ANNEX |

LIST OF THE NAMES, PHARMACEUTICAL FORM(S), STRENGTH(S) OF THE
MEDICINAL PRODUCT(S), ROUTE(S) OF ADMINISTRATION, MARKETING
AUTHORISATION HOLDER(S) IN THE MEMBER STATES



Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Austria Janssen-Cilag Pharma GmbH, Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
1020 Vienna, Vorgartenstrale 12.5ug fentanyl per hour
206B
Austria

Austria Janssen-Cilag Pharma GmbH, Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
1020 Vienna, Vorgartenstralie 25ug fentanyl per hour
206B
Austria

Austria Janssen-Cilag Pharma GmbH, Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
1020 Vienna, Vorgartenstral3e 50pug fentanyl per hour
206B
Austria

Austria Janssen-Cilag Pharma GmbH, Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
1020 Vienna, Vorgartenstral3e 75ug fentanyl per hour
206B
Austria

Austria Janssen-Cilag Pharma GmbH, Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
1020 Vienna, Vorgartenstralie 100pg fentanyl per hour
206B
Austria

Belgium Janssen-Cilag N.V. Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Antwerpseweg 15-17 12.5ug fentanyl per hour
B-2340 Beerse
Belgium

Belgium Janssen-Cilag N.V. Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm?2 which release

Antwerpseweg 15-17
B-2340 Beerse
Belgium

25ug fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Belgium Janssen-Cilag N.V. Durogesic 50 ug/h Transdermal patch | Transdermal use 8.4 mg/21 cm? which release
Antwerpseweg 15-17 50pug fentanyl per hour
B-2340 Beerse
Belgium

Belgium Janssen-Cilag N.V. Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Antwerpseweg 15-17 75ug fentanyl per hour
B-2340 Beerse
Belgium

Belgium Janssen-Cilag N.V. Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Antwerpseweg 15-17 100pg fentanyl per hour
B-2340 Beerse
Belgium

Croatia Johnson & Johnson S.E. d.o.o. Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Oreskoviceva 6H, 10010 Zagreb, 12.5ug fentanyl per hour
Croatia

Croatia Johnson & Johnson S.E. d.o.o. Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Oreskoviceva 6H, 10010 Zagreb, 25ug fentanyl per hour
Croatia

Croatia Johnson & Johnson S.E. d.o.o. Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Oreskoviceva 6H, 10010 Zagreb, 50ug fentanyl per hour
Croatia

Croatia Johnson & Johnson S.E. d.o.o. Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Oreskoviceva 6H, 10010 Zagreb, 75ug fentanyl per hour
Croatia

Croatia Johnson & Johnson S.E. d.o.0. Durogesic 100 ug/h Transdermal patch | Transdermal use 16.8 mg/42 cm? which release

Oreskoviceva 6H, 10010 Zagreb,
Croatia

100pg fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Cyprus Janssen-Cilag International NV | Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Turnhoutseweg 30 25ug fentanyl per hour
2340 Beerse Belgium

Cyprus Janssen-Cilag International NV Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Turnhoutseweg 30 50pug fentanyl per hour
2340 Beerse Belgium

Cyprus Janssen-Cilag International NV Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Turnhoutseweg 30 100pg fentanyl per hour
2340 Beerse Belgium

Czech Republic | Janssen-Cilag s.r.o., Durogesic 12 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Karla Englise 3201/6, mcg/h 12.5ug fentanyl per hour
Prague 5, 150 00
Czech Republic

Czech Republic | Janssen-Cilag s.r.o., Durogesic 25 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Karla Englige 3201/6, meg/h 25ug fentanyl per hour
Prague 5, 150 00
Czech Republic

Czech Republic | Janssen-Cilag s.r.o., Durogesic 50 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm? which release
Karla Englise 3201/6, meg/h 50ug fentanyl per hour
Prague 5, 150 00
Czech Republic

Czech Republic | Janssen-Cilag s.r.o., Durogesic 75 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Karla Englise 3201/6, mcg/h 75ug fentanyl per hour

