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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

Advantan ® depuariko
diaAupa 0,1% w/v

not available

3888/1-2-2002

BAYER HELLAS SA

GR

Advantan®, 0epuaTikd | not available 3887/01-02-2002 BAYER HELLAS SA GR
yaAdkTwpa (0,1% w/w)

Advantanaloipn not available 4938 / 28-01-2013 BAYER HELLAS SA GR
eEwTepIKNC Xprong 0,1%

Advantankpéua not available 69049/12/28-01-2013 BAYER HELLAS SA GR
eEwTepIKNC xpnonc 0,1%

Advantan - dermatologische | not available 1-21795 BAYER AUSTRIA GMBH AT
Ldsung

Advantan ® 0,1 % not available 11082 BAYER OY FI

emulsiovoide

Advantan ® 0,1 % voide not available 11083 BAYER OY FI

Advantan ® 0,1% Creme not available 22296.00.00 JENAPHARM GMBH & CO KG | DE
Advantan ® 0,1% L&sung, not available 22299.00.03 JENAPHARM GMBH & CO KG | DE
Lésung zur Anwendung auf

der Haut

Advantan ® Lotion 0,1 % AT/H/0102/001 13292 BAYER OY FI

emulsio iholle

Advantan 0,1 % Creme not available 22299.00.00 JENAPHARM GMBH & CO KG | DE
Advantan 0,1 % emulsione AT/H/0102/001 028159061 BAYER SPA IT

cutanea

Advantan 0,1 % emulsione AT/H/0102/001 028159059 BAYER SPA IT

cutanea

Advantan 0,1 % Fettsalbe, not available 22299.00.02 JENAPHARM GMBH & CO KG | DE
Salbe

Advantan 0,1 % Salbe not available 22299.00.01 JENAPHARM GMBH & CO KG | DE
Advantan 0,1% - Creme not available 1-19575 BAYER AUSTRIA GMBH AT
Advantan 0,1% crema not available 028159010 BAYER SPA IT

Advantan 0,1% crema not available 028159073 BAYER SPA IT

Advantan 0,1% crema not available 028159022 BAYER SPA IT

idrofoba

Advantan 0,1% soluzione not available 028159046 BAYER SPA IT

cutanea

Advantan 0,1% unguento not available 028159034 BAYER SPA IT

Advantan 0.1% cream not available MA896/00201 BAYER SPA MT
Advantan 0.1% ointment not available MA896/00202 BAYER SPA MT
Advantan 0.1% w/w Fatty not available PA 1410/70/3 BAYER LTD IE

Ointment
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authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Advantan 0.1% w/w not available PA 1410/70/2 BAYER LTD IE
Ointment

Advantan 1 mg/g crema not available 7187/2006/01 BAYER AG RO
Advantan 1 mg/g crema not available 7187/2006/05 BAYER AG RO
Advantan 1 mg/g crema not available 7187/2006/04 BAYER AG RO
Advantan 1 mg/g crema not available 7187/2006/02 BAYER AG RO
Advantan 1 mg/g crema not available 7187/2006/03 BAYER AG RO
Advantan 1 mg/g creme not available 2150886 BAYER PORTUGAL LDA PT
Advantan 1 mg/g dermalna not available H/95/00126/005 BAYER D.O.O S
emulzija

Advantan 1 mg/g kenécs not available OGYI-T-20448/05 BAYER AG HU
Advantan 1 mg/g kendcs not available OGYI-T-20448/06 BAYER AG HU
Advantan 1 mg/g kreem not available 357701 BAYER AG EE
Advantan 1 mg/g krém not available OGYI-T-20448/03 BAYER AG HU
Advantan 1 mg/g krém not available OGYI-T-20448/04 BAYER AG HU
Advantan 1 mg/g krema not available HR-H-429835039-01 BAYER DOO HR
Advantan 1 mg/g krema not available H/95/00126/004 BAYER D.O.O Sl
Advantan 1 mg/g krema not available H/95/00126/003 BAYER D.O.O Sl
Advantan 1 mg/g kremas not available LT/1/97/2738/001 BAYER AG LT
Advantan 1 mg/g kréms not available 00-0245 BAYER AG LV
Advantan 1 mg/g kuls6leges | not available OGYI-T-20448/10 BAYER AG HU
emulzié

Advantan 1 mg/g kils6leges | not available OGYI-T-20448/09 BAYER AG HU
emulzié

Advantan 1 mg/g mast not available HR-H-434685681-01 BAYER DOO HR
Advantan 1 mg/g mazilo not available H/95/00126/001 BAYER D.O.O S
Advantan 1 mg/g mazilo not available H/95/00126/002 BAYER D.O.O Sl
Advantan 1 mg/g pomada not available 2151082 BAYER PORTUGAL LDA PT
Advantan 1 mg/g salv not available 171797 BAYER AG EE
Advantan 1 mg/g tepalas not available LT/1/97/2738/002 BAYER AG LT
Advantan 1 mg/g unguent not available 7188/2006/02 BAYER AG RO
Advantan 1 mg/g unguent not available 7188/2006/04 BAYER AG RO
Advantan 1 mg/g unguent not available 7188/2006/03 BAYER AG RO
Advantan 1 mg/g unguent not available 7188/2006/05 BAYER AG RO
Advantan 1 mg/g ziede not available 00-0244 BAYER AG LV
Advantan 1 mg/ml not available OGYI-T-20448/01 BAYER AG HU

kils6leges oldat

List of nationally authorised medicinal products

EMA/475651/2018

Page 3/34




Product Name (in
authorisation country)

MRP/DCP Authorisation
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MAH of product in the
member state

Member State where
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Advantan 1 mg/ml solucéo
cutanea

not available

5297239

BAYER PORTUGAL LDA

PT

Advantan 1mg/ml not available OGYI-T-20448/02 BAYER AG HU
kuls6leges oldat

Advantan cream 0.1% w/w not available PA1410/70/1 BAYER LTD IE
Advantan krém not available 46/0185/03-S BAYER SPOL SRO SK
Advantan krém 1 mg/g not available 46/512/96-C BAYER AG Ccz
krém

Advantan mast not available 46/0187/03-S BAYER SPOL SRO SK
Advantan mastny krém not available 46/0186/03-S BAYER SPOL SRO SK
Advantan mastny krém 1 not available 46/511/96-C BAYER AG Ccz
mg/g krém

Advantan Milch 0,1% AT/H/0102/001 1-22211 BAYER AUSTRIA GMBH AT
Emulsion zur Anwendung

auf der Haut

Advantan Milk 1 mg/g not available 429203 BAYER AG EE
nahaemulsioon

Advantan Milk 1 mg/g odos not available LT/1/97/0148/001 BAYER AG LT
emulsija

Advantan Milk 1 mg/g odos not available LT/1/97/0148/002 BAYER AG LT
emulsija

Advantan Milk 1 mg/g uz not available 04-0250 BAYER AG LV
adas lietojama emulsija

Advantan Milk 1mg/g not available 5507/2013/01 BAYER AG RO
emulsie cutanata

Advantan Milk 1mg/g not available 5507/2013/02 BAYER AG RO
emulsie cutanata

Advantan mléko 1 mg/g not available 46/031/03-C BAYER AG Ccz
Kozni emulze

Advantan zsiros 1 mg/g not available OGYI-T-20448/08 BAYER AG HU
kendcs

Advantan zsiros 1 mg/g not available OGYI-T-20448/07 BAYER AG HU
kendcs

Advantan, 1 mg/g unguent not available 7188/2006/01 BAYER AG RO
Advantan, 1 mg/g, Creme not available 1993010082 BAYER SA NV LU
Advantan, 1 mg/g, créme not available BE159327 BAYER SA NV BE
Advantan, 1 mg/g, créme not available BE159327 BAYER SA NV BE
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authorisation country)
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MAH of product in the
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Advantan, 1 mg/g, créme not available 1993010082 BAYER SA NV LU
Advantan, 1 mg/g, emulsdo | AT/H/0102/001 2710283 BAYER PORTUGAL LDA PT
cutanea

