Appendix B: Methylphenidate Formulations
Approved in European Union Countries



ANNEX I

LIST OF THE NAMES, PHARMACEUTICAL FORMS, STRENGTHS OF THE MEDICINAL
PRODUCTS, ROUTE OF ADMINISTRATION, MARKETING AUTHORISATION
HOLDERS IN THE MEMBER STATES (EU/EEA)



Marketin ations for medicinal pr ontaining METHYLPHENIDATE

Member State | Marketing Authorisation Holder Invented Name Strength | Pharmaceutical form Route of administration

(EU/EEA)

AT - Austria Janssen-Cilag Pharma GmbH Ci 18 mgR 18 mg Prolonged-release tablet oral use
Pfarrgasse 75 A-1232
Wien

AT - Austria Janssen-Cilag Phama GmbH C 36mgF 36 mg Prolonged-release tablet oral use
Pfarrgasse 75 A-1232
Wien

AT - Austria Janssen-Cilag Pharma GmbH Ci 54 mg 54 mg Prolonged-release tablet oral use
Pfarrgasse 75 A-1232
Wien

AT - Austria Janssen-Cilag Pharma GmbH C 27 mg 27 mg Prolonged-release tablet oral use
Pfarrgasse 75 A-1232
Wien

AT - Austria UCB Pharma GmbH Equasym retard 10 mg - Hartkapseln | 10 mg Modified-release capsule, oral use
Jaquingasse 16-18/3 A-1030 mit d Wirkstofffrei ] hard
Wien

AT - Austria UCB Pharma GmbH Equasym retard 20 mg - Hartkapseln | 20 mg Modified-release capsule, oral use
Jaquingasse 16-18/3 A-1030 mit verdnderter Wirkstofffreisetzung hard
Wien

AT - Austria UCB Pharma GmbH Equasym retard 30 mg - Hartkapseln | 30 mg Modified-release capsule, oral use
Jaquingasse 16-18/3 A-1030 mit verdnderter Wirkstofffreisetzung hard
Wien

AT - Austria Medice Arzneimittel Pitter GmbH & Medikinet 10 mg - retardierte 10mg Prolonged-release capsule, | oral use
CoKG Kuhloweg 37 Hartkapseln hard
DE-58638 Iserlohn

AT - Austria Medice Arzneimittel Pitter GmbH & Medikinet 20 mg - retardierte 20 mg Prolonged-release capsule, oral use
CoKG Kuhloweg 37 Hartkapseln hard
DE-58638 Iserlohn

AT - Austria Medice Arzneimittel Pitter GmbH & Medikinet 30 mg - retardierte 30mg Prolonged-release capsule, oral use

CoKG Kuhloweg 37
DE-58638 Iserlohn

Hartkapseln

hard




AT - Austria Medice Arzneimittel Piitter GmbH & Medikinet 40 mg - retardierte 40 mg Prolonged-release capsule, oral use
Co KG Kuhloweg 37 Harlkapseln hard
DE-58638 Iseriohn

AT - Austria Medice Arzneimittel Piitter GmbH & Medikinet 5 mg - Tabletten S5mg tablet oral use
CoKG Kuhloweg 37
DE-58638

AT - Austria Medice Arzneimittel Pitter GmbH & Medikinet 10 mg - Tabletten 10 mg tablet oral use
CoKG Kuhloweg 37
DE-58638 Iserlohn

AT - Austria Medice Arzneimittel Pitter GmbH & Medikinet 20 mg - Tabletten 20mg tablet oral use
CoKG Kuhloweg 37
DE-58638 Iserlohn

AT - Austria Novartis Pharma GmbH  Brunner Ritalin LA 20 mg - Kapsein 20mg Modified-release capsule, oral use
StraBe 59 A-1235 Wien hard

AT - Austria Novartis Pharma GmbH ~ Brunner Ritalin LA 30 mg - Kapsein 30mg Modified-release capsule, oral use
Strake 59 A-1235 Wien hard

AT - Austria Novartis Pharma GmbH  Brunner Ritalin LA 40 mg - Kapseln 40 mg Modified-release capsule, oral use
StraBe 59 A-1235 Wien hard

AT - Austria Novartis Pharma GmbH  Brunner Ritalin 10 mg - Tabletten 10mg tablet oral use
Strake 59 A-1235 Wien

AT - Austria Laboratorios Rubio SA  Cf/industria RUBIFEN 5 mg -Tabletten 5mg tablet oral use
29, Poligon Industrial Compte de Sert
ES-08755 C | lona)

AT - Austria Laboratorios Rubio SA  C/industria RUBIFEN 10 mg -Tabletten 10mg tablet oral use
29, Poligon Industnal Compte de Sert
ES-08755 C isbal (Barcelona)

AT - Austria Laboratorios Rubioc SA  C/industria RUBIFEN 20 mg -Tabletten 20mg tablet oral use
29, Poligon Industrial Compte de Sert
ES-08755 C (B )

BE - Belgium | JANSSEN CILAG N.V. CONCERTA 18 MG 18 mg Prolonged-release tablet oral use
Roderveldlaan, 1

B-2600 BERCHEM




BE - Belgium JANSSEN CILAG N.V. CONCERTA 36 MG 36 mg Prolonged-release tablet oral use
Roderveldiaan, 1
B-2600 BERCHEM

BE - Belgium | JANSSEN CILAG N.V. CONCERTA 54 MG 54 mg Prolonged-release tablet oral use
Roderveldiaan, 1
B-2600 BERCHEM

BE - Belgium | JANSSEN CILAG N.V. CONCERTA 27 MG 27 mg Prolonged-release tablet oral use
Roderveldlaan, 1
B-2600 BERCHEM

BE - Belgium NOVARTIS PHARMA N.V. RILATINE 10mg tablet oral use
Medialaan, 40
1800 VILVOORDE

BE - Belgium | NOVARTIS PHARMA N.V. RILATINE MODIFIED RELEASE 20 | 20 mg Modified-release capsule, oral use
Medialaan, 40 MG hard
1800 VILVOORDE

BE - Belgium | NOVARTIS PHARMA N.V. RILATINE MODIFIED RELEASE 30 | 30 mg Modified-release capsule, oral use
Medialaan, 40 MG hard
1800 VILVOORDE

BE - Belgium | NOVARTIS PHARMA N.V. RILATINE MODIFIED RELEASE 40 | 40 mg Modified-release capsule, oral use
Medialaan, 40 MG hard
1800 VILVOORDE

BG - Bulgari Joh & Joh D.OO. Concerta 36 mg prolonged release tablet Oral use

ka 53, 1000 Ljublj

Slovenia

BG - Bulg: h & D.0.O. Concerta 18 mg prolonged release tablet Oral use

53, 1000 Lj

Slovenia

BG - Bulgari h & D.O.O. Concerta 54 mg prolonged release tablet Oral use

53, 1000 Ljublj;

Slovenia




CY - Cyprus

Janssen-Cilag Interational N.V.
Tumhoutseweg 30
B-2340 Beerse

Concerta

18 mg

prolonged-release tablet

oral use

CY - Cyprus

Janssen-Cilag Intermational N.V.
Tumhoutseweg 30

B-2340 Beerse

Belgium

Concerta

prolonged-release tablet

oral use

CY - Cyprus

Janssen-Cilag Intemational N.V.
Tumhoutseweg 30

B-2340 Beerse

Belgium

Concerta

prolonged-release tablet

oral use

CS - Czech
Republic

Novartis s.r.0.

