EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

11 January 2018
EMA/34978/2018
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: formoterol

Procedure no.: PSUSA/00001469/201705

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2018. Reproduction is authorised provided the source is acknowledged.



Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Mikrogramm/Dosis,
Pulver zur Inhalation

number
Formoterol Exeltis 12 SE/H/1364/001 137352 EXELTIS GERMANY GMBH AT
Mikrogramm Hartkapseln
mit Pulver zur Inhalation
Foradil 12 Mikrogramm - | not available 1-21406 NOVARTIS PHARMA GMBH AT
Kapseln zur
Trockeninhalation
Novolizer Formoterol DE/H/0571/001 1-26573 MEDA PHARMA GMBH AT
Meda 12 Mikrogramm
Pulver zur Inhalation
Novolizer Formoterol DE/H/0571/002 1-26572 MEDA PHARMA GMBH AT
Meda 6 Mikrogramm
Pulver zur Inhalation
Forair 12 Mikrogramm DE/H/0527/001 1-25954 CHIESI FARMACEUTICI AT
Druckgasinhalation, S.P.A.
LOsung
Oxis Turbohaler 6 ug - SE/H/0121/001 1-21897 ASTRAZENECA OSTERREICH | AT
Dosier-Pulverinhalator GMBH
Oxis Turbohaler 12 ug - SE/H/0121/002 1-21896 ASTRAZENECA OSTERREICH | AT
Dosier-Pulverinhalator GMBH
Foradil 12 Mikrogramm not available BE178087 NOVARTIS PHARMA N.V. BE
Hartkapsel mit Pulver zur
Inhalation
Foradil 12 microgram not available BE178087 NOVARTIS PHARMA N.V. BE
inhalatiepoeder in harde
capsules
Foradil 12 not available BE178087 NOVARTIS PHARMA N.V. BE
microgrammes, poudre
pour inhalation en
gélules
Novolizer Formoterol 6 DE/H/0571/001 BE 285765 S.A. MEDA PHARMA N.V. BE
microgrammes/dose,
poudre pour inhalation
Novolizer Formoterol 6 DE/H/0571/001 BE 285765 S.A. MEDA PHARMA N.V. BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Novolizer Formoterol 12
Mikrogramm/Dosis,
Pulver zur Inhalation

DE/H/0571/002

BE 285774

S.A. MEDA PHARMA N.V.

BE

Novolizer Formoterol 6
microgram/dosis,
inhalatiepoeder.

DE/H/0571/001

BE 285765

S.A. MEDA PHARMA N.V.

BE

NOVOLIZER
FORMOTEROL 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

BE 285774

S.A. MEDA PHARMA N.V.

BE

NOVOLIZER
FORMOTEROL 12
microgram,
inhalatiepoeder

DE/H/0571/002

BE 285774

S.A. MEDA PHARMA N.V.

BE

Formagal 12
microgrammes, poudre
pour inhalation en
gélules.

FI/H/0738/001

BE367796

LABORATOIRES SMB S.A.

BE

Formagal 12 microgram
inhalatiepoeder in harde
capsules.

FI/H/0738/001

BE367796

LABORATOIRES SMB S.A.

BE

Formagal 12
Mikrogramm,
Hartkapseln mit Pulver
zur Inhalation

FI/H/0738/001

BE367796

LABORATOIRES SMB S.A.

BE

FORMOAIR 12
microgrammes, solution
pour inhalation en flacon
pressurisé

DE/H/0527/001

BE312453

CHIESI SA/NV

BE

Formoair 12 microgram,
Aérosol, oplossing

DE/H/0527/001

BE312453

CHIESI SA/NV

BE

Formoair 12 Mikrogramm
Druckgasinhalation,
Lésung

DE/H/0527/001

BE312453

CHIESI SA/NV

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
OXIS TURBOHALER 4,5 SE/H/0121/001 BE185963 ASTRAZENECA S.A. / N.V. BE
microgrammes/dose,
poudre pour inhalation
OXIS TURBOHALER 9 SE/H/0121/002 BE185954 NV ASTRAZENECA SA BE
microgrammes/dose,
poudre pour inhalation
Oxis Turbohaler 9 SE/H/0121/002 BE185954 NV ASTRAZENECA SA BE
microgram/dose,
inhalatiepoeder
Oxis Turbuhaler 4.5 SE/H/0121/001 BE185963 NV ASTRAZENECA SA BE
microgram/dose,
inhalatiepoeder
®opTynuH Hoeonarisep 6 | DE/H/3703/001 20140340 MEDA PHARMA GMBH & CO. BG
MuKporpama / KG
BrrpbCKBaHe npax 3a
MHXxasnaums
®opTynuH HoBonarisep DE/H/3703/002 20140341 MEDA PHARMA GMBH & CO. BG
12 mukporpama / KG
BrrpbCKBaHe npax 3a
MHXasnaums
ATUMOC 12 not available 20060684 CHIESI PHARMACEUTICALS BG
MUKporpama/ nosa GMBH
pas3TBOp noj HansgraHe
3a MHxanaums
Foradil ® not available 18494 NOVARTIS CY
PHARMACEUTICALS UK
LIMITED
Oxis Turbuhaler, 4.5 not available 17419 ASTRAZENECA AB CY
micrograms/dose,
inhalation powder
Oxis Turbuhaler, 9 not available 17420 ASTRAZENECA AB CY
micrograms/dose,
inhalation powder
Bronchovent 6 ug / dose | not available 21595 MEDOCHEMIE LTD. CY
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Mikrogramm/Inhalation
Pulver zur Inhalation

KG

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Bronchovent 12 pg / not available 21601 MEDOCHEMIE LTD. CcY

dose

Aircosona 12 SE/H/1364/001 14/268/15-C PHARMASWISS CESKA cz

mikrogram@ prasek k REPUBLIKA S.R.O.

