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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Aloxidil 2% soluzione cutanea



not available



027261015



IDI FARMACEUTICI SRL



IT



FR/H/0446/001



34009 368 846 8 7



SAS LABORATOIRES



FR



– flacone 60 ml ALOPEXY 50 mg/ml, solution pour application cutanée



DERMATOLOGIQUES DUCRAY



ALOPEXY 50 mg/ml oplossing



FR/H/0446/001



BE376537



PIERRE FABRE BENELUX



BE



FR/H/0446/001



BE376546



PIERRE FABRE BENELUX



BE



FR/H/0446/001



BE376546



PIERRE FABRE BENELUX



BE



FR/H/0446/001



34009 368 847 4 8



LABORATOIRES



FR



voor cutaan gebruik ALOPEXY 50 mg/ml, solution pour application cutanée ALOPEXY 50 mg/ml, solution pour application cutanée ALOPEXY 50 mg/ml, solution pour application cutanée



DERMATOLOGIQUES DUCRAY



ALOPEXY 50 mg/ml, solution



FR/H/0446/001



34009 384 402 3 2



pour application cutanée



LABORATOIRES



FR



DERMATOLOGIQUES DUCRAY



ALOPEXY 50 mg/ml, solution



FR/H/0446/001



34009 384 404 6 1



pour application cutanée



LABORATOIRES



FR



DERMATOLOGIQUES DUCRAY



TREFOSTIL 5 %, soluzione



FR/H/0446/001



040777029



PIERRE FABRE ITALIA S.P.A.



IT



FR/H/0446/001



040777031



PIERRE FABRE ITALIA S.P.A.



IT



FR/H/0446/001



040777043



PIERRE FABRE ITALIA S.P.A.



IT



FR/H/0446/001



5316211



PFDC / PORTUGAL



PT



cutanea TREFOSTIL 5 %, soluzione cutanea TREFOSTIL 5 %, soluzione cutanea Alorexyl, 50 mg/ml, solução cutânea



List of nationally authorised medicinal products EMA/412789/2018



Page 2/26



Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 50 mg/ml soluţie



FR/H/0446/001



9951/2017/02



PIERRE FABRE



RO



cutanată ALOPEXY 50 mg/ml soluţie



DERMATOLOGIE FR/H/0446/001



9951/2017/03



PIERRE FABRE



FR/H/0446/001



9951/2017/04



PIERRE FABRE



FR/H/0446/001



1-30439



cutanată ALOPEXY 50 mg/ml soluţie



DERMATOLOGIE



cutanată Alopexy 50 mg/ml Lösung zur



FR/H/0446/001



1-30439



AT



PIERRE FABRE



AT



DERMATOLOGIE FR/H/0446/001



1-30439



Anwendung auf der Haut ALOPEXY 50 mg/ml, solution



PIERRE FABRE DERMATOLOGIE



Anwendung auf der Haut Alopexy 50 mg/ml Lösung zur



RO



DERMATOLOGIE



Anwendung auf der Haut Alopexy 50 mg/ml Lösung zur



RO



PIERRE FABRE



AT



DERMATOLOGIE FR/H/0446/001



BE376537



PIERRE FABRE BENELUX



BE



FR/H/0446/001



BE376546



PIERRE FABRE BENELUX



BE



FR/H/0446/001



BE376537



PIERRE FABRE BENELUX



BE



FR/H/0446/001



BE376546



PIERRE FABRE BENELUX



BE



FR/H/0446/001



81238.00.00



PIERRE FABRE DERMO-



DE



pour application cutanée ALOPEXY 50 mg/ml, solution pour application cutanée ALOPEXY 50 mg/ml oplossing voor cutaan gebruik ALOPEXY 50 mg/ml oplossing voor cutaan gebruik ALOPEXY 5 % Lösung zur Anwendung auf der Haut ALOPEXY 5 % Lösung zur



KOSMETIK GMBH FR/H/0446/001



81238.00.00



FR/H/0446/001



81238.00.00



PIERRE FABRE DERMO-



FR/H/0446/001



72923



PIERRE FABRE IBERICA,



Anwendung auf der Haut ALOPEXY 5 % Lösung zur



DE



KOSMETIK GMBH



Anwendung auf der Haut ALOPEXY 50 mg/ml solución



PIERRE FABRE DERMO-



DE



KOSMETIK GMBH



cutánea
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 50 mg/ml solución



FR/H/0446/001



72923



PIERRE FABRE IBERICA,



ES



cutánea ALOPEXY 50 mg/ml solución



S.A. FR/H/0446/001



72923



PIERRE FABRE IBERICA,



FR/H/0446/001



88747/27-12-2010



PIERRE FABRE HELLAS SA



GR



FR/H/0446/001



17842



PIERRE FABRE



PL



cutánea ALOPEXY 5%, δερματικό



ES



S.A.



διάλυμα Alopexy, 50 mg/ml, roztwór na skórę Alopexy, 50 mg/ml, roztwór



DERMATOLOGIE FR/H/0446/001



17842



na skórę Alopexy, 50 mg/ml, roztwór



PL



DERMATOLOGIE FR/H/0446/001



17842



na skórę TREFOSTIL 5 %, soluzione



PIERRE FABRE PIERRE FABRE



PL



DERMATOLOGIE FR/H/0446/001



040777017



PIERRE FABRE ITALIA S.P.A.



IT



FR/H/0446/001



88747/27-12-2010



PIERRE FABRE HELLAS SA



GR



FR/H/0446/001



81238.00.00



PIERRE FABRE DERMO-



DE



cutanea ALOPEXY 5%, δερματικό διάλυμα ALOPEXY 5 % Lösung zur Anwendung auf der Haut ALOPEXY 50 mg/ml, solution



KOSMETIK GMBH FR/H/0446/001



BE376537



PIERRE FABRE BENELUX



BE



FR/H/0446/001



5316229



PIERRE FABRE DERMO-



PT



pour application cutanée Alorexyl, 50 mg/ml, solução cutânea



COSMÉTIQUE PORTUGAL, LDA.