Nagano IIl.

U Nékladového nédrazi 10

130 00 Praha 3, Czech Republic

RITALIN

10mg

tablet

oral use

CS - Czech
Republic

Janssen-Cilag s.r.0., Karla Englise
3201/, 150 00 Praha 5 — Smichov,

Czech Republic

CS - Czech
Republic

CONCERTA 18 mg

18 mg

prolonged release tablet

oral use

Janssen-Cilag s.r.o., Karla Englise
3201/6, 150 00 Praha 5 — Smichov,
Czech Republic

CONCERTA 36 mg

prolonged release tablet

oral use

CS - Czech
Republic

Janssen-Cilag s.r.o., Karla Englise
3201/6, 150 00 Praha 5 - Smichov,

Czech Republic

DK - Denmark

CONCERTA 54 mg

prolonged release tablet

oral use

Janssen-Cilag A/S
Hammerbakken 19
DK-3460 Birkerad
Denmark

CONCERTA

Prolonged-release tablets

Oral use

DK-Denmark

Janssen-Cilag A/S
Hammerbakken 19
DK-3460 Birkerad
Denmark

CONCERTA

Prolonged-release tablets

Oral use




DK - Denmark

Janssen-Cilag A/S
Hammerbakken 19
DK-3460 Birkerad
Denmark

CONCERTA

Prolonged-release tablets

Oral use

DK - Denmark

UCB Nordic A/S

Ame Jacobsen Allé 15,
DK-2300 Kobenhavn S
Denmark

Equasym

5mg

Tablets

DK - Denmark

UCB Nordic A/'S

Ame Jacobsens Allé 15
DK-2300 Kobenhavn S
D

Equasym

10mg

Tablets

DK - Denmark

UCB Nordic A/S

Ame Jacobsens Allé 15
DK-2300 Kobenhavn S
Denmark

Equasym

20 mg

Tablets

Oral

DK - Denmark

UCB Nordic A/S

Arme Jacobsen Allé 15,
DK-2300 Kobenhavn S
Denmark

Equasym Depot

Modified-release capsules, hard

Oral

DA

Medice Arzneimittle
Kuhloweg 37-39
Iserfohn

Medikinet

Tablets

DA

Medice ;;rznelmnﬂe
Kuhloweg 37-39
Iserlohn

Germany

Medikinet CR

Hard capsules, modified release

Oral

DA

Sandoz A/S

C F. Tietgens
Boulevard 40
5220 Odense S@
B

Motiron

Tablets

Oral




DA Novartis Healthcare Ritalin 10mg Tablets Oral
Lyngbyvej 172
2100 Kebenham @&
Denmark

DA Novartis Healthcare Ritalin Uno 20, 30, 40 | Hard capsules, modifed release | oral
Lyngbyvej 172 mg
2100 Kebenharn &
B

ES - Spain Laboratorios RUBIO, SA RUBIFEN 10 mg comprimidos 10mg tablets oral use
Industria 29- Poligono industrial Comte
de Sert C 08755

ES - Spain Laboratorios RUBIO, SA RUBIFEN 20 mg comprimidos 20 mg tablets oral use
Industria 29- Poligono industrial Comte
de Sert C. 08755

ES - Spain Laboratonios RUBIO, SA RUBIFEN 5 mg comprimidos 5mg tablets oral use

dustria 29- Poligono industrial Comte

de Sert Castellbisbal 08755

ES - Spain JANSSEN CILAG, SA Paseo de | CONCERTA 27 mg comprimidos de | 27 mg prolonged-release tablet oral use
las doce estrellas, 5-7  Madrid liberacion prolongada
28042

ES - Spain JANSSEN CILAG, SA Paseo de | CONCERTA 36 mg comprimidos de | 36 mg prolonged-release tablet oral use
las doce eslrellas, 57  Madrid liberacion prolongada
28042

ES - Spain JANSSEN CILAG, SA Paseo de | CONCERTA 54 mg comprimidos de | 54 mg prolonged-release tablet oral use
las doce estrellas, 5-7  Madrid liberacion prolongada
28042

ES - Spain JANSEN CILANG, SA Paseo CONCERTA 18 mg comprimidos de | 18 mg prolonged-release tablet oral use
de las doce estrellas, 5-7  Madrid liberacion prolongada
28042

ES - Spain Laboratorios RUBIO, SA OMOZIN 5 mg comprimidos 5mg tablets oral use
Industria 29- Poligono industrial Comte

de Sert Castellbisbal 08755




ES - Spain Laboratonos RUBIO, SA OMOZIN 10 mg comprimidos 10mg tablets oral use
ia 29- Poligono i Comte

de Sert C. 08755

ES - Spain Laboratorios RUBIO, SA OMOZIN 20 mg comprimidos 20 mg tablets oral use
I 29- Poligono Comte
de Sert Ci i 08755

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 5 mg comprimidos 5mg Tablets oral use
Kuhloweg, 37 D 58638

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 10 mg comprimidos 10 mg Tablets oral use
Kuhloweg, 37 D 58638

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 20 mg comprimidos 20 mg Tablets oral use
Kuhloweg, 37 D 58638

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 10 mg cépsulas de 10mg prolonged release Tablets oral use
Kuhloweg, 37 D 58638 liberacion prolongada

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 20 mg cépsulas 20 mg prolonged release Tablets oral use
Kuhloweg, 37 D 58838 liberacion priongada

ES - Spain Medice Arznemite! Putter GMBH MEDIKINET 30 mg capsulas 30mg Prolonged releaseTablets oral use
Kuhloweg, 37 D 58638 liberacion prolongada
Iselohon

ES - Spain Medice Arznemitel Putter GMBH MEDIKINET 40 mg cépsulas 40mg Prolonged releaseTablets oral use
Kuhloweg, 37 D 58638 liberacion prolongada

ET ~ Estonia Johnson & Johnson UAB, Gelezinio CONCERTA 18 mg prolonged release tablet oral use
Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

ET - Estonia & Joh UAB, CONCERTA 36 mg prolenged release tablet oral use

Vilko g. 18A, LT-08104 Vilnius,
Lithuania.