Advantan, 1 mg/g, emulsdo | AT/H/0102/001 2710184 BAYER PORTUGAL LDA PT
cutanea

Advantan, 1 mg/g, emulsja not available R/7180 BAYER SP.Z.0.0 PL
na skore

Advantan, 1 mg/g, not available BE159311 BAYER SA NV BE
pommade

Advantan, 1 mg/g, not available 1993010081 BAYER SA NV LU
pommade

Advantan, 1 mg/g, Salbe not available 1993010081 BAYER SA NV LU
Advantan, 1 mg/g, zalf not available BE159311 BAYER SA NV BE
Advantan, 1 mg/g, Creme not available BE159327 BAYER SA NV BE
Advantan, 1 mg/g, Salbe not available BE159311 BAYER SA NV BE
Advantan, 1mg/g, krem not available R/7179 BAYER SP.Z.0.0 PL
Advantan,1 mg/g, mas¢ not available R/7181 BAYER SP.Z.0.0 PL
Advantan® 0,1 % voide not available 11083 BAYER OY Fl

Advantan® 0,1% - Fettsalbe | not available 1-19574 BAYER AUSTRIA GMBH AT
Advantan® 0,1% - Salbe not available 1-19576 BAYER AUSTRIA GMBH AT
Advantan® 0,1% Fettsalbe, not available 22296.00.02 JENAPHARM GMBH & CO KG | DE
Salbe

Advantan® 0,1% Salbe not available 22296.00.01 JENAPHARM GMBH & CO KG | DE
Advantan® Lotion 0,1 % AT/H/0102/001 13292 BAYER OY FI

kutan emulsion

Advantan® Milch 0,1 % AT/H/0102/001 22299.00.04 JENAPHARM GMBH & CO KG | DE
Emulsion zur Anwendung

auf der Haut

Advantan®0,1 % not available 11082 BAYER OY Fl

emulsiovoide

Adventan 1 mg/g crema not available 60.137 BAYER HISPANIA SL ES
Adventan 1 mg/g emulsién AT/H/0102/001 62.662 BAYER HISPANIA SL ES
cutanea

Adventan 1 mg/g pomada not available 60.138 BAYER HISPANIA SL ES
Adventan 1 mg/g ungiento not available 60.139 BAYER HISPANIA SL ES
Adventan 1 mg/ml solucién not available 63.521 BAYER HISPANIA SL ES

cutanea
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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

DEPO MEDROL 40mg/mL not available 017932017 PFIZER ITALIA S.R.L. IT
sospensione iniettabile

DEPO MEDROL 40mg/mL not available 017932029 PFIZER ITALIA S.R.L. IT
sospensione iniettabile

Depo-Medrol 200 mg/5 ml not available BE124512 PFIZER S.A. (BELGIUM) BE
Injektionssuspension

Depo-Medrol 200 mg/5 ml not available BE124512 PFIZER S.A. (BELGIUM) BE
suspensie voor injectie

Depo-Medrol 200 mg/5 ml not available BE124512 PFIZER S.A. (BELGIUM) BE
Suspension Injectable

Depo-Medrol 40 mg/1 ml not available BE124537 PFIZER S.A. (BELGIUM) BE
Injektionssuspension

Depo-Medrol 40 mg/1 ml not available BE061844 PFIZER S.A. (BELGIUM) BE
Injektionssuspension

Depo-Medrol 40 mg/1 ml not available 2008019606 PFIZER S.A. (BELGIUM) LU
Injektionssuspension

Depo-Medrol 40 mg/1 ml not available BE124537 PFIZER S.A. (BELGIUM) BE
suspensie voor injectie

Depo-Medrol 40 mg/1 ml not available BE061844 PFIZER S.A. (BELGIUM) BE
suspensie voor injectie

Depo-Medrol 40 mg/1 ml not available BE124537 PFIZER S.A. (BELGIUM) BE
Suspension Injectable

Depo-Medrol 40 mg/1 ml not available BE061844 PFIZER S.A. (BELGIUM) BE
Suspension Injectable

Depo-Medrol 40 mg/1 ml not available 2008019606 PFIZER S.A. (BELGIUM) LU
Suspension Injectable

DEPO-MEDROL 40 mg/1 ml, | not available 34009 553 1535 3 PFIZER HOLDING FRANCE FR
suspension injectable en

flacon

DEPO-MEDROL 40 mg/1 ml, | not available 34009 336 978 6 0 PFIZER HOLDING FRANCE FR
suspension injectable en

flacon

DEPO-MEDROL 40 mg/1 ml, | not available 34009 3029352 2 PFIZER HOLDING FRANCE FR
suspension injectable en

flacon

DEPO-MEDROL 40 mg/ml not available 56/0191/71-C/S PFIZER EUROPE MA EEIG SK

injekéna suspenzia
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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

DEPO-MEDROL 40 mg/ml
Injekéni suspenze

not available

56/191/71-C

PFIZER, SPOL. S R.O.

cz

Depo-Medrol 40 mg/ml not available 5074 PFIZER AS NO
injeksjonsveeske,

suspensjon

DEPO-MEDROL 40 mg/ml not available 4491 PFIZER QY Fl

injektioneste, suspensio

Depo-Medrol 40 mg/ml not available 4491 PFIZER OY FI

injektionsvatska, suspension

Depo-Medrol 40 mg/ml not available 6941 PFIZER AB SE
injektionsvatska, suspension

Depo-Medrol 40 mg/ml not available 9127 PFIZER AB SE
injektionsvatska,

suspension, forfylld spruta

Depo-Medrol 40 mg/ml not available 691220 PFIZER APS IS

stungulyf, dreifa

Depo-Medrol 40 mg/ml not available 8114314 LABORATORIOS PFIZER, PT
suspensao injectavel LDA.

Depo-Medrol 40 mg/ml not available 5109038 LABORATORIOS PFIZER, PT
suspensao injectavel LDA.

Depo-Medrol 40 mg/ml not available UP/1-530-09/13-02/20 PFIZER CROATIA D.O.O. HR
suspenzija za injekcije

Depo-Medrol 40 mg/ml not available H/93/00451/001 PFIZER LUXEMBOURG SARL | SI

suspenzija za injiciranje

DEPO-MEDROL 40 mg/ml not available OGYI-T-6384/01 PFIZER KFT. HU
szuszpenzids injekcio

Depo-Medrol 40 mg/ml, not available RVG 00605 PFIZER B.V. NL
suspensie voor injectie

Depo-Medrol 80 mg/2 ml not available BE061835 PFIZER S.A. (BELGIUM) BE
Injektionssuspension

Depo-Medrol 80 mg/2 ml not available BE124521 PFIZER S.A. (BELGIUM) BE
Injektionssuspension

Depo-Medrol 80 mg/2 ml not available BE124521 PFIZER S.A. (BELGIUM) BE
suspensie voor injectie

Depo-Medrol 80 mg/2 ml not available BE061835 PFIZER S.A. (BELGIUM) BE

suspensie voor injectie
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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

Depo-Medrol 80 mg/2 ml not available BE061835 PFIZER S.A. (BELGIUM) BE
Suspension Injectable

Depo-Medrol 80 mg/2 ml not available BE124521 PFIZER S.A. (BELGIUM) BE
Suspension Injectable

Depo-Medrol 80 mg/2ml not available 8114306 LABORATORIOS PFIZER, PT
suspensao injectavel LDA.