ALOPEXY 50 mg/ml solución



FR/H/0446/001



72923



cutánea Alopexy 50 mg/ml Lösung zur



ES



S.A. FR/H/0446/001



1-30439



Anwendung auf der Haut Alopexy, 50 mg/ml, roztwór



PIERRE FABRE IBERICA, PIERRE FABRE



AT



DERMATOLOGIE FR/H/0446/001



na skórę List of nationally authorised medicinal products EMA/412789/2018
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 50 mg/ml soluţie



FR/H/0446/001



9951/2017/01



PIERRE FABRE



RO



cutanată Minoxidil ISDIN 50 mg/ml



DERMATOLOGIE not available



68556



ISDIN, S.A.



ES



not available



026729032



A. MENARINI - INDUSTRIE



IT



solución cutánea MINOXIMEN 5% soluzione cutanea



FARMACEUTICHE RIUNITE S.R.L.



MINOXIMEN 2 % soluzione



not available



026729018



cutanea



A. MENARINI - INDUSTRIE



IT



FARMACEUTICHE RIUNITE S.R.L.



Minoxidil, lotion 2 g/100 ml



not available



RVG 57383



FAGRON NL B.V.



NL



Regaine 50mg/g espuma



SE/H/1173/001/DC



76483



JOHNSON & JOHNSON S.A.



ES



SE/H/1173/001



5562905



JOHNSON & JOHNSON LDA



PT



SE/H/1173/001



BE435732



JOHNSON & JOHNSON



BE



cutánea Regaine 50 mg/g espuma cutânea Regaine 5%, schuim voor cutaan gebruik Regaine 50 mg/g spuma



CONSUMER N.V./S.A. SE/H/1173/001/DC



6724/2014/01



MCNEIL PRODUCTS LIMITED



RO



SE/H/1173/001



135574



JOHNSON & JOHNSON



AT



SE/H/1173/001



PA 823/48/3



cutanata. Regaine 5 % Schaum zur Anwendung auf der Kopfhaut Regaine for Men Extra



GMBH



Strength 5% w/w Scalp Foam



MCNEIL HEALTHCARE



IE



(IRELAND) LIMITED



Cutaneous Foam ALOSTIL 5 %, mousse pour



SE/H/1173/001/DC



CIP 34009 266 604 5 1



application cutanée en flacon



JOHNSON & JOHNSON



FR



SANTÉ BEAUTÉ FRANCE



pressurisé Regaine 50mg/g, schuim



SE/H/1173/001



voor cutaan gebruik List of nationally authorised medicinal products EMA/412789/2018
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine 5%, schuim voor



SE/H/1173/001



BE435732



JOHNSON & JOHNSON



BE



cutaan gebruik Regaine 50 mg/g spuma



CONSUMER N.V./S.A. SE/H/1173/001/DC



6724/2014/02



MCNEIL PRODUCTS LIMITED



RO



SE/H/1173/001



5562913



JOHNSON & JOHNSON LDA



PT



SE/H/1173/001



BE435732



JOHNSON & JOHNSON



BE



cutanata. Regaine 50 mg/g espuma cutânea Regaine 5%, mousse à application cutanée Regaine 5%, mousse à



CONSUMER N.V./S.A. SE/H/1173/001



BE435732



application cutanée Regaine 50mg/g espuma



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A. SE/H/1173/001/DC



76483



JOHNSON & JOHNSON S.A.



ES



SE/H/1173/001/DC



CIP 34009 266 605 1 2



JOHNSON & JOHNSON



FR



cutánea ALOSTIL 5 %, mousse pour application cutanée en flacon



SANTÉ BEAUTÉ FRANCE



pressurisé Regaine 5 % Schaum zur



SE/H/1173/001



135574



Anwendung auf der Kopfhaut Regaine 50mg/g, schuim



AT



GMBH SE/H/1173/001



RVG110328



voor cutaan gebruik Regaine for Men Extra



JOHNSON & JOHNSON JOHNSON & JOHNSON



NL



CONSUMER B.V. SE/H/1173/001



PA 823/48/3



Strength 5% w/w Scalp Foam



MCNEIL HEALTHCARE



IE



(IRELAND) LIMITED



Cutaneous Foam Regaine 5%, Schaum zur



SE/H/1173/001



BE435732



Anwendung auf der Haut Regaine 5%, Schaum zur



BE



CONSUMER N.V./S.A. SE/H/1173/001



BE435732



Anwendung auf der Haut REGAINE 50 mg/g dermalna



JOHNSON & JOHNSON JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A. SE/H/1173/001



H/14/0925/001



MCNEIL PRODUCTS LIMITED



SI



pena
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



REGAINE 50 mg/g dermalna



SE/H/1173/001



H/14/0925/001



MCNEIL PRODUCTS LIMITED



SI



not available



34009 368 823-8 6



SANDOZ



FR



not available



34009 381 460-2 8



SANDOZ



FR



not available



34009 364 017-7 8



SANDOZ



FR



not available



34009 368 822-1 8



SANDOZ



FR



not available



23281



AXXON SP. Z O.O.



PL



not available



23277



AXXON SP. Z O.O.



