 mg/g Unguento not available 020423048 GLAXOSMITHKLINE S.P.A. IT 

ECOVAL - 1 mg/g Crema not available 020423137 GLAXOSMITHKLINE S.P.A. IT 

ECOVAL - 0,05% Soluzione 
cutanea not available 020423265 GLAXOSMITHKLINE S.P.A. IT 
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ECOVAL - 0,1% Emulsione 
cutanea not available 020423087 GLAXOSMITHKLINE S.P.A. IT 

Diprosone 0,05% crema not available 023087024 MSD ITALIA S.R.L. IT 

Diprosone 0,05% unguento not available 023087051 MSD ITALIA S.R.L. IT 

Diprosone 0,05% soluzione 
cutanea not available 023087075 MSD ITALIA S.R.L. IT 

BETA 21 0,5 mg/g crema not available 021513015 IDI FARMACEUTICI SRL IT 

BETA 21 0,5 mg/g 
unguento not available 021513027 IDI FARMACEUTICI SRL IT 

BETA 21 0,5 mg/ml 
emulsione cutanea not available 021513054 IDI FARMACEUTICI SRL IT 
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Beben 0,1% crema tubo 30 
g not available 022292080 TEOFARMA S.R.L. IT 

CORTIFLAM 2,250 mg 
cerotto medicato IT/H/0487/001 035727027 IBSA FARMACEUTICI ITALIA IT 

CORTIFLAM 2,250 mg 
cerotto medicato IT/H/0487/001 035727015 IBSA FARMACEUTICI ITALIA IT 

CORTIFLAM 2,250 mg 
cerotto medicato IT/H/0487/001 035727039 IBSA FARMACEUTICI ITALIA IT 

BETESIL 2,250 mg cerotto 
medicato IT/H/0128/001 035863012 IBSA FARMACEUTICI ITALIA IT 

BETESIL 2,250 mg cerotto 
medicato IT/H/0128/001 035863024 IBSA FARMACEUTICI ITALIA IT 

BETESIL 2,250 mg cerotto 
medicato IT/H/0128/001 035863036 IBSA FARMACEUTICI ITALIA IT 
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Celestoderm–V 1 mg/g 
tepalas not available LT/1/98/009/002 MERCK SHARP & DOHME BV LT 

Betnovate 1 mg/g odos 
emulsija not available LT/1/94/0750/003 

GLAXOSMITHKLINE LIETUVA 
UAB LT 

Betnovate 1 mg/g kremas not available LT/1/94/0750/001 
GLAXOSMITHKLINE LIETUVA 
UAB LT 

Betnovate 1 mg/g tepalas not available LT/1/94/0750/002 
GLAXOSMITHKLINE LIETUVA 
UAB LT 

BETNELAN V 0,1 % crème not available 260/09 10 0611 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

Betnelan V 0,1 % Creme not available 260/09 10 0611 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

Betnelan V 0,1% Salbe 
Betamethason not available 260/09 10 0612 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 
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BETNELAN V 0,1 % 
oplossing voor cutaan 
gebruik not available 260/09 10 0613 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

Betnelan V 0,1% Lösung zur 
Anwendung auf der Haut 
Betamethason not available 260/09 10 0613 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

BETNELAN V 0,1 % 
pommade not available 260/09 10 0612 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

BETNELAN V 0,1 % crème not available 260/09 10 0611 
GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

BETNELAN V 0,1 % solution 
pour application cutanée not available 260/09 10 0613 

GLAXOSMITHKLINE 
PHARMACEUTICALS SA LU 

Diprosone® 0,5 mg/g 
solution pour application 
cutanée not available 2011071204 MSD BELGIUM BVBA/SPRL LU 

Diprosone® 0,5 mg/g 
crème not available 2011071205 MSD BELGIUM BVBA/SPRL LU 
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Diprosone® 0,5 mg/g 
pommade not available 2011071206 MSD BELGIUM BVBA/SPRL LU 

Diprophos® Ampoule 10 
mg + 4 mg/2 ml suspension 
injectable not available 2001086456 MSD BELGIUM BVBA/SPRL LU 

Diprophos® Disposable 
Syringe 10 mg + 4 mg/2 ml 
suspension injectable not available 2001086461 MSD BELGIUM BVBA/SPRL LU 

Diprophos® Disposable 
Syringe 5 mg + 2 mg/1 ml 
suspension injectable not available 2001086456 MSD BELGIUM BVBA/SPRL LU 

Diprophos® Ampoule 5 mg 
+ 2 mg/1 ml suspension 
injectable not available 2001086456 MSD BELGIUM BVBA/SPRL LU 