inhalaci v tvrdé tobolce

Fortulin Novolizer 12 DE/H/3703/002 14/178/15-C MEDA PHARMA S.R.O. Ccz

mikrogram@ prasek k

inhalaci

Fortulin Novolizer 6 DE/H/3703/001 14/177/15-C MEDA PHARMA S.R.O. cz

mikrogram@ prasek k

inhalaci

2,5 mg potahované not available 14/156/98-C NOVARTIS, S.R.O. cz

tablety

Atimos 12ug roztok k DE/H/0528/001 14/216/05-C CHIESI PHARMACEUTICALS Ccz

inhalaci v tlakovém obalu GMBH

Formoterol Easyhaler 12 FI/H/0448/001 14/344/05-C ORION CORPORATION cz

mikrogramuty/davka

Prések k inhalaci

Formoterol AL 12 SE/H/1364/001 91324.00.00 ALIUD PHARMA GMBH DE

Mikrogramm/Dosis

Hartkapseln mit Pulver

zur Inhalation

Formatris 6 Mikrogramm | not available 55200.00.00 MEDA PHARMA GMBH & CO. DE

Novolizer KG

Formatris 12 not available 55200.01.00 MEDA PHARMA GMBH & CO. DE

Mikrogramm Novolizer KG

Asmelor Novolizer 12 DE/H/3703/002/DC 88535.00.00 MEDA PHARMA GMBH & CO. DE

Mikrogramm/Inhalation KG

Pulver zur Inhalation

Asmelor Novolizer 6 DE/H/3703/001/DC 88534.00.00 MEDA PHARMA GMBH & CO. DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Formoterol AL 12
Mikrogramm/Dosis
Hartkapseln mit Pulver
zur Inhalation

FI/H/0758/001

84474.00.00

ALIUD PHARMA GMBH

DE

Formoterol Sandoz 12
Mikrogramm/Dosis
Hartkapseln mit Pulver
zur Inhalation

DE/H/4757/001

84475.00.00

HEXAL AG

DE

Foradil® P

12 Mikrogramm,
Hartkapseln mit Pulver
zur Inhalation

not available

33442.00.01

NOVARTIS PHARMA GMBH

DE

Formotop® 6
Mikrogramm Novolizer®

not available

55198.00.00

ASTELLAS PHARMA GMBH

DE

Formotop® 12
Mikrogramm Novolizer®

not available

55198.01.00

ASTELLAS PHARMA GMBH

DE

Atifor Chiesi 12
Mikrogramm
Druckgasinhalation,
Ldsung

DE/H/0528/001

59067.00.00

CHIESI FARMACEUTICI
S.P.A.

DE

Formoterol Novolizer 6
Mikrogramm, Pulver zur
Inhalation

DE/H/0571/001

55199.00.00

MEDA PHARMA GMBH & CO.

KG

DE

Formoterol Novolizer 12
Mikrogramm, Pulver zur
Inhalation

DE/H/0571/002

55199.01.00

MEDA PHARMA GMBH & CO.

KG

DE

Forair® 12 Mikrogramm
Druckgasinhalation,
Lésung

not available

59068.00.00

CHIESI GMBH

DE

Atifor® 12 Mikrogramm
Druckgasinhalation,
Losung

not available

59069.00.00

CHIESI GMBH

DE

Formo-Aristo® 12
Mikrogramm Hartkapseln
mit Pulver zur Inhalation

FI/H/0738/01

79798.00.00

ARISTO PHARMA GMBH
(ART 57)

DE
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mikrogrammi/annuses
inhalatsiooniaerosool,
lahus

GMBH

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Forair Chiesi 12 DE/H/0527/001 59066.00.00 CHIESI FARMACEUTICI DE

Mikrogramm S.P.A.

Druckgasinhalation,

Losung

Oxis® Turbohaler® 6 SE/H/0121/001 39806.00.00 ASTRAZENECA GMBH DE

Mikrogramm Pulver zur

Inhalation

Oxis® Turbohaler® 12 SE/H/0121/002 39806.01.00 ASTRAZENECA GMBH DE

Mikrogramm Pulver zur

Inhalation

Formatris Novolizer DE/H/3703/002 51889 MEDA AS DK

Formatris Novolizer DE/H/3703/001 51888 MEDA AS DK

Formostad, FI/H/0758/001 48208 STADA ARZNEIMITTEL AG DK

inhalationspulver i

kapsler

Foradil not available 15765 NOVARTIS HEALTHCARE A/S | DK

Formo Easyhaler FI1/H/0448/001 37799 ORION CORPORATION DK

Oxis Turbuhaler, SE/H/0121/002 30072 ASTRAZENECA A/S DK

inhalationspulver

Oxis Turbuhaler, SE/H/0121/001 30071 ASTRAZENECA A/S DK

inhalationspulver

Inhafort, 12 SE/H/1364/001 865515 PHARMASWISS CESKA EE

mikrogrammi REPUBLIKA S.R.O.

inhalatsioonipulber

kbvakapslites

FORADIL AEROLIZER 12 not available 387402 NOVARTIS FINLAND OY EE

mikrogrammi

inhalatsioonipulber

kbvakapslites

Atimos, 12 DE/H/0528/001 522806 CHIESI PHARMACEUTICALS EE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

OXIS TURBUHALER, 9
mikrogrammi/annuses
inhalatsioonipulber

not available

251199

ASTRAZENECA AB

EE

OXIS TURBUHALER, 4,5
mikrogrammi/annuses
inhalatsioonipulber

not available

251099

ASTRAZENECA AB

EE

Fomeda Easyhaler, 12
mikrogrammi annuses
inhalatsioonipulber

FI/H/0448/001

486405

ORION CORPORATION

EE

FORMOTEROL ALDO-
UNION 12 ug polvo para
inhalacion

not available

66.558

LABORATORIO ALDO-
UNION, S.L.

ES

Foradil® Aerolizer® 12
microgramos polvo para
inhalacion (capsula dura)

not available

62.197

NOVARTIS FARMACEUTICA
S.A.

ES

Broncoral Neo 12
microgramos/pulsacion,
Solucién para inhalacion
en envase a presion

DE/H/0528/001

67037

CHIESI ESPANA, S.A.

ES

Formatris Novolizer® 12
microgramos/dosis polvo
para inhalacién

DE/H/0571/002

68063

MEDA PHARMA S.L.

