Anexa I

Lista cu denumirile comerciale, forma(ele) farmaceutica(e),
concentratia(iile), calea(caile) de administrare a(ale) medicamentului
(elor), solicitantul (tii), detinatorul(ii) autorizatiei de punere pe piata in
statele member



Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline Pharma GmbH, nz'lllnjlacj‘tr;iilz?:i/usr
. Albert Schweitzer-Gasse 6, . Ganule pentru Administrare
Austria . Herstellung einer 125mg/5ml . N N 125mg/5ml
A-1140 Wien Suspension zum suspensie orala orala
AUSTRIA .
Einnehmen
Austria GlaxoSmithKline Pharma GmbH,
Albert Schweitzer-Gasse 6, Zinnat 250 mg - Administrare
A-1140 Wien Granulat 250mg Granule orala N/A
AUSTRIA
Austria GlaxoSmithKline Pharma GmbH, Zinnat 250 mg/>5
Albert Schweitzer-Gasse 6 ml - Granulat zur Granule pentru Administrare
) ! Herstellung einer 250mg/5ml i N N 250mg/5ml
A-1140 Wien Suspension zum suspensie orala orala
AUSTRIA .
Einnehmen
Austria GlaxoSmithKline Pharma GmbH,
Albert Sch_weitzer—Gasse 6, Zin.nat 250 mg - 250mg Con.'lprimate AdminisErare N/A
A-1140 Wien Filmtabletten filmate orala
AUSTRIA
Austria GlaxoSmithKline Pharma GmbH,
Albert Schweitzer-Gasse 6, Zinnat 500 mg - 500mg Comprimate Administrare N/A
A-1140 Wien Filmtabletten filmate orala
AUSTRIA
GlaxoSmithKline s.a. / n.v. Rue du Granule pentru
Belgia Igf;l(;ljnvm Zinnat 250mg/5ml suspensie orala Adm;:;;rare 250mg/5ml
BELGIA
GlaxoSmithKline s.a. / n.v. Rue du
Belgia Tilleul 13 . Comprimate Administrare
1332 Genval Zinnat 250mg filmate orala N/A

BELGIA




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline s.a. / n.v. Rue du
Belgia Tilleul 13 . Comprimate Administrare
Zinnat 500m . N/A
1332 Genval inna 9 filmate orala /
BELGIA
: GlaxoSmithKline EOOD, Ivan .
Bul ! I A
ulgaria Vazov complex, Dimitar Manov Zinnat 125mg/5ml Granu e.pentrILUl dmlnlffrare 125mg/5ml
Str., bld 10, 1408 Sofia, BULGARIA suspensie orala orala
- Glaxo Group Ltd., Greenford road L
Bul ! ’ les f I A t
ulgaria Greenford, Middlesex, UB6 ONN, Zinnat 250mg/5mi Granules o_r Ora dmlnlsvrare 250mg/5ml
MAREA BRITANIE Suspension orala
- GlaxoSmithKline EOOD, Ivan . .
Bulgaria Vazov complex, Dimitar Manov Zinnat 250mg Co:;pnmate AdmlanErare N/A
Str., bld 10, 1408 Sofia, BULGARIA limate orala
- GlaxoSmithKline EOOD, Ivan . .
Bulgaria Vazov complex, Dimitar Manov Zinnat 500mg Co:;pnmate AdmmlTErare N/A
Str., bld 10, 1408 Sofia, BULGARIA limate orala
Glaxo Group Limited
: Berkeley Avenue .
Cipru . Granule pentru Administrare
P Greenford Zinnat 250mg/5mi us ensiep orals orals 250mg/5ml
Middlesex UB6 ONN P
MAREA BRITANIE
Glaxo Group Limited
: Berkeley Avenue . -
Cipru . Comprimate Administrare
P Greenford Zinnat 250mg filz”nate orald N/A
Middlesex UB6 ONN
MAREA BRITANIE
Glaxo Group Limited
: Berkeley Avenue . .
Cipru Comprimate Administrare
P Greenford Zinnat 500mg pri inistrar N/A