ET - Estonia & UAB, G CONCERTA 54 mg prolonged release tablet oral use
Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

FI - Finland Cilag Oy N 8 | C 18 mg prolonged-release tablet oral
02130 Espoo FINLAND

FI - Finland Cilag Oy M i ja8 | C 27 mg prolonged-release tablet oral
02130 Espoo FINLAND

FI - Finland Cilag Oy i 8 | C 36 mg prolonged-release tablet oral
02130 Espoo FINLAND

FI - Finland Cilag Oy M i jag | C 54 mg prolonged-release tablet oral
02130 Espoo FINLAND

FI - Finland UCB Pharma Oy Finland Malminkaari | Equasym Retard 10mg Modified-release capsule, oral
5 00700 Helsinki FINLAND hard

FI - Finland UCB Pharma Oy Finland Malminkaari | Equasym Retard 20 mg Modified-release capsule, oral
5 00700 Helsinki FINLAND hard

FI - Finland UCB Pharma Oy Finland Equasym Retard 30mg Modified-release capsule, oral
5 00700 Helsinki FINLAND hard

Fl - Finland Medice Arzneimittel Piitter GmbH & Medikinet 5mg tablet oral
Co. KG Kuhloweg 37 58638
ISERLOHN GERMANY

Fl - Finland Medice Arzneimittel Piitter GmbH & Medikinet 10mg tablet oral
Co. KG Kuhloweg 37 58638
ISERLOHN GERMANY

FI - Finland Medice Arzneimittel Pitter GmbH & Medikinet 20 mg tablet oral
Co. KG Kuhloweg 37 58638
ISERLOHN GERMANY

FI - Finland Medice Arzneimittel Pitter GmbH & Medikinet CR 10mg prolonged-release capsule, | oral
Co. KG Kuhloweg 37 58638 hard
ISERLOHN GERMANY

FI - Finland Medice Arzneimittel Putter GmbH & Medikinet CR 20mg prolonged-release capsule, | oral
Co. KG Kuhloweg 37 58638 hard

ISERLOHN GERMANY




FI - Finland

Medice Arzneimittel Pitter GmbH &
Co. KG Kuhloweg 37 58638
ISERLOHN GERMANY

Medikinet CR

30 mg

prolonged-release capsule,
hard

oral

FI - Finland

Medice Arzneimittel Pitter GmbH &
Co. KG Kuhloweg 37 58638
ISERLOHN GERMANY

Medikinet CR

prolenged-release capsule,
hard

oral

FR - France

JANSSEN CILAG S A,

1 rue Camille Desmoulins
TSA 91003

92787 Issy-les-Moulineaux
Cedex 9

France

CONCERTA LP

18mg

prolonged-release tablet

oral

FR - France

JANSSEN CILAG S.A.

1 rue Camille Desmoulins
TSA 91003

92787 Issy-les-Moulineaux
Cedex 9

France

CONCERTALP

27mg

prolonged-release tablet

oral

FR - France

JANSSEN CILAG S.A.

1 rue Camille Desmoulins
TSA 91003

92787 Issy-les-Moulineaux
Cedex 9

France

CONCERTA LP

prolenged-release tablet

oral

FR - France

JANSSEN CILAG S.A.

1 rue Camille Desmoulins
TSA 91003

92787 Issy-les-Moulineaux
Cedex 9

France

CONCERTA LP

54mg

prolonged-release tablet

oral




FR - France

Laboratonos RUBIO SA

¢/ Industria 29, Pol.Ind.Comte de Sert
08755 Castellbisbal

Barcelona

SPAIN

METHYLPHENIDATE RUBIO

10mg

tablet

oral

FR - France

Laboratorios RUBIO SA

¢/ Industria 29, Pol.Ind.Comte de Sert
08755 Castellbisbal

Barcelona

SPAIN

METHYLPHENIDATE RUBIO

tablet

oral

FR - France

Laboratorios RUBIO SA

¢/ Industria 29, Pol.ind.Comte de Sert
08755 Castellbisbal

Barcelona

SPAIN

METHYLPHENIDATE RUBIO

tablet

oral

FR - France

UCB PHARMA S A.
21 rue de Neuilly
BP 314

92003 Nanterre
France

QUASYM L.P. 10MG, GELULE A
LIBERATION MODIFIEE

Modified release capsule,
hard

oral

FR - France

UCB PHARMA S A
21 rue de Neuilly
BP 314

92003 Nanterre
France

QUASYM L P. 20MG, GELULE A
LIBERATION MODIFIEE

20mg

Modified release capsule,
hard

oral

FR - France

UCB PHARMA S A.
21 rue de Neuilly
BP 314

92003 Nanterre
France

QUASYM LP. 30MG, GELULE A
LIBERATION MODIFIEE

30mg

Modified release capsule,
hard

oral




FR - France

NOVARTIS PHARMA SAS
2-4 rue Lionel Terray
92500 Rueil-Malmaison
France

RITALINE

10mg

tablet

oral

FR - France

NOVARTIS PHARMA SAS
2-4 rue Lionel Terray
92500 Rueil-Malmaison
France

RITALINEL P

20mg

modified release capsule

oral

FR - France

NOVARTIS PHARMA SAS
2-4 rue Lionel Terray
92500 Rueil-Malmaison
France

RITALINE L.P

30mg

modified release capsule

oral

FR - France

NOVARTIS PHARMA SAS
2-4 rue Lionel Terray
92500 Rueil-Malmaison
France

RITALINE L.P.

40mg

modified release capsule

oral

HU - Hungary

JANSSEN-CILAG Kft.
2045 Tarokbélint, T6 Park

CONCERTA 18 mg

18mg

retard tabletta

oral

HU - Hungary

JANSSEN-CILAG Kft.
2045 Tarokbalint, T6 Park

CONCERTA 26 mg

retard tabletta

oral

HU - Hungary

JANSSEN-CILAG Kft.
2045 Torokbélint, T6 Park

CONCERTA 54 mg

54mg

retard tabletta

oral

HU - Hungary

Novartis Hungaria Kft. Pharma 1114
Budapest
Bartok Béla Gt 43-47

RITALIN

10mg

tablet

oral

HU - Hungary

Novartis Hungéria Kft.Pharma 1114
Budapest
Bartok Béla t 43-47

RITALIN

prolonged release capsules

oral

HU - Hungary

Novartis Hungaria Kft. Pharma 1114
Budapest
Bartok Béla at 43-47

RITALIN

prolonged release capsules

oral




HU - Hungary | Novartis Hungéria Kft.Pharma 1114 RITALIN 40mg prolonged release capsules oral
Budapest
Bartok Béla (t 43-47

|E - Ireland Novartis Pharmaceuticals UK Ltd, Ritalin 10mg Tablet Oral
Frimley Business Park, Frimley,
C y GU16 7SR, UK

|E - Ireland Novartis Pharmaceuticals UK Ltd, Ritalin LA 20mg, Capsules modified release Oral
Frimley Business Park, Frimley, 30mg,
c y GU16 7SR, UK 40mg

|E - Ireland Cilag Ltd, High Ci XL 18mg, Prolonged release tablet Oral
Wycombe HP14 4HJ, 27mg
Buckinghamshire, England. 38mg,

S4mg

|E - Ireland Ratiopharm GmbH, Graf-Arco-Strasse | Equasym 5mg, 10mg, | Tablets Oral
3,D- 20mg

|E - Ireland Ratioph. GmbH, Graf-Arco-Strasse | E XL 10mg, Capsules modified release Oral
3,D- 20mg,