Prague 5, 150 00
Czech Republic




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Czech Republic | Janssen-Cilag s.r.o., Durogesic 100 100 ug/h Transdermal patch | Transdermal use 16.8 mg/42 cm? which release
Karla Englise 3201/6, meg/h 100ug fentanyl per hour
Prague 5, 150 00
Czech Republic
Denmark Janssen Cilag A/S Durogesic 12 pug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Bregnergdvej 133 12.5pg fentanyl per hour
3460 Birkerad
Denmark
Denmark Janssen Cilag A/S Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm?2 which release
Bregnergdvej 133 25ug fentanyl per hour
3460 Birkergd
Denmark
Denmark Janssen Cilag A/S Durogesic 50 pg/h Transdermal patch Transdermal use 8.4 mg/21 cm2 which release
Bregnergdvej 133 50pg fentanyl per hour
3460 Birkergd
Denmark
Denmark Janssen Cilag A/S Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Bregnergdvej 133 75ug fentanyl per hour
3460 Birkergd
Denmark
Denmark Janssen Cilag A/S Durogesic 100 pg/h Transdermal patch Transdermal use 16.8 mg/42 cm2 which release
Bregnergdvej 133 100pg fentanyl per hour
3460 Birkerad
Denmark
Finland Janssen-Cilag Oy, Vaisalantie 2, | Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release

02130 Espoo
Finland

12.5ug fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Finland Janssen-Cilag Oy, Vaisalantie 2, | Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
02130 Espoo 25ug fentanyl per hour
Finland

Finland Janssen-Cilag Oy, Vaisalantie 2, | Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
02130 Espoo 50ug fentanyl per hour
Finland

Finland Janssen-Cilag Oy, Vaisalantie 2, | Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
02130 Espoo 75ug fentanyl per hour
Finland

Finland Janssen-Cilag Oy, Vaisalantie 2, | Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
02130 Espoo 100pg fentanyl per hour
Finland

France JANSSEN-CILAG Durogesic 12 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
1, rue Camille Desmoulins microgrammes/h 12.5ug fentanyl per hour
TSA 91003 eure, dispositif
92787 ISSY-LES- transdermique
MOULINEAUX Cedex 9
France

France JANSSEN-CILAG Durogesic 25 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release

1, rue Camille Desmoulins
TSA 91003

92787 ISSY-LES-
MOULINEAUX Cedex 9
France

microgrammes/h
eure, dispositif
transdermique

25g fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
France JANSSEN-CILAG Durogesic 50 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
1, rue Camille Desmoulins microgrammes/h 50ug fentany! per hour
TSA 91003 eure, dispositif
92787 ISSY-LES- transdermique
MOULINEAUX Cedex 9
France
France JANSSEN-CILAG Durogesic 75 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
1, rue Camille Desmoulins microgrammes/h 75ug fentany! per hour
TSA 91003 eure, dispositif
92787 ISSY-LES- transdermique
MOULINEAUX Cedex 9
France
France JANSSEN-CILAG Durogesic 100 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
1, rue Camille Desmoulins microgrammes/h 100ug fentanyl per hour
TSA 91003 eure, dispositif
92787 ISSY-LES- transdermique
MOULINEAUX Cedex 9
France
Germany JANSSEN-CILAG GmbH Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Johnson & Johnson Platz 1 SMAT 12.5ug fentanyl per hour
41470 Neuss, Germany
Germany JANSSEN-CILAG GmbH Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Johnson & Johnson Platz 1 SMAT 25g fentanyl per hour
41470 Neuss, Germany
Germany JANSSEN-CILAG GmbH Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Johnson & Johnson Platz 1 SMAT S0pg fentanyl per hour

41470 Neuss, Germany




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Germany JANSSEN-CILAG GmbH Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
Johnson & Johnson Platz 1 SMAT 75ug fentany! per hour
41470 Neuss, Germany
Germany JANSSEN-CILAG GmbH Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Johnson & Johnson Platz 1 SMAT 100ug fentanyl per hour
41470 Neuss, Germany
Greece Janssen-Cilag Pharmaceutical Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
S.AC.L 12.5ug fentanyl per hour
56 Eirinis Ave.,
151 21, Pefki,
Greece
Greece Janssen-Cilag Pharmaceutical Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm?2 which release
SACL 25ug fentanyl per hour
56 Eirinis Ave.,
151 21, Pefki,
Greece
Greece Janssen-Cilag Pharmaceutical Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
SAC.L 50pg fentanyl per hour
56 Eirinis Ave.,
151 21, Pefki,
Greece
Greece Janssen-Cilag Pharmaceutical Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release