PL



not available



NL 14720-3400933595005



COOPERATION



FR



pena MINOXIDIL SANDOZ CONSEIL 2 %, solution pour application cutanée MINOXIDIL SANDOZ CONSEIL 2 %, solution pour application cutanée MINOXIDIL SANDOZ CONSEIL 2 %, solution pour application cutanée MINOXIDIL SANDOZ CONSEIL 2 %, solution pour application cutanée Minovivax 2%, 20 mg/ml, roztwór na skórę Minovivax 5%, 50 mg/ml, roztwór na skórę MINOXIDIL COOPER 2%, solution pour application



PHARMACEUTIQUE



cutanée en flacon



FRANCAISE



Regaine® 2 % - Lösung



not available



1-20070



JOHNSON & JOHNSON



AT



GMBH REGAINE 2 % Oplossing voor



not available



BE 135965



JOHNSON & JOHNSON



not available



LT/1/96/2446/001



MCNEIL PRODUCTS LIMITED



cutaan gebruik Regaine 20 mg/ml odos



BE



CONSUMER N.V./S.A. LT



tirpalas
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine for Women Regular



not available



PA 823/48/1



MCNEIL HEALTHCARE



IE



Strength 2% w/v Cutaneous



(IRELAND) LIMITED



Solution REGAINE ®



not available



19984



JOHNSON & JOHNSON



CY



HELLAS CONSUMER AE Regaine 20 mg/ml solução



not available



8672402



JOHNSON & JOHNSON LDA



PT



not available



00-0479



MCNEIL PRODUCTS LIMITED



LV



Regaine 20 mg/ml nahalahus



not available



276599



MCNEIL PRODUCTS LIMITED



EE



Rogaine 20 mg/ml liuos iholle



not available



9790



MCNEIL, A DIVISION OF



FI



cutânea Regaine 20 mg/ml uz ādas lietojams šķīdums



JANSSEN-CILAG OY ALOSTIL 2 POUR CENT,



not available



CIP 34009 329 287 1 2



solution pour application



JOHNSON & JOHNSON



FR



SANTÉ BEAUTÉ FRANCE



cutanée Регаин 20 mg/ml разтвор за



not available



20050511



MCNEIL PRODUCTS LIMITED



BG



not available



OGYI-T-2065/01



JOHNSON & JOHNSON KFT.



HU



not available



026725010



JOHNSON & JOHNSON



IT



not available



RVG 12121



кожа Regaine 20 mg/ml külsőleges oldat REGAINE 2% Soluzione cutanea Regaine 20 mg/ml oplossing



S.P.A.



voor cutaan gebruik REGAINE®



JOHNSON & JOHNSON



NL



CONSUMER B.V. not available



43033/01-07-2015



JOHNSON & JOHNSON



GR



HELLAS CONSUMER AE REGAINE 2 % Oplossing voor



not available



cutaan gebruik
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOSTIL 2 POUR CENT,



not available



CIP 34009 354 105 0 4



JOHNSON & JOHNSON



FR



solution pour application



SANTÉ BEAUTÉ FRANCE



cutanée REGAINE 2 % Oplossing voor



not available



BE 135965



cutaan gebruik Regaine® 2 % - Lösung



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A. not available



1-20070



JOHNSON & JOHNSON



AT



GMBH ALOSTIL 2 POUR CENT,



not available



CIP 34009 330 874 4 9



solution pour application



JOHNSON & JOHNSON



FR



SANTÉ BEAUTÉ FRANCE



cutanée Regaine® 2 % - Lösung



not available



1-20070



JOHNSON & JOHNSON



AT



GMBH Regaine 20 mg/ml solução



not available



8672410



JOHNSON & JOHNSON LDA



PT



not available



5363-I-2335/12



MCNEIL PRODUCTS LIMITED



SI



not available



10981



MCNEIL SWEDEN AB



SE



not available



PL 15513/0149



MCNEIL PRODUCTS LIMITED



UK



not available



10981



MCNEIL SWEDEN AB



SE



not available



58036.00.00



JOHNSON & JOHNSON



DE



cutânea REGAINE 20 mg/ml dermalna raztopina Rogaine 20 mg/ml kutan lösning Regaine for Women Regular Strength Rogaine 20 mg/ml kutan lösning Regaine® Frauen, 20 mg/ml Lösung zur Anwendung auf



GMBH



der Haut (Kopfhaut) Regaine® Frauen 20 mg/ml



not available



Lösung zur Anwendung auf



42877.01.00



JOHNSON & JOHNSON



DE



GMBH



der Haut (Kopfhaut)
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine® Frauen 20 mg/ml



not available



42877.01.00



JOHNSON & JOHNSON



DE



Lösung zur Anwendung auf



GMBH



der Haut (Kopfhaut) Regaine® Frauen, 20 mg/ml



not available



58036.00.00



Lösung zur Anwendung auf



JOHNSON & JOHNSON



DE



GMBH



der Haut (Kopfhaut) Rogaine 20 mg/ml liuos iholle



not available



9790



MCNEIL, A DIVISION OF



FI



JANSSEN-CILAG OY Regaine for Women Regular



not available



MA 100/00901



MCNEIL PRODUCTS LIMITED



MT



not available



91732/14/16-07-2015



JOHNSON & JOHNSON



GR



Strength REGAINE Foam



HELLAS CONSUMER AE Regaine Männer Schaum, 50



not available



78203.00.00



mg/g Rogaine 50 mg/g, kutant



JOHNSON & JOHNSON



DE



GMBH SE/H/1173/001/DC



46526



MCNEIL SWEDEN AB



SE



not available



2008099992



JOHNSON & JOHNSON



LU



not available



PL 15513/0134



MCNEIL PRODUCTS LIMITED



UK



not available



MA 100/00903



MCNEIL PRODUCTS LIMITED



MT



not available



UP/I-530-09/12-01/587



JOHNSON & JOHNSON



HR



skum Regaine 5% Solution pour application cutanée Regaine for Men Extra



CONSUMER N.V./S.A.



