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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

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362060/M

SIMESA S.P.A.

IT

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362108/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362096/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362084/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362033/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362019/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362021/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362058/M

SIMESA S.P.A.

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362045/M

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

MRP/DCP Authorisation

number

National Authorisation

Number

MAH of product in
the member state

Member State where
product is authorised

Assieme, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione.

SE/H/0258/001

035362072/M

SIMESA S.P.A.

IT

Assieme, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0258/002

035362110/M

SIMESA S.P.A.

Assieme, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0258/002

035362146/M

SIMESA S.P.A.

Assieme, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0258/002

035362122/M

SIMESA S.P.A.

Assieme, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0258/002

035362159/M

SIMESA S.P.A.

Assieme, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0258/002

035362134/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363011/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363047/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363050/M

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

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in
the member state

Member State where
product is authorised

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363023/M

SIMESA S.P.A.

IT

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363086/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363098/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363062/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363100/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363074/M

SIMESA S.P.A.

AssiemeMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0259/001

035363035/M

SIMESA S.P.A.

Bufar Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1214/004

16-0057

ORION CORPORATION

LV

Bufar Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1214/004

16-0057

ORION CORPORATION

LV
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Product Name (in authorisation MRP/DCP Authorisation | National Authorisation MAH of product in Member State where
country) number Number the member state product is authorised

Bufar Easyhaler 80 mikrogrami/4,5 SE/H/1214/004 16-0057 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris

Bufar Easyhaler 80 mikrogrami/4,5 SE/H/1214/004 16-0057 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris

Bufar Easyhaler 80 mikrogramy/4,5 SE/H/1214/004 LT/1/16/3894/001 ORION CORPORATION LT
mikrogramo/dozéje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramu/4,5 SE/H/1214/004 LT/1/16/3894/002 ORION CORPORATION LT
mikrogramo/dozeje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramu/4,5 SE/H/1214/004 LT/1/16/3894/003 ORION CORPORATION LT
mikrogramo/dozéeje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramy/4,5 SE/H/1214/004 LT/1/16/3894/004 ORION CORPORATION LT
mikrogramo/dozeje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramu/4,5 SE/H/1214/004 LT/1/16/3894/005 ORION CORPORATION LT
mikrogramo/dozeje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramy/4,5 SE/H/1214/004 LT/1/16/3894/006 ORION CORPORATION LT
mikrogramo/dozéeje jkvepiamieji
milteliai

Bufar Easyhaler 80 mikrogramy/4,5 SE/H/1214/004 LT/1/16/3894/001 ORION CORPORATION LT
mikrogramo/dozeje jkvepiamieji
milteliai
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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

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/002

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/003

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/004

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/005

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/006

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/001

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/002

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/003

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/004

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

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/005

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/006

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/001

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/002

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/003

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/004

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/005

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrogramy/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1214/004

LT/1/16/3894/006

ORION CORPORATION

LT

Bufar Easyhaler 80 mikrégrémm/4,5

mikrogromm/skammt, inndndunarduft

SE/H/1214/004

1S/1/16/065/01

ORION CORPORATION
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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

Bufar Easyhaler 80 mikrégrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1214/004

1S/1/16/065/01

ORION CORPORATION

IS

Bufar Easyhaler 80 mikrégromm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1214/004

1S/1/16/065/01

ORION CORPORATION

Bufar Easyhaler 80 mikrégrémm/4,5
mikrégromm/skammt, innéndunarduft

SE/H/1214/004

1S/1/16/065/01

ORION CORPORATION

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

PA1327/018/001

ORION CORPORATION

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

PA1327/018/001

ORION CORPORATION

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

PA1327/018/001

ORION CORPORATION

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

PA1327/018/001

ORION CORPORATION

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

MA624/00204

ORION CORPORATION

MT

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

MA624/00204

ORION CORPORATION

MT
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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

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

MA624/00204

ORION CORPORATION

MT

Bufar Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/004

MA624/00204

ORION CORPORATION

MT

Bufar Easyhaler, 80 mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1214/004

906516

ORION CORPORATION

EE

Bufar Easyhaler, 80 mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1214/004

906516

ORION CORPORATION

EE

Bufar Easyhaler, 80 mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1214/004

906516

ORION CORPORATION

EE

Bufar Easyhaler, 80 mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1214/004

906516

ORION CORPORATION

EE

Bufar Easyhaler, 80/4.5 pg/dose,
inhalation powder

SE/H/1214/004/DC

52917

ORION CORPORATION

SE

Bufar Easyhaler, 80/4.5 pg/dose,
inhalation powder

SE/H/1214/004/DC

52917

ORION CORPORATION

SE

Bufar Easyhaler, 80/4.5 pg/dose,
inhalation powder

SE/H/1214/004/DC

52917

ORION CORPORATION

SE

Bufar Easyhaler, 80/4.5 pg/dose,
inhalation powder

SE/H/1214/004/DC

52917

ORION CORPORATION

SE
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Bufoler Easyhaler 160 mikrogram/4,5 SE/H/1518/001 52531 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 160 mikrogram/4,5 SE/H/1518/001 52531 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 160 mikrogram/4,5 SE/H/1518/001 52531 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 160 mikrogram/4,5 SE/H/1518/001 52531 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 160 mikrogram/4,5 SE/H/1518/001 52531 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 160/4,5 SE/H/1518/001 RVG 116984 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 160/4,5 SE/H/1518/001 RVG 116984 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 160/4,5 SE/H/1518/001 RVG 116984 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 160/4,5 SE/H/1518/001 RVG 116984 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 160/4,5 SE/H/1518/001 RVG 116984 ORION CORPORATION NL

microgram/dosis, inhalatiepoeder
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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

Bufoler Easyhaler 320 mikrogram/9 SE/H/1518/002 52532 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 320 mikrogram/9 SE/H/1518/002 52532 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 320 mikrogram/9 SE/H/1518/002 52532 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 320 mikrogram/9 SE/H/1518/002 52532 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 320 mikrogram/9 SE/H/1518/002 52532 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Bufoler Easyhaler 320/9 SE/H/1518/002 RVG 116988 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 320/9 SE/H/1518/002 RVG 116988 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 320/9 SE/H/1518/002 RVG 116988 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 320/9 SE/H/1518/002 RVG 116988 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufoler Easyhaler 320/9 SE/H/1518/002 RVG 116988 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Bufomix Easyhaler SE/H/1213/02/DC 52345 ORION CORPORATION DK

List of nationally authorised medicinal products
EMA/234846/2017

Page 11/119




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

Bufomix Easyhaler SE/H/1213/03/DC 52346 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/02/DC 52345 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/03/DC 52346 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/02/DC 52345 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/03/DC 52346 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/02/DC 52345 ORION CORPORATION DK
Bufomix Easyhaler SE/H/1213/03/DC 52346 ORION CORPORATION DK
Bufomix Easyhaler 160 microgram/4,5 | SE/H/1213/02/DC BE457164 ORION CORPORATION BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 160 microgram/4,5 | SE/H/1213/02/DC BE457164 ORION CORPORATION BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 160 microgram/4,5 | SE/H/1213/02/DC BE457164 ORION CORPORATION BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 160 microgram/4,5 | SE/H/1213/02/DC BE457164 ORION CORPORATION BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 160 micrograme SE/H/1213/002 6471/2014/01 ORION CORPORATION RO
/4,5 micrograme/inhalatie pulbere de

inhalat

Bufomix Easyhaler 160 micrograme SE/H/1213/002 6471/2014/02 ORION CORPORATION RO

/4,5 micrograme/inhalatie pulbere de
inhalat
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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

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/04

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/05

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

6471/2014/06

6471/2014/06

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/04

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/05

ORION CORPORATION

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

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

6471/2014/06

6471/2014/06

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/04

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/05

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

6471/2014/06

6471/2014/06

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/02

ORION CORPORATION

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

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/04

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

SE/H/1213/002

6471/2014/05

ORION CORPORATION

RO

Bufomix Easyhaler 160 micrograme
/4,5 micrograme/inhalatie pulbere de
inhalat

6471/2014/06

6471/2014/06

ORION CORPORATION

RO

Bufomix Easyhaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

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

Bufomix Easyhaler 160
microgrammes/4,5

microgrammes/inhalation, poudre pour

inhalation

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler 160
microgrammes/4,5

microgrammes/inhalation, poudre pour

inhalation

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler 160
microgrammes/4,5

microgrammes/inhalation, poudre pour

inhalation

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler 160
microgrammes/4,5

microgrammes/inhalation, poudre pour

inhalation

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler 160
microgramos/4,5
microgramos/inhalacion, polvo para
inhalacion

SE/H/1213/02/DC

78807

ORION CORPORATION

ES

Bufomix Easyhaler 160
microgramos/4,5
microgramos/inhalacién, polvo para
inhalacion

SE/H/1213/02/DC

78807

ORION CORPORATION

ES

Bufomix Easyhaler 160
microgramos/4,5
microgramos/inhalacién, polvo para
inhalacion

SE/H/1213/02/DC

78807

ORION CORPORATION

ES
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Product Name (in authorisation MRP/DCP Authorisation | National Authorisation MAH of product in Member State where
country) number Number the member state product is authorised

