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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where
authorisation country) Authorisation number | Number member state product is authorised
Alprostadil Bracco 200

microgram Créme NL/H/2380/001 RVG 109909 BRACCO S.P.A. NL
Alprostadil Bracco 300

microgram Créme NL/H/2380/002 RVG 109910 BRACCO S.P.A. NL
Alprostadil Recordati 2 mg/g RECORDATI IRELAND

crema NL/H/3303/001-002 N/A LTD. CY
Alprostadil Recordati 2 mg/g RECORDATI IRELAND

crema NL/H/3303/001 80155 LTD. ES
Alprostadil Recordati 3 mg/g RECORDATI IRELAND

crema NL/H/3303/002 80156 LTD. ES
Bondil 1000 mikrogram

uretralstift not available 13338 MEDA AB SE
Bondil 125 mikrogram

uretralstift not available 13335 MEDA AB SE
Bondil 250 mikrogram

uretralstift not available 13336 MEDA AB SE
Bondil 500 mikrogram

uretralstift not available 13337 MEDA AB SE
Bondil® not available 96-3603 MEDA AS NO
Bondil® not available 96-3604 MEDA AS NO
Bondil® not available 96-3605 MEDA AS NO
CAVERJECT N/A S00640 Pfizer CY
CAVERJECT 10 microgram

poeder en oplosmiddel voor

oplossing voor injectie not available BE167465 PFIZER S.A. (BELGIUM) BE
CAVERJECT 10 microgram

poeder en oplosmiddel voor

oplossing voor injectie not available BE170021 PFIZER S.A. (BELGIUM) BE
CAVERJECT 10 microgrammes

poudre et solvant pour solution

injectable not available BE170021 PFIZER S.A. (BELGIUM) BE
CAVERJECT 10 microgrammes

poudre et solvant pour solution

injectable not available BE167465 PFIZER S.A. (BELGIUM) BE
CAVERJECT 10 microgrammes

poudre et solvant pour solution

injectable not available 2002036419 PFIZER S.A. (BELGIUM) LU
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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where
authorisation country) Authorisation number | Number member state product is authorised
CAVERJECT 10 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 338064 15 FRANCE (S.C.A) FR
CAVERJECT 10 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 558 973 09 FRANCE (S.C.A)) FR
CAVERJECT 10 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 33963460 FRANCE (S.C.A)) FR
CAVERJECT 10 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 338 0658 3 FRANCE (S.C.A) FR
Caverject 10 microgrammi,

polvere e solvente per soluzione

iniettabile UK/H/0413/001 029561139 PFIZER ITALIA S.R.L. IT
Caverject 10 microgrammi/ml

POLVERE E SOLVENTE PER

SOLUZIONE INIETTABILE not available 029561053 PFIZER ITALIA S.R.L. IT
Caverject 10 microgrammi/ml

POLVERE E SOLVENTE PER

SOLUZIONE INIETTABILE not available 029561038 PFIZER ITALIA S.R.L. 1T
CAVERJECT 10 microgramos

polvo y disolvente para solucion

inyectable not available 60.911 PFIZER, S.L. ES
Caverject 10 micrograms

Powder and Solvent for Solution PFIZER HEALTHCARE

for Injection not available PA 0822/115/002 IRELAND IE
Caverject 10 micrograms

powder for solution for injection not available PL 00057/0941 PFIZER LIMITED UK
Caverject 10 mikrogram, pulver

och véatska till injektionsvétska,

16sning not available 49729 PFIZER AB SE
CAVERJECT 10 mikrogrami

pulveris injekciju skiduma

pagatavoSanai not available 99-0642 PFIZER EUROPE MA EEIG | LV
Caverject 10 mikrogramm por

és oldészer oldatos injekciéhoz not available OGYI-T-4626/01 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

Caverject 10 Mikrogramm Pulver
und Lésungsmittel zur
Herstellung einer

Injektionslésung not available BE170021 PFIZER S.A. (BELGIUM) BE
Caverject 10 Mikrogramm Pulver

und Lésungsmittel zur

Herstellung einer

Injektionslésung not available BE167465 PFIZER S.A. (BELGIUM) BE
CAVERJECT 10 Mikrogramm