DEPO-MEDROL, 40 mg/ml not available 056994 PFIZER EUROPE MA EEIG EE
slUstesuspensioon

DEPO-MEDROL, 40 mg/ml, not available R/1548 PFIZER EUROPE MA EEIG PL
zawiesina do wstrzykiwan

Depo-Medrol, not available 03239 PFIZER APS DK
injektionsveeske, suspension

Depo-Medrone 40 mg/ml not available MA505/02001 PFIZER HELLAS, A.E. MT
Depo-Medrone 40 mg/ml not available PL 00057/0963 PFIZER LIMITED UK
Depo-Medrone® 40 mg/ml not available PA 822/122/1 PFIZER HEALTHCARE IE
Suspension for Injection 1 IRELAND

ml vial

Depo-Medrone® 40 mg/ml not available PA 822/122/2 PFIZER HEALTHCARE IE
Suspension for Injection 2 IRELAND

ml vial

Depo-Medrone® 40 mg/ml not available PA 822/122/3 PFIZER HEALTHCARE IE
Suspension for Injection 3 IRELAND

ml vial

Fodier 0.1% w/w Kp€ua not available 47826/24-05-2017 VERISFIELD (UK) LTD GR
Lexxema 1 mg/g crema not available 63.186 ITALFARMACO S.A. ES
Lexxema 1 mg/g emulsion not available 63.904 ITALFARMACO S.A. ES
cutanea

Lexxema 1 mg/g pomada not available 63.187 ITALFARMACO S.A. ES
Lexxema 1 mg/g unglento not available 63.188 ITALFARMACO S.A. ES
Lexxema 1 mg/ml solucion not available 63.890 ITALFARMACO S.A. ES
cutanea

Lexxema 1 mg/ml solucion not available 63.890 ITALFARMACO S.A. ES
cutanea

Medrol not available 14643 PFIZER APS DK
Medrol not available 13369 PFIZER APS DK
Medrol not available 14644 PFIZER APS DK
Medrol not available 02457 PFIZER APS 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

MEDROL

not available

44419/09/30-10-2014

PFIZER HELLAS, A.E.

GR

MEDROL not available 44418/09/03-02-2010 PFIZER HELLAS, A.E. GR
Medrol 100 mg tabletta not available OGYI-T-907/05 PFIZER KFT. HU
MEDROL 100 mg tablety not available 56/156/88-D/C PFIZER, SPOL. S R.O. Ccz
MEDROL 100 mg, comprimé | not available 34009 372 3236 4 PFIZER HOLDING FRANCE FR
MEDROL 100 mg, comprimé | not available 34009 37232425 PFIZER HOLDING FRANCE FR
MEDROL 16 mg compresse not available 014159040 PFIZER ITALIA S.R.L. IT
Medrol 16 mg comprimidos not available 5790381 LABORATORIOS PFIZER, PT
LDA.
Medrol 16 mg comprimidos not available 8315234 LABORATORIOS PFIZER, PT
LDA.
MEDROL 16 mg tablete not available UP/1-530-09/12-02/141 PFIZER CROATIA D.O.O. HR
Medrol 16 mg tablete not available H/92/00985/002 PFIZER LUXEMBOURG SARL | SI
Medrol 16 mg tabletes not available 99-1043 PFIZER EUROPE MA EEIG LV
MEDROL 16 mg tabletées not available LT/1/94/1927/003 PFIZER EUROPE MA EEIG LT
Medrol 16 mg tabletta not available OGYI-T-907/03 PFIZER KFT. HU
Medrol 16 mg tabletter not available 6488 PFIZER AS NO
Medrol 16 mg tabletter not available 09513 PFIZER AB SE
Medrol 16 mg tabletter not available 7363 PFIZER OY FI
metylprednisolon
MEDROL 16 mg tabletti not available 7363 PFIZER OY FI
MEDROL 16 mg tablety not available 56/156/88-B/C PFIZER, SPOL. S R.O. CcZz
MEDROL 16 mg tablety not available 56/0156/88-C/S PFIZER EUROPE MA EEIG SK
MEDROL 16 mg, comprimé not available 34009 331 9009 5 PFIZER HOLDING FRANCE FR
MEDROL 16 mg, comprimé not available 34009 33189907 PFIZER HOLDING FRANCE FR
MEDROL 16 mg, comprimé not available 34009 33189785 PFIZER HOLDING FRANCE FR
MEDROL 16 mg, comprimé not available 34009 331 898 4 6 PFIZER HOLDING FRANCE FR
MEDROL 16 mg, comprimé not available 34009 556 8202 8 PFIZER HOLDING FRANCE FR
MEDROL 32 mg Comprimés not available BE500293 PFIZER S.A. (BELGIUM) BE
(méthylprednisolone)
MEDROL 32 mg Comprimés not available BE129832 PFIZER S.A. (BELGIUM) BE
(méthylprednisolone)
MEDROL 32 mg Comprimés not available 2008019621 PFIZER S.A. (BELGIUM) LU
(méthylprednisolone)
MEDROL 32 mg tablete not available UP/1-530-09/12-02/142 PFIZER CROATIA D.O.O. HR
Medrol 32 mg tablete not available H/92/00985/003 PFIZER LUXEMBOURG SARL | SI
Medrol 32 mg tabletta not available OGYI-T-907/04 PFIZER KFT. HU
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authorisation country)
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National Authorisation
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MAH of product in the
member state

Member State where
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Medrol 32 mg Tabletten not available BE500293 PFIZER S.A. (BELGIUM) BE

(Methylprednisolon)

Medrol 32 mg Tabletten not available BE129832 PFIZER S.A. (BELGIUM) BE

(Methylprednisolon)

MEDROL 32 mg Tabletten not available BE500293 PFIZER S.A. (BELGIUM) BE

(methylprednisolon)

MEDROL 32 mg Tabletten not available BE129832 PFIZER S.A. (BELGIUM) BE

(methylprednisolon)

Medrol 32 mg Tabletten not available 2008019621 PFIZER S.A. (BELGIUM) LU

(Methylprednisolon)

Medrol 32 mg tabletter not available 9288 PFIZER OY FI

metylprednisolon

MEDROL 32 mg tabletti not available 9288 PFIZER OY FI

MEDROL 32 mg tablety not available 56/156/88-C/C PFIZER, SPOL. S R.O. Ccz

MEDROL 32 mg, comprimate | not available 6955/2006/01 PFIZER EUROPE MA EEIG RO

MEDROL 4 mg compresse not available 014159014 PFIZER ITALIA S.R.L. IT

MEDROL 4 mg compresse not available 014159026 PFIZER ITALIA S.R.L. IT

MEDROL 4 mg Comprimés not available BE061214 PFIZER S.A. (BELGIUM) BE

(méthylprednisolone)

MEDROL 4 mg Comprimés not available BE500284 PFIZER S.A. (BELGIUM) BE

(méthylprednisolone)

MEDROL 4 mg Comprimés not available 2008019618 PFIZER S.A. (BELGIUM) LU

(méthylprednisolone)

Medrol 4 mg comprimidos not available 8315226 LABORATORIOS PFIZER, PT
LDA.

Medrol 4 mg comprimidos not available 5790282 LABORATORIOS PFIZER, PT
LDA.

Medrol 4 mg comprimidos not available 8315200 LABORATORIOS PFIZER, PT
LDA.

