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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

EPOJTY3AJT ®OPCINPO
50 MMKPOI'PAMA + 250
MWKPOIPAMA /OO3A
MPAX 3A MHXANALMNA,
MPEABAPUTEJTHO
OO3NPAH

SE/H/1323/003

20150137

SANDOZ PHARMACEUTICALS

D.D.

BG

AirFluSol Forspiro 50
mikrogramm/250
mikrogramm/adag
adagolt inhalacids por

SE/H/1323/003

OGYI-T-22596/05

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/250
mikrogramm/adag
adagolt inhalaciés por

SE/H/1323/003

OGYI-T-22596/04

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/250
mikrogramm/adag
adagolt inhalacids por

SE/H/1323/003

OGYI-T-22596/06

SANDOZ HUNGARIA KFT

HU

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/01

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/02

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/03

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50

SE/H/1323/003

7673/2015/04

S.C. SANDOZ S.R.L.

RO
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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

micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/05

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/250
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/06

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/07

S.C. SANDOZ S.R.L.

RO

Salmeterol/Fluticasone
Sandoz 50
mikrogram/250
mikrogram/dos
Inhalationspulver,
avdelad dos

SE/H/1323/003

50816

SANDOZ A/S

SE

AirFluSal MDI 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension

NL/H/3708/001

PL 04416/1475

SANDOZ LTD

UK

AirFluSal® MDI 25
microgram/250
microgram per actuation
pressurised inhalation,

NL/H/3708/002

PL 04416/1476

SANDOZ LTD

UK
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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

suspension

Salmeterol/Fluticasonpro
pionaat Sandoz 25/125
microgram, aerosol,
suspensie

NL/H/3708/001

RVG 118834

SANDOZ B.V.

NL

Salmeterol/Fluticasonpro
pionaat Sandoz 25/250
microgram, aerosol,
suspensie

NL/H/3708/002

RVG 118835

SANDOZ B.V.

NL

PROPIONATE DE
FLUTICASONE/SALMETE
ROL MYLAN 100
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

not available

NL42622

MYLAN S.A.S

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL MYLAN 250
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

not available

NL42623

MYLAN S.A.S

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL MYLAN 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

not available

NL42624

MYLAN S.A.S

FR

Samtoral levis 25
Mikrogramm/50
Mikrogramm pro
SprihstoB -

DE/H/5771/001

1-23953

ALLEN PHARMAZEUTIKA
GESELLSCHAFT M.B.H.

AT
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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

Druckgasinhalation

Viani mite Dosier-Aerosol | DE/H/5771/001 50681.00.00 GLAXOSMITHKLINE GMBH & | DE
25 ug/50 pg CO. KG

Druckgasinhalation,

Suspension

Viani Evohaler 25 DE/H/5771/001 PL 10949/0341 GLAXO WELLCOME UK UK
microgram /50 LIMITED

microgram per metered
dose pressurised
inhalation, suspension

Samtoral standard 25 DE/H/5771/002 1-23954 ALLEN PHARMAZEUTIKA AT
Mikrogramm/125 GESELLSCHAFT M.B.H.
Mikrogramm pro

SprihstoB -

Druckgasinhalation

Viani Dosier-Aerosol 25 DE/H/5771/002 50681.01.00 GLAXOSMITHKLINE GMBH & | DE
Hg/125 ug CO. KG

Druckgasinhalation,

Suspension

Viani Evohaler 25 DE/H/5771/002 PL 10949/0342 GLAXO WELLCOME UK UK
microgram /125 LIMITED

microgram per metered
dose pressurised
inhalation, suspension

Samtoral forte 25 DE/H/5771/003 1-23955 ALLEN PHARMAZEUTIKA AT
Mikrogramm/250 GESELLSCHAFT M.B.H.
Mikrogramm pro

SprihstoB -

Druckgasinhalation

Viani forte Dosier- DE/H/5771/003 50681.02.00 GLAXOSMITHKLINE GMBH & | DE
Aerosol 25 pg/250 pg CO. KG

Druckgasinhalation,

Suspension

Viani Evohaler 25 DE/H/5771/003 PL 10949/0343 GLAXO WELLCOME UK UK
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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

microgram /250
microgram per metered
dose pressurised
inhalation, suspension

LIMITED

Airflusal® Forspiro® 50
microgramos/250
microgramos/inhalacién,
polvo para inhalacién
(unidosis)

SE/H/1446/001

80248

SANDOZ FARMACEUTICA,

S.A.

ES

Airflusal® Forspiro® 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién
(unidosis)

SE/H/1446/002

80249

SANDOZ FARMACEUTICA,

S.A.

ES

Mesaflu Forspiro

SE/H/1446/002

51635

SANDOZ A/S

SE

Mesaflu Forspiro

SE/H/1446/001

51634

SANDOZ A/S

SE

PROPIONATE DE
FLUTICASONE/SALMETE
ROL GSK 50
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

DE/H/5772/001

NL41205

LABORATOIRE
GLAXOSMITHKLINE

FR

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

DE/H/5772/002

NL41206

LABORATOIRE
GLAXOSMITHKLINE

FR

PROPIONATE DE
FLUTICASONE/SALMETE

DE/H/5772/003

NL41207

LABORATOIRE
GLAXOSMITHKLINE

FR
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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

ROL GSK 250
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

Salmeterol/Fluticasonpro
pionat Dosier-Aerosol
Cascan 25
Mikrogramm/50
Mikrogramm
Druckgasinhalation,
Suspension

DE/H/5772/001

85136.00.00

CASCAN GMBH & CO.KG

DE

SLFP Inhaler 25
microgram/50
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5772/001

PL 10949/0376

GLAXO WELLCOME UK LTD
TRADING AS
GLAXOSMITHKLINE UK

UK

Salmeterol/Fluticasonpro
pionat Dosier-Aerosol
Cascan 25
Mikrogramm/125
Mikrogramm
Druckgasinhalation,
Suspension

DE/H/5772/02

85137.00.00

CASCAN GMBH & CO.KG

DE

SLFP Inhaler 25
microgram/125
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5772/002

PL 10949/0377

GLAXO WELLCOME UK LTD
TRADING AS
GLAXOSMITHKLINE UK

UK

Salmeterol/Fluticasonpro
pionat Dosier-Aerosol
Cascan 25
Mikrogramm/250

DE/H/5772/03

85138.00.00

CASCAN GMBH & CO.KG

DE
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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

Mikrogramm
Druckgasinhalation,

Suspension

SLFP Inhaler 25 DE/H/5772/003 PL 10949/0378 GLAXO WELLCOME UK LTD UK
microgram/250 TRADING AS

microgram per metered GLAXOSMITHKLINE UK

dose pressurised
inhalation, suspension
Salflucombi Easyhaler 50 | SE/H/1699/002 83799 ORION CORPORATION ES
microgramos/500
microgramos/inhalacién,
polvo para inhalacién
Salflucombi Easyhaler, SE/H/1699/002 56292 ORION CORPORATION SE
50 mikrogram/500
mikrogram/dos
inhalationspulver
Anasma 25 not available 63.924 ALLEN FARMACEUTICA, S.A ES
microgramos/125
microgramos/inhalacién,
suspensién para
inhalacién en envase a
presion

Anasma 25 not available 63.925 ALLEN FARMACEUTICA, S.A ES
microgramos/250
microgramos/inhalacién,
suspensién para
inhalacidon en envase a
presion

Anasma 25 not available 63.923 ALLEN FARMACEUTICA, S.A ES
microgramos/50
microgramos/inhalacién,
suspension para
inhalacién en envase a
presion
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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

Salflumix Easyhaler 50
mikrogram/250
mikrogram/dos
inhalationspulver

SE/H/1692/001

56277

ORION CORPORATION

SE

Salflumix Easyhaler 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1692/002

56278

ORION CORPORATION

SE

Salflumix Easyhaler 50
mikrogrami/250
mikrogrami/deva
inhalacijas pulveris

SE/H/1692/01/DC

18-0072

ORION CORPORATION

LV

Salflumix Easyhaler 50
mikrogrami/500
mikrogrami/deva
inhalacijas pulveris

SE/H/1692/01/DC

18-0073

ORION CORPORATION

LV

Safumix Easyhaler 50
mikrogramm/250
mikrogramm/adag,
inhalacids por

SE/H/1692/001

OGYI-T-23372/01

ORION CORPORATION

HU

Safumix Easyhaler 50
mikrogramm/500
mikrogramm/adag,
inhalacids por

SE/H/1692/001

OGYI-T-23372/02

ORION CORPORATION

HU

Salflumix Easyhaler,
inhalationspulver

SE/H/1692/001

59399

ORION CORPORATION

DK

Salflumix Easyhaler,
inhalationspulver

SE/H/1692/001

59400

ORION CORPORATION

DK

Salflumix Easyhaler 50
mikrég/250
mikréog/skammt
inndéndunarduft

SE/H/1692/01/DC

1S/1/18/048/01

ORION CORPORATION

IS

Salflumix Easyhaler 50
mikrég/500

SE/H/1692/001

1S/1/18/048/02

ORION CORPORATION

IS
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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

mikrég/skammt
inndndunarduft

Salflumix Easyhaler 50
mikrog/250
mikrog/annos,
inhalaatiojauhe

SE/H/1692/001

35164

ORION CORPORATION

FI

Salflumix Easyhaler 50
mikrog/500
mikrog/annos,
inhalaatiojauhe

SE/H/1692/002

35165

ORION CORPORATION

FI

Salflumix Easyhaler 50
mikrogram/250
mikrogram/dos,
inhalationspulver

SE/H/1692/001

35164

ORION CORPORATION

FI

Salflumix Easyhaler 50
mikrogram/500
mikrogram/dos,
inhalationspulver

SE/H/1692/002

35165

ORION CORPORATION

FI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/davka
inhalacny prasok

SE/H/1692/001

14/0155/18-S

ORION CORPORATION

SK

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/davka
inhalacny prasok

SE/H/1692/001

14/0156/18-S

ORION CORPORATION

SK

Salflumix Easyhaler 50
mikrogrammi/250
mikrogrammi annuses,
inhalatsioonipulber

SE/H/1692/001

968318

ORION CORPORATION

EE

Salflumix Easyhaler 50
mikrogrammi/500
mikrogrammi annuses,
inhalatsioonipulber

SE/H/1692/002

968418

ORION CORPORATION

EE

List of nationally authorised medicinal products

EMA/326863/2020

Page 10/138




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

Salflumix Easyhaler 50
mikrogram/250
mikrogram per dose
inhalasjonspulver

SE/H/1692/001

17-11669

ORION CORPORATION

NO

Salflumix Easyhaler 50
mikrogram/500
mikrogram per dose
inhalasjonspulver

SE/H/1692/002

17-11670

ORION CORPORATION

NO

Flutisamix Easyhaler 50
microgrammes/250
microgrammes/dose,
poudre pour inhalation

SE/H/1692/001

BE530675

ORION CORPORATION

BE

Flutisamix Easyhaler 50
microgram/250
microgram/dosis,
inhalatiepoeder

SE/H/1692/001

BE530675

ORION CORPORATION

BE

Flutisamix Easyhaler 50
Mikrogramm/250
Mikrogramm/Dosis,
Pulver zur Inhalation

SE/H/1692/001

BE530675

ORION CORPORATION

BE

Flutisamix Easyhaler 50
microgrammes/500
microgrammes/dose,
poudre pour inhalation

SE/H/1692/002

BE530684

ORION CORPORATION

BE

Flutisamix Easyhaler 50
microgram/500
microgram/dosis,
inhalatiepoeder

SE/H/1692/002

BE530684

ORION CORPORATION

BE

Flutisamix Easyhaler 50
Mikrogramm/500
Mikrogramm/Dosis,
Pulver zur Inhalation

SE/H/1692/002

BE530684

ORION CORPORATION

BE

Salflumix Easyhaler 500
microgramas/dose + 50

SE/H/1692/002

5747027

ORION CORPORATION

PT
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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

microgramas/dose, pé
para inalacao

Salflumix Easyhaler 250
microgramas/dose + 50
microgramas/dose, pé
para inalacao

SE/H/1692/01

5747035

ORION CORPORATION

PT

Salflumix Easyhaler 50
mikrég/500
mikrog/skammt
innéndunarduft

SE/H/1692/002

14/151/17-C

ORION CORPORATION

Ccz

Salflumix Easyhaler 50
mikrég/250
mikrég/skammt
inndéndunarduft

SE/H/1692/01

14/150/17-C

ORION CORPORATION

Ccz

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/001-012

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/001-012

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/007

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/001

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/002

ORION CORPORATION

SI
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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

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/003

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/004

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/005

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/001

H/18/02477/006

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/008

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/009

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/0010

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje

SE/H/1692/002

H/18/02477/0011

ORION CORPORATION

SI

Salflumix Easyhaler 50
mikrogramov/500

SE/H/1692/002

H/18/02477/0012

ORION CORPORATION

SI
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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

mikrogramov/odmerek
prasek za inhaliranje

Salflumix Easyhaler, (50
mikrogramoéw + 500
mikrogramoéw)/dawke
odmierzong, proszek do
inhalacji

SE/H/1692/002

24929

ORION CORPORATION

PL

Salflumix Easyhaler, (50
mikrogramoéw + 250
mikrogramoéw)/dawke
odmierzong, proszek do
inhalacji

SE/H/1692/001

24928

ORION CORPORATION

PL

Flutisamix Easyhaler 50
microgrammes/250
microgrammes/dose,
poudre pour inhalation

SE/H/1692/001

2018110336

ORION CORPORATION

LU

Flutisamix Easyhaler 50
microgrammes/500
microgrammes/dose,
poudre pour inhalation

SE/H/1692/002

2018110337

ORION CORPORATION

LU

Flutisamix Easyhaler 50
Mikrogramm/250
Mikrogramm/Dosis,
Pulver zur Inhalation

SE/H/1692/001

2018110336

ORION CORPORATION

LU

Flutisamix Easyhaler 50
Mikrogramm/500
Mikrogramm/Dosis,
Pulver zur Inhalation

SE/H/1692/002

2018110337

ORION CORPORATION

LU

Fusamix Easyhaler 50
mikrograma + 500
mikrograma u jednoj
dozi, prasak inhalata

SE/H/1692/002

HR-H-554692844

ORION CORPORATION

HR

Fusamix Easyhaler 50
mikrograma + 250

SE/H/1692/001

HR-H-684471832

ORION CORPORATION

HR
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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

mikrograma u jednoj
dozi, prasak inhalata

Fusamix Easyhaler 50
mikrogramu/250
mikrogramy/dozeje
ikvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/001

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/250
mikrogramuy/dozéje
ikvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/002

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramu/250
mikrogramy/dozeje
jkvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/003

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/250
mikrogramuy/dozéje
ikvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/004

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramu/250
mikrogramy/dozeéje
jkvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/005

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/250
mikrogramuy/dozéje
ikvepiamieji milteliai

SE/H/1692/001

LT/1/18/4265/006

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/500
mikrogramy/dozeéje
jkvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/001

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramu/500
mikrogramy/dozeéje
ikvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/002

ORION CORPORATION

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

Fusamix Easyhaler 50
mikrogramu/500
mikrogramy/dozeéje
jkvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/003

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/500
mikrogramuy/dozéje
ikvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/004

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramuy/500
mikrogramy/dozeje
jkvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/005

ORION CORPORATION

LT

Fusamix Easyhaler 50
mikrogramu/500
mikrogramy/dozeje
ikvepiamieji milteliai

SE/H/1692/002

LT/1/18/4266/006

ORION CORPORATION

LT

Safumix 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1692/001

045960010

ORION CORPORATION

IT

Safumix 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1692/001

045960022

ORION CORPORATION

IT

Safumix 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1692/001

045960034

ORION CORPORATION

IT

Safumix 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1692/001

045960046

ORION CORPORATION

IT

Safumix 50
microgrammi/250

SE/H/1692/001

045960059

ORION CORPORATION

IT
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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

microgrammi/dose,
polvere per inalazione

Safumix 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1692/001

045960061

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960073

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960085

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960097

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960109

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960111

ORION CORPORATION

IT

Safumix 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1692/002

045960123

ORION CORPORATION

IT

Saflutin 50/100
mikrogrami/deva
inhalacijas pulveris,
dozéts

not available

17-0175

UAB INTELI GENERICS
NORD

LV
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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

Saflutin 50/250
mikrogrami/deva
inhalacijas pulveris,
dozéts

not available

17-0176

UAB INTELI GENERICS
NORD

LV

Saflutin 50/500
mikrogrami/deva
inhalacijas pulveris,
dozéts

not available

17-0177

UAB INTELI GENERICS
NORD

LV

Ventonorm Forspiro, 50
microgram/250
microgram/dose,
inhalation powder,
predispensed

SE/H/1412/001

50818

SANDOZ A/S

SE

Ventonorm Forspiro, 50
microgram/500
microgram/dose,
inhalation powder,
predispensed

SE/H/1412/002

50819

SANDOZ A/S

SE

FLUSALIO 50
microgrammi/250
microgrammi/dose
polvere per inalazione in
contenitore monodose

DE/H/4378/001

041893013

ELPEN PHARMACEUTICAL
CO. INC.

IT

FLUSALIO 50
microgrammi/500
microgrammi/dose
polvere per inalazione in
contenitore monodose

DE/H/4378/002

041893025

ELPEN PHARMACEUTICAL
CO. INC.

IT

Flusalio 50
Mikrogramm/250
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

DE/H/4378/001

84254.00.00

ELPEN PHARMACEUTICAL
CO. INC.

DE

Flusalio 50

DE/H/4378/002

84255.00.00

ELPEN PHARMACEUTICAL

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

Mikrogramm/500
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

CO. INC.

Salmeterol/Fluticasonpro
pionaat Elpen 50
microgram/250
microgram/dosis
inhalatiepoeder,
voorverdeeld

SE/H/1190/002

RVG 110377

ELPEN PHARMACEUTICAL
CO. INC.

NL

Salmeterol/Fluticasonpro
pionaat Elpen 50
microgram/500
microgram/dosis
inhalatiepoeder,
voorverdeeld

SE/H/1190/003

RVG 110378

ELPEN PHARMACEUTICAL
CO. INC.

NL

Salmeson 50
Mikrogramm/250
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

SE/H/1190/002

1-31952

ELPEN PHARMACEUTICAL
CO. INC.

AT

Salmeson 50
Mikrogramm/500
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

SE/H/1190/003

1-31953

ELPEN PHARMACEUTICAL
CO. INC.

AT

Flusalio 50
microgrammes /250
microgrammes/dose,
poudre pour inhalation
en récipient unidose.

SE/H/1190/002

BE437622

ELPEN PHARMACEUTICAL
CO. INC.

BE

Flusalio 50
microgrammes /500
microgrammes /dose,

SE/H/1190/003

BE437656

ELPEN PHARMACEUTICAL
CO. INC.

BE
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microgram/250
microgram per actuation

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

poudre pour inhalation

en récipient unidose.

Flamerio 50 SE/H/1190/002 PA1879/001/001 ELPEN PHARMACEUTICAL IE

microgram/250 CO. INC.

microgram/dose

inhalation powder, pre-

dispensed.