Strength Scalp Foam 5% w/w Cutaneous Foam Regaine for Men Extra Strength Scalp Foam 5% w/w Cutaneous Foam Regaine 50 mg/g pjena za kožu Regaine for Men Extra



S.E.D.O.O. not available



PL 15513/0366



MCNEIL PRODUCTS LIMITED



UK



Strength Scalp Foam 5% w/w Cutaneous Foam
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Rogaine 50 mg/ml liuos iholle



not available



11442



MCNEIL, A DIVISION OF



FI



JANSSEN-CILAG OY REGAINE



not available



52074/16-07-2012



JOHNSON & JOHNSON



Regaine® 5 % - Lösung



not available



1-22451



JOHNSON & JOHNSON



Regaine Extra Strength 5%



not available



PA 823/48/2



GR



HELLAS CONSUMER AE AT



GMBH w/v Cutaneous Solution Regaine for Men Extra



MCNEIL HEALTHCARE



IE



(IRELAND) LIMITED not available



MA 100/00902



MCNEIL PRODUCTS LIMITED



MT



not available



BE 165794



JOHNSON & JOHNSON



BE



Strength REGAINE 5% Oplossing voor cutaan gebruik



CONSUMER N.V./S.A.



Rogaine 50 mg/ml liuos iholle



not available



11442



Regaine® Männer 50 mg/ml



not available



42877.00.00



MCNEIL, A DIVISION OF



FI



JANSSEN-CILAG OY Lösung zur Anwendung auf



JOHNSON & JOHNSON



DE



GMBH



der Haut (Kopfhaut) Regaine for Men Extra



not available



PL 15513/0148



MCNEIL PRODUCTS LIMITED



UK



not available



BE 165794



JOHNSON & JOHNSON



BE



not available



PL 15513/0365



MCNEIL PRODUCTS LIMITED



UK



not available



BE 165794



JOHNSON & JOHNSON



BE



Strength REGAINE 5% Oplossing voor cutaan gebruik Regaine for Men Extra



CONSUMER N.V./S.A.



Strength Scalp Solution 5% w/v Cutaneous Solution Regaine 5% Solution pour application cutanée



CONSUMER N.V./S.A.



REGAINE 5% kožní roztok



not available



46/180/88-B/C



MCNEIL PRODUCTS LIMITED



CZ



REGAINE 5% Soluzione



not available



026725034



JOHNSON & JOHNSON



IT
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOSTIL 5 POUR CENT,



not available



CIP 34009 339 873 0 5



JOHNSON & JOHNSON



FR



solution pour application



SANTÉ BEAUTÉ FRANCE



cutanée REGAINE



not available



19985



JOHNSON & JOHNSON



CY



HELLAS CONSUMER AE Regaine 50 mg/ml odos



not available



LT/1/96/2446/002



MCNEIL PRODUCTS LIMITED



LT



Regaine® 5 % - Lösung



not available



1-22451



JOHNSON & JOHNSON



AT



Regaine® 5 % - Lösung



not available



1-22451



Regaine 2% Solution pour



not available



2008099991



tirpalas GMBH JOHNSON & JOHNSON



AT



GMBH application cutanée Rogaine Forte 50 mg/ml



JOHNSON & JOHNSON



LU



CONSUMER N.V./S.A. not available



15343



MCNEIL SWEDEN AB



SE



not available



00-0480



MCNEIL PRODUCTS LIMITED



LV



Regaine, 50 mg/ml nahalahus



not available



276699



MCNEIL PRODUCTS LIMITED



EE



REGAINE 5% Oplossing voor



not available



BE 165794



JOHNSON & JOHNSON



BE



kutan lösning Regaine 50 mg/ml uz ādas lietojams šķīdums



cutaan gebruik



CONSUMER N.V./S.A.



Regaine Forte



not available



15280



MCNEIL DENMARK APS



DK



Regaine 5% Solution pour



not available



2008099992



JOHNSON & JOHNSON



LU



application cutanée Regaine 5% Solution pour



CONSUMER N.V./S.A. not available



2008099992



application cutanée Rogaine 50 mg/g, kutant



JOHNSON & JOHNSON



LU



CONSUMER N.V./S.A. SE/H/1173/001/DC



46526



MCNEIL SWEDEN AB



SE



skum
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine for Men Extra



not available



MA 100/00903



MCNEIL PRODUCTS LIMITED



MT



not available



78203.00.00



JOHNSON & JOHNSON



DE



Strength Scalp Foam 5% w/w Cutaneous Foam Regaine Männer Schaum, 50 mg/g Regaine for Men Extra



GMBH not available



PL 15513/0134



MCNEIL PRODUCTS LIMITED



UK



not available



UP/I-530-09/12-01/587



JOHNSON & JOHNSON



HR



Strength Scalp Foam 5% w/w Cutaneous Foam Regaine 50 mg/g pjena za kožu Regaine for Men Extra



S.E.D.O.O. not available



PL 15513/0366



MCNEIL PRODUCTS LIMITED



UK



not available



2008099991



JOHNSON & JOHNSON



LU



Strength Scalp Foam 5% w/w Cutaneous Foam Regaine 2% Solution pour application cutanée Regaine 2% Solution pour



CONSUMER N.V./S.A. not available



2008099991



application cutanée Regaine Extra Strength 5%



not available



PA 823/48/2



not available



BE 165794



JOHNSON & JOHNSON



BE



not available



PA 823/48/2



not available



PA 823/48/2



MCNEIL HEALTHCARE



IE



not available



MA 100/00902



MCNEIL PRODUCTS LIMITED



MT



not available



PL 15513/0148



MCNEIL PRODUCTS LIMITED



UK



(IRELAND) LIMITED



w/v Cutaneous Solution Regaine for Men Extra



IE



CONSUMER N.V./S.A.



w/v Cutaneous Solution Regaine Extra Strength 5%



MCNEIL HEALTHCARE (IRELAND) LIMITED



application cutanée Regaine Extra Strength 5%



LU



CONSUMER N.V./S.A.