30mg

IE - Ireland UCB (Pharma) Ireland Ltd Equasym 5 mg tablets 5mg Tabletss Oral
Magna Drive, Magna Business Park
Citywest Road ~ Dublin 24
Ireland

IE - Ireland UCB (Pharma) Ireland Ltd Equasym 10 mg tablets 10mg Tablets Oral
Magna Drive, Magna Business Park
Citywest Road — Dublin 24
Ireland

IE - Ireland UCB (Pharma) Ireland Ltd Equasym 20 mg tablets 30mg Tablets Oral
Magna Drive, Magna Business Park
Citywest Road - Dublin 24
Ireland




|E - Ireland

UCB (Pharma) Ireland Lid
Magna Drive, Magna Busi Park

Equasym XL 10mg Modified-release
hard

Citywest Road - Dublin 24
Ireland

-

0mg

Modified-release capsules,
hard

Oral

|E - Ireland

UCB (Pharma) Ireland Ltd
Magna Drive, Magna i Park

Equasym XL 20mg Modified-release
hard

Citywest Road - Dublin 24
Ireland

Modified-release capsules,
hard

Oral

|E - Ireland

UCB (Pharma) Ireland Ltd

Equasym XL 30mg Modified-release
les, hard

Magna Drive, Magna Busi Park
Citywest Road - Dublin 24
Ireland

30 mg

Modified-release capsules,
hard

Oral

LV - Latvia

UAB J &J Gelezini
Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

CONCERTA

18 mg

prolonged release tablet

oral use

LV - Latvia

UAB J & GeleZ

Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

CONCERTA

prolonged release tablet

oral use

LV - Latvia

UAB J &J GeleZi
Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

CONCERTA

prolonged release tablet

oral use

LV - Latvia

Novartis Finland Oy,
Metsanneidonkuja 10, , FI-02130
Espoo, Finland,

Ritalin 10 mg

10mg

tablets

oral

LT - Li

UAB &

Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

CONCERTA

18 mg

prolonged release tablet

oral use

LT - Lithuania

UAB ,Joh & Joh

Vilko g. 184, LT-08104 Vilnius,
Lithuania.

CONCERTA

prolonged release tablet

oral use

LT -Lith

UAB & . C
Vilko g. 18A, LT-08104 Vilnius,
Lithuania.

CONCERTA

prolonged release tablet

oral use




-
italy

Janssen- Cilag SpA
Via M. Buonarroti 23
20093 Cologno A (M) - ITALY

CONCERTA

Prolonged release tablet

oral

PT - Portugal

) Cilag f 6 Lda. -
Estrada Consiglieri Pedroso, 69 A -
Queluz de Baixo - 2734-503
Barcarena

Prolonged-release tablet

Oral use

PT - Portugal

Cilag F: éutica, Lda. -

Estrada Consiglieri Pedroso, 89 A -
Queluz de Baixo - 2734-503
Barcarena

27 mg

Prolonged-release tablet

Oral use

PT - Portugal

J Cilag F €utica, Lda, -

Estrada Consiglieri Pedroso, 69 A -
Queluz de Baixo - 2734-503
Barcarena

Prolonged-release tablet

Oral use

PT - Portugal

J Cilag F: éutica, Lda. -
Estrada Consiglieri Pedroso, 69 A -
Queluz de Baixo - 2734-503
Barcarena

Prolonged-release tablet

Oral use

PT - Portugal

Novartis Farma - Produtos
Farmacéuticos, S.A. - Rua do Centro
Empresarial - Edificio 8 - Quinta da
Bel - 2710-444 Sintra

Ritalina LA

Modifyed-release capsule,
hard

Oral use

PT - Portugal

Novartis Farma - Produtos
Famacéuticos, S A. - Rua do Centro
Empresarial - Edificio 8 - Quinta da
Beloura - 2710-444 Sintra

Ritalina LA

Modifyed-release capsule,
hard

Oral use

PT - Portugal

Novartis Farma - Produtos
Farmacéuticos, S.A. - Rua do Centro
Empresarial - Edificio 8 - Quinta da

- 2710-444 Sintra

Ritalina LA

Modifyed-release capsule,
hard

Oral use

PT - Portugal

Laboratonios Rubié, S.A. - Calle
Industria, 28 - Poligono Industrial

Rubifen

5mg

Tablet

Oral use




Comte de Sert - E-08755 Castellbisbal

- - Spain

PT - Portugal | Laboratorios Rubié, S.A. - Calle Rubifen 10mg Tablet Oral use
Industria, 28 - Poligono Industrial
Comte de Sert - E-08755 Castellbisbal
- - Spain
PT - Portugal | Laboratorios Rubid, S.A. - Calle Rubifen 20 mg Tablet Oral use
Industria, 28 - Poligono Industrial
Comte de Sert - E-08755 Castellbisbal
- Barcelona - Spain
RO Janssen-Pharmaceutica N.V. Concerta XL 18 mg 18 mg Prolonge release film-coated
R: Tumh g 30 tablets
2340 Beerse
Belgium
RO Janssen-Pharmaceutica N.V. Concerta XL 36 mg 36 mg Prolonge release film-coated
Tumh g 30 tablets
2340 Beerse
Beigium
RO Janssen-Pharmaceutica N.V. Concerta XL 54 mg 54 mg Prolonged release film-coated | oral
F Tumh g 30 tablets
2340 Beerse
SE - Sweden | Janssen-Cilag AB Concerta 18, 27 36, prolonged-release tablet oral
Box 7073 54 mg
SE-192 07 Sollentuna
Sweden
SE - Sweden | UCB Nordic A/S Equasym Depot 10, 20, 30 Modified-release capsules, Oral
Ame Jacobsens Allé 15 mg hard
DK-2300 Kobenhavn S
Denmark
SE - Sweden Novartis Sverige AB Ritalin 10, 20, 30, | 10 mg —tablet oral
Box 1150 40mg 20, 30, 40 mg - modified-

SE-183 11 Taby
Sweden

release capsule, hard




SE - Sweden | UCB Nordic A/S Equasym 5,10, 20 tablet oral

Ame Jacobsens Allé 15 mg

DK-2300 Kobenhavn S

Denmark
SE - Sweden | Medice Arzneimittel Pitter & Co. KG Medikinet 5,10, 20, 5, 10, 20 mg — tablet oral

Kuhloweg 37-39 30, 40 mg 10, 20, 30, 40 - prolonged-

DE-58638 Iseriohn release capsule, hard

a
UK = United UCB PHARMA LIMITED, 208 EQUASYM 10 MG TABLETS 10MG TABLET ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE

SL1 3WE UNITED KINGDOM
UK - United UCB PHARMA LIMITED, 208 EQUASYM 5 MG TABLETS TABLET ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE 5MG

SL1 3WE UNITED KINGDOM
UK - United UCB PHARMA LIMITED, 208 EQUASYM 20 MG TABLETS TABLET ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE 20MG