Pulver und Lésungsmittel zur

Herstellung einer

Injektionslésung not available 2002036419 PFIZER S.A. (BELGIUM) LU
CAVERJECT 10 mikrogrammi, PFIZER ENTERPRISES
slstelahuse pulber ja lahusti not available 267999 SARL EE
Caverject 10 mikrogramov/mi

praSek in vehikel za raztopino za PFIZER LUXEMBOURG
injiciranje not available 5363-1-987/13 SARL Sl
CAVERJECT 20 microgram

poeder en oplosmiddel voor

oplossing voor injectie not available BE170003 PFIZER S.A. (BELGIUM) BE
CAVERJECT 20 microgram

poeder en oplosmiddel voor

oplossing voor injectie not available BE165593 PFIZER S.A. (BELGIUM) BE
CAVERJECT 20 microgrammes

poudre et solvant pour solution

injectable not available BE170003 PFIZER S.A. (BELGIUM) BE
CAVERJECT 20 microgrammes

poudre et solvant pour solution

injectable not available BE165593 PFIZER S.A. (BELGIUM) BE
CAVERJECT 20 microgrammes

poudre et solvant pour solution

injectable not available 2002036420 PFIZER S.A. (BELGIUM) LU
CAVERJECT 20 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 3400933963521 FRANCE (S.C.A) FR
CAVERJECT 20 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 338 066 4 4 FRANCE (S.C.A) FR
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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where
authorisation country) Authorisation number | Number member state product is authorised
CAVERJECT 20 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 338 067 05 FRANCE (S.C.A) FR
CAVERJECT 20 microgrammes/1

ml, lyophilisat et solution pour PFIZER HOLDING

usage parentéral not available 34009 558 972 4 8 FRANCE (S.C.A)) FR
Caverject 20 microgrammi,

polvere e solvente per soluzione

iniettabile UK/H/0413/002 029561141 PFIZER ITALIA S.R.L. 1T
Caverject 20 microgrammi/ml

POLVERE E SOLVENTE PER

SOLUZIONE INIETTABILE not available 029561040 PFIZER ITALIA S.R.L. 1T
Caverject 20 microgrammi/ml

POLVERE E SOLVENTE PER

SOLUZIONE INIETTABILE not available 029561065 PFIZER ITALIA S.R.L. IT
CAVERJECT 20 microgramos

polvo y disolvente para solucion

inyectable not available 60.535 PFIZER, S.L. ES
Caverject 20 micrograms

Powder and Solvent for Solution PFIZER HEALTHCARE

for Injection not available PA 0822/115/003 IRELAND IE
Caverject 20 micrograms

powder for solution for injection not available PL 00057/0942 PFIZER LIMITED UK
Caverject 20 mikrogram, pulver

och vatska till injektionsvéatska,

16sning not available 49730 PFIZER AB SE
CAVERJECT 20 mikrogrami

pulveris injekciju Skiduma

pagatavoSanai not available 99-0643 PFIZER EUROPE MA EEIG | LV
Caverject 20 mikrogramm por

és olddszer oldatos injekciéhoz not available OGYI-T-4626/02 PFIZER KFT. HU
Caverject 20 Mikrogramm Pulver

und Lésungsmittel zur

Herstellung einer

Injektionslésung not available BE165593 PFIZER S.A. (BELGIUM) BE
Caverject 20 Mikrogramm Pulver

und Lésungsmittel zur

Herstellung einer not available BE170003 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

Injektionslésung

CAVERJECT 20 Mikrogramm
Pulver und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

2002036420

PFIZER S.A. (BELGIUM)

LU

CAVERJECT 20 mikrogrammi,
sUstelahuse pulber ja lahusti

not available

267899

PFIZER ENTERPRISES
SARL

EE

Caverject 20 mikrogramov/mi
praSek in vehikel za raztopino za
injiciranje

not available

5363-1-988/13

PFIZER LUXEMBOURG
SARL

Sl

CAVERJECT 40 microgram
poeder en oplosmiddel voor
oplossing voor injectie

not available

BE199376

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 40 microgrammes
poudre et solvant pour solution
injectable

not available

BE199376

PFIZER S.A. (BELGIUM)

BE

Caverject 40 micrograms
powder for solution for injection

not available

PL 00057/0943

PFIZER LIMITED

UK

Caverject 40 mikrogram, pulver
och vatska till injektionsvéatska,
16sning

not available

13861

PFIZER AB

SE

Caverject 40 Mikrogramm Pulver
und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

BE199376

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 5 microgram poeder
en oplosmiddel voor oplossing
voor injectie

not available

BE187354

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 5 microgram poeder
en oplosmiddel voor oplossing
Vvoor injectie

not available

BE187363

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 5 microgrammes
poudre et solvant pour solution
injectable

not available

BE187363

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 5 microgrammes
poudre et solvant pour solution
injectable

not available

BE187354

PFIZER S.A. (BELGIUM)

BE

List of nationally authorised medicinal products
EMA/382341/2015

Page 6/20




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

CAVERJECT 5 microgrammes
poudre et solvant pour solution
injectable

not available

2003027353

PFIZER S.A. (BELGIUM)

LU

Caverject 5 microgrammi/ml
POLVERE E SOLVENTE PER
SOLUZIONE INIETTABILE

not available

029561103

PFIZER ITALIA S.R.L.