w/v Cutaneous Solution Regaine 5% Solution pour



JOHNSON & JOHNSON



MCNEIL HEALTHCARE



IE



(IRELAND) LIMITED



Strength Regaine for Men Extra Strength List of nationally authorised medicinal products EMA/412789/2018
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National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine 5% Solution pour



not available



BE 165794



JOHNSON & JOHNSON



BE



application cutanée Rogaine Forte 50 mg/ml



CONSUMER N.V./S.A. not available



15343



MCNEIL SWEDEN AB



SE



not available



CIP 34009 339 872 4 4



JOHNSON & JOHNSON



FR



kutan lösning ALOSTIL 5 POUR CENT, solution pour application



SANTÉ BEAUTÉ FRANCE



cutanée Regaine® Männer 50 mg/ml



not available



42877.00.00



Lösung zur Anwendung auf



JOHNSON & JOHNSON



DE



GMBH



der Haut (Kopfhaut) REGAINE 5 % Lösung für die



not available



BE 165794



kutane Anwendung REGAINE 2 % Lösung für die



not available



BE 135965



not available



BE 165794



not available



BE 135965



not available



BE 165794



not available



BE 135965



not available



11442



BE



JOHNSON & JOHNSON



BE



JOHNSON & JOHNSON



BE



MCNEIL, A DIVISION OF



FI



JANSSEN-CILAG OY not available



9790



lösning ROGAINE 20 mg/ml kutan



JOHNSON & JOHNSON



CONSUMER N.V./S.A.



lösning ROGAINE 20 mg/ml kutan



BE



CONSUMER N.V./S.A.



kutane Anwendung ROGAINE 50 mg/ml kutan



JOHNSON & JOHNSON



CONSUMER N.V./S.A.



kutane Anwendung REGAINE 2 % Lösung für die



BE



CONSUMER N.V./S.A.



kutane Anwendung REGAINE 5 % Lösung für die



JOHNSON & JOHNSON CONSUMER N.V./S.A.



kutane Anwendung REGAINE 2 % Lösung für die



BE



CONSUMER N.V./S.A.



kutane Anwendung REGAINE 5 % Lösung für die



JOHNSON & JOHNSON



MCNEIL, A DIVISION OF



FI



JANSSEN-CILAG OY not available



lösning
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Product Name (in
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National Authorisation



MAH of product in the
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product is authorised



ROGAINE 50 mg/ml kutan



not available



11442



MCNEIL, A DIVISION OF



FI



lösning REGAINE 5% schiuma



JANSSEN-CILAG OY not available



AIC N 026725046



not available



AIC N 026725059



not available



PL 15513/0135



MCNEIL PRODUCTS LIMITED



UK



not available



PL 15513/0135



MCNEIL PRODUCTS LIMITED



UK



not available



90282.00.00



JOHNSON & JOHNSON



DE



cutanea REGAINE 5% schiuma



IT



S.P.A.



cutanea Regaine for Women Once a



JOHNSON & JOHNSON JOHNSON & JOHNSON



IT



S.P.A.



Day Scalp Foam 5% w/w Cutaneous Foam Regaine for Women Once a Day Scalp Foam 5% w/w Cutaneous Foam Regaine® Frauen Schaum, 50 mg/g Schaum zur



GMBH



Anwendung auf der Haut (Kopfhaut) REGAINE® Foam



not available



022275



JOHNSON & JOHNSON



CY



Minoxidil-ratiopharm® für



FR/H/0603/001



97292.00.00



RATIOPHARM GMBH



DE



FR/H/0603/002



97293.00.00



RATIOPHARM GMBH



DE



SE/H/1503/001/DC



8628/2016/01



MCNEIL PRODUCTS LIMITED



RO



HELLAS CONSUMER AE Frauen und Männer 20 mg/ml Lösung zur Anwendung auf der Haut (Kopfhaut) Minoxidil-ratiopharm® für Männer 50 mg/ml Lösung zur Anwendung auf der Haut (Kopfhaut) Regaine Femina 50 mg/g spuma cutanata
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MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine Femina 50 mg/g



SE/H/1503/001/DC



8628/2016/02



MCNEIL PRODUCTS LIMITED



RO



SE/H/1503/001



HR-H-680742457



JOHNSON & JOHNSON



HR



SE/H/1503/001



HR-H-680742457



JOHNSON & JOHNSON



SE/H/1503/001



20160116



MCNEIL PRODUCTS LIMITED



BG



SE/H/1503/001



34009 300 535 2 2



JOHNSON & JOHNSON



FR



spuma cutanata Regaine Femina 50 mg/g pjena za kožu Regaine Femina 50 mg/g



S.E.D.O.O.



pjena za kožu Регаин пяна за жени 50



HR



S.E.D.O.O.



mg/g пяна за кожа MINOXIDIL JOHNSON &JOHNSON 5%, mousse



SANTÉ BEAUTÉ FRANCE



cutanée Регаин пяна за жени 50



SE/H/1503/001



20160116



MCNEIL PRODUCTS LIMITED



BG



SE/H/1503/001



34009 300 535 3 9



JOHNSON & JOHNSON



FR



mg/g пяна за кожа MINOXIDIL JOHNSON &JOHNSON 5%, mousse



SANTÉ BEAUTÉ FRANCE



cutanée Roquinna 50 mg/g, kutant



SE/H/1503/001



52001



MCNEIL SWEDEN AB



SE



SE/H/1503/001/DC



52001



MCNEIL SWEDEN AB



SE



SE/H/1503/001



93874.00.00



JOHNSON & JOHNSON



DE



skum Roquinna 50 mg/g, kutant skum Regaine® Frauen Schaum 50 mg/g Schaum zur



GMBH



Anwendung auf der Haut (Kopf-haut) Regaine® Frauen Schaum 50



SE/H/1503/001



mg/g Schaum zur



93874.00.00



JOHNSON & JOHNSON



DE



GMBH



Anwendung auf der Haut (Kopf-haut)
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Regaine for Women Extra



SE/H/1503/001



PA 823/48/4



MCNEIL HEALTHCARE



IE



Strength 5% w/w Scalp Foam



(IRELAND) LIMITED



Cutaneous Foam Regaine for Women Extra



SE/H/1503/001



PA 823/48/4



Strength 5% w/w Scalp Foam



MCNEIL HEALTHCARE



IE



(IRELAND) LIMITED



Cutaneous Foam Regaine 50 mg/g espuma



SE/H/1503/001/DC



80.978



JOHNSON & JOHNSON S.A.



