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Product Name (in authorisation MRP/DCP Authorisation National Authorisation MAH of product in the member state Member State

country) number Number where product
is authorised

Duohal UP/1-530-09/10-01/566; Cipla Croatia d.o.o. Croatia

Duohal UP/1-530-09/10-01/567; Cipla Croatia d.o.o. Croatia

Duohal UP/1-530-09/10-01/568 Cipla Croatia d.o.o. Croatia

Plusvent Accuhaler 62842 Almirall, S.A. Spain

Plusvent Accuhaler 62843 Almirall, S.A. Spain

Plusvent Accuhaler 62844 Almirall, S.A. Spain

Plusvent 63870 Almirall, S.A. Spain

Plusvent 63871 Almirall, S.A. Spain

Plusvent 63869 Almirall, S.A. Spain

Salmeterol/Fluticasone Cipla DCP- SE/H/1208/01- 02/DC 49095 Cipla Europe NV Sweden

Salmeterol/Fluticasone Cipla DCP- SE/H/1208/01- 02/DC | 49096 Cipla Europe NV Sweden

FULLHALE DCP- SE/H/1208/01- 02/DC | 14/219/14-C Cipla Europe NV Czech Republic

FULLHALE DCP- SE/H/1208/01- 02/DC 14/220/14-C Cipla Europe NV Czech Republic

SERROFLO DCP- SE/H/1208/01- 02/DC 89763.00.00 Cipla Europe NV Germany

SERROFLO DCP- SE/H/1208/01-02/DC 89764.00.00 Cipla Europe NV Germany

Salmeterol Fluticasone Cipla DCP- SE/H/1208/01-02/DC 1S/1/14/040/01 Cipla Europe NV Iceland

Salmeterol Fluticasone Cipla DCP- SE/H/1208/01-02/DC 1S/1/14/040/02 Cipla Europe NV Iceland

Salmeterol Fluticasone Cipla DCP- AT/H/0517/01-02/DC 13/9659 Cipla Europe NV Norway

Salmeterol Fluticasone Cipla DCP- AT/H/0517/01-02/DC 13/9660 Cipla Europe NV Norway
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FULLHALE DCP- SE/H/1208/01-02/DC 14/0135/14-S Cipla Europe NV Slovakia
FULLHALE DCP- SE/H/1208/01-02/DC 14/0136/14-S Cipla Europe NV Slovakia
RELANIO SE/H/0972/001-2/DC 44235 Elpen Pharmaceutical Co. Inc. Sweden
RELANIO SE/H/0972/001-2/DC 44236 Elpen Pharmaceutical Co. Inc. Sweden
DIMENIUM SE/H/0972/001-2/DC 14/581/11-C Elpen Pharmaceutical Co. Inc. Czech Republic
DIMENIUM SE/H/0972/001-2/DC 14/582/11-C Elpen Pharmaceutical Co. Inc. Czech Republic
ROLENIUM SE/H/0972/001-2/DC 81933.00.00 Elpen Pharmaceutical Co. Inc. Germany
ROLENIUM SE/H/0972/001-2/DC 81934.00.00 Elpen Pharmaceutical Co. Inc. Germany
DIMENIO SE/H/0972/001-2/DC 0OGY1/18475/2010 Elpen Pharmaceutical Co. Inc. Hungary
DIMENIO SE/H/0972/001-2/DC 0GY1/18476/2010 Elpen Pharmaceutical Co. Inc. Hungary
ROLENIUM SE/H/0972/001-2/DC 041500012/M Elpen Pharmaceutical Co. Inc. Italy
ROLENIUM SE/H/0972/001-2/DC 041500024/M Elpen Pharmaceutical Co. Inc. Italy
DIMENIUM SE/H/0972/001-2/DC 5400676 Elpen Pharmaceutical Co. Inc. Portugal
DIMENIUM SE/H/0972/001-2/DC 5400700 Elpen Pharmaceutical Co. Inc. Portugal
DIMENIUM SE/H/0972/001-2/DC 14/0405/11-S Elpen Pharmaceutical Co. Inc. Slovakia
DIMENIUM SE/H/0972/001-2/DC 14/0406/11-S Elpen Pharmaceutical Co. Inc. Slovakia
RELANIO SE/H/0972/001- 2/E/001 1S/1/13/094/01 Elpen Pharmaceutical Co. Inc. Iceland
RELANIO SE/H/0972/001- 2/E/001 1S/1/13/094/02 Elpen Pharmaceutical Co. Inc. Iceland
FLUSALIO SE/H/1068/001-2/DC 45485 Elpen Pharmaceutical Co. Inc. Sweden
FLUSALIO SE/H/1068/001-2/DC 45486 Elpen Pharmaceutical Co. Inc. Sweden
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FLUSALIO SE/H/1068/001-2/DC 84254.00.00 Elpen Pharmaceutical Co. Inc. Germany
FLUSALIO SE/H/1068/001-2/DC 84255.00.00 Elpen Pharmaceutical Co. Inc. Germany
FLUMETOR SE/H/1068/001-2/DC OGY1/44659-4/2012 Elpen Pharmaceutical Co. Inc. Hungary
FLUMETOR SE/H/1068/001-2/DC OGY1/44660-4/2012 Elpen Pharmaceutical Co. Inc. Hungary
FLUMETOR SE/H/1068/001-2/DC 14/0130/12-S Elpen Pharmaceutical Co. Inc. Slovakia
FLUMETOR SE/H/1068/001-2/DC 14/0131/12-S Elpen Pharmaceutical Co. Inc. Slovakia
FLUSAMER SE/H/1069/001-2/DC 45487 Elpen Pharmaceutical Co. Inc. Sweden
FLUSAMER SE/H/1069/001-2/DC 45488 Elpen Pharmaceutical Co. Inc. Sweden
FLUSAMER SE/H/1069/001-2/DC 20120291 Elpen Pharmaceutical Co. Inc. Bulgaria
FLUSAMER SE/H/1069/001-2/DC 20120292 Elpen Pharmaceutical Co. Inc. Bulgaria
FLUSAMER SE/H/1069/001-2/DC 779312 Elpen Pharmaceutical Co. Inc. Estonia
FLUSAMER SE/H/1069/001-2/DC 779212 Elpen Pharmaceutical Co. Inc. Estonia
FLAMERIO SE/H/1069/001-2/DC LT/1/12/2888/001 Elpen Pharmaceutical Co. Inc. Lithuania
FLAMERIO SE/H/1069/001-2/DC LT/1/12/2888/002 Elpen Pharmaceutical Co. Inc. Lithuania
FLUSAMER SE/H/1069/001-2/DC 2012090037 Elpen Pharmaceutical Co. Inc. Luxembourg
FLUSAMER SE/H/1069/001-2/DC 2012090038 Elpen Pharmaceutical Co. Inc. Luxembourg
FLAMERIO SE/H/1069/001-2/DC 12-0049 Elpen Pharmaceutical Co. Inc. Latvia
FLAMERIO SE/H/1069/001-2/DC 12-0050 Elpen Pharmaceutical Co. Inc. Latvia
FLUSAMER SE/H/1069/001-2/DC 4501/2012/01 Elpen Pharmaceutical Co. Inc. Romania
FLUSAMER SE/H/1069/001-2/DC 4502/2012/01 Elpen Pharmaceutical Co. Inc. Romania
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FLAMERIO SE/H/1069/001-2/DC 5363-1-2296/12 Elpen Pharmaceutical Co. Inc. Slovenia
FLAMERIO SE/H/1069/001-2/DC 5363-1-2297/12 Elpen Pharmaceutical Co. Inc. Slovenia
FLUSATEROL SE/H/1190/002-3/DC 46637 Elpen Pharmaceutical Co. Inc. Sweden
FLUSATEROL SE/H/1190/002-3/DC 46638 Elpen Pharmaceutical Co. Inc. Sweden
SALMESON SE/H/1190/002-3/DC 1-31952 Elpen Pharmaceutical Co. Inc. Austria
SALMESON SE/H/1190/002-3/DC 1-31953 Elpen Pharmaceutical Co. Inc. Austria
FLUSALIO SE/H/1190/002-3/DC BE437622 Elpen Pharmaceutical Co. Inc. Belgium
FLUSALIO SE/H/1190/002-3/DC BE437656 Elpen Pharmaceutical Co. Inc. Belgium
FLUSATEROL SE/H/1190/002-3/DC 49572 Elpen Pharmaceutical Co. Inc. Denmark
FLUSATEROL SE/H/1190/002-3/DC 49573 Elpen Pharmaceutical Co. Inc. Denmark
FLAMERIO SE/H/1190/002-3/DC PA1879/001/001 Elpen Pharmaceutical Co. Inc. Ireland
FLAMERIO SE/H/1190/002-3/DC PA1879/001/002 Elpen Pharmaceutical Co. Inc. Ireland
SALMETEROL/ SE/H/1190/002-3/DC RVG 110377 Elpen Pharmaceutical Co. Inc. Netherlands
FLUTICASONPROPIONAAT ELPEN