Bufomix Easyhaler 160 SE/H/1213/02/DC 78807 ORION CORPORATION ES
microgramos/4,5
microgramos/inhalacion, polvo para
inhalacion

Bufomix Easyhaler 160 mikrogram/4,5 | SE/H/1213/002 13-9511 ORION CORPORATION NO
mikrogram/inhalasjon,
inhalasjonspulver

Bufomix Easyhaler 160 mikrogram/4,5 | SE/H/1213/002 13-9511 ORION CORPORATION NO
mikrogram/inhalasjon,
inhalasjonspulver

Bufomix Easyhaler 160 mikrogram/4,5 | SE/H/1213/002 13-9511 ORION CORPORATION NO
mikrogram/inhalasjon,
inhalasjonspulver

Bufomix Easyhaler 160 mikrogram/4,5 | SE/H/1213/002 13-9511 ORION CORPORATION NO
mikrogram/inhalasjon,
inhalasjonspulver

Bufomix Easyhaler 160 mikrogrami/4,5 | SE/H/1213/02/DC 14-0112 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris

Bufomix Easyhaler 160 mikrogrami/4,5 | SE/H/1213/02/DC 14-0112 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris

Bufomix Easyhaler 160 mikrogrami/4,5 | SE/H/1213/02/DC 14-0112 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris

Bufomix Easyhaler 160 mikrogrami/4,5 | SE/H/1213/02/DC 14-0112 ORION CORPORATION LV
mikrogrami inhalacija, inhalacijas
pulveris
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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

Bufomix Easyhaler 160
Mikrogrammm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/02/DC

BE457164

ORION CORPORATION

BE

Bufomix Easyhaler 160
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1213/002

5363-1-949/14

ORION CORPORATION

Sl

Bufomix Easyhaler 160
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1213/002

5363-1-949/14

ORION CORPORATION

Sl

Bufomix Easyhaler 160
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1213/002

5363-1-949/14

ORION CORPORATION

S

Bufomix Easyhaler 160
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1213/002

5363-1-949/14

ORION CORPORATION

Sl
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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

Bufomix Easyhaler 160
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/002

14/0133/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 160
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/002

14/0133/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 160
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/002

14/0133/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 160
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/002

14/0133/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 160 mikrogramd /
4,5 mikrogram{ prasek k inhalaci

SE/H/1213/002

14/203/14-C

ORION CORPORATION

cz

Bufomix Easyhaler 160 mikrogramd /
4,5 mikrogram{ prasek k inhalaci

SE/H/1213/002

14/203/14-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 160 mikrogramd /
4,5 mikrogram{ prasek k inhalaci

SE/H/1213/002

14/203/14-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 160 mikrogram{ /
4,5 mikrogram{ prasek k inhalaci

SE/H/1213/002

14/203/14-C

ORION CORPORATION

cz

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/001

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/002

ORION CORPORATION

LT

List of nationally authorised medicinal products
EMA/234846/2017

Page 19/119




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

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/003

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozeje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/004

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/005

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/006

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/001

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/002

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/003

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/004

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/005

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

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/006

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/001

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/002

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/003

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/004

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/005

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/006

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/001

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/002

ORION CORPORATION

LT
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Number

MAH of product in
the member state

Member State where
product is authorised

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/003

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/004

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramu/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/005

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrogramuy/4,5 mikrogramo/dozéje
ikvepiamieji milteliai

SE/H/1213/002

LT/1/14/3548/006

ORION CORPORATION

LT

Bufomix Easyhaler 160
mikrégrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1213/002

1S/1/14/016/01

ORION CORPORATION

Bufomix Easyhaler 160
mikrégrémm/4,5
mikrégromm/skammt, innéndunarduft

SE/H/1213/002

1S/1/14/016/01

ORION CORPORATION

Bufomix Easyhaler 160
mikrogrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1213/002

1S/1/14/016/01

ORION CORPORATION

Bufomix Easyhaler 160
mikrégrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1213/002

1S/1/14/016/01

ORION CORPORATION

Bufomix Easyhaler 320 microgram/9
microgram/inhalatie, inhalatiepoeder

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE
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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

Bufomix Easyhaler 320 microgram/9
microgram/inhalatie, inhalatiepoeder

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 microgram/9
microgram/inhalatie, inhalatiepoeder

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 microgram/9
microgram/inhalatie, inhalatiepoeder

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/03

ORION CORPORATION

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

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/01

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/02

ORION CORPORATION

RO

Bufomix Easyhaler 320 micrograme /9
micrograme/inhalatie pulbere de
inhalat

SE/H/1213/003

6472/2014/03

ORION CORPORATION

RO

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE
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the member state

Member State where
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Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler 320 microgramos/9
microgramos/inhalacién, polvo para
inhalacion

SE/H/1213/03/DC

78808

ORION CORPORATION

ES
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Number

MAH of product in
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Member State where
product is authorised

Bufomix Easyhaler 320 microgramos/9
microgramos/inhalacién, polvo para
inhalacion

SE/H/1213/03/DC

78808

ORION CORPORATION

ES

Bufomix Easyhaler 320 microgramos/9
microgramos/inhalacién, polvo para
inhalacion

SE/H/1213/03/DC

78808

ORION CORPORATION

ES

Bufomix Easyhaler 320 microgramos/9
microgramos/inhalacion, polvo para
inhalacion

SE/H/1213/03/DC

78808

ORION CORPORATION

ES

Bufomix Easyhaler 320 mikrogram/9
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/003

13-9512

ORION CORPORATION

NO

Bufomix Easyhaler 320 mikrogram/9
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/003

13-9512

ORION CORPORATION

NO

Bufomix Easyhaler 320 mikrogram/9
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/003

13-9512

ORION CORPORATION

NO

Bufomix Easyhaler 320 mikrogram/9
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/003

13-9512

ORION CORPORATION

NO

Bufomix Easyhaler 320 mikrogrami/9
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/03/DC

14-0113

ORION CORPORATION

LV

Bufomix Easyhaler 320 mikrogrami/9
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/03/DC

14-0113

ORION CORPORATION

LV
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Member State where
product is authorised

Bufomix Easyhaler 320 mikrogrami/9
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/03/DC

14-0113

ORION CORPORATION

LV

Bufomix Easyhaler 320 mikrogrami/9
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/03/DC

14-0113

ORION CORPORATION

LV

Bufomix Easyhaler 320 Mikrogramm/9
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 Mikrogramm/9
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 Mikrogramm/9
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 Mikrogramm/9
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/03/DC

BE457173

ORION CORPORATION

BE

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov inhalacny prasok

SE/H/1213/003

14/0134/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov inhalacny prasok

SE/H/1213/003

14/0134/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov inhalacny prasok

SE/H/1213/003

14/0134/14-S

ORION CORPORATION

SK

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov inhalacny prasok

SE/H/1213/003

14/0134/14-S

ORION CORPORATION

SK
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MAH of product in
the member state

Member State where
product is authorised

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov na odmerek prasek za
inhaliranje

SE/H/1213/003

5363-1-950/14

ORION CORPORATION

S

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov na odmerek prasek za
inhaliranje

SE/H/1213/003

5363-1-950/14

ORION CORPORATION

Sl

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov na odmerek prasek za
inhaliranje

SE/H/1213/003

5363-1-950/14

ORION CORPORATION

S

Bufomix Easyhaler 320 mikrogramov/9
mikrogramov na odmerek prasek za
inhaliranje

SE/H/1213/003

5363-1-950/14

ORION CORPORATION

Sl

Bufomix Easyhaler 320 mikrogram{ /
9 mikrogram{ prasek k inhalaci

SE/H/1213/003

14/204/14-C

ORION CORPORATION

cz

Bufomix Easyhaler 320 mikrogramd /
9 mikrogram{ prasek k inhalaci

SE/H/1213/003

14/204/14-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 320 mikrogramd /
9 mikrogram{ prasek k inhalaci

SE/H/1213/003

14/204/14-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 320 mikrogram{ /
9 mikrogram{ prasek k inhalaci

SE/H/1213/003

14/204/14-C

ORION CORPORATION

cz

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/007

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/008

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

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/03/DC

LT/1/14/3548/009

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/007

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/008

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/03/DC

LT/1/14/3548/009

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/007

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/008

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/03/DC

LT/1/14/3548/009

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/007

ORION CORPORATION

LT

Bufomix Easyhaler 320 mikrogramuy/9
mikrogramai/dozéje jkvepiamieji
milteliai

SE/H/1213/003

LT/1/14/3548/008

ORION CORPORATION

LT
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Bufomix Easyhaler 320 mikrogramuy/9 SE/H/1213/03/DC LT/1/14/3548/009 ORION CORPORATION LT
mikrogramai/dozéje jkvepiamieji

milteliai

Bufomix Easyhaler 320 mikrégrémm/9 | SE/H/1213/003 1S/1/14/016/02 ORION CORPORATION IS
mikrogromm/skammt, inndndunarduft

Bufomix Easyhaler 320 mikrogromm/9 | SE/H/1213/003 1S/1/14/016/02 ORION CORPORATION IS
mikrégromm/skammt, innéndunarduft

