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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

Dermovate 0,5 mg/g kréms not available 98-0124 GLAXOSMITHKLINE LV
LATVIA SIA

Dermovate 0,5 mg/g ziede not available 00-0250 GLAXOSMITHKLINE LV
LATVIA SIA

Dermovate 0,5 mg/g mast not available 46/429/92-C GLAXOSMITHKLINE Ccz
(IRELAND) LIMITED

Dermovate 0,5 mg/g krém not available 46/430/92-C GLAXOSMITHKLINE Ccz
(IRELAND) LIMITED

Dermovate 0.05%, solution for not available MA192/04202 GLAXOSMITHKLINE MT

skin application (IRELAND) LIMITED

Dermovate 0.05% w/w not available MA192/04201 GLAXOSMITHKLINE MT

Ointment (IRELAND) LIMITED

Dermovate 0.05% w/w Cream not available MA 192/04203 GLAXOSMITHKLINE MT
(IRELAND) LIMITED

Dermovat 0,5 mg/g kram not available 7058 GLAXOSMITHKLINE OY FI

Dermovat 0,5 mg/g salva not available 7059 GLAXOSMITHKLINE OY FI

Dermovat Scalp 0,5 mg/ml not available 7203 GLAXOSMITHKLINE OY FI

liuos iholle

Dermovat 0,5 mg/g not available 7058 GLAXOSMITHKLINE OY FI

emulsiovoide

List of nationally authorised medicinal products

EMA/269007/2020

Page 2/18




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
Dermovat Scalp 0,5 mg/ml not available 7203 GLAXOSMITHKLINE OY FI
liuos iholle
Dermovat 0,5 mg/g voide not available 7059 GLAXOSMITHKLINE OY FI
Dermovat, salve not available 6326 GLAXOSMITHKLINE DK
PHARMA A/S
Dermovat, kutanoplgsning not available 10360 GLAXOSMITHKLINE DK
PHARMA A/S
Dermovat, creme not available 6325 GLAXOSMITHKLINE DK
PHARMA A/S
Dermovat 0,05 % salve not available 6718 GLAXOSMITHKLINE AS NO
Dermovat 0,05 % krem not available 6717 GLAXOSMITHKLINE AS NO
Dermovat 0,5 mg/ml not available 7200 GLAXOSMITHKLINE AS NO
opplgsning
ClobaDerm 500 micrograms/g UK/H/3207/001 PL 0142/0998 ACTAVIS UK LIMITED UK
Cream
CLARELUX 500 Mikrogramm/g SK/H/0219/001 1-26157 PIERRE FABRE AT
Schaum zur Anwendung auf DERMATOLOGIE
der Haut
CLARELUX 500 microgram/g SK/H/0219/001 BE291611 PIERRE FABRE BENELUX BE

schuim voor cutaan gebruik in
spuitbus
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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
CLARELUX 500 microgramos/g SK/H/0219/001 66.071 PIERRE FABRE IBERICA, ES
espuma cutanea en envase a S.A.
presion
CLARELUX 500 SK/H/0219/001 15085/24-2-2009 PIERRE FABRE HELLAS GR
MIKpoypapuapia/g, depUaTIKOG SA
appOG O NEPIEKTN UMO Nigon
CLARELUX 500 SK/H/0219/001 0426172 PIERRE FABRE BENELUX LU
microgrammes/g mousse pour
application cutanée en flacon
pressurisé
CLARELUX 500 microgram/g SK/H/0219/001 RVG 30096 PIERRE FABRE BENELUX NL
schuim voor cutaan gebruik in
spuitbus
Clarelux 500 microgramas/g SK/H/0219/001 5013180 PIERRE FABRE DERMO- PT
espuma cutanea em recipiente COSMETIQUE
pressurizado PORTUGAL, LDA.
CLARELUX 500 micrograms/g SK/H/0219/001 PL 20693/0004 PIERRE FABRE UK
cutaneous foam in pressurised DERMATOLOGIE
container
OLUX 500 microgrammi/g SK/H/0219/001 036580013 GIULIANI SPA IT
schiuma cutanea in contenitore
sotto pressione
OLUX 500 microgrammi/g SK/H/0219/001 036580025 GIULIANI SPA 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
schiuma cutanea in contenitore
sotto pressione
CLARELUX 500 SK/H/0219/001 BE291611 PIERRE FABRE BENELUX BE
microgrammes/g mousse pour
application cutanée en flacon
pressurisé
CLARELUX 500 SK/H/0219/001 34009 216 5828 6 PIERRE FABRE FR
microgrammes/g mousse pour DERMATOLOGIE
application cutanée en flacon
pressurisé
Clarelux 500 microgramas/g SK/H/0219/001 5013289 PIERRE FABRE DERMO- PT
espuma cutdnea em recipiente COSMETIQUE
pressurizado PORTUGAL, LDA.
CLARELUX 500 Mikrogramm/g SK/H/0219/001 1-26157 PIERRE FABRE AT
Schaum zur Anwendung auf DERMATOLOGIE
der Haut
CLARELUX 500 SK/H/0219/001 BE291611 PIERRE FABRE BENELUX BE
microgrammes/g mousse pour
application cutanée en flacon
pressurisé
CLARELUX 500 microgram/g SK/H/0219/001 BE291611 PIERRE FABRE BENELUX BE