MEDROL 4 mg tablete not available UP/1-530-09/12-02/140 PFIZER CROATIA D.O.O. HR

Medrol 4 mg tablete not available H/92/00985/001 PFIZER LUXEMBOURG SARL | SI

Medrol 4 mg tabletes not available 99-1042 PFIZER EUROPE MA EEIG LV

MEDROL 4 mg tabletés not available LT/1/94/1927/001 PFIZER EUROPE MA EEIG LT

MEDROL 4 mg tabletés not available LT/1/94/1927/005 PFIZER EUROPE MA EEIG LT

MEDROL 4 mg tabletés not available LT/1/94/1927/002 PFIZER EUROPE MA EEIG LT

MEDROL 4 mg tabletés not available LT/1/94/1927/004 PFIZER EUROPE MA EEIG LT

Medrol 4 mg tabletta not available OGYI-T-907/02 PFIZER KFT. HU
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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

Medrol 4 mg tabletta

not available

OGYI-T-907/01

PFIZER KFT.

HU

Medrol 4 mg Tabletten not available BE500284 PFIZER S.A. (BELGIUM) BE
(Methylprednisolon)

Medrol 4 mg Tabletten not available BE061214 PFIZER S.A. (BELGIUM) BE
(Methylprednisolon)

MEDROL 4 mg Tabletten not available BE061214 PFIZER S.A. (BELGIUM) BE
(methylprednisolon)

MEDROL 4 mg Tabletten not available BE500284 PFIZER S.A. (BELGIUM) BE
(methylprednisolon)

Medrol 4 mg Tabletten not available 2008019618 PFIZER S.A. (BELGIUM) LU
(Methylprednisolon)

Medrol 4 mg tabletter not available 6325 PFIZER AS NO
Medrol 4 mg tabletter not available 05862 PFIZER AB SE
Medrol 4 mg tabletter not available 4493 PFIZER OY FI
metylprednisolon

MEDROL 4 mg tabletti not available 4493 PFIZER OY FI
MEDROL 4 mg tablety not available 56/156/88-A/C PFIZER, SPOL. S R.O. cz
MEDROL 4 mg tablety not available 56/0156/88-C/S PFIZER EUROPE MA EEIG SK
MEDROL 4 mg, comprimate not available 6953/2006/01 PFIZER EUROPE MA EEIG RO
MEDROL 4 mg, comprimé not available 34009 553 946 5 5 PFIZER HOLDING FRANCE FR
MEDROL 4 mg, comprimé not available 34009 306 559 5 5 PFIZER HOLDING FRANCE FR
MEDROL A 16 mg not available 7622/2015/01 PFIZER EUROPE MA EEIG RO
comprimate

MEDROL A 16 mg not available BE061372 PFIZER S.A. (BELGIUM) BE
Comprimés

(méthylprednisolone)

MEDROL A 16 mg not available BE500302 PFIZER S.A. (BELGIUM) BE
Comprimés

(méthylprednisolone)

MEDROL A 16 mg not available 2008019620 PFIZER S.A. (BELGIUM) LU
Comprimés

(méthylprednisolone)

Medrol A 16 mg Tabletten not available BE500302 PFIZER S.A. (BELGIUM) BE
(Methylprednisolon)

Medrol A 16 mg Tabletten not available BE061372 PFIZER S.A. (BELGIUM) BE

(Methylprednisolon)

List of nationally authorised medicinal products

EMA/475651/2018

Page 11/34




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

MEDROL A 16 mg Tabletten not available BE061372 PFIZER S.A. (BELGIUM) BE
(methylprednisolon)

MEDROL A 16 mg Tabletten not available BE500302 PFIZER S.A. (BELGIUM) BE
(methylprednisolon)

Medrol A 16 mg Tabletten not available 2008019620 PFIZER S.A. (BELGIUM) LU
(Methylprednisolon)

MEDROL PAK 4 mg not available BE124494 PFIZER S.A. (BELGIUM) BE
Comprimés

(méthylprednisolone)

MEDROL PAK 4 mg not available 2008019619 PFIZER S.A. (BELGIUM) LU
Comprimés

(méthylprednisolone)

Medrol PAK 4 mg Tabletten not available BE124494 PFIZER S.A. (BELGIUM) BE
(Methylprednisolon)

MEDROL PAK 4 mg not available BE124494 PFIZER S.A. (BELGIUM) BE
Tabletten

(methylprednisolon)

Medrol PAK 4 mg Tabletten not available 2008019619 PFIZER S.A. (BELGIUM) LU
(Methylprednisolon)

Medrol, 16 mg tabletid not available 056394 PFIZER EUROPE MA EEIG EE
MEDROL, 16 mg, tabletki not available R/6832 PFIZER EUROPE MA EEIG PL
Medrol, 4 mg tabletid not available 056294 PFIZER EUROPE MA EEIG EE
MEDROL, 4 mg, tabletki not available R/6831 PFIZER EUROPE MA EEIG PL
Medrone Tablets 100 mg not available PL 00057/1011 PFIZER LIMITED UK
Medrone Tablets 16 mg not available PL 00057/1479 PFIZER LIMITED UK
Medrone Tablets 2 mg not available PL 00057/1013 PFIZER LIMITED UK
Medrone Tablets 4 mg not available PL 00057/1014 PFIZER LIMITED UK
Meprelon, 8 mg, tabletki not available 17580 SUN-FARM SP. Z.0.0. PL
Metasol 16 mg Tabletten not available 1-31775 DERMAPHARM GMBH AT
Metasol 8 mg Tabletten not available 1-31774 DERMAPHARM GMBH AT
Methylprednisolon Hikma PT/H/0946/005 88420.00.00 HIKMA FARMACEUTICA DE

1000 mg Pulver zur
Herstellung einer
Injektionsldsung

(PORTUGAL), S.A.

List of nationally authorised medicinal products

EMA/475651/2018

Page 12/34




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

Methylprednisolon Hikma PT/H/0946/005 88420.00.00 HIKMA FARMACEUTICA DE
1000 mg Pulver zur (PORTUGAL), S.A.

Herstellung einer

Injektionslésung

Methylprednisolon Hikma PT/H/0946/003 88419.00.00 HIKMA FARMACEUTICA DE
250 mg Pulver zur (PORTUGAL), S.A.

Herstellung einer

Injektionsldsung

Methylprednisolon Hikma PT/H/0946/003 88419.00.00 HIKMA FARMACEUTICA DE
250 mg Pulver zur (PORTUGAL), S.A.