Flamerio 50 SE/H/1190/003 PA1879/001/002 ELPEN PHARMACEUTICAL IE

microgram/500 CO. INC.

microgram/dose

inhalation powder, pre-

dispensed.

Flusaterol, SE/H/1190/002 49572 ELPEN PHARMACEUTICAL DK

inhalationspulver, afdelt CO. INC.

Flusaterol, SE/H/1190/003 49573 ELPEN PHARMACEUTICAL DK

inhalationspulver, afdelt CO. INC.

Flusaterol 50 SE/H/1190/002 46637 ELPEN PHARMACEUTICAL SE

mikrogram/250 CO. INC.

mikrogram/dos

inhalationspulver,

avdelad dos

Flusaterol 50 SE/H/1190/003 46638 ELPEN PHARMACEUTICAL SE

mikrogram/500 CO. INC.

mikrogram/dos

inhalationspulver,

avdelad dos

Sereflo 25 IE/H/0653/001 PA 1457/022/001 FANNIN LTD 1IE

microgram/125

microgram per actuation

pressurised inhalation,

suspension.

Sereflo 25 IE/H/653/002/DC PA 1457/022/002 FANNIN LTD 1IE
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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

pressurised inhalation,
suspension.

Sereflo 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0653/001

PA 1457/022/001

FANNIN LTD

IE

Sereflo 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/653/002/DC

PA 1457/022/002

FANNIN LTD

IE

Seretide Evohaler 25
mikrogram / 50
mikrogram/dos
inhalationsspray,
suspension

DE/H/5770/001

16181

GLAXOSMITHKLINE OY

FI

Seretide Evohaler 25
mikrogram / 125
mikrogram/dos
inhalationsspray,
suspension

DE/H/5770/002

16182

GLAXOSMITHKLINE OY

FI

Seretide Evohaler 25
mikrogram / 250
mikrogram/dos
inhalationsspray,
suspension

DE/H/5770/003

16183

GLAXOSMITHKLINE OY

FI

Seretide 25
microgram/50
microgram per
afgemeten dosis aérosol,
suspensie.

DE/H/5770/001

BE220683

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide 25
Mikrogramm/50

DE/H/5770/001

BE220683

GLAXOSMITHKLINE
PHARMACEUTICALS SA

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

Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

Seretide 25
microgram/125
microgram per
afgemeten dosis aérosol,
suspensie.

DE/H/5770/002

BE220692

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide 25
Mikrogramm/125
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5770/002

BE220692

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide 25
microgram/250
microgram per
afgemeten dosis aérosol,
suspensie.

DE/H/5770/003

BE220701

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide 25
Mikrogramm/250
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5770/003

BE220701

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide 25
Mikrogramm/125
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5770/002

260/11/01/0949

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide 25
Mikrogramm/250

DE/H/5770/003

260/11/01/0950

GLAXOSMITHKLINE
PHARMACEUTICALS SA

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

Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

Seretide 25
Mikrogramm/50
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5770/001

260/11/01/0954

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide levis 25
Mikrogramm/50
Mikrogramm pro
SprihstoB -
Druckgasinhalation

DE/H/5770/001

1-23942

GLAXOSMITHKLINE PHARMA
GMBH.

AT

Seretide 25
microgrammes/50
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5770/001

BE220683

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide

DE/H/5770/001

31803

GLAXOSMITHKLINE PHARMA
A/S

DK

Seretide Evohaler 25
mikrog/50 mikrog/annos
inhalaatiosumute,
suspensio

DE/H/5770/001

16181

GLAXOSMITHKLINE OY

FI

SERETIDE 50
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé avec valve
doseuse

DE/H/5770/001

NL26158

LABORATOIRE
GLAXOSMITHKLINE

FR
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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

Seretide Inhaler 25

?a????su??? d?s?
e?a????uat?? ??a
e?sp??? ?p? pres?.

DE/H/5770/001

2439204

GLAXOSMITHKLINE AEBE

GR

Seretide 25 mikrog/50
mikrog i afmaldum
skammti af innadalyfi,
dreifu

DE/H/5770/001

IS/1/00/035/01

GLAXOSMITHKLINE PHARMA
A/S

IS

Seretide 50 Evohaler 25
microgram/50
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5770/001

PA 1077/46/4

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

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

DE/H/5770/001

034371106

GLAXOSMITHKLINE S.P.A.

IT

Seretide 25
microgrammes/50
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5770/001

260/11/01/0954

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide 25/50 Inhalator
CFK-vrij, aérosol,
suspensie 25
microgram/50
microgram/dosis

DE/H/5770/001

RVG 25865

GLAXOSMITHKLINE B.V.

NL

Seretaide Inalador, 25
microgramas/50

DE/H/5770/001

3512688

GLAXO WELLCOME
FARMACEUTICA, LDA

PT
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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

microgramas por dose
calibrada, suspensao
pressurizada para
inalacao

Seretide 25
microgramos/50
microgramos/inhalacién,
suspensién para
inhalacién en envase a
presion

DE/H/5770/001

63.796

GLAXOSMITHKLINE S.A.

ES

Seretide Evohaler mite
25 mikrogram/50
mikrogram/ dos
inhalationsspray,
suspension

DE/H/5770/001

19165

GLAXOSMITHKLINE AB

SE

Seretide Evohaler 25
microgram /50
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5770/001

PL 10949/0337

GLAXO WELLCOME UK
LIMITED

UK

Seretide standard 25
Mikrogramm/125
Mikrogramm pro
SprihstoB -
Druckgasinhalation

DE/H/5770/002

1-23943

GLAXOSMITHKLINE PHARMA

GMBH.

AT

Seretide 25
microgrammes/125
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5770/002

BE220692

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide

DE/H/5770/002

31804

GLAXOSMITHKLINE PHARMA

A/S

DK

Seretide Evohaler 25

DE/H/5770/002

16182

GLAXOSMITHKLINE 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

mikrog/125
mikrog/annos
inhalaatiosumute,
suspensio

SERETIDE 125
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé avec valve
doseuse

DE/H/5770/002

NL26159

LABORATOIRE
GLAXOSMITHKLINE

FR

Seretide Inhaler 25

?a????su??? d?s?
e?a????uat?? ??a
e?sp??? ?p? p?es?.

DE/H/5770/002

2439205

GLAXOSMITHKLINE AEBE

GR

Seretide 25 mikrég/125
mikrog i afmaeldum
skammti af innudalyfi,
dreifu

DE/H/5770/002

1S/1/00/035/02

GLAXOSMITHKLINE PHARMA
A/S

IS

Seretide 125 Evohaler 25
microgram/125
microgram per metered
dose pressurised
inhalation, suspension.

DE/H/5770/002

PA 1077/46/5

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

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

DE/H/5770/002

034371118

GLAXOSMITHKLINE S.P.A.

IT

Seretide 25
microgrammes/125

DE/H/5770/002

260/11/01/0949

GLAXOSMITHKLINE
PHARMACEUTICALS SA

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

microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

Seretide 25/125
Inhalator CFK-vrij,
aérosol, suspensie 25
microgram/125
microgram/dosis

DE/H/5770/002

RVG 25866

GLAXOSMITHKLINE B.V.

NL

Seretaide Inalador, 25
microgramas/125
microgramas por dose
calibrada, suspensao
pressurizada para
inalacao

DE/H/5770/002

3512787

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

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

DE/H/5770/002

63.797

GLAXOSMITHKLINE S.A.

ES

Seretide Evohaler 25
mikrogram/125
mikrogram/dos
inhalationsspray,
suspension

DE/H/5770/002

19166

GLAXOSMITHKLINE AB

SE

Seretide Evohaler 25
microgram /125
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5770/002

PL 10949/0338

GLAXO WELLCOME UK
LIMITED

UK

Seretide forte 25
Mikrogramm/250
Mikrogramm pro

DE/H/5770/003

1-23944

GLAXOSMITHKLINE PHARMA
GMBH.

AT
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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

SprihstoB -
Druckgasinhalation

Seretide 25
microgrammes/250
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5770/003

BE220701

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide

DE/H/5770/003

31805

GLAXOSMITHKLINE PHARMA
A/S

DK

Seretide Evohaler 25
mikrog/250
mikrog/annos
inhalaatiosumute,
suspensio

DE/H/5770/003

16183

GLAXOSMITHKLINE OY

FI

SERETIDE 250
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé avec valve
doseuse

DE/H/5770/003

NL26160

LABORATOIRE
GLAXOSMITHKLINE

FR

Seretide Inhaler 25

?a????su??? d?s?
e?a????uat?? ??a
e?sp??? ?p? p?es?.

DE/H/5770/003

2439206

GLAXOSMITHKLINE AEBE

GR

Seretide 25 mikrog/250
mikrog i afmaldum
skammti af innudalyfi,
dreifu

DE/H/5770/003

IS/1/00/035/03

GLAXOSMITHKLINE PHARMA
A/S

IS

Seretide 250 Evohaler 25
microgram/250

DE/H/5770/003

PA 1077/46/6

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

List of nationally authorised medicinal products

EMA/326863/2020

Page 28/138




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

microgram per metered
dose pressurised
inhalation, suspension.

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

DE/H/5770/003

034371120

GLAXOSMITHKLINE S.P.A.

IT

Seretide 25
microgrammes/250
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5770/003

260/11/01/0950

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide 25/250
Inhalator CFK-vrij,
aérosol, suspensie 25
microgram/250
microgram/dosis.

DE/H/5770/003

RVG 25867

GLAXOSMITHKLINE B.V.

NL

Seretaide Inalador, 25
microgramas/250
microgramas por dose
calibrada, suspensao
pressurizada para
inalacao

DE/H/5770/003

3512886

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretide 25
microgramos/250
microgramos/inhalacién,
suspensién para
inhalacién en envase a
presion

DE/H/5770/003

63.798

GLAXOSMITHKLINE S.A.

ES

Seretide Evohaler forte
25 mikrogram/250

DE/H/5770/003

19167

GLAXOSMITHKLINE AB

SE
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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

mikrogram/dos

inhalationsspray,

suspension

Seretide Evohaler 25 DE/H/5770/003 PL 10949/0339 GLAXO WELLCOME UK UK

microgram /250 LIMITED

microgram per metered

dose pressurised

inhalation, suspension

atmadisc mite Dosier- DE/H/5770/001 50678.00.00 GLAXOSMITHKLINE GMBH & | DE

Aerosol 25 pg/50 ug CO. KG

Druckgasinhalation,

Suspension

atmadisc Dosier-Aerosol DE/H/5770/002 50678.01.00 GLAXOSMITHKLINE GMBH & | DE

25 pg/125 pg CO. KG

Druckgasinhalation,

Suspension

atmadisc® forte Dosier- DE/H/5770/003 50678.02.00 GLAXOSMITHKLINE GMBH & | DE

Aerosol 25 ug/250 pg CO. KG

Druckgasinhalation,

Suspension (-)

Comboterol, (25 ug + not available 23600 PRZEDSIEBIORSTWO PL

125 pg)/dawke FARMACEUTYCZNE LEK-AM

inhalacyjna, aerozol SP. Z 0.0.

inhalacyjny, zawiesina

Comboterol, (25 ug + not available 23601 PRZEDSIEBIORSTWO PL

250 pg)/dawke FARMACEUTYCZNE LEK-AM

inhalacyjna, aerozol SP. 2 0.0.

inhalacyjny, zawiesina

AirFluSol Sprayhaler 25 NL/H/3707/001 OGYI-T-22596/08 SANDOZ HUNGARIA KFT HU

mikrogramm/125

mikrogramm/adag

tulnyomasos inhalacids

szuszpenzid

AirFluSol Sprayhaler 25 NL/H/3707/001 OGYI-T-22596/07 SANDOZ HUNGARIA KFT HU
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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

mikrogramm/125
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

AirFluSol Sprayhaler 25
mikrogramm/250
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

NL/H/3707/002

OGYI-T-22596/11

SANDOZ HUNGARIA KFT

HU

AirFluSol Sprayhaler 25
mikrogramm/250
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

NL/H/3707/002

OGYI-T-22596/10

SANDOZ HUNGARIA KFT

HU

AirFluSol Sprayhaler 25
mikrogramm/250
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

NL/H/3707/002

OGYI-T-22596/12

SANDOZ HUNGARIA KFT

HU

AirFluSol Sprayhaler 25
mikrogramm/125
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

NL/H/3707/001

OGYI-T-22596/09

SANDOZ HUNGARIA KFT

HU

Airflusal 25 / 250
mikrogramai / dozéje
suslégtoji jkvepiamoji
suspensija

NL/H/3707/002

LT/1/17/4070/011

SANDOZ PHARMACEUTICALS
D.D.

LT

Airflusal 25 / 250
mikrogramai / dozéje
suslegtoji jkvepiamoji
suspensija

NL/H/3707/002

LT/1/17/4070/012

SANDOZ PHARMACEUTICALS
D.D.

LT

Airflusal 25 / 250
mikrogramai / dozéje

NL/H/3707/002

LT/1/17/4070/013

SANDOZ PHARMACEUTICALS
D.D.

LT
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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

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/014 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/015 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/016 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/017 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/018 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 250 NL/H/3707/002 LT/1/17/4070/019 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

AirFluSal 25 / 250 NL/H/3707/002 LT/1/17/4070/020 SANDOZ PHARMACEUTICALS | LT

mikrogramy / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/006 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija
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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

AirFluSal 25 / 125 NL/H/3707/001 LT/1/17/4070/001 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/010 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/003 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

AirFluSal 25 / 125 NL/H/3707/001 LT/1/17/4070/005 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/002 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/008 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/009 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslégtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/004 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.

suslegtoji jkvepiamoji

suspensija

Airflusal 25 / 125 NL/H/3707/001 LT/1/17/4070/007 SANDOZ PHARMACEUTICALS | LT

mikrogramai / dozéje D.D.
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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

suslegtoji jkvepiamoji
suspensija

Airflusal Dosieraerosol 25
Mikrogramm/250
Mikrogramm pro Dosis -
Druckgasinhalation,
Suspension

NL/H/3707/002

137581

SANDOZ GMBH

AT

Airflusan Sprayhaler 25
mikrogramt/125
mikrogramut/dévka
suspenze k inhalaci v
tlakovém obalu

NL/H/3707/001

14/524/16-C

SANDOZ S.R.O.

Ccz

Airflusan Sprayhaler 25
mikrogramut/250
mikrogramut/dévka
suspenze k inhalaci v
tlakovém obalu

NL/H/3707/002

14/525/16-C

SANDOZ S.R.O.

Ccz

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

NL/H/3707/001

H/17/02320/003

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/005

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/002

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan 25
mikrogramov/125

NL/H/3707/001

H/17/02320/001

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI
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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

mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

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

NL/H/3707/001

H/17/02320/006

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/007

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/009

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/010

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/002

H/17/02320/017

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/002

H/17/02320/018

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan 25

NL/H/3707/002

H/17/02320/019

LEK PHARMACEUTICALS

SI
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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

mikrogramov/250
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

D.D. LJUBLJANA

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

NL/H/3707/002

H/17/02320/020

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/004

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/001

H/17/02320/008

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/002

H/17/02320/011

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/002

H/17/02320/012

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

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

NL/H/3707/002

H/17/02320/013

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI
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mikrogramov/250
mikrogramov, ihala¢na
suspenzia v tlakovom

D.D.

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

Airflusan 25 NL/H/3707/002 H/17/02320/014 LEK PHARMACEUTICALS SI

mikrogramov/250 D.D. LJUBLJANA

mikrogramov/vpih

inhalacijska suspenzija

pod tlakom

Airflusan 25 NL/H/3707/002 H/17/02320/015 LEK PHARMACEUTICALS SI

mikrogramov/250 D.D. LJUBLJANA

mikrogramov/vpih

inhalacijska suspenzija

pod tlakom

Airflusan 25 NL/H/3707/002 H/17/02320/016 LEK PHARMACEUTICALS SI

mikrogramov/250 D.D. LJUBLJANA

mikrogramov/vpih

inhalacijska suspenzija

pod tlakom

AirFluSal Sprayhaler 25 NL/H/3707/001 20170144 SANDOZ PHARMACEUTICALS | BG

micrograms+125 D.D.

micrograms/dose

pressurised inhalation,

suspension

AirFluSal Sprayhaler 25 NL/H/3707/002 20170145 SANDOZ PHARMACEUTICALS | BG

micrograms+250 D.D.

micrograms/dose

pressurised inhalation,

suspension

Airflusal 25 NL/H/3707/001 14/0101/17-S SANDOZ PHARMACEUTICALS | SK

mikrogramov/125 D.D.

mikrogramov, ihala¢na

suspenzia v tlakovom

obale

Airflusal 25 NL/H/3707/002 14/0102/17-S SANDOZ PHARMACEUTICALS | SK
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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

obale

Airflusal Sprayhaler 25 NL/H/3707/001 34010 SANDOZ A/S FI

mikrog/125

mikrog/annos
inhalaatiosumute,
suspensio
Airflusal Sprayhaler 25 NL/H/3707/002 34011 SANDOZ A/S FI
mikrog/250
mikrog/annos
inhalaatiosumute,
suspensio
Airflusal Dosieraerosol 25 | NL/H/3707/001 137580 SANDOZ GMBH AT
Mikrogramm/125
Mikrogramm pro Dosis -
Druckgasinhalation,

Suspension
AirFluSal 25/125 NL/H/3707/001 17-0090 SANDOZ PHARMACEUTICALS | LV
mikrogrami/deva D.D.

aerosols inhalacijam,
zem spiediena,

suspensija
AirFluSal 25/250 NL/H/3707/002 17-0091 SANDOZ PHARMACEUTICALS | LV
mikrogrami/deva D.D.

aerosols inhalacijam,
zem spiediena,
suspensija

AirFluSal, (25 NL/H/3707/002 24116 SANDOZ GMBH PL
mikrogramoéw + 250
mikrogramoéw)/ dawke
odmierzong, aerozol
inhalacyjny

AirFluSal 25 NL/H/3707/002 10027/2017/04 S.C. SANDOZ S.R.L. RO
micrograme/250
micrograme suspensie 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

inhalat presurizata

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/05

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/06

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/07

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/08

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/09

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/10

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/01

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/02

S.C. SANDOZ S.R.L.

RO

AirFluSal 25

NL/H/3707/001

10026/2017/03

S.C. SANDOZ S.R.L.

RO
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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

micrograme/125
micrograme suspensie de
inhalat presurizata

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/04

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/05

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/06

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/07

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/08

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/09

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/125
micrograme suspensie de
inhalat presurizata

NL/H/3707/001

10026/2017/10

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de

NL/H/3707/002

10027/2017/01

S.C. SANDOZ S.R.L.

RO
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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

inhalat presurizata

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/02

S.C. SANDOZ S.R.L.

RO

AirFluSal 25
micrograme/250
micrograme suspensie de
inhalat presurizata

NL/H/3707/002

10027/2017/03

S.C. SANDOZ S.R.L.