Bufomix Easyhaler 320 mikrégrémm/9 | SE/H/1213/003 1S/1/14/016/02 ORION CORPORATION IS
mikrogromm/skammt, inndndunarduft

Bufomix Easyhaler 320 mikrégrémm/9 | SE/H/1213/003 1S/1/14/016/02 ORION CORPORATION IS
mikrégromm/skammt, innéndunarduft

Bufomix Easyhaler 4,5 mikrogramm/ SE/H/1213/004 OGYI-T-22655/03 ORION CORPORATION HU
80 mikrogramm /belégzés inhalaciés

por

Bufomix Easyhaler 4,5 mikrogramm/ SE/H/1213/004 OGYI-T-22655/04 ORION CORPORATION HU
80 mikrogramm /belégzés inhalaciés

por

Bufomix Easyhaler 4,5 mikrogramm/ SE/H/1213/004 OGYI-T-22655/03 ORION CORPORATION HU
80 mikrogramm /belégzés inhalaciés

por

Bufomix Easyhaler 4,5 mikrogramm/ SE/H/1213/004 OGYI-T-22655/04 ORION CORPORATION HU

80 mikrogramm /belégzés inhalaciés
por
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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

Bufomix Easyhaler 4,5 mikrogramm/
80 mikrogramm /belégzés inhalacids
por

SE/H/1213/004

OGYI-T-22655/03

ORION CORPORATION

HU

Bufomix Easyhaler 4,5 mikrogramm/
80 mikrogramm /belégzés inhalaciés
por

SE/H/1213/004

OGYI-T-22655/04

ORION CORPORATION

HU

Bufomix Easyhaler 4,5 mikrogramm/
80 mikrogramm /belégzés inhalaciés
por

SE/H/1213/004

OGYI-T-22655/03

ORION CORPORATION

HU

Bufomix Easyhaler 4,5 mikrogramm/
80 mikrogramm /belégzés inhalaciés
por

SE/H/1213/004

OGYI-T-22655/04

ORION CORPORATION

HU

Bufomix Easyhaler 4,5
mikrogramm/160 mikrogramm
/belégzés, inhalaciés por

SE/H/1213/002

OGYI-T-22655/01

ORION CORPORATION

HU

Bufomix Easyhaler 4,5
mikrogramm/160 mikrogramm
/belégzés, inhalaciés por

SE/H/1213/002

OGYI-T-22655/01

ORION CORPORATION

HU

Bufomix Easyhaler 4,5
mikrogramm/160 mikrogramm
/belégzés, inhalaciés por

SE/H/1213/002

OGYI-T-22655/01

ORION CORPORATION

HU

Bufomix Easyhaler 4,5
mikrogramm/160 mikrogramm
/belégzés, inhalaciés por

SE/H/1213/002

OGYI-T-22655/01

ORION CORPORATION

HU

Bufomix Easyhaler 80 /4,5 ug pulbere
de inhalat

SE/H/1213/004

8800/2016/01

ORION CORPORATION

RO

Bufomix Easyhaler 80 /4,5 ug pulbere
de inhalat

SE/H/1213/004

8800/2016/02

ORION CORPORATION

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

Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/03 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/04 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/05 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/06 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/01 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/02 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/03 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/04 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/05 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/06 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/01 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/02 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/03 ORION CORPORATION RO
de inhalat
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/04 ORION CORPORATION RO

de inhalat
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/05 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/06 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/01 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/02 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/03 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 ug pulbere SE/H/1213/004 8800/2016/04 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/05 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 /4,5 pg pulbere SE/H/1213/004 8800/2016/06 ORION CORPORATION RO
de inhalat

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004/DC BE496604 ORION 0OVYJ BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004/DC BE496604 ORION 0OVYJ BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004/DC BE496604 ORION 0OYJ BE
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004/DC BE496604 ORION 0OVYJ BE

microgram/inhalatie, inhalatiepoeder
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Bufomix Easyhaler 80 microgram/4,5 SE/H/1213/004 2016060144 ORION CORPORATION LU

microgram/inhalatie, inhalatiepoeder
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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

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060144

ORION CORPORATION

LU

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060144

ORION CORPORATION

LU

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060144

ORION CORPORATION

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

Bufomix Easyhaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060144

ORION CORPORATION

LU

Bufomix Easyhaler 80 mikrogram/4,5
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/004

15-10685

ORION CORPORATION

NO

Bufomix Easyhaler 80 mikrogram/4,5
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/004

15-10685

ORION CORPORATION

NO

Bufomix Easyhaler 80 mikrogram/4,5
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/004

15-10685

ORION CORPORATION

NO

Bufomix Easyhaler 80 mikrogram/4,5
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/1213/004

15-10685

ORION CORPORATION

NO

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/004

16-0058

ORION CORPORATION

LV

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/004

16-0058

ORION CORPORATION

LV

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/004

16-0058

ORION CORPORATION

LV

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogrami inhalacija, inhalacijas
pulveris

SE/H/1213/004

16-0058

ORION CORPORATION

LV
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MRP/DCP Authorisation
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Number

MAH of product in
the member state

Member State where
product is authorised

Bufomix Easyhaler 80 Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80 Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80 Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80 Mikrogramm/4,5
Mikrogramm/Inhalation, Pulver zur
Inhalation

SE/H/1213/004/DC

BE496604

ORION OYJ

BE

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/012

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/013

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/011

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/010

ORION CORPORATION

S

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/014

ORION CORPORATION

S
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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

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317-015

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/012

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/013

ORION CORPORATION

S

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/011

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/010

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/014

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317-015

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/012

ORION CORPORATION

S

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/013

ORION CORPORATION

S
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National Authorisation
Number

MAH of product in
the member state

Member State where
product is authorised

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/011

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/010

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/014

ORION CORPORATION

S

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317-015

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/012

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/013

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/011

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/010

ORION CORPORATION

S

Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317/014

ORION CORPORATION

S
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Number

MAH of product in
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Member State where
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Bufomix Easyhaler 80
mikrogramov/4,5 mikrograma na
odmerek prasek za inhaliranje

SE/H/1214/004

H/14/00317-015

ORION CORPORATION

Sl

Bufomix Easyhaler 80
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/004

14/0126/16-S

ORION CORPORATION

SK

Bufomix Easyhaler 80
mikrogramov/4,5 mikrogramov
inhalacny prasok

SE/H/1213/004

14/0126/16-S

ORION CORPORATION

SK

Bufomix Easyhaler 80
mikrogramov/4,5 mikrogramov
inhala¢ny prasok

SE/H/1213/004

14/0126/16-S

ORION CORPORATION

SK

Bufomix Easyhaler 80
mikrogramov/4,5 mikrogramov
inhala¢ny prasok

SE/H/1213/004

14/0126/16-S

ORION CORPORATION

SK

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/010

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/011

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/012

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/013

ORION CORPORATION

LT
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Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/014

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/015

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/010

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozéje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/011

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/012

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/013

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/014

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/015

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/010

ORION CORPORATION

LT
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Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/011

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/012

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/013

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/014

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/015

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/010

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/011

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozéeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/012

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/013

ORION CORPORATION

LT
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Bufomix Easyhaler 80 mikrogramu/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/014

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogramuy/4,5
mikrogramo/dozeje jkvepiamieji
milteliai

SE/H/1213/004

LT/1/14/3548/015

ORION CORPORATION

LT

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogramu
prasek k inhalaci

SE/H/1213/004

14/166/16-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogramu
prasek k inhalaci

SE/H/1213/004

14/166/16-C

ORION CORPORATION

Ccz

Bufomix Easyhaler 80 mikrogrami/4,5
mikrogramu
prasek k inhalaci

SE/H/1213/004

14/166/16-C

ORION CORPORATION

cz

Bufomix Easyhaler 80 mikrogramﬁ/4,5
mikrogramu
prasek k inhalaci

SE/H/1213/004

14/166/16-C

ORION CORPORATION

cz

Bufomix Easyhaler 80
mikrogrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1213/004

1S/1/16/009/01

ORION CORPORATION

Bufomix Easyhaler 80
mikrégrémm/4,5
mikrogromm/skammt, inndndunarduft

SE/H/1213/004

1S/1/16/009/01

ORION CORPORATION

Bufomix Easyhaler 80
mikrogrémm/4,5
mikrégromm/skammt, innéndunarduft

SE/H/1213/004

1S/1/16/009/01

ORION CORPORATION
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Bufomix Easyhaler 80
mikrogrémm/4,5
mikrégromm/skammt, innéndunarduft

SE/H/1213/004

1S/1/16/009/01

ORION CORPORATION

IS

Bufomix Easyhaler, (160 mikrogramow
+ 4,5 mikrogramoéw)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/002

21849

ORION CORPORATION

PL

Bufomix Easyhaler, (160 mikrogramoéw
+ 4,5 mikrograméw)/dawke
inhalacyjng, proszek do inhalacji

SE/H/1213/002

21849

ORION CORPORATION

PL

Bufomix Easyhaler, (160 mikrogramow
+ 4,5 mikrogramoéw)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/002

21849

ORION CORPORATION

PL

Bufomix Easyhaler, (160 mikrogramoéw
+ 4,5 mikrograméw)/dawke
inhalacyjng, proszek do inhalacji