ES

Formatris Novolizer® 6
microgramos/dosis polvo
para inhalacién

DE/H/0571/001

68064

MEDA PHARMA S.L.

ES

OXIS TURBUHALER 9
microgramos/inhalaciéon
polvo para inhalacién

SE/H/0121/002

61.667

LABORATORIO TAU S.A.

ES

OXIS TURBUHALER 4,5
microgramos/inhalaciéon
polvo para inhalacién

SE/H/0121/001

61.666

LABORATORIO TAU S.A.

ES

Formatris Novolizer 12
mikrog/annos
inhalaatiojauhe

DE/H/3703/002

31218

MEDA OY

FI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Formatris Novolizer 6
mikrog/annos
inhalaatiojauhe

DE/H/3703/001

31217

MEDA OY

FI

Formatris Novolizer 6
mikrog/dos
inhalationspulver

DE/H/3703/001

31217

MEDA OY

FI

Formatris Novolizer 12
mikrog/dos
inhalationspulver

DE/H/3703/002

31218

MEDA OY

FI

Formoterol STADA 12
mikrogrammaa
inhalaatiojauhe; kapseli,
kova

FI/H/0758/001

29159

STADA ARZNEIMITTEL AG

Fl

Formoterol Hexal 12
mikrog inhalaatiojauhe,
kapseli, kova

DE/H/4757/001

29160

HEXAL AG

FI

Foradil 12 mikrog/annos
inhalaatiojauhe, kapseli,
kova

not available

11845

NOVARTIS FINLAND OY

FI

Foradil 12 mikrog/dos
inhalationspulver, hard
kapsel

not available

11845

NOVARTIS FINLAND OY

FI

Cycloterol 12 mikrog
inhalaatiojauhe, kova
kapseli

FI/H/0738/001

20674

LABORATOIRES SMB S.A.

Fl

Formoterol Easyhaler 12
mikrogram/dos
inhalationspulver

F1/H/0448/001

18816

ORION CORPORATION

Fl

Formoterol Easyhaler®
12 mikrog/annos
inhalaatiojauhe

F1/H/0448/001

18816

ORION CORPORATION

Fl

Oxis® Turbuhaler® 12
mikrog/annos
inhalaatiojauhe

SE/H/0121/002

12550

ASTRAZENECA OY

FI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxis® Turbuhaler® 6
mikrog/annos
inhalaatiojauhe

SE/H/0121/001

12549

ASTRAZENECA OY

FI

FORMOTEROL MYLAN 12
microgrammes, poudre
pour inhalation en gélule

SE/H/1347/001

NL 43538

MYLAN S.A.S

FR

FORADIL 12
microgrammes, poudre
pour inhalation en gélule

not available

3400933773373

NOVARTIS PHARMA S.A.S.

FR

FORADIL 12
microgrammes, poudre
pour inhalation en gélule

not available

3400933773434

NOVARTIS PHARMA S.A.S.

FR

FORADIL 12
microgrammes, poudre
pour inhalation en gélule

not available

3400957067793

NOVARTIS PHARMA S.A.S.

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

376 727-4

MEDA PHARMA SAS

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

376 728-0

MEDA PHARMA SAS

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

376 726-8

MEDA PHARMA SAS

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

498 918-9

MEDA PHARMA SAS

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

569 881-5

MEDA PHARMA SAS

FR

ASMELOR NOVOLIZER 12
microgrammes/dose,
poudre pour inhalation

DE/H/0571/002

376 729-7

MEDA PHARMA SAS

FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number
FORMOTEROL ZENTIVA SE/H/1353/001 34009 280 30740 SANOFI-AVENTIS FRANCE FR

12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 280 306 8 9 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 2803051 1 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 280 308 0 1 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 280 303 9 9 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 2803022 1 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 280 30450 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule

FORMOTEROL ZENTIVA SE/H/1353/001 34009 280309 79 SANOFI-AVENTIS FRANCE FR
12 microgrammes,
poudre pour inhalation
en gélule
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

HIKpoypaupapia/doon,
Kovic yia sionvon

number
FORMOAIR 12 DE/H/0527/001 34009 374 166 5 8 CHIESI FARMACEUTICI FR
microgrammes/dose, S.P.A.
solution pour inhalation
en flacon pressurisé
FORMOAIR 12 DE/H/0527/001 34009 369 512 6 6 CHIESI FARMACEUTICI FR
microgrammes/dose, S.P.A.
solution pour inhalation
en flacon pressurisé
FORMOAIR 12 DE/H/0527/001 34009 369 5132 7 CHIESI FARMACEUTICI FR
microgrammes/dose, S.P.A.
solution pour inhalation
en flacon pressurisé
Fortulin Novolizer 6 DE/H/3703/001 7073/29-01-2015 MEDA PHARMACEUTICALS GR
HIKpoypaupapia/ddon S.A.
KOVIC yla €lgnvon
Fortulin Novolizer 12 DE/H/3703/002 7074/29-01-2015 MEDA PHARMACEUTICALS GR
HIKpoypaupapia/ddon S.A.
KOVIC yla €lgnvon
Foradil®, Kovig yia not available 227190201 NOVARTIS (HELLAS) GR
gionvon (okANpO Kaywdkio S.A.C.I.
Twv 12 ug)
Foradil®, Kovig yia not available 227190202 NOVARTIS (HELLAS) GR
gionvon (OkANpO Kaywdkio S.A.C.I.
Twv 12 ug)
FORMO-HALER® 12 not available 86336/1-10-2014 IASIS PHARMA GR
pug/dose
FORAIR 12 DE/H/0527/001 61778/4-8-2016 CHIESI HELLAS A.E.B.E. GR
MIKpoypapuapia/Yyekaop
0, d1dAupa yia ionvon
uno nieon.
Oxez Turbuhaler, 4,5 SE/H/0121/001 58327/12-9-2008 ASTRAZENECA S.A GR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mikrogramm/adag
adagolt inhal&ciés por

