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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 

AMOROLFINE PIERRE 
FABRE 5%, vernis à 
ongles médicamenteux 

not available 34009 300 453 6 7 SAS PIERRE FABRE 
DERMATOLOGIE 

FR 

AMOROLFINE PIERRE 
FABRE 5%, vernis à 
ongles médicamenteux 

not available 34009 300 453 7 4 SAS PIERRE FABRE 
DERMATOLOGIE 

FR 

AMOROLFINE PIERRE 
FABRE 5%, vernis à 
ongles médicamenteux 

not available 34009 491 048 9 5 SAS PIERRE FABRE 
DERMATOLOGIE 

FR 

AMOROLFINE PIERRE 
FABRE 5%, vernis à 
ongles médicamenteux 

not available 34009 491 047 2 7 SAS PIERRE FABRE 
DERMATOLOGIE 

FR 

ΖΑΟΝΑΙL® 5% w/v 
φαρμακευτική λάκα 
ονύχων 

EL/H/0145/001 11817/17-02-2015 PHARMAZAC SA GR 

Loceryl 5% 
Wirkstoffhaltiger 
Nagellack 

not available 2006068624 GALDERMA BENELUX B.V. LU 

Loceryl 5% medicinskt 
nagellack 

not available 10985 GALDERMA NORDIC AB FI 

Odenil 2,5 mg/g crema not available 60.610 LABORATORIOS GALDERMA, 
S.A. 

ES 

Odenil 50 mg/ml barniz 
de uñas medicamentoso 

not available 60.611 LABORATORIOS GALDERMA, 
S.A. 

ES 

Loceryl 50 mg/ml 
gyógyszeres körömlakk 

not available OGYI-T-4122/03 GALDERMA INTERNATIONAL HU 

Locetar 5% smalto 
medicato per unghie 

not available 028122048 GALDERMA ITALIA S.P.A. IT 

Loceryl 50 mg/ml 
vaistinis nagų lakas 

not available LT/1/98/3305/002 GALDERMA INTERNATIONAL LT 
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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 

Locetar 5% smalto 
medicato per unghie 

not available 028122051 GALDERMA ITALIA S.P.A. IT 

Locetar 5% smalto 
medicato per unghie 

not available 028122063 GALDERMA ITALIA S.P.A. IT 

Loceryl 5 % vernis à 
ongles médicamenteux 

not available BE166302 GALDERMA BENELUX B.V. BE 

CURANAIL 5% Nagellak not available BE488631 GALDERMA BENELUX B.V. BE 

CURANAIL 5 % vernis à 
ongles médicamenteux 

not available BE488631 GALDERMA BENELUX B.V. BE 

CURANAIL 5% 
Wirkstoffhaltiger 
Nagellack 

not available BE488631 GALDERMA BENELUX B.V. BE 

Locetar EF 50 mg/ml 
verniz para as unhas 
medicamentoso 

not available 5646971 LABORATORIOS GALDERMA 
SA - SUCURSAL EM 
PORTUGAL 

PT 

Locetar EF 50 mg/ml 
verniz para as unhas 
medicamentoso 

not available 5661335 LABORATORIOS GALDERMA 
SA - SUCURSAL EM 
PORTUGAL 

PT 

LOCERYLPRO 5%, vernis 
à ongles médicamenteux 

not available 34009 300 601 0 0 GALDERMA INTERNATIONAL FR 

LOCERYLPRO 5%, vernis 
à ongles médicamenteux 

not available 34009 300 720 1 1 GALDERMA INTERNATIONAL FR 

LOCERYLPRO 5%, vernis 
à ongles médicamenteux 

not available 34009 300 720 0 4 GALDERMA INTERNATIONAL FR 

ONILAQ 5% smalto 
medicato per unghie 

FR/H/0463/001 041906025 GALDERMA ITALIA S.P.A. IT 

Loceryl Curanail 5% w/v 
Medicated Nail Lacquer 

not available PL 10590/0049 GALDERMA (UK) LIMITED UK 
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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 