SE/H/1213/002

21849

ORION CORPORATION

PL

Bufomix Easyhaler, (320 mikrogramow
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1213/003

21850

ORION CORPORATION

PL

Bufomix Easyhaler, (320 mikrogramoéw
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1213/003

21850

ORION CORPORATION

PL
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Bufomix Easyhaler, (320 mikrogramoéw
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1213/003

21850

ORION CORPORATION

PL

Bufomix Easyhaler, (320 mikrogramow
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1213/003

21850

ORION CORPORATION

PL

Bufomix Easyhaler, (80 mikrogramoéw
+ 4,5 mikrogramow)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/004

23292

ORION CORPORATION

PL

Bufomix Easyhaler, (80 mikrogramoéw
+ 4,5 mikrogramoéw)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/004

23292

ORION CORPORATION

PL

Bufomix Easyhaler, (80 mikrograméw
+ 4,5 mikrogramow)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/004

23292

ORION CORPORATION

PL

Bufomix Easyhaler, (80 mikrogramoéw
+ 4,5 mikrogramoéw)/dawke
inhalacyjna, proszek do inhalacji

SE/H/1213/004

23292

ORION CORPORATION

PL

Bufomix Easyhaler, 160 microgram/4,5
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/002

2014090230

ORION CORPORATION

LU
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Bufomix Easyhaler, 160 microgram/4,5
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler, 160 microgram/4,5
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler, 160 microgram/4,5
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/002

2014090230

ORION CORPORATION

LU

Bufomix Easyhaler, 160
microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

SE/H/1213/002

5621677

ORION CORPORATION

PT

Bufomix Easyhaler, 160
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1213/002

5621701

ORION CORPORATION

PT

Bufomix Easyhaler, 160
microgramas/4,5
microgramas/inalacado, p6 para
inalacdo

SE/H/1213/002

5617709

ORION CORPORATION

PT

Bufomix Easyhaler, 160
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1213/002

5617667

ORION CORPORATION

PT

Bufomix Easyhaler, 160
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1213/002

5617675

ORION CORPORATION

PT
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Bufomix Easyhaler, 160 SE/H/1213/002 5617659 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5621677 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5621701 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617709 ORION CORPORATION PT
microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617667 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617675 ORION CORPORATION PT
microgramas/4,5
microgramas/inalacado, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617659 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo
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Bufomix Easyhaler, 160 SE/H/1213/002 5621677 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5621701 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617709 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617667 ORION CORPORATION PT
microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617675 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617659 ORION CORPORATION PT
microgramas/4,5
microgramas/inalacado, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5621677 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo
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Bufomix Easyhaler, 160 SE/H/1213/002 5621701 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617709 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617667 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617675 ORION CORPORATION PT
microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 5617659 ORION CORPORATION PT
microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

Bufomix Easyhaler, 160 SE/H/1213/002 PA1327/015/002 ORION CORPORATION IE
micrograms/4.5
micrograms/inhalation, inhalation
powder

Bufomix Easyhaler, 160 SE/H/1213/002 PA1327/015/002 ORION CORPORATION IE
micrograms/4.5
micrograms/inhalation, inhalation

powder
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Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

PA1327/015/002

ORION CORPORATION

IE

Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

PA1327/015/002

ORION CORPORATION

Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

MA624/00102

ORION CORPORATION

MT

Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

MA624/00102

ORION CORPORATION

MT

Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

MA624/00102

ORION CORPORATION

MT

Bufomix Easyhaler, 160
micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/002

MA624/00102

ORION CORPORATION

MT

Bufomix Easyhaler, 160 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/002

31472

ORION OYJ

FI

Bufomix Easyhaler, 160 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/002

31472

ORION OYJ

FI
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Bufomix Easyhaler, 160 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/002

31472

ORION OYJ

Fl

Bufomix Easyhaler, 160 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/002

31472

ORION OYJ

FI

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/02/DC

31472

ORION OYJ

FI

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/02/DC

31472

ORION OYJ

Fl

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/02/DC

31472

ORION OYJ

FI

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/02/DC

31472

ORION OYJ

Fl

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/002

49291

ORION CORPORATION

SE

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/002

49291

ORION CORPORATION

SE

Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/002

49291

ORION CORPORATION

SE
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Bufomix Easyhaler, 160
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/1213/002

49291

ORION CORPORATION

SE

Bufomix Easyhaler, 160
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/002

843714

ORION CORPORATION

EE

Bufomix Easyhaler, 160
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/002

843714

ORION CORPORATION

EE

Bufomix Easyhaler, 160
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/002

843714

ORION CORPORATION

EE

Bufomix Easyhaler, 160
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/002

843714

ORION CORPORATION

EE

Bufomix Easyhaler, 160
Hikpoypappdapia/4,5
HIKpoypaupapia/sionvon, Kovig yid
glonvon

SE/H/1213/002

12301

ORION CORPORATION

GR

Bufomix Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, kovIG yia
glonvon

SE/H/1213/002

12301

ORION CORPORATION

GR
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Bufomix Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€ionvon

SE/H/1213/002

12301

ORION CORPORATION

GR

Bufomix Easyhaler, 160
Hikpoypappdpia/4,5
HIKpoypaupapia/sionvon, Kovic yid
glonvon

SE/H/1213/002

12301

ORION CORPORATION

GR

Bufomix Easyhaler, 320 microgram/9
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler, 320 microgram/9
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler, 320 microgram/9
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler, 320 microgram/9
microgram per inhalatie,
inhalatiepoeder

SE/H/1213/003

2014090231

ORION CORPORATION

LU

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéao,
po para inalacéo

SE/H/1213/003

5621719

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacao,
po6 para inalagdo

SE/H/1213/003

5617725

ORION CORPORATION

PT
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Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacao,
po6 para inalagdo

SE/H/1213/003

5617717

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéo,
po6 para inalagédo

SE/H/1213/003

5621719

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéao,
po6 para inalagdo

SE/H/1213/003

5617725

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéo,
po6 para inalagdo

SE/H/1213/003

5617717

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéao,
po6 para inalagdo

SE/H/1213/003

5621719

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéao,
po6 para inalagdo

SE/H/1213/003

5617725

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéo,
po6 para inalagédo

SE/H/1213/003

5617717

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacéao,
po para inalacédo

SE/H/1213/003

5621719

ORION CORPORATION

PT

Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacao,
po6 para inalagdo

SE/H/1213/003

5617725

ORION CORPORATION

PT
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Bufomix Easyhaler, 320
microgramas/9 microgramas/inalacao,
po6 para inalagdo

SE/H/1213/003

5617717

ORION CORPORATION

PT

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

PA1327/015/003

ORION CORPORATION

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

PA1327/015/003

ORION CORPORATION

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

PA1327/015/003

ORION CORPORATION

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

PA1327/015/003

ORION CORPORATION

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

MA624/00103

ORION CORPORATION

MT

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

MA624/00103

ORION CORPORATION

MT

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

MA624/00103

ORION CORPORATION

MT

Bufomix Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1213/003

MA624/00103

ORION CORPORATION

MT
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Bufomix Easyhaler, 320 mikrog/9
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/003

31473

ORION OYJ

Fl

Bufomix Easyhaler, 320 mikrog/9
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/003

31473

ORION OYJ

FI

Bufomix Easyhaler, 320 mikrog/9
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/003

31473

ORION OYJ

FI

Bufomix Easyhaler, 320 mikrog/9
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/003

31473

ORION OYJ

Fl

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/03/DC

31473

ORION OYJ

Fl

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/03/DC

31473

ORION OYJ

FI

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/03/DC

31473

ORION OYJ

Fl

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/03/DC

31473

ORION OYJ

FI

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/003

49292

ORION CORPORATION

SE

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/003

49292

ORION CORPORATION

SE
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Member State where
product is authorised

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/003

49292

ORION CORPORATION

SE

Bufomix Easyhaler, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/1213/003

49292

ORION CORPORATION

SE

Bufomix Easyhaler, 320
mikrogrammi/9
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/003

843814

ORION CORPORATION

EE

Bufomix Easyhaler, 320
mikrogrammi/9
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/003

843814

ORION CORPORATION

EE

Bufomix Easyhaler, 320
mikrogrammi/9
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/003

843814

ORION CORPORATION

EE

Bufomix Easyhaler, 320
mikrogrammi/9
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/003

843814

ORION CORPORATION

EE

Bufomix Easyhaler, 320
MIKpOypapuapia/9
Hikpoypappdpia/eionvon, koviG yia
€ignvon

SE/H/1213/003

12302/17-02-2015

ORION CORPORATION

GR
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Bufomix Easyhaler, 320
MIKpOypapuapia/9
Hikpoypappdpia/eionvon, koviG yia
€ionvon

SE/H/1213/003

12302/17-02-2015

ORION CORPORATION

GR

Bufomix Easyhaler, 320
Hikpoypappdpia/9
HIKpoypaupapia/sionvon, Kovic yid
glonvon

SE/H/1213/003

12302/17-02-2015

ORION CORPORATION

GR

Bufomix Easyhaler, 320
MIKpOoypapuapia/9
Hikpoypappdpia/eionvon, kOvIG yia
glonvon