SL1 3WE UNITED KINGDOM
UK - United UCB PHARMA LIMITED, 208 EQUASYM XL 10 MG CAPSULES ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE 10MG R T

SL1 3WE UNITED KINGDOM 5
UK - United UCB PHARMA LIMITED, 208 EQUASYM XL 20 MG CAPSULES ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE 20MG hcﬂp?:slﬂsg -ﬁiﬁs&

SL1 3WE UNITED KINGDOM '
UK - United UCB PHARMA LIMITED, 208 EQUASYM XL 30 MG CAPSULES ORAL USE
Kingdom BATH ROAD, SLOUGH, BERKSHIRE 30MG g::slﬂéoﬁi;%ASE

SL1 3WE UNITED KINGDOM 3
UK - United NOVARTIS PHARMACEUTICALS UK | RITALIN ORAL USE
Kingdom LIMITED, FRIMLEY BUSINESS

PARK, FRIMLEY, CAMBERLEY, 10MG TABLET

SURREY GU16 7SR, UNITED
KINGDOM




UK—United | JANSSEN-CILAG LIMITED, ORAL USE
Kingdom SAUNDERTON, HIGH WYCOMBE, PROLONGED-RELEASE
BUCKINGHAMSHIRE, HP14 4HJ, CONCERTAB XL ot TABLET
UNITED KINGDOM
UK—United | JANSSEN-CILAG LIMITED, ORAL USE
Kingdom SAUNDERTON, HIGH WYCOMBE, PROLONGED-RELEASE
BUCKINGHAMSHIRE, HP14 4H), | CONCERTAB XL MG TABLET
UNITED KINGDOM
UK = United JANSSEN-CILAG LIMITED, ORAL USE
Kingdom SAUNDERTON, HIGH WYCOMBE, PROLONGED-RELEASE
BUCKINGHAMSHIRE, HP14 4H), | CONCERTABXL fANG TABLET
UNITED KINGDOM
UK—United | JANSSEN-CILAG LIMITED, ORAL USE
Kingdom SAUNDERTON, HIGH WYCOMEE, PROLONGED-RELEASE
BUCKINGHAMSHIRE, HP14 4Hy, | CONCERTABXL 21MG TABLET
UNITED KINGDOM
UK-United | MEDICE ARZNEIMITTEL PUTTER ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37, | MEDIKINET 5MG TABLET
ISERLOHN 58638: GERMANY
UK—United | MEDICE ARZNEIMITTEL PUTTER MG ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37: | MEDIKINET TABLET
ISERLOHN 58638; GERMANY
UK = United MEDICE ARZNEIMITTEL PUTTER 20MG ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37. | MEDIKINET TABLET
ISERLOHN 58638: GERMANY
UK—United | MEDICE ARZNEIMITTEL PUTTER MG ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37, | MEDIKINET XL 2’:2;8.’_‘:5%5"“35
ISERLOHN 58638; GERMANY :
UK-United | MEDICE ARZNEIMITTEL PUTTER 20MG ORAL USE
) ] ; PROLONGED-RELEASE
Kingdom GMBH & CO KG; KUHLOWEG 37; MEDIKINET XL CAPSULE. HARD

ISERLOHN 58638, GERMANY




UK = United MEDICE ARZNEIMITTEL PUTTER 30MG ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37, | MEDIKINET XL zﬁg's‘gl'_“:ﬁﬁg'“&se

ISERLOHN 58638; GERMANY 2
UK = United MEDICE ARZNEIMITTEL PUTTER 40MG ORAL USE
Kingdom GMBH & CO KG; KUHLOWEG 37; MEDIKINET XL z:l?;st‘EG f_&:gLEASE

ISERLOHN 58638: GERMANY a
UK - United ALFRED E TIEFENBACHER GMBH & ORAL USE
Kingdom CO; VAN-DER-SMISSEN-STRASSE ELMIFITEN 10MG TABLET

1: HAMBURG D-22767: GERMANY
UK - United ALFRED E TIEFENBACHER GMBH & ORAL USE
Kingdom CO; VAN-DER-SMISSEN-STRASSE TIFINIDAT 10MG TABLET

1. HAMBURG D-22767; GERMANY
UK - United LABORATORIOS RUBIO S A, ORAL USE
Kingdom C/INDUSTRIAL 28, POLIGONO

INDUSTRIAL, COMTE DE SERT, TRANQUILYN 5MG TABLET

CASTELLBISBAL, BARCELONA E-

08755, SPAIN
UK = United LABORATORIOS RUBIO S A, TRANQUILYN TABLET ORAL USE
Kingdom C/INDUSTRIAL 28, POLIGONO

INDUSTRIAL, COMTE DE SERT, 10MG

CASTELLBISBAL, BARCELONA E-

08755, SPAIN
UK - United LABORATORIOS RUBIO S A, TRANQUILYN 20MG TABLET ORAL USE
Kingdom C/AINDUSTRIAL 29, POLIGONO

INDUSTRIAL, COMTE DE SERT,

CASTELLBISBAL, BARCELONA E-

08755, SPAIN
IS UCB Nordic A/S Equasym Depot 30 mg Modified-release capsule, hard | Oral
Iceland c/o Vistor hf. Horgatani 2, 212

Gardabaer, lceland
IS UCB Nordic A/S Equasym Depot 20 mg Modified-release capsule, hard | Oral
Iceland c/o Vistor hf,, Hérgatini 2, 212

Gardabeer, Iceland




IS UCRE Nordic A/S, c/o Vistor hf., Equasym Depot 10mg Modified-release capsule, hard | Oral
Iceland Hbmh’lnl 2, 212 Gardabeer, Iceland
IS Janssen-Cilag AB c/o Vistor hf., Concerta 54 mg Prolonged release tablet Cral
Horgatdn 2, 212 Gandabaer, Iceland.
IS Janssen-Cilag AB c/o Vistor hf., Concerta 27 mg Prolonged release tablet Oral
Horgatdn 2, 212 Gardabeer, Iceland.
Is Janssen-Cilag AB c/o Vistor hf., Concerta 36mg Prolonged release tablet Cral
Horgatin 2, 212 Garbabaer, Iceland.
IS Janssen-Cilag AB c/o Vistor hf., Concerta 18 mg Prolonged release tablet Oral
Horgatin 2, 212 Gardabeer, Iceland.
IS UCB Nordic A/S, c/o Vistor hf Equasym 20mg Tablet Oral
Iceland Horgatani 2, 212 Gardabeer, Iceland
IS UCB Nordic A/S, c/o Vistor hf., Equasym 10mg Tablet Oral
Iceland Horgatini 2, 212 Gardabeer, Iceland
IS UCB Nordic A/S, c¢/o Vistor hf | Equasym 5mg Tablet
Iceland Horgatani 2, 212 Gardabeer, Iceland Oral
IS Novartis Healthcare A/S, c/o Vistor hf., | Ritalin 10mg Tablet
Horgatan 2, 212 Gardabeer, Iceland Oral
IS Novartis Healthcare A/S, ¢/o Vistor hf, | Ritalin Uno 40 mg Modified-release capsule, hard
Horgatan 2, 212 Garabzer, Iceland Oral
IS Novartis Healthcare A/S, c/o Vistor hf., | Ritalin Uno 20 mg Modified-release capsule, hard
Horgatdn 2, 212 Gardabaer, Iceland Oral
s Novantis Healthcare A/S, ¢/o Vistor hf, | Ritalin Uno 30 mg
Horgatiin 2, 212 Gardabeer, Iceland Modified-release capsule, hard | Oral
DE ~ Germany | Novartis Pharma GmbH Ritalin 10.
g Nuemberg 2 g0t Oral
DE - Germany | Novartis Pharma GmbH MPH Novartis 20 mg Hartkapseln mit | 20 mg Modified-release capsule, hard Oral
D-80327 N b veranderter Wirkstofffreisetzung
DE - Germany | Novartis Pharma GmbH MPH Novartis 30 mg Hartkapseln mit | 30. mg Modified-release capsule, hard Oral
D-80327 N b and il
DE - Germany | Novartis Pharma GmbH MPH Novartis 40 mg Hartkapseln mit | 40. mg Modified-release capsule, hard Oral
D-80327 Nuernberg veranderter Wirkstofffreisetzung