SALMETEROL/ SE/H/1190/002-3/DC RVG 110378 Elpen Pharmaceutical Co. Inc. Netherlands
FLUTICASONPROPIONAAT ELPEN

SALMESON SE/H/1191/002-3/DC 46640 Elpen Pharmaceutical Co. Inc. Sweden
SALMESON SE/H/1191/002-3/DC 46641 Elpen Pharmaceutical Co. Inc. Sweden
SALMESON SE/H/1191/002-3/DC 241099/2011 Elpen Pharmaceutical Co. Inc. Finland
SALMESON SE/H/1191/002-3/DC 241100/2011 Elpen Pharmaceutical Co. Inc. Finland
SALMESON SE/H/1191/002-3/DC 11-8552 Elpen Pharmaceutical Co. Inc. Norway
SALMESON SE/H/1191/002-3/DC 11-8553 Elpen Pharmaceutical Co. Inc. Norway

List of nationally authorised medicinal products
EMA/485794/2015

Page 5/26



microgramos/inhalacién, suspension

SALMESON SE/H/1191/002-3/DC 21380 Elpen Pharmaceutical Co. Inc. Poland
SALMESON SE/H/1191/002-3/DC 21381 Elpen Pharmaceutical Co. Inc. Poland
ROLENIUM 44352/18-6-2009 Elpen Pharmaceutical Co. Inc. Greece
ROLENIUM 44353/18-6-2009 Elpen Pharmaceutical Co. Inc. Greece
ROLENIUM AA228/01201 Elpen Pharmaceutical Co. Inc. Malta
ROLENIUM AA228/01202 Elpen Pharmaceutical Co. Inc. Malta
ROLENIUM 21399 Costakis Tsisios & Co. Ltd Cyprus
ROLENIUM 20861 Costakis Tsisios & Co. Ltd Cyprus
ROLENIUM 20862 Costakis Tsisios & Co. Ltd Cyprus
Maizar Inalador 01/H/0135/001 3724184 Laboratorios Vitoéria,S.A. Portugal
Maizar Inalador 01/H/0135/001 3724283 Laboratérios Vitoéria,S.A. Portugal
Maizar Inalador 01/H/0135/001 3724382 Laboratérios Vitoéria,S.A. Portugal
atmadisc mite 44915.00.00 44915.00.00 UCB Pharma GmbH Germany
atmadisc 44915.01.00 44915.01.00 UCB Pharma GmbH Germany
atmadisc forte 44915.02.00 44915.02.00 UCB Pharma GmbH Germany
atmadisc mite Dosier- 50678.00.00 50678.00.00 UCB Pharma GmbH Germany
Aerosol

atmadisc Dosier- 50678.01.00 50678.01.00 UCB Pharma GmbH Germany
Aerosol

atmadisc forte Dosier- 50678.02.00 50678.02.00 UCB Pharma GmbH Germany
Aerosol

Anasma 25 microgramos/125 63.924 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain
microgramos/inhalacién, suspension

para inhalacién en envase a presiéon

Anasma 25 microgramos/250 63.925 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain
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para inhalacién en envase a presion

microgramos/
inhalacion, polvo para inhalacién.

Anasma 25 microgramos/50 63.923 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/inhalacién, suspension

para inhalacién en envase a presiéon

Anasma Accuhaler 50 62.839 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/100

microgramos/inhalacién, polvo para

inhalacion

Anasma Accuhaler 50 62.840 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/250

microgramos/inhalacién, polvo para

inhalacion

Anasma Accuhaler 50 62.841 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/500

microgramos/inhalacién, polvo para

inhalacion

Brisomax Diskus 3601184 Bialfar - Produtos Farmacéuticos, S.A Portugal
3601283

Brisomax Diskus 3601481 Bialfar - Produtos Farmacéuticos, S.A Portugal
3601580

Brisomax Diskus 3601788 Bialfar - Produtos Farmacéuticos, S.A Portugal
3601887

Brisomax Inalador 3703782 Bialfar - Produtos Farmacéuticos, S.A Portugal

Brisomax Inalador 3703881 Bialfar - Produtos Farmacéuticos, S.A Portugal

Brisomax Inalador 3703980 Bialfar - Produtos Farmacéuticos, S.A Portugal

Brisair 25 microgramos/125 UK/H/0398/002 63.800 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/inhalacién, suspension

para inhalacién en envase a presion.

Brisair 25 microgramos/250 UK/H/0398/003 63.801 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/inhalacién, suspension

para inhalacién en envase a presion.

Brisair 25 microgramos/50 UK/H/0398/001 63.799 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

microgramos/ inhalacién, suspension

para inhalacién en envase a presién

Brisair Accuhaler 50 microgramos/100 | SE/H/0170/001 63.883 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain
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Brisair Accuhaler 50 microgramos/250
microgramos/inhalacién, polvo para
inhalacion.

SE/H/0170/002

63.882

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

Brisair Accuhaler 50 microgramos/500
microgramos/inhalacion, polvo para
inhalacion

SE/H/0170/003

63.881

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

Flosal 25/125 mikrogrami/deva
aerosols inhalacijam, zem spiediena,
suspensija

04-0267

GLAXOSMITHKLINE LATVIA SIA, LV, RIGA

Latvia

Flosal 25/250 mikrogrami/deva
aerosols inhalacijam, zem spiediena,
suspensija

04-0268

GLAXOSMITHKLINE LATVIA SIA, LV, RIGA

Latvia

Flosal 25/50 mikrogrami/deva
aerosols inhalacijam, zem spiediena,
suspensija

04-0266

GLAXOSMITHKLINE LATVIA SIA, LV, RIGA

Latvia

Inaladuo 25 microgramos/125
microgramos/inhalacién, suspension
para inhalacién en envase a presion.