SE/H/1213/003

12302/17-02-2015

ORION CORPORATION

GR

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

PA1327/015/004

ORION CORPORATION

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

PA1327/015/004

ORION CORPORATION

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

PA1327/015/004

ORION CORPORATION

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

PA1327/015/004

ORION CORPORATION

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

MA624/00104

ORION CORPORATION

MT
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Member State where
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Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

MA624/00104

ORION CORPORATION

MT

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

MA624/00104

ORION CORPORATION

MT

Bufomix Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1213/004

MA624/00104

ORION CORPORATION

MT

Bufomix Easyhaler, 80 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/004

33375

ORION OYJ

FI

Bufomix Easyhaler, 80 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/004

33375

ORION OYJ

FI

Bufomix Easyhaler, 80 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/004

33375

ORION OYJ

Fl

Bufomix Easyhaler, 80 mikrog/4,5
mikrog/inhalaatio, inhalaatiojauhe

SE/H/1213/004

33375

ORION OYJ

Fl

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

33375

ORION OYJ

FI

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

33375

ORION OYJ

FI

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

33375

ORION OYJ

Fl
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Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

33375

ORION OYJ

Fl

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

52916

ORION CORPORATION

SE

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

52916

ORION CORPORATION

SE

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

52916

ORION CORPORATION

SE

Bufomix Easyhaler, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/1213/004

52916

ORION CORPORATION

SE

Bufomix Easyhaler, 80
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/004

907616

ORION CORPORATION

EE

Bufomix Easyhaler, 80
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/004

907616

ORION CORPORATION

EE

Bufomix Easyhaler, 80
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/004

907616

ORION CORPORATION

EE
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Member State where
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Bufomix Easyhaler, 80
mikrogrammi/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/1213/004

907616

ORION CORPORATION

EE

Bufomix Easyhaler, 9 mikrogramm /
320 mikrogramm /belégzés, inhaléacios
por

SE/H/1213/003

OGYI-T-22655/02

ORION CORPORATION

HU

Bufomix Easyhaler, 9 mikrogramm /
320 mikrogramm /belégzés, inhalaciés
por

SE/H/1213/003

OGYI-T-22655/02

ORION CORPORATION

HU

Bufomix Easyhaler, 9 mikrogramm /
320 mikrogramm /belégzés, inhalaciés
por

SE/H/1213/003

OGYI-T-22655/02

ORION CORPORATION

HU

Bufomix Easyhaler, 9 mikrogramm /
320 mikrogramm /belégzés, inhalacios
por

SE/H/1213/003

OGYI-T-22655/02

ORION CORPORATION

HU

Bufomix Easyhaler, inhalationspulver
4,5+80 mikrogram/dosis

SE/H/1213/004

55886

ORION CORPORATION

DK

Bufomix Easyhaler, inhalationspulver
4,5+80 mikrogram/dosis

SE/H/1213/004

55886

ORION CORPORATION

DK

Bufomix Easyhaler, inhalationspulver
4,5+80 mikrogram/dosis

SE/H/1213/004

55886

ORION CORPORATION

DK

Bufomix Easyhaler, inhalationspulver
4,5+80 mikrogram/dosis

SE/H/1213/004

55886

ORION CORPORATION

DK
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MRP/DCP Authorisation
number
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Number

MAH of product in
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Member State where
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Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496613

ORION OYJ

BE

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496613

ORION OYJ

BE

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496613

ORION OYJ

BE

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/1213/004/DC

BE496613

ORION OYJ

BE

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060153

ORION CORPORATION

LU

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060153

ORION CORPORATION

LU

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060153

ORION CORPORATION

LU

Duori Easyhaler 80 microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/1213/004

2016060153

ORION CORPORATION

LU

Duori Easyhaler 80_4.5 microg dose
inhalation

SE/H/1213/004/DC

BE496613

ORION OYJ

BE
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Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OVYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OVYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OVYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OVYJ BE
inhalation

Duori Easyhaler 80_4.5 microg dose SE/H/1213/004/DC BE496613 ORION 0OYJ BE
inhalation

Duori Easyhaler, 80 microgram/4,5 SE/H/1213/004 2016060153 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Duori Easyhaler, 80 microgram/4,5 SE/H/1213/004 2016060153 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Duori Easyhaler, 80 microgram/4,5 SE/H/1213/004 2016060153 ORION CORPORATION LU
microgram/inhalatie, inhalatiepoeder

Duori Easyhaler, 80 microgram/4,5 SE/H/1213/004 2016060153 ORION CORPORATION LU

microgram/inhalatie, inhalatiepoeder
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Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369014

ORION CORPORATION

IT

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369026

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369040

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369038

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369053

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/02/DC

043369065

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369014

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369026

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369040

ORION CORPORATION
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Member State where
product is authorised

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369038

ORION CORPORATION

IT

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369053

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/02/DC

043369065

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369014

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369026

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369040

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369038

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369053

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/02/DC

043369065

ORION CORPORATION
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Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369014

ORION CORPORATION

IT

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369026

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369040

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369038

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/002

043369053

ORION CORPORATION

Fobuler, 160 microgrammi/4,5
microgrammi/inalazione, polvere per
inalazione.

SE/H/1213/02/DC

043369065

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369077

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369089

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369091

ORION CORPORATION
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Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369077

ORION CORPORATION

IT

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369089

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369091

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369077

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369089

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369091

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369077

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369089

ORION CORPORATION

Fobuler, 320 microgrammi/9
microgrammi/inalazione, polvere per
inalazione

SE/H/1213/003

043369091

ORION CORPORATION

List of nationally authorised medicinal products
EMA/234846/2017

Page 67/119




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

Gardette forte, 320 mikrogram/9
mikrogram/inhalation,
inhalationspulver

SE/H/0258/002

17445

ASTRAZENECA AB

SE

Gardette mite, 80 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/0259/001

17159

ASTRAZENECA AB

SE

Gardette, 160 mikrogram/4,5
mikrogram/inhalation inhalationsspray,
suspension

SE/H/258/003

51935

ASTRAZENECA AB

SE

Gardette, 160 mikrogram/4,5
mikrogram/inhalation,
inhalationspulver

SE/H/0258/001

17158

ASTRAZENECA AB

SE

Orbufox Easyhaler 160 mikrogram/4,5
mikrogram/inhalation inhalationspulver

SE/H/1519/001

52533

ORION CORPORATION

SE

Orbufox Easyhaler 160 mikrogram/4,5
mikrogram/inhalation inhalationspulver

SE/H/1519/001

52533

ORION CORPORATION

SE

Orbufox Easyhaler 160 mikrogram/4,5
mikrogram/inhalation inhalationspulver

SE/H/1519/001

52533

ORION CORPORATION

SE

Orbufox Easyhaler 160 mikrogram/4,5
mikrogram/inhalation inhalationspulver

SE/H/1519/001

52533

ORION CORPORATION

SE

Orbufox Easyhaler 160 mikrogram/4,5
mikrogram/inhalation inhalationspulver

SE/H/1519/001

52533

ORION CORPORATION

SE

List of nationally authorised medicinal products
EMA/234846/2017

Page 68/119




Product Name (in authorisation

MRP/DCP Authorisation
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Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 160/4,5 SE/H/1519/001 RVG 116989 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 320 mikrogram/9 SE/H/1519/002 52534 ORION CORPORATION SE

mikrogram/inhalation inhalationspulver
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Orbufox Easyhaler 320 mikrogram/9 SE/H/1519/002 52534 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Orbufox Easyhaler 320 mikrogram/9 SE/H/1519/002 52534 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Orbufox Easyhaler 320 mikrogram/9 SE/H/1519/002 52534 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Orbufox Easyhaler 320 mikrogram/9 SE/H/1519/002 52534 ORION CORPORATION SE
mikrogram/inhalation inhalationspulver

Orbufox Easyhaler 320/9 SE/H/1519/002 RVG 116990 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 320/9 SE/H/1519/002 RVG 116990 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 320/9 SE/H/1519/002 RVG 116990 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 320/9 SE/H/1519/002 RVG 116990 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

Orbufox Easyhaler 320/9 SE/H/1519/002 RVG 116990 ORION CORPORATION NL
microgram/dosis, inhalatiepoeder

OREST Easyhaler 160 SE/H/1214/002 2014090272 ORION CORPORATION LU

microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation
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OREST Easyhaler 160 SE/H/1214/002 2014090272 ORION CORPORATION LU
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

OREST Easyhaler 160 SE/H/1214/002 2014090272 ORION CORPORATION LU
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

OREST Easyhaler 160 SE/H/1214/002 2014090272 ORION CORPORATION LU
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

Orest Easyhaler 320 microgrammes/9 SE/H/1214/003 2014090273 ORION CORPORATION LU
microgrammes/inhalation, poudre pour
inhalation

Orest Easyhaler 320 microgrammes/9 SE/H/1214/003 2014090273 ORION CORPORATION LU
microgrammes/inhalation, poudre pour
inhalation

Orest Easyhaler 320 microgrammes/9 SE/H/1214/003 2014090273 ORION CORPORATION LU
microgrammes/inhalation, poudre pour
inhalation

Orest Easyhaler 320 microgrammes/9 SE/H/1214/003 2014090273 ORION CORPORATION LU
microgrammes/inhalation, poudre pour
inhalation