number
Oxez Turbuhaler, 9 SE/H/0121/002 58328/12-9-2008 ASTRAZENECA S.A GR
MIKpOypapuapia/doon,
Kovic yia signvon
Andipulm 12 pg / d6on not available 86342 MEDOCHEMIE HELLAS SA GR
Fortulin Novolizer 12 DE/H/3703/002 HR-H-259526080 MEDA PHARMA GMBH & CO. HR
mikrograma/ dozi, KG
prasak inhalata
Fortulin Novolizer 6 DE/H/3703/001 HR-H-468889579 MEDA PHARMA GMBH & CO. HR
mikrograma/ dozi, KG
prasak inhalata
Atimos 12 mikrograma not available UP/1-530-09/11-01/580 CHIESI PHARMACEUTICALS HR
po potisku, stlaceni GMBH
inhalat, otopina
Foradil 12 mikrogramm not available OGYI-T-4656/01 NOVARTIS HUNGARIA KFT. HU
inhalaciés por kemény PHARMA
kapszuladban
Foradil 12 mikrogramm not available OGYI-T-4656/02 NOVARTIS HUNGARIA KFT. HU
inhalaciés por kemény PHARMA
kapszuladban
Atimos 12 DE/H/0528/001 OGYI-T-10307/03 CHIESI PHARMACEUTICALS HU
mikrogramm/befljas GMBH
tdlnyomasos inhalacios
oldat
Atimos 12 DE/H/0528/001 OGYI-T-10307/01 CHIESI PHARMACEUTICALS HU
mikrogramm/befljas GMBH
tulnyomasos inhalacios
oldat
Atimos 12 DE/H/0528/001 OGYI-T-10307/02 CHIESI PHARMACEUTICALS HU
mikrogramm/befljas GMBH
tdlnyomasos inhalacios
oldat
Oxis Turbuhaler 4,5 not available OGYI-T-6264/01 ASTRAZENECA KFT. HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inhalation powder

number
Formoterol Easyhaler 12 FI/H/0448/001 OGYI-T-10 480/01 ORION CORPORATION HU
mikrogramm/adag
inhalaciés por
Formoterol Easyhaler 12 FI/H/0448/001 OGYI-T-10 480/02 ORION CORPORATION HU
mikrogramm/adag
inhalaciés por
Formoterol Easyhaler 12 FI/H/0448/001 OGYI-T-10 480/03 ORION CORPORATION HU
mikrogramm/adag
inhalaciés por
Forair 12 DE/H/0527/001 OGYI-T-10306/03 CHIESI FARMACEUTICI HU
mikrogramm/befljas S.P.A.
tdlnyomasos inhalacios
oldat
Forair 12 DE/H/0527/001 OGYI-T-10306/01 CHIESI FARMACEUTICI HU
mikrogramm/befljas S.P.A.
tulnyomasos inhalacios
oldat
Forair 12 DE/H/0527/001 OGYI-T-10306/02 CHIESI FARMACEUTICI HU
mikrogramm/befljas S.P.A.
tulnyomasos inhalacios
oldat
FORADIL®AEROLIZER® not available PA 13/89/1 NOVARTIS IE
12 MICROGRAM PHARMACEUTICALS UK
INHALATION POWDER, LIMITED
HARD CAPSULES
Novolizer Formoterol 12 DE/H/0571/002 PA1332/22/2 MEDA HEALTH SALES IE
micrograms/dose IRELAND LIMITED
inhalation powder
Novolizer Formoterol 6 DE/H/0571/001 PA1332/22/1 MEDA HEALTH SALES IE
micrograms/dose IRELAND LIMITED
inhalation powder
Oxis Turbohaler 6, SE/H/0121/001 PA 970/48/1 ASTRAZENECA UK LIMITED IE
inhalation powder
Oxis Turbohaler 12, SE/H/0121/002 PA 970/48/2 ASTRAZENECA UK LIMITED IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxis Turbuhaler, 4,5
mikrogromm/skammt,
inndndunarduft.

not available

960107 (IS)

ASTRAZENECA A/S

IS

Oxis Turbuhaler, 9
mikrogrémm/skammt,
inndbndunarduft.

not available

960108 (IS)

ASTRAZENECA A/S

FORADIL 12 mcg polvere
per inalazione, capsule
rigide

not available

027660051

NOVARTIS EUROPHARM
LIMITED

FORADIL 12 mcg polvere
per inalazione, capsule
rigide

not available

027660075

NOVARTIS EUROPHARM
LIMITED

FORADIL 12
mcg/erogazione
soluzione pressurizzata
per inalazione

not available

027660099

NOVARTIS EUROPHARM
LIMITED

Formoterolo Viatris
Novolizer 6
microgrammi/dose
polvere per inalazione

DE/H/0571/001

037316015

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 6
microgrammi/dose
polvere per inalazione

DE/H/0571/001

037316027

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 6
microgrammi/dose
polvere per inalazione

DE/H/0571/001

037316039

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 6
microgrammi/dose
polvere per inalazione

DE/H/0571/001

037316041

MEDA PHARMA S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Formoterolo Viatris
Novolizer 6
microgrammi/dose
polvere per inalazione

DE/H/0571/001

037316054

MEDA PHARMA S.P.A.

IT

Formoterolo Viatris
Novolizer 12
microgrammi/dose
polvere per inalazione

DE/H/0571/002

037316066

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 12
microgrammi/dose
polvere per inalazione

DE/H/0571/002

037316078

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 12
microgrammi/dose
polvere per inalazione

DE/H/0571/002

037316080

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 12
microgrammi/dose
polvere per inalazione

DE/H/0571/002

037316092

MEDA PHARMA S.P.A.

Formoterolo Viatris
Novolizer 12
microgrammi/dose
polvere per inalazione

DE/H/0571/002

037316104

MEDA PHARMA S.P.A.

ATIMOS 12
mcg/erogazione
soluzione pressurizzata
per inalazione

not available

035791058

CHIESI FARMACEUTICI
S.P.A.