ES



SE/H/1503/001



80978



JOHNSON & JOHNSON S.A.



ES



SE/H/1503/001



BE489991



JOHNSON & JOHNSON



BE



cutánea para mujer Regaine 50 mg/g espuma cutánea para mujer Regaine 5% schuim voor cutaan gebruik, vrouwen Regaine 5% Schaum zur



CONSUMER N.V./S.A. SE/H/1503/001/DC



BE489991



Anwendung auf der Haut,



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A.



Frauen Regaine 5% schuim voor



SE/H/1503/001



BE489991



cutaan gebruik, vrouwen Regaine 5% Schaum zur



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A. SE/H/1503/001/DC



BE489991



Anwendung auf der Haut,



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A.



Frauen Regaine 5% mousse cutanée,



SE/H/1503/001



BE489991



femmes Regaine 5% mousse cutanée,



SE/H/1503/001



BE489991



JOHNSON & JOHNSON



BE



CONSUMER N.V./S.A. SE/H/1503/001/DC



91731/14/14-09-2016



5%, δερματικός αφρός Regaine Women’s® Foam,



BE



CONSUMER N.V./S.A.



femmes Regaine Women’s® Foam,



JOHNSON & JOHNSON



JOHNSON & JOHNSON



GR



HELLAS CONSUMER AE SE/H/1503/001



5%, δερματικός αφρός
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 2% solution pour



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



66.680



PIERRE FABRE IBERICA,



ES



not available



34009 330 925 8 0



application cutanée ALOPEXY 20 mg/ml, solución cutánea ALOPEXY 2 %, solution pour



S.A.



application cutanée



LABORATOIRES



FR



DERMATOLOGIQUES DUCRAY



ALOPEXY 2% solution pour



not available



0182291



PIERRE FABRE BENELUX



LU



not available



8246/2015/02



SAS PIERRE FABRE



RO



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



BE286937



PIERRE FABRE BENELUX



BE



not available



BE286937



PIERRE FABRE BENELUX



BE



not available



34009 364 307 5 4



LABORATOIRES



FR



application cutanée ALOPEXY 20 mg/ml soluţie cutanată ALOPEXY 2% oplossing voor



DERMATOLOGIE



cutaan gebruik ALOPEXY 2% solution pour application cutanée ALOPEXY 2% oplossing voor cutaan gebruik ALOPEXY 2 %, solution pour application cutanée



DERMATOLOGIQUES DUCRAY



ALOPEXY 2 %, solution pour



not available



34009 362 991 6 0



application cutanée



LABORATOIRES



FR



DERMATOLOGIQUES DUCRAY



ALOPEXY 2 %, solution pour



not available



34009 335 273 9 6



application cutanée



LABORATOIRES



FR



DERMATOLOGIQUES DUCRAY



ALOPEXY 20 mg/ml soluţie



not available



cutanată
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Product Name (in



MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 20 mg/ml soluţie



not available



8246/2015/03



PIERRE FABRE



RO



cutanată ALOPEXY 20 mg/ml soluţie



DERMATOLOGIE not available



8246/2015/04



PIERRE FABRE



not available



8246/2015/05



PIERRE FABRE



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



BE286937



PIERRE FABRE BENELUX



BE



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



BE286921



PIERRE FABRE BENELUX



BE



not available



BE286937



PIERRE FABRE BENELUX



BE



not available



66.680



PIERRE FABRE IBERICA,



ES



cutanată ALOPEXY 20 mg/ml soluţie



DERMATOLOGIE



cutanată ALOPEXY 2% solution pour



RO RO



DERMATOLOGIE



application cutanée ALOPEXY 2% solution pour application cutanée ALOPEXY 2% solution pour application cutanée ALOPEXY 2% oplossing voor cutaan gebruik ALOPEXY 2% oplossing voor cutaan gebruik ALOPEXY 2% oplossing voor cutaan gebruik ALOPEXY 20 mg/ml, solución cutánea ALOPEXY 2% solution pour



S.A. not available



0182306



PIERRE FABRE BENELUX



LU



not available



0233193



PIERRE FABRE BENELUX



LU



not available



0419553



PIERRE FABRE BENELUX



LU



not available



0419567



PIERRE FABRE BENELUX



LU



application cutanée ALOPEXY 2% solution pour application cutanée ALOPEXY 2% solution pour application cutanée ALOPEXY 2% solution pour application cutanée



List of nationally authorised medicinal products EMA/412789/2018



Page 19/26



Product Name (in
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National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



ALOPEXY 5%, solution pour



not available



0501909



PIERRE FABRE BENELUX



LU



not available



0591002



PIERRE FABRE BENELUX



LU



not available



0591016



PIERRE FABRE BENELUX



LU



not available



0501893



PIERRE FABRE BENELUX



LU



not available



026796021



LABORATORIO



IT



application cutanée ALOPEXY 5%, solution pour application cutanée ALOPEXY 5%, solution pour application cutanée ALOPEXY 5%, solution pour application cutanée MINOVITAL 20 mg/ml soluzione cutanea Neoxidil 2% Lösung zur



TERAPEUTICO M.R. S.R.L. not available



2007069351



GALDERMA BENELUX B.V.