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/01 ORION CORPORATION HU
mikrogramm /belégzés inhalacidés por
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Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/02 ORION CORPORATION HU
mikrogramm /belégzés inhalaciés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/01 ORION CORPORATION HU
mikrogramm /belégzés inhalacidés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/02 ORION CORPORATION HU
mikrogramm /belégzés inhaléaciés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/01 ORION CORPORATION HU
mikrogramm /belégzés inhaléaciés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/02 ORION CORPORATION HU
mikrogramm /belégzés inhalaciés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/01 ORION CORPORATION HU
mikrogramm /belégzés inhalacidés por

Orest Easyhaler 4,5 mikrogramm/ 80 SE/H/1214/004 OGYI-T-23012/02 ORION CORPORATION HU
mikrogramm /belégzés inhaléaciés por

Orest Easyhaler 80 /4,5 pg pulbere de | SE/H/1214/004 8801/2016/06 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 pg pulbere de | SE/H/1214/004 8801/2016/06 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 pg pulbere de | SE/H/1214/004 8801/2016/06 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 pg pulbere de | SE/H/1214/004 8801/2016/06 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/01 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/02 ORION CORPORATION RO

inhalat
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Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/03 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/04 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/05 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/01 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/02 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/03 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/04 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/05 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/01 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/02 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/03 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/04 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/05 ORION CORPORATION RO
inhalat

Orest Easyhaler 80 /4,5 ug pulbere de | SE/H/1214/004 8801/2016/01 ORION CORPORATION RO

inhalat
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Orest Easyhaler 80 /4,5 ug pulbere de
inhalat

SE/H/1214/004

8801/2016/02

ORION CORPORATION

RO

Orest Easyhaler 80 /4,5 ug pulbere de
inhalat

SE/H/1214/004

8801/2016/03

ORION CORPORATION

RO

Orest Easyhaler 80 /4,5 ug pulbere de
inhalat

SE/H/1214/004

8801/2016/04

ORION CORPORATION

RO

Orest Easyhaler 80 /4,5 ug pulbere de
inhalat

SE/H/1214/004

8801/2016/05

ORION CORPORATION

RO

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/003

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/004

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/002

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/001

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/005

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/006

ORION CORPORATION

S

List of nationally authorised medicinal products
EMA/234846/2017

Page 74/119




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

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/003

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/004

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/002

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/001

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/005

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/006

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/003

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/004

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/002

ORION CORPORATION

S
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Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/001

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/005

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/006

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/003

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek praSek za
inhaliranje

SE/H/1214/004

H/16/02202/004

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/002

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/001

ORION CORPORATION

Sl

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/005

ORION CORPORATION

S

Orest Easyhaler 80 mikrogramov/4,5
mikrograma na odmerek prasek za
inhaliranje

SE/H/1214/004

H/16/02202/006

ORION CORPORATION

S
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National Authorisation

MAH of product in

Member State where
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OREST Easyhaler 80 mikrogramov/4,5 | SE/H/1214/004 14/0189/16-S ORION CORPORATION SK
mikrogramov inhalacny prasok

OREST Easyhaler 80 mikrogramov/4,5 | SE/H/1214/004 14/0189/16-S ORION CORPORATION SK
mikrogramov inhalacny prasok

OREST Easyhaler 80 mikrogramov/4,5 | SE/H/1214/004 14/0189/16-S ORION CORPORATION SK
mikrogramov inhala¢ny prasok

OREST Easyhaler 80 mikrogramov/4,5 | SE/H/1214/004 14/0189/16-S ORION CORPORATION SK
mikrogramov inhala¢ny prasok

Orest Easyhaler 80 mikrogramt/4,5 SE/H/1214/004 14/167/16-C ORION CORPORATION cz
mikrograml prasek k inhalaci

Orest Easyhaler 80 mikrogramfl/4,5 SE/H/1214/004 14/167/16-C ORION CORPORATION cZz
mikrograml prasek k inhalaci

Orest Easyhaler 80 mikrogramt/4,5 SE/H/1214/004 14/167/16-C ORION CORPORATION cz
mikrogrami pradek k inhalaci

Orest Easyhaler 80 mikrogramt/4,5 SE/H/1214/004 14/167/16-C ORION CORPORATION cz
mikrogrami pradek k inhalaci

OREST Easyhaler, (160 mikrograméw SE/H/1214/002 21851 ORION CORPORATION PL
+ 4,5 mikrogramoéw)/dawke

inhalacyjna, proszek do inhalacji

OREST Easyhaler, (160 mikrogramow SE/H/1214/002 21851 ORION CORPORATION PL

+ 4,5 mikrogramow)/dawke
inhalacyjna, proszek do inhalacji
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Product Name (in authorisation MRP/DCP Authorisation | National Authorisation MAH of product in Member State where
country) number Number the member state product is authorised

OREST Easyhaler, (160 mikrograméw SE/H/1214/002 21851 ORION CORPORATION PL
+ 4,5 mikrogramoéw)/dawke
inhalacyjna, proszek do inhalacji

OREST Easyhaler, (160 mikrogramow SE/H/1214/002 21851 ORION CORPORATION PL
+ 4,5 mikrograméw)/dawke
inhalacyjna, proszek do inhalacji

OREST Easyhaler, (320 mikrograméw SE/H/1214/003 21852 ORION CORPORATION PL
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

OREST Easyhaler, (320 mikrogramow SE/H/1214/003 21852 ORION CORPORATION PL
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

OREST Easyhaler, (320 mikrograméw SE/H/1214/003 21852 ORION CORPORATION PL
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

OREST Easyhaler, (320 mikrogramow SE/H/1214/003 21852 ORION CORPORATION PL
+ 9 mikrograméw)/dawke inhalacyjna,
proszek do inhalacji

OREST Easyhaler, (80 mikrogramoéw + | SE/H/1214/004 23304 ORION CORPORATION PL
4,5 mikrogramoéw)/dawke inhalacyjna,
proszek do inhalacji
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OREST Easyhaler, (80 mikrogramow +
4,5 mikrogramoéw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1214/004

23304

ORION CORPORATION

PL

OREST Easyhaler, (80 mikrogramoéw +
4,5 mikrogramoéw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1214/004

23304

ORION CORPORATION

PL

OREST Easyhaler, (80 mikrogramow +
4,5 mikrogramoéw)/dawke inhalacyjna,
proszek do inhalacji

SE/H/1214/004

23304

ORION CORPORATION

PL

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalagéo

SE/H/1214/002

5621735

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5621743

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacado, p6 para
inalagéo

SE/H/1214/002

5617402

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617360

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617378

ORION CORPORATION

PT
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Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617352

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacao, p6 para
inalagéo

SE/H/1214/002

5621735

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5621743

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

SE/H/1214/002

5617402

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalagéo

SE/H/1214/002

5617360

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617378

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacado, p6 para
inalagéo

SE/H/1214/002

5617352

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5621735

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5621743

ORION CORPORATION

PT
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Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617402

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacao, p6 para
inalagéo

SE/H/1214/002

5617360

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617378

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacao, p6 para
inalacdo

SE/H/1214/002

5617352

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalagéo

SE/H/1214/002

5621735

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5621743

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalacado, p6 para
inalagéo

SE/H/1214/002

5617402

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617360

ORION CORPORATION

PT

Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617378

ORION CORPORATION

PT
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Orest Easyhaler, 160 microgramas/4,5
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/002

5617352

ORION CORPORATION

PT

OREST Easyhaler, 160
microgramos/4,5
microgramos/inhalacién, polvo para
inhalacion

SE/H/1214/02/DC

78803

ORION CORPORATION

ES

OREST Easyhaler, 160
microgramos/4,5
microgramos/inhalacion, polvo para
inhalacion

SE/H/1214/02/DC

78803

ORION CORPORATION

ES

OREST Easyhaler, 160
microgramos/4,5
microgramos/inhalacién, polvo para
inhalacion

SE/H/1214/02/DC

78803

ORION CORPORATION

ES

OREST Easyhaler, 160
microgramos/4,5
microgramos/inhalacion, polvo para
inhalacion

SE/H/1214/02/DC

78803

ORION CORPORATION

ES

Orest Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/002

MA624/00202

ORION CORPORATION

MT

Orest Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/002

MA624/00202

ORION CORPORATION

MT

Orest Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/002

MA624/00202

ORION CORPORATION

MT
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Orest Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/002

MA624/00202

ORION CORPORATION

MT

OREST Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/02/DC

49294

ORION CORPORATION

SE

OREST Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/02/DC

49294

ORION CORPORATION

SE

OREST Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/02/DC

49294

ORION CORPORATION

SE

OREST Easyhaler, 160 micrograms/4.5
micrograms/inhalation, inhalation
powder

SE/H/1214/02/DC

49294

ORION CORPORATION

SE

OREST Easyhaler, 160
Hikpoypappdpia/4,5
Hikpoypappdpia/eionvon, KoviG yia
€ignvon

SE/H/1214/002

022088

ORION CORPORATION

CY

OREST Easyhaler, 160
Hikpoypappdapia/4,5
HIKpoypaupapia/sionvon, Kovic yid
glonvon

SE/H/1214/002

022088

ORION CORPORATION

CcY

OREST Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€ignvon

SE/H/1214/002

022088

ORION CORPORATION

CY
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OREST Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€ionvon