Caverject 5 microgrammi/ml
POLVERE E SOLVENTE PER
SOLUZIONE INIETTABILE

not available

029561115

PFIZER ITALIA S.R.L.

Caverject 5 micrograms Powder
and Solvent for Solution for
Injection

not available

PA 0822/115/001

PFIZER HEALTHCARE
IRELAND

Caverject 5 micrograms powder
for solution for injection

not available

PL 00057/0944

PFIZER LIMITED

UK

Caverject 5 mikrogram, pulver
och véatska till injektionsvétska,
16sning

not available

13231

PFIZER AB

SE

Caverject 5 Mikrogramm Pulver
und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

BE187363

PFIZER S.A. (BELGIUM)

BE

Caverject 5 Mikrogramm Pulver
und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

BE187354

PFIZER S.A. (BELGIUM)

BE

CAVERJECT 5 Mikrogramm
Pulver und Lésungsmittel zur
Herstellung einer
Injektionslésung

not available

2003027353

PFIZER S.A. (BELGIUM)

LU

Caverject Dual 10 g -
Zweikammerzylinderampullen

UK/H/0413/001

1-24273

Pfizer Corporation Austria

GmbH

AT

Caverject Dual 10 microgram
pulver och vatska till
injektionsvatska, 16sning

UK/H/0413/001

16382

PFIZER OY

Fl

Caverject Dual 10 mikrog
injektiokuiva-aine ja liuotin,
liuosta varten

UK/H/0413/001

16382

PFIZER OY

Fl
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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

Caverject Dual 10 mikrog,
pulver og veeske til
injeksjonsveeske, opplgsning

UK/H/0413/001

01-454

PFIZER AS

NO

Caverject Dual 10 mikrogram,
pulver och vatska till
injektionsvatska, 16sning

UK/H/0413/001

17010

PFIZER AB

SE

Caverject Dual 10 mikrégrémm,
stungulyfsstofn og leysir

UK/H/0413/001

1S/1/01/015/01

PFIZER APS

Caverject Dual 20 g -
Zweikammerzylinderampullen

UK/H/0413/002

1-24274

Pfizer Corporation Austria
GmbH

AT

Caverject Dual 20 microgram
pulver och vatska till
injektionsvéatska, 16sning

UK/H/0413/002

16383

PFIZER OY

Fl

Caverject Dual 20 mikrog
injektiokuiva-aine ja liuotin,
liuosta varten

UK/H/0413/002

16383

PFIZER OY

Fl

Caverject Dual 20 mikrog,
pulver og veeske til
injeksjonsvaeske, opplgsning

UK/H/0413/002

01-455

PFIZER AS

NO

Caverject Dual 20 mikrogram,
pulver och vatska till
injektionsvatska, 16sning

UK/H/0413/002

17011

PFIZER AB

SE

Caverject Dual 20 mikrégrémm,
stungulyfsstofn og leysir

UK/H/0413/002

1S/1/01/015/02

PFIZER APS

Caverject Dual, pulver og
solvens til injektionsvaeske,
oplgsning

UK/H/0413/002

32221

PFIZER APS

DK

Caverject Dual, pulver og
solvens til injektionsvaeske,
oplgsning

UK/H/0413/001

32220

PFIZER APS

DK

CAVERJECT Impuls 10
microgram poeder en
oplosmiddel voor oplossing voor
injectie

UK/H/0413/001

BE231725

PFIZER S.A. (BELGIUM)

BE

CAVERJECT Impuls 10
microgrammes poudre et
solvant pour solution injectable

UK/H/0413/001

BE231725

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

CAVERJECT Impuls 20
microgram poeder en
oplosmiddel voor oplossing voor

injectie UK/H/0413/002 BE231734 PFIZER S.A. (BELGIUM) BE
CAVERJECT Impuls 20

microgrammes poudre et

solvant pour solution injectable UK/H/0413/002 BE231734 PFIZER S.A. (BELGIUM) BE
Caverject, 10 microgramas/ml,

po6 e solvente para solugédo LABORATORIOS PFIZER,
injectavel not available 2226280 LDA. PT
Caverject, 20 microgramas/ml,

po6 e solvente para solucado LABORATORIOS PFIZER,
injectavel not available 2226389 LDA. PT
Caverject® 10 pg - PFIZER CORPORATION
Trockenstechampulle mit AUSTRIA GESELLSCHAFT
Losungsmittelspritze not available 1-21076 M.B.H. AT
CAVERJECT® 10 pg Pulver und