Loceryl 5% 
Wirkstoffhaltiger 
Nagellack 

not available BE166302 GALDERMA BENELUX B.V. BE 

Loceryl 5% Nagellak not available BE166302 GALDERMA BENELUX B.V. BE 

Loceryl 5% léčivý lak na 
nehty 

not available 26/252/02-C GALDERMA INTERNATIONAL CZ 

LOCERYL® 5 % 
lääkekynsilakka 

not available 10985 GALDERMA NORDIC AB FI 

LOCERYL 5 %, vernis à 
ongles médicamenteux 

not available 34009 334 887 3 4 GALDERMA INTERNATIONAL FR 

LOCERYL 5%, λάκα 
ονύχων 

not available 37252/28-7-2008 GALDERMA HELLAS S.A. GR 

Loceryl® Nagellack 
gegen Nagelpilz 50 
mg/ml wirkstoffhaltiger 
Nagellack 

not available 25936.00.01 GALDERMA LABORATORIUM 
GMBH 

DE 

LOCERYL 5 %, vernis à 
ongles médicamenteux 

not available 34009 359 749 3 8 GALDERMA INTERNATIONAL FR 

LOCERYL 5 %, vernis à 
ongles médicamenteux 

not available 34009 381 422 3 5 GALDERMA INTERNATIONAL FR 

Loceryl 5% lyfjalakk á 
neglur 

not available 900167 (IS) GALDERMA NORDIC AB IS 

Locetar 5% smalto 
medicato per unghie 

not available 028122036 GALDERMA ITALIA S.P.A. IT 

Loceryl 50 mg/ml 
vaistinis nagų lakas 

not available LT/1/98/3305/001 GALDERMA INTERNATIONAL LT 

Loceryl 5 % vernis à 
ongles médicamenteux 

not available 2006068624 GALDERMA BENELUX B.V. LU 
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Product Name  (in 
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Authorisation 
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Loceryl 5% medisinsk 
neglelakk 

not available 7821 GALDERMA NORDIC AB NO 

Loceryl 5% w/v 
Medicated Nail Lacquer 

not available MA 117/00401 GALDERMA INTERNATIONAL MT 

Loceryl 5% medicinskt 
nagellack 

not available 11944 GALDERMA NORDIC AB SE 

Loceryl 5% w/v 
Medicated Nail Lacquer 

not available PL 10590/0042 GALDERMA (UK) LIMITED UK 

Loceryl 50 mg/ml nagu 
laka 

not available 98-0496 GALDERMA INTERNATIONAL LV 

AMOROLFINE BIOGARAN 
5 %, vernis à ongles 
médicamenteux 

not available 398 976-7 OU 34009 398 976 7 7 GALDERMA INTERNATIONAL FR 

AMOROLFINE BIOGARAN 
5 %, vernis à ongles 
médicamenteux 

not available 398 974-4 OU 34009 398 974 4 8 GALDERMA INTERNATIONAL FR 

AMOROLFINE BIOGARAN 
5 %, vernis à ongles 
médicamenteux 

not available 398 975-0 OU 34009 398 975 0 9 GALDERMA INTERNATIONAL FR 

LOCERYLPRO 5%, vernis 
à ongles médicamenteux 

not available 34009 397 176 7 8 GALDERMA INTERNATIONAL FR 

Curanail 5% w/v 
Medicated Nail Lacquer 

not available PA 0590/027/001 GALDERMA (UK) LIMITED IE 

Loceryl 0.25% w/w 
cream 

not available PL 10590/0041 GALDERMA (UK) LIMITED UK 

Locetar 50 mg/ml barniz 
de uñas medicamentoso 

not available 60.560 LABORATORIOS GALDERMA, 
S.A. 