LU



not available



58.331



LABORATORIOS GALDERMA



ES



not available



BE236433



GALDERMA BENELUX B.V.



BE



not available



BE137663



GALDERMA BENELUX B.V.



BE



not available



BE137663



GALDERMA BENELUX B.V.



BE



not available



BE236433



GALDERMA BENELUX B.V.



BE



not available



34009 330 360 0 3



GALDERMA INTERNATIONAL



FR



not available



BE236433



GALDERMA BENELUX B.V.



BE



not available



34009 331 223 7 9



GALDERMA INTERNATIONAL



FR



Anwendung auf der Haut Lacovin 20 mg/ml solución cutánea NEOXIDIL®, 2% solution



SA



pour usage cutané NEOXIDIL®, 2% solution pour usage cutané NEOXIDIL, 2% oplossing voor cutaan gebruik NEOXIDIL, 2% oplossing voor cutaan gebruik NEOXIDIL 2 %, solution pour application cutanée Neoxidil®, 2% Lösung zur Anwendung auf der Haut NEOXIDIL 2 %, solution pour application cutanée
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MRP/DCP Authorisation



National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Neoxidil 2% Lösung zur



not available



BE137663



GALDERMA BENELUX B.V.



BE



not available



34009 331 227 2 0



GALDERMA INTERNATIONAL



FR



not available



34009 331 224 3 0



GALDERMA INTERNATIONAL



FR



not available



34009 330 361 7 1



GALDERMA INTERNATIONAL



FR



not available



34009 331 226 6 9



GALDERMA INTERNATIONAL



FR



not available



2007069351



GALDERMA BENELUX B.V.



LU



PT/H/0990/001



78929



LABORATOIRES BAILLEUL



ES



PT/H/0990/001



78929



PT/H/0990/002



78930



Anwendung auf der Haut NEOXIDIL 2 %, solution pour application cutanée NEOXIDIL 2 %, solution pour application cutanée NEOXIDIL 2 %, solution pour application cutanée NEOXIDIL 2 %, solution pour application cutanée NEOXIDIL®, 2% solution pour usage cutané Minoxidil Biorga 20 mg/ml solución cutánea Minoxidil Biorga 20 mg/ml



SA



solución cutánea Minoxidil Biorga 50 mg/ml



PT/H/0990/002



78930



PT/H/0990/001



5633979



PT/H/0990/001



5634001



PT/H/0990/002



5634035



ES



LABORATOIRES BAILLEUL



PT



PT/H/0990/002



5634027



LABORATOIRES BAILLEUL



PT



SA



solução cutânea MINOXIDIL BIORGA 5%



LABORATOIRES BAILLEUL



SA



solução cutânea MINOXIDIL BIORGA 5%



ES



SA



solução cutânea MINOXIDIL BIORGA 2%



LABORATOIRES BAILLEUL SA



solución cutánea MINOXIDIL BIORGA 2%



ES



SA



solución cutánea Minoxidil Biorga 50 mg/ml



LABORATOIRES BAILLEUL



LABORATOIRES BAILLEUL



PT



SA



solução cutânea



List of nationally authorised medicinal products EMA/412789/2018



LABORATOIRES BAILLEUL



PT



SA



Page 21/26
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National Authorisation



MAH of product in the



Member State where



authorisation country)



number



Number



member state



product is authorised



Minoxidil Biorga 2%,



PT/H/0990/001



042311035



LABORATOIRES BAILLEUL



IT



soluzione cutanea Minoxidil Biorga 2%,



SA PT/H/0990/001



042311047



LABORATOIRES BAILLEUL



PT/H/0990/002



042311011



LABORATOIRES BAILLEUL



PT/H/0990/002



042311023



soluzione cutanea Minoxidil Biorga 5%,



SA



soluzione cutanea Minoxidil Biorga 5%,



not available



BE365504



not available



BE365504



not available



BE365513



not available



BE365513



PT/H/0990/001



46/244/14-C



PT/H/0990/001



46/244/14-C



PT/H/0990/002



46/245/14-C



PT/H/0990/002



46/245/14-C



PT/H/0990/001



6662/2014/01



LABORATOIRES BAILLEUL



BE



LABORATOIRES BAILLEUL



CZ



LABORATOIRES BAILLEUL



CZ



LABORATOIRES BAILLEUL



CZ



PT/H/0990/001



6662/2014/02



LABORATOIRES BAILLEUL



CZ



SA



cutanată Minorga 20 mg/ml, soluție



BE



SA



roztok Minorga 20 mg/ml, soluție



LABORATOIRES BAILLEUL



SA



roztok Minorga 50 mg/ml kožní



BE



SA



roztok Minorga 50 mg/ml kožní



LABORATOIRES BAILLEUL



SA



roztok Minorga 20 mg/ml kožní



BE



SA



pour application cutanée Minorga 20 mg/ml kožní



LABORATOIRES BAILLEUL



SA



pour application cutanée Minoxidil Biorga 5 % solution



IT



SA



pour application cutanée Minoxidil Biorga 5 % solution



LABORATOIRES BAILLEUL SA



pour application cutanée Minoxidil Biorga 2 % solution



IT



SA



soluzione cutanea Minoxidil Biorga 2 % solution



IT



LABORATOIRES BAILLEUL



RO



SA



cutanată
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Number
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MINORGA 50 mg/ml, soluție