schuim voor cutaan gebruik in
spuitbus
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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
CLARELUX 500 mikrogramfl/g SK/H/0219/001 46/604/11-C PIERRE FABRE cz
kozni péna DERMATOLOGIE
CLARELUX 500 Mikrogramm/g SK/H/0219/001 58909.00.00 PIERRE FABRE DERMO- DE
Schaum zur Anwendung auf KOSMETIK GMBH
der Haut im Druckbehéltnis
CLARELUX 500 microgramos/g SK/H/0219/001 66.071 PIERRE FABRE IBERICA, ES
espuma cutanea en envase a S.A.
presion
CLARELUX 500 micrograms/g SK/H/0219/001 PL 20693/0004 PIERRE FABRE UK
cutaneous foam in pressurised DERMATOLOGIE
container
CLARELUX 500 SK/H/0219/001 15085/24-2-2009 PIERRE FABRE HELLAS GR
MIKpoypapuapia/g, depUaTIKOG SA
a@pOG O NEPIEKTN UMO Nigon
CLARELUX 500 SK/H/0219/001 0426186 PIERRE FABRE BENELUX LU
microgrammes/g mousse pour
application cutanée en flacon
pressurisé
CLARELUX 500 microgram/g SK/H/0219/001 RVG 30096 PIERRE FABRE BENELUX NL
schuim voor cutaan gebruik in
spuitbus
Clarelux, 500 mikrogramoéw/g, SK/H/0219/001 19532 PIERRE FABRE PL

piana na skére

DERMATOLOGIE
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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

CLARELUX 500 mikrogramov/g SK/H/0219/001 46/0659/11-S PIERRE FABRE SK
dermalna pena DERMATOLOGIE
CLARELUX 500 Mikrogramm/g SK/H/0219/001 58909.00.00 PIERRE FABRE DERMO- DE
Schaum zur Anwendung auf KOSMETIK GMBH
der Haut im Druckbehéltnis
CLARELUX 500 mikrogrami/g SK/H/0219/001 46/604/11-C PIERRE FABRE cz
kozni péna DERMATOLOGIE
CLARELUX 500 SK/H/0219/001 34009 216 58118 PIERRE FABRE FR
microgrammes/g mousse pour DERMATOLOGIE
application cutanée en flacon
pressurisé
CLARELUX 500 mikrogramov/g SK/H/0219/001 46/0659/11-S PIERRE FABRE SK
dermalna pena DERMATOLOGIE
Clarelux, 500 mikrogramoéw/g, SK/H/0219/001 19532 PIERRE FABRE PL
piana na skore DERMATOLOGIE
ClobaDerm 0,5 mg/g Pomada DK/H/2831/001 5707617 RATIOPHARM- PT

COMERCIO E INDUSTRIA

DE PRODUTOS

FARMACEUTICOS LDA
Dermovate 500 mikrogramu/g not available LT/1/94/0647/002 GLAXOSMITHKLINE LT
kremas LIETUVA UAB
Dermovate 500 mikrogramu/g not available LT/1/94/0647/001 GLAXOSMITHKLINE 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

odos tirpalas LIETUVA UAB

Dermovate 500 mikrogramu/g not available LT/1/94/0647/003 GLAXOSMITHKLINE LT

tepalas LIETUVA UAB

Dermovate Cream not available 16801 GLAXOSMITHKLINE CY
(IRELAND) LIMITED

Dermovate Ointment not available 16802 GLAXOSMITHKLINE cYy
(IRELAND) LIMITED

Dermovat 0,5 mg/ml hudlausn not available 782315 (IS) GLAXOSMITHKLINE IS
PHARMA A/S