RO

Airflusal Sprayhaler 25
microgram/125
microgram per
afgemeten dosis aérosol,
suspensie

NL/H/3707/001

BE514480

SANDOZ N.V.

BE

Airflusal Sprayhaler 25
microgram/250
microgram per
afgemeten dosis aérosol,
suspensie

NL/H/3707/002

BE514542

SANDOZ N.V.

BE

Salmeterol/Fluticasonpro
pionaat Sandoz 25/125
microgram, aerosol,
suspensie

NL/H/3707/001

RVG 118829

SANDOZ B.V.

NL

Salmeterol/Fluticasonpro
pionaat Sandoz 25/250
microgram, aerosol,
suspensie

NL/H/3707/002

RVG 118833

SANDOZ B.V.

NL

Airflusal® Dosieraerosol
25 Mikrogramm/125
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

NL/H/3707/001

97091.00.00

HEXAL AG

DE

Airflusal Dosieraerosol 25

NL/H/3707/002

97092.00.00

HEXAL AG

DE
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mikrogramoéw + 125
mikrogramoéw)/dawke

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

Mikrogramm/250

Mikrogramm pro

SprihstoB

Druckgasinhalation,

Suspension

Airflusal Sprayhaler NL/H/3707/001 045152028 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152030 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152042 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152055 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152079 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152156 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152168 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152170 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152067 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/001 045152016 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152081 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152093 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152105 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152117 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152129 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152131 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152143 SANDOZ S.P.A. IT

Airflusal Sprayhaler 25 NL/H/3707/002 045152182 SANDOZ S.P.A. IT

microgrammi/250

microgrammi/dose

sospensione

pressurizzata per

inalazione

Airflusal Sprayhaler NL/H/3707/002 045152194 SANDOZ S.P.A. IT

Airflusal Sprayhaler NL/H/3707/002 045152206 SANDOZ S.P.A. IT

AirFluSal, (25 NL/H/3707/001 24115 SANDOZ GMBH PL
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inhalationspulver

PHARMACEUTICALS NORDIC

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

odmierzong, aerozol

inhalacyjny, zawiesina

AirFluSal MDI 25 NL/H/3707/001 PA0711/270/001 ROWEX LTD IE

microgram/125

microgram/dose

pressurised inhalation,

suspension

AirFluSal MDI 25 NL/H/3707/002 PA0711/270/002 ROWEX LTD IE

microgram/250

microgram/dose

pressurised inhalation

suspension

Salmex 50 SE/H/1590/001 1S/1/18/001/01 GLENMARK IS

mikrégrémm/100 PHARMACEUTICALS NORDIC

mikréogrémm/skammt AB

innéndunarduft,

afmeeldir skammtar

Salmex 50 SE/H/1590/002 1S/1/18/001/02 GLENMARK IS

mikrégrémm/250 PHARMACEUTICALS NORDIC

mikréogrémm/skammt AB

innéndunarduft,

afmeeldir skammtar

Salmex 50 SE/H/1590/003 1S/1/18/001/03 GLENMARK IS

mikrégrémm/500 PHARMACEUTICALS NORDIC

mikréogrémm/skammt AB

innéndunarduft,

afmeeldir skammtar

Salmex 50 SE/H/1590/001 53815 GLENMARK SE

mikrogram/100 PHARMACEUTICALS NORDIC

mikrogram/dos AB

inhalationspulver,

avdelad dos

Salmex, afdelt SE/H/1590/003 57099 GLENMARK DK
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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

AB
Salmex 50 SE/H/1590/002 53816 GLENMARK SE
mikrogram/250 PHARMACEUTICALS NORDIC
mikrogram/dos AB
inhalationspulver,
avdelad dos
Salmex 50 SE/H/1590/003 53817 GLENMARK SE
mikrogram/500 PHARMACEUTICALS NORDIC
mikrogram/dos AB
inhalationspulver,
avdelad dos
Salmex, afdelt SE/H/1590/002 57098 GLENMARK DK
inhalationspulver PHARMACEUTICALS NORDIC

AB
Salmex, afdelt SE/H/1590/001 57097 GLENMARK DK
inhalationspulver PHARMACEUTICALS NORDIC

AB
Salmex 50 mikrog / 100 | SE/H/1590/001 33885 GLENMARK FI
mikrog / annos, PHARMACEUTICALS EUROPE
inhalaatiojauhe, LIMITED
annosteltu
Salmex 50 mikrog / 100 SE/H/1590/001 33885 GLENMARK FI
mikrog / dos PHARMACEUTICALS EUROPE
inhalationspulver, LIMITED
avdelad dos
Salmex 50 mikrog / 250 | SE/H/1590/002 33886 GLENMARK FI
mikrog / dos PHARMACEUTICALS EUROPE
inhalationspulver, LIMITED
avdelad dos
Salmex 50 mikrog / 250 SE/H/1590/002 33886 GLENMARK FI
mikrog / annos, PHARMACEUTICALS EUROPE
inhalaatiojauhe, LIMITED
annosteltu
Salmex 50 mikrog / 500 | SE/H/1590/003 33887 GLENMARK FI
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mikrogramov/500
mikrogramov davkovany
inhalaény prasok

PHARMACEUTICALS S.R.O.

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

mikrog / annos, PHARMACEUTICALS EUROPE

inhalaatiojauhe, LIMITED

annosteltu

Salmex 50 mikrog /500 SE/H/1590/003 33887 GLENMARK FI

mikrog / dos PHARMACEUTICALS EUROPE

inhalationspulver, LIMITED

avdelad dos

Salmex 50 SE/H/1590/001 15-10998 GLENMARK NO

mikrogram/dose / 100 PHARMACEUTICALS NORDIC

mikrogram/dose AB

inhalasjonspulver,

dosedispensert

Salmex 50 SE/H/1590/003 15-11000 GLENMARK NO

mikrogram/dose / 500 PHARMACEUTICALS NORDIC

mikrogram/dose AB

inhalasjonspulver,

dosedispensert

Salmex 50 mikrogram/ SE/H/1590/002 15-10999 GLENMARK NO

dose / 250 PHARMACEUTICALS NORDIC

mikrogram/dose AB

inhalasjonspulver,

dosedispensert

Asthmex 50 SE/H/1590/001 14/0335/18-S GLENMARK SK

mikrogramov/100 PHARMACEUTICALS S.R.O.

mikrogramov davkovany

inhalacny prasok

Asthmex 50 SE/H/1590/002 14/0336/18-S GLENMARK SK

mikrogramov/250 PHARMACEUTICALS S.R.O.

mikrogramov dévkovany

inhalacny prasok

Asthmex 50 SE/H/1590/003 14/0337/18-S GLENMARK SK
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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

Asthmex 50
mikrogramt/250
mikrogramt davkovany
prasek k inhalaci

SE/H/1590/002

14/279/18-C

GLENMARK

PHARMACEUTICALS S.R.O.

Ccz

Asthmex 50
mikrogramt/500
mikrogramu davkovany
prasek k inhalaci

SE/H/1590/003

14/280/18-C

GLENMARK

PHARMACEUTICALS S.R.O.

Ccz

Asthmex 50
mikrogramt/100
mikrogramt davkovany
prasek k inhalaci

SE/H/1590/001

14/278/18-C

GLENMARK

PHARMACEUTICALS S.R.O.

Ccz

PLUSVENT accuhaler 50
microgramos/100
microgramos/inhalacién,
Polvo para inhalacién

not available

62.842

GLAXO S.A.

ES

PLUSVENT accuhaler 50
microgramos/250
microgramos/inhalacién,
Polvo para inhalacidn

not available

62.843

GLAXO S.A.

ES

PLUSVENT accuhaler 50
microgramos/500
microgramos/inhalacién,
Polvo para inhalacion

not available

62.844

GLAXO S.A.

ES

Airflusal Forspiro 50
mikrogram/500
mikrogram/dos,
inhalationspulver,
avdelad dos

SE/H/1321/002

49082

SANDOZ A/S

SE

Airflusal Forspiro, 50
mikrogram/250
mikrogram/dos,
inhalationspulver,
avdelad dos

SE/H/1321/001

49081

SANDOZ A/S

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

Airflusal Forspiro 50
mikrogram/500
mikrogram/dose
inhalasjonspulver,
dosedispensert

SE/H/1321/002

13-9438

SANDOZ A/S

NO

Airflusal Forspiro 50
mikrogram/250
mikrogram/dose
inhalasjonspulver,
dosedispensert

SE/H/1321/001

13-9437

SANDOZ A/S

NO

AirFluSal Forspiro,
inhalationspulver, afdelt

SE/H/1321/001

52138

SANDOZ A/S

DK

AirFluSal Forspiro,
inhalationspulver, afdelt

SE/H/1321/002

52139

SANDOZ A/S

DK

AirFluSal Forspiro 50
Mikrogramm/250
Mikrogramm -
einzeldosiertes Pulver
zur Inhalation

SE/H/1408/001

135874

SANDOZ GMBH

AT

AirFluSal Forspiro 50
Mikrogramm/500
Mikrogramm -
einzeldosiertes Pulver
zur Inhalation

SE/H/1408/002

135875

SANDOZ GMBH

AT

Setirenol

SE/H/1408/001

50647

SANDOZ A/S

SE

SETIRENOL 50
MIKROGRAM/500
MIKROGRAM
INHALATIONSPULVER,
AVDELAD DOS

SE/H/1408/002

50648

SANDOZ A/S

SE

Airflusal Forspiro
Fluticasona + Salmeterol
500 pg/dose + 50
ug/dose P para inalacdo

SE/H/1408/002

5622709

SANDOZ FARMACEUTICA
LDA.

PT
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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

em recipiente unidose

AirFluSal Forspiro
Fluticasona + Salmeterol
250 pg/dose + 50
Hg/dose P6 para inalagdo
em recipiente unidose

SE/H/1408/001

5622667

SANDOZ FARMACEUTICA
LDA.

PT

Seretide 25/50 Inhaler
Suspenze k inhalaci v
tlakovém obalu

not available

14/023/03-C

GLAXOSMITHKLINE
(IRELAND) LIMITED

Ccz

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

not available

H/00/01405/004

GLAXOSMITHKLINE D.O.O.

SI

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

not available

H/00/01405/008

GLAXOSMITHKLINE D.O.O.

SI

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

not available

H/00/01405/006

GLAXOSMITHKLINE D.O.O.

SI

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

not available

H/00/01405/007

GLAXOSMITHKLINE D.O.O.

SI

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

not available

H/00/01405/005

GLAXOSMITHKLINE D.O.O.

SI
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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

Samtoral Diskus SE/H/0170/002 1-22898 ALLEN PHARMAZEUTIKA AT

standard 50 GESELLSCHAFT M.B.H.

Mikrogramm/250

Mikrogramm -

einzeldosiertes Pulver

zur Inhalation

Samtoral Diskus forte 50 | SE/H/0170/003 1-22897 ALLEN PHARMAZEUTIKA AT

Mikrogramm/500 GESELLSCHAFT M.B.H.

Mikrogramm -

einzeldosiertes Pulver

zur Inhalation

Viani 50 ug/250 ug SE/H/0170/002 44918.01.00 GLAXOSMITHKLINE GMBH & | DE

Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

Viani forte 50 ug/500 ug | SE/H/0170/003 44918.02.00 GLAXOSMITHKLINE GMBH & | DE

Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

Viani Diskus 50 SE/H/0170/002 14595 GLAXOSMITHKLINE AB SE

microgram/250

microgram/dose

inhalation powder, pre-

dispensed

Viani Diskus forte 50 SE/H/0170/003 14596 GLAXOSMITHKLINE AB SE

microgram/500

microgram/dose

inhalation powder, pre-

dispensed

Veraspir Diskus, 50 SE/H/0170/001 2875185 GLAXOSMITHKLINE - PT

microgramas/100 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/001 2875284 GLAXOSMITHKLINE - PT

microgramas/100 PRODUTOS
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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

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/001 4813382 GLAXOSMITHKLINE - PT

microgramas/100 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/001 2875383 GLAXOSMITHKLINE - PT

microgramas/100 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/001 4813481 GLAXOSMITHKLINE - PT

microgramas/100 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/002 2875482 GLAXOSMITHKLINE - PT

microgramas/250 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/002 2875581 GLAXOSMITHKLINE - PT

microgramas/250 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/002 4813580 GLAXOSMITHKLINE - PT

microgramas/250 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalagdo, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/002 2875680 GLAXOSMITHKLINE - PT
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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

microgramas/250 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/002 4813689 GLAXOSMITHKLINE - PT

microgramas/250 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacdao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/003 2875789 GLAXOSMITHKLINE - PT

microgramas/500 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacdao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/003 2875888 GLAXOSMITHKLINE - PT

microgramas/500 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/003 4813788 GLAXOSMITHKLINE - PT

microgramas/500 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/003 2875987 GLAXOSMITHKLINE - PT

microgramas/500 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose

Veraspir Diskus, 50 SE/H/0170/003 4813887 GLAXOSMITHKLINE - PT

microgramas/500 PRODUTOS

microgramas/dose pé FARMACEUTICOS, LDA

para inalacao, em

recipiente unidose
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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

Samtoral Diskus levis 50 | SE/H/0170/001 1-22899 ALLEN PHARMAZEUTIKA AT

Mikrogramm/100 GESELLSCHAFT M.B.H.

Mikrogramm -

einzeldosiertes Pulver

zur Inhalation

Viani mite 50 pg/100 uyg | SE/H/0170/001 44918.00.00 GLAXOSMITHKLINE GMBH & | DE

Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

Viani Diskus mite 50 SE/H/0170/001 14594 GLAXOSMITHKLINE AB SE

microgram/100

microgram/dose

inhalation powder, pre-

dispensed

Thoreus Diskus 50/100 SE/H/0170/001 OGYI-T-9182/01 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacids por

Thoreus Diskus 50/500 SE/H/0170/003 OGYI-T-9182/03 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacidés por

Thoreus Diskus 50/250 SE/H/0170/002 OGYI-T-9182/02 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacidés por

Pavtide Diskus 50 SE/H/0170/001 9573/2017/01 GLAXOSMITHKLINE (GSK) RO

micrograme/100 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/001 9573/2017/02 GLAXOSMITHKLINE (GSK) RO

micrograme/100 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/001 9573/2017/03 GLAXOSMITHKLINE (GSK) RO

micrograme/100
micrograme pulbere de
inhalat

S.R.L.
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micrograme/500

S.R.L.

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

Pavtide Diskus 50 SE/H/0170/001 9573/2017/04 GLAXOSMITHKLINE (GSK) RO

micrograme/100 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/001 9573/2017/05 GLAXOSMITHKLINE (GSK) RO

micrograme/100 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/002 9574/2017/01 GLAXOSMITHKLINE (GSK) RO

micrograme/250 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/002 9574/2017/02 GLAXOSMITHKLINE (GSK) RO

micrograme/250 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/002 9574/2017/03 GLAXOSMITHKLINE (GSK) RO

micrograme/250 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/002 9574/2017/04 GLAXOSMITHKLINE (GSK) RO

micrograme/250 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/002 9574/2017/05 GLAXOSMITHKLINE (GSK) RO

micrograme/250 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/003 9575/2017/01 GLAXOSMITHKLINE (GSK) RO

micrograme/500 S.R.L.

micrograme pulbere de

inhalat

Pavtide Diskus 50 SE/H/0170/003 9575/2017/02 GLAXOSMITHKLINE (GSK) RO
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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

micrograme pulbere de
inhalat

Pavtide Diskus 50
micrograme/500
micrograme pulbere de
inhalat

SE/H/0170/003

9575/2017/03

GLAXOSMITHKLINE (GSK)
S.R.L.

RO

Pavtide Diskus 50
micrograme/500
micrograme pulbere de
inhalat

SE/H/0170/003

9575/2017/04

GLAXOSMITHKLINE (GSK)
S.R.L.

RO

Pavtide Diskus 50
micrograme/500
micrograme pulbere de
inhalat

SE/H/0170/003

9575/2017/05

GLAXOSMITHKLINE (GSK)
S.R.L.

RO

Viani Diskus 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerjeni

SE/H/0170/002

H/17/02285/009

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerjeni

SE/H/0170/002

H/17/02285/010

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerjeni

SE/H/0170/002

H/17/02285/008

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerjeni

SE/H/0170/002

H/17/02285/006

GLAXOSMITHKLINE D.O.O.

SI
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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

Viani Diskus 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/002

H/17/02285/007

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/100
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/001

H/17/02285/005

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/100
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/001

H/17/02285/004

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/100
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/001

H/17/02285/003

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/100
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/001

H/17/02285/001

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/100
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/001

H/17/02285/002

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,

SE/H/0170/003

H/17/02285/015

GLAXOSMITHKLINE D.O.O.

SI
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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

odmerijeni

Viani Diskus 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/003

H/17/02285/014

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/003

H/17/02285/013

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/003

H/17/02285/011

GLAXOSMITHKLINE D.O.O.

SI

Viani Diskus 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/0170/003

H/17/02285/012

GLAXOSMITHKLINE D.O.O.

SI

PAVTIDE DISKUS 100
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en

récipient unidose

SE/H/0170/001

NL46895

LABORATOIRE
GLAXOSMITHKLINE

FR

PAVTIDE DISKUS 250
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en

récipient unidose

SE/H/0170/002

NL46896

LABORATOIRE
GLAXOSMITHKLINE

FR

PAVTIDE DISKUS 500

SE/H/0170/003

NL46897

LABORATOIRE

FR
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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

microgrammes/50
microgrammes/dose,
poudre pour inhalation
en

récipient unidose

GLAXOSMITHKLINE

Aldopulmin 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién
(unidosis)

not available

84562

LABORATORIO ALDO-
UNION, S.L.

ES

Seretide 50, (50 ?g + 25
?g)/dawke inhalacyjna,
aerozol inhalacyjny,
zawiesina

not available

9069

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL

Seretide 125, (125 mg +
25 mg)/dawke
inhalacyjna, aerozol
inhalacyjny, zawiesina

not available

9070

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL

Seretide 250, (250 mg +
25 mg)/dawke
inhalacyjng, aerozol
inhalacyjny, zawiesina

not available

9071

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL

Airflusal® Forspiro® 50
microgram/250
microgram/dosis
inhalatiepoeder,
voorverdeeld

SE/H/1407/001

BE464800

SANDOZ N.V.

BE

Airflusal® Forspiro® 50
microgram/500
microgram/dosis
inhalatiepoeder,
voorverdeeld

SE/H/1407/002

BE464817

SANDOZ N.V.

BE

Flaxxone Forspiro 50
mikrogram/500

SE/H/1407/002

50637

SANDOZ A/S

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

mikrogram
inhalationspulver,
avdelad dos

Flaxxone Forspiro, 50
mikrogram/250
mikrogram
inhalationspulver,
avdelad dos

SE/H/1407/001

50636

SANDOZ A/S

SE

Zoreeda 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0654/001

PL 36390/0239

CIPLA (EU) LIMITED

UK

Zoreeda 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0654/002

PL 36390/0240

CIPLA (EU) LIMITED

UK

Zoreeda 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension

IE/H/0654/001

PA 1963/009/001

CIPLA EUROPE NV

IE

Zoreeda 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0654/002

PA 1963/009/002

CIPLA EUROPE NV

IE

Sereflo 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0653/001

PA 1457/022/001

FANNIN LTD

IE

Sereflo 25

IE/H/653/002/DC

PA 1457/022/002

FANNIN LTD

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

microgram/250
microgram per actuation
pressurised inhalation,
suspension.