ATIMOS 12
mcg/erogazione
soluzione pressurizzata
per inalazione

not available

035791060

CHIESI FARMACEUTICI
S.P.A.
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

microgrammi/dose,
polvere per inalazione

number
ATIMOS 6 not available 035791045 CHIESI FARMACEUTICI IT
mcg/erogazione S.P.A.
soluzione pressurizzata
per inalazione
ATIMOS 6 not available 035791033 CHIESI FARMACEUTICI IT
mcg/erogazione S.P.A.
soluzione pressurizzata
per inalazione
LIFEROL 6 not available 035793037 MASTER PHARMA S.R.L. IT
mcg/erogazione
soluzione pressurizzata
per inalazione
LIFEROL 6 not available 035793049 MASTER PHARMA S.R.L. IT
mcg/erogazione
soluzione pressurizzata
per inalazione
LIFEROL 12 not available 035793064 MASTER PHARMA S.R.L. IT
mcg/erogazione
soluzione pressurizzata
per inalazione
LIFEROL 12 not available 035793052 MASTER PHARMA S.R.L. IT
mcg/erogazione
soluzione pressurizzata
per inalazione
ATIMOS 12 mcg polvere not available 035791019 CHIESI FARMACEUTICI IT
per inalazione S.P.A.
ATIMOS 12 mcg polvere not available 035791021 CHIESI FARMACEUTICI IT
per inalazione S.P.A.
LIFEROL 12 mcg polvere not available 035793025 MASTER PHARMA S.R.L. IT
per inalazione
LIFEROL 12 mcg polvere not available 035793013 MASTER PHARMA S.R.L. IT
per inalazione
Oxis Turbohaler 4,5 SE/H/0121/001 033312012 ASTRAZENECA S.P.A. IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mikrogramy jkvepiamieji
milteliai (kietosios
kapsulés)

REPUBLIKA S.R.O.

number
Oxis Turbohaler 4,5 SE/H/0121/001 033312036 ASTRAZENECA S.P.A. IT
microgrammi/dose,
polvere per inalazione
Oxis Turbohaler 9 SE/H/0121/002 033312024 ASTRAZENECA S.P.A. IT
microgrammi/dose,
polvere per inalazione
Oxis Turbohaler 9 SE/H/0121/002 033312048 ASTRAZENECA S.P.A. IT
microgrammi/dose,
polvere per inalazione
Aircosona 12 SE/H/1364/001 LT/1/15/3740/001 PHARMASWISS CESKA LT
mikrogramu ikvepiamieji REPUBLIKA S.R.O.
milteliai (kietosios
kapsules)
Aircosona 12 SE/H/1364/001 LT/1/15/3740/002 PHARMASWISS CESKA LT
mikrogramy jkvepiamieji REPUBLIKA S.R.O.
milteliai (kietosios
kapsulés)
Aircosona 12 SE/H/1364/001 LT/1/15/3740/003 PHARMASWISS CESKA LT
mikrogramy jkvepiamieji REPUBLIKA S.R.O.
milteliai (kietosios
kapsulés)
Aircosona 12 SE/H/1364/001 LT/1/15/3740/004 PHARMASWISS CESKA LT
mikrogramy jkvepiamieji REPUBLIKA S.R.O.
milteliai (kietosios
kapsulés)
Aircosona 12 SE/H/1364/001 LT/1/15/3740/005 PHARMASWISS CESKA LT
mikrogramy jkvepiamieji REPUBLIKA S.R.O.
milteliai (kietosios
kapsulés)
Aircosona 12 SE/H/1364/001 LT/1/15/3740/006 PHARMASWISS CESKA LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Aircosona 12
mikrogramy jkvepiamieji
milteliai (kietosios
kapsulés)

SE/H/1364/001

LT/1/15/3740/007

PHARMASWISS CESKA
REPUBLIKA S.R.O.

LT

Aircosona 12
mikrogramy jkvepiamieji
milteliai (kietosios
kapsulés)

SE/H/1364/001

LT/1/15/3740/008

PHARMASWISS CESKA
REPUBLIKA S.R.O.

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/012

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/013

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/014

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/015

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/016

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/017

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/018

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/019

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/020

MEDA PHARMA SIA

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/021

MEDA PHARMA SIA

LT

Fortulin Novolizer 12
mikrogramuy/dozéje
jkvepiamieji milteliai

DE/H/3703/002

LT/1/14/3587/022

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/001

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/002

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/003

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/004

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/005

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/006

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/007

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/008

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/009

MEDA PHARMA SIA

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/010

MEDA PHARMA SIA

LT

Fortulin Novolizer 6
mikrogramai/dozéje
jkvepiamieji milteliai

DE/H/3703/001

LT/1/14/3587/011

MEDA PHARMA SIA

LT

Foradil Aerolizer 12
mikrogramy jkvepiamieji
milteliai (kietosios
kapsulés)

not available

LT/1/97/2248/001

NOVARTIS FINLAND OY

LT

Atimos 12
mikrogramy/dozéje
suslégtas inhaliacinis
tirpalas

DE/H/0528/001

LT/1/07/0803/001

CHIESI PHARMACEUTICALS
GMBH

LT

Atimos 12
mikrogramuy/dozéje
suslégtas inhaliacinis
tirpalas

DE/H/0528/001

LT/1/07/0803/002

CHIESI PHARMACEUTICALS
GMBH

LT

Atimos 12
mikrogramuy/dozéje
suslégtas inhaliacinis
tirpalas

DE/H/0528/001

LT/1/07/0803/003

CHIESI PHARMACEUTICALS
GMBH

LT

Fomeda Easyhaler 12
mikrogramuy/dozéje
jkvepiamieji milteliai

F1/H/0448/001

LT/1/05/0396/001

ORION CORPORATION

LT

Fomeda Easyhaler 12
mikrogramy/dozéje
jkvepiamieji milteliai

F1/H/0448/001

LT/1/05/0396/002

ORION CORPORATION

LT

Fomeda Easyhaler 12
mikrogramy/dozéje
jkvepiamieji milteliai

F1/H/0448/001

LT/1/05/0396/003

ORION CORPORATION

LT

Novolizer Formoterol 6
microgrammes/dose,
poudre pour inhalation

DE/H/0571/001

2007/020027

S.A. MEDA PHARMA N.V.