Middlesex UB6 ONN
MAREA BRITANIE

filmate

orala




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Republica Ceha

Glaxo Group Ltd.,
Glaxo Welcome House, Berkeley

Granule pentru

Administrare

Avenue, Greenford, Middlesex UB6 Zinnat 125 mg 125mg/5ml . o N 125mg/5ml
ONN suspensie orala orala
ANGLIA
Glaxo Group Ltd.,
: x Glaxo Welcome House, Berkeley -
Republica Ceha Avenue, Greenford, Middlesex UB6 Zinnat 250 mg 250mg/5ml Granule-pentrlﬂ AdmlnlsErare 250mg/5mil
ONN suspensie orala orala
ANGLIA
Glaxo Group Ltd.,
. v Glaxo Welcome House, Berkeley . -
Republica Ceha Avenue, Greenford, Middlesex UB6 Zinnat 125 mg 125mg Conr1pnmate AdmlnlsErare N/A
ONN filmate orala
ANGLIA
Glaxo Group Ltd.,
. % Glaxo Welcome House, Berkeley . .
Republica Ceha Avenue, Greenford, Middlesex UB6 Zinnat 250 mg 250mg Conr1pnmate AdmlnlsErare N/A
ONN filmate orala
ANGLIA
Glaxo Group Ltd.,
: Glaxo Welcome House, Berkeley . -
Czech Republic Avenue, Greenford, Middlesex UB6 Zinnat 500 mg 500mg Conr1pnmate AdmlnlsErare N/A
ONN filmate orala
ENGLAND
GlaxoSmithKline Pharma A/S .
12 I I t A t
Danemarca Nykaer 68, 2605 Broendby Zinnat >mg/5m Granu e_pen erl dmlnlsvrare 125mg/5mi
DANEMARCA (25mg/ml) suspensie orala orala
GlaxoSmithKline Pharma A/S Comprimate Administrare
Danemarca Nykaer 68, 2605 Broendby Zinnat 125mg filrr:'late orals N/A
DANEMARCA
GlaxoSmithKline Pharma A/S Comprimate Administrare
Danemarca Nykaer 68, 2605 Broendby Zinnat 250mg . P o N/A
filmate orala

DENMARK




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline Pharma A/S Comprimate Administrare
Danemarca Nykaer 68, 2605 Broendby Zinnat 500mg fiIrF:'late orals N/A
DANEMARCA
Glaxo Group Ltd.
Glaxo Wellcome House, Berkeley .
Estonia Avenue, Greenford, Middlesex, Zinnat 25mg/1ml Granule.pentrti AdmlnlsErare 25mg/1ml
UB6 ONN suspensie orala orala
MAREA BRITANIE
Glaxo Group Ltd.
Glaxo Wellcome House, Berkeley . -
Estonia Avenue, Greenford, Middlesex, Zinnat 250mg Con;rpnmate AdmmlsErare N/A
UB6 ONN filmate orala
MAREA BRITANIE
Glaxo Group Ltd.
Glaxo Wellcome House, Berkeley . -
Estonia Avenue, Greenford, Middlesex, Zinnat 500mg Con;rpnmate AdmmlsErare N/A
UB6 ONN filmate orala
MAREA BRITANIE
Finlanda GlaxoSmithKline Oy Granule pentru Administrare
P.O.Box 24 (Piispansilta 9 A), FI- Zinnat 50mg/ml Us ensiz orals orals N/A
02231 Espoo, FINLANDA P
Finlanda Glaxo Operations UK Ltd, Glaxo
Wellcome House, Berkeley Avenue, . Comprimate Administrare
Greenford, Middlesex UB6 ONN, Zinnat 125mg filmate orala N/A
MAREA BRITANIE
Finlanda Glaxo Operations UK Ltd, Glaxo
Wellcome House, Berkeley Avenue, . Comprimate Administrare
Z t 250 o N/A
Greenford, Middlesex UB6 ONN, inna mg filmate orali /
MAREA BRITANIE
Laboratoire GlaxoSmithKline
. Zinnat 125 mg/5 .
1 t V lles - 781 | t A t
Franta 00, route de Versailles 8163 ml Enfants et 125mg/5ml Granule pentru dministrare 125mg/5ml

Marly-le-Roi Cedex
FRANTA

Nourrissons

suspensie orala

orala




Statul membru
UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Laboratoire GlaxoSmithKline

100, route de Versailles - 78163 . Comprimate Administrare
Franta Marly-le-Roi Cedex Zinnat 125mg filmate orala N/A
FRANTA
Laboratoire GlaxoSmithKline
100, route de Versailles - 78163 . Comprimate Administrare
F A 2 N/A
ranta Marly-le-Roi Cedex nnat >0mg filmate orald /
FRANTA
Laboratoire GlaxoSmithKline
100, route de Versailles - 78163 . Comprimate Administrare
F Z t N/A
ranta Marly-le-Roi Cedex inna >00mg filmate orala /
FRANTA
Laboratoire GlaxoSmithKline
anoratoir X .I ! Zinnat 125 mg Granule pentru .
100, route de Versailles - 78163 . v n Administrare
France . Enfants et 125mg suspensie orala in o N/A
Marly-le-Roi Cedex Nourrissons liculete orala
FRANTA P
GlaxoSmithKline GmbH & Co. KG,
. Theresienhdhe 11 . 125mg/5ml Granule pentru Administrare
German Zinnat -Trockensaft o o 125mg/5ml
rmania 80339 Minchen inna rockensa (25mg/ml) suspensie orala orala 9/
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
. Theresienhéhe 11 . Comprimate Administrare
A 12 N/A
Germania 80339 Miinchen nnat >mg filmate oral3 /
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
Germania Theresienhdhe 11 Zinnat 250mg Comprimate Administrare N/A