Combisal 25 microgram
/50 microgram per
metered dose
pressurized inhalation,
suspension

UK/H/6076/001

PL 36532/0001

GENETIC SPA

UK

Combisal 25microgram
/125 microgram per
metered dose
pressurized inhalation,
suspensio

UK/H/6076/002

PL 36532/0002

GENETIC SPA

UK

Combisal 25 microgram
/250 microgram per
metered dose
pressurised inhalation,
suspension.

UK/H/6076/003

PL 36532/0003

GENETIC SPA

UK

Airsus 25 microgrammi /
50 microgrammi / per
dose predosata
sospensione
pressurizzata per
inalazione

UK/H/6076/001

044250013

GENETIC SPA

IT

Airsus 25 microgrammi /
125 microgrammi / per
dose predosata
sospensione
pressurizzata per
inalazione

UK/H/6076/002

044250025

GENETIC SPA

IT

Airsus 25 microgrammi /
250 microgrammi / per
dose predosata

UK/H/6076/003

044250037

GENETIC SPA

IT
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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

sospensione
pressurizzata per
inalazione

Azodal 25 microgram /50
microgram per metered
dose pressurised
inhalation, suspension

UK/H/6076/001

30277/15/14-05-2018

GENETIC SPA

GR

Azodal 25 microgram
/125 microgram per
metered dose
pressurised inhalation,
suspension

UK/H/6076/002

30278/15/14-05-2018

GENETIC SPA

GR

Azodal 25 microgram
/250 microgram per
metered dose
pressurised inhalation,
suspension

UK/H/6076/003

30279/15/14-05-2018

GENETIC SPA

GR

Fluticomb, (25
mikrogramoéw + 50
mikrogramoéw)/dawke
odmierzong, aerozol
inhalacyjny, zawiesina

UK/H/6076/001

25349

Zaktady
Farmaceutyczne
POLPHARMA S.A.

PL

Fluticomb, (25
mikrogramoéw + 125
mikrogramoéw)/dawke
odmierzong, aerozol
inhalacyjny, zawiesina

UK/H/6076/002

25350

Zaktady
Farmaceutyczne
POLPHARMA S.A.

PL

Fluticomb, (25
mikrogramoéw + 250
mikrogramoéw)/dawke
odmierzong, aerozol
inhalacyjny, zawiesina

UK/H/6076/003

25351

Zaktady
Farmaceutyczne
POLPHARMA S.A.

PL

Avenor 25 microgram
/50 microgram per

UK/H/6816/003/DC

PL 36532/0004 - 0001

GENETIC SPA

UK
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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

metered dose
pressurized inhalation,
suspension

Avenor 25 microgram
/125 microgram per
metered dose
pressurized inhalation,
suspension

UK/H/6816/003/DC

PL 36532/0005 - 0001

GENETIC SPA

UK

Avenor 25 microgram
/250 microgram per
metered dose
pressurized inhalation,
suspension

UK/H/6816/003/DC

PL 36532/0006 - 0001

GENETIC SPA

UK

Salmeterol/Fluticasone
Genetic 25
MiKpoypapuapia /50
HIKpoypappdapia ava
kaBopliouevn ddon
EVAI®PNHA YIa €l0Nvon
uno nion.

PT/H/2388/001

41405/ 08-04-2019

GENETIC SPA

GR

Salmeterol/Fluticasone
Genetic 25
MiKpoypapuapia /125
HIKpoypappdapia ava
kaBoplouevn ddon
EVAI®PNHA YIa €l0Nvon
uno nieon.

PT/H/2388/002

41406/ 08-04-2019

GENETIC SPA

GR

Salmeterol/Fluticasone
Genetic 25
HiKpoypapuapia /250
HIKpoypappdapia ava
kaBopiouevn ddon
EVai®PNHa yia I0nvor)
und nieon.

PT/H/2388/003

41407/ 08-04-2019

GENETIC SPA

GR
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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

PROPIONATE DE
FLUTICASONE/SALMETE
ROL GENETIC 50
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

PT/H/2388/001

34009 301 7579 8

GENETIC SPA

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL GENETIC 125
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

PT/H/2388/002

34009 301 758 0 4

GENETIC SPA

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL GENETIC 250
microgrammes/25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

PT/H/2388/003

34009 301 75811

GENETIC SPA

FR

Salmeterol/Flutikazén
Genetic 25
mikrogramov/50
mikrogramov/davka
inhalacna suspenzia v
tlakovom obale

PT/H/2388/001-
003/DC

14/0084/19-S

GENETIC SPA

SK

Salmeterol/Flutikazén
Genetic 25
mikrogramov/125mikrog
ramov/davka inhalacna
suspenzia v tlakovom

PT/H/2388/001-
003/DC

14/0085/19-S

GENETIC SPA

SK
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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

obale

Salmeterol/Flutikazén
Genetic 25
mikrogramov/250
mikrogramov/davka
inhalacna suspenzia v
tlakovom obale

PT/H/2388/001-
003/DC

14/0086/19-S

GENETIC SPA

SK

Salmeterol/Fluticasone
Genetic 25
mikrogramt/50
mikrogramut/déavka
suspenze k inhalaci v
tlakovém obalu

PT/H/2388/001-
003/DC

14/494/17-C

GENETIC SPA

Ccz

Salmeterol/Fluticasone
Genetic 25
mikrogramu/125
mikrogramu/davka
suspenze k inhalaci v
tlakovém obalu

PT/H/2388/001-
003/DC

14/495/17-C

GENETIC SPA

Ccz

Salmeterol/Fluticasone
Genetic 25
mikrogramu/250
mikrogramu/davka
suspenze k inhalaci v
tlakovém obalu

PT/H/2388/001-
003/DC

14/496/17-C

GENETIC SPA

Ccz

Salmeterol/flutikazon
Genetic 25
mikrogramov/50
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

PT/H/2388/001

H/19/02587/001

GENETIC SPA

SI

Salmeterol/flutikazon
Genetic 25
mikrogramov/125

PT/H/2388/002

H/19/02587/002

GENETIC SPA

SI
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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

mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

Salmeterol/flutikazon
Genetic 25
mikrogramov/250
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

PT/H/2388/003

H/19/02587/003

GENETIC SPA

SI

Canmetepon/®nyTruKasoH
leHeTnk 25
Mukporpama/50
MUKpOrpama B efHa
OTMepeHa Ao3a
CyCneH3unsa noj HansraHe
3a MHXanaumsl.

PT/H/2388/001

BG/MA/MP-46439/08-07-2019

GENETIC SPA

BG

CanmeTtepon/®nyTnkasoH
MeHeTnk 25
Mukporpama/125
MWKpoOrpama B efHa
oTMepeHa A03a
CYCMNeH3us noa HansraHe
3a nHxanaums.

PT/H/2388/002

BG/MA/MP-46440/08-07-2019

GENETIC SPA

BG

CanmeTtepon/®nyTnkasoH
MeHeTnk 25
Mukporpama/250
MWKpoOrpama B efHa
oTMepeHa A03a
CyCneH3usa noj HansraHe
3a nHxanaums.

PT/H/2388/003

BG/MA/MP-46441/08-07-2019

GENETIC SPA

BG

Salmeterolo e
Fluticasone Genetic 25
microgrammi/50
microgrammi/dose

PT/H/2388/001

046084012

GENETIC SPA

IT
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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

predosata, sospensione
pressurizzata per
inalazione

Salmeterolo e
Fluticasone Genetic 25
microgrammi/125
microgrammi/dose
predosata, sospensione
pressurizzata per
inalazione

PT/H/2388/002

046084024

GENETIC SPA

IT

Salmeterolo e
Fluticasone Genetic 25
microgrammi/250
microgrammi/dose
predosata, sospensione
pressurizzata per
inalazione

PT/H/2388/003

046084036

GENETIC SPA

IT

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

not available

64.064

SMITHKLINE BEECHAM
FARMA, S.A.

ES

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

not available

64.065

GLAXOSMITHKLINE, S.A.

ES

Inaladuo 25
microgramos/250
microgramos/inhalacién,
suspensién para
inhalacion en envase a

not available

64.066

SMITHKLINE BEECHAM
FARMA, S.A.

ES
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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

presion

Salflutin 50
Mikrogramm/100
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/001

97198.00.00

GLENMARK ARZNEIMITTEL
GMBH

DE

Salflutin 50
Mikrogramm/250
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/002

97199.00.00

GLENMARK ARZNEIMITTEL
GMBH

DE

Salflutin 50
Mikrogramm/500
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/003

97200.00.00

GLENMARK ARZNEIMITTEL
GMBH

DE

Salmeterol/Fluticason
Glenmark 50
Mikrogramm/500
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/003

138371

GLENMARK
PHARMACEUTICALS NORDIC
AB

AT

Salmeterol/Fluticason
Glenmark 50
Mikrogramm/250
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/002

138370

GLENMARK
PHARMACEUTICALS NORDIC
AB

AT

Salmeterol/Fluticason
Glenmark 50
Mikrogramm/100
Mikrogramm
einzeldosiertes Pulver
zur Inhalation

AT/H/0669/001

138369

GLENMARK ARZNEIMITTEL
GMBH

AT
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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

Salmeterol/Fluticasone
1A Farma 50
mikrogram/500
mikrogram/dos,
Inhalationspulver,
avdelad dos

SE/H/1663/002

55540

1A FARMA A/S

SE

AirFluSal Forspiro, (50
mikrogramoéw + 250
mikrogramoéw)/dawke
inhalacyjng, proszek do
inhalacji, podzielony

SE/H/1448/001

23169

SANDOZ GMBH

PL

AirFluSal Forspiro, (50
mikrogramoéw + 500
mikrogramoéw)/dawke
inhalacyjng, proszek do
inhalacji, podzielony

SE/H/1448/002

23170

SANDOZ GMBH

PL

Roadasan Forspiro, 50
mikrogram/250mikrogra
m/dos inhalationspulver,
avdelad dos

SE/H/1448/001

51642

SANDOZ A/S

SE

Roadasan Forspiro, 50
mikrogram/500mikrogra
m/dos inhalationspulver,
avdelad dos

SE/H/1448/002

51643

SANDOZ A/S

SE

Sereflo 25
microgram/125
microgram per actuation
pressurised
inhalation,suspension

IE/H/0653/001

PL 36390/0237

CIPLA (EU) LIMITED

UK

Sereflo 25
microgram/250
microgram per actuation
pressurised
inhalation,suspension

IE/H/0653/002

PL 36390/0238

CIPLA (EU) LIMITED

UK
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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

Inhatec 50
microgram/500
microgram/ dose
inhalation powder, pre-
dispensed.

SE/H/1856/001

PL 49518/0003

WELLNEX GMBH

UK

Salmeterol/Fluticasone
Wellnex 50 mikrog/500
mikrog/annos
inhalaatiojauhe,
annosteltu

SE/H/1856/001

36309

WELLNEX GMBH

FI

Flusarion Easyhaler 50
mikrogram/250
mikrogram/dos
inhalationspulver

SE/H/1694/001

56281

ORION CORPORATION

SE

Flusarion Easyhaler 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1694/002

56282

ORION CORPORATION

SE

Flusarion Easyhaler 50
Mikrogramm/500
Mikrogramm pro
Inhalation, Pulver zur
Inhalation

SE/H/1694/002

99809.00.00

ORION CORPORATION

DE

Flusarion Easyhaler 50
Mikrogramm/250
Mikrogramm pro
Inhalation, Pulver zur
Inhalation

SE/H/1694/001

99808.00.00

ORION CORPORATION

DE

PLUSVENT 25
microgramos/50
microgramos/ inhalacion,
Suspension para
inhalacién en envase a
presion

not available

63.869

GLAXO S.A.

ES
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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

PLUSVENT 25
microgramos/125
microgramos/ inhalacion,
Suspension para
inhalacién en envase a
presion

not available

63.870

GLAXO S.A.

ES

PLUSVENT 25
microgramos/250
microgramos/ inhalacién,
Suspension para
inhalacién en envase a
presion

not available

63.871

GLAXO S.A.

ES

Salfuler Easyhaler
50/500 microgram/dosis,
inhalatiepoeder

SE/H/1700/02/DC

RVG 121013

ORION CORPORATION

NL

Salfuler Easyhaler, 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1700/02/DC

56294

ORION CORPORATION

SE

Brisomax Inalador 50
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao

not available

3703782

BIAL - PORTELA & Ca , SA

PT

Brisomax Inalador 125
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao

not available

3703881

BIAL - PORTELA & Ca , SA

PT

Brisomax Inalador 250
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao

not available

3703980

BIAL - PORTELA & Ca , SA

PT
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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
Duohal 25 SE/H/1599/001 53791 CIPLA EUROPE NV SE

micrograms/125
micrograms /dose
pressurised inhalation,
suspension

Duohal 25 SE/H/1599/002 53792 CIPLA EUROPE NV SE
micrograms/250
micrograms /dose
pressurised inhalation,
suspension
CanmeTtepon u SE/H/1599/001 20170119 CIPLA EUROPE NV BG
dnyTtmkasoH Cunna 25
Mukporpama/ 125
MUKpoOrpaMa Ha
BNpPbCKBaHe, CyCrneH3us
noA HansraHe 3a
MHxanaums
CanmeTtepon u SE/H/1599/002 20170120 CIPLA EUROPE NV BG
¢nyTtmkasoH Cunna 25
Mukporpama/ 250
MUKpOrpaMa Ha
BNpPbCKBaHe, CyCrneH3us
noA HansraHe 3a
MHXanaums
PROPIONATE DE SE/H/1599/001 34009 301 564 38 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
ROL CIPLA 125
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

PROPIONATE DE SE/H/1599/001 34009 301 564 5 2 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
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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

ROL CIPLA 250
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé
PROPIONATE DE SE/H/1599/001 34009 55058182 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
ROL CIPLA 125
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

PROPIONATE DE SE/H/1599/001 34009 550 58199 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
ROL CIPLA 125
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

PROPIONATE DE SE/H/1599/001 34009 55058205 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
ROL CIPLA 125
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

PROPIONATE DE SE/H/1599/001 34009 55058212 CIPLA EUROPE NV FR
FLUTICASONE/SALMETE
ROL CIPLA 250
microgrammes/25
microgrammes/ dose,
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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

suspension pour
inhalation en flacon
pressurisé

PROPIONATE DE
FLUTICASONE/SALMETE
ROL CIPLA 250
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

SE/H/1599/001

34009 550 582 3 6

CIPLA EUROPE NV

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL CIPLA 250
microgrammes/25
microgrammes/ dose,
suspension pour
inhalation en flacon
pressurisé

SE/H/1599/001

34009 550 582 4 3

CIPLA EUROPE NV

FR

Fluterolo Easyhaler 50
mikrogram/250
mikrogram/dos
inhalationspulver

SE/H/1693/01/DC

56279

ORION CORPORATION

SE

Fluterolo Easyhaler 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1693/02/DC

56280

ORION CORPORATION

SE

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961012

ORION CORPORATION

IT

Safubref 50
microgrammi/500
microgrammi/dose,

SE/H/1693/002

045961048

ORION CORPORATION

IT
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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

polvere per inalazione

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961024

ORION CORPORATION

IT

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961036

ORION CORPORATION

IT

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961075

ORION CORPORATION

IT

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961087

ORION CORPORATION

IT

Safubref 50
microgrammi/250
microgrammi/dose,
polvere per inalazione

SE/H/1693/001

045961099

ORION CORPORATION

IT

Safubref 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1693/002

045961051

ORION CORPORATION

IT

Safubref 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1693/002

045961063

ORION CORPORATION

IT

Safubref 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1693/002

045961101

ORION CORPORATION

IT

Safubref 50

SE/H/1693/002

045961113

ORION CORPORATION

IT
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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

microgrammi/500
microgrammi/dose,
polvere per inalazione

Safubref 50
microgrammi/500
microgrammi/dose,
polvere per inalazione

SE/H/1693/002

045961125

ORION CORPORATION

IT

Salmex 50
microgrammes / 500
microgrammes / dose,
poudre pour inhalation
en recipient unidose

UK/H/6498/001/DC

2019070196

APC INSTYTUT SP. Z O.0.

LU

Seretide Inhaler CFC-
Free 25 micrograme/250
micrograme suspensie de
inhalat presurizata

not available

887/2008/01

GLAXOSMITHKLINE
(IRELAND) LIMITED

RO

Seretide Inhaler CFC-
Free 25 micrograme/125
micrograme suspensie de
inhalat presurizata

not available

886/2008/01

GLAXOSMITHKLINE
(IRELAND) LIMITED

RO

Seretide Inhaler CFC-
Free 25 micrograme/50
micrograme suspensie de
inhalat presurizata

not available

885/2008/01

GLAXOSMITHKLINE
(IRELAND) LIMITED

RO

Seretide Dysk 250, (250
mg + 50 mg)/dawke
inhalacyjna, proszek do
inhalacji

not available

8325

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL

Seretide Dysk 100, (100
mg + 50 mg)/dawke
inhalacyjng, proszek do
inhalacji

not available

8324

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL

Seretide Dysk 500, (500
mg + 50 mg)/dawke

not available

8326

GLAXOSMITHKLINE
(IRELAND) LIMITED

PL
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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

inhalacyjng, proszek do
inhalacji

Sirdupla 25
microgram/125
microgram per metered
dose pressurised
inhalation,

suspension.

DE/H/5724/001

PL 04569/1449

GENERICS [UK] LIMITED

UK

Sirdupla 25
microgram/250
microgram per metered
dose pressurised
inhalation,

suspension.

DE/H/5724/002

PL 04569/1450

GENERICS [UK] LIMITED

UK

SERKEP 25
mikrogram/125
mikrogram per dose
inhalasjonsaerosol,
suspensjon

DE/H/5724/001

16-11186

MYLAN AB

NO

SERKEP 25
mikrogram/250
mikrogram per dose
inhalasjonsaerosol,
suspensjon.

DE/H/5724/002

16-11187

MYLAN AB

NO

Serkep 25
mikrogram/125
mikrogram/dos
inhalationsspray,
suspension

DE/H/5724/001

54831

MYLAN AB

SE

Serkep 25
mikrogram/250
mikrogram/dos
inhalationsspray,
suspension

DE/H/5724/002

54832

MYLAN AB

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

Serkep 25 mikrog/125
mikrog i afmaeldum
skammti af innudalyfi,
dreifu.

DE/H/5724/001

1S/1/16/106/01

MYLAN AB

IS

Serkep 25 mikrég/250
mikrog i afmaldum
skammti af innadalyfi,
dreifu.