Lésungsmittel zur Herstellung

einer Injektionslésung not available 30671.01.00 PHARMACIA GMBH DE
Caverject® 20 pg - PFIZER CORPORATION
Trockenstechampulle mit AUSTRIA GESELLSCHAFT
Lésungsmittelspritze not available 1-21075 M.B.H. AT
CAVERJECT® 20 pg Pulver und

Lésungsmittel zur Herstellung

einer Injektionslésung not available 30671.00.00 PHARMACIA GMBH DE
Caverject® Dual Chamber 10

micrograms, Powder and solvent

for solution for injection UK/H/0413/001 PL 00057/0939 PFIZER LIMITED UK
Caverject® Dual Chamber 20

micrograms, Powder and solvent

for solution for injection UK/H/0413/002 PL 00057/0940 PFIZER LIMITED UK
CAVERJECT® IMPULS 10 pg

Pulver und Lésungsmittel zur

Herstellung einer

Injektionslésung UK/H/0413/001 51310.00.00 PHARMACIA GMBH DE
CAVERJECT® IMPULS 20 pg

Pulver und Lésungsmittel zur

Herstellung einer UK/H/0413/002 51310.01.00 PHARMACIA GMBH DE
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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where
authorisation country) Authorisation number | Number member state product is authorised
Injektionslésung

CAVERIJECT™ Kovig kai diaAuTng

yla evéaipo SidAupa not available 27843/95/30.01.96 PFIZER HELLAS, A.E. GR
Eafelb 2 mg/g créeme NL/H/3144/001 BE474862 SANDOZ N.V. BE
Eafelb 2 mg/g krédm NL/H/3144/001 50895 SANDOZ A/S SE
EAFELB 3 mg/g créme NL/H/3144/002 BE474871 SANDOZ N.V. BE
Eafelb 3 mg/g krédm NL/H/3144/002 50896 SANDOZ A/S SE
EDEX 10 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 34315510 (COLOMBES FR) FR
EDEX 10 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 343 156 8 8 (COLOMBES FR) FR
EDEX 10 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 343 1574 9 (COLOMBES FR) FR
EDEX 10 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 343 15800 (COLOMBES FR) FR
EDEX 10 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 343 1597 8 (COLOMBES FR) FR
EDEX 20 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 3400934316111 (COLOMBES FR) FR
EDEX 20 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 34316050 (COLOMBES FR) FR
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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where
authorisation country) Authorisation number | Number member state product is authorised
EDEX 20 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 343 16289 (COLOMBES FR) FR
EDEX 20 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 34318580 (COLOMBES FR) FR
EDEX 20 microgrammes/1 ml,

poudre et solvant pour solution

injectable (voie intracaverneuse) UCB PHARMA S.A.

en cartouche bi-compartiment not available 34009 3431864 1 (COLOMBES FR) FR
KARON not available 83/527/95-C ZENTIVA, K.S. Ccz
KARON not available 83/0751/95-S ZENTIVA, K.S. SK
MUSE 1000 microgrammi

bastoncini uretrali UK/H/0272/004 034376107 MEDA PHARMA S.P.A. 1T
MUSE 1000 microgrammi

bastoncini uretrali UK/H/0272/004 034376119 MEDA PHARMA S.P.A. 1T
MUSE 1000 microgrammi

bastoncini uretrali UK/H/0272/004 034376196 MEDA PHARMA S.P.A. IT
MUSE 1000 microgrammi

bastoncini uretrali UK/H/0272/004 034376121 MEDA PHARMA S.P.A. IT
MUSE 1000 microgrammi

bastoncini uretrali UK/H/0272/004 034376208 MEDA PHARMA S.P.A. 1T
MUSE 500 microgrammi

bastoncini uretrali UK/H/0272/003 034376071 MEDA PHARMA S.P.A. 1T
MUSE 500 microgrammi

bastoncini uretrali UK/H/0272/003 034376095 MEDA PHARMA S.P.A. 1T
MUSE 500 microgrammi

bastoncini uretrali UK/H/0272/003 034376172 MEDA PHARMA S.P.A. IT
MUSE 500 microgrammi

bastoncini uretrali UK/H/0272/003 034376083 MEDA PHARMA S.P.A. 1T
MUSE 500 microgrammi

bastoncini uretrali UK/H/0272/003 034376184 MEDA PHARMA S.P.A. 1T
MUSE (alprostadil) 1000

microgram - stift voor urethraal

gebruik UK/H/0272/004 BE 203043 S.A. MEDA PHARMA N.V. 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

MUSE (alprostadil) 125
microgram stift voor urethraal
gebruik

UK/H/0272/001

BE 203016

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) 250
microgram stift voor urethraal
gebruik

UK/H/0272/002

BE 203025

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) 500
microgram stift voor urethraal
gebruik

UK/H/0272/003

BE 203034

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) a 1 000
microgrammes baton pour
usage urétral

UK/H/0272/004

BE 203043

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) a 1000
microgrammes en baton pour
usage urétral

UK/H/0272/004

1441/98120012

S.A. MEDA PHARMA N.V.