ES 
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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 

Loceryl 5% w/v 
Medicated Nail Lacquer 

not available PA 590/18/1 GALDERMA (UK) LIMITED IE 

Loceryl® Creme not available 25936.00.00 GALDERMA LABORATORIUM 
GMBH 

DE 

Loceryl 2,5 mg/g krém not available OGYI-T- 4122/02 GALDERMA INTERNATIONAL HU 

Locetar 0,25% crema not available 028122012 GALDERMA ITALIA S.P.A. IT 

Loceryl-antimykotischer 
Nagellack 

not available 1–19917 GALDERMA INTERNATIONAL AT 

Loceryl not available 14100 GALDERMA NORDIC AB DK 

Locetar 2,5 mg/g creme not available 2337780 LABORATORIOS GALDERMA 
SA - SUCURSAL EM 
PORTUGAL 

PT 

Loceryl 50 mg/ml 
gyógyszeres körömlakk 

not available OGYI-T-4122/01 GALDERMA INTERNATIONAL HU 

Loceryl, 50 mg/ml 
ravimküünelakk 

not available 321100 GALDERMA INTERNATIONAL EE 

Loceryl liečivý lak na 
nechty 5% 

not available 26/0260/93-S GALDERMA INTERNATIONAL SK 

Locetar 2,5 mg/g crema not available 60.559 LABORATORIOS GALDERMA, 
S.A. 

ES 

Loceryl, 50 mg/ml, lakier 
do paznokci leczniczy 

not available R/3647 GALDERMA POLSKA SP. Z 
O.O. 

PL 

ONILAQ 5% smalto 
medicato per unghie 

FR/H/0463/001 041906037 GALDERMA ITALIA S.P.A. IT 

ONILAQ 5% smalto 
medicato per unghie 

FR/H/0463/001 041906049 GALDERMA ITALIA S.P.A. IT 
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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 

ONILAQ 5% smalto 
medicato per unghie 

FR/H/0463/001 041906013 GALDERMA ITALIA S.P.A. IT 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4514/001 PL 00289/1683 TEVA UK LIMITED UK 

Amorolfin-CT 5 % 
wirkstoffhaltiger 
Nagellack 

UK/H/4514/001 81729.00.00 ABZ-PHARMA GMBH DE 

Arivil 50 mg/ml ljekoviti 
lak za nokte 

not available UP/I-530-09/12-01/143 MIBE PHARMACEUTICALS 
D.O.O. 

HR 

Amorolfin ratiopharm 5% 
lyfjalakk á neglur 

UK/H/4507/001 IS/1/14/021/01 RATIOPHARM GMBH IS 

Amorolfina ratiopharm, 
50 mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4507/001 5396379 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfina ratiopharm, 
50 mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4507/001 5396403 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfina ratiopharm, 
50 mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4507/001 5396361 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfin ratiopharm 
5 % lääkekynsilakka 

UK/H/4507/001 28670 RATIOPHARM GMBH FI 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4507/001 PL 00289/1684 TEVA UK LIMITED UK 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/3236/001 PL 36143/0001 MG PHARMA UK 
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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 

Amorolfine Pierre Fabre, 
50 mg/ml, lakier do 
paznokci, leczniczy 

SE/H/1006/001 18263 PIERRE FABRE 
DERMATOLOGIE 

PL 

Amorolfine Pierre Fabre 
5%, medicinskt nagellack 

SE/H/1006/001 43928 PIERRE FABRE 
DERMATOLOGIE 

SE 

Amorolfin Apofri 5 %, 
medicinskt nagellack 

not available 46742 APOFRI AB SE 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/3236/001 PL 36143/0001 MG PHARMA UK 

Amorolfine 5% w/v 
Medicated nail lacquer 

not available PL 35533/0018 ASPIRE PHARMA LIMITED UK 

Amorolfine 5% w/v 
Medicated nail lacquer 

not available PL 35533/0019 ASPIRE PHARMA LIMITED UK 

Unglyfol, 50 mg/ml, 
verniz para as unhas 
medicamentoso 

not available 5623053 NOREVA PORTUGAL - 
UNIPESSOAL, LDA 

PT 

AMOROLFINE 5% 
Medicated nail lacquer 

UK/H/6017/001 PL 44157/0001 OYSTERSHELL NV UK 

Amorolfine Oystershell 50 
mg/ml nagellak 

UK/H/6017/001 BE494302 OYSTERSHELL NV BE 

Arnorolfln Oystershell 50 
mg/ ml wirkstoffhaltiger 
Nagellack 

UK/H/6017/001 94991.00.00 OYSTERSHELL NV DE 

Amofin® 5 % Nagellack DE/H/3454/001 81290.00.00 GALENPHARMA GMBH DE 

Amorolfina Zentiva 50 
mg/ml verniz para as 
unhas medicamentoso 

PT/H/1138/001 5476056 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 
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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 