LU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Novolizer Formoterol 6
Mikrogramm/Dosis,
Pulver zur Inhalation

DE/H/0571/001

2007/020027

S.A. MEDA PHARMA N.V.

LU

Novolizer Formoterol 12
Mikrogramm/Dosis,
Pulver zur Inhalation

DE/H/0571/001

2007/020028

S.A. MEDA PHARMA N.V.

LU

NOVOLIZER
FORMOTEROL 12
microgrammes/dose,
poudre pour inhalation.

DE/H/0571/001

2007020028

S.A. MEDA PHARMA N.V.

LU

Formagal 12
microgrammes, poudre
pour inhalation en
gélules

not available

2013060173

LABORATOIRES SMB S.A.

LU

Formagal 12
Mikrogramm,
Hartkapseln mit Pulver
zur Inhalation

not available

2013060173

LABORATOIRES SMB S.A.

LU

OXIS TURBOHALER 9
microgrammes/dose,
poudre pour inhalation

SE/H/0121/002

0173/09020191

ASTRAZENECA S.A. / N.V.

LU

OXIS TURBOHALER 4,5
microgrammes/dose,
poudre pour inhalation

SE/H/0121/001

0173/09020190

NV ASTRAZENECA SA

LU

Inhafort 12 mikrogrami
inhalacijas pulveris cieta
kapsula

SE/H/1364/001

15-0049

PHARMASWISS CESKA
REPUBLIKA S.R.O.

LV

Foradil® Aerolizer® 12
mikrogrami inhalacijas
pulveris cietas kapsulas.

not available

98-0742

NOVARTIS FINLAND OY

LV

ATIMOS 12

mikrogrami/izsmidzinaju
ma aerosols inhalacijam,
zem spiediena, Skidums

DE/H/0528/001

07-0102

CHIESI PHARMACEUTICALS
GMBH

LV
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inhalatiepoeder 6
microgram/dosis

number
Oxis Turbuhaler 4,5 not available 98-0533 ASTRAZENECA AB LV
mikrogrami/deva
inhalacijas pulveris
Oxis Turbuhaler 9 not available 98-0532 ASTRAZENECA AB LV
mikrogrami/deva
inhalacijas pulveris
Fomeda Easyhaler 12 FI/H/0448/001 05-0308 ORION CORPORATION LV
mikrogramu/deva
inhalacijas pulveris
FORADIL® not available MA088/01201 NOVARTIS MT
AEROLIZER®, 12 PHARMACEUTICALS UK
microgram inhalation LIMITED
powder, hard capsules
Oxis Turbohaler 6, not available MA 010/00101 ASTRAZENECA UK LIMITED MT
inhalation powder
Oxis Turbohaler 12, not available MA 010/00102 ASTRAZENECA UK LIMITED MT
inhalation powder
Atimos Modulite 12 not available AA173/00402 CHIESI FARMACEUTICI MT
micrograms/actuation S.P.A.
pressurised inhalation
solution
Foradil Inhalatiepoeder, not available RVG 17158 NOVARTIS PHARMA B.V. NL
inhalatiepoeder in
capsules 12 microgram
Atimos 12 microgram, DE/H/0528/001 RVG 31994 CHIESI PHARMACEUTICALS NL
Aérosol, oplossing B.V.
Formoterol Novolizer 6 DE/H/0571/001 RVG 32968 MEDA PHARMA B.V. NL
microgram,
inhalatiepoeder
Formoterol Novolizer 12 DE/H/0571/002 RVG 32969 MEDA PHARMA B.V. NL
microgram,
inhalatiepoeder
Oxis 6 Turbuhaler, SE/H/0121/001 RVG 21026 ASTRAZENECA BV NL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxis 12 Turbuhaler,
inhalatiepoeder 12
microgram/dosis

SE/H/0121/002

RVG 21027

ASTRAZENECA BV

NL

Formatris 6 mikrog/dose
inhalatsjospulver "MEDA"

DE/H/3703/001

12-9360

MEDA AS

NO

Formatris 12
mikrog/dose
inhalajsonspulver
"MEDA"

DE/H/3703/002

12-9361

MEDA AS

NO

Oxis Turbuhaler 4,5
mikrogram/dose,
inhalasjonspulver

not available

96-1295

ASTRAZENECA AS

NO

Oxis Turbuhaler 9
mikrogram/dose,
inhalasjonspulver

not available

96-1296

ASTRAZENECA AS

NO

Inhafort, 12
mikrogramoéw, proszek
do inhalacji w kapsutce,
twardej

SE/H/1364/001

22466

EXELTIS POLAND SP. Z O.0O.

PL

Foradil, 12
mikrogramow, proszek
do inhalacji w kapsutkach
twardych

not available

7929

NOVARTIS POLAND SP. Z O.

O.

PL

Atimos, 12

mikrogramoéw/dawke
odmierzong, aerozol
inhalacyjny, roztwor

DE/H/0528/001

12407

CHIESI FARMACEUTICI
S.P.A.