LU

MUSE (alprostadil) a 125
microgrammes baton pour
usage urétral

UK/H/0272/001

BE 203016

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) a 125
microgrammes en baton pour
usage urétral

UK/H/0272/001

1441/98120010

S.A. MEDA PHARMA N.V.

LU

MUSE (alprostadil) a 250
microgrammes baton pour
usage urétral

UK/H/0272/002

BE 203025

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) a 250
microgrammes en baton pour
usage urétral

UK/H/0272/002

1441/98120009

S.A. MEDA PHARMA N.V.

LU

MUSE (alprostadil) a 500
microgrammes baton pour
usage urétral

UK/H/0272/003

BE 203034

S.A. MEDA PHARMA N.V.

BE

MUSE (alprostadil) a 500
microgrammes en baton pour
usage urétral

UK/H/0272/003

1441/98120011

S.A. MEDA PHARMA N.V.

LU

MUSE ® 1000 mikrogramm,
Stabchen zur Anwendung in der
Harnrdhre

UK/H/0272/004

44802.03.00

MEDA PHARMA GMBH &
CO. KG

DE

MUSE ® 250 mikrogramm,
Stabchen zur Anwendung in der

UK/H/0272/002

44802.01.00

MEDA PHARMA GMBH &
CO. KG

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

Harnréhre

MUSE ® 500 mikrogramm,
Stabchen zur Anwendung in der

MEDA PHARMA GMBH &

Harnrohre UK/H/0272/003 44802.02.00 CO. KG DE

MUSE 1000 microgram urethral MEDA HEALTH SALES

stick UK/H/0272/004 PA1332/4/4 IRELAND LIMITED IE

MUSE 1000 microgram urethral MEDA

stick. UK/H/272/04 PL 15142/0032 PHARMACEUTICALS LTD UK
MEDA PHARMA —

Muse 1000 microgramas lapis PRODUTOS

uretral UK/H/0272/004 2867786 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 1000 microgramas lapis PRODUTOS

uretral UK/H/0272/004 2867885 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 1000 microgramas lapis PRODUTOS

uretral UK/H/0272/004 2867984 FARMACEUTICOS, S.A. PT

MUSE 1000 microgrammes,

baton pour usage urétral UK/H/272/04 350 012-8 MEDA PHARMA SAS FR

MUSE 1000 microgrammes,

baton pour usage urétral UK/H/272/04 350 013-4 MEDA PHARMA SAS FR

MUSE 1000 microgrammes,

baton pour usage urétral UK/H/272/04 350 014-0 MEDA PHARMA SAS FR

MUSE 1000 microgramos

bastoncillo uretral UK/H/0272/004 62.698 MEDA PHARMA S.A.U. ES

MUSE 1000 mikrog uretralstift UK/H/0272/004 13802 MEDA OY Fl

MUSE 1000 mikrogrami uretrala

ndjina not available 04-0133 MEDA AB LV

MUSE 1000 Mikrogramm —

Stabchen zur Anwendung in der

Harnrohre UK/H/272/004/MR 1-22926 MEDA PHARMA GMBH AT

MUSE 1000 mikrogrammaa

virtsatiepuikko UK/H/0272/004 13802 MEDA QY FI

MUSE 1000 mikrogrammi

uretraalpulk not available 493005 MEDA AB EE

MUSE 1000 mikrogramy Slaplés | not available LT/1/98/0252/006 MEDA AB LT
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Product Name (in MRP/DCP National Authorisation MAH of product in the Member State where

authorisation country) Authorisation number | Number member state product is authorised

lazdelés

MUSE 1000 mikrogramy Slaplés

lazdelés not available LT/1/98/0252/005 MEDA AB LT

MUSE 1000 stift voor urethraal

gebruik UK/H/0272/004 RVG 23476 MEDA PHARMA B.V. NL

MUSE 125 microgram urethral MEDA HEALTH SALES

stick UK/H/0272/001 PA1332/4/1 IRELAND LIMITED IE

MUSE 125 microgram urethral MEDA

stick. UK/H/272/01 PL 15142/0029 PHARMACEUTICALS LTD UK
MEDA PHARMA —

Muse 125 microgramas lapis PRODUTOS

uretral UK/H/0272/001 2866887 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 125 microgramas lapis PRODUTOS