Herstellung einer

Injektionslésung

Methylprednisolone Hikma PT/H/0946/005 56/476/13-C HIKMA FARMACEUTICA Ccz
1000 mg Prasek pro injek¢ni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/005 56/476/13-C HIKMA FARMACEUTICA Ccz
1000 mg Prasek pro injekcni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/002 56/473/13-C HIKMA FARMACEUTICA cz
125 mg Prasek pro injekéni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/002 56/473/13-C HIKMA FARMACEUTICA Ccz
125 mg Prasek pro injekéni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/003 56/474/13-C HIKMA FARMACEUTICA Ccz
250 mg Prasek pro injek¢ni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/003 56/474/13-C HIKMA FARMACEUTICA Ccz
250 mg Prasek pro injek¢ni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/001 56/472/13-C HIKMA FARMACEUTICA Ccz
40 mg Prasek pro injekeni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/001 56/472/13-C HIKMA FARMACEUTICA Ccz

40 mg Prasek pro injekéni
roztok

(PORTUGAL), S.A.
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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

Methylprednisolone Hikma PT/H/0946/004 56/475/13-C HIKMA FARMACEUTICA Ccz
500 mg Prasek pro injekéni (PORTUGAL), S.A.

roztok

Methylprednisolone Hikma PT/H/0946/004 56/475/13-C HIKMA FARMACEUTICA Ccz
500 mg Prasek pro injekéni (PORTUGAL), S.A.

roztok

methylprednisolone sodium not available PL 00057/1045 PFIZER LIMITED UK
succinate for injection

methylprednisolone sodium not available PL 00057/1047 PFIZER LIMITED UK
succinate for injection

methylprednisolone sodium not available PL 00057/1049 PFIZER LIMITED UK
succinate for injection

methylprednisolone sodium not available PL 00057/1048 PFIZER LIMITED UK
succinate for injection

methylprednisolone sodium not available PL 00057/1046 PFIZER LIMITED UK
succinate for injection

Metypred, 1000 mg, proszek | FI/H/0797/004 22149 ORION CORPORATION PL
do sporzadzania roztworu do

wstrzykiwan

Metypred, 125 mg, proszek FI/H/0797/001 22146 ORION CORPORATION PL
do sporzadzania roztworu do

wstrzykiwan

Metypred, 250 mg, proszek FI/H/0797/002 22147 ORION CORPORATION PL
do sporzadzania roztworu do

wstrzykiwan

Metypred, 500 mg, proszek FI/H/0797/003 22148 ORION CORPORATION PL
do sporzadzania roztworu do

wstrzykiwan

Solomet depot 40 mg/ml not available 9408 ORION OYJ FI

injektioneste, suspensio

SOLU MEDROL 1000 mg/16 not available 023202068 PFIZER ITALIA S.R.L. IT

ml polvere e solvente per

soluzione iniettabile

SOLU MEDROL 125 mg/2 ml | not available 023202043 PFIZER ITALIA S.R.L. IT

polvere e solvente per
soluzione iniettabile
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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 MEDROL 40 mg/ ml
polvere e solvente per
soluzione iniettabile

not available

023202017

PFIZER ITALIA S.R.L.

IT

SOLU MEDROL 500 mg/8 ml
polvere e solvente per
soluzione iniettabile

not available

023202056

PFIZER ITALIA S.R.L.

SOLU-MEDROL

not available

41159/10/15-2-2012

PFIZER HELLAS, A.E.

GR

SOLU-MEDROL

not available

41158/10/15-2-2012

PFIZER HELLAS, A.E.

GR

SOLU-MEDROL

not available

41165/10/15-2-2012

PFIZER HELLAS, A.E.

GR

SOLU-MEDROL

not available

41163/10/15-2-2012

PFIZER HELLAS, A.E.

GR

SOLU-MEDROL 1 g
injektiokuiva-aine ja liuotin,
liuosta varten

not available

6397

PFIZER OY

FI

SOLU-MEDROL 1 g Prasok a
rozpustadlo na injekény
roztok

not available

56/0045/75-S

PFIZER EUROPE MA EEIG

SK

Solu-Medrol 1 g pulver och
vatska till injektionsvatska,
I6sning metylprednisolon

not available

6397

PFIZER OY

FI

Solu-Medrol 1 g pulver och
vatska till injektionsvatska,
I6sning

not available

09123-2

PFIZER AB

SE

Solu-Medrol 1 g pulver og
vaeske til injeksjonsvaeske,
opplgsning

not available

06-4067

PFIZER AS

NO

SOLUMEDROL 1 g, poudre et
solvant pour solution
injectable

not available

34009 386 7745 4

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 1 g, poudre et
solvant pour solution
injectable

not available

34009 386 7739 3

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 1 g, poudre et
solvant pour solution
injectable

not available

34009 386 772 2 5

PFIZER HOLDING FRANCE

FR

SOLU-MEDROL 1000 mg
milteliai ir tirpiklis
injekciniam tirpalui

not available

LT/1/94/1936/004

PFIZER EUROPE MA EEIG

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

Solu-Medrol 1000 mg
Poeder en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE062002

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 1000 mg por és
oldészer oldatos injekciéhoz

not available

OGYI-T-2245/05

PFIZER KFT.

HU

Solu-Medrol 1000 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

BE062002

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 1000 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

2008069834

PFIZER S.A. (BELGIUM)

LU

SOLU-MEDROL 1000 mg
praSak i otapalo za otopinu
za injekciju

not available

UP/1-530-09/12-02/42

PFIZER CROATIA D.O.O.

HR

Solu-Medrol 1000 mg prasSek
in vehikel za raztopino za
injiciranje ali infundiranje

not available

H/93/01441/003

PFIZER LUXEMBOURG SARL

Sl

Solu-Medrol 1000 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE062002

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 1000 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

2008069834

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol 1000 mg

injekciju Skiduma
pagatavoSanai

not available

03-0513

PFIZER EUROPE MA EEIG

LV

Solu-Medrol 1000 mg/15,6
ml P6 e solvente para
solucdo injetavel

not available

8303834

LABORATORIOS PFIZER,
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

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 554 420 7 3

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 55865131

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 315528 1 9

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 558 653 6 0

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 550198 8 6

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 120 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 337 4770 1

PFIZER HOLDING FRANCE

FR

SOLU-MEDROL 125 mg
injektiokuiva-aine ja liuotin,
liuosta varten

not available

6397

PFIZER OY

FI

Solu-Medrol 125 mg por és
oldészer oldatos injekciéhoz

not available

OGYI-T-2245/02

PFIZER KFT.

HU

SOLU-MEDROL 125 mg
praSak i otapalo za otopinu
za injekciju

not available

UP/1-530-09/12-02/39

PFIZER CROATIA D.O.O.

HR

Solu-Medrol 125 mg prasek
in vehikel za raztopino za
injiciranje ali infundiranje

not available

H/93/01441/001

PFIZER LUXEMBOURG SARL

S

SOLU-MEDROL 125 mg
Pradok a rozpustadlo na
injekény roztok

not available

56/0045/75-S

PFIZER EUROPE MA EEIG

SK

Solu-Medrol 125 mg pulver
och vatska till
injektionsvatska, 16sning
metylprednisolon

not available

6397

PFIZER OY

FI
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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-Medrol 125 mg pulver
och vatska till
injektionsvatska, 16sning

not available

09122

PFIZER AB

SE

Solu-Medrol 125 mg pulver
og veeske til
injeksjonsvaeske, opplgsning

not available

06-4065

PFIZER AS

NO

Solu-Medrol 125 mg pulveris

______

Skiduma pagatavosanai

not available

03-0510

PFIZER EUROPE MA EEIG

LV

Solu-Medrol 125 mg
stungulyfsstofn og leysir,
lausn

not available

731651

PFIZER APS

Solu-Medrol 125 mg/2 ml P6
e solvente para solucdo
injetavel

not available

8303867

LABORATORIOS PFIZER,
LDA.

PT

Solu-Medrol 125 mg/2 ml P6
e solvente para solugéo
injetavel

not available

8303818

LABORATORIOS PFIZER,
LDA.