64.065

GLAXOSMITHKLINE, S.A., ES, MADRID

Spain

Inaladuo 25 microgramos/250
microgramos/inhalacién, suspension
para inhalacién en envase a presion.

64.066

GLAXOSMITHKLINE, S.A., ES, MADRID

Spain

Inaladuo 25 microgramos/50
microgramos/inhalacién, suspension
para inhalacién en envase a presion.

64.064

GLAXOSMITHKLINE, S.A., ES, MADRID

Spain

Inaladuo Accuhaler 50
microgramos/100
microgramos/inhalacion, polvo para
inhalacion.

62.867

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

Inaladuo Accuhaler 50
microgramos/250
microgramos/inhalacion, polvo para
inhalacion

62.868

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

Inaladuo Accuhaler 50
microgramos/500
microgramos/inhalacion, polvo para
inhalacion

62.869

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

PROPIONATE DE FLUTICASONE /
SALMETEROL GSK 125
microgrammes/25
microgrammes/dose, suspension pour
inhalation en flacon pressurisé

UK/H/4997/02

NL41206

LABORATOIRE GLAXOSMITHKLINE S.A.S.,
FR, MARLY LE ROI

France

PROPIONATE DE FLUTICASONE /
SALMETEROL GSK 250
microgrammes/25

UK/H/4997/03

NL41207

LABORATOIRE GLAXOSMITHKLINE S.A.S.,
FR, MARLY LE ROI

France
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microgrammes/dose, suspension pour
inhalation en flacon pressurisé
PROPIONATE DE UK/H/4997/01 NL41205 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
FLUTICASONE/SALMETEROL GSK 50 FR, MARLY LE ROI
microgrammes/25
microgrammes/dose, suspension pour
inhalation en flacon pressurisé
Salmeterol/fluticasonpropionaat UK/H/4997/002 RVG109641 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
Inhalator 25 microgram/125
microgram/dosis, aérosol, suspensie
Salmeterol/fluticasonpropionaat UK/H/4997/003 RVG109642 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
Inhalator 25 microgram/250
microgram/dosis, aérosol, suspensie
Salmeterol/fluticasonpropionaat UK/H/4997/001 RVG109621 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
Inhalator 25 microgram/50
microgram/dosis, aérosol, suspensie

Salmeterol/Fluticasonpropionat UK/H/4997/002 85137.00.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Dosier-Aerosol GSK 25 ng/125 ug MUNCHEN

Druckgasinhalation, Suspension

Salmeterol/Fluticasonpropionat UK/H/4997/001 85136.00.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Dosier-Aerosol GSK 25 pg/50 pg MUNCHEN

Druckgasinhalation, Suspension

Salmeterol/FluticasonpropionatDosier- | UK/H/4997/003 85138.00.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Aerosol GSK 25 pg/250 pg MUNCHEN

Druckgasinhalation, Suspension

Salmeterol/flutikazonpropionat UP/1-530-09/11-01/474 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia

Diskus 50 mikrograma+100
mikrograma u jednoj dozi, prasSak
inhalata, dozirani
Salmeterol/flutikazonpropionat UP/1-530-09/11-01/475 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia
Diskus 50 mikrograma+250
mikrograma u jednoj dozi, praSak
inhalata, dozirani
Salmeterol/flutikazonpropionat UP/1-530-09/11-01/476 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia
Diskus 50 mikrograma+500
mikrograma u jednoj dozi, prasSak
inhalata, dozirani
Salmeterol/Flutikazonpropionat UP/1-530-09/11-01/569 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia
Inhaler GSK 25 mikrograma + 250
mikrograma u jednoj dozi, stlaceni
inhalat, suspenzija
Salmeterol/Flutikazonpropionat UP/1-530-09/11-01/570 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia
Inhaler GSK 25 mikrograma + 50
mikrograma u jednoj dozi, stlaceni
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inhalat, suspenzija

microgramas/250 microgramas/por
medicao/dose po para inalagdo, em
recipiente unidose

PT, ALGES

Samtoral Diskus forte 50 SE/H/0170/003 1-22897 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm/500 Mikrogramm - M.B.H., AT, WIEN

einzeldosiertes Pulver zur Inhalation

Samtoral Diskus levis 50 SE/H/0170/001 1-22899 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm/100 Mikrogramm - M.B.H., AT, WIEN

einzeldosiertes Pulver zur Inhalation

Samtoral Diskus standard 50 SE/H/0170/002 1-22898 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm/250 Mikrogramm - M.B.H., AT, WIEN

einzeldosiertes Pulver zur Inhalation

Samtoral forte 25 Mikrogramm/250 UK/H/0398/003 1-23955 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm pro SprihstoR - M.B.H., AT, WIEN

Druckgasinhalation

Samtoral levis 25 Mikrogramm/50 UK/H/0398/001 1-23953 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm pro SpruhstofR3 - M.B.H., AT, WIEN

Druckgasinhalation

Samtoral standard 25 UK/H/0398/002 1-23954 ALLEN PHARMAZEUTIKA GESELLSCHAFT Austria
Mikrogramm/125 Mikrogramm pro M.B.H., AT, WIEN

Sprihstol - Druckgasinhalation

Seretaide Diskus, 50 SE/H/169/001 2874287 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/100 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/001 2874386 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/100 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/001 2874485 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/100 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/001 4812780 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/100 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/001 4812889 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/100 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/002 2874584 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
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Seretaide Diskus, 50 SE/H/169/002 2874683 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/250 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/002 2874782 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/250 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/002 4812988 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/250 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/002 4813085 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/250 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/003 2874881 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/500 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/003 2874980 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/500 microgramas/por PT, ALGES

medicao/dose p6 para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/003 2875086 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/500 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/003 4813184 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/500 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Diskus, 50 SE/H/169/003 4813283 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/500 microgramas/por PT, ALGES

medicao/dose po para inalagdo, em

recipiente unidose

Seretaide Inalador, 25 UK/H/392/002 3512787 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal
microgramas/125 microgramas/dose, PT, ALGES

suspensdo pressurizada para

inalacéo.

Seretaide Inalador, 25 UK/H/392/003 3512886 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal

microgramas/250 microgramas/dose,

suspensédo pressurizada para
inalacéo.

PT, ALGES
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Seretaide Inalador, 25 UK/H/392/001 3512688 GLAXO WELLCOME FARMACEUTICA, LDA, Portugal

microgramas/50 microgramas/dose, PT, ALGES

suspensdo pressurizada para

inalacéo.

Seretide UK/H/392/001 31803 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide UK/H/392/002 31804 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide UK/H/392/003 31805 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide SE/H/169/001 30386 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide SE/H/169/002 30387 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide SE/H/169/003 30388 GLAXOSMITHKLINE PHARMA A/S, DK, Denmark
BRZNDBY

Seretide 100 Diskus 50 SE/H/169/001 PA 1077/46/1 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland

microgram/100 microgram/dose IE, DUBLIN

inhalation powder, pre-dispensed.