uretral UK/H/0272/001 2866986 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 125 microgramas lapis PRODUTOS

uretral UK/H/0272/001 2867083 FARMACEUTICOS, S.A. PT

MUSE 125 microgrammi

bastoncini uretrali UK/H/0272/001 034376133 MEDA PHARMA S.P.A. IT

MUSE 125 microgrammi

bastoncini uretrali UK/H/0272/001 034376020 MEDA PHARMA S.P.A. 1T

MUSE 125 microgrammi

bastoncini uretrali UK/H/0272/001 034376032 MEDA PHARMA S.P.A. 1T

MUSE 125 microgrammi

bastoncini uretrali UK/H/0272/001 034376145 MEDA PHARMA S.P.A. 1T

MUSE 125 microgrammi,

bastoncini uretrali UK/H/0272/001 034376018 MEDA PHARMA S.P.A. IT

MUSE 125 microgramos

bastoncillo uretral UK/H/0272/001 62.695 MEDA PHARMA S.A.U. ES

MUSE 125 mikrog uretralstift UK/H/0272/001 13799 MEDA OY Fl

MUSE 125 Mikrogramm —

Stabchen zur Anwendung in der

Harnrohre UK/H/272/001/MR 1-22923 MEDA PHARMA GMBH AT

MUSE 125 mikrogrammaa

virtsatiepuikko UK/H/0272/001 13799 MEDA OY Fl
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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

MUSE 125 stift voor urethraal

gebruik UK/H/0272/001 RVG 23473 MEDA PHARMA B.V. NL

MUSE 250 microgramos

bastoncillo uretral UK/H/0272/002 62.696 MEDA PHARMA S.A.U. ES

MUSE 250 microgram urethral MEDA HEALTH SALES

stick UK/H/0272/002 PA1332/4/2 IRELAND LIMITED IE

MUSE 250 microgram urethral MEDA

stick. UK/H/272/02 PL 15142/0030 PHARMACEUTICALS LTD UK
MEDA PHARMA —

Muse 250 microgramas lapis PRODUTOS

uretral UK/H/0272/002 2867182 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 250 microgramas lapis PRODUTOS

uretral UK/H/0272/002 2867281 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 250 microgramas lapis PRODUTOS

uretral UK/H/0272/002 2867380 FARMACEUTICOS, S.A. PT

MUSE 250 microgrammes, baton

pour usage urétral UK/H/272/02 350 008-0 MEDA PHARMA SAS FR

MUSE 250 microgrammes, baton

pour usage urétral UK/H/272/02 350 006-8 MEDA PHARMA SAS FR

MUSE 250 microgrammes, baton

pour usage urétral UK/H/272/02 350 007-4 MEDA PHARMA SAS FR

MUSE 250 microgrammi,

bastoncini uretrali UK/H/0272/002 034376158 MEDA PHARMA S.P.A. 1T

MUSE 250 microgrammi,

bastoncini uretrali UK/H/0272/002 034376057 MEDA PHARMA S.P.A. 1T

MUSE 250 microgrammi,

bastoncini uretrali UK/H/0272/002 034376069 MEDA PHARMA S.P.A. 1T

MUSE 250 microgrammi,

bastoncini uretrali UK/H/0272/002 034376160 MEDA PHARMA S.P.A. IT

MUSE 250 microgrammi,

bastoncini uretrali UK/H/0272/002 034376044 MEDA PHARMA S.P.A. IT

MUSE 250 mikrog uretralstift UK/H/0272/002 13800 MEDA OY Fl

MUSE 250 mikrogrami uretrala

ndjina not available 04-0131 MEDA AB LV

List of nationally authorised medicinal products
EMA/382341/2015

Page 15/20




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

MUSE 250 Mikrogramm —
Stabchen zur Anwendung in der

Harnréhre UK/H/0272/002 1-22924 MEDA PHARMA GMBH AT

MUSE 250 mikrogrammaa

virtsatiepuikko UK/H/0272/002 13800 MEDA OY FI

MUSE 250 mikrogrammi

uretraalpulk not available 493205 MEDA AB EE

MUSE 250 mikrogramy Slaplés

lazdeles not available LT/1/98/0252/002 MEDA AB LT

MUSE 250 mikrogramy Slaplés

lazdeles not available LT/1/98/0252/001 MEDA AB LT

MUSE 250 stift voor urethraal

gebruik UK/H/0272/002 RVG 23474 MEDA PHARMA B.V. NL

MUSE 500 microgram urethral MEDA HEALTH SALES

stick UK/H/0272/003 PA1332/4/3 IRELAND LIMITED IE

MUSE 500 microgram urethral MEDA

stick. UK/H/272/03 PL 15142/0031 PHARMACEUTICALS LTD UK
MEDA PHARMA —

Muse 500 microgramas lapis PRODUTOS

uretral UK/H/0272/003 2867489 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 500 microgramas lapis PRODUTOS