DE/H/5724/002

1S/1/16/106/02

MYLAN AB

IS

Serkep, 25
mikrogrammi/125
mikrogrammi mdddetud
annuses,
inhalatsiooniaerosool,
suspensioon

DE/H/5724/001

925216

MYLAN S.A.S

EE

Serkep, 25
mikrogrammi/250
mikrogrammi moddetud
annuses,
inhalatsiooniaerosool,
suspensioon

DE/H/5724/002

925316

MYLAN S.A.S

EE

Serkep 25/125
mikrogramai/dozeje
suslegtoji jkvepiamoji
suspensija

DE/H/5724/001

LT/1/16/4018/001

MYLAN S.A.S

LT

Serkep 25/250
mikrogramy/dozeéje
suslégtoji jkvepiamoji
suspensija

DE/H/5724/002

LT/1/16/4018/002

MYLAN S.A.S

LT

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

DE/H/5724/001

16-0255

MYLAN S.A.S

LV

Serkep 25/250

DE/H/5724/002

16-0256

MYLAN S.A.S

LV

List of nationally authorised medicinal products

EMA/326863/2020

Page 76/138




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

mikrogrami/deva
aerosols inhalacijam,
zem spiediena,
suspensija

Seritomyl 25
Mikrogramm/125
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5724/001

BE503831

MYLAN BVBA/SPRL

BE

Seritomyl 25
microgrammes / 125
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5724/001

BE503831

MYLAN BVBA/SPRL

BE

Seritomyl, 25
microgram/125
microgram per
afgemeten dosis,
aérosol, suspensie

DE/H/5724/001

BE503831

MYLAN BVBA/SPRL

BE

Seritomyl 25
Mikrogramm/250
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5724/002

BE503840

MYLAN BVBA/SPRL

BE

Seritomyl 25
microgrammes / 250
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5724/002

BE503840

MYLAN BVBA/SPRL

BE

Seritomyl, 25

DE/H/5724/002

BE503840

MYLAN BVBA/SPRL

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

microgram/250
microgram per
afgemeten dosis, aérosol
suspensie

Sirdupla 25
mikrograma/125
mikrograma po potisku,
stlaceni inhalat,
suspenzija

DE/H/5724/001

HR-H-254713416

MYLAN HRVATSKA D.O.O.

HR

Sirdupla 25
mikrograma/250
mikrograma po potisku,
stlaceni inhalat,
suspenzija

DE/H/5724/002

HR-H-709386868

MYLAN HRVATSKA D.O.O.

HR

Serkep 25 microgramas
+ 125 microgramas por
dose calibrada,
suspensao pressurizada
para inalacao

DE/H/5724/001

5699822

MYLAN, LDA

PT

Serkep 25 microgramas
+ 250 microgramas por
dose calibrada,
suspensao pressurizada
para inalacao

DE/H/5724/002

5699830

MYLAN, LDA

PT

Serkep 25
Mikrogramm/125
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

DE/H/5724/001

137380

ARCANA ARZNEIMITTEL
GMBH

AT

Serkep 25
Mikrogramm/250
Mikrogramm pro
SprihstoB

DE/H/5724/002

137381

ARCANA ARZNEIMITTEL
GMBH

AT
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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

Druckgasinhalation,
Suspension

Sirdupla 25
mikrogramt/125
mikrogramuty/davka,
suspenze k inhalaci v
tlakovém obalu

DE/H/5724/001

14/679/16-C

GENERICS [UK] LIMITED

Ccz

Sirdupla 25
mikrogramt/250
mikrogramty/davka,
suspenze k inhalaci v
tlakovém obalu

DE/H/5724/002

14/680/16-C

GENERICS [UK] LIMITED

Ccz

Serzyl 25
microgrammi/125
microgrammi per dose
predosata, sospensione
pressurizzata per
inalazione

DE/H/5724/001

045124017

MYLAN S.P.A.

IT

Serzyl 25
microgrammi/250
microgrammi per dose
predosata, sospensione
pressurizzata per
inalazione

DE/H/5724/002

045124029

MYLAN S.P.A.

IT

Seritomyl 25
microgrammes / 250
microgrammes par dose
mesurée, suspension
pour inhalation en flacon
pressurisé

DE/H/5724/002

2017070248

MYLAN BVBA/SPRL

LU

Seritomyl 25
microgrammes / 125
microgrammes par dose
mesurée, suspension

DE/H/5724/001

2017070247

MYLAN BVBA/SPRL

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

pour inhalation en flacon
pressurisé

Serkep 25
HIkpoypappapia /125
MiKpoypapudapia ava
JO0CIUETPNHEVN DOON
EVAI®PNHA YIa €l0Nvon
uno nieon

DE/H/5724/001

59075/17/29-01-2018

MYLAN S.A.S

GR

Serkep 25
MiKpoypapuapia /250
MiKpoypapudapia ava
O0O0IMETPNUEVN BOON
EVaiPNHa yia €10nvor)
uno nieon

DE/H/5724/002

49517/17/29-01-2018

MYLAN S.A.S

GR

Serkep, inhalationsspray,
suspension

DE/H/5724/001

57839

MYLAN AB

DK

Serkep, inhalationsspray,
suspension

DE/H/5724/001

57840

MYLAN AB

DK

Serkep 25 mikrog/125
mikrog/annos
inhalaatiosumute,
suspensio

DE/H/5724/001

34226

MYLAN AB

FI

Serkep 25
mikrogram/125
mikrogram/dos
inhalationsspray,
suspension

DE/H/5724/001

34226

MYLAN AB

FI

Serkep 25 mikrog/250
mikrog/annos
inhalaatiosumute,
suspensio

DE/H/5724/002

34227

MYLAN AB

FI

Serkep 25
mikrogram/250
mikrogram/dos

DE/H/5724/002

34227

MYLAN AB

FI
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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

inhalationsspray,
suspension
Serkep 25 DE/H/5724/001 14/0492/16-S MYLAN IRELAND LIMITED SK
mikrogramov/125
mikrogramov inhalacna
suspenzia v tlakovom
obale

Serkep 25 DE/H/5724/002 14/0493/16-S MYLAN IRELAND LIMITED SK
mikrogramov/250
mikrogramov inhalacna
suspenzia v tlakovom
obale

Serhalyx 25/125 DE/H/5724/001 OGYI-T-23117/01 MYLAN IRELAND LIMITED HU
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

Serhalyx 25/250 DE/H/5724/002 OGYI-T-23117/02 MYLAN IRELAND LIMITED HU
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

Serkep 25 DE/H/5724/001 H/17/02354/001 MYLAN IRELAND LIMITED SI
mikrogramov/125
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

Serkep 25 DE/H/5724/002 H/17/02354/002 MYLAN IRELAND LIMITED SI
mikrogramov/250
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

Serkep 25 DE/H/5724/001 14/679/16-C MYLAN IRELAND LIMITED cz
mikrogramt/125
mikrogramut/déavka
suspenze k inhalaci v
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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

tlakovém obalu

Serkep 25
mikrogramt/250
mikrogramut/dévka
suspenze k inhalaci v
tlakovém obalu

DE/H/5724/002

14/680/16-C

MYLAN IRELAND LIMITED

Ccz

Sirdupla 25
microgram/250
microgram per metered
dose pressurised
inhalation,

suspension

DE/H/5724/002

PA 577/201/002

MCDERMOTT
LABORATORIES LTD

IE

Sirdupla 25
microgram/125
microgram per metered
dose pressurised
inhalation, suspension

DE/H/5724/001

PA 0577/201/001

MCDERMOTT
LABORATORIES LTD

IE

Sirdupla 25
microgram/125
microgram per metered
dose pressurised
inhalation,

suspension

DE/H/5724/001

MA1270/02201

MYLAN IRELAND LIMITED

MT

Sirdupla 25
microgram/250
microgram per metered
dose pressurised
inhalation,

suspension.

DE/H/5724/002

MA1270/02202

MYLAN IRELAND LIMITED

MT

Seritomyl 25
Mikrogramm/125
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,

DE/H/5724/001

2017070247

MYLAN BVBA/SPRL

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

Suspension

Seritomyl 25
Mikrogramm/250
Mikrogramm pro
abgemessene Dosis
Druckgasinhalation,
Suspension

DE/H/5724/002

2017070248

MYLAN BVBA/SPRL

LU

Serkep 25
Mikrogramm/125
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

DE/H/5724/001

91143.00.00

MYLAN GERMANY GMBH

DE

Serkep 25
Mikrogramm/250
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

DE/H/5724/002

91144.00.00

MYLAN GERMANY GMBH

DE

ROLENIUM 50
microgrammi/250
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0972/001

041500012/M

ELPEN PHARMACEUTICAL
CO. INC.

IT

ROLENIUM 50
microgrammi/500
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0972/002

041500024/M

ELPEN PHARMACEUTICAL
CO. INC.

IT

Relanio 50 mikrdég/250
mikréog/skammt
innéndunarduft,
afmeaeldir skammtar.

SE/H/0972/001

1S/1/13/094/01

ELPEN PHARMACEUTICAL
CO. INC.

IS

Relanio 50 mikrég/500

SE/H/0972/002

1S/1/13/094/02

ELPEN PHARMACEUTICAL

IS
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mikrogramov/250
mikrogramov/davka

CO. INC.

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

mikrég/skammt CO. INC.

innéndunarduft,

afmeaeldir skammtar.

Rolenium 50 SE/H/0972/001 81933.00.00 ELPEN PHARMACEUTICAL DE

Mikrogramm/250 CO. INC.

Mikrogramm/Dosis,

einzeldosiertes Pulver

zur Inhalation

Rolenium 50 SE/H/0972/002 81934.00.00 ELPEN PHARMACEUTICAL DE

Mikrogramm /500 CO. INC.

Mikrogramm /Dosis,

einzeldosiertes Pulver

zur Inhalation

Relanio 50 SE/H/0972/001/DC 44235 ELPEN PHARMACEUTICAL SE

mikrogram/250 CO. INC.

mikrogram/dos

inhalationspulver,

avdelad dos

Relanio 50 SE/H/0972/002 44236 ELPEN PHARMACEUTICAL SE

mikrogram/500 CO. INC.

mikrogram/dos

inhalationspulver,

avdelad dos

DIMENIUM 50 SE/H/0972/001 14/581/11-C ELPEN PHARMACEUTICAL Ccz

mikrogramu/250 CO. INC.

mikrogramu davkovany

prasek k inhalaci

DIMENIUM SE/H/0972/002 14/582/11-C ELPEN PHARMACEUTICAL cz

50mikrogram(/500 CO. INC.

mikrogramd, davkovany

prasek k inhalaci

DIMENIUM 50 SE/H/0972/001 14/0405/11-S ELPEN PHARMACEUTICAL SK
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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

davkovany inhalacny
prasok

DIMENIUM 50
mikrogramov/500
mikrogramov/davka
davkovany inhalacny
prasok

SE/H/0972/002

14/0406/11-S

ELPEN PHARMACEUTICAL
CO. INC.

SK

DIMENIUM 250 pg/dose
+ 50 pg/dose, po para
inalacdo em recipiente
unidose

SE/H/0972/001

5400676

ELPEN PHARMACEUTICAL
CO. INC.

PT

DIMENIUM 500 ug/dose
+ 50 ug/dose, po para
inalagdo em recipiente
unidose

SE/H/0972/002

5400700

ELPEN PHARMACEUTICAL
CO. INC.

PT

Salmeterol/Fluticasone
Hexal, 50
mikrogram/500
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1322/002

49084

HEXAL AG

SE

Lastenol Forspiro, 50
mikrogram/500
mikrogram
inhalationspulver,
avdelad dos

SE/H/1404/002

50635

SANDOZ A/S

SE

AIRFLUSAL FORSPIRO

SE/H/1404/002

043262029

SANDOZ S.P.A.

IT

Salmeson 50 mikrog/250
mikrog/annos
inhalaatiojauhe,
annosteltu

SE/H/1191/002

30089

ELPEN PHARMACEUTICAL
CO. INC.

FI

Salmeson 50 mikrog/500
mikrog/annos
inhalaatiojauhe,

SE/H/1191/003

30090

ELPEN PHARMACEUTICAL
CO. INC.

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

annosteltu

SALMESON 250
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/002

34009 277074 2 1

ELPEN PHARMACEUTICAL
CO. INC.

FR

SALMESON 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/003

34009 277077 11

ELPEN PHARMACEUTICAL
CO. INC.

FR

Symflusal, (50
mikrogramoéw + 250
mikrograméw)/dawke,
proszek do inhalacji,
podzielony

SE/H/1191/002

21380

SYMPHAR SP. Z O.0.

PL

Symflusal, (50
mikrogramoéw + 500
mikrograméw)/dawke,
proszek do inhalacji,
podzielony

SE/H/1191/003

21381

SYMPHAR SP. Z O.0.

PL

SALMESON 250
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/002

34009 3000958 1

ELPEN PHARMACEUTICAL
CO. INC.

FR

SALMESON 250
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/002

34009 277 07599

ELPEN PHARMACEUTICAL
CO. INC.

FR

SALMESON 250
microgrammes/50
microgrammes/dose,

SE/H/1191/002

34009 550 064 4 2

ELPEN PHARMACEUTICAL
CO. INC.

FR
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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

poudre pour inhalation
en récipient unidose

SALMESON 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/003

34009 300 0959 8

ELPEN PHARMACEUTICAL
CO. INC.

FR

SALMESON 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/003

34009 277 078 8 9

ELPEN PHARMACEUTICAL
CO. INC.

FR

SALMESON 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/1191/003

34009 550 064 5 9

ELPEN PHARMACEUTICAL
CO. INC.

FR

Salmeson 50
mikrog/dose + 250
mikrog/dose
inhalasjonspulver,
dosedispensert

SE/H/1191/002/DC

11-8552

ELPEN PHARMACEUTICAL
CO. INC.

NO

Salmeson 50
mikrog/dose + 500
mikrog/dose
inhalasjonspulver,
dosedispensert

SE/H/1191/003/DC

11-8553

ELPEN PHARMACEUTICAL
CO. INC.

NO

Salmeson 50
mikrogram/250
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1191/002

46640

ELPEN PHARMACEUTICAL
CO. INC.

SE

Salmeson 50
mikrogram/500

SE/H/1191/003

46641

ELPEN PHARMACEUTICAL
CO. INC.

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

mikrogram/dos
inhalationspulver,
avdelad dos

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

not available

H/00/01405/002

GLAXOSMITHKLINE D.O.O.

SI

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

not available

H/00/01405/003

GLAXOSMITHKLINE D.O.O.

SI

SERETIDE 25
mikrogramov/50
mikrogramov/vpih
inhalacijska suspenzija
pod tlakom

not available

H/00/01405/001

GLAXOSMITHKLINE D.O.O.

SI

Seretide Inhaler 25
mikrograma + 50
mikrograma u jednoj
dozi stlaceni inhalat,
suspenzija

not available

HR-H-513256189

GLAXOSMITHKLINE D.O.O.

HR

Seretide Inhaler 25
mikrograma + 250
mikrograma u jednoj
dozi stlaceni inhalat,
suspenzija

not available

HR-H-572113579

GLAXOSMITHKLINE D.O.O.

HR

Cepetng Auckyc 50
MuKporpama/100
MUKpoOrpama/nosa npax
3a uHxanauus,
npeaBapuTeNHO A03MpaH

not available

20000234

GLAXOSMITHKLINE EOOD

BG

Cepetng Aunckyc 50

not available

20000232

GLAXOSMITHKLINE EOOD

BG
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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

MUKporpama/250
MUKporpama/aosa npax
3a UHxanauus,
npeABapuTesHO A03UpaH
CepeTtung Auckyc 50 not available 20000233 GLAXOSMITHKLINE EOOD BG
MuKporpama/500
MUKporpama/aosa npax
3a UHxanauus,
npeABapuTesHO A03UpaH
Fulsalmide Easyhaler 50 SE/H/1697/001 56287 ORION CORPORATION SE
microgram/250
microgram/dose,
inhalation powder
Fulsalmide Easyhaler 50 SE/H/1697/02/DC 56288 ORION CORPORATION SE
microgram/500
microgram/dose,
inhalation powder
PROPIONATE DE SE/H/1697/001 34009 301 75705 ORION CORPORATION FR
FLUTICASONE/SALMETE
ROL ORION 250
microgrammes/50
microgrammes/

dose, poudre pour
inhalation

PROPIONATE DE SE/H/1697/001 34009 550 63537 ORION CORPORATION FR
FLUTICASONE/SALMETE
ROL ORION 250
microgrammes/50
microgrammes/

dose, poudre pour
inhalation

PROPIONATE DE SE/H/1697/001 34009 550 6354 4 ORION CORPORATION FR
FLUTICASONE/SALMETE
ROL ORION 250
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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

microgrammes/50
microgrammes/
dose, poudre pour
inhalation

PROPIONATE DE
FLUTICASONE/SALMETE
ROL ORION 500
microgrammes/50
microgrammes/

dose, poudre pour
inhalation

SE/H/1697/002

34009 301 757 1 2

ORION CORPORATION

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL ORION 500
microgrammes/50
microgrammes/

dose, poudre pour
inhalation

SE/H/1697/002

34009 55063551

ORION CORPORATION

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL ORION 500
microgrammes/50
microgrammes/

dose, poudre pour
inhalation

SE/H/1697/002

34009 550 6356 8

ORION CORPORATION

FR

Saflutin 50/100
mikrogramy/dozeéje
dozuoti jkvepiamieji
milteliai

not available

LT/1/15/3820/001

UAB INTELI GENERICS
NORD

LT

Saflutin 50/250
mikrogramuy/dozéje
dozuoti jkvepiamieji
milteliai

not available

LT/1/15/3820/002

UAB INTELI GENERICS
NORD

LT

Saflutin 50/500

not available

LT/1/15/3820/003

UAB INTELI GENERICS

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

mikrogramy/dozeje
dozuoti jkvepiamieji
milteliai

NORD

Seretide Inhaler, 25/50
mikrogrammi annuses
inhalatsiooniaerosool,
suspensioon

not available

406403

GLAXOSMITHKLINE
(IRELAND) LIMITED

EE

Seretide Inhaler, 25/250
mikrogrammi annuses
inhalatsiooniaerosool,
suspensioon

not available

406303

GLAXOSMITHKLINE
(IRELAND) LIMITED

EE

Seretide Inhaler, 25/125
mikrogrammi annuses
inhalatsiooniaerosool,
suspensioon

not available

406203

GLAXOSMITHKLINE
(IRELAND) LIMITED

EE

Salmeterol/Flutikason
Devatis 25
microgram/250
microgram/actuation,
pressurised inhalation,
suspension

SE/H/1683/003

57114

DEVATIS GMBH

SE

Salmeterol/Flutikason
Devatis 25
microgram/250
microgram/actuation,
pressurised inhalation,
suspension

SE/H/1683/003

57114

DEVATIS GMBH

SE

Salmeterol/Flutikason
Devatis 25
microgram/250
microgram/actuation,
pressurised inhalation,
suspension

SE/H/1683/003

57114

DEVATIS GMBH

SE

Salmeterol/Flutikason

SE/H/1683/003

57114

DEVATIS GMBH

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

Devatis 25
microgram/250
microgram/actuation,
pressurised inhalation,
suspension

Salmeterol/Fluticasonpro
pionaat 25
microgram/125
microgram/dosis Vincion,
aérosol, suspensie

not available

RVG 115995

VINCION BV

NL

Salmeterol/Fluticasonpro
pionaat 25
microgram/250
microgram/dosis Vincion,
aérosol, suspensie

not available

RVG 115996

VINCION BV

NL

Sereflo 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension.