Celestone® Chronodose, 
3mg/ml + 4mg/ml, 
suspension injectable not available 1900009992 MSD BELGIUM BVBA/SPRL LU 

Celestone® 0,5 mg/ml 
solution buvable en 
gouttes not available 1900009985 MSD BELGIUM BVBA/SPRL LU 
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Celestoderm-V 1 mg/g 
ziede not available 01-0066 MERCK SHARP & DOHME BV LV 

Betnovate Scalp 
Application 0.1% w/w 
Cutaneous Solution not available MA 192/00201 

GLAXOSMITHKLINE (IRELAND) 
LIMITED MT 

Betnovate Ointment 0.1% 
w/w not available MA192/00203 

GLAXOSMITHKLINE (IRELAND) 
LIMITED MT 

Betnovate Cream not available MA192/00202 
GLAXOSMITHKLINE (IRELAND) 
LIMITED MT 

Betnelan emulsie voor 
cutaan gebruik 1 mg/g not available RVG 17806 GLAXOSMITHKLINE B.V. NL 

Betnelan vloeistof voor 
cutaan gebruik 1 mg/g not available RVG 05650 GLAXOSMITHKLINE B.V. NL 

Betnelan zalf 1 mg/g not available RVG 04520 GLAXOSMITHKLINE B.V. NL 



 
 
List of nationally authorised medicinal products   
EMA/382341/2015  Page 33/41 
 
 

Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Betnelan crème 1 mg/g not available RVG 04519 GLAXOSMITHKLINE B.V. NL 

Betnesol Lavement, 
oplossing voor rectaal 
gebruik 5 mg/100 ml not available RVG 02697 ALFASIGMA S.P.A. NL 

Diprolene 0,5 mg/g zalf, 
zalf not available RVG 09522 MERCK SHARP & DOHME BV NL 

Celestone Chronodose, 
suspensie voor injectie 5,7 
mg/ml not available RVG 05399 MERCK SHARP & DOHME BV NL 

Diprosone crème, crème 
0,5 mg/g not available RVG 06650 MERCK SHARP & DOHME BV NL 

Diprosone oplossing voor 
cutaan gebruik, oplossing 
voor cutaan gebruik 0,5 
mg/g not available RVG 08211 MERCK SHARP & DOHME BV NL 

Diprosone zalf, zalf 0,5 
mg/g not available RVG 06864 MERCK SHARP & DOHME BV NL 
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Diprotit øredråper, 
oppløsning 0,05 % not available 95-1072 EVOLAN PHARMA AB NO 

Celeston Chronodose 6 
mg/ml injeksjonsvæske, 
suspensjon not available 5119 MERCK SHARP & DOHME BV NO 

Betnovat 0,1 % krem not available 5388 GLAXOSMITHKLINE AS NO 

Betnovat 0,1 % salve not available 5390 GLAXOSMITHKLINE AS NO 

Betnovat 1 mg/ml, 
liniment, oppløsning not available 5512 GLAXOSMITHKLINE AS NO 

Celestone, 4 mg/ml, 
roztwór do wstrzykiwań not available R/1214 MSD POLSKA SP. Z O.O. PL 

Betnovate, 1,22 mg/g, 
maść not available 4232 

GLAXOSMITHKLINE (IRELAND) 
LIMITED PL 
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Betnovate, 1,22 mg/g, 
krem not available 4231 

GLAXOSMITHKLINE (IRELAND) 
LIMITED PL 

Diprophos, (6,43 mg + 2,63 
mg)/ml, zawiesina do 
wstrzykiwań not available R/1216 MSD POLSKA SP. Z O.O. PL 

Diprolene, 0,64 mg/g, maść not available R/6723 MSD POLSKA SP. Z O.O. PL 

Cilestoderme 0,1 % Creme not available 9166900 MERCK SHARP & DOHME, LDA. PT 

Celestone 0,5 mg/ml 
solução oral not available 9222109 MERCK SHARP & DOHME, LDA. PT 

Diprofos Depot 14 mg/2 ml 
Suspensão injectável not available 8452904 MERCK SHARP & DOHME, LDA. PT 

Diprofos Depot 14 mg/2 ml 
Suspensão injectável not available 8452912 MERCK SHARP & DOHME, LDA. PT 
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Diprofos Depot 14 mg/2 ml 
Suspensão injectável not available 5584156 MERCK SHARP & DOHME, LDA. PT 

Diprofos Depot 14 mg/2 ml 
Suspensão injectável not available 8452920 MERCK SHARP & DOHME, LDA. PT 