uretral UK/H/0272/003 2867588 FARMACEUTICOS, S.A. PT
MEDA PHARMA —

Muse 500 microgramas lapis PRODUTOS

uretral UK/H/0272/003 2867687 FARMACEUTICOS, S.A. PT

MUSE 500 microgrammes, baton

pour usage urétral UK/H/272/03 350 010-5 MEDA PHARMA SAS FR

MUSE 500 microgrammes, baton

pour usage urétral UK/H/272/03 350 011-1 MEDA PHARMA SAS FR

MUSE 500 microgrammes, baton

pour usage urétral UK/H/272/03 350 009-7 MEDA PHARMA SAS FR

MUSE 500 microgramos

bastoncillo uretral UK/H/0272/003 62.697 MEDA PHARMA S.A.U. ES

MUSE 500 mikrog uretralstift UK/H/0272/003 13801 MEDA OY FI

MUSE 500 mikrogrami uretrala

ndjina not available 04-0132 MEDA AB LV
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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

MUSE 500 Mikrogramm —
Stabchen zur Anwendung in der

Harnréhre UK/H/272/003/MR 1-22925 MEDA PHARMA GMBH AT

MUSE 500 mikrogrammaa

virtsatiepuikko UK/H/0272/003 13801 MEDA OY FI

MUSE 500 mikrogrammi

uretraalpulk not available 493105 MEDA AB EE

MUSE 500 mikrogramy Slaplés

lazdeles not available LT/1/98/0252/003 MEDA AB LT

MUSE 500 mikrogramy Slaplés

lazdeles not available LT/1/98/0252/004 MEDA AB LT

MUSE 500 stift voor urethraal

gebruik UK/H/0272/003 RVG 23475 MEDA PHARMA B.V. NL

Muse, urethral stift UK/H/0272/001 30369 MEDA AS DK

Muse, urethral stift UK/H/0272/002 30370 MEDA AS DK

Muse, urethral stift UK/H/0272/004 30372 MEDA AS DK

Muse, urethral stift UK/H/0272/003 30371 MEDA AS DK
MEDA

MUSE® UK/H/0272/001-004/DC | 33101/19-05-2011 PHARMACEUTICALS S.A. GR
MEDA

MUSE® UK/H/0272/001-004/DC | 33102/19-05-2011 PHARMACEUTICALS S.A. GR
MEDA

MUSE® UK/H/0272/003 33103/19-05-2011 PHARMACEUTICALS S.A. GR
MEDA

MUSE® UK/H/0272/004 33104/19-05-2011 PHARMACEUTICALS S.A. GR

Viridal Duo 10 micrograms/ml,

Powder and Solvent for Solution UCB PHARMA IRELAND

for Injection. not available PA 891/15/1 LTD (DUBLIN IE) IE

Viridal Duo 10 micrograms/ml,

Powder and Solvent for Solution UCB PHARMA LTD

for Injection not available PL 00039/0751 (SLOUGH GB) UK

Viridal Duo 20 micrograms/ml,

Powder and Solvent for Solution UCB PHARMA IRELAND

for Injection. not available PA 891/15/2 LTD (DUBLIN IE) IE

Viridal Duo 20 micrograms/ml, UCB PHARMA LTD

Powder and Solvent for Solution | not available PL 00039/0752 (SLOUGH GB) 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

for Injection

Viridal Duo 40 micrograms/ml,

Powder and Solvent for Solution

UCB PHARMA IRELAND

for Injection. not available PA 891/15/3 LTD (DUBLIN IE) IE

Viridal Duo 40 micrograms/ml,

Powder and Solvent for Solution UCB PHARMA LTD

for Injection not available PL 00039/0753 (SLOUGH GB) UK

viridal® 10 pg Pulver und

Lésungsmittel zur Herstellung ucB PHARMA GMBH

einer Injektionslésung not available 38724.00.00 (MONHEIM DE) DE

viridal® 20 pg Pulver und

Lésungsmittel zur Herstellung ucB PHARMA GMBH

einer Injektionsldsung not available 38724.01.00 (MONHEIM DE) DE

viridal® 40 g Pulver und

Lésungsmittel zur Herstellung ucB PHARMA GMBH

einer Injektionslésung not available 44160.00.00 (MONHEIM DE) DE
RECORDATI IRELAND