IE/H/0653/001

PA 1457/022/001

FANNIN LTD

IE

Sereflo 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/653/002/DC

PA 1457/022/002

FANNIN LTD

IE

Airflusal® Forspiro® 50
microgramos/250
microgramos/inhalacién,
polvo para inhalacién
(unidosis)

SE/H/1446/001

80248

SANDOZ FARMACEUTICA,
S.A.

ES

Airflusal® Forspiro® 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién

SE/H/1446/002

80249

SANDOZ FARMACEUTICA,
S.A.

ES
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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

(unidosis)

Mesaflu Forspiro SE/H/1446/002 51635 SANDOZ A/S SE

Mesaflu Forspiro SE/H/1446/001 51634 SANDOZ A/S SE

Aloflute 25 UK/H/5068/001 PL 00068/0405 3M HEALTH CARE LIMITED UK

microgram/125
microgram per metered
dose pressurised
inhalation, suspension
Aloflute 25 UK/H/5068/002 PL 00068/0406 3M HEALTH CARE LIMITED UK
microgram/250
microgram per metered
dose pressurised
inhalation, suspension
Aloflute 25 UK/H/5068/002 91263.00.00 JENSONR+ (IRELAND) LTD DE
Mikrogramm/250
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension
Aloflute 25 UK/H/5068/001 91262.00.00 JENSONR+ (IRELAND) LTD DE
Mikrogramm/125
Mikrogramm pro

SprihstoB

Druckgasinhalation,

Suspension

Maizar Diskus 50 not available 3600285 GLAXOSMITHKLINE - PT
microgramas/100 PRODUTOS

microgramas/dose po FARMACEUTICOS, LDA

para inalacao, em
recipiente unidose

Maizar Diskus 50 not available 3600582 GLAXOSMITHKLINE - PT
microgramas/250 PRODUTOS
microgramas/dose po FARMACEUTICOS, LDA

para inalacdao, em
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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

recipiente unidose

Maizar Diskus 50
microgramas/500
microgramas/dose pé
para inalagcdao, em
recipiente unidose

not available

3600889

GLAXOSMITHKLINE -
PRODUTOS
FARMACEUTICOS, LDA

PT

AirFluSal MDI 25
microgram/125
microgram per actuation
pressurised inhalation,
suspension

NL/H/3708/001

PL 04416/1475

SANDOZ LTD

UK

AirFluSal® MDI 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension

NL/H/3708/002

PL 04416/1476

SANDOZ LTD

UK

Salmeterol/Fluticasonpro
pionaat Sandoz 25/125
microgram, aerosol,
suspensie

NL/H/3708/001

RVG 118834

SANDOZ B.V.

NL

Salmeterol/Fluticasonpro
pionaat Sandoz 25/250
microgram, aerosol,
suspensie

NL/H/3708/002

RVG 118835

SANDOZ B.V.

NL

Flusamer 50
mikrogrammi/250
mikrogrammi/annuses
annustatud
inhalatsioonipulber

EE/H/0224/001

779312

ELPEN PHARMACEUTICAL
CO. INC.

EE

Flusamer 50
mikrogrammi/500
mikrogrammi/annuses
annustatud
inhalatsioonipulber

EE/H/0224/002

779212

ELPEN PHARMACEUTICAL
CO. INC.

EE
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mikrogramov/250
mikrogramov na
odmerek, odmerjeni

CO. INC.

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

dnycamep 50 EE/H/0224/001 20120291 ELPEN PHARMACEUTICAL BG

Mukporpama /250 CO. INC.

MWKpoOrpama/ao3a npax

3a uHxanauus,

npeaBapuTenHo

A03U1paH.

®dnycamep 50 EE/H/0224/002 20120292 ELPEN PHARMACEUTICAL BG

Mukporpama /500 CO. INC.

MUKporpama/aosa npax

3a nHxanauus,

npeaBapuUTeENHO

[03MpaH.

Flamerio 50 mikrogramuy, | EE/H/0224/001 LT/1/12/2888/001 ELPEN PHARMACEUTICAL LT

/250 mikrogramy/dozéje CO. INC.

dozuoti jkvepiamieji

milteliai

Flamerio 50 mikrogramy, | EE/H/0224/002 LT/1/12/2888/002 ELPEN PHARMACEUTICAL LT

/500 mikrogramy/dozéje CO. INC.

dozuoti jkvepiamieji

milteliai

Flamerio 50 EE/H/0224/001 12-0049 ELPEN PHARMACEUTICAL LV

mikrogrami/250 CO. INC.

mikrogrami/deva

inhalacijas pulveris,

dalits

Flamerio 50 EE/H/0224/002 12-0050 ELPEN PHARMACEUTICAL LV

mikrogrami/500 CO. INC.

mikrogrami/deva

inhalacijas pulveris,

dalits

Flamerio 50 EE/H/0224/001/DC H/12/00614/001 ELPEN PHARMACEUTICAL SI
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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

prasek za inhaliranje

Flamerio 50
mikrogramov/500
mikrogramov na
odmerek, odmerjeni
prasek za inhaliranje

EE/H/0224/002/DC

H/12/00614/002

ELPEN PHARMACEUTICAL
CO. INC.

SI

Flusamer 50
Mikrogramm/250
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

EE/H/0224/001/DC

2012090037

ELPEN PHARMACEUTICAL
CO. INC.

LU

Flusamer 50
Mikrogramm/500
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

EE/H/0224/002/DC

2012090038

ELPEN PHARMACEUTICAL
CO. INC.

LU

Flusamer 50
micrograme/250
micrograme/doza
pulbere de inhalat cu
doze prestabilite

EE/H/0224/001

4501/2012/01

ELPEN PHARMACEUTICAL
CO. INC.

RO

Flusamer 50
micrograme/500
micrograme/doza
pulbere de inhalat cu
doze prestabilite

EE/H/0224/002

4502/2012/01

ELPEN PHARMACEUTICAL
CO. INC.

RO

Seretide Evohaler
25/125
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

not available

OGYI-T-8652/02

GLAXOSMITHKLINE KFT.

HU

Seretide Evohaler
25/250
mikrogramm/adag

not available

OGYI-T-8652/03

GLAXOSMITHKLINE KFT.

HU
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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

tulnyomasos inhalacids
szuszpenzid

Seretide Evohaler 25/50 not available OGYI-T-8652/01 GLAXOSMITHKLINE KFT. HU
mikrogramm/adag

tulnyomasos inhalacids

szuszpenzid

Inaladuo Accuhaler 50 not available 62.868 SMITHKLINE BEECHAM ES
microgramos/250 FARMA, S.A.
microgramos/inhalacién,

polvo para inhalacién.

Inaladuo Accuhaler 50 not available 62.869 SMITHKLINE BEECHAM ES
microgramos/500 FARMA, S.A.
microgramos/inhalacién,

polvo para inhalacién.

Inaladuo Accuhaler 50 not available 62.867 SMITHKLINE BEECHAM ES
microgramos/100 FARMA, S.A.
microgramos/inhalacién,

polvo para inhalacién.

Seretide Diskus 50/250 not available 00-0934 GLAXOSMITHKLINE LATVIA LV
mikrogrami/deva SIA

pulveris inhalacijam

Seretide Diskus 50/500 not available 00-0935 GLAXOSMITHKLINE LATVIA LV
mikrogrami/deva SIA

pulveris inhalacijam

Seretide Diskus 50/100 not available 00-0933 GLAXOSMITHKLINE LATVIA LV
mikrogrami/deva SIA

pulveris inhalacijam

Seretide 25/50 not available 00-1842 GLAXOSMITHKLINE AS NO
inhalasjonsaerosol,

suspensjon

Seretide 25/250 not available 00-1844 GLAXOSMITHKLINE AS NO
inhalasjonsaerosol,

suspensjon

Seretide 25/125 not available 00-1843 GLAXOSMITHKLINE AS NO
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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

inhalasjonsaerosol,
suspensjon

Seretide Diskus 50/250
mikrogramuy/dozéje
dozuoti jkvepiamieji
milteliai

not available

LT/1/99/0481/002

GLAXOSMITHKLINE LIETUVA
UAB

LT

Seretide Diskus 50/100
mikrogramy/dozeéje
dozuoti jkvepiamieji
milteliai

not available

LT/1/99/0481/001

GLAXOSMITHKLINE LIETUVA
UAB

LT

Seretide Diskus 50/250
mikrogramuy/dozéje
dozuoti jkvepiamieji
milteliai

not available

LT/1/99/0481/003

GLAXOSMITHKLINE LIETUVA
UAB

LT

Seretide Diskus 50/500
mikrogramy/dozeje
dozuoti jkvepiamieji
milteliai

not available

LT/1/99/0481/004

GLAXOSMITHKLINE LIETUVA
UAB

LT

EPOJTY3AJT ®OPCINPO
50 MMKPOI'PAMA + 250
MWKPOIPAMA /OO3A
MPAX 3A MHXANALMNA,
MPEABAPUTEJTHO
OO3NPAH

SE/H/1323/003

20150137

SANDOZ PHARMACEUTICALS
D.D.

BG

AirFluSol Forspiro 50
mikrogramm/250
mikrogramm/adag
adagolt inhalacids por

SE/H/1323/003

OGYI-T-22596/05

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/250
mikrogramm/adag
adagolt inhalaciés por

SE/H/1323/003

OGYI-T-22596/04

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/250

SE/H/1323/003

OGYI-T-22596/06

SANDOZ HUNGARIA KFT

HU
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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

mikrogramm/adag
adagolt inhalacidés por

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/01

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/02

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/03

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/04

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250
micrograme/ doza,
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/05

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/250
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/003

7673/2015/06

S.C. SANDOZ S.R.L.

RO

AirFluSal® Forspiro® 50
micrograme/250

SE/H/1323/003

7673/2015/07

S.C. SANDOZ S.R.L.

RO
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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

micrograme/ doza,
pulbere unidoza de
inhalat

Salmeterol/Fluticasone
Sandoz 50
mikrogram/250
mikrogram/dos
Inhalationspulver,
avdelad dos

SE/H/1323/003

50816

SANDOZ A/S

SE

Salmeterol/Fluticasonpro
pionaat Sandoz 25/125
microgram, aerosol,
suspensie

NL/H/3709/001

RVG 118844

SANDOZ B.V.

NL

Salmeterol/Fluticasonpro
pionaat Sandoz 25/250
microgram, aerosol,
suspensie

NL/H/3709/002

RVG 118845

SANDOZ B.V.

NL

PROPIONATE DE
FLUTICASONE/SALMETE
ROL SANDOZ 125
microgrammes/ 25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

NL/H/3709/001

34009 301 7204 9

SANDOZ

FR

PROPIONATE DE
FLUTICASONE/SALMETE
ROL SANDOZ 250
microgrammes/ 25
microgrammes/dose,
suspension pour
inhalation en flacon
pressurisé

NL/H/3709/002

34009 301 7208 7

SANDOZ

FR

Sereflo 25

IE/H/0653/001

PA 1457/022/001

FANNIN LTD

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

microgram/125
microgram per actuation
pressurised inhalation,
suspension.

Sereflo 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/653/002/DC

PA 1457/022/002

FANNIN LTD

IE

AirFluSal Forspiro 50/500
microgram/dosis,
inhalatiepoeder,
voorverdeeld

SE/H/1447/002

RVG 116003

SANDOZ B.V.

NL

Casorol Forspiro, 50
mikrogram/500
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1447/002

51641

SANDOZ A/S

SE

Airflusal® Dosieraerosol
25 Mikrogramm/125
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

SE/H/1537/001

94827.00.00

CIPLA EUROPE NV

DE

Airflusal® Dosieraerosol
25 Mikrogramm/250
Mikrogramm pro
SprihstoB
Druckgasinhalation,
Suspension

SE/H/1537/002

94828.00.00

CIPLA EUROPE NV

DE

Zoreeda 25
mikrogram/125
mikrogram/dos
inhalationsspray,

SE/H/1537/001

52740

CIPLA EUROPE NV

SE

List of nationally authorised medicinal products

EMA/326863/2020

Page 101/138




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

suspension

Zoreeda 25
mikrogram/250
mikrogram/dos
inhalationsspray,
suspension

SE/H/1537/002

52741

CIPLA EUROPE NV

SE

Salmeterol/Fluticason
Cipla 25 mikrogramu /
125 mikrogramu / davka
suspenze k inhalaci v
tlakovém obalu

SE/H/1537/001

14/628/15-C

CIPLA EUROPE NV

Ccz

Salmeterol/Fluticason
Cipla 25 mikrogramu /
250 mikrogramu / davka
suspenze k inhalaci v
tlakovém obalu

SE/H/1537/002

14/629/15-C

CIPLA EUROPE NV

Ccz

Anasma Accuhaler 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién.

not available

62.841

ALLEN FARMACEUTICA, S.A

ES

Anasma Accuhaler 50
microgramos/250
microgramos/inhalacién,
polvo para inhalacién

not available

62.840

ALLEN FARMACEUTICA, S.A

ES

Anasma Accuhaler 50
microgramos/100
microgramos/inhalacién,
polvo para inhalacién

not available

62.839

ALLEN FARMACEUTICA, S.A

ES

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

not available

01-0451

GLAXOSMITHKLINE LATVIA
SIA

LV

Seretide 25/250

not available

01-0453

GLAXOSMITHKLINE LATVIA

LV
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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

mikrogrami/deva SIA
aerosols inhalacijam,
zem spiediena,

suspensija
Seretide 25/125 not available 01-0452 GLAXOSMITHKLINE LATVIA LV
mikrogrami/deva SIA

aerosols inhalacijam,
zem spiediena,

suspensija

Seretide 50 Inhaler N not available 14/0113/01-S GLAXOSMITHKLINE SK
Inhalacna suspenzia v (IRELAND) LIMITED

tlakovom obale

Seretide 125 Inhaler N not available 14/0114/01-S GLAXOSMITHKLINE SK
inhalacna suspenzia v (IRELAND) LIMITED

tlakovom obale

Seretide 250 Inhaler N not available 14/0115/01-S GLAXOSMITHKLINE SK
Inhalacna suspenzia v (IRELAND) LIMITED

tlakovom obale

Dimenium 50 not available HR-H-536223257 ELPEN PHARMACEUTICAL HR
mikrograma+100 CO. INC.

mikrograma u jednoj
dozi, prasak inhalata,

dozirani
Dimenium 50 not available HR-H-505836307 ELPEN PHARMACEUTICAL HR
mikrograma+250 CO. INC.

mikrograma u jednoj
dozi, prasak inhalata,

dozirani
Dimenium 50 not available HR-H-590491088 ELPEN PHARMACEUTICAL HR
mikrograma+500 CO. INC.

mikrograma u jednoj
dozi, prasak inhalata,
dozirani

Sereflo 25 IE/H/0653/001 PA 1457/022/001 FANNIN LTD 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

microgram/125
microgram per actuation
pressurised inhalation,
suspension.

Sereflo 25
microgram/250
microgram per actuation
pressurised inhalation,
suspension.

IE/H/653/002/DC

PA 1457/022/002

FANNIN LTD

IE

Saldisk 50
mikrograma+250
mikrograma u jednoj
dozi, prasak inhalata,
dozirani

not available

UP/1-530-09/12-01/696

SALVUS D.O.O.

HR

Saldisk 50
mikrograma+100
mikrograma u jednoj
dozi, prasak inhalata,
dozirani

not available

UP/1-530-09/12-01/695

SALVUS D.O.O.

HR

Saldisk 50
mikrograma+500
mikrograma u jednoj
dozi, prasak inhalata,
dozirani

not available

UP/1-530-09/12-01/697

SALVUS D.O.O.

HR

Fluticasona + Salmeterol
Finao Biotech (100 ug +
50 ug)/ dose pé para
inalacdao, em recipiente
unidose

not available

5729728

FINAO BIOTECH, LDA

PT

Fluticasona + Salmeterol
Finao Biotech (250 ug +
50 ug)/ dose pé para
inalacdao, em recipiente
unidose

not available

5729751

FINAO BIOTECH, LDA

PT

List of nationally authorised medicinal products

EMA/326863/2020

Page 104/138




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

Fluticasona + Salmeterol
Finao Biotech (500 ug +
50 pg)/ dose po para
inalagdo, em recipiente
unidose

not available

5729769

FINAO BIOTECH, LDA

PT

Salmeterol/Fluticasone
Cipla 25 mikrogram/125
mikrogram/dos
inhalationsspray,
suspension

SE/H/1208/001

49095

CIPLA EUROPE NV

SE

Salmeterol/Fluticasone
Cipla 25 mikrogram/250
mikrogram/dos
inhalationsspray,
suspension

SE/H/1208/002

49096

CIPLA EUROPE NV

SE

FULLHALE 25
mikrogramov/125
mikrogramov/davka
inhala¢na suspenzia v
tlakovom obale

SE/H/1208/001

14/0135/14-S

CIPLA EUROPE NV

SK

SERROFLO 25
Mikrogramm / 125
Mikrogramm / Dosis
Druckgasinhalation,
Suspension

SE/H/1208/001

89763.00.00

CIPLA EUROPE NV

DE

FULLHALE 25
mikrogramov/250
mikrogramov/davka
inhala¢na suspenzia v
tlakovom obale

SE/H/1208/002

14/0136/14-S

CIPLA EUROPE NV

SK

SERROFLO 25
Mikrogramm / 250
Mikrogramm / Dosis
Druckgasinhalation,

SE/H/1208/002

89764.00.00

CIPLA EUROPE NV

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

Suspension

FULLHALE 25
mikrogramt/125
mikrogramut/dévka
suspenze k inhalaci v
tlakovém obalu

SE/H/1208/001

14/219/14-C

CIPLA EUROPE NV

Ccz

FULLHALE 25
mikrogramt/250
mikrogramut/dévka
suspenze k inhalaci v
tlakovém obalu

SE/H/1208/002

14/220/14-C

CIPLA EUROPE NV

Ccz

Salmeterol/Fluticasone
Cipla 25 mikrogram/125
mikrogram/ dose
inhalasjonsaerosol,
suspensjon

SE/H/1208/001

13-9659

CIPLA EUROPE NV

NO

Salmeterol/Fluticasone
Cipla 25 mikrogram/250
mikrogram/ dose
inhalasjonsaerosol,
suspensjon

SE/H/1208/002

13-9660

CIPLA EUROPE NV

NO

Seretide Evohaler 25/50
microgram per metered
dose pressurised
inhalation, suspension.

not available

19553

GLAXOSMITHKLINE
(IRELAND) LIMITED

Cy

Inhalok Forspiro 50
microgramos/250
microgramos/inhalacién,
polvo para inhalacién
(unidosis)

SE/H/1663/001

81.790

KERN PHARMA, S.L.

ES

Inhalok Forspiro 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién

SE/H/1663/002

81.791

KERN PHARMA, S.L.