80339 Miinchen
GERMANIA

filmate

orala




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline GmbH & Co. KG,
. Theresienhdhe 11 . Comprimate Administrare
Germania 80339 Miinchen Zinnat >00mg filmate oral3 N/A
GERMANY
GlaxoSmithKline GmbH & Co. KG,
. Theresienhéhe 11 Elobact 125mg Granule pentru Administrare
12 N/A
Germania 80339 Minchen Dosier-Brief >mg suspensie orala orala /
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
. Theresienhdhe 11 Granule pentru Administrare
El t Trock ft 12 I 12 I
Germania 80339 Miinchen obact Trockensa >mg/5m suspensie orala orala >mg/5m
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
. Theresienhdhe 11 Elobact 250mg Granule pentru Administrare
Germania 80339 Miinchen Dosier-Brief 250mg suspensie orala orala N/A
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
. Theresienhdhe 11 Comprimate Administrare
Germania 80339 Miinchen Elobact 125mg filmate oral3 N/A
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
. Theresienhéhe 11 Comprimate Administrare
El 2 N/A
Germania 80339 Miinchen obact >0mg filmate oral3 /
GERMANIA
GlaxoSmithKline GmbH & Co. KG,
Th ienhdhe 11 imat Administ
Germania eresienhdhe Elobact 500mg Comprimate dministrare N/A

80339 Miinchen
GERMANIA

filmate

orala




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline a.e.b.e, Leof.
. Kifissias 266, . Granule pentru Administrare
Grecia 152 32 Halandri, Athens Zinadol 250mg/5ml suspensiep orala orala 250mg/5ml
GREECE
GlaxoSmithKline a.e.b.e, Leof.
. Kifissias 266, . Comprimate Administrare
Grecia 152 32 Halandri, Athens Zinadol 250mg filrl::'late orala N/A
GRECIA
GlaxoSmithKline a.e.b.e, Leof.
. Kifissias 266, . Comprimate Administrare
Grecia 152 32 Halandri, Athens Zinadol >00mg filll?nate orala N/A
GRECIA
GlaxoSmithKline Kit. Granule pentru Administrare
Ungaria 1124 Bp, Csorsz u. 43. Zinnat 125mg/5ml suspensie oral3 orals 125mg/5ml
UNGARIA
GlaxoSmithKline Kit. Comprimate Administrare
Ungaria 1124 Bp, Csdrsz u. 43. Zinnat 125mg filmate orals N/A
UNGARIA
GlaxoSmithKline Kit. Comprimate Administrare
Ungaria 1124 Bp, Csdrsz u. 43. Zinnat 250mg filmate orals N/A
UNGARIA
GlaxoSmithKline Kft. Comprimate Administrare
Ungaria 1124 Bp, Csorsz u. 43. Zinnat 500mg filmate orals N/A
UNGARIA
GLAXOSMITHKLINE EHF.
THVERHOLT 14 . 250mg/5mil Granule pentru Administrare
Islanda 105 REYKJAVIK. Zinnat (25mg/m|) suspensiep orald orald 250mg/5ml