Seretide 125 Evohaler 25 UK/H/392/002 PA 1077/46/5 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland

microgram/125 microgram per IE, DUBLIN

metered dose pressurised inhalation,

suspension.

Seretide 125 Inhaler N 14/0114/01-S GLAXO GROUP LIMITED, GB, BRENTFORD Slovakia

SERETIDE 125 microgrammes/25 UK/H/0392/002 NL26159 LABORATOIRE GLAXOSMITHKLINE S.A.S., France

microgrammes/dose, suspension pour FR, MARLY LE ROI

inhalation en flacon pressurisé

Seretide 125, (125 pg + 25 9070 GLAXOSMITHKLINE EXPORT LTD, GB, Poland

ug)/dawky inhalacyjnqg, aerozol BRENTFORD

inhalacyjny, zawiesina

Seretide 25 microgrammes/125 UK/H/392/002 BE220692 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Belgium

microgrammes/dose, suspension pour

inhalation en flacon pressurisé

Seretide 25 microgrammes/125 UK/H/392/002 260/11/01/0949 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Luxembourg

microgrammes/dose, suspension pour

inhalation en flacon pressurisé

Seretide 25 microgrammes/250 UK/H/392/003 BE220701 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Belgium

microgrammes/dose, suspension pour

inhalation en flacon pressurisé

Seretide 25 microgrammes/250 UK/H/392/003 260/11/01/0950 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Luxembourg

microgrammes/dose, suspension pour

inhalation en flacon pressurisé
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Seretide 25 microgrammes/50

microgrammes/dose, suspension pour

inhalation en flacon pressurisé

UK/H/392/001

BE220683

GLAXOSMITHKLINE PHARMACEUTICALS S.A

Belgium

Seretide 25 microgrammes/50

microgrammes/dose, suspension pour

inhalation en flacon pressurisé

UK/H/392/001

260/11/01/0954

GLAXOSMITHKLINE PHARMACEUTICALS S.A

Luxembourg

Seretide 25 microgrammi/125
microgrammi/dose sospensione
pressurizzata per inalazione

UK/H/392/002

034371118

GLAXOSMITHKLINE S.P.A., IT, VERONA

Italy

Seretide 25 microgrammi/250
microgrammi/dose sospensione
pressurizzata per inalazione

UK/H/392/003

034371120

GLAXOSMITHKLINE S.P.A., IT, VERONA

Italy

Seretide 25 microgrammi/50
microgrammi/dose sospensione
pressurizzata per inalazione

UK/H/392/001

034371106

GLAXOSMITHKLINE S.P.A., IT, VERONA

Italy

Seretide 25 microgramos/125

UK/H/0392/002

63.797

GLAXOSMITHKLINE S.A., ES, TRES CANTOS

Spain

microgramos/inhalacién, suspension
para inhalacién en envase a presiéon
Seretide 25 microgramos/250
microgramos/inhalacién, suspension
para inhalacién en envase a presion.
Seretide 25 microgramos/50
microgramos/inhalacién, suspension
para inhalacién en envase a presion.

UK/H/392/003 63.798 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

UK/H/0392/001 63.796 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain

Seretide 25 mikr6g/125 mikroég i
afmaeldum skammti af innddalyfi,
dreifu.

UK/H/392/002

1S/1/00/035/02

GLAXOSMITHKLINE EHF., IS, REYKJAVIK

Iceland

Seretide 25 mikr6g/250 mikroég i
afmaeldum skammti af innudalyfi,
dreifu.

UK/H/392/003

1S/1/00/035/03

GLAXOSMITHKLINE EHF., IS, REYKJAVIK

Iceland

Seretide 25 mikr6g/50 mikroég i
afmaeldum skammti af innddalyfi,
dreifu.

UK/H/392/001

1S/1/00/035/01

GLAXOSMITHKLINE EHF., IS, REYKJAVIK

Iceland

SERETIDE 25 mikrogramov/125
mikrogramov/vpih inhalacijska
suspenzija pod tlakom

5363-1-2191/12

GLAXOSMITHKLINE D.O.0O., SlI, LJUBLJANA

Slovenia

SERETIDE 25 mikrogramov/250
mikrogramov/vpih inhalacijska
suspenzija pod tlakom

5363-1-169/12

GLAXOSMITHKLINE D.O.O., SI, LJUBLJANA

Slovenia

SERETIDE 25 mikrogramov/250
mikrogramov/vpih inhalacijska
suspenzija pod tlakom

5363-1-2192/12

GLAXOSMITHKLINE D.O.0O., SI, LJUBLJANA

Slovenia
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SERETIDE 25 mikrogramov/50 5363-1-168/12 GLAXOSMITHKLINE D.O.O., Sl, LJUBLJANA Slovenia
mikrogramov/vpih inhalacijska

suspenzija pod tlakom

SERETIDE 25 mikrogramov/50 5363-1-2190/12 GLAXOSMITHKLINE D.O.O., SI, LJUBLJANA Slovenia
mikrogramov/vpih inhalacijska

suspenzija pod tlakom

Seretide 25/125 inhalasjonsaerosol, 00-1843 GLAXOSMITHKLINE AS, NO, OSLO Norway
suspensjon

Seretide 25/125 Inhalator CFK-vrij, UK/H/392/002 RVG 25866 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
aérosol, suspensie 25 microgram/125

microgram/dosis

Seretide 25/125 mikrogrami/deva 01-0452 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
aerosols inhalacijam, zem spiediena,

suspensija

Seretide 25/250 inhalasjonsaerosol, 00-1844 GLAXOSMITHKLINE AS, NO, OSLO Norway
suspensjon

Seretide 25/250 Inhalator CFK-vrij, UK/H/392/003 RVG 25867 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
aérosol, suspensie 25 microgram/250

microgram/dosis.

Seretide 25/250 mikrogrami/deva 01-0453 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
aerosols inhalacijam, zem spiediena,

suspensija

Seretide 25/50 inhalasjonsaerosol, 00-1842 GLAXOSMITHKLINE AS, NO, OSLO Norway
suspensjon

Seretide 25/50 Inhalator CFK-vrij, UK/H/392/001 RVG 25865 GLAXOSMITHKLINE BV, NL, ZEIST Netherlands
aérosol, suspensie 25 microgram/50

microgram/dosis

Seretide 25/50 Inhaler 14/023/03-C GLAXO GROUP LIMITED, GB, BRENTFORD Czech Republic
Seretide 25/50 mikrogrami/deva 01-0451 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
aerosols inhalacijam, zem spiediena,

suspensija

Seretide 250 Diskus 50 SE/H/169/002 PA 1077/46/2 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram/250 microgram/dose IE, DUBLIN

inhalation powder, pre-dispensed

Seretide 250 Evohaler 25 UK/H/392/003 PA 1077/46/6 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram/250 microgram per IE, DUBLIN

metered dose pressurised inhalation,

suspension.