Soluderme 0,5 mg/g 
solução cutânea not available 9434613 MERCK SHARP & DOHME, LDA. PT 

Betnovate1 mg/g creme not available 8184713 
GLAXO WELLCOME 
FARMACÊUTICA, LDA PT 

Betnovate 1 mg/g pomada not available 8184812 
GLAXO WELLCOME 
FARMACÊUTICA, LDA PT 

Betnovate Capilar 1 mg/g 
solução cutânea not available 8204909 

GLAXO WELLCOME 
FARMACÊUTICA, LDA PT 

Diprosone N.V. 0,5 mg/g 
pomada not available 9585000 MERCK SHARP & DOHME, LDA. PT 
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Diprosone 0,05% creme not available 5987581 MERCK SHARP & DOHME, LDA. PT 

Diprosone 0,05% pomada not available 9419408 MERCK SHARP & DOHME, LDA. PT 

Diprosone 0,05% creme not available 9419309 MERCK SHARP & DOHME, LDA. PT 

DIPROPHOS suspensie 
injectabilă not available 9844/2017/01 

MERCK SHARP & DOHME 
ROMANIA SRL RO 

DIPROPHOS suspensie 
injectabilă not available 9844/2017/02 

MERCK SHARP & DOHME 
ROMANIA SRL RO 

Betapred 4 mg/ml, 
injektionsvätska, lösning not available 8203 ALFASIGMA S.P.A. SE 

Betapred 0,5 mg tablett not available 6940 ALFASIGMA S.P.A. SE 
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Celeston bifas 5,7 mg/ml 
injektionsvätska, 
suspension not available 8070 MERCK SHARP & DOHME BV SE 

Betnovat 1 mg/ml kutan 
emulsion not available 7583 GLAXOSMITHKLINE AB SE 

Betnovat 0,1% salva not available 7584 GLAXOSMITHKLINE AB SE 

Betnovat 0,1% kräm not available 7582 GLAXOSMITHKLINE AB SE 

Betnovat 1 mg/ml kutan 
lösning not available 8300 GLAXOSMITHKLINE AB SE 

Diprotit 0,05 % 
örondroppar, lösning not available 13678 EVOLAN PHARMA AB SE 

Diprophos 
 injekcná suspenzia not available 56/0003/76-S MERCK SHARP & DOHME BV SK 
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DIPROSONE krém 0,5 mg/g 
dermálny krém not available 46/0008/92-S MERCK SHARP & DOHME BV SK 

DIPROSONE masť 0,5 mg/g 
dermálna mast not available 46/0009/92-S MERCK SHARP & DOHME BV SK 

BETESIL 2,250 mg liečivá 
náplasť IT/H/0128/001 46/0460/06-S IBSA SLOVAKIA S.R.O. SK 

Bettamousse 1mg/g (0.1%) 
cutaneous foam DK/H/2978/001 PL 36301/0036 RPH PHARMACEUTICALS AB XI 

Betnesol Eye, Ear and Nose 
Drops Solution 0.1% w/v not available PL 36301/0003 RPH PHARMACEUTICALS AB XI 

Betacap Scalp Application not available PL 00173/0149 
DIOMED DEVELOPMENTS 
LIMITED XI 
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Audavate 0.1% w/w Cream not available PL 0142/0924 ACCORD-UK LIMITED XI 

Audavate RD 0.025% w/w 
Cream UK/H/5038/001 PL 0142/1198 ACCORD-UK LIMITED XI 

Betnesol 500 microgram 
Soluble Tablets not available PL 36301/0052 RPH PHARMACEUTICALS AB XI 

Audavate 0.1% w/w 
Ointment UK/H/5037/002 PL 0142/1200 ACCORD-UK LIMITED XI 

Audavate RD 0.025% w/w 
Ointment UK/H/5037/001 PL 0142/1199 ACCORD-UK LIMITED XI 
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BETESIL 2.250 mg 
medicated plaster. IT/H/0128/001 PL 21039/0009 IBSA FARMACEUTICI ITALIA XI 

Betamethasone Valerate 
0.025% w/w Ointment not available PL 20075/0556 ACCORD HEALTHCARE LIMITED XI 

Betamethasone Valerate 
0.1% w/w Ointment not available PL 20075/0557 ACCORD HEALTHCARE LIMITED XI 

Betamethasone 4mg/ml 
Solution for Injection not available PL 36301/0054 RPH PHARMACEUTICALS AB XI 

Betamethasone Valerate 
0.025% w/w Cream not available PL 20075/0555 ACCORD HEALTHCARE LIMITED XI 
 