ISLANDA




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Islanda

GlaxoSmithKline ehf.
Thverholt 14

105 Reykjavik.
ISLANDA

Zinnat

250mg

Comprimate
filmate

Administrare
orala

N/A

Irlanda

GlaxoSmithKline (Ireland) Limited
Stonemasons Way,

Rathfarnham,

Dublin 16

IRLANDA

Zinnat

125mg/5ml

Granule pentru
suspensie orala

Administrare
orala

125mg/5ml

Irlanda

GlaxoSmithKline (Ireland) Limited
Stonemasons Way,

Rathfarnham,

Dublin 16

IRLANDA

Zinnat

250mg/5mi

Granule pentru
suspensie orala

Administrare
orala

250mg/5ml

Irlanda

GlaxoSmithKline (Ireland) Limited
Stonemasons Way,

Rathfarnham,

Dublin 16

IRLANDA

Zinnat

125mg

Comprimate
filmate

Administrare
orala

N/A

Irlanda

GlaxoSmithKline (Ireland) Limited
Stonemasons Way,

Rathfarnham,

Dublin 16

IRLANDA

Zinnat

500mg

Comprimate
filmate

Administrare
orala

N/A

Italia

GlaxoSmithKline S.p.A. - Via A.
Fleming, 2 -

37135 Verona

ITALIA

Zinnat

125mg/5ml

Granule pentru
suspensie orala

Administrare
orala

125mg/5ml




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - . Granule pentru Administrare
37135 Verona Zinnat 250mg suspensie orala orala N/A
ITALIA
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - . Granule pentru Administrare
Z 2 I 2 |
37135 Verona innat >0mg/5m suspensie orala orala >0mg/5m
ITALIA
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - . Comprimate Administrare
A t 2 N/A
37135 Verona inna >0mg filmate orala /
ITALIA
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - . Comprimate Administrare
37135 Verona Zinnat >00mg filmate orala N/A
ITALIA
Italia GlaxoSmithKline S.p.A. - Via A.
Fleming, 2 - Granule pentru Administrare
37135 Verona Zoref 125mg/5ml suspensie orala orala 125mg/5ml
ITALIA
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - Granule pentru Administrare
Zoref 250 5ml o o 250 5ml
37135 Verona ore mg/5m suspensie orala orala mg/5m
ITALIA
GlaxoSmithKline S.p.A. - Via A.
Italia Fleming, 2 - Zoref 250mg Comprimate Administrare N/A

37135 Verona
ITALIA

filmate

orala




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Italia

GlaxoSmithKline S.p.A. - Via A.
Fleming, 2 -

37135 Verona

ITALIA

Zoref

500mg

Comprimate
filmate

Administrare
orala

N/A

Italia

Malesci Istituto Farmacobiologico
S.p.A

Via Lungo I'Ema 7,

50012 Bagno A Ripoli

Firenze

ITALIA

Oraxim

125 mg/5 ml

Granule pentru
suspensie orala

Administrare
orala

125 mg/5 ml

Italia

Malesci Istituto Farmacobiologico
S.p.A

Via Lungo I'Ema 7,

50012 Bagno A Ripoli

Firenze

ITALIA

Oraxim

250 mg

Granule pentru
suspensie orala

Administrare
orala

N/A

Italia

Malesci Istituto Farmacobiologico
S.p.A

Via Lungo I'Ema 7,

50012 Bagno A Ripoli

Firenze

ITALIA

Oraxim

250 mg/5 ml

Granule pentru
suspensie orala

Administrare
orala

250 mg/5 ml

Italia

Malesci Istituto Farmacobiologico
S.p.A

Via Lungo I'Ema 7,

50012 Bagno A Ripoli

Firenze

ITALIA

Oraxim

250mg

Comprimate
filmate

Administrare
orala

N/A




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
Malesci Istituto Farmacobiologico
S.p.A

Italia Via Lungo I'Ema 7, Oraxim 500mg Comprimate Administrare N/A
50012 Bagno A Ripoli filmate orala
Firenze
ITALIA

Zinnat 25 mg/ml

GlaxoSmithKline Latvia SIA, granulas iekskigi .

Letonia Bruninieku 5, Riga, LV-1001 lietojamas ggzg;:gl SGur:;:r:‘;zinr;: Admc::;;rare 125mg/5ml
LETONIA suspensijas

pagatavosanai

GlaxoSmithKline Latvia SIA, . . .

Letonia Bruninieku 5, Riga, LV-1001 apighfjttaistggegtes 250mg Co?i"lﬁqr;:;ate Admc::;;rare N/A
LETONIA
GLAXOSMITHKLINE LATVIA

. SIA,BRUNINIEKU 5, RIGA, LV- Zinnat 500 mg Comprimate Administrare

Letonia 1001 apvalkotas tabletes >00mg filmate orala N/A
LETONIA
UAB , GlaxoSmithKline Lietuva", Granule pentru Administrare

Lituania A. Gostauto g. 40A, Zinnat 125mg/5ml suspensie oral3 orals 125mg/5ml
LT-01112 Vilnius, LITUANIA
UAB , GlaxoSmithKline Lietuva", C . Admini

Lituania A. Godtauto g. 40A, Zinnat 125mg O;:fnr;r:eate mo':;;rare N/A
LT-01112 Vilnius, LITUANIA
UAB ,GlaxoSmithKline Lietuva®, Comprimate Administrare

Lituania A. Gostauto g. 40A, Zinnat 250mg filmate orals N/A
LT-01112 Vilnius, LITUANIA
UAB , GlaxoSmithKline Lietuva", Comprimate Administrare

Lituania A. Gostauto g. 40A, Zinnat 500mg i " N/A

filmate orala

LT-01112 Vilnius, LITUANIA

12




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GLAXOSMITHKLINE Granule pentru Administrare

Luxemburg PHARMACEUTICALS SA Zinnat 125mg/5ml cus ensiep orals orald 125mg/5ml
2-4-6, AVENUE PASCAL B-1330 P
WAVRE
GLAXOSMITHKLINE . Granule pentru Administrare

Luxemburg PHARMACEUTICALS SA Zinnat 250mg suspensie oral3 oral3 N/A
2-4-6, AVENUE PASCAL B-1330
WAVRE
GLAXOSMITHKLINE . Granule pentru Administrare