SE/H/1214/002

022088

ORION CORPORATION

CY

OREST Easyhaler, 160
Hikpoypappdapia/4,5
HIKpoypaupapia/sionvon, Kovic yid
glonvon

SE/H/1214/002

10268/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, kOvIG yia
glonvon

SE/H/1214/002

10268/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 160
Hikpoypappdpia/4,5
MIKpOoypaupapia/sionvon, Kovic yid
€ignvon

SE/H/1214/002

10268/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, kovIG yia
glonvon

SE/H/1214/002

10268/09-02-2015

ORION CORPORATION

GR

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5621727

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalacao, p6 para
inalacdo

SE/H/1214/003

5617428

ORION CORPORATION

PT
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Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5617410

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalacao, p6 para
inalagéo

SE/H/1214/003

5621727

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5617428

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalacao, p6 para
inalacdo

SE/H/1214/003

5617410

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalagéo

SE/H/1214/003

5621727

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5617428

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalacado, p6 para
inalagéo

SE/H/1214/003

5617410

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5621727

ORION CORPORATION

PT

Orest Easyhaler, 320 microgramas/9
microgramas/inalagéo, p6 para
inalacdo

SE/H/1214/003

5617428

ORION CORPORATION

PT
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Orest Easyhaler, 320 microgramas/9 SE/H/1214/003 5617410 ORION CORPORATION PT
microgramas/inalagéo, p6 para
inalacdo

OREST Easyhaler, 320 microgramos/9 SE/H/1214/03/DC 78813 ORION CORPORATION ES
microgramos/inhalacién, polvo para
inhalacion

OREST Easyhaler, 320 microgramos/9 SE/H/1214/03/DC 78813 ORION CORPORATION ES
microgramos/inhalacion, polvo para
inhalacion

OREST Easyhaler, 320 microgramos/9 SE/H/1214/03/DC 78813 ORION CORPORATION ES
microgramos/inhalacién, polvo para
inhalacion

OREST Easyhaler, 320 microgramos/9 | SE/H/1214/03/DC 78813 ORION CORPORATION ES
microgramos/inhalacion, polvo para
inhalacion

Orest Easyhaler, 320 micrograms/9 SE/H/1214/003 MA624/00203 ORION CORPORATION MT
micrograms/inhalation, inhalation
powder

Orest Easyhaler, 320 micrograms/9 SE/H/1214/003 MA624/00203 ORION CORPORATION MT
micrograms/inhalation, inhalation
powder

Orest Easyhaler, 320 micrograms/9 SE/H/1214/003 MA624/00203 ORION CORPORATION MT
micrograms/inhalation, inhalation
powder

Orest Easyhaler, 320 micrograms/9 SE/H/1214/003 MA624/00203 ORION CORPORATION MT
micrograms/inhalation, inhalation
powder
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OREST Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1214/03/DC

49295

ORION CORPORATION

SE

OREST Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1214/03/DC

49295

ORION CORPORATION

SE

OREST Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1214/03/DC

49295

ORION CORPORATION

SE

OREST Easyhaler, 320 micrograms/9
micrograms/inhalation, inhalation
powder

SE/H/1214/03/DC

49295

ORION CORPORATION

SE

OREST Easyhaler, 320
Hikpoypappdpia/9
MIKpoypaupapia/sionvon, Kovig yid
glonvon

SE/H/1214/003

022089

ORION CORPORATION

CcY

OREST Easyhaler, 320
MIKpOypapuapia/9
Hikpoypappdpia/eionvon, koviG yia
€ignvon

SE/H/1214/003

022089

ORION CORPORATION

CY

OREST Easyhaler, 320
Hikpoypappdpia/9
MIKpOoypaupapia/sionvon, Kovic yid
€ignvon

SE/H/1214/003

022089

ORION CORPORATION

CY

OREST Easyhaler, 320
MIKpOoypapuapia/9
Hikpoypappdpia/eionvon, koviG yia
glonvon

SE/H/1214/003

022089

ORION CORPORATION

CcY
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OREST Easyhaler, 320
MIKpOypapuapia/9
Hikpoypappdpia/eionvon, koviG yia
€ionvon

SE/H/1214/003

10269/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 320
Hikpoypappdpia/9
HIKpoypaupapia/sionvon, Kovic yid
glonvon

SE/H/1214/003

10269/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 320
MIKpOoypapuapia/9
Hikpoypappdpia/eionvon, kOvIG yia
glonvon

SE/H/1214/003

10269/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 320
Hikpoypappdpia/9
MIKpOoypaupapia/sionvon, Kovic yid
€ignvon

SE/H/1214/003

10269/09-02-2015

ORION CORPORATION

GR

OREST Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder.

SE/H/1214/004/DC

15 -10686

ORION CORPORATION

NO

OREST Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder.

SE/H/1214/004/DC

15 -10686

ORION CORPORATION

NO

OREST Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder.

SE/H/1214/004/DC

15 -10686

ORION CORPORATION

NO

OREST Easyhaler, 80 micrograms/4.5
micrograms/inhalation, inhalation
powder.

SE/H/1214/004/DC

15 -10686

ORION CORPORATION

NO
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Orest Easyhaler, inhalationspulver SE/H/1214/004 55889 ORION CORPORATION cz
Orest Easyhaler, inhalationspulver SE/H/1214/004 55889 ORION CORPORATION cz
Orest Easyhaler, inhalationspulver SE/H/1214/004 55889 ORION CORPORATION cz
Orest Easyhaler, inhalationspulver SE/H/1214/004 55889 ORION CORPORATION cz
Pulentia 100 microgram/6 NL/H/3165/001 RVG 115265 ELPEN NL
microgram/dosis inhalatiepoeder, PHARMACEUTICAL CO.
voorverdeeld INC.
Pulentia 200 microgram/6 NL/H/3165/002 RVG 115266 ELPEN NL
microgram/dosis inhalatiepoeder, PHARMACEUTICAL CO.
voorverdeeld INC.
Pulentia 400 microgram/12 NL/H/3165/003 RVG 115267 ELPEN NL
microgram/dosis inhalatiepoeder, PHARMACEUTICAL CO.
voorverdeeld INC.
Pulmalio 100 mikrogramm/6 NL/H/3165/001/DC OGYI/T/22876/01 ELPEN HU
mikrogramm adagolt inhalaciés por PHARMACEUTICAL CO.

INC.
Pulmalio 200 mikrogramm/6 NL/H/3165/002/DC OGYI1/T/22876/03 ELPEN HU
mikrogramm adagolt inhalaciés por PHARMACEUTICAL CO.

INC.
Pulmalio 400 mikrogramm/12 NL/H/3165/003 OGYI1/T/22876/07 ELPEN HU
mikrogramm adagolt inhalaciés por PHARMACEUTICAL CO.

INC.
Pulmelia 100 microgrammi/6 NL/H/3165/001 043403017 ELPEN IT

microgrammi, polvere per inalazione in
contenitore monodose

PHARMACEUTICAL CO.

INC.
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Pulmelia 194 Mikrogramm/5,5 NL/H/3165/002/DC 92232.00.00 ELPEN DE
Mikrogramm einzeldosiertes Pulver zur PHARMACEUTICAL CO.
Inhalation INC.

Pulmelia 200 microgrammi/6 NL/H/3165/002 043403056 ELPEN IT
microgrammi, polvere per inalazione PHARMACEUTICAL CO.

in contenitore monodose INC.

Pulmelia 380 Mikrogramm/11 NL/H/3165/003/DC 92233.00.00 ELPEN DE
Mikrogramm einzeldosiertes Pulver zur PHARMACEUTICAL CO.
Inhalation INC.

Pulmelia 400 microgrammi/12 NL/H/3165/003 043403070 ELPEN IT
microgrammi, polvere per inalazione PHARMACEUTICAL CO.

in contenitore monodose. INC.

Pulmelia 97 Mikrogramm/5,5 NL/H/3165/001/DC 92231.00.00 ELPEN DE
Mikrogramm einzeldosiertes Pulver zur PHARMACEUTICAL CO.
Inhalation INC.

Pulmoton 100 mikrogram/6 NL/H/3165/001/DC 51044 ELPEN SE
mikrogram/dos inhalationspulver, PHARMACEUTICAL CO.
avdelad dos INC.

Pulmoton 100 mikrogromm/6 NL/H/3165/001/DC 1S/1/15/074/01 ELPEN IS
mikrogromm innondunarduft, PHARMACEUTICAL CO.
afmaeldir skammtar INC.

Pulmoton 200 mikrogram/6 NL/H/3165/002 51045 ELPEN SE
mikrogram/dos inhalationspulver, PHARMACEUTICAL CO.
avdelad dos INC.

Pulmoton 200 mikrogromm/6 NL/H/3165/002/DC 1S/1/15/074/02 ELPEN IS

mikrogromm innondunarduft, afmaedir
skammtar

PHARMACEUTICAL CO.