Dermovat 0,5 mg/g krem. not available 731640 GLAXOSMITHKLINE IS
PHARMA A/S

Dermovat 0,5 mg/g smyrsli. not available 731641 GLAXOSMITHKLINE IS
PHARMA A/S

Dermovate 0.05% w/w Cream not available PA 1077/5/1 GLAXOSMITHKLINE IE
(IRELAND) LIMITED

Dermovate 0.05% w/w not available PA 1077/5/2 GLAXOSMITHKLINE IE

Ointment (IRELAND) LIMITED

Dermovate Scalp Application not available PA 1077/5/3 GLAXOSMITHKLINE IE

0.05% w/v Cutaneous Solution (IRELAND) LIMITED

Butavate Kpépa not available 1186901 GLAXOSMITHKLINE GR
AEBE
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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

Butavate Aloiopn not available 1186902 GLAXOSMITHKLINE GR
AEBE

Butavate AepuaTiko didAupa not available 1186903 GLAXOSMITHKLINE GR
AEBE

OEPMOBAT 0,05% ma3 not available 20030369 GLAXOSMITHKLINE BG
(IRELAND) LIMITED

OEPMOBAT 0,05% kpem not available 20030370 GLAXOSMITHKLINE BG
(IRELAND) LIMITED

Dermovate Cream not available PL 10949/0025 GLAXO WELLCOME UK UK
LTD TRADING AS
GLAXOSMITHKLINE UK

Dermovate Scalp Application not available PL 10949/0046 GLAXO WELLCOME UK UK
LTD TRADING AS
GLAXOSMITHKLINE UK

Dermovate Ointment not available PL 10949/0028 GLAXO WELLCOME UK UK
LTD

Clobex 500 mikrogram/g SE/H/1985/001 21811 GALDERMA NORDIC AB FI

schampo

Clobex 500 Mikrogramm/g SE/H/1985/001 BE291891 GALDERMA BENELUX LU

Shampoo B.V.

Clobex, shampoo SE/H/1985/001 38796 GALDERMA NORDIC AB DK
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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

Clobex 500 pikpoypauudpia/g SE/H/1985/001 99201/17/26-4-2018 GALDERMA GR
gdnwv yid To TPIXWTO TNG INTERNATIONAL
KEPAANG (caunouav)
Etrivex 500 micrograms/g UK/H/0872/001 PA590/23/1 GALDERMA (UK) IE
shampoo LIMITED
Clobex 500 mikrégromm/g SE/H/1985/001 1S/1/06/011/01 GALDERMA NORDIC AB IS
harsapa
Etrivex 500 micrograms/g SE/H/1985/001 PL 10590/0052 GALDERMA (UK) UK
shampoo LIMITED
Clobex 500 Mikrogramm/g UK/H/0872/001 BE291891 GALDERMA BENELUX BE
Shampoo B.V.
Clobex 500 microgrammes/g UK/H/0872/001 BE291891 GALDERMA BENELUX BE
shampooing B.V.
Clobex 500 microgram/g UK/H/0872/001 BE291891 GALDERMA BENELUX BE
shampoo B.V.
Clobex 500 Mikrogramm/g SE/H/1985/001 1-26814 GALDERMA AT
Shampoo INTERNATIONAL
CLOBEX 500 microgrammes/g, SE/H/1985/001 34009 379 52187 GALDERMA FR
shampooing INTERNATIONAL
Clobex 500 microgramos/g SE/H/1985/001 68.316 LABORATORIOS ES
champu GALDERMA SA
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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
Clobex 500 mikrogrammaa/g SE/H/1985/001 21811 GALDERMA NORDIC AB FI
shampoo
CLOBEX 500 microgrammes/g, SE/H/1985/001 34009 379 522 4 8 GALDERMA FR
shampooing INTERNATIONAL
Clobex 500 Mikrogramm/g SE/H/1985/001 64984.00.00 GALDERMA DE
Shampoo LABORATORIUM GMBH
Clobex 500 mikrogramuty/g SE/H/1985/001 46/037/07-C GALDERMA cz
Sampon INTERNATIONAL
Clobex 500 mikrogramm/g SE/H/1985/001 OGYI-T-20383/01 GALDERMA HU
sampon INTERNATIONAL
Clobex 500 mikrogramm/g SE/H/1985/001 OGYI-T-20383/03 GALDERMA HU
sampon INTERNATIONAL
Etrivex 500 microgrammi/g SE/H/1985/001 037769027 GALDERMA ITALIA S.P.A. IT
shampoo
CLOBEX 500 microgrammes/g, SE/H/1985/001 34009 37952309 GALDERMA FR
shampooing INTERNATIONAL
Etrivex 500 microgrammi/g SE/H/1985/001 037769015 GALDERMA ITALIA S.P.A. IT
shampoo
Clobex 500 mikrogramm/g SE/H/1985/001 OGYI-T-20383/02 GALDERMA HU
sampon INTERNATIONAL
Etrivex 500 microgrammi/g SE/H/1985/001 037769039 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

shampoo
Clobex 500 mikrogram/g SE/H/1985/001 05-3858 GALDERMA NORDIC AB NO
sjampo
Clobex 500 microgram/g SE/H/1985/001 RVG 33440 GALDERMA BENELUX NL
shampoo B.V.
Etrivex 500 microgramas/g SE/H/1985/001 5182829 LABORATORIOS PT
champo GALDERMA SA -