PT

SOLU-MEDROL 2 g
injektiokuiva-aine ja liuotin,
liuosta varten

not available

6397

PFIZER OY

FI

Solu-Medrol 2 g pulver och
vatska till injektionsvatska,
I6sning metylprednisolon

not available

6397

PFIZER OY

FI

Solu-Medrol 2 g pulver och
vatska till injektionsvatska,
I6sning

not available

09123-3

PFIZER AB

SE

Solu-Medrol 2 g pulver og
vaeske til injeksjonsvaeske,
opplgsning

not available

06-4068

PFIZER AS

NO

SOLUMEDROL 20 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 309 7170 3

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 20 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 338 3384 8

PFIZER HOLDING FRANCE

FR

List of nationally authorised medicinal products

EMA/475651/2018

Page 18/34




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

SOLUMEDROL 20 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 553 9459 4

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 20 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 558 647 6 9

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 20 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 558 648 2 0

PFIZER HOLDING FRANCE

FR

Solu-Medrol 2000 mg
Poeder en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE114362

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 2000 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

BE114362

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 2000 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE114362

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 2000 mg/31,2
ml P6 e solvente para
solucdo injetavel

not available

8303842

LABORATORIOS PFIZER,
LDA.

PT

SOLU-MEDROL 250 mg
injektiokuiva-aine ja liuotin,
liuosta varten

not available

6397

PFIZER OY

FI

SOLU-MEDROL 250 mg
milteliai ir tirpiklis
injekciniam tirpalui

not available

LT/1/94/1936/002

PFIZER EUROPE MA EEIG

LT

Solu-Medrol 250 mg por és
oldészer oldatos injekciéhoz

not available

OGYI-T-2245/03

PFIZER KFT.

HU

SOLU-MEDROL 250 mg
praSak i otapalo za otopinu
za injekciju

not available

UP/1-530-09/12-02/40

PFIZER CROATIA D.O.O.

HR
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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-MEDROL 250 mg
Prasok a rozpustadlo na
injekény roztok

not available

56/0045/75-S

PFIZER EUROPE MA EEIG

SK

Solu-Medrol 250 mg pulver
och vatska till
injektionsvatska, 16sning
metylprednisolon

not available

6397

PFIZER OY

FI

Solu-Medrol 250 mg pulveris
un skidinataj

Kl

Skiduma pagatavosanai

not available

03-0511

PFIZER EUROPE MA EEIG

LV

SOLU-MEDROL 40 mg
injektiokuiva-aine ja liuotin,
liuosta varten

not available

5658

PFIZER OY

FI

SOLU-MEDROL 40 mg
milteliai ir tirpiklis
injekciniam tirpalui

not available

LT/1/94/1936/001

PFIZER EUROPE MA EEIG

LT

Solu-Medrol 40 mg por és
oldészer oldatos injekciéhoz

not available

OGYI-T-2245/01

PFIZER KFT.

HU

SOLU-MEDROL 40 mg
praSak i otapalo za otopinu
za injekciju

not available

UP/1-530-09/12-02/38

PFIZER CROATIA D.O.O.

HR

Solu-Medrol 40 mg prasek in
vehikel za raztopino za
injiciranje ali infundiranje

not available

H/93/01441/004

PFIZER LUXEMBOURG SARL

S

SOLU-MEDROL 40 mg
Pradok a rozpustadlo na
injekény roztok

not available

56/0045/75-S

PFIZER EUROPE MA EEIG

SK

Solu-Medrol 40 mg pulver
och vatska till
injektionsvatska, 16sning
metylprednisolon

not available

5658

PFIZER OY

FI

Solu-Medrol 40 mg pulver
och vatska till
injektionsvatska, 16sning

not available

09408

PFIZER AB

SE

Solu-Medrol 40 mg pulver
og vaeske til
injeksjonsvaeske, opplgsning

not available

5796

PFIZER AS

NO
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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-Medrol 40 mg pulveris

______

Skiduma pagatavosanai

not available

03-0509

PFIZER EUROPE MA EEIG

LV

Solu-Medrol 40 mg
stungulyfsstofn og leysir,
lausn

not available

739001

PFIZER APS

Solu-Medrol 40 mg/1 ml P6
e solvente para solugéo
injetavel

not available

8303859

LABORATORIOS PFIZER,
LDA.

PT

Solu-Medrol 40 mg/1 ml P6
e solvente para solucdo
injetavel

not available

8303800

LABORATORIOS PFIZER,
LDA.

PT

SOLUMEDROL 40 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 558 649 9 8

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 40 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

340093097187 1

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 40 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 337 476 4 0

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 40 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 558 650 7 O

PFIZER HOLDING FRANCE

FR

SOLUMEDROL 40 mg/2 ml,
lyophilisat et solution pour
usage parentéral

not available

34009 553 947 1 6

PFIZER HOLDING FRANCE

FR

Solu-Medrol 40 mg/ml
Prasek a rozpoustédlo pro
injekéni roztok

not available

56/045/75-A/C

PFIZER, SPOL. S R.O.

Ccz

Solu-Medrol 40 mg/ml,
poeder en oplosmiddel voor
oplossing voor injectie

not available

RVG 05302

PFIZER B.V.

NL

SOLU-MEDROL 500 mg
injektiokuiva-aine ja liuotin,
liuosta varten

not available

6397

PFIZER OY

FI
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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-MEDROL 500 mg
milteliai ir tirpiklis
injekciniam tirpalui

not available

LT/1/94/1936/003

PFIZER EUROPE MA EEIG

LT

Solu-Medrol 500 mg Poeder
en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE061993

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 500 mg por és
oldészer oldatos injekciéhoz

not available

OGYI-T-2245/04

PFIZER KFT.

HU

Solu-Medrol 500 mg Poudre
et solvant pour solution
injectable
(méthylprednisolone)

not available

BE061993

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 500 mg Poudre
et solvant pour solution
injectable
(méthylprednisolone)

not available

2008069833

PFIZER S.A. (BELGIUM)

LU

SOLU-MEDROL 500 mg
praSak i otapalo za otopinu
za injekciju

not available

UP/1-530-09/12-02/41

PFIZER CROATIA D.O.O.

HR

Solu-Medrol 500 mg prasek
in vehikel za raztopino za
injiciranje ali infundiranje

not available

H/93/01441/002

PFIZER LUXEMBOURG SARL

S

SOLU-MEDROL 500 mg
Prasok a rozpustadlo na
injekény roztok

not available

56/0045/75-S

PFIZER EUROPE MA EEIG

SK

Solu-Medrol 500 mg pulver
och vatska till
injektionsvatska, 16sning
metylprednisolon

not available

6397

PFIZER OY

FI

Solu-Medrol 500 mg pulver
och vatska till
injektionsvatska, 16sning

not available

09123-1

PFIZER AB

SE

Solu-Medrol 500 mg pulver
og veeske til
injeksjonsvaeske, opplgsning

not available

06-4066

PFIZER AS

NO
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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-Medrol 500 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE061993

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol 500 mg Pulver
und Lésungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

2008069833

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol 500 mg pulveris

______

Skiduma pagatavosanai

not available

03-0512

PFIZER EUROPE MA EEIG

LV

Solu-Medrol 500 mg
stungulyfsstofn og leysir,
lausn

not available

731650

PFIZER APS

SOLUMEDROL 500 mg,
poudre pour solution
injectable

not available

34009 386 777 4 4

PFIZER HOLDING FRANCE

FR

Solu-Medrol 500 mg/7,8 ml
P6 e solvente para solugédo
injetavel

not available

8303826

LABORATORIOS PFIZER,
LDA.

PT

Solu-Medrol 62,5 mg/ml
Prasek a rozpoustédlo pro
injekéni roztok

not available

56/045/75-B/C

PFIZER, SPOL. S R.O.

Ccz

Solu-Medrol 62,5 mg/ml
Prasek a rozpoustédlo pro
injekéni roztok

not available

56/045/75-B/C

PFIZER, SPOL. S R.O.

cz

Solu-Medrol 62,5 mg/ml
Prasek a rozpoustédlo pro
injek¢éni roztok

not available

56/045/75-B/C

PFIZER, SPOL. S R.O.

cz

Solu-Medrol 62,5 mg/ml
Prasek a rozpoustédlo pro
injekéni roztok

not available

56/045/75-B/C

PFIZER, SPOL. S R.O.