ES
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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

(unidosis)

Flusamix Easyhaler 50
microgramos/500
microgramos/inhalacién,
polvo para inhalacién

SE/H/1698/002

83644

ORION CORPORATION

ES

Flusamix Easyhaler, 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1698/002

56290

ORION CORPORATION

SE

AirFluSal Forspiro, (50
mikrogramoéw + 250
mikrogramoéw)/dawke
inhalacyjng, proszek do
inhalacji, podzielony

SE/H/1448/001

23169

SANDOZ GMBH

PL

AirFluSal Forspiro, (50
mikrogramoéw + 500
mikrogramoéw)/dawke
inhalacyjng, proszek do
inhalacji, podzielony

SE/H/1448/002

23170

SANDOZ GMBH

PL

Roadasan Forspiro, 50
mikrogram/250mikrogra
m/dos inhalationspulver,
avdelad dos

SE/H/1448/001

51642

SANDOZ A/S

SE

Roadasan Forspiro, 50
mikrogram/500mikrogra
m/dos inhalationspulver,
avdelad dos

SE/H/1448/002

51643

SANDOZ A/S

SE

Fusacomb Easyhaler 50
microgram/250
microgram/dose,
inhalation powder

SE/H/1701/001

PL 27925/0093

ORION CORPORATION

UK

Fusacomb Easyhaler 50
microgram/500
microgram/dose,

SE/H/1701/002

PL 27925/0094

ORION CORPORATION

UK
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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

inhalation powder
Fusacomb Easyhaler 50 SE/H/1701/002 56296 ORION CORPORATION SE
microgram/500
microgram/dose,
inhalation powder
Fusacomb Easyhaler 50 SE/H/1701/001 56295 ORION CORPORATION SE
microgram/250
microgram/dose,
inhalation powder
Seretide Evohaler 25 not available MA 192/00905 GLAXOSMITHKLINE MT
microgram/50 (IRELAND) LIMITED
microgram per metered
dose pressurised
inhalation, suspension.
Seretide Evohaler 25 not available MA 192/00906 GLAXOSMITHKLINE MT
microgram/125 (IRELAND) LIMITED
microgram per metered
dose pressurised
inhalation, suspension
Seretide Evohaler 25 not available MA 192/00907 GLAXOSMITHKLINE MT
microgram/250 (IRELAND) LIMITED
microgram per metered
dose pressurised
inhalation, suspension
Brisomax Inalador 50 not available 3703782 BIAL - PORTELA & Ca , SA PT
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao

Brisomax Inalador 125 not available 3703881 BIAL - PORTELA & Ca , SA PT
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
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Member State where
product is authorised

Brisomax Inalador 250
microgramas/dose + 25
microgramas/dose
suspensao pressurizada
para inalacao

not available

3703980

BIAL - PORTELA & Ca , SA

PT

AirFluSol Forspiro 50
mikrogramm/500
mikrogramm/adag
adagolt inhalaciés por

SE/H/1323/002

OGYI-T-22596/01

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/500
mikrogramm/adag
adagolt inhalacids por

SE/H/1323/002

OGYI-T-22596/02

SANDOZ HUNGARIA KFT

HU

AirFluSol Forspiro 50
mikrogramm/500
mikrogramm/adag
adagolt inhalaciés por

SE/H/1323/002

OGYI-T-22596/03

SANDOZ HUNGARIA KFT

HU

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/01

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/02

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/03

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/500

SE/H/1323/002

6124/2014/04

S.C. SANDOZ S.R.L.

RO

List of nationally authorised medicinal products

EMA/326863/2020

Page 109/138




Product Name (in
authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

micrograme/doza
pulbere unidoza de
inhalat

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/05

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/06

S.C. SANDOZ S.R.L.

RO

AirFluSal Forspiro 50
micrograme/500
micrograme/doza
pulbere unidoza de
inhalat

SE/H/1323/002

6124/2014/07

S.C. SANDOZ S.R.L.

RO

Airflusal® Forspiro® 50
Mikrogramm/500
Mikrogramm/Dosis
einzeldosiertes Pulver
zur Inhalation

SE/H/1323/002

89724.00.00

HEXAL AG

DE

Salmeterol/Fluticasone
Sandoz 50
mikrogram/500
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1323/002

49086

SANDOZ A/S

SE

EPOJTY3AJT ®OPCINPO
50 MMKPOI'PAMA+ 500
MNKPOIPAMA/O3A
MPAX 3A MHXANALWA,
MNPEABAPUTEJTHO

SE/H/1323/002

20140018

SANDOZ PHARMACEUTICALS
D.D.

BG
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50/500 mikrogrammi
annuses, annustatud
inhalatsioonipulber

D.D.

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

OO3UNPAH

AirFluSal Forspiro 50/500 | SE/H/1447/002 RVG 116003 SANDOZ B.V. NL

microgram/dosis,

inhalatiepoeder,

voorverdeeld

Casorol Forspiro, 50 SE/H/1447/002 51641 SANDOZ A/S SE

mikrogram/500

mikrogram/dos

inhalationspulver,

avdelad dos

Airflusal Forspiro 50 SE/H/1405/001 14/0327/14-S SANDOZ PHARMACEUTICALS | SK

mikrogramov/250 D.D.

mikrogramov, davkovany

inhalacny prasok

Airflusal Forspiro 50 SE/H/1405/002 14/0328/14-S SANDOZ PHARMACEUTICALS | SK

mikrogramov/500 D.D.

mikrogramov, davkovany

inhalacny prasok

AirFluSal Forspiro, SE/H/1405/001 858314 SANDOZ PHARMACEUTICALS | EE

50/250 mikrogrammi D.D.

annuses, annustatud

inhalatsioonipulber

AirFluSal Forspiro 50/250 | SE/H/1405/001 14-0224 SANDOZ PHARMACEUTICALS | LV

mikrogrami/deva, D.D.

pulveris inhalacijam,

dozéts

AirFluSal Forspiro 50/500 | SE/H/1405/002 14-0225 SANDOZ PHARMACEUTICALS | LV

mikrogrami/deva, D.D.

pulveris inhalacijam,

dozéts

AirFluSal Forspiro, SE/H/1405/002 858214 SANDOZ PHARMACEUTICALS | EE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AIRFLUSAN FORSPIRO
50 MIKROGRAMU/250
MIKROGRAMU
davkovany prasek k
inhalaci

SE/H/1405/001

14/411/14-C

SANDOZ S.R.O.

Ccz

AIRFLUSAN FORSPIRO
50 MIKROGRAMU/500
MIKROGRAMU
davkovany prasek k
inhalaci

SE/H/1405/002

14/412/14-C

SANDOZ S.R.O.

Ccz

AirFluSal Forspiro 50
mikrograma + 500
mikrograma u jednoj
dozi, prasak inhalata,
dozirani

SE/H/1405/002

HR-H-007513419

SANDOZ D.O.O.

HR

AirFluSal Forspiro 50
mikrograma + 250
mikrograma u jednoj
dozi, prasak inhalata,
dozirani

SE/H/1405/001

HR-H-597688265

SANDOZ D.O.O.

HR

Airflusan Forspiro 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/001

H/14/01918/001

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/001

H/14/01918/003

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,

SE/H/1405/001

H/14/01918/004

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

odmerijeni

Airflusan Forspiro 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/002

H/14/01918/006

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/002

H/14/01918/007

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/002

H/14/01918/008

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/002

H/14/01918/010

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/500
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/002

H/14/01918/009

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Molduo Forspiro, 50
mikrogram/250
mikrogram
inhalationspulver

SE/H/1405/001

50645

SANDOZ A/S

SE

Molduo Forspiro, 50
mikrogram/500
mikrogram
inhalationspulver

SE/H/1405/002

50646

SANDOZ A/S

SE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Airflusan Forspiro 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/001

H/14/01918/002

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

Airflusan Forspiro 50
mikrogramov/250
mikrogramov/odmerek
prasek za inhaliranje,
odmerijeni

SE/H/1405/001

H/14/01918/005

LEK PHARMACEUTICALS
D.D. LJUBLJANA

SI

AirFluSal Forspiro, 50
HIkpoypappdapia/250
MIKpOypapuapia/doon,
KOVIG YIa €I0MVON O€
d00EIC

SE/H/1405/001

66491/06-10-2015

SANDOZ PHARMACEUTICALS

D.D.

GR

AirFluSal Forspiro, 50
HIkpoypappdapia/500
MIKpOYypapuapia/doon,
KOVIG YIa €I0MVON €
d00EIC

SE/H/1405/002

66492/06-10-2015

SANDOZ PHARMACEUTICALS

D.D.

GR

AirFluSal® Forspiro® 50
microgram/500
microgram/dose,
inhalation powder,
predispensed

SE/H/1405/002

PA0711/237/002

ROWEX LTD

IE

AirFluSal® Forspiro® 50
microgram/250
microgram/dose,
inhalation powder,
predispensed

SE/H/1405/001

PA0711/237/001

ROWEX LTD

IE

AirFluSal Forspiro 50
microgram/500
microgram per actuation
inhalation powder, pre-

SE/H/1469/002

PL 04416/1431

SANDOZ LTD

UK
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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

dispensed

Salfluae Forspiro 50
mikrogram/500
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1469/002

51645

SANDOZ A/S

SE

Safumide Easyhaler 50
microgram/250
microgram/dose,
inhalation powder

SE/H/1696/001

56285

ORION CORPORATION

SE

Safumide Easyhaler 50
microgram/500
microgram/dose,
inhalation powder

SE/H/1696/02/DC

56286

ORION CORPORATION

SE

SALFLUAIR EASYHALER
250 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/001

34009 301 756 8 2

ORION CORPORATION

FR

SALFLUAIR EASYHALER
250 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/001

34009 550 6349 0

ORION CORPORATION

FR

SALFLUAIR EASYHALER
250 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/001

34009 550 6350 6

ORION CORPORATION

FR

SALFLUAIR EASYHALER
500 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/002

34009 301 756 9 9

ORION CORPORATION

FR

SALFLUAIR EASYHALER
500 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/002

34009 5506351 3

ORION CORPORATION

FR
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

SALFLUAIR EASYHALER
500 microgrammes/50
microgrammes/dose,
poudre pour inhalation

SE/H/1696/002

34009 550 63520

ORION CORPORATION

FR

Seretide Diskus 50
microgrammes/250
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/169/002

2009 02 0198

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide Diskus 50
mikrogram / 100
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/169/001

13822

GLAXOSMITHKLINE OY

FI

Seretide Diskus 50
mikrogram / 250
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/0169/002

13823

GLAXOSMITHKLINE OY

FI

Seretide Diskus 50
mikrogram / 500
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/0169/003

13824

GLAXOSMITHKLINE OY

FI

Seretide Diskus 50
microgram/100
microgram/dosis,
inhalatiepoeder,
voorverdeeld

SE/H/169/001

BE200855

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide Diskus 50
Mikrogramm/100
Mikrogramm/Dosis,
einzeldosiertes Pulver
zur Inhalation

SE/H/0169/001

BE200855

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE
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Mikrogramm/500
Mikrogramm/Dosis,
einzeldosiertes Pulver

PHARMACEUTICALS SA

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

Seretide Diskus 50 SE/H/169/002 BE200873 GLAXOSMITHKLINE BE

Mikrogramm/250 PHARMACEUTICALS SA

Mikrogramm/Dosis,

einzeldosiertes Pulver

zur Inhalation

SeretideDiskus 50 SE/H/0169/002 BE200873 GLAXOSMITHKLINE BE

microgram/250 PHARMACEUTICALS SA

microgram/dosis,

inhalatiepoeder,

voorverdeeld.

Seretide Diskus 50 SE/H/169/003 BE200882 GLAXOSMITHKLINE BE

microgram/500 PHARMACEUTICALS SA

microgram/dosis,

inhalatiepoeder,

voorverdeeld.

Seretide Diskus 50 SE/H/169/003 BE200882 GLAXOSMITHKLINE BE

Mikrogramm/500 PHARMACEUTICALS SA

Mikrogramm/Dosis,

einzeldosiertes Pulver

zur Inhalation

Seretide Diskus 50 SE/H/169/001 2009 02 0197 GLAXOSMITHKLINE LU

Mikrogramm/100 PHARMACEUTICALS SA

Mikrogramm/Dosis,

einzeldosiertes Pulver

zur Inhalation

Seretide Diskus 50 SE/H/0169/002 2009 02 0198 GLAXOSMITHKLINE LU

Mikrogramm/250 PHARMACEUTICALS SA

Mikrogramm/Dosis,

einzeldosiertes Pulver

zur Inhalation

Seretide Diskus 50 SE/H/0169/003 2009 02 0199 GLAXOSMITHKLINE LU
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microgrammes/100
microgrammes/dose,
poudre pour inhalation
en récipient unidose

PHARMACEUTICALS SA

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

zur Inhalation

Seretide Diskus 50 SE/H/0169/003 034371068 GLAXOSMITHKLINE S.P.A. IT

microgrammi/500

microgrammi/dose di

polvere per inalazione in

contenitore monodose

Seretide Diskus 50 SE/H/0169/001 14/0010/17-S GLAXOSMITHKLINE SK

mikrogramov/100 SLOVAKIA S.R.O.

mikrogramov dévkovany

inhalacny prasok

atmadisc mite 50 ug/100 | SE/H/169/001 44915.00.00 GLAXOSMITHKLINE GMBH & | DE

pg Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

atmadisc 50 pg/250 pg SE/H/0169/002 44915.01.00 GLAXOSMITHKLINE GMBH & | DE

Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

atmadisc forte 50 ug/500 | SE/H/169/003 44915.02.00 GLAXOSMITHKLINE GMBH & | DE

Mg Diskus Einzeldosiertes CO. KG

Pulver zur Inhalation

Seretaide Diskus, 50 SE/H/169/001 4812889 GLAXO WELLCOME PT

microgramas/100 FARMACEUTICA, LDA

microgramas/dose pé

para inalacdao, em

recipiente unidose

Seretide Diskus® levis SE/H/169/001 1-22902 GLAXOSMITHKLINE PHARMA | AT

50 Mikrogramm/100 GMBH.

Mikrogramm -

einzeldosiertes Pulver

zur Inhalation

Seretide Diskus 50 SE/H/169/001 BE200855 GLAXOSMITHKLINE 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

Seretide

SE/H/169/001

30386

GLAXOSMITHKLINE PHARMA
A/S

DK

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

SE/H/169/001

13822

GLAXOSMITHKLINE OY

FI

SERETIDE DISKUS 100
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/0169/001

NL25846

LABORATOIRE
GLAXOSMITHKLINE

FR

Seretide Diskus 50/100
HIkpoypappapia/doon
KOVEWG YId €I0NVOrN O€
d0O0EIC

SE/H/169/001

2439201

GLAXOSMITHKLINE AEBE

GR

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

SE/H/169/001

PA 1077/46/1

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

Seretide Diskus 50
microgrammi/100
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/001

034371017

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
microgrammi/100
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/001

034371043

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
microgrammi/100
microgrammi/dose di

SE/H/0169/001

034371070

GLAXOSMITHKLINE S.P.A.

IT
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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

polvere per inalazione in
contenitore monodose

Seretide Diskus 50
microgrammes/100
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/169/001

2009 02 0197

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide Diskus 50
microgram/100
microgram/dosis -
inhalatiepoeder,
voorverdeeld.

SE/H/169/001

RVG 23529

GLAXOSMITHKLINE B.V.

NL

Seretaide Diskus, 50
microgramas/100
microgramas/dose po
para inalacao, em
recipiente unidose

SE/H/169/001

2874287

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/100
microgramas/dose po
para inalacao, em
recipiente unidose

SE/H/169/001

2874386

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/100
microgramas/dose po
para inalacao, em
recipiente unidose

SE/H/0169/001

2874485

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/100
microgramas/dose po
para inalagcdao, em
recipiente unidose

SE/H/169/001

4812780

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretide Accuhaler 50
microgramos/100

SE/H/0169/001

62.667

GLAXOSMITHKLINE, S.A.

ES
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microgrammes/dose,
poudre pour inhalation

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

microgramos/inhalacién,

polvo para inhalacién

Seretide Diskus mite 50 SE/H/169/001 14591 GLAXOSMITHKLINE AB SE

mikrogram/100

mikrogram/dos

inhalationspulver,

avdelad dos

Seretide Accuhaler 50 SE/H/169/001 PL10949/0314 GLAXO WELLCOME UK LTD UK

microgram /100 TRADING AS

microgram /dose GLAXOSMITHKLINE UK

inhalation powder, pre-

dispensed

Seretide Diskus® SE/H/0169/002 1-22901 GLAXOSMITHKLINE PHARMA | AT

standard 50 GMBH.

Mikrogramm/250

Mikrogramm -

einzeldosiertes Pulver

zur Inhalation

Seretide Diskus 50 SE/H/169/002 BE200873 GLAXOSMITHKLINE BE

microgrammes/250 PHARMACEUTICALS SA

microgrammes/dose,

poudre pour inhalation

en récipient unidose

Seretide SE/H/169/002 30387 GLAXOSMITHKLINE PHARMA | DK

A/S

Seretide Diskus 50 SE/H/169/002 13823 GLAXOSMITHKLINE OY FI

mikrog/250

mikrog/annos

inhalaatiojauhe,

annosteltu

SERETIDE DISKUS 250 SE/H/0169/002 NL25847 LABORATOIRE FR

microgrammes/50 GLAXOSMITHKLINE
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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

en récipient unidose

Seretide Diskus 50/250
HiKpoypauuapia/doaon
KOVEWG YId €I0TVON O€
J00EIC

SE/H/0169/002

2439202

GLAXOSMITHKLINE AEBE

GR

Seretide 250 Diskus 50
microgram/250
microgram/dose
inhalation powder, pre-
dispensed.

SE/H/169/002

PA 1077/46/2

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

Seretide Diskus 50
microgrammi/250
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/002

034371029

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
microgrammi/250
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/002

034371056

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
microgrammi/250
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/002

034371082

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
mikrogram/250
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/169/002

14592

GLAXOSMITHKLINE AB

SE

Seretide Diskus 50
microgram/250
microgram/dosis -
inhalatiepoeder,

SE/H/0169/002

RVG 23530

GLAXOSMITHKLINE B.V.

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

voorverdeeld

Seretaide Diskus, 50
microgramas/250
microgramas/dose pé
para inalacdao, em
recipiente unidose

SE/H/0169/002

4812988

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/250
microgramas/dose pé
para inalacdao, em
recipiente unidose

SE/H/0169/002

2874782

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/250
microgramas/dose pé
para inalagcdao, em
recipiente unidose

SE/H/0169/002

2874683

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/250
microgramas/dose pé
para inalagcdao, em
recipiente unidose

SE/H/0169/002

2874584

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/250
microgramas/dose pé
para inalacdao, em
recipiente unidose

SE/H/0169/002

4813085

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretide Accuhaler 50
microgramos/250
microgramos/inhalacién,
polvo para inhalacién

SE/H/0169/002

62.668

GLAXOSMITHKLINE S.A.