DE - Germany | Novartis Pharma GmbH Ritalin LA 20 mg Hartkapseln mit 20. mg Modified-release capsule, hard Oral
D-80327 Nuernberg verdnderter Wirkstofffreisetzung

DE - Germany | Novartis Pharma GmbH Ritalin LA 30 mg Hartkapseln mit 30. mg Modified-release capsule, hard Oral
D-80327 N berg fif

DE - Germany | Novartis Pharma GmbH Ritalin LA 40 mg Hartkapseln mit 40. mg Modified-release capsule, hard Oral
D-80327 Nuernberg veréinderter Wirkstofffreisetzung

DE - Germany | Medice Medikinet 10mg 11.56 mg Tablet Oral
Postfach 2063
D-58634

DE - Germany | UCB GmbH Equasym 5 mg Tabletten 5.mg Tablet Oral
Alfred-Nobel-Str. 10
D-40789 Monheim
Germany

DE - Germany | UCB GmbH Equasym 10 mg Tabletten 10. mg Tablet Oral
Alfred-Nobel-Str. 10 D-40789
Monheim
Germany

DE - Germany | UCB GmbH Equasym 20 mg Tabletten 20. mg Tablet Oral
Alfred-Nobel-Str. 10 D-40789
Monheim

DE - Germany | Medice Medikid 10mg 11.56 mg Tablet Oral
Postfach 2063
D-58634

DE - Germany | Alfred E.Tiefenbacher GmbH & Co.KG | Methylphenidat TB 11.56 mg Tablet Oral
Van-der-Smissen-Str. 1
D-22767 Hamburg

DE - Germany | HEXAL AG Methylphenidat HEXAL 10mg 10mg Tablet Oral

Postfach 1263
D-83602 Holzkirchen

Tabletten
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DE - Germany

Medice
Postfach 2063
D-58634 |

Medikinet 5 mg

5.mg

Tablet

Oral

DE - Germany

Medice
Postfach 2063
D-58634

Medikinet 20 mg

Tablet

DE - Germany

Janssen-Cilag GmbH

41457 Neuss or Janssen Cilag GmbH
Raiffeisenstr.8

41470 Neuss, y

CONCERTA 18 mg Retardtabletten

18. mg

Prolonged-release tablet

DE - Germany

Janssen-Cilag GmbH

41457 Neuss or Janssen Cilag GmbH
Raiffeisenstr.8

41470 Neuss, G y

CONCERTA 27 mg Retardtabletten

27.mg

Prolonged-release tablet

DE - Germany

Janssen-Cilag GmbH

41457 Neuss or Janssen Cilag GmbH
Raiffeisenstr.8

41470 Neuss, y

CONCERTA 36 mg Retardtabletten

Prolonged-release tablet

DE - Germany

Janssen-Cilag GmbH

41457 Neuss or Janssen Cilag GmbH
Raiffeisenstr.8

41470 Neuss, Germany

CONCERTA 54 mg Retardtabletten

Prolonged-release tablet

DE - Germany

Medice
Postfach 2063
D-58634 Iserlohn

Medikinet retard 10 mg

Prolonged-release capsule, hard

DE - Germany

Medice
Postfach 2063
D-58634 Iserlohn

Medikinet retard 20 mg

Prolonged-release capsule, hard

DE - Germany

Medice
Postfach 2063
D-58634 Iserlohn

Medikinet retard 5 mg

5.mg

Prolonged-release capsule, hard




DE - Germany | TAD Phamma GmbH METHYLPHENI TAD 5 mg Tabletten | 5. mg Tablet Oral
Postfach 720
D-27457 Cuxhaven

DE - Germany | TAD Phama GmbH METHYLPHENI TAD 10 mg 10.mg Tablet Oral
Postfach 720 Tabletten
D-27457 Cuxhaven

DE - Germany | TAD Phanma GmbH METHYLPHENI TAD 20 mg 20.mg Tablet Oral
Postfach 720 Tabletten
D-27457 Cuxhaven

DE - Germany | ratiopharm GmbH Methylphenidat-ratiopharm 10 mg 10.mg Tablet Oral

Tabletten

D-89070 Ulm

DE - Germany | Alfred E.Tiefenbacher GmbH & Co KG | Elmifiten 10 mg Tabletten 10.mg Tablet Oral
Van-der-Smissen-Str. 1
D-22767 H

DE - Germany | 1 A Pharma GmbH Methylphenidat- 1 A Pharma10mg | 10.mg Tablet Oral
Keltenring 1 +3 Tabletten
D-82041 Ob hing

DE - Germany | Alfred E.Tiefenbacher GmbH & Co.KG | Tifinidat 10 mg Tabletten 10. mg Tablet Oral
Van-der-Smissen-Str. 1
D-22767 Hamburg

DE - Germany | Medice Medikinet retard 30 mg 30.mg Prolonged-release capsule, hard | Oral
Postfach 2063
D-58634 Iserfohn

DE - Germany | Medice Medikinet retard 40 mg 40.mg Prolonged-release capsule, hard | Oral
Postfach 2063
D-58634 Iserloh

DE - Germany | Medice Medikid 5 mg 5.mg Tablet Oral
Postfach 2063
D-58624 Iserloh

DE - Germany | Medice Medikid 20 mg 20.mg Tablet Oral
Postfach 2063
D-58634 Iserloh




DE - Germany

Medice
Postfach 2083
D-58634 Iserlohn

Medikid retard 10 mg

10. mg

Prolonged-release capsule, hard

Oral

DE - Germany

Medice
Postfach 2063
D-58634

Medikid retard 20 mg

20.mg

Prolonged-release capsule, hard

Oral

DE - Germany

Medice
Postfach 2063
D-58634 |

Medikid retard 5 mg

5.mg

Prolonged-release capsule, hard

Oral

DE - Germany

UCB GmbH
Alfred-Nobel-Str. 10
D-40789 Monheim

Equasym retard 10 mg Hartkapseln
mit fffr

10mg

Modified-release capsule, hard

DE - Germany

UCB GmbH
Alfred-Nobel-Str. 10
D-40789 Monheim
Germany

Equasym retard 20 mg Hartkapseln
mit d Wirkstofffrei:

J

20.mg

Modified-release capsule, hard

Oral

DE - Germany

UCB GmbH
Alfred-Nobel-Str. 10
D-40789 Monheim

Germany

Equasym retard 30 mg Hartkapseln
mit Wirkstofffrei:

30mg

Modified-release capsule, hard

DE - Germany

Medice
Postfach 2063
D-58634 Iserfohn

Medikid retard 30 mg

30.mg

Prolonged-release capsule, hard

Oral

DE - Germany

Medice
Postfach 2083
D-58634

Medikid retard 40 mg

40.mg

Prolonged-release capsule, hard

Oral

EL - Greece

JANSSEN-CILAG
PHARMACEUTICALS AC.I
EIRINIS AVENUE 56, PEFKI, 15121
Tel: +30-210-6140061

Fax: +30-210-6140072

CONCERTA"

18 MG 36
MG 54 MG

PROLONGED RELEASE
TABLETS

ORAL

24




EL - Greece

LABORATORIOS RUBIC S.A.
Cl/Iindustnia 29 Pol. Compte de Sert
08755-Castellbisbal (Barcelona)
SPAIN

Tel +34-93-772 2509

Fax +34-93-772 2501

METHYLPHENIDATE/RUBIO

5 MG/TAB
10 MG/TAB
20 MG/TAB

TABLETS

ORAL

EL - Greece

UCBAE.
VOULIAGMENIS AVENUE 580,
ARGYROUPOLIS 16452

EQUASYM XR

Modified-release capsules, hard

ORAL

NOVARTIS FARMA S.P.A.
Largo Umberto Boccioni 1
21040 VARESE

RITALIN

Tablet 30

NOVARTIS FARMA S.P.A.
Largo Umberto Boccioni 1
21040 VARESE

RITALIN

20 mg

Tablet prolongued release 30

NOVARTIS FARMA S.P.A.
Largo Umberto Boccioni 1
21040 VARESE

RITALIN

20mg

Tablet prolongued release 100

MT - Malta

Novartis Pharmaceuticals UK Lid,
Frimley Business Park, Frimley
Camberiey, Surrey GU16 7SR United
Kingdom

Ritalin

10mg

tablet

oral

MT - Malta

UCB Pharma Limited, 208, Bath Road,
Slough, Berkshire SL1 3WE United
Kingdom

Equasym XL

10 mg

Modified release capsule, hard

oral

MT - Malta

UCB Pharma Limited, 208, Bath Road,
Slough, Berkshire SL1 3WE United
Kingdom

Equasym XL

20mg

Modified release capsule, hard.

oral

MT - Malta

UCB Pharma Limited, 208, Bath Road,
Slough, Berkshire SL1 3WE United
Kingdom

Equasym XL

30mg

Modified release capsule, hard.

Oral
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MT - Malta Janssen-Cilag International N.V. Concertak® 18 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
MT - Malta Janssen-Cilag International N.V. Concertak: 36 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
Belgium
MT - Malta Janssen-Cilag International N.V. Concerta 54 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
Belgium
NL- Novartis Pharma B.V.; Raapopseweg | Ritalin 10mg tablets oral
! 1, 6824 DP ARNHEM/NL
NL - Ratiopharm Nederland BV; Ronde Methylifenidaat HCI ratioph 10mg | 10mg tablets oral
Netherlands Tocht 11:1507 CC ZAANDAMMNL
NL - U.C.B. Pharma B.V.; Lage Mosten 33 ; | Equasym 5 mg 5mg tablets oral
4822 NK BREDA/NL T
NL - U.C.B. Pharma B.V.; Lage Mosten 33 ; | Equasym 10 mg 10 mg tablets oral
Neth 4822 NK BREDA/NL tabletten
NL - U.C.B. Pharma B.V.; Lage Mosten 33 ; | Equasym XL 10 mg 10mg modified release capsules oral
4822 NK BREDA/NL Capsule
NL - U.C.B. Pharma B.V.; Lage Mosten 33 ; | Equasym XL 20 mg Capsule 20mg modified release capsules oral
Netherland: 4822 NK BREDA/NL
NL - U.C.B. Pharma B.V.; Lage Mosten 33 ; | Equasym XL 30 mg Capsule 30 mg modified release capsules oral
4822 NK BREDANL
NL - Alfred Tiefenbacher (GmbH & Co. Methyifenidaat HCI AET 10 mg 10 mg tablets oral
Netherlands KG): Van-der-Smisse- Strasse 1;
22767 HAMBURG/ Germany
NL - Pharr ie B.V.; q 5: HC1 10 mg PCH 10 mg tablets oral
Neth d 2003 RN HAARLEM/NL
NL - Hexal BV ; Pastoorslaan 28; 2182 BX | Methyife HCI 10 mg tabl 10mg tablets oral
Netherlands HILLEGOM/NL




NL - Alfred Tiefenbacher (GmbH & Co. Tifinidat 10mg tablets oral
Netherlands KG), Van-der-Smisse- Strasse 1;

22767 HAMBURG/ Germany
NL - Janssen-Cilag B.V_; Dr. Paul Concerta 18 mg 18 mg prolonged release tablets oral
Netherland: g 150 ; 5026 RH

TILBURG/NL
NL- Janssen-Cilag B.V.; Dr. Paul Concerta 27 mg 27 mg prolonged release tablets oral
Netherland: Ji g 150 ; 5026 RH

TILBURG/NL
NL - Janssen-Cilag B.V.; Or. Paul Concerta 36 mg 36 mg prolonged release tablets oral
Netherland g 150 ; 5026 RH

TILBURG/NL
NL - Janssen-Cilag B.V.; Dr. Paul Concerta 54 mg 54 mg prolonged release tablets oral
N g 150 ; 5026 RH

TILBURG/NL
NL - Laboratorios Rubio, S.A.; Clindustri Methylfenidaat HCI 5 mg 5mg tablets oral
Netherlands no. 29 Pol. Ind. Comte de Sert; 08755

CASTELLBISBAL, BARCELONA/

SPAIN
NL - Laboratorios Rubio, SA.; C HCI10mg 10mg tablets oral
Netherlands no. 29 Pol. Ind. Comte de Sert; 08755

CASTELLBISBAL, BARCELONA/

SPAIN
NL - Medice Arzneimittel Piitter GmbH; Medikinet 5 mg 5mg tablets oral
Netherlands Kuhloweg 37; 58638

ISERLOH y
NL - Medice Arzneimittel Pltter GmbH; Medikinet 10 mg 10 mg tablets oral
Netherlands Kuhloweg 37: 58638

ISERLOHN/Germany
NL - Medice Arzneimittel Pitter GmbH; Medikinet 20 mg 20 mg tablets oral
Netherlands Kuhloweg 37; 58638