SUCURSAL EM

PORTUGAL
Etrivex 500 microgramas/g SE/H/1985/001 5019054 LABORATORIOS PT
champd GALDERMA SA -

SUCURSAL EM

PORTUGAL
Clobex 500 microgrammes/g SE/H/1985/001 BE291891 GALDERMA BENELUX LU
shampooing B.V.
Clobex 500 mikrogram/g SE/H/1985/001 23230 GALDERMA NORDIC AB SE
schampo
Etrivex 500 microgramas/g SE/H/1985/001 5019062 LABORATORIOS PT
champo GALDERMA SA -

SUCURSAL EM

PORTUGAL
Clobex 500 mikrogramov/g SE/H/1985/001 46/0514/06-S GALDERMA SK
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the

Member State

microgramas /g Creme

COMERCIO E INDUSTRIA
DE PRODUTOS
FARMACEUTICOS LDA

authorisation country) number Number member state where product is
authorised

Sampon INTERNATIONAL

Clobex 500 mikrogramow/g, SE/H/1985/001 12795 GALDERMA POLSKA SP. PL

szampon leczniczy Z 0.0.

Decloban 500 microgramos/g not available 56.530 TEOFARMA S.R.L. ES

pomada

Dermovate 0,5 mg/ml, roztwér not available R/3699 GLAXOSMITHKLINE PL

na skoére (IRELAND) LIMITED

Dermovate 0,5 mg/g, krem not available R/0047 GLAXOSMITHKLINE PL
(IRELAND) LIMITED

Dermovate 0,5 mg/g, masc not available R/0048 GLAXOSMITHKLINE PL
(IRELAND) LIMITED

ClobaDerm 500 micrograms/g UK/H/3208/001 PL 0142/0999 ACTAVIS UK LIMITED UK

Ointment

Dermovate zalf 0,5 mg/g not available RVG 06933 GLAXOSMITHKLINE B.V. NL

Dermovate creme 0,5 mg/g not available RVG 06932 GLAXOSMITHKLINE B.V. NL

Dermovate vloeistof voor not available RVG 07579 GLAXOSMITHKLINE B.V. NL

cutaan gebruik 0,5 mg/g

Clobetasol ratiopharm 500 DK/H/2830/001 5707724 RATIOPHARM- PT

List of nationally authorised medicinal products

EMA/269007/2020

Page 13/18




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
Clobetasol ratiopharm 500 NL/H/3604/001 5707716 RATIOPHARM- PT
microgramas /g Creme COMERCIO E INDUSTRIA
DE PRODUTOS
FARMACEUTICOS LDA
DERMOVAL, gel not available NL12966 LABORATOIRE FR
GLAXOSMITHKLINE
DERMOVAL 0,05 %, créme not available NL10403 LABORATOIRE FR
GLAXOSMITHKLINE
Dermovate, 0,05% nahalahus not available 214598 GLAXOSMITHKLINE EE
(IRELAND) LIMITED
Dermovate ointment, 0,05% not available 214398 GLAXOSMITHKLINE EE
salv (IRELAND) LIMITED
Dermovate cream, 0,05% not available 214498 GLAXOSMITHKLINE EE
kreem (IRELAND) LIMITED
DERMOVATE 0,05% oplossing not available BE115236 GLAXOSMITHKLINE BE
voor cutaan gebruik PHARMACEUTICALS SA
DERMOVATE 0,05 % Lésung not available BE115236 GLAXOSMITHKLINE BE
zur Anwendung auf der Haut PHARMACEUTICALS SA
DERMOVATE 0,05 % Creme not available BE091883 GLAXOSMITHKLINE BE
PHARMACEUTICALS SA
DERMOVATE 0,05% creme not available BE091883 GLAXOSMITHKLINE BE

PHARMACEUTICALS SA
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the

Member State

authorisation country) number Number member state where product is
authorised

DERMOVATE 0,05% zalf not available BE091892 GLAXOSMITHKLINE BE
PHARMACEUTICALS SA