SERETIDE 250 INHALER UP/1-530-09/09-02/189 GLAXOSMITHKLINE D.O.0O., HR, ZAGREB Croatia
Seretide 250 Inhaler N 14/0115/01-S GLAXO GROUP LIMITED, GB, BRENTFORD Slovakia

List of nationally authorised medicinal products
EMA/485794/2015

Page 14/26



microgramos/250
microgramos/inhalacién, polvo para
inhalacion

SERETIDE 250 microgrammes/25 UK/H/0392/003 NL26160 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
microgrammes/dose, suspension pour FR, MARLY LE ROI

inhalation en flacon pressurisé

Seretide 250, (250 pg + 25 9071 GLAXOSMITHKLINE EXPORT LTD, GB, Poland
ng)/dawky inhalacyjn[!, aerozol BRENTFORD

inhalacyjny, zawiesina

Seretide 50 Evohaler 25 UK/H/392/001 PA 1077/46/4 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram/50 microgram per IE, DUBLIN

metered dose pressurised inhalation,

suspension.

Seretide 50 Evohaler 25 AA192/00904 GLAXOSMITHKLINE (IRELAND) LIMITED, Malta
microgram/50 microgram/dose IE, DUBLIN

pressurised inhalation, suspension

SERETIDE 50 INHALER UP/1-530-09/09-02/188 GLAXOSMITHKLINE D.O.O., HR, ZAGREB Croatia
Seretide 50 Inhaler N 14/0113/01-S GLAXO GROUP LIMITED, GB, BRENTFORD Slovakia
SERETIDE 50 microgrammes/25 UK/H/0392/001 NL26158 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
microgrammes/dose, suspension pour FR, MARLY LE ROI

inhalation en flacon pressurisé

Seretide 50, (50 tg + 25 pg)/dawky 9069 GLAXOSMITHKLINE EXPORT LTD, GB, Poland
inhalacyjn[!, aerozol inhalacyjny, BRENTFORD

zawiesina

Seretide 500 Diskus 50 SE/H/169/002 PA 1077/46/3 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram/500 microgram/dose IE, DUBLIN

inhalation powder, pre-dispensed.

Seretide Accuhaler 50 microgram SE/H/169/001 PL 10949/0314 GLAXO WELLCOME UK LTD, GB United Kingdom
/100 microgram /dose inhalation

powder, pre-dispensed.

Seretide Accuhaler 50 microgram SE/H/169/002 PL 10949/0315 GLAXO WELLCOME UK LTD, GB United Kingdom
/250 microgram /dose inhalation

powder, pre-dispensed.

Seretide Accuhaler 50 microgram SE/H/169/003 PL 10949/0316 GLAXO WELLCOME UK LTD, GB United Kingdom
/500 microgram /dose inhalation

powder, pre-dispensed.

Seretide Accuhaler 50 SE/H/0169/001 62.667 GLAXOSMITHKLINE, S.A., ES, MADRID Spain
microgramos/100

microgramos/inhalacion, polvo para

inhalacion.

Seretide Accuhaler 50 SE/H/0169/002 62.668 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain
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Seretide Accuhaler 50 SE/H/0169/002 62.669 GLAXOSMITHKLINE S.A., ES, TRES CANTOS | Spain
microgramos/500
microgramos/inhalacion, polvo para
inhalacion
Seretide Diskus 50 microgrammi/500 | SE/H/169/002 034371068/M GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
SERETIDE DISKUS 100 SE/H/0169/001 NL25846 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
microgrammes/50 FR, MARLY LE ROI
microgrammes/dose, poudre pour
inhalation en récipient unidose
SERETIDE DISKUS 100, 272599 GLAXO WELLCOME UK LIMITED TRADING Estonia
inhalatsioonipulber AS GLAXO WELLCOME OPERATIONS, GB,
BRENTFORD
SERETIDE DISKUS 250 SE/H/169/002 NL25847 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
microgrammes/50 FR, MARLY LE ROI
microgrammes/dose, poudre pour
inhalation en récipient unidose
SERETIDE DISKUS 250, 272499 GLAXO WELLCOME UK LIMITED TRADING Estonia
inhalatsioonipulber AS GLAXO WELLCOME OPERATIONS, GB,
BRENTFORD
Seretide Diskus 50 microgram/100 SE/H/169/001 RVG 23529 GLAXOSMITHKLINE B.V., NL, ZEIST Netherlands
microgram/dosis - inhalatiepoeder,
voorverdeeld.
Seretide Diskus 50 microgram/250 SE/H/169/002 RVG 23530 GLAXOSMITHKLINE B.V., NL, ZEIST Netherlands
microgram/dosis - inhalatiepoeder,
voorverdeeld.
Seretide Diskus 50 microgram/500 SE/H/169/003 RVG 23531 GLAXOSMITHKLINE B.V., NL, ZEIST Netherlands
microgram/dosis - inhalatiepoeder,
voorverdeeld.
Seretide Diskus 50 SE/H/169/001 BE200855 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Belgium
microgrammes/100
microgrammes/dose, poudre pour
inhalation en récipient unidose.
Seretide Diskus 50 SE/H/169/001 0260/09/02/0197 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Luxembourg
microgrammes/100
microgrammes/dose, poudre pour
inhalation en récipient unidose.
Seretide Diskus 50 SE/H/169/002 BE200873 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Belgium
microgrammes/250
microgrammes/dose, poudre pour
inhalation en récipient unidose
Seretide Diskus 50 SE/H/169/002 0260/09/02/0198 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Luxembourg

microgrammes/250
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microgrammes/dose, poudre pour
inhalation en récipient unidose

Seretide Diskus 50 SE/H/169/003 BE200882 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Belgium
microgrammes/500
microgrammes/dose, poudre pour
inhalation en récipient unidose.
Seretide Diskus 50 SE/H/169/003 0260/09/02/0199 GLAXOSMITHKLINE PHARMACEUTICALS S.A | Luxembourg
microgrammes/500
microgrammes/dose, poudre pour
inhalation en récipient unidose.
Seretide Diskus 50 microgrammi/100 | SE/H/169/001 034371070 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/100 | SE/H/169/001 034371043 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/100 | SE/H/169/001 034371017 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/250 | SE/H/169/002 034371082 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/250 | SE/H/169/002 034371056 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/250 | SE/H/169/002 034371029 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/500 | SE/H/169/003 034371094 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 microgrammi/500 | SE/H/169/003 034371031 GLAXOSMITHKLINE S.P.A., IT, VERONA Italy
microgrammi/dose di polvere per
inalazione in contenitore monodose
Seretide Diskus 50 mikr6g/100 980374 GLAXOSMITHKLINE EHF., IS, REYKJAVIK Iceland
mikrég/skammt innondunarduft,
afmeeldir skammtar

Seretide Diskus 50 mikr6g/250 980375 GLAXOSMITHKLINE EHF., IS, REYKJAVIK Iceland
mikrég/skammt innéndunarduft,
afmeeldir skammtar

Seretide Diskus 50 mikr6g/500 980376 GLAXOSMITHKLINE EHF., IS, REYKJAVIK Iceland
mikrég/skammt innondunarduft,
afmeeldir skammtar
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Seretide Diskus 50 mikrogram/250
mikrogram/dos inhalationspulver,
avdelad dos