S.AC.L

56 Eirinis Ave.,
151 21, Pefki,
Greece

75ug fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Greece Janssen-Cilag Pharmaceutical Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
SACL 100ug fentanyl per hour
56 Eirinis Ave.,
151 21, Pefki,
Greece
Hungary Janssen-Cilag Kft. Durogesic 12 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
1123 Budapest, mikrogramm/éra 12.5ug fentanyl per hour
Nagyenyed utca 8 -14 transzdermalis
Magyarorszag tapasz
Hungary
Hungary Janssen-Cilag Kft. Durogesic 25 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
1123 Budapest, mikrogramm/6ra 25ug fentanyl per hour
Nagyenyed utca 8 -14 transzdermalis
Magyarorszag tapasz
Hungary
Hungary Janssen-Cilag Kift. Durogesic 50 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
1123 Budapest, mikrogramm/éra 50ug fentanyl per hour
Nagyenyed utca 8 -14 transzdermalis
Magyarorszag tapasz
Hungary
Hungary Janssen-Cilag Kft. Durogesic 75 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release

1123 Budapest,
Nagyenyed utca 8 -14
Magyarorszag
Hungary

mikrogramm/éra
transzdermalis
tapasz

75ug fentanyl per hour




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Hungary Janssen-Cilag Kft. Durogesic 100 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
1123 Budapest, mikrogramm/éra 100ug fentanyl per hour
Nagyenyed utca 8 -14 transzdermalis
Magyarorszag tapasz
Hungary
Iceland Janssen-Cilag AB Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Box 7073 12.5ug fentanyl per hour
192 07 Sollentuna
Sweden
Iceland Janssen-Cilag AB Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Box 7073 25ug fentanyl per hour
192 07 Sollentuna
Sweden
Iceland Janssen-Cilag AB Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Box 7073 50pg fentanyl per hour
192 07 Sollentuna
Sweden
Iceland Janssen-Cilag AB Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
Box 7073 75ug fentanyl per hour
192 07 Sollentuna
Sweden
Iceland Janssen-Cilag AB Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Box 7073 100pg fentanyl per hour
192 07 Sollentuna
Sweden

10




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Ireland Janssen-Cilag Limited Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
50-100 Holmers Farm Way DTrans 12.5ug fentanyl per hour
High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
Ireland Janssen-Cilag Limited Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
50-100 Holmers Farm Way DTrans 25ug fentany! per hour
High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
Ireland Janssen-Cilag Limited Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
50-100 Holmers Farm Way DTrans 50ug fentany! per hour
High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
Ireland Janssen-Cilag Limited Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
50-100 Holmers Farm Way DTrans 75ug fentanyl per hour

High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
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Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Ireland Janssen-Cilag Limited Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
50-100 Holmers Farm Way DTrans 100ug fentanyl per hour
High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
Italy JANSSEN-CILAG SpA Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Via M. Buonarroti, 23 12.5ug fentanyl per hour
20093 COLOGNO MONZESE
(M1), Italy
Italy JANSSEN-CILAG SpA Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Via M. Buonarroti, 23 25ug fentanyl per hour
20093 COLOGNO MONZESE
(M1), Italy
Italy JANSSEN-CILAG SpA Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm?2 which release
Via M. Buonarroti, 23 50ug fentany! per hour
20093 COLOGNO MONZESE
(M1), Italy
Italy JANSSEN-CILAG SpA Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Via M. Buonarroti, 23 75ug fentanyl per hour
20093 COLOGNO MONZESE
(M1), Italy
Italy JANSSEN-CILAG SpA Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release

Via M. Buonarroti, 23
20093 COLOGNO MONZESE
(M1), Italy

100pg fentanyl per hour
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Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Luxembourg Janssen-Cilag N.V. Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Antwerpseweg 15-17 12.5ug fentanyl per hour
B-2340 Beerse
Belgium

Luxembourg Janssen-Cilag N.V. Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Antwerpseweg 15-17 25ug fentanyl per hour
B-2340 Beerse
Belgium

Luxembourg Janssen-Cilag N.V. Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm?2 which release
Antwerpseweg 15-17 50ug fentanyl per hour
B-2340 Beerse
Belgium

Luxembourg Janssen-Cilag N.V. Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Antwerpseweg 15-17 75ug fentanyl per hour
B-2340 Beerse
Belgium

Luxembourg Janssen-Cilag N.V. Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Antwerpseweg 15-17 100pg fentanyl per hour
B-2340 Beerse
Belgium

Malta Janssen-Cilag International NV | Durogesic 12 yg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Turnhoutseweg 30, 2340 DTrans 12.5ug fentanyl per hour

Beerse
Belgium
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Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)

EU/EEA holder Name form

Malta Janssen-Cilag International NV | Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Turnhoutseweg 30, 2340 DTrans 25ug fentany! per hour
Beerse
Belgium