Virirec 2 mg/g crema NL/H/2379/001 78356 LTD. ES
RECORDATI IRELAND

Virirec 3 mg/g crema NL/H/2379/002 78357 LTD. ES

Vitaros NL/H/3144/001 53892 SANDOZ A/S DK

Vitaros NL/H/3144/002 53893 SANDOZ A/S DK

Vitaros 2 mg/g - Creme NL/H/3144/001 136266 SANDOZ GMBH AT
RECORDATI IRELAND

Vitaros 2 mg/g cream NL/H/3303/001 PA 1404/003/001 LTD. IE

Vitaros 2 mg/g cream NL/H/2379/001 PL 16189/0020 TAKEDA UK LTD UK

Vitaros 2 mg/g crema NL/H/2380/001 041332014 BRACCO S.P.A. 1T
RECORDATI IRELAND

Vitaros 2 mg/g crema NL/H/3303/001 8143/2015/01 LTD. RO
RECORDATI IRELAND

Vitaros 2 mg/g creme NL/H/3303/001 5659818 LTD. PT

VITAROS 2 mg/g emulsiovoide NL/H/3144/001 32128 SANDOZ A/S Fl

Vitaros 2 mg/g krem NL/H/3144/001 1S/1/15/063/01 SANDOZ A/S IS
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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

Vitaros 2 mg/g krem NL/H/3144/001 14/10008 SANDOZ A/S NO
RECORDATI IRELAND

Vitaros 2 mg/g krém NL/H/3303/001 83/549/15-C LTD. cz
RECORDATI IRELAND

Vitaros 2 mg/g krém NL/H/3303/001 83/0446/15-S LTD. SK

Vitaros 200 microgram, creme NL/H/3144/001 RVG 115130 SANDOZ B.V. NL

Vitaros 3 mg/g - Creme NL/H/3144/002 136267 SANDOZ GMBH AT
RECORDATI IRELAND

Vitaros 3 mg/g cream NL/H/3303/002 PA1404/003/002 LTD. IE

Vitaros 3 mg/g cream NL/H/2379/002 PL 16189/0021 TAKEDA UK LTD UK

Vitaros 3 mg/g crema NL/H/2380/002 041332026 BRACCO S.P.A. IT
RECORDATI IRELAND

Vitaros 3 mg/g crema NL/H/3303/002 8144/2015/01 LTD. RO
RECORDATI IRELAND

Vitaros 3 mg/g creme NL/H/3303/002 5660311 LTD. PT

VITAROS 3 mg/g emulsiovoide NL/H/3144/002 32129 SANDOZ A/S FI

VITAROS 3 mg/g emulsiovoide NL/H/3144/002 32129 SANDOZ A/S Fl

Vitaros 3 mg/g krem NL/H/3144/002 1S/1/15/063/02 SANDOZ A/S IS

Vitaros 3 mg/g krem NL/H/3144/002 14/10009 SANDOZ A/S NO
RECORDATI IRELAND

Vitaros 3 mg/g krém NL/H/3303/002 83/550/15-C LTD. CcZ
RECORDATI IRELAND

Vitaros 3 mg/g krém NL/H/3303/002 83/0447/15-S LTD. SK

Vitaros 300 microgram, creme NL/H/3144/002 RVG 115134 SANDOZ B.V. NL

Vitaros, 2 mg/g Kram NL/H/2379/001 46277 SANDOZ A/S SE

Vitaros, 200 microgram Créme NL/H/2379/001 RVG 109918 SANDOZ B.V. NL

Vitaros, 3 mg/g Kram NL/H/2379/002 46278 SANDOZ A/S SE

Vitaros, 300 microgram Créme NL/H/2379/002 RVG 109919 SANDOZ B.V. NL

Vitaros® HEXAL® 200

Mikrogramm/100 mg Creme NL/H/2379/001 85394.00.00 HEXAL AG DE

Vitaros® HEXAL® 300 NL/H/2379/002 85395.00.00 HEXAL AG DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
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MAH of product in the
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Member State where
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Mikrogramm/100 mg Creme

Vytaros 2 mg/g créme NL/H/2379/001 BE445715 SANDOZ N.V. BE

Vytaros 2 mg/g creme NL/H/2379/001 2014040061 SANDOZ N.V. LU

Vytaros 3 mg/g créme NL/H/2379/002 BE445724 SANDOZ N.V. BE

Vytaros 3 mg/g creme NL/H/2379/002 2014040062 SANDOZ N.V. LU
RECORDATI IRELAND

Vytaros, 2 mg/g, krem NL/H/3303/001 22736 LTD. PL
RECORDATI IRELAND

Vytaros, 3 mg/g, krem NL/H/3303/002 22737 LTD. PL
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