SE/H/169/002

14592

GLAXOSMITHKLINE AB, SE, SOLNA

Sweden

Seretide Diskus 50 mikrograma+100
mikrograma u jednoj dozi, praSak
inhalata, dozirani

UP/1-530-09/11-02/350

GLAXOSMITHKLINE D.O.O., HR, ZAGREB

Croatia

Seretide Diskus 50 mikrograma+250
mikrograma u jednoj dozi, prasSak
inhalata, dozirani

UP/1-530-09/11-02/351

GLAXOSMITHKLINE D.O.0O., HR, ZAGREB

Croatia

Seretide Diskus 50 mikrograma+500
mikrograma u jednoj dozi, prasSak
inhalata, dozirani

UP/1-530-09/11-02/352

GLAXOSMITHKLINE D.O.O., HR, ZAGREB

Croatia

SERETIDE DISKUS 50
mikrogramov/100
mikrogramov/odmerek prasek za
inhaliranje, odmerjeni

5363-1-279/13

GSK D.O.0O., SI, LJUBLJANA

Slovenia

SERETIDE DISKUS 50
mikrogramov/250
mikrogramov/odmerek prasek za
inhaliranje, odmerjeni

5363-1-281/13

GLAXOSMITHKLINE D.O.O., SI, LJUBLJANA

Slovenia

SERETIDE DISKUS 50
mikrogramov/250
mikrogramov/odmerek prasek za
inhaliranje, odmerjeni

5363-1-280/13

GLAXOSMITHKLINE D.O.O., SI, LJUBLJANA

Slovenia

SERETIDE DISKUS 50
mikrogramov/500
mikrogramov/odmerek prasek za
inhaliranje, odmerjeni

5363-1-283/13

GLAXOSMITHKLINE D.O.0O., Sl, LJUBLJANA

Slovenia

SERETIDE DISKUS 50
mikrogramov/500
mikrogramov/odmerek prasek za
inhaliranje, odmerjeni

5363-1-282/13

GLAXOSMITHKLINE D.O.0O., SlI, LJUBLJANA

Slovenia

Seretide Diskus 50/100

14/101/00-C

GLAXO GROUP LIMITED, GB, BRENTFORD

Czech Republic

Seretide Diskus 50/100

14/0171/99-S

GLAXO GROUP LIMITED, GB, BRENTFORD

Slovakia

Seretide Diskus 50/100
inhalasjonspulver, dosedispenert

98/4517

GLAXOSMITHKLINE AS, NO, OSLO

Norway

Seretide Diskus 50/100
microgram/dose inhalation powder,
pre-dispensed.

18634

GLAXO GROUP LIMITED, GB, BRENTFORD

Cyprus

Seretide Diskus 50/100 mikrog/annos
inhalaatiojauhe, annosteltu.

SE/H/169/001

13822

GLAXOSMITHKLINE QY, FI, ESPOO

Finland
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MIKpoypaupapia/doon KOVEWG yia
glonvon o€ d00EIC

Seretide Diskus 50/100 00-0933 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
mikrogrami/deva pulveris inhalacijam

Seretide Diskus 50/100 OGYI-T-7626/01 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalacios

por

Seretide Diskus 50/100 LT/1/99/0481/001 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramy/dozéje dozuoti VILNIUS

ikvepiamieji milteliai

Seretide Diskus 50/100 pulbere de 5797/2013/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
inhalat

Seretide Diskus 50/100 SE/H/169/001 44888/27-6-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece
MIKpoypaupapia/doon KOVEWG yia

gignvon og ddaosIg

Seretide Diskus 50/250 14/102/00-C GLAXO GROUP LIMITED, GB, BRENTFORD Czech Republic
Seretide Diskus 50/250 14/0172/99-S GLAXO GROUP LIMITED, GB, BRENTFORD Slovakia
Seretide Diskus 50/250 98/4518 GLAXOSMITHKLINE AS, NO, OSLO Norway
inhalasjonspulver, dosedispenert

Seretide Diskus 50/250 18635 GLAXO GROUP LIMITED, GB, BRENTFORD Cyprus
microgram/dose inhalation powder,

pre-dispensed.

Seretide Diskus 50/250 mikrog/annos | SE/H/169/002 13823 GLAXOSMITHKLINE QY, FI, ESPOO Finland
inhalaatiojauhe, annosteltu

Seretide Diskus 50/250 00-0934 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
mikrogrami/deva pulveris inhalacijam

Seretide Diskus 50/250 OGYI-T-7626/02 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalaciés

por

Seretide Diskus 50/250 LT/1/99/0481/002 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramy/dozéje dozuoti VILNIUS

ikvepiamieji milteliai

Seretide Diskus 50/250 LT/1/99/0481/003 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramuy/dozéje dozuoti VILNIUS

ikvepiamieji milteliai

Seretide Diskus 50/250 Pulbere de 5798/2013/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
inhalat

Seretide Diskus 50/250 SE/H/169/002 44890/27-6-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece

Seretide Diskus 50/500

14/103/00-C

GLAXO GROUP LIMITED, GB, BRENTFORD

Czech Republic
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Seretide Diskus 50/500 14/0173/99-S GLAXO GROUP LIMITED, GB, BRENTFORD Slovakia
Seretide Diskus 50/500 98/4519 GLAXOSMITHKLINE AS, NO, OSLO Norway
inhalasjonspulver, dosedispenert
Seretide Diskus 50/500 18636 GLAXO GROUP LIMITED, GB, BRENTFORD Cyprus
microgram/dose inhalation powder,
pre-dispensed.
Seretide Diskus 50/500 mikrog/annos | SE/H/169/003 13824 GLAXOSMITHKLINE OY, FI, ESPOO Finland
inhalaatiojauhe, annosteltu
Seretide Diskus 50/500 00-0935 GLAXOSMITHKLINE LATVIA SIA, LV, RIGA Latvia
mikrogrami/deva pulveris inhalacijam
Seretide Diskus 50/500 OGYI-T-7626/03 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalaciés
por
Seretide Diskus 50/500 LT/1/99/0481/004 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramuy/dozéje dozuoti VILNIUS
ikvepiamieji milteliai
Seretide Diskus 50/500 Pulbere de 5799/2013/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
inhalat
Seretide Diskus 50/500 SE/H/169/002 44893/27-6-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece
MIKpoypaupapia/doon KOVEWG yia
glgnvon og d00EIC
SERETIDE DISKUS 500 SE/H/0169/003 NL25848 LABORATOIRE GLAXOSMITHKLINE S.A.S., France
microgrammes/50 FR, MARLY LE ROI
microgrammes/dose, poudre pour
inhalation en récipient unidose
SERETIDE DISKUS 500, 458604 GLAXO WELLCOME UK LIMITED TRADING Estonia
inhalatsioonipulber AS GLAXO WELLCOME OPERATIONS, GB,

BRENTFORD
Seretide Diskus and associated names MA 192/00901 GLAXOSMITHKLINE (IRELAND) LIMITED, Malta
50 microgram/100 microgram/dose IE, DUBLIN
inhalation powder, pre-dispensed
Seretide Diskus and associated names MA 192/00902 GLAXOSMITHKLINE (IRELAND) LIMITED, Malta
50 microgram/250 microgram/dose IE, DUBLIN
inhalation powder, pre-dispensed
Seretide Diskus and associated names MA 192/00903 GLAXOSMITHKLINE (IRELAND) LIMITED, Malta
50 microgram/500 microgram/dose IE, DUBLIN
inhalation powder, pre-dispensed
Seretide Diskus forte 50 SE/H/169/003 14593 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
mikrogram/500 mikrogram/dos
inhalationspulver, avdelad dos
Seretide Diskus forte 50 SE/H/169/002 1-22900 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria

Mikrogramm/500 Mikrogramm -

WIEN
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einzeldosiertes Pulver zur Inhalation

mikrogramm/adag tulnyomasos

Seretide Diskus levis 50 SE/H/169/001 1-22902 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria
Mikrogramm/100 Mikrogramm - WIEN

einzeldosiertes Pulver zur Inhalation

Seretide Diskus mite 50 SE/H/169/001 14591 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
mikrogram/100 mikrogram/dos

inhalationspulver, avdelad dos

Seretide Diskus standard 50 SE/H/169/002 1-22901 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria
Mikrogramm/250 Mikrogramm - WIEN

einzeldosiertes Pulver zur Inhalation

Seretide Dysk 100, (100 pg + 50 8324 GLAXOSMITHKLINE EXPORT LTD, GB, Poland
pg)/dawk inhalacyjn , proszck do BRENTFORD

inhalacji

Seretide Dysk 250, (250 pg + 50 8325 GLAXOSMITHKLINE EXPORT LTD, GB, Poland
ug)/dawk inhalacyjn , proszck do BRENTFORD

inhalacji

Seretide Dysk 500, (500 mg + 50 8326 GLAXOSMITHKLINE EXPORT LTD, GB, Poland
mg)/dawke inhalacyjna, proszek do BRENTFORD

inhalacji

Seretide Evohaler 25 microgram /125 | UK/H/392/002 PL 10949/0338 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension.

Seretide Evohaler 25 microgram /250 | UK/H/392/003 PL 10949/0339 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension

Seretide Evohaler 25 microgram /50 UK/H/392/001 PL10949/0337 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension.

Seretide Evohaler 25 mikrog/125 UK/H/392/002 16182 GLAXOSMITHKLINE QY, FI, ESPOO Finland
mikrog/annos inhalaatiosumute,

suspensio

Seretide Evohaler 25 mikrog/250 UK/H/392/003 16183 GLAXOSMITHKLINE QY, FI, ESPOO Finland
mikrog/annos inhalaatiosumute,

suspensio

Seretide Evohaler 25 mikrogram/125 UK/H/392/002 19166 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
mikrogram/dos inhalationsspray,

suspension

Seretide Evohaler 25/125 19511 GLAXO WELLCOME LTD, GB, GREENFORD Cyprus
microgram/dose pressurised

inhalation, suspension.

Seretide Evohaler 25/125 OGYI-T-8652/02 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
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inhalécios szuszpenzid

micrograme/125 micrograme
suspensie de inhalat presurizata

Seretide Evohaler 25/250 OGYI-T-8652/03 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
mikrogramm/adag tulnyomasos

inhalacios szuszpenzid

Seretide Evohaler 25/50 19553 GLAXO WELLCOME LTD, GB, GREENFORD Cyprus
microgram/dose pressurised

inhalation, suspension.

Seretide Evohaler 25/50 UK/H/392/001 16181 GLAXOSMITHKLINE QY, FI, ESPOO Finland
mikrog/annos inhalaatiosumute

Seretide Evohaler 25/50 OGYI-T-8652/01 GLAXOSMITHKLINE KFT., HU, BUDAPEST Hungary
mikrogramm/adag tulnyomasos

inhalacios szuszpenzid

Seretide Evohaler forte 25 UK/H/392/003 19167 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
mikrogram/250 mikrogram/dos

inhalationsspray, suspension

Seretide Evohaler mite 25 UK/H/392/001 19165 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
mikrogram/50 mikrogram/dos

inhalationsspray, suspension

Seretide forte 25 Mikrogramm/250 UK/H/392/003 1-23944 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria
Mikrogramm pro SpruhstoR - WIEN

Druckgasinhalation

Seretide Inhaler 25 pikpoypappapia UK/H/392/002 28387/11-5-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece
/125 pikpoypappdpia/doon

EVaIWPNKATOC Yia glonvon und nison.

Seretide Inhaler 25 pikpoypappapia UK/H/392/003 28388/11-5-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece
/250 pikpoypapudpia/doon

EVaIWPNKATOC Yia gignvor und nison

Seretide Inhaler 25 pikpoypapuapia UK/H/392/001 28386/11-5-11 GLAXOSMITHKLINE AEBE, GR, ATHENS Greece
/50 pikpoypappapia/doon

EVAIWPNKATOG Yia glgnvon und nison

Seretide Inhaler 25/125 LT/1/01/1576/002 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramai/dozéje suslégta VILNIUS

inhaliaciné suspensija

Seretide Inhaler 25/250 LT/1/01/1576/003 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramy/dozéje suslegta VILNIUS

inhaliaciné suspensija

Seretide Inhaler 25/50 LT/1/01/1576/001 GLAXOSMITHKLINE LIETUVA UAB, LV, Lithuania
mikrogramy/dozéje suslegta VILNIUS

inhaliaciné suspensija

Seretide Inhaler CFC-Free 25 886/2008/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
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Seretide Inhaler CFC-Free 25 887/2008/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
micrograme/250 micrograme

suspensie de inhalat presurizata

Seretide Inhaler CFC-Free 25 885/2008/01 GLAXO WELLCOME LTD, GB, GREENFORD Romania
micrograme/50 micrograme

suspensie de inhalat presurizata

SERETIDE INHALER, 25/125 406203 GLAXO WELLCOME UK LIMITED TRADING Estonia
mikrogrammi inhalatsiooniaerosool, AS GLAXO WELLCOME OPERATIONS, GB,

suspensioon BRENTFORD

SERETIDE INHALER, 25/250 406303 GLAXO WELLCOME UK LIMITED TRADING Estonia
mikrogrammi inhalatsiooniaerosool, AS GLAXO WELLCOME OPERATIONS, GB,

suspensioon BRENTFORD

SERETIDE INHALER, 25/50 406403 GLAXO WELLCOME UK LIMITED TRADING Estonia
mikrogrammi inhalatsiooniaerosool, AS GLAXO WELLCOME OPERATIONS, GB,

suspensioon BRENTFORD

Seretide levis 25 Mikrogramm/50 UK/H/392/001 1-23942 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria
Mikrogramm pro SpruhstofR3 - WIEN

Druckgasinhalation

Seretide standard 25 UK/H/392/002 1-23943 GLAXOSMITHKLINE PHARMA GMBH., AT, Austria
Mikrogramm/125 Mikrogramm pro WIEN

Sprihstol - Druckgasinhalation

SLFP Inhaler 25 microgram/125 UK/H/4997/002 PL 10949/0377 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram per metered dose

pressurised inhalation, suspension

SLFP Inhaler 25 microgram/250 UK/H/4997/003 PL 10949/0378 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram per metered dose

pressurised inhalation, suspension.