PT/H/0990/002



6663/2014/01



LABORATOIRES BAILLEUL



RO



cutanată MINORGA 50 mg/ml, soluție



SA PT/H/0990/002



6663/2014/02



LABORATOIRES BAILLEUL



PT/H/0990/001



MA1106/00201



LABORATOIRES BAILLEUL



PT/H/0990/001



MA1106/00201



cutanată Minorga 2%, cutaneous



SA



solution Minorga 2%, cutaneous



PT/H/0990/002



MA1106/00202



PT/H/0990/002



MA1106/00202



PT/H/0990/001



022100



PT/H/0990/001



022100



PT/H/0990/002



22101



PT/H/0990/002



22101



not available



BE365504



not available



BE365504



not available



BE365513



LABORATOIRES BAILLEUL



CY



LABORATOIRES BAILLEUL



CY



LABORATOIRES BAILLEUL



CY



LABORATOIRES BAILLEUL



BE



not available



BE365513



LABORATOIRES BAILLEUL



BE



SA



oplossing voor cutaan gebruik Minoxidil Biorga 5 %



CY



SA



oplossing voor cutaan gebruik Minoxidil Biorga 5 %



LABORATOIRES BAILLEUL



SA



oplossing voor cutaan gebruik Minoxidil Biorga 2 %



MT



SA



διάλυμα Minoxidil Biorga 2 %



LABORATOIRES BAILLEUL



SA



διάλυμα ANDROXIL 5%, δερματικό



MT



SA



διάλυμα ANDROXIL 5%, δερματικό



LABORATOIRES BAILLEUL



SA



διάλυμα ANDROXIL 2%, δερματικό



MT



SA



solution ANDROXIL 2%, δερματικό



LABORATOIRES BAILLEUL SA



solution Minorga 5%, cutaneous



MT



SA



solution Minorga 5%, cutaneous



RO



LABORATOIRES BAILLEUL



BE



SA



oplossing voor cutaan gebruik
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Minoxidil Biorga 2 % Lösung



not available



BE365504



LABORATOIRES BAILLEUL



BE



zur Anwendung auf der Haut Minoxidil Biorga 2 % Lösung



SA not available



BE365504



LABORATOIRES BAILLEUL



not available



BE365513



LABORATOIRES BAILLEUL



not available



BE365513



zur Anwendung auf der Haut Minoxidil Biorga 5 % Lösung



SA



zur Anwendung auf der Haut Minoxidil Biorga 5 % Lösung



BE



SA



zur Anwendung auf der Haut Minorga 2% dermálny roztok



BE



LABORATOIRES BAILLEUL



BE



SA PT/H/0990/001



46/0386/14-S



LABORATOIRES BAILLEUL



SK



SA Minorga 2% dermálny roztok



PT/H/0990/001



46/0386/14-S



LABORATOIRES BAILLEUL



SK



SA Minorga 5% dermálny roztok



PT/H/0990/002



46/0387/14-S



Minorga 5% dermálny roztok



PT/H/0990/002



46/0387/14-S



Minorga, 50 mg/mL, roztwór



PT/H/0990/002



22109



LABORATOIRES BAILLEUL



SK



SA LABORATOIRES BAILLEUL



SK



SA na skórę Minorga, 50 mg/mL, roztwór



PT/H/0990/002



22109



PT/H/0990/001



22108



PT/H/0990/001



22108



not available



2006050029



LABORATOIRES BAILLEUL



PL



not available



2006050029



LABORATOIRES BAILLEUL



PL



SA



pour application cutanée Minoxidil Biorga 2 % solution



PL



SA



na skórę Minoxidil Biorga 2 % solution



LABORATOIRES BAILLEUL SA



na skórę Minorga, 20 mg/mL, roztwór



PL



SA



na skórę Minorga, 20 mg/mL, roztwór



LABORATOIRES BAILLEUL



LABORATOIRES BAILLEUL



LU



SA



pour application cutanée
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MAH of product in the
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member state
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Minoxidil Biorga 5 % solution



not available



2006050030



LABORATOIRES BAILLEUL



LU



pour application cutanée Minoxidil Biorga 5 % solution



SA not available



2006050030



LABORATOIRES BAILLEUL



PT/H/0990/001



95288



LABORATOIRES BAILLEUL



PT/H/0990/001



95288



pour application cutanée ANDROXIL 2%, δερματικό



SA



διάλυμα ANDROXIL 2%, δερματικό



PT/H/0990/002



95289



PT/H/0990/002



95289



GR



LABORATOIRES BAILLEUL



GR



AT/H/0638/001/DC



HR-H-541505197



AT/H/0638/002



HR-H-635449053



MIBE PHARMACEUTICALS



HR



AT/H/0638/001/DC



95953.00.00



DERMAPHARM AG



DE



AT/H/0638/002



95954.00.00



DERMAPHARM AG



DE



AT/H/0638/001/DC



137251



DERMAPHARM GMBH



AT



AT/H/0638/002



137252



DERMAPHARM GMBH



AT



D.O.O.



kožu, otopina Minoxicutan Frauen 20 mg/ml



LABORATOIRES BAILLEUL



SA



kožu, otopina Minocutan 50 mg/ml sprej za



GR



SA



διάλυμα Minocutan 20 mg/ml sprej za



LABORATOIRES BAILLEUL SA



διάλυμα ANDROXIL 5%, δερματικό



GR



SA



διάλυμα ANDROXIL 5%, δερματικό



LU



MIBE PHARMACEUTICALS



HR



D.O.O.



Spray zur Anwendung auf der Haut (Kopfhaut), Lösung Minoxicutan Männer 50 mg/ml Spray zur Anwendung auf der Haut (Kopfhaut), Lösung Alocutan 20 mg/ml Spray zur Anwendung auf der Haut, Lösung Alocutan 50 mg/ml Spray zur Anwendung auf der Haut, Lösung
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MAH of product in the
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Number



member state
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Alocutan, 20 mg/ml, aerozol



AT/H/0638/001



23898



SUN-FARM SP. Z.O.O.



PL



AT/H/0638/002



23899



SUN-FARM SP. Z.O.O.



PL



na skórê, roztwór Alocutan Forte, 50 mg/ml, aerozol na skórê, roztwór
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