Amorolfina Zentiva 50 
mg/ml verniz para as 
unhas medicamentoso 

PT/H/1138/001 5476049 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfina Zentiva 50 
mg/ml verniz para as 
unhas medicamentoso 

PT/H/1138/001 5672662 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfina Zentiva 50 
mg/ml verniz para as 
unhas medicamentoso 

PT/H/1138/001 5672670 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfina Zentiva 50 
mg/ml verniz para as 
unhas medicamentoso 

PT/H/1138/001 5679030 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Amorolfin-ratiopharm 
5 % wirkstoffhaltiger 
Nagellack 

not available 82399.00.00 RATIOPHARM GMBH DE 

Linospro 50 mg/ml verniz 
medicamentoso para as 
unhas 

not available 5458856 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Linospro, 50 mg/ml, 
verniz para as unhas 
medicamentoso 

not available 5458864 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Linospro, 50 mg/ml, 
verniz para as unhas 
medicamentoso 

not available 5458872 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Amorolfine 5% w/v 
medicated nail lacquer 

not available PA 0688/031/001 CHANELLE MEDICAL IE 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/01 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 



 
 
List of nationally authorised medicinal products   
EMA/113394/2018  Page 10/16 
 
 

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 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/05 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/08 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/09 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/02 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/04 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/03 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/06 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/07 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/10 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/12 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/16 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/13 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/14 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/15 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 
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Product Name  (in 
authorisation country) 
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National Authorisation Number MAH of product in the 
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Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/17 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/11 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/18 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/19 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Neolaque 50 mg/ml 
gyógyszeres körömlakk 

UK/H/2470/001 OGYI-T-21938/20 PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

HU 

Amorolfina Isdin 50 
mg/ml barniz de uñas 
medicamentoso 

UK/H/2470/001 74.905 ISDIN, S.A. ES 

Amorolfine 5% w/v Nail 
Lacquer 

UK/H/2470/001 PL 13931/0049 CHANELLE MEDICAL UK 

Amorocutan 50 mg/ml 
wirkstoffhaltiger 
Nagellack 

DE/H/3076/001/DC 1-31862 DERMAPHARM GMBH AT 

Amorocutan 50 mg/ml 
wirkstoffhaltiger 
Nagellack 

DE/H/3076/001/DC 83805.00.00 DERMAPHARM AG DE 

Amorolak DE/H/3076/001/DC 21149 SUN-FARM SP. Z.O.O. PL 

AMOROLFINE EG 5 %, 
vernis à ongles 
médicamenteux 

not available NL39540 EG LABO - LABORATOIRES 
EUROGENERICS 

FR 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/01 OGYI-T-21937/04 TEVA GYÓGYSZERGYÁR ZRT HU 
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member state 
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Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/12 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/10 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/02 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/03 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/01 OGYI-T-21937/11 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfine Teva 5% 
nagellak 

UK/H/4508/001 BE400504 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/07 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/06 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/08 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfina Teva, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4508/001 5396338 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Amorolfina Teva, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4508/001 5396346 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Amorolfine Teva 5% 
vernis à ongles 
médicamenteux 

UK/H/4508/001 BE400504 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 
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Amorolfina Teva, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/2470/001 5396353 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4508/001 PL 00289/1681 TEVA UK LIMITED UK 

AMOROLFINE TEVA 5 % 
WIRKSTOFFHALTIGER 
NAGELLACK 

UK/H/4508/001 BE400504 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/05 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/01 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfin-Teva 50 mg/ml 
gyógyszeres körömlakk 