SLFP Inhaler 25 microgram/50 UK/H/4997/001 PL 10949/0376 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram per metered dose

pressurised inhalation, suspension.

Thoreus Diskus 50/100 OGYI-T-9182/01 MONTROSE KFT, HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalacios

por

Thoreus Diskus 50/250 OGYI-T-9182/02 MONTROSE KFT, HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalacios

por

Thoreus Diskus 50/500 OGYI-T-9182/03 MONTROSE KFT, HU, BUDAPEST Hungary
mikrogramm/adag adagolt inhalaciés

por

THOREUS EVOHALER 25/125 UK/H/4997/002 OGYI1-T-22409/02 MONTROSE KFT, HU, BUDAPEST Hungary

mikrogramm/adag tulnyomasos
inhalacios szuszpenzid
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THOREUS EVOHALER 25/250 UK/H/4997/003 OGYI-T-22409/03 MONTROSE KFT, HU, BUDAPEST Hungary
mikrogramm/adag tulnyomasos

inhalacios szuszpenzid

THOREUS EVOHALER 25/50 UK/H/4997/001 OGYI-T-22409/01 MONTROSE KFT, HU, BUDAPEST Hungary
mikrogramm/adag tulnyomasos

inhalaciés szuszpenzid

Viani 125 Evohaler 25 microgram/125 | UK/H/398/002 PA 1077/50/5 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram per metered dose IE, DUBLIN

pressurised inhalation, suspension.

Viani 250 Evohaler 25 microgram/250 | UK/H/398/003 PA 1077/50/6 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram per metered dose IE, DUBLIN

pressurised inhalation, suspension.

Viani 50 Evohaler 25 microgram/50 UK/H/398/003 PA 1077/50/6 GLAXOSMITHKLINE (IRELAND) LIMITED, Ireland
microgram per metered dose IE, DUBLIN

pressurised inhalation, suspension.

Viani Diskus mite inhalationspulver SE/H/170/001 14594 GLAXOSMITHKLINE AB, SE, SOLNA Sweden
avdelad dos 50 mikrogram/100

mikrogram/dos

Viani Evohaler 25 microgram /125 UK/H/398/02 PL 10949/0342 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension

Viani Evohaler 25 microgram /250 UK/H/398/003 PL 10949/0343 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension.

Viani Evohaler 25 microgram /50 UK/H/398/001 PL 10949/0341 GLAXO WELLCOME UK LTD, GB United Kingdom
microgram/dose pressurised

inhalation, suspension

Viani® 50 pg/250 ug SE/H/170/002 44918.01.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Diskus®Einzeldosiertes Pulver zur MUNCHEN

Inhalation

Viani® Dosier-Aerosol 25 pg/125 pg UK/H/398/002 50681.01.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Druckgasinhalation, Suspension MUNCHEN

Viani® forte 50 ng/500 pg SE/H/170/003 44918.02.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Diskus®Einzeldosiertes Pulver zur MUNCHEN

Inhalation

Viani® forte Dosier-Aerosol 25 UK/H/398/003 50681.02.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
1g/250 pg Druckgasinhalation, MUNCHEN

Suspension

Viani® mite 50 pg/100 pg SE/H/170/001 44918.00.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany
Diskus®Einzeldosiertes Pulver zur MUNCHEN

Inhalation

Viani® mite Dosier-Aerosol 25 pg/50 UK/H/398/001 50681.00.00 GLAXOSMITHKLINE GMBH & CO. KG, DE, Germany

ug Druckgasinhalation, Suspension

MUNCHEN
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Cepetng Ouckyc 50 mnkporpama/100 20000234 GLAXOSMITHKLINE EOOD, BG, SOFIA Bulgaria
MWKpoOrpama/nosa, npax 3a
MHXanauus, npeaBapuTesHo AO3UpaH
Cepetug Aunckyc 50 mmkporpama/250 20000233 GLAXOSMITHKLINE EOOD, BG, SOFIA Bulgaria
MWKpoOrpama/aosa, npax 3a
MHXanauus, NnpeaBapuTesHo AO3UpaH
Cepetng Ouckyc 50 mnkporpama/500 20000232 GLAXOSMITHKLINE EOOD, BG, SOFIA Bulgaria
MWKpoOrpama/nosa, npax 3a
MHXanauus, NnpeaBapuTesHO AO3UpaH
AirFluSal Forspiro 50 micrograms + SE/H/1323/002 20140018 SANDOZ PHARMACEUTICALS D.D. Bulgaria
500 micrograms/dose inhalation
powder, predispensed
Airflusal® Forspiro® 50 SE/H/1323/002 89724.00.00 HEXAL AG Germany
Mikrogramm/500 Mikrogramm/Dosis,
einzeldosiertes Pulver zur Inhalation
AirFluSol® Forspiro® 50 SE/H/1323/002 OGYI-T-22596/01 SANDOZ HUNGARIA KFT Hungary
mikrogramm/500 mikrogramm/adag OGYI-T-22596/02
adagolt inhalaciés por OGYI-T-22596/03
Airflusal Forspiro 50 SE/H/1323/002 2014090214 SANDOZ N.V. Luxembourg
microgrammes/500
microgrammes/dose poudre pour
inhalation en récipient unidose
AirFluSal Forspiro 50 micrograme/500 | SE/H/1323/002 6124/2014/01 S.C. SANDOZ S.R.L. Romania
micrograme/doza, pulbere unidoza de 6124/2014/02
inhalat 6124/2014/03

6124/2014/04

6124/2014/05

6124/2014/06

6124/2014/07
Salmetorol/Fluticasone Sandoz 50 SE/H/1323/002 49086 SANDOZ A/S Sweden
mikrogram/500 mikrogram/dos
inhalationspulver, avdelad dos
Airflusal® Forspiro® 50 SE/H/1323/002 BE447591 SANDOZ N.V. Belgium
microgram/500 microgram/dosis
inhalatiepoeder, voorverdeeld
Airflusal Forspiro, 50 mikrogram/250 SE/H/1321/001 49081 SANDOZ A/S Sweden
mikrogram/dos, inhalationspulver,
avdelad dos
Airflusal Forspiro 50 mikrogram/500 SE/H/1321/002 49082 SANDOZ A/S Sweden
mikrogram/dos, inhalationspulver,
avdelad dos
AirFluSal Forspiro SE/H/1321/001 52138 SANDOZ A/S Denmark
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AirFluSal Forspiro SE/H/1321/002 52138 SANDOZ A/S Denmark

Airflusal Forspiro 50 mikrogram/500 SE/H/1321/002 13-9438 SANDOZ A/S Norway
mikrogram/dose inhalasjonspulver,
dosedispensert

Airflusal Forspiro 50 mikrogram/250 SE/H/1321/001 13-9437 SANDOZ A/S Norway
mikrogram/dose inhalasjonspulver,
dosedispensert
Salmeterol/Fluticasone Hexal, 50 SE/H/1322/002 49084 HEXAL AG Sweden
mikrogram/500 mikrogram/dos
inhalationspulver, avdelad dos
Airflusal® Forspiro® 50 SE/H/1322/002 89722.00.00 HEXAL AG Germany
Mikrogramm/500 Mikrogramm/Dosis
einzeldosiertes Pulver zur Inhalation
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