L b z t 250 5ml o . 250 5ml

uxemburg PHARMACEUTICALS SA inna mg/5m suspensie oral3 oral3 mg/5m

2-4-6, AVENUE PASCAL B-1330
WAVRE
GLAXOSMITHKLINE
PHARMACEUTICALS SA . Comprimate Administrare

Luxemburg 2-4-6, AVENUE PASCAL B-1330 Zinnat 125mg filmate oral3 N/A
WAVRE
/
GLAXOSMITHKLINE Comprimate Administrare

Luxemburg PHARMACEUTICALS SA Zinnat 250mg P N/A

2-4-6, AVENUE PASCAL B-1330
WAVRE

filmate

orala




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GLAXOSMITHKLINE Comprimate Administrare

Luxemburg PHARMACEUTICALS SA Zinnat 500mg filmate orald N/A
2-4-6, AVENUE PASCAL B-1330
WAVRE
GlaxoSmithKline (Ireland) Ltd. Granule pentru Administrare

Malta Stonemasons Way, Rathfarnham, Zinnat 125mg/5ml suspensie oral3 orals 125mg/5ml
Dublin 16 IRLANDA
GlaxoSmithKline (Ireland) Ltd. Granule pentru Administrare

Malta Stonemasons Way, Rathfarnham, Zinnat 250mg/5ml . o o 250mg/5ml
Dublin 16 IRLANDA suspensie orala orala
Glaxo Wellcome UK Limited
Glaxo Wellcome House
Berkeley avenue . Comprimate Administrare

Malta Greenfo»;d, Middlesex Zinnat 250mg filrr:'late orala N/A
Marea Britanie
UB6 ONN
GlaxoSmithKline (Ireland) Ltd. Comprimate Administrare

Malta Stonemasons Way, Rathfarnham, Zinnat 500mg filmate orals N/A
Dublin 16 IRLANDA
Glaxo Smith Kline B.V.
Huis ter Heideweg 62 . Granule pentru Administrare

Olanda 3705 LZ ZEIST Zinnat 125mg/5ml suspensie orala orala 125mg/5ml
OLANDA
Glaxo Smith Kline B.V.

Olanda Huis ter Heideweg 62 Zinnat 125mg Comprimate Administrare N/A

3705 LZ ZEIST
OLANDA

filmate

orala




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
Glaxo Smith Kline B.V.
Huis ter Heideweg 62 . Comprimate Administrare
Olanda 3705 LZ ZEIST Zinnat 250mg filmate oral3 N/A
OLANDA
GLAXO SMITH KLINE B.V.
HUIS TER HEIDEWEG 62 . Comprimate Administrare
I A N/A
Olanda 3705 LZ ZEIST nnat >00mg filmate oral /
OLANDA
GlaxoSmithKline Export Ltd
. 980 Great West Road . Granule pentru Administrare
Pol Z t 12 I 12 |
olonia Brentford, Middlesex, TW8 9GS inna >ma/5m suspensie orala orala >mg/5m
MAREA BRITANIE
GlaxoSmithKline Export Ltd
. 980 Great West Road . Granule pentru Administrare
Polonia Brentford, Middlesex, TW8 9GS Zinnat 250mg suspensie orala orala N/A
MAREA BRITANIE
GlaxoSmithKline Export Ltd
. 980 Great West Road . Granule pentru Administrare
Polonia Brentford, Middlesex, TW8 9GS Zinnat 250mg/5ml suspensie orala orala 250mg/5ml
MAREA BRITANIE
GlaxoSmithKline Export Ltd
. 980 Great West Road . Comprimate Administrare
Pol A 12 N/A
olonia Brentford, Middlesex, TW8 9GS nnat >mg filmate oral3 /
MAREA BRITANIE
GlaxoSmithKline Export Ltd
t West R imat Administ
Polonia 980 Great West Road Zinnat 250mg Comprimate dministrare N/A

Brentford, Middlesex, TW8 9GS
UNITED KINGDOM

filmate

orala




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Polonia

GlaxoSmithKline Export Ltd
980 Great West Road
Brentford, Middlesex, TW8 9GS
MAREA BRITANIE

Zinnat

500mg

Comprimate
filmate

Administrare
orala

N/A

Portugalia

Instituto Luso-Farmaco, Lda.
Rua Dr Antdnio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zipos

125mg/5ml

Granule pentru
suspensie orala

Administrare
orala

125mg/5ml

Portugalia

Instituto Luso-Farmaco, Lda.
Rua Dr Antdnio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zipos

250mg/5ml

Granule pentru
suspensie orala

Administrare
orala

250mg/5ml

Portugalia

Instituto Luso-Farmaco, Lda.
Rua Dr Antdnio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zipos

250mg

Comprimate
filmate

Administrare
orala

N/A

Portugalia

Instituto Luso-Farmaco, Lda.
Rua Dr Antoénio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zipos