Dermovate 0,05 % Salbe not available BE091892 GLAXOSMITHKLINE BE
PHARMACEUTICALS SA

DERMOVATE 0,05 % pommade not available BE091892 GLAXOSMITHKLINE BE
PHARMACEUTICALS SA

DERMOVATE 0,05 % creme not available BE091883 GLAXOSMITHKLINE BE
PHARMACEUTICALS SA

DERMOVATE 0,05% solution not available BE115236 GLAXOSMITHKLINE BE

pour application cutanée PHARMACEUTICALS SA

Dermovate 0,5 mg/g unguent not available 2230/2009/01 GLAXOSMITHKLINE RO
(IRELAND) LIMITED

Dermovate 0,5 mg/g crema not available 2229/2009/01 GLAXOSMITHKLINE RO
(IRELAND) LIMITED

Dermovate 0,5 mg/ml solutie not available 11259/2018/02 GLAXOSMITHKLINE RO

cutanata (IRELAND) LIMITED

Dermovate 0,5 mg/ml solutie not available 11259/2018/01 GLAXOSMITHKLINE RO

cutanata (IRELAND) LIMITED

CLOBESOL 0,05% Crema not available 023639026 GLAXOSMITHKLINE IT
S.P.A.

CLOBESOL 0,05% Unguento not available 023639040 GLAXOSMITHKLINE 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

S.P.A.

Dermovate krém not available OGYI-T-1329/02 GLAXOSMITHKLINE KFT. HU

Dermovate kilsoleges oldat not available OGYI-T-1329/03 GLAXOSMITHKLINE KFT. HU

Dermovate kenocs not available OGYI-T-1329/01 GLAXOSMITHKLINE KFT. HU

Dermovate - Salbe not available 15.910 GLAXOSMITHKLINE AT
PHARMA GMBH.

Dermovate - Creme not available 15.911 GLAXOSMITHKLINE AT
PHARMA GMBH.

Dermovate - Crinale Lésung not available 16.784 GLAXOSMITHKLINE AT
PHARMA GMBH.

Dermovate 0,5 mg/g creme not available 8430124 GLAXO WELLCOME PT
FARMACEUTICA, LDA

Dermovate 0,5 mg/g solucdo not available 8463901 GLAXO WELLCOME PT

cutdnea FARMACEUTICA, LDA

Dermovate 0,5 mg/g pomada not available 8430223 GLAXO WELLCOME PT
FARMACEUTICA, LDA

CLOVATE 0,5 mg/g crema not available 55.746 INDUSTRIAL ES
FARMACEUTICA
CANTABRIA, S.A.

Clobisdin 500 microgramos/mil ES/H/0250/001 79415 ISDIN, 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
solucién cutédnea
Clobetasolo Isdin 500 ES/H/0250/001 043114014 ISDIN S.R.L. IT
microgrammi/ml soluzione
cutanea
Dermovate 0,05 % Lésung zur not available 260/11 07 1214 GLAXOSMITHKLINE LU
Anwendung auf der Haut PHARMACEUTICALS SA
DERMOVATE 0,05 % Creme not available 260/11 01 0948 GLAXOSMITHKLINE LU
PHARMACEUTICALS SA
DERMOVATE 0,05 % Salbe not available 260/11 07 1215 GLAXOSMITHKLINE LU
PHARMACEUTICALS SA
DERMOVATE 0,05 % créme not available 260/11 01 0948 GLAXOSMITHKLINE LU
PHARMACEUTICALS SA
DERMOVATE 0,05 % pommade not available 260/11 07 1215 GLAXOSMITHKLINE LU
PHARMACEUTICALS SA
DERMOVATE 0,05% solution not available 260/11 07 1214 GLAXOSMITHKLINE LU
pour application cutanée PHARMACEUTICALS SA
Dermoxinale 0,5 mg/1 g not available 6080252.00.00 GLAXOSMITHKLINE DE
Losung GMBH & CO. KG
Dermoxin Creme not available 6080252.00.02 GLAXOSMITHKLINE DE
0,5mg/1g GMBH & CO. KG
Dermoxin Salbe not available 6080252.00.01 GLAXOSMITHKLINE DE
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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
0,5mg/lg GMBH & CO. KG
Dermovat 0,05 %, kram not available 9143 GLAXOSMITHKLINE AB SE
Dermovat 0,05 %, salva not available 9144 GLAXOSMITHKLINE AB SE
Dermovat 0,5 mg/ml, kutan not available 9252 GLAXOSMITHKLINE AB SE
I6sning
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