PL

OXIS TURBUHALER, 4,5
MIKROGRAMA/DAWKE,
PROSZEK DO INHALACIJI

not available

4452

ASTRAZENECA AB

PL

OXIS TURBUHALER, 9
MIKROGRAMOW/DAWKE,
PROSZEK DO INHALACIJI

not available

4453

ASTRAZENECA AB

PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Oxodil PPH, 12 FI/H/0738/001 17886 ZAKLADY FARMACEUTYCZNE | PL
mikrogramow, proszek "POLPHARMA" SPOLKA
do inhalacji w kapsutce AKCYJINA
twardej
Formoterol Easyhaler, 12 | FI/H/0448/001 11778 ORION CORPORATION PL
mikrogramoéw/dawke
odmierzona, proszek do
inhalacji
Formoterol Mylan 12 SE/H/1347/001 5721113 MYLAN, LDA PT
microgramas po para
inalacdo, capsula
Formoterol Mylan 12 SE/H/1347/001 5721105 MYLAN, LDA PT
microgramas po para
inalacdo, capsula
Foradil 12 microgramas not available 2328086 NOVARTIS FARMA - PT
po para inalagdo, capsula PRODUTOS
FARMACEUTICOS S.A.
Foradil 12 microgramas not available 2328185 NOVARTIS FARMA - PT
po6 para inalagéo, capsula PRODUTOS
FARMACEUTICOS S.A.
Foradil 12 microgramas not available 2328284 NOVARTIS FARMA - PT
po6 para inalagéo, capsula PRODUTOS
FARMACEUTICOS S.A.
Atimos, 12 DE/H/0528/001 5744081 CHIESI FARMACEUTICI PT
microgramas/inalacao, S.P.A.
solucdo pressurizada
para inalacdo
Atimos, 12 DE/H/0528/001 5492285 CHIESI FARMACEUTICI PT
microgramas/inalacao, S.P.A.
solugao pressurizada
para inalacao
Atimos, 12 DE/H/0528/001 5492186 CHIESI FARMACEUTICI PT

microgramas/inalacao,
solucdo pressurizada
para inalacdo

S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

microgramas/dose, pé
para inalacao

FARMACEUTICOS LDA

number
Formoterol Novolizer 6 DE/H/0571/001 5711486 MEDA PHARMA — PRODUTOS | PT
microgramas/dose, po FARMACEUTICOS, S.A.
para inalacao
Formoterol Novolizer 6 DE/H/0571/001 5711585 MEDA PHARMA — PRODUTOS | PT
microgramas/dose, po FARMACEUTICOS, S.A.
para inalacdo
Formoterol Novolizer 12 DE/H/0571/002 5711783 MEDA PHARMA — PRODUTOS | PT
microgramas/dose, po FARMACEUTICOS, S.A.
para inalacdo
Formoterol Novolizer 12 DE/H/0571/002 5711684 MEDA PHARMA — PRODUTOS | PT
microgramas/dose, po FARMACEUTICOS, S.A.
para inalacdo
Forair, 12 DE/H/0527/001 5744180 CHIESI FARMACEUTICI PT
microgramas/inalacéao, S.P.A.
solucdo pressurizada
para inalacao
Forair, 12 DE/H/0527/001 5492384 CHIESI FARMACEUTICI PT
microgramas/inalacao, S.P.A.
solugado pressurizada
para inalacao
Forair, 12 DE/H/0527/001 5492483 CHIESI FARMACEUTICI PT
microgramas/inalacao, S.P.A.
solucdo pressurizada
para inalacdo
Oxis Turbohaler 4,5 SE/H/0121/001 2712685 ASTRAZENECA PRODUTOS PT
microgramas/dose po6 FARMACEUTICOS LDA
para inalacdo
Oxis Turbohaler 4,5 SE/H/0121/001 4240883 ASTRAZENECA PRODUTOS PT
microgramas/dose po6 FARMACEUTICOS LDA
para inalacdo
Oxis Turbohaler, 9 SE/H/0121/002 2712784 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

micrograme/doza
pulbere de inhalat

KG

number
Oxis Turbohaler, 9 SE/H/0121/002 4240586 ASTRAZENECA PRODUTOS PT
microgramas/dose, po FARMACEUTICOS LDA
para inalacao
Oxis Turbohaler, 9 SE/H/0121/002 4240388 ASTRAZENECA PRODUTOS PT
microgramas/dose, po FARMACEUTICOS LDA
para inalacdo
Oxis Turbohaler, 9 SE/H/0121/002 4240487 ASTRAZENECA PRODUTOS PT
microgramas/dose, po FARMACEUTICOS LDA
para inalacdo
Oxis Turbohaler 4,5 SE/H/0121/001 4240784 ASTRAZENECA PRODUTOS PT
microgramas/dose po6 FARMACEUTICOS LDA
para inalacdo
Oxis Turbohaler 4,5 SE/H/0121/001 2540284 ASTRAZENECA PRODUTOS PT
microgramas/dose po6 FARMACEUTICOS LDA
para inalacao
Oxis Turbohaler 4,5 SE/H/0121/001 4240685 ASTRAZENECA PRODUTOS PT
microgramas/dose po6 FARMACEUTICOS LDA
para inalacao
Oxis Turbohaler, 9 SE/H/0121/002 2540383 ASTRAZENECA PRODUTOS PT
microgramas/dose, pé FARMACEUTICOS LDA
para inalacao
Fortulin Novolizer 12 DE/H/3703/002 6581/2014/01 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/01 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 12 DE/H/3703/002 6581/2014/02 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 12 DE/H/3703/002 6581/2014/03 MEDA PHARMA GMBH & CO. RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

micrograme/doza
pulbere de inhalat

KG

number

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/04 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/05 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/06 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/07 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/08 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/09 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/10 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 12 DE/H/3703/002 6581/2014/11 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 6 DE/H/3703/001 6580/2014/02 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 6 DE/H/3703/001 6580/2014/03 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG

pulbere de inhalat

Fortulin Novolizer 6 DE/H/3703/001 6580/2014/04 MEDA PHARMA GMBH & CO. RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Inhalationspulver, hard
kapsel

S.A.

number
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/05 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/06 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/07 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/08 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/09 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/10 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
Fortulin Novolizer 6 DE/H/3703/001 6580/2014/11 MEDA PHARMA GMBH & CO. RO
micrograme/doza KG
pulbere de inhalat
ATIMOS 0,012 mg/doza not available 7657/2006/01 CHIESI PHARMACEUTICALS RO
solutie de inhalat GMBH
presurizata
ATIMOS 0,012 mg/doza not available 7657/2006/02 CHIESI PHARMACEUTICALS RO
solutie de inhalat GMBH
presurizata
ATIMOS 0,012 mg/doza not available 7657/2006/03 CHIESI PHARMACEUTICALS RO
solutie de inhalat GMBH
presurizata
Fenorol 12 mikrogram SE/H/1364/001 50397 LABORATORIOS LICONSA, SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