500mg

Comprimate
filmate

Administrare
orala

N/A




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Portugalia

GlaxoWellcome Farmacéutica Lda
Rua Dr Antoénio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zoref

125mg/5ml

Granule pentru
suspensie orala

Administrare
orala

125mg/5ml

Portugalia

GlaxoWellcome Farmacéutica Lda
Rua Dr Antoénio Loureiro Borges
n°3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zoref

250mg/5ml

Granule pentru
suspensie orala

Administrare
orala

250mg/5ml

Portugalia

GlaxoWellcome Farmacéutica Lda
Rua Dr Antoénio Loureiro Borges
n°3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zoref

250mg

Comprimate
filmate

Administrare
orala

N/A

Portugalia

GlaxoWellcome Farmacéutica Lda
Rua Dr Antdnio Loureiro Borges
no3

Arquiparque - Miraflores
1495-131 Algés

PORTUGALIA

Zoref

500mg

Comprimate
filmate

Administrare
orala

N/A

Romania

Glaxo Wellcome UK Limited, Glaxo

Wellcome House, Berkeley Avenue,

Greenford, Middlesex, UB6 ONN,
MAREA BRITANIE

Zinnat

125mg/5ml

Granule pentru
suspensie

Administrare
orala

125mg/5ml




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
Glaxo Wellcome UK Limited, Glaxo
A Wellcome House, Berkeley Avenue, . Comprimate Administrare
Romania Greenford, Middlesex, UB6 ONN, Zinnat 125mg filmate orala N/A
MAREA BRITANIE
Glaxo Wellcome UK Limited, Glaxo
- Wellcome House, Berkeley Avenue, . Comprimate Administrare
R A 2 N/A
omania Greenford, Middlesex, UB6 ONN, nnat >0mg filmate oral /
MAREA BRITANIE
Glaxo Wellcome UK Limited, Glaxo
A Wellcome House, Berkeley Avenue, . Comprimate Administrare
R Z t N/A
omania Greenford, Middlesex, UB6 ONN, inna >00mg filmate orala /
MAREA BRITANIE
GlaxoSmithKline Slovakia s.r.o., Zinnat Granule pentru Administrare
Slovacia Galvaniho7/A, 82104 Bratislava 125mg/5ml .p o N 125mg/5ml
. o 125 mg/5 ml suspensie orala orala
Republica Slovaca
GlaxoSmithkline Slovakia s.r.o., Zinnat Granule pentru Administrare
Slovacia Galvaniho7/A, 82104 Bratislava 250mg/5ml _p o o 250mg/5mi
. o 250 mg/5 ml suspensie orala orala
Republica Slovaca
GlaxoSmithKline Slovakia s.r.o., Comprimate Administrare
Slovacia Galvaniho7/A, 82104 Bratislava Zinnat 125 mg 125mg . P N N/A
. N filmate orala
Republica Slovaca
GlaxoSmithKline Slovakia s.r.o., Comprimate Administrare
Slovacia Galvaniho7/A, 82104 Bratislava Zinnat 250 mg 250mg . P o N/A
. o filmate orala
Republica Slovaca
GlaxoSmithKline Slovakia s.r.o., Combrimate Administrare
Slovacia Galvaniho7/A, 82104 Bratislava Zinnat 500 mg 500mg . P o N/A
, N filmate orala
Republica Slovaca
GSK d.o.0., Ljubljana Zinnat 125 mg/5
Slovenia Cvetkova ylica.l 29 ml zrnca za 125mg/5ml Granule.pentrl.ul AdminisErare 125mg/5ml
SI-1000 Ljubljana peroralno suspensie orala orala

SLOVENIA

suspenzijo




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GSK d.o.0., Ljubljana Zinnat 250 mg/5
. Cvetkova ulica 29 ml zrnca za Granule pentru Administrare
Sl 250 5ml o . 250 5ml
ovenia SI-1000 Ljubljana peroralno mg/5m suspensie orala orala mg/5m
SLOVENIA suspenzijo
GSK d.o.o.,_L]ubIJana Zinnat 250 mg _ N
. Cvetkova ulica 29 . . Comprimate Administrare
Slovenia L filmsko oblozene 250mg . o N/A
SI-1000 Ljubljana tablete filmate orala
SLOVENIA
GSK d.o.0., Ljubljana
Cvetkova ulica 29 Zinnat 500 mg Comprimate Administrare
Slovenia filmsko oblozene 500mg filfnate orals N/A
SI-1000 Ljubljana tablete
SLOVENIA
GIaxoSmlthKllr,]e{ S.A. . ZINNAT 125 mg
Parque Tecnologico de Madrid ranulado para Granule pentru Administrare
Spania C/Severo Ochoa, 2 28760 Tres g L P 125mg _p Y Y N/A
) suspensién oral en suspensie orala orala
Cantos (Madrid) sobres
SPANIA
GlaxoSmithKline, S.A. ZINNAT
- . 125 5ml o
Spania Parque Tecnoldgico de Madrid ranur;;?j/o :'a 125ma/5ml Granule pentru Administrare 125mg/5ml
P C/Severo Ochoa, 2 28760 Tres 9 - P 9 suspensie orala orala 9
. suspensién oral en
Cantos (Madrid) frasco
SPANIA
GlaxoSmithKline, S.A.
ZINNAT 250 mg
Spania Parque Tecnoldgico de Madrid granulado para 250mg Granule pentru Administrare N/A