Malta Janssen-Cilag International NV | Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Turnhoutseweg 30, 2340 DTrans 50ug fentanyl per hour
Beerse
Belgium

Malta Janssen-Cilag International NV | Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
Turnhoutseweg 30, 2340 DTrans 75ug fentany! per hour
Beerse
Belgium

Malta Janssen-Cilag International NV | Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Turnhoutseweg 30, 2340 DTrans 100pg fentanyl per hour
Beerse
Belgium

Netherlands Janssen-Cilag B.V. Durogesic 12 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Dr. Paul Janssenweg 150 ug/uur 12.5ug fentanyl per hour

5026 RH Tilburg
PO Box 90240
5000 LT Tilburg
Netherlands

14




Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Netherlands Janssen-Cilag B.V. Durogesic 25 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Dr. Paul Janssenweg 150 ug/uur 25ug fentanyl per hour
5026 RH Tilburg
PO Box 90240
5000 LT Tilburg
Netherlands
Netherlands Janssen-Cilag B.V. Durogesic 50 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Dr. Paul Janssenweg 150 ug/uur 50ug fentanyl per hour
5026 RH Tilburg
PO Box 90240
5000 LT Tilburg
Netherlands
Netherlands Janssen-Cilag B.V. Durogesic 75 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Dr. Paul Janssenweg 150 Hg/uur 75ug fentanyl per hour
5026 RH Tilburg
PO Box 90240
5000 LT Tilburg
Netherlands
Netherlands Janssen-Cilag B.V. Durogesic 100 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm? which release
Dr. Paul Janssenweg 150 ug/uur 100pg fentanyl per hour

5026 RH Tilburg
PO Box 90240
5000 LT Tilburg
Netherlands
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Norway Janssen-Cilag AS Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Drammensveien 288 12.5ug fentanyl per hour
NO-0283 Oslo
Norway

Norway Janssen-Cilag AS Durogesic 25 pg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Drammensveien 288 25g fentanyl per hour
NO-0283 Oslo
Norway

Norway Janssen-Cilag AS Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm?2 which release
Drammensveien 288 50ug fentany! per hour
NO-0283 Oslo
Norway

Norway Janssen-Cilag AS Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Drammensveien 288 75ug fentanyl per hour
NO-0283 Oslo
Norway

Norway Janssen-Cilag AS Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Drammensveien 288 100pg fentanyl per hour
NO-0283 Oslo
Norway

Poland Janssen-Cilag International NV | Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release

Turnhoutseweg 30
B-2340 Beerse
Belgium

12.5ug fentanyl per hour
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Poland Janssen-Cilag International NV | Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Turnhoutseweg 30 25ug fentanyl per hour
B-2340 Beerse
Belgium

Poland Janssen-Cilag International NV Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Turnhoutseweg 30 50pg fentanyl per hour
B-2340 Beerse
Belgium

Poland Janssen-Cilag International NV | Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
Turnhoutseweg 30 75ug fentanyl per hour
B-2340 Beerse
Belgium

Poland Janssen-Cilag International NV Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Turnhoutseweg 30 100pg fentanyl per hour
B-2340 Beerse
Belgium

Portugal Janssen Farmacéutica Portugal, Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release

Lda.

Estrada Consiglieri Pedroso, 69
A

Queluz de Baixo

2734-503 Barcarena

Portugal

12.5ug fentanyl per hour
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Marketing authorisation
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Strength

Pharmaceutical
form

Route of administration

Content (concentration)

Portugal

Janssen Farmacéutica Portugal,
Lda.

Estrada Consiglieri Pedroso, 69
A

Queluz de Baixo

2734-503 Barcarena

Portugal

Durogesic

25 ug/h

Transdermal patch

Transdermal use

4.2 mg/10.5 cm? which release
25ug fentanyl per hour

Portugal

Janssen Farmacéutica Portugal,
Lda.

Estrada Consiglieri Pedroso, 69
A

Queluz de Baixo

2734-503 Barcarena

Portugal

Durogesic

50 pg/h

Transdermal patch

Transdermal use

8.4 mg/21 cm2 which release
50pg fentanyl per hour

Portugal

Janssen Farmacéutica Portugal,
Lda.