Ccz

Solu-Medrol 62,5 mg/ml,
poeder en oplosmiddel voor
oplossing voor injectie

not available

RVG 07041

PFIZER B.V.

NL
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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-Medrol Act-O-Vial 250
mg, liofilizat si solvent
pentru solutie injectabila

not available

7170/2006/01

PFIZER EUROPE MA EEIG

RO

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 1000 mg
Poeder en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE145232

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 1000 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

BE145232

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 125 mg
Poeder en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE133847

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 125 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

BE133847

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 125 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

2008069836

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 2000 mg
Poeder en oplosmiddel voor
oplossing voor injectie
(methylprednisolon)

not available

BE145223

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) 2000 mg
Poudre et solvant pour
solution injectable
(méthylprednisolone)

not available

BE145223

PFIZER S.A. (BELGIUM)

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

Solu-Medrol S.A.B. (= Sine not available BE133761 PFIZER S.A. (BELGIUM) BE
Alcohol Benzylicus) 40 mg

Poeder en oplosmiddel voor

oplossing voor injectie

(methylprednisolon)

Solu-Medrol S.A.B. (= Sine not available BE133761 PFIZER S.A. (BELGIUM) BE
Alcohol Benzylicus) 40 mg

Poudre et solvant pour

solution injectable

(méthylprednisolone)

Solu-Medrol S.A.B. (= Sine not available 2008069835 PFIZER S.A. (BELGIUM) LU
Alcohol Benzylicus) 40 mg

Poudre et solvant pour

solution injectable

(méthylprednisolone)

Solu-Medrol S.A.B. (= Sine not available BE145214 PFIZER S.A. (BELGIUM) BE
Alcohol Benzylicus) 500 mg

Poeder en oplosmiddel voor

oplossing voor injectie

(methylprednisolon)

Solu-Medrol S.A.B. (= Sine not available BE145214 PFIZER S.A. (BELGIUM) BE
Alcohol Benzylicus) 500 mg

Poudre et solvant pour

solution injectable

(méthylprednisolone)

Solu-Medrol S.A.B. (= Sine not available BE061747 PFIZER S.A. (BELGIUM) BE
Alcohol Benzylicus) Act-O-

Vial 125 mg Poudre et

solvant pour solution

injectable

(méthylprednisolone)

Solu-Medrol S.A.B. (= Sine not available BE061747 PFIZER S.A. (BELGIUM) BE

Alcohol Benzylicus) Act-O-
Vial 125 mg Poeder en
oplosmiddel voor oplossing
voor injectie
(methylprednisolon)
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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-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 125 mg Poudre et
solvant pour solution
injectable
(méthylprednisolone)

not available

2008069831

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 250 mg Poudre et
solvant pour solution
injectable
(méthylprednisolone)

not available

BE145205

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 250 mg Poeder en
oplosmiddel voor oplossing
voor injectie
(methylprednisolon)

not available

BE145205

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 250 mg Poudre et
solvant pour solution
injectable
(méthylprednisolone)

not available

2008069832

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 40 mg Poudre et solvant
pour solution injectable
(méthylprednisolone)

not available

BE061582

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 40 mg Poeder en
oplosmiddel voor oplossing
voor injectie
(methylprednisolon)

not available

BE061582

PFIZER S.A. (BELGIUM)

BE
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MRP/DCP Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Solu-Medrol S.A.B. (= Sine
Alcohol Benzylicus) Act-O-
Vial 40 mg Poudre et solvant
pour solution injectable
(méthylprednisolone)

not available

2008069830

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 1000 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionslésung
Methylprednisolon

not available

BE145232

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 125 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE133847

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 125 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionsldésung
Methylprednisolon

not available

2008069836

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 2000 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE145223

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 40 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionsldsung
Methylprednisolon

not available

BE133761

PFIZER S.A. (BELGIUM)

BE
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authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 40 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionslésung
Methylprednisolon

not available

2008069835

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) 500 mg
Pulver und Lésungsmittel
zur Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE145214

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 125 mg Pulver und
Ldsungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BEO61747

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 125 mg Pulver und
Ldsungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

2008069831

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 250 mg Pulver und
Losungsmittel zur
Herstellung einer
Injektionsldsung
Methylprednisolon

not available

BE145205

PFIZER S.A. (BELGIUM)

BE
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MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 250 mg Pulver und
Ldsungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

2008069832

PFIZER S.A. (BELGIUM)

LU

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 40 mg Pulver und
Ldsungsmittel zur
Herstellung einer
Injektionsldésung
Methylprednisolon

not available

BE061582

PFIZER S.A. (BELGIUM)

BE

Solu-Medrol S.A.B. (Sine
Alcohol Benzylicus) Act-O-
Vial 40 mg Pulver und
Losungsmittel zur
Herstellung einer
Injektionslésung
Methylprednisolon

not available

2008069830

PFIZER S.A. (BELGIUM)

LU

SOLU-MEDROL, 1000 mg
slUstelahuse pulber ja lahusti

not available

056894

PFIZER EUROPE MA EEIG

EE

SOLU-MEDROL, 1000 mg,
proszek i rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

R/2368

PFIZER EUROPE MA EEIG

PL

SOLU-MEDROL, 125 mg
sUstelahuse pulber ja lahusti

not available

056594

PFIZER EUROPE MA EEIG

EE

SOLU-MEDROL, 125 mg,
proszek i rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

R/2366

PFIZER EUROPE MA EEIG

PL

SOLU-MEDROL, 250 mg
sustelahuse pulber ja lahusti

not available

056694

PFIZER EUROPE MA EEIG

EE
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MRP/DCP Authorisation
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National Authorisation
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MAH of product in the
member state

Member State where
product is authorised

SOLU-MEDROL, 250 mg,
proszek i rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

R/3116

PFIZER EUROPE MA EEIG

PL

SOLU-MEDROL, 40 mg
slUstelahuse pulber ja lahusti

not available

056494

PFIZER EUROPE MA EEIG

EE

SOLU-MEDROL, 40 mg,
proszek i rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

R/1553

PFIZER EUROPE MA EEIG

PL

SOLU-MEDROL, 500 mg
sUstelahuse pulber ja lahusti

not available

056794

PFIZER EUROPE MA EEIG

EE

SOLU-MEDROL, 500 mg,
proszek i rozpuszczalnik do
sporzadzania roztworu do
wstrzykiwan

not available

R/2367

PFIZER EUROPE MA EEIG

PL

Solu-Medrol, poeder voor
oplossing voor infusie, 1000
mg

not available

RVG 06664

PFIZER B.V.

NL

Solu-Medrol, poeder voor
oplossing voor infusie, 500
mg

not available

RVG 06664

PFIZER B.V.

NL

Solu-Medrol, pulver og
solvens til injektionsvaeske,
oplgsning

not available

6132

PFIZER APS

DK

Solu-Medrol, pulver og
solvens til injektionsveeske,
oplgsning

not available

6613

PFIZER APS

DK

Solu-Medrol, pulver og
solvens til injektionsveeske,
oplgsning

not available

6133

PFIZER APS

DK

Solu-Medrol, pulver og
solvens til injektionsveeske,
oplgsning

not available

5496

PFIZER APS

DK

Solu-Medrol, pulver og
solvens til injektionsvaeske,
oplgsning

not available

5496

PFIZER APS

DK
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Product Name (in
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MRP/DCP Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Solu-Medrol, pulver og not available 6132 PFIZER APS DK
solvens til injektionsveeske,

oplgsning

Solu-Medrol® 1000 mg — not available 16.218 PFIZER CORPORATION AT
Trockenstechampulle mit AUSTRIA GESELLSCHAFT
Lésungsmittel M.B.H.