C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)
SPANIA

suspension oral en
sobres

suspensie orala

orala




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia

Forma

Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline, S.A. ZINNAT
Spania Parque Tecnoldgico de Madrid zl_zgur;;%/OS ;L 250mg/5ml Granule pentru Administrare 250ma/5ml
P C/Severo Ochoa, 2 28760 Tres g L P g suspensie orala orala 9
. suspensién oral en
Cantos (Madrid) frasco
SPANIA
GIaxoSmlthKllr,le{ S.A. . ZINNAT 500 mg
Parque Tecnologico de Madrid ranulado para Granule pentru Administrare
Spania C/Severo Ochoa, 2 28760 Tres 9 . P 500mg .p o o N/A
. suspension oral en suspensie orala orala
Cantos (Madrid) obres
SPANIA
GIaxoSmlthKllr,le{ S.A. . ZINNAT 125 mg
Parque Tecnologico de Madrid comprimidos Comprimate Administrare
Spania C/Severo Ochoa, 2 28760 Tres p 125mg ) P N N/A
. recubiertos con filmate orala
Cantos (Madrid) elicula
SPANIA P
GIaxoSmlthKllr,le{ S.A. _ ZINNAT 250 mg
Parque Tecnologico de Madrid comprimidos Comprimate Administrare
Spania C/Severo Ochoa, 2 28760 Tres p 250mg ] P N N/A
. recubiertos con filmate orala
Cantos (Madrid) elicula
SPANIA P
GIaxoSmlthKllr)e{ S.A. _ ZINNAT 500 mg
Parque Tecnologico de Madrid comprimidos Comprimate Administrare
Spania C/Severo Ochoa, 2 28760 Tres p 500mg ] P o N/A
. recubiertos con filmate orala
Cantos (Madrid) elicula
SPANIA P
GlaxoSmithKline, S.A.
Parque Tecnoldgico de Madrid -
ELAN 12 | A
Spania C/Severo Ochoa, 2 28760 Tres S > Mg 125mg Granu e.pentrli dmlnlsfrare N/A
sobres suspensie orala orala

Cantos (Madrid)
SPANIA

20




Statul membru

UE/SEE

Detinatorul autorizatiei de
punere pe piata

Numele inventat

Concentratia

Forma
farmaceutica

Calea de
administrare

Continut
(concentratie)

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 125 mg
suspension
extemporanea

125mg/5ml

Granule pentru
suspensie orala

Administrare
orala

125mg/5ml

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 250 mg
suspension
extemporanea

250mg/5ml

Granule pentru
suspensie orala

Administrare
orala

250mg/5ml

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 500 mg
sobres

500mg

Granule pentru
suspensie orala

Administrare
orala

N/A

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 125 mg
comprimidos

125mg

Comprimate
filmate

Administrare
orala

N/A

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 250 mg
comprimidos

250mg

Comprimate
filmate

Administrare
orala

N/A

Spania

GlaxoSmithKline, S.A.

Parque Tecnoldgico de Madrid
C/Severo Ochoa, 2 28760 Tres
Cantos (Madrid)