Estrada Consiglieri Pedroso, 69
A

Queluz de Baixo

2734-503 Barcarena

Portugal

Durogesic

75 ug/h

Transdermal patch

Transdermal use

12.6 mg/31.5 cm2 which release
75ug fentanyl per hour
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Member State | Marketing authorisation (Invented) Strength Pharmaceutical Route of administration | Content (concentration)
EU/EEA holder Name form
Portugal Janssen Farmacéutica Portugal, Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Lda. 100ug fentanyl per hour
Estrada Consiglieri Pedroso, 69
A
Queluz de Baixo
2734-503 Barcarena
Portugal
Slovenia Johnson & Johnson d.o.o. Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Smartinska cesta 53, 12.5ug fentanyl per hour
1000 Ljubljana
Slovenia
Slovenia Johnson & Johnson d.o.0. Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Smartinska cesta 53, 25ug fentany! per hour
1000 Ljubljana
Slovenia
Slovenia Johnson & Johnson d.o.o. Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Smartinska cesta 53, 50ug fentanyl per hour
1000 Ljubljana
Slovenia
Slovenia Johnson & Johnson d.o.0. Durogesic 75 ug/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm2 which release
Smartinska cesta 53, 75ug fentanyl per hour
1000 Ljubljana
Slovenia
Slovenia Johnson & Johnson d.o.o. Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release

Smartinska cesta 53,
1000 Ljubljana
Slovenia

100pg fentanyl per hour
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Spain JANSSEN-CILAG, S.A. Durogesic Matrix | 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Paseo de Las Doce Estrellas, 5-7 12.5ug fentanyl per hour
28042, Madrid
Spain

Spain JANSSEN-CILAG, S.A. Durogesic Matrix | 25 Hg/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Paseo de Las Doce Estrellas, 5-7 25g fentanyl per hour
28042, Madrid
Spain

Spain JANSSEN-CILAG, S.A. Durogesic Matrix | 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm?2 which release
Paseo de Las Doce Estrellas, 5-7 50ug fentany! per hour
28042, Madrid
Spain

Spain JANSSEN-CILAG, S.A. Durogesic Matrix | 75 Hg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Paseo de Las Doce Estrellas, 5-7 75ug fentanyl per hour
28042, Madrid
Spain

Spain JANSSEN-CILAG, S.A. Durogesic Matrix | 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Paseo de Las Doce Estrellas, 5-7 100ug fentanyl per hour
28042, Madrid
Spain

Sweden Janssen-Cilag AB Durogesic 12 pg/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm2 which release
Box 7073 12.5ug fentanyl per hour
192 07 Sollentuna
Sweden
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Sweden Janssen-Cilag AB Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Box 7073 25ug fentanyl per hour
192 07 Sollentuna
Sweden
Sweden Janssen-Cilag AB Durogesic 50 pg/h Transdermal patch Transdermal use 8.4 mg/21 cm2 which release
Box 7073 50pg fentanyl per hour
192 07 Sollentuna
Sweden
Sweden Janssen-Cilag AB Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Box 7073 75ug fentanyl per hour
192 07 Sollentuna
Sweden
Sweden Janssen-Cilag AB Durogesic 100 pg/h Transdermal patch Transdermal use 16.8 mg/42 cm2 which release
Box 7073 100pg fentanyl per hour
192 07 Sollentuna
Sweden
United Janssen-Cilag Limited Durogesic 12 ug/h Transdermal patch | Transdermal use 2.1 mg/5.25 cm? which release
Kingdom 50-100 Holmers Farm Way DTrans 12.5ug fentanyl per hour

High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
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United Janssen-Cilag Limited Durogesic 25 ug/h Transdermal patch | Transdermal use 4.2 mg/10.5 cm? which release
Kingdom 50-100 Holmers Farm Way DTrans 25ug fentany! per hour

High Wycombe

Buckinghamshire

HP12 4EG

United Kingdom
United Janssen-Cilag Limited Durogesic 50 pg/h Transdermal patch | Transdermal use 8.4 mg/21 cm2 which release
Kingdom 50-100 Holmers Farm Way DTrans 50ug fentany! per hour

High Wycombe

Buckinghamshire

HP12 4EG

United Kingdom
United Janssen-Cilag Limited Durogesic 75 pg/h Transdermal patch | Transdermal use 12.6 mg/31.5 cm? which release
Kingdom 50-100 Holmers Farm Way DTrans 75ug fentany! per hour

High Wycombe

Buckinghamshire

HP12 4EG

United Kingdom
United Janssen-Cilag Limited Durogesic 100 pg/h Transdermal patch | Transdermal use 16.8 mg/42 cm2 which release
Kingdom 50-100 Holmers Farm Way DTrans 100pg fentanyl per hour

High Wycombe
Buckinghamshire
HP12 4EG
United Kingdom
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