Solu-Medrol® 500 mg — not available 16.217 PFIZER CORPORATION AT
Trockenstechampulle mit AUSTRIA GESELLSCHAFT
Lésungsmittel M.B.H.

Solu-Medrone 1 gram not available PL 00057/1048 PFIZER LIMITED UK
Solu-Medrone 125 mg not available PL 00057/1046 PFIZER LIMITED UK
Solu-Medrone 2 gram not available PL 00057/1049 PFIZER LIMITED UK
Solu-Medrone 40 mg not available PL 00057/1045 PFIZER LIMITED UK
Solu-Medrone 500 mg not available PL 00057/1047 PFIZER LIMITED UK
Solu-Medrone powder and not available PA 0822/136/001 PFIZER HEALTHCARE IE
solvent for solution for IRELAND

injection or concentrate for

solution for infusion 40

mg/vial

Solu-Medrone powder and not available PA 0822/136/003 PFIZER HEALTHCARE IE
solvent for solution for IRELAND

injection or concentrate for

solution for infusion 500

mg/vial

Solu-Medrone powder and not available PA 0822/136/004 PFIZER HEALTHCARE IE
solvent for solution for IRELAND

injection or concentrate for

solution for infusion 1000

mg/vial

Solu-Medrone powder and not available PA 822/136/002 PFIZER HEALTHCARE IE
solvent for solution for IRELAND

injection or concentrate for

solution for infusion 125

mg/vial

Solu-Moderin 1 g polvo y not available 53.203 PFIZER, S.L. ES

disolvente para solucion
inyectable
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MRP/DCP Authorisation
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National Authorisation
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MAH of product in the
member state

Member State where
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Solu-Moderin 125 mg polvo not available 49.768 PFIZER, S.L. ES

y disolvente para soluciéon

inyectable

Solu-Moderin 40 mg polvo y | not available 49.767 PFIZER, S.L. ES

disolvente para soluciéon

inyectable

Solu-Moderin 500 mg polvo not available 53.202 PFIZER, S.L. ES

y disolvente para soluciéon

inyectable

URBASON not available 024001012 SANOFI SPA IT

URBASON 16 MG not available 59123 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

URBASON 16 MG not available 59123 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

Urbason 20 mg polvo y not available 34022 SANOFI-AVENTIS, S.A. ES

disolvente para solucion

inyectable

Urbason 20 mg polvo y not available 34022 SANOFI-AVENTIS, S.A. ES

disolvente para solucion

inyectable

Urbason 250 mg polvo y not available 50537 SANOFI-AVENTIS, S.A. ES

disolvente para solucion

inyectable o para perfusion

Urbason 250 mg polvo y not available 50537 SANOFI-AVENTIS, S.A. ES

disolvente para soluciéon

inyectable o para perfusion

Urbason 250 mg polvo y not available 50537 SANOFI-AVENTIS, S.A. ES

disolvente para soluciéon

inyectable o para perfusién

URBASON 4 MG not available 32729 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

URBASON 4 MG not available 32729 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

URBASON 4 MG TABLETTEN | not available 10.807 SANOFI-AVENTIS GMBH AT
OSTERREICH

URBASON 4 MG TABLETTEN | not available 10.807 SANOFI-AVENTIS GMBH AT
OSTERREICH
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URBASON 40 MG not available 59124 SANOFI-AVENTIS, S.A. ES
COMPRIMIDOS

URBASON 40 MG POLVO Y not available 34023 SANOFI-AVENTIS, S.A. ES
DISOLVENTE PARA

SOLUCION INYECTABLE

URBASON 40 MG POLVO Y not available 34023 SANOFI-AVENTIS, S.A. ES
DISOLVENTE PARA

SOLUCION INYECTABLE

URBASON 40 MG not available 12.208 SANOFI-AVENTIS GMBH AT
TABLETTEN OSTERREICH

URBASON 40 MG not available 12.208 SANOFI-AVENTIS GMBH AT
TABLETTEN OSTERREICH

Urbason 8 mg polvo y not available 34021 SANOFI-AVENTIS, S.A. ES
disolvente para solucion

inyectable

Urbason 8 mg polvo y not available 34021 SANOFI-AVENTIS, S.A. ES
disolvente para solucion

inyectable

URBASON SOLUBILE not available 018259022 SANOFI SPA IT
URBASON SOLUBILE not available 018259034 SANOFI SPA IT
URBASON SOLUBILE not available 018259059 SANOFI SPA IT
Urbason solubile 1000 mg not available 16.419 SANOFI-AVENTIS GMBH AT
Trockenstechampulle mit OSTERREICH

Lésungsmittel

URBASON SOLUBILE 16 MG | not available 11.404 SANOFI-AVENTIS GMBH AT
TROCKENSTECHAMPULLEN OSTERREICH

MIT LOSUNGSMITTEL

URBASON SOLUBILE 16 MG | not available 11.404 SANOFI-AVENTIS GMBH AT
TROCKENSTECHAMPULLEN OSTERREICH

MIT LOSUNGSMITTEL

Urbason solubile 250 mg not available 15.040 SANOFI-AVENTIS GMBH AT
Trockenampullen mit OSTERREICH

Losungsmittel

URBASON SOLUBILE 32 MG | not available 11.405 SANOFI-AVENTIS GMBH AT

TROCKENSTECHAMPULLEN
MIT LOSUNGSMITTEL

OSTERREICH
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URBASON SOLUBILE 32 MG | not available 11.405 SANOFI-AVENTIS GMBH AT
TROCKENSTECHAMPULLEN OSTERREICH

MIT LOSUNGSMITTEL

ApaBsaHTaH 0,1 % KkpeM not available 20010606 BAYER AG BG
AaBaHTaH 0,1 % ™Ma3 not available 20010603 BAYER AG BG
ApBaHTaH Mnsiko 0,1% not available 20040539 BAYER AG BG
EMYJICUA 3a KoXa

Oeno-Megpon 40 mg/ml not available 20040391 PFIZER ENTERPRISES SARL | BG
WHXXEKLMOHHAa CyCrneH3uns

Megpon 4 mg Tabnetkm not available 20050452 PFIZER ENTERPRISES SARL BG
Cony-Megpon 1000 mg npax | not available 20040386 PFIZER ENTERPRISES SARL BG
W pasTeBopuTen 3a

MHXEKLUWOHEH pas3TeBop

Cony-Megpon 125 mg npax not available 20040383 PFIZER ENTERPRISES SARL BG
W pasTBopuTen 3a

MHXEKLUWOHEH pas3TeBop

Cony-Megpon 2000 mg npax | not available 20040387 PFIZER ENTERPRISES SARL | BG
W pasTBopuTen 3a

WMHXXEKLUMOHEH pa3TBop

Cony-Megpon 40 mg npax n | not available 20040382 PFIZER ENTERPRISES SARL BG
pa3TBopuTen 3a

WMHXXEKLUMOHEH pa3TBop

Metilprednisolona Reig Jofre | not available 5703772 LABORATORIO REIG JOFRE, | PT
1 mg/g emulsdo cutanea S.A.

Metilprednisolona Reig Jofre | not available 5703830 LABORATORIO REIG JOFRE, | PT
1mg/g créme S.A.

Metilprednisolona Reig Jofre | not available 5703822 LABORATORIO REIG JOFRE, | PT

1mg/g creme

S.A.
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