SPANIA

SELAN 500 mg
comprimidos

500mg

Comprimate
filmate

Administrare
orala

N/A
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Statul membru | Detinatorul autorizatiei de Numele inventat Concentratia | Forma Calea de Continut
UE/SEE punere pe piata farmaceutica administrare (concentratie)
Wellcome Farmacéutica, S.A. NIVADOR
Parque Tecnolégico de Madrid 125 mg/5 ml -
G I t Ad t
Spania C/Severo Ochoa, 2 28760 Tres granulado para 125mg ranu e.pen rli mlnlsurare N/A
. -, suspensie orala orala
Cantos (Madrid) suspensioén oral en
SPANIA frasco
Wellcome Farmacéutica, S.A. .- NIVADOR
Parque Tecnoldgico de 125 mg/5 ml L
G le pent Administrare
Spania MadridC/Severo Ochoa, 2 28760 granulado para 125mg/5ml rantiie pentr inistrar 125mg/5ml
. -, suspensie orala orala
Tres Cantos (Madrid) suspensioén oral en
SPANIA frasco
Wellcome Farmacéutica, S.A. NIVADOR 250 mg
Spania P.T.M.- C/Severo Qchoa, 2 28760 granul.a,do para 250mg Granule.pentrli AdminisErare N/A
Tres Cantos (Madrid) suspension oral en suspensie orala orala
SPANIA sobres
Wellcome Farmacéutica, S.A. 25NOI\r/:D/(;RmI
Spania P.T.M.- C/Severo Ochoa, 2 28760 ranulago ara 250mg/5ml Granule pentru Administrare 250mg/5ml
P Tres Cantos (Madrid) Sugs ension opral on 9 suspensie orala orala o
SPANIA P
frasco
Wellcome Farmacéutica, S.A. NIVADOR 500 mg
P.T.M.- h 2 287 I | t Administ
Spania C/Severo Qc oa, 8760 granu _a,do para 500mg Granu e_pen er| dmlnlsvrare N/A
Tres Cantos (Madrid) suspensién oral en suspensie orala orala
SPANIA sobres
Wellcome Farmacéutica, S.A. NIVADOR 250 mg
, P.T.M.- C/Severo Ochoa, 2 28760 comprimidos Comprimate Administrare
S 250 o N/A
pania Tres Cantos (Madrid) recubiertos con mg filmate orala /
SPANIA pelicula
Wellcome Farmacéutica, S.A. NIVADOR 500 mg
, P.T.M.- C/Severo Ochoa, 2 28760 comprimidos Comprimate Administrare
Span 500m o N/A
pania Tres Cantos (Madrid) recubiertos con 9 filmate orala /
SPANIA pelicula
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Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
Allen Farmacéutica, S.A. .
. . Cefuroxima Allen
Parque Tecnoldgico de Madrid
250 mg . .
Spania C/ Severo Ochoa, 2 comprimidos 250 m Comprimate Administrare N/A
P 28760 Tres Cantos p 9 filmate orala
) recubiertos con
(Madrid) elicula EFG
SPANIA P
Allen Farmacéutica, S.A. .
. . Cefuroxima Allen
Parque Tecnoldgico de Madrid
500 mg . .
Spania C/ Severo Ochoa, 2 comprimidos 500 m Comprimate Administrare N/A
P 28760 Tres Cantos p 9 filmate orala
) recubiertos con
(Madrid) elicula EFG
SPANIA P
Allen Farmacéutica, S.A. .
. . Cefuroxima
Parque Tecnoldgico de Madrid
Solasma 250 mg . .
Spania C/ Severo Ochoa, 2 combrimidos 250 m Comprimate Administrare N/A
P 28760 Tres Cantos p 9 filmate orala
; recubiertos con
(Madrid) elicula EFG
SPANIA P
Allen Farmacéutica, S.A. .
. . . Cefuroxima
Parque Tecnoldgico de Madrid
Solasma 500 mg . -
Spania C/ Severo Ochoa, 2 combrimidos 500 m Comprimate Administrare N/A
P 28760 Tres Cantos p 9 filmate orala
; recubiertos con
(Madrid) elicula EFG
SPANIA P
GlaxoSmithKline AB
Suedia Box 516 Zinnat 25mg/mi Granule_pentrl.vl AdminisErare N/A
169 29 Solna suspensie orala orala

SUEDIA




Statul membru

Detinatorul autorizatiei de

Numele inventat

Concentratia
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Calea de

Continut

UE/SEE punere pe piata farmaceutica administrare (concentratie)
GlaxoSmithKline AB
. Box 516 . Comprimate Administrare
Sued Zinnat 250m o N/A
uedia 169 29 Solna 'nna 9 filmate orala /
SUEDIA
Glaxo Wellcome UK Ltd .
r . | t A t
Marea Britanie Stockley Park West, Uxbridge, Zinnat 125mg/5ml Granu e_pen rl:' dmlnlsvrare 125mg/5ml
Middlesex, UB11 1BT suspensie orala orala
Glaxo Wellcome UK Ltd .
' . | t A t
Marea Britanie Stockley Park West, Uxbridge, Zinnat 250mg/5ml Granu e_pen rl:' dmlnlsvrare 250mg/5ml
Middlesex, UB11 1BT suspensie orala orala
Glaxo Wellcome UK Ltd . .
' Comprimate Administrare
Marea Britanie | Stockley Park West, Uxbridge, Zinnat 125mg f_lpr' ' 'Iur r N/A
Middlesex, UB11 1BT limate orala
Glaxo Wellcome UK Ltd, . -
Marea Britanie Stockley Park West, Uxbridge, Zinnat 250mg Co:;pnmate AdmmlTErare N/A
Middlesex, UB11 1BT limate orala
Glaxo Wellcome UK Ltd . .
' Comprimate Administrare
Marea Britanie | Stockley Park West, Uxbridge, Zinnat 500mg f”:;te c:r;Iér r N/A

Middlesex, UB11 1BT