ISERLOF y
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NL - Medice Arzneimittel Piitter GmbH; Medikinet CR 10 mg 10mg modified release capsules oral
Netherlands Kuhloweg 37; 58638

ISERLO} y
NL - Medice Arzneimittel Piitter GmbH; Medikinet CR 20 mg 20 mg modified release capsules oral
Netherlands Kuhloweg 37; 58638

ISERLO} y
NL - Medice Arzneimittel Pitter GmbH; Medikinet CR 30 mg 30 mg modified release capsules oral
Netherlands Kuhloweg 37 58638

ISERLOF y
NL - Medice Arzneimittel Piitter GmbH; Medikinet CR 40 mg 40 mg modified release capsules oral
Netherlands Kuhloweg 37, 58638

ISERLOHN/Germany
NO CilagAS  Hoffsveien 1D C 18mg prolonged-release tablet oral
Norway 0275 Oslo, Norway 36 mg

54 mg

NO UCB Nordic A/S Equasym tabletter 5 mg 5mg tablet oral
Norway Arme Jacobsens Allé 15

2300 Kébenhavn S

Denmark
NO UCE Nordic A/S Equasym tabletter 10 mg 10mg tablet oral
Norway Ame Jacobsens Allé 15

2300 K6benhavn S

Denmark
NO - Norway UCB Nordic A/S Equasym tabletter 20 mg 20mg tablet oral

Ame Jacobsens Allé 15

2300 Kébenhavn S

D 5
NO UCB Nordic A/S Equasym Depot 10mg modified-release capsule, hard | oral

Armne Jacobsens Allé 15 20 mg

2300 Kébenhavn S 30 mg

Denmark




NO Novartis Norge AS Bry én 4 Ritalin 10mg (10 mg - tablet) (20 oral
0867 Oslo, Norway 20 mg mg, 30 mg, 40 mg - modified-
30 mg release capsule, hard)
40 mg
NO Medice Arzneimittel Pltter GmbH & Medikinet 10 mg prolonged-release tablet oral
CoKG Kuhloweg 37 20mg
58638 Iserlohn Nordrhein- 30 mg
Westf: y 40 mg
NO Medice Arzneimittel Putter GmbH & Medikinet 5mg tablet oral
CoKG Kuhloweg 37 10 mg
58638 Iserlohn Nordrhein- 20 mg
PL - Poland Janssen-Cilag International N.V. Concerta®’ 18 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
Belgium
PL - Poland Janssen-Cilag International N.V. Concerta® 36 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
PL - Poland Janssen-Cilag Intemational N.V. Concerta® 54 mg prolonged-release tablet oral use
Tumhoutseweg 30
B-2340 Beerse
Belgium
PL - Poland Medice Arzneimittel Pitter GmbH & Medikinet 5 mg 5mg tablet oral use
Co. KG
Kuhloweg 37
58638 Iseriohn

Germany




PL - Poland

Medice Arzneimittel Piitter GmbH &
Co. KG

Kuhloweg 37

58638 Iserlohn

Medikinet 10 mg

10mg

tablet

oral use

PL - Poland

Medice Arzneimittel Pltter GmbH &
Co. KG

Kuhloweg 37

58638 Iserlohn

G

Medikinet 20 mg

20 mg

tablet

oral use

PL - Poland

Medice Arzneimittel Pitter GmbH &
Co. KG

Kuhloweg 37

58638 Isertohn

Germany

Medikinet CR 10 mg

prolonged-release capsule

oral use

PL - Poland

Medice Arzneimittel Piitter GmbH &
Co. KG

Kuhloweg 37

58638 Iseriohn

Germany

Medikinet CR 20 mg

prolonged-release capsule

oral use

PL - Poland

Medice Arzneimittel Pitter GmbH &
Co. KG

Kuhloweg 37

58638 Iseriohn

G

Medikinet CR 30 mg

prolonged-release capsule

oral use

PL - Poland

Medice Arzneimittel Putter GmbH &
Co. KG

Kuhloweg 37

58638 Iserlohn

Medikinet CR 40 mg

prolonged-release capsule

oral use

Wy




Pitter GmbH & Co

LU Novartis Pharma Ritalin 10mg Tablets Oral
Roonstrasse 25
90429 Nirnberg
Germany
Lu Janssen Cilag N.V/S A Roderveldiaan | Concerta 18 mg Prolonged release tablets Oral use
L g 1, B- 2600 B
LU Janssen Cilag N.V/S A Roderveldiaan | Concerta 27Tmg Prolonged release tablets Oral use
L g | 1. B- 2600 Berchem
LU Janssen Cilag N.V./S A Roderveldlaan | Concerta 36 mg Prolonged release tablets Oral use
Luxembourg 1, B- 2600 Berchem
LU Janssen Cilag N.V /S A Roderveldlaan | Concerta 54 mg Prolonged release tablets Oral use
Luxembourg 1, B- 2600 Berchem
LU Medice Arzneimittel Medikinet 5mg tablets oral
Pdtter GmbH & Co
Kuhloweg 37
58638 Iseriohn
Germany
LU Medice Arzneimittel Medikinet 10mg tablets oral
Pitter GmbH & Co
LU Medice Arzneimittel Medikinet 20mg Tablets oral
Pdtter GmbH & Co
LU Medice Arzneimittel Medikinet retard 10mg Capsules Oral
Pitter GmbH & Co
LU Medice Arzneimittel Medikinet retard 20mg Capsules Oral
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LU Medice Arzneimittel Medikinet retard 30 mg Capsules Oral
Piitter GmbH & Co

Ly Medice Arzneimittel Medikinet retard 40 MG Capsules Oral
Pitter GmbH & Co

Sl Joh & do.o. C 18 mg tablete s podaljSanim | 18 mg Prolonged release tablets Oral use
53, 1000 Ljubljana, Slovenia sproséanjem

sl & Joh d.o.0. S Ci 36 mgq tablete s podaljSanim | 36 mg Prolonged release tablets Oral use
53, 1000 Ljubljana, Slovenia spros&anjem

Sl h & Ji do.o. Ci 54 mg tablete s podaljSanim | 54 mg Prolonged release tablets Oral use
53, 1000 Ljubljana, Slovenia sp! 1j

SK - Slovakia | Johnson & Johnson, s.r. 0. Concerta 18 mg tablety s predizenym 18 mg Prolonged-release tablet oral use
Plynarenska 7/8 uvolfiovanim
824 78 Bratislava
Slovak republic

SK - Slovakia | Johnson & Johnson, s.r. 0. Concerta 36 mg tablety s predizenym | 36 mg Prolonged-release tablet oral use
Plynarenské 7/8 uvolfiovanim
824 78 Bratislava
Slovak republic

SK - Slovakia | Johnson & Johnson, s. 1. 0. Concerla 54 mg tablety s predizenym | 54 mg Prolonged-release tablet oral use
Plynarenska 7/8 uvoliovanim
824 78 Bratislava
Slovak republic