ES

Seretide Accuhaler 50
microgram /250
microgram /dose
inhalation powder, pre-

SE/H/0169/002

PL10949/0315

GLAXO WELLCOME UK LTD
TRADING AS
GLAXOSMITHKLINE UK

UK
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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

dispensed

Seretide Diskus® forte
50 Mikrogramm/500
Mikrogramm -
einzeldosiertes Pulver
zur Inhalation

SE/H/0169/003

1-22900

GLAXOSMITHKLINE PHARMA
GMBH.

AT

Seretide Diskus 50
microgrammes/500
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/169/003

BE200882

GLAXOSMITHKLINE
PHARMACEUTICALS SA

BE

Seretide

SE/H/169/003

30388

GLAXOSMITHKLINE PHARMA
A/S

DK

Seretide Diskus 50
mikrog/500
mikrog/annos
inhalaatiojauhe,
annosteltu

SE/H/169/003

13824

GLAXOSMITHKLINE OY

FI

SERETIDE DISKUS 500
microgrammes/50
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/0169/003

NL25848

LABORATOIRE
GLAXOSMITHKLINE

FR

Seretide Diskus 50/500
HIkpoypappapia/doon
KOVEWG YIa €I0NVOrN O€
dooeig

SE/H/0169/003

2439203

GLAXOSMITHKLINE AEBE

GR

Seretide 500 Diskus 50
microgram/500
microgram/dose
inhalation powder, pre-
dispensed.

SE/H/169/003

PA 1077/46/3

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

Seretide Diskus 50
microgrammi/500

SE/H/0169/003

034371031

GLAXOSMITHKLINE S.P.A.

IT
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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

microgrammi/dose di
polvere per inalazione in
contenitore monodose

Seretide Diskus 50
microgrammi/500
microgrammi/dose di
polvere per inalazione in
contenitore monodose

SE/H/0169/003

034371094

GLAXOSMITHKLINE S.P.A.

IT

Seretide Diskus 50
microgrammes/500
microgrammes/dose,
poudre pour inhalation
en récipient unidose

SE/H/169/003

2009 02 0199

GLAXOSMITHKLINE
PHARMACEUTICALS SA

LU

Seretide Diskus 50
microgram/500
microgram/dosis -
inhalatiepoeder,
voorverdeeld

SE/H/169/003

RVG 23531

GLAXOSMITHKLINE B.V.

NL

Seretaide Diskus, 50
microgramas/500
microgramas/dose po
para inalagdo, em
recipiente unidose

SE/H/0169/003

4813283

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/500
microgramas/dose po
para inalagdo, em
recipiente unidose

SE/H/0169/003

4813184

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50
microgramas/500
microgramas/dose po
para inalagdo, em
recipiente unidose

SE/H/0169/003

2875086

GLAXO WELLCOME
FARMACEUTICA, LDA

PT

Seretaide Diskus, 50

SE/H/0169/003

2874980

GLAXO WELLCOME

PT
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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

microgramas/500 FARMACEUTICA, LDA
microgramas/dose pé
para inalacao, em
recipiente unidose
Seretaide Diskus, 50 SE/H/0169/003 2874881 GLAXO WELLCOME PT
microgramas/500 FARMACEUTICA, LDA
microgramas/dose pé
para inalacdao, em
recipiente unidose
Seretide Accuhaler 50 SE/H/0169/003 62.669 GLAXOSMITHKLINE S.A. ES
microgramos/500
microgramos/inhalacién,
polvo para inhalacién
Seretide Diskus forte 50 SE/H/169/003 14593 GLAXOSMITHKLINE AB SE
mikrogram/500
mikrogram/dos
inhalationspulver,

avdelad dos

Seretide Accuhaler 50 SE/H/169/003 PL10949/0316 GLAXO WELLCOME UK LTD UK
microgram /500 TRADING AS

microgram /dose GLAXOSMITHKLINE UK

inhalation powder,
predispensed
Seretide Diskus 50 SE/H/169/003 MA 192/00903 GLAXOSMITHKLINE MT
microgram/500 (IRELAND) LIMITED
microgram/ dose
inhalation powder, pre-

dispensed.
Seretide Diskus 50 SE/H/169/002 MA 192/00902 GLAXOSMITHKLINE MT
microgram/250 (IRELAND) LIMITED

microgram/ dose
inhalation powder, pre-
dispensed

Seretide Diskus 100, SE/H/0169/001 272599 GLAXOSMITHKLINE EE
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mikrogramov/250

SLOVAKIA S.R.O.

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

50/100 mikrogrammi (IRELAND) LIMITED

annustatud

inhalatsioonipulber

Seretide Diskus 50 SE/H/0169/001 14/101/00-C GLAXOSMITHKLINE Ccz

mikrogram(/100 (IRELAND) LIMITED

mikrogramt Davkovany

prasek k inhalaci

Seretide Diskus 50 SE/H/0169/002 14/102/00-C GLAXOSMITHKLINE cz

mikrogrami/250 (IRELAND) LIMITED

mikrogramt Davkovany

prasek k inhalaci

Seretide Diskus 50 SE/H/0169/003 14/103/00-C GLAXOSMITHKLINE cz

mikrogram(/500 (IRELAND) LIMITED

mikrogramt Davkovany

prasek k inhalaci

Seretide Diskus 250, SE/H/0169/002 272499 GLAXOSMITHKLINE EE

50/250 mikrogrammi (IRELAND) LIMITED

annustatud

inhalatsioonipulber

Seretide Diskus 500, SE/H/0169/003 458604 GLAXOSMITHKLINE EE

50/500 mikrogrammi (IRELAND) LIMITED

annustatud

inhalatsioonipulber

Seretide Diskus 50/100 SE/H/169/001 OGYI-T-7626/01 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacids por

Seretide Diskus 50/500 SE/H/0169/003 OGYI-T-7626/03 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacids por

Seretide Diskus 50/250 SE/H/0169/002 OGYI-T-7626/02 GLAXOSMITHKLINE KFT. HU

mikrogramm/adag

adagolt inhalacidés por

Seretide Diskus 50 SE/H/0169/002 14/0011/17-S GLAXOSMITHKLINE SK
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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

mikrogramov davkovany
inhalacny prasok

Seretide Diskus 50
mikrogramov/500
mikrogramov davkovany
inhalacny prasok

SE/H/0169/003

14/0012/17-S

GLAXOSMITHKLINE
SLOVAKIA S.R.O.

SK

Seretide 50 mikrog/100
mikrég/skammt
innéndunarduft,
afmeeldir skammtar i
Diskos

SE/H/169/003

980374 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

Seretide 50 mikrog/250
mikrég/skammt
innéndunarduft,
afmeeldir skammtar i
Diskos

SE/H/169/003

980375 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

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

SE/H/169/003

HR-H-251056275

GLAXOSMITHKLINE D.O.O.

HR

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

SE/H/169/002

HR-H-562619185

GLAXOSMITHKLINE D.O.O.

HR

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

SE/H/169/001

HR-H-491933173

GLAXOSMITHKLINE D.O.O.

HR

Seretide Diskus 50
micrograme/100
micrograme pulbere de

SE/H/0169/001

9570/2017/01

GLAXOSMITHKLINE
(IRELAND) LIMITED

RO
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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

inhalat

Seretide Diskus 50 SE/H/0169/001 9570/2017/02 GLAXOSMITHKLINE RO

micrograme/100 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/001 9570/2017/04 GLAXOSMITHKLINE RO

micrograme/100 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/001 9570/2017/05 GLAXOSMITHKLINE RO

micrograme/100 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/002 9571/2017/01 GLAXOSMITHKLINE RO

micrograme/250 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/002 9571/2017/02 GLAXOSMITHKLINE RO

micrograme/250 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/002 9571/2017/03 GLAXOSMITHKLINE RO

micrograme/250 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/002 9571/2017/04 GLAXOSMITHKLINE RO

micrograme/250 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/002 9571/2017/05 GLAXOSMITHKLINE RO

micrograme/250 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/003 9572/2017/01 GLAXOSMITHKLINE RO

List of nationally authorised medicinal products

EMA/326863/2020

Page 129/138




JiKpoypauudapia/doaon

(CYPRUS) LIMITED

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

micrograme/500 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/003 9572/2017/02 GLAXOSMITHKLINE RO

micrograme/500 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/003 9572/2017/03 GLAXOSMITHKLINE RO

micrograme/500 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/003 9572/2017/04 GLAXOSMITHKLINE RO

micrograme/500 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide Diskus 50 SE/H/0169/003 9572/2017/05 GLAXOSMITHKLINE RO

micrograme/500 (IRELAND) LIMITED

micrograme pulbere de

inhalat

Seretide 50 mikrog/500 SE/H/169/003 980376 (1S) GLAXOSMITHKLINE PHARMA | IS

mikréog/skammt A/S

innéndunarduft,

afmeeldir skammtar i

Diskos

Seretide Diskus 50/100 SE/H/169/001 022630 GLAXOSMITHKLINE CY

HiKpoypauuapia/doaon (CYPRUS) LIMITED

KOVEWG YIa €I0MNVON 0

d0O0EIC

Seretide Diskus 50/250 SE/H/169/002 022631 GLAXOSMITHKLINE CcY

HIKpoypapuapia/doon (CYPRUS) LIMITED

KOVEWG YIa €I0NVOrN O€

dooeig

Seretide Diskus 50/500 SE/H/169/003 022632 GLAXOSMITHKLINE CcY
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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

KOVEWG YId €I0NVOrN O€
dooeig

Salmeterol/Fluticasonpro
pionat Easyhaler 50
Mikrogramm/250
Mikrogramm pro
Inhalation,

Pulver zur Inhalation

SE/H/1695/01/DC

99810.00.00

ORION CORPORATION

DE

Salmeterol/Fluticasonpro
pionat Easyhaler 50
Mikrogramm/500
Mikrogramm pro
Inhalation,

Pulver zur Inhalation

SE/H/1695/02/DC

99811.00.00

ORION CORPORATION

DE

Aerion Easyhaler 50
mikrogram/250
mikrogram/dos
inhalationspulver

SE/H/1695/001

56283

ORION CORPORATION

SE

Aerion Easyhaler 50
mikrogram/500
mikrogram/dos
inhalationspulver

SE/H/1695/002

56284

ORION CORPORATION

SE

AirFluSal Aerosol 25/125
microgram, aerosol,
suspensie

NL/H/3710/001

RVG 118836

SANDOZ B.V.

NL

AirFluSal Aerosol 25/250
microgram, aerosol,
suspensie

NL/H/3710/002

RVG 118837

SANDOZ B.V.

NL

Zoreeda 25
Mikrogramm/125
Mikrogramm/Dosis
Druckgasinhalation,
Suspension

AT/H/0517/001

135937

CIPLA EUROPE NV

AT

Zoreeda 25

AT/H/0517/002

135938

CIPLA EUROPE NV

AT
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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

Mikrogramm/250
Mikrogramm/Dosis
Druckgasinhalation,
Suspension
Salmeterol/flutikazon AT/H/0517/001 HR-H-607845986 CIPLA EUROPE NV HR
Cipla 25 mikrograma +
125 mikrograma u jednoj
dozi, stlaceni inhalat,
suspenzija
Salmeterol/flutikazon AT/H/0517/002 HR-H-705296771 CIPLA EUROPE NV HR
Cipla 25 mikrograma +
250 mikrograma u jednoj
dozi, stlaceni inhalat,
suspenzija
SALMETEROLO e AT/H/0517/001 043019013 CIPLA EUROPE NV IT
FLUTICASONE DOC 25
microgrammi / 125
microgrammi/erogazione
sospensione
pressurizzata per
inalazione
SALMETEROLO e AT/H/0517/002 043019025 CIPLA EUROPE NV IT
FLUTICASONE DOC 25
microgrammi / 250
microgrammi/erogazione
sospensione
pressurizzata per
inalazione

Fullhale 25 AT/H/0517/001 OGYI-T-22783/01 CIPLA EUROPE NV HU
mikrogramm/125
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

Fullhale 25 AT/H/0517/002 OGYI-T-22783/02 CIPLA EUROPE NV HU

List of nationally authorised medicinal products
EMA/326863/2020 Page 132/138



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

mikrogramm/250
mikrogramm/adag
tulnyomasos inhalacids
szuszpenzid

Salmeterol/Fluticasona
Kern Pharma 25
microgramos/125
microgramos/inhalacién,
suspension para
inhalacién en envase a
presion

not available

81.181

KERN PHARMA, S.L.

ES

Salmeterol/Fluticasona
Kern Pharma 25
microgramos/250
microgramos/inhalacién,
suspension para
inhalacién en envase a
presion

not available

81.182

KERN PHARMA, S.L.

ES

Stalpex 50
microgram/500
microgram/dose
inhalation powder, pre-
dispensed

IE/H/0928/001

PL 25258/0296

GLENMARK
PHARMACEUTICALS EUROPE
LIMITED

UK

Salflutin 50
microgram/500
microgram/dosis
inhalatiepoeder,
voorverdeeld

IE/H/0928/001

RVG 120133

GLENMARK
PHARMACEUTICALS NORDIC
AB

NL

Salmex 50
microgram/500
microgram/dose
inhalation powder, pre-
dispensed

IE/H/0928/001

MA1357/00101

GLENMARK
PHARMACEUTICALS NORDIC
AB

MT

Stalpex 50

IE/H/0928/001

PA22815/001/001

GLENMARK

IE
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microgrammi/250
microgrammi/dose di
polvere per inalazione in
contenitore monodose

OPERATIONS LUXEMBOURG
S.A.

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

microgram/500 PHARMACEUTICALS NORDIC

microgram/dose AB

inhalation powder, pre-

dispensed

Aliflus Diskus 50 SE/H/0170/002 034463051 MENARINI INTERNATIONAL IT

microgrammi/250 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/001 034463075 MENARINI INTERNATIONAL IT

microgrammi/100 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/003 034463099 MENARINI INTERNATIONAL IT

microgrammi/500 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/001 034463048 MENARINI INTERNATIONAL IT

microgrammi/100 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/001 034463012 MENARINI INTERNATIONAL IT

microgrammi/100 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/002 034463087 MENARINI INTERNATIONAL IT
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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

Aliflus Diskus 50 SE/H/0170/002 034463024 MENARINI INTERNATIONAL IT

microgrammi/250 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/003 034463036 MENARINI INTERNATIONAL IT

microgrammi/500 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus Diskus 50 SE/H/0170/003 034463063 MENARINI INTERNATIONAL IT

microgrammi/500 OPERATIONS LUXEMBOURG

microgrammi/dose di S.A.

polvere per inalazione in

contenitore monodose

Aliflus 25 DE/H/5771/002 034463113 MENARINI INTERNATIONAL IT

microgrammi/125 OPERATIONS LUXEMBOURG

microgrammi/dose S.A.

sospensione

pressurizzata per

inalazione

Aliflus 25 DE/H/5771/003 034463125 MENARINI INTERNATIONAL IT

microgrammi/250 OPERATIONS LUXEMBOURG

microgrammi/dose S.A.

sospensione

pressurizzata per

inalazione

Aliflus 25 DE/H/5771/001 034463101 MENARINI INTERNATIONAL IT

microgrammi/50 OPERATIONS LUXEMBOURG

microgrammi/dose S.A.

sospensione

pressurizzata per

inalazione

Salmeterol/Fluticason SE/H/1797/001 1S/1/19/047/01 WELLNEX GMBH IS
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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

Wellnex 50
mikrogromm/100
mikréogrémm/skammt
innéndunarduft,
afmeeldir skammtar

Salmeterol/Fluticason
Wellnex 50
mikréogrémm/250
mikrégrémm/skammt
innéndunarduft,
afmeeldir skammtar.

SE/H/1797/002

1S/1/19/047/02

WELLNEX GMBH

IS

Inhatec 50 microgram/
100 microgram/ dose
inhalation powder, pre-
dispensed

SE/H/1797/001

PL 49518/0001

WELLNEX GMBH

UK

Inhatec 50 microgram/
250 microgram/ dose
inhalation powder, pre-
dispensed

SE/H/1797/002

PL 49518/0002

WELLNEX GMBH

UK

Salmeterol/Fluticasonpro
pionaat Wellnex 50
microgram/100
microgram
inhalatiepoeder,
voorverdeeld.

SE/H/1797/001

RVG 122998

WELLNEX GMBH

NL

Salmeterol/Fluticasonpro
pionaat Wellnex 50
microgram/250
microgram
inhalatiepoeder,
voorverdeeld.

SE/H/1797/002

RVG 123002

WELLNEX GMBH

NL

Salmeterol/Fluticasone
Wellnex 50
mikrogram/100

SE/H/1797/001

57731

WELLNEX GMBH

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

mikrogram/dos
inhalationspulver,
avdelad dos

Salmeterol/Fluticasone
Wellnex 50
mikrogram/250
mikrogram/dos
inhalationspulver,
avdelad dos

SE/H/1797/002

57732

WELLNEX GMBH

SE

Salmeterol/Fluticasone
Wellnex 50
mikrogram/100
mikrogram
inhalasjonspulver,
dosedispensert

SE/H/1797/001

18-12213

WELLNEX GMBH

NO

Salmeterol/Fluticasone
Wellnex 50
mikrogram/250
mikrogram
inhalasjonspulver,
dosedispensert

SE/H/1797/002

18-12214

WELLNEX GMBH

NO

Salmeterol/Fluticasone
Wellnex 50 mikrog/100
mikrog/annos
inhalaatiojauhe,
annosteltu

SE/H/1797/001

36053

WELLNEX GMBH

FI

Salmeterol/Fluticasone
Wellnex 50 mikrog/250
mikrog/annos
inhalaatiojauhe,
annosteltu

SE/H/1797/002

36054

WELLNEX GMBH

FI

Salmeterol/Fluticason
Wellnex 50
mikrogram/100

SE/H/1797/001

61027

WELLNEX GMBH

DK
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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

mikrogram/dosis
inhalationspulver, afdelt

Salmeterol/Fluticason
Wellnex 50
mikrogram/250
mikrogram/dosis
inhalationspulver, afdelt

SE/H/1797/002

61028

WELLNEX GMBH

DK

Seretide Diskus 50/250
inhalasjonspulver,
dosedispenert

not available

98/4518

GLAXOSMITHKLINE AS

NO

Seretide Diskus 50/100
inhalasjonspulver,
dosedispenert

not available

98/4517

GLAXOSMITHKLINE AS

NO

Seretide Diskus 50/500
inhalasjonspulver,
dosedispenert

not available

98/4519

GLAXOSMITHKLINE AS

NO

Seretide Inhaler 25/125
mikrogramai/dozéje
suslegtoji jkvepiamoji
suspensija

not available

LT/1/01/1576/002

GLAXOSMITHKLINE LIETUVA
UAB

LT

Seretide Inhaler 25/50
mikrogramuy/dozéje
suslegtoji jkvepiamoji
suspensija

not available

LT/1/01/1576/001

GLAXOSMITHKLINE LIETUVA
UAB

LT

Seretide Inhaler 25/250
mikrogramy/dozeéje
suslégtoji jkvepiamoji
suspensija

not available

LT/1/01/1576/003

GLAXOSMITHKLINE LIETUVA
UAB

LT
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