UK/H/4508/001 OGYI-T-21937/09 TEVA GYÓGYSZERGYÁR ZRT HU 

Amorolfina Teva 50 
mg/ml barniz de uñas 
medicamentoso 

UK/H/4508/001 74631 TEVA PHARMA S.L.U ES 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4513/001 PL 00289/1685 TEVA UK LIMITED UK 

Amorolfin-ratiopharm® 
5 % wirkstoffhaltiger 
Nagellack 

UK/H/4513/001 81728.00.00 RATIOPHARM GMBH DE 

Finail, medicinsk neglelak DK/H/1899/001 46456 ORIFARM GENERICS A/S DK 

Finail 5 % medicinskt 
nagellack 

DK/H/1899/001 43849 ORIFARM GENERICS A/S SE 

Sinibal 50 mg/ml Verniz 
para as unhas 
medicamentoso 

not available 5327051 LABORATÓRIOS ATRAL, S.A. PT 



 
 
List of nationally authorised medicinal products   
EMA/113394/2018  Page 14/16 
 
 

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 

Sinibal 50 mg/ml Verniz 
para as unhas 
medicamentoso 

not available 5683578 LABORATÓRIOS ATRAL, S.A. PT 

Sinibal 50 mg/ml Verniz 
para as unhas 
medicamentoso 

not available 5327044 LABORATÓRIOS ATRAL, S.A. PT 

Clavusimyl 5% w/v 
Medicated Nail Lacquer 

UK/H/4663/001 PL 04569/1403 GENERICS [UK] LIMITED UK 

Amorolfina Mylan 
Generics 5% smalto 
medicato per unghie 

UK/H/4663/001 042205029/M MYLAN S.P.A. IT 

Amorolfina Mylan 
Generics 5% smalto 
medicato per unghie 

UK/H/4663/001 042205017/M MYLAN S.P.A. IT 

Amorolfina Mylan 
Generics 5% smalto 
medicato per unghie 

UK/H/4663/001 042205031/M MYLAN S.P.A. IT 

Amorolfina MYLAN 50 
mg/ml barniz de uñas 
medicamentoso 

UK/H/4663/001 77191 MYLAN PHARMACEUTICALS 
S.L. 

ES 

Amorolfina Mylan, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4663/001 5476023 MYLAN, LDA PT 

Amorolfina Mylan, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4663/001 5476031 MYLAN, LDA PT 
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Amorolfina Mylan, 50 
mg/ml, verniz para as 
unhas medicamentoso 

UK/H/4663/001 5476015 MYLAN, LDA PT 

Amorolfin Mylan 5% 
medicinskt nagellack 

UK/H/4663/001 44704 MYLAN AB SE 

Funtrol 50 mg/ml lac de 
unghii medicamentos 

UK/H/4511/001 7155/2014/01-10 CHANELLE MEDICAL RO 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/001 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/002 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/003 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/004 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/005 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/006 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/007 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/008 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/009 UAB POLTA LT 

Funtrol 5% vaistinis nagų 
lakas 

UK/H/4511/001 LT/1/11/2700/010 UAB POLTA LT 
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Funtrol 5% liečivý lak na 
nechty 

UK/H/4511/001 26/0180/16-S PHARMASWISS ČESKÁ 
REPUBLIKA S.R.O. 

SK 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4511/001 PL 13931/0084 CHANELLE MEDICAL UK 

Amorolfine 5% w/v 
Medicated Nail Lacquer 

UK/H/4597/001 PL 30306/0521 ACTAVIS GROUP PTC EHF. UK 

Finail, medicinsk neglelak DK/H/1899/001 46456 ORIFARM GENERICS A/S DK 

Finail 5 % medicinskt 
nagellack 

DK/H/1899/001 43849 ORIFARM GENERICS A/S SE 

Amorolfin 5% w/v 
medicated nail lacquer 

UK/H/4506/01 PL 36687/0057 TORRENT PHARMA LTD. UK 

Amorolfin Nagelkur 
Heumann 5% 
wirkstoffhaltiger 
Nagellack 

UK/H/4506/01 81980.00.00 HEUMANN PHARMA GMBH & 
CO. GENERICA KG 

DE 

 