FORMOTEROL MYLAN 12
microgram powder for
inhalation, hard capsule

SE/H/1347/001

49460

MYLAN S.A.S

SE

Formatris Novolizer 6
mikrogram/dos
inhalationspulver

not available

19827

MEDA AB

SE

Formatris Novolizer 12
mikrogram/dos
inhalationspulver

not available

19828

MEDA AB

SE

Formoterol Novolizer 6
mikrogram/dos
inhalationspulver

not available

19829

MEDA AB

SE

Formoterol Novolizer 12
mikrogram/dos
inhalationspulver

not available

19830

MEDA AB

SE

Formo Novolizer 6
mikrogram/dos
inhalationspulver

not available

19831

MEDA AB

SE

Formo Novolizer 12
mikrogram/dos
inhalationspulver

not available

19832

MEDA AB

SE

Oxis Turbuhaler 4,5
mikrogram/dos,
inhalationspulver

SE/H/0121/001

13015

ASTRAZENECA AB

SE

Oxis Turbuhaler, 9
mikrogram/dos,
inhalationspulver

SE/H/0121/002

13016

ASTRAZENECA AB

SE

Fortulin Novolizer 12
mikrogramov/odmerek
prasek za inhaliranje

DE/H/3703/002

H/14/1936/012

MEDA PHARMA GMBH & CO.
KG

Sl

Fortulin Novolizer 12
mikrogramov/odmerek
prasek za inhaliranje

DE/H/3703/002

H/14/1936/013

MEDA PHARMA GMBH & CO.
KG

S
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mikrogramov/odmerek
prasek za inhaliranje

KG

number

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/014 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

praSek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/015 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

prasek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/016 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

prasek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/017 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

prasek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/018 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

praSek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/019 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

praSek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/020 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

praSek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/021 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

praSek za inhaliranje

Fortulin Novolizer 12 DE/H/3703/002 H/14/1936/022 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

prasek za inhaliranje

Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/001 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG

prasek za inhaliranje

Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/002 MEDA PHARMA GMBH & CO. | SI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mikrogramov/sprozitev
inhalacijska raztopina
pod tlakom

GMBH

number
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/003 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
praSek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/004 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
prasek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/005 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
prasek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/006 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
prasek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/007 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
praSek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/008 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
praSek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/009 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
praSek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/010 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
praSek za inhaliranje
Fortulin Novolizer 6 DE/H/3703/001 H/14/1936/011 MEDA PHARMA GMBH & CO. | SI
mikrogramov/odmerek KG
prasek za inhaliranje
Atimos 12 DE/H/0528/001 H/06/00233/001 CHIESI PHARMACEUTICALS S
mikrogramov/sprozitev GMBH
inhalacijska raztopina
pod tlakom
Atimos 12 DE/H/0528/001 H/06/00233/002 CHIESI PHARMACEUTICALS S
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Atimos 12 DE/H/0528/001 H/06/00233/003 CHIESI PHARMACEUTICALS Sl
mikrogramov/sprozitev GMBH
inhalacijska raztopina
pod tlakom
Oxis Turbuhaler 4,5 not available H/02/01200/001 ASTRAZENECA UK LIMITED S
mikrograma/odmerek
praSek za inhaliranje
Inhafort 12 mikrogramov | SE/H/1364/001 14/0126/15-S LADEEPHARMA SLOVAKIA, SK
inhalacny prasok v tvrdej S.R.O.
kapsule
Fortulin Novolizer 6 DE/H/3703/001 14/0308/14-S MEDA PHARMA SPOL. S R.O. | SK
mikrogramov inhalacny
prasSok
Fortulin Novolizer 12 DE/H/3703/002 14/0309/14-S MEDA PHARMA SPOL. S R.O. | SK
mikrogramov inhalacny
prasSok
Formostad 12 FI/H/0758/001 14/0283/12-S STADA ARZNEIMITTEL AG SK
mikrogramov inhalacny
prasok v tvrdej kapsule
Formoterol Sandoz 12 DE/H/4757/001 14/0497/12-S SANDOZ PHARMACEUTICALS | SK
mikrogramov inhalacny D.D.
prasok v tvrdej kapsule
Formyl 12 mikrogramov SE/H/1347/001 14/0186/17-S GENERICS [UK] LIMITED SK
inhalacny prasok v tvrdej
kapsule
Foradil not available 14/0172/98-S NOVARTIS, S.R.O. SK
Atimos 12 pg inhalacny DE/H/0528/001 14/0164/05-S CHIESI PHARMACEUTICALS SK
roztok v tlakovom obale GMBH
Oxis Turbuhaler 6 ug not available 14/0129/99-S ASTRAZENECA AB SK
inhalaény prasok
Formyl 12 mikrogramov SE/H/1347/001 14/0186/17-S GENERICS [UK] LIMITED SK

inhalacny prasok v tvrdej
kapsule
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inhalation powder

number
Formoterol Easyhaler 12 FI/H/0448/001 14/0399/05-S ORION CORPORATION SK
mikrogramov/davka,
inhalacny prasok
Foradil®, 12 micrograms | not available PL 00101/0494 NOVARTIS UK
inhalation powder, hard PHARMACEUTICALS UK
capsule LIMITED
Atimos Modulite 12 DE/H/0528/001 PL 08829/ 0154 CHIESI LIMITED UK
micrograms/actuation
pressurised inhalation
solution
Formatris Novolizer 6 DE/H/0571/001 PL 15142/0080 MEDA PHARMACEUTICALS UK
micrograms per LTD
actuation inhalation
powder
Formatris Novolizer 12 DE/H/0571/002 PL 15142/0081 MEDA PHARMACEUTICALS UK
micrograms per LTD
actuation inhalation
powder
Formoterol Easyhaler® DE/H/1939/001 PL 27925/0050 ORION CORPORATION UK
12 micrograms/dose
inhalation powder
Oxis Turbohaler 6, SE/H/0121/001 PL 17901/0154 ASTRAZENECA UK LIMITED UK
inhalation powder
Oxis Turbohaler 12, SE/H/0121/002 PL 17901/0153 ASTRAZENECA UK LIMITED UK
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