INC.
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Pulmoton 400 mikrogram/12 NL/H/3165/003 51046 ELPEN SE
mikrogram/dos inhalationspulver, PHARMACEUTICAL CO.
avdelad dos INC.
Pulmoton 400 mikrogromm/12 NL/H/3165/003/DC 1S/1/15/074/03 ELPEN IS
mikrogromm innondunarduft, afmaedir PHARMACEUTICAL CO.
skammtar INC.
Pulmoton kovig yia eionvor ge d00EIg not available 1530/14-1-2013 ELPEN GR
100/6mcg PHARMACEUTICAL CO.

INC.
Pulmoton® kovig yia sionvor o€ ddoeig | not available 1531/14-1-2013 ELPEN GR
200/6mcg PHARMACEUTICAL CO.

INC.
Pulmoton® kovig yia sionvor o€ d00eIG | not available 1532/14-1-2013 ELPEN GR
400/12 mcg PHARMACEUTICAL CO.

INC.
Rilast 160 microgramos/4,5 SE/H/0258/003 81155 LABORATORIO TAU ES
microgramos/inhalaciéon suspension S.A.
para inhalacién en envase a presion
Rilast forte Turbuhaler 320 SE/H/0258/002 65045 LABORATORIO ICARO ES
microgramos / 9 microgramos polvo S.A.
para inhalaciéon
Rilast Turbuhaler 160 microgramos / SE/H/0258/001 64353 LABORATORIO TAU ES
4,5 microgramos polvo para inhalacion S.A.
Rilast Turbuhaler 80 microgramos / SE/H/0259/001 64354 LABORATORIO TAU ES
4,5 microgramos polvo para inhalacion S.A.
Symbicort 160 microgramas/dose + SE/H/229/003 5685102 ASTRAZENECA PT
4,5 microgramas/dose suspensao PRODUTOS

pressurizada para inalacao

FARMACEUTICOS LDA
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Symbicort 160 micrograme/4,5
micrograme/inhalatie suspensie de
inhalat presurizata

SE/H/0229/003

8942/2016/01

ASTRAZENECA AB

RO

SYMBICORT 160 microgrammes/4,5
microgrammes/inhalation, suspension
pour inhalation en flacon pressurisé

SE/H/0229/003

BE494151

NV ASTRAZENECA SA

BE

Symbicort 160 mikrog/4,5 mikrog/
inhalaatio, inhalaatiosumute,
suspensio

SE/H/0229/003

32753

ASTRAZENECA OY

FI

Symbicort 160 mikrogamov/4,5
mikrogramov/inhalacna davka
inhalacna suspenzia v tlakovom obale

SE/H/229/003

14/0175/16-S

ASTRAZENECA AB

SK

Symbicort 160 mikrogram/4,5
mikrogram/inhalasjon,
inhalasjonsaerosol, suspensjon

SE/H/0229/003

14-10356

ASTRAZENECA AS

NO

Symbicort 160 mikrograma/4,5
mikrograma po potisku, stlaceni
inhalat, suspenzija

SE/H/0229/003

HR-H-446429052

ASTRAZENECA D.O.O.

HR

Symbicort 160 Mikrogramm/4,5
Mikrogramm/Inhalation
Druckgasinhalation, Suspension

SE/H/0229/003

136689

ASTRAZENECA
OSTERREICH GMBH

AT

Symbicort 160 mikrogramov/4,5
mikrograma na vdih inhalacijska
suspenzija pod tlakom

SE/H/0229/003

H/02/01477/026

ASTRAZENECA AB

Sl
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Symbicort 160 mikrogramov/4,5
mikrograma na vdih inhalacijska
suspenzija pod tlakom

SE/H/0229/003

H/02/01477/026

ASTRAZENECA AB

Sl

Symbicort 160 mikrogram{/4,5
mikrogramu, suspenze k inhalaci v
tlakovém obalu

SE/H/0229/003

14/207/16-C

ASTRAZENECA AB

(074

Symbicort 160 mikrogrémm/4,5
mikrégrémm/tdaskammt innudalyf,
dreifa

SE/H/0229/003

1S/1/16/031/01

ASTRAZENECA A/S

Symbicort 200 micrograms/6
micrograms per inhalation, pressurised
inhalation, suspension

SE/H/0229/003

PA 0970/028/004

ASTRAZENECA UK
LIMITED

Symbicort 4,5 mikrogramm/160
mikrogramm/adag tdlnyomasos
inhalacios szuszpenzié

SE/H/0229/003

OGYI-T-8492/11

ASTRAZENECA KFT.

HU

Symbicort aérosol 200/6, 200
microgram / 6 microgram per dosis,
aérosol, suspensie

SE/H/0229/003

RVG 116348

ASTRAZENECA BV

NL

SYMBICORT forte Turbohaler 320
microgram/9 microgram/inhalatie,
inhalatiepoede

SE/H/0229/002

BE239741

NV ASTRAZENECA SA

BE

SYMBICORT forte Turbohaler 320
microgrammes/9
microgrammes/inhalation, poudre pour
nhalation

SE/H/0229/002

BE239741

NV ASTRAZENECA SA

BE
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SYMBICORT forte Turbohaler 320 SE/H/0229/002 0173/10120886 NV ASTRAZENECA SA LU
microgrammes/9

microgrammes/inhalation, poudre pour

inhalation

Symbicort forte Turbohaler 320 SE/H/0229/002 1-24739 ASTRAZENECA AT
Mikrogramm/9 Mikrogramm pro Dosis OSTERREICH GMBH

Pulver zur Inhalation

Symbicort forte Turbuhaler 320 SE/H/0229/002 65044 ASTRAZENECA ES
microgramos/9 FARMACEUTICA SPAIN,
microgramos/inhalacion polvo para S.A.

inhalacion

Symbicort forte Turbuhaler 320 SE/H/0229/002 02-1014 ASTRAZENECA AS NO
mikrogram/9 mikrogram/inhalasjon,

inhalasjonspulver

Symbicort forte Turbuhaler 9 SE/H/0229/002 OGYI-T-8492/05 ASTRAZENECA KFT. HU
mikrogramm/320 mikrogramm

inhalacios por

Symbicort forte Turbuhaler, 320 SE/H/0229/002 17443 ASTRAZENECA AB SE
mikrogram/9 mikrogram/inhalation,

inhalationspulver

Symbicort forte Turbuhaler, 320 SE/H/0229/002 1S/1/02/022/01 ASTRAZENECA A/S IS
mikrogromm/9 mikrégromm /skammt,

inndndunarduft.

Symbicort Forte Turbuhaler, SE/H/0229/002 33490 ASTRAZENECA A/S DK
inhalationspulver

SYMBICORT mite Turbohaler 80 SE/H/0230/001 BE220543 NV ASTRAZENECA SA BE

microgram/4,5 microgram/inhalatie,
inhalatiepoeder
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SYMBICORT mite Turbohaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation.

SE/H/0230/001

BE220543

NV ASTRAZENECA SA

BE

SYMBICORT mite Turbohaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/0230/001

0173/01030061

NV ASTRAZENECA SA

LU

SYMBICORT mite Turbohaler 80
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/0230/001

0173/10120885

NV ASTRAZENECA SA

LU

Symbicort mite Turbohaler 80
Mikrogramm/4,5 Mikrogramm pro
Dosis Pulver zur Inhalation

SE/H/0230/001

1-23994

ASTRAZENECA
OSTERREICH GMBH

AT

Symbicort mite Turbuhaler 80
mikrogram/4,5 mikrogram/inhalasjon,
inhalasjonspulver.

SE/H/0230/001

00-5870

ASTRAZENECA AS

NO

Symbicort mite Turbuhaler 80
mikrogromm /4,5
mikrogromm/skammt, inndndunarduft

SE/H/0230/001

1S/1/00/031/01

ASTRAZENECA A/S

Symbicort mite Turbuhaler, 80
mikrogram/4,5 mikrogram/inhalation,
inhalationspulver

SE/H/0230/001

16048

ASTRAZENECA AB

SE

Symbicort Mite Turbuhaler,
inhalationspulver

SE/H/0230/001

31796

ASTRAZENECA A/S

DK
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the member state

Member State where
product is authorised

Symbicort miteTurbuhaler 4,5
mikrogramm/80 mikrogramm
inhalacios por

SE/H/0230/001

OGYI-T-8492/01

ASTRAZENECA KFT.

HU

Symbicort miteTurbuhaler 4,5
mikrogramm/80 mikrogramm
inhalacios por

SE/H/0230/001

OGYI-T-8492/02

ASTRAZENECA KFT.

HU

SYMBICORT RAPIHALER 200/6
microgrammes par dose, suspension
pour inhalation en flacon pressurisé

SE/H/0229/003

34009 300 598 7 6

ASTRAZENECA AB

FR

SYMBICORT Turbohaler 160
microgram/4,5 microgram/inhalatie,
inhalatiepoeder

SE/H/0229/001

BE220534

NV ASTRAZENECA SA

BE

SYMBICORT Turbohaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/0229/001

BE220534

NV ASTRAZENECA SA

BE

SYMBICORT Turbohaler 160
microgrammes/4,5
microgrammes/inhalation, poudre pour
inhalation

SE/H/0229/001

0173/10120887

NV ASTRAZENECA SA

LU

Symbicort Turbohaler 160 Mikrogramm
/ 4,5 Mikrogramm pro Dosis Pulver zu
Inhalation

SE/H/0229/001

1-23993

ASTRAZENECA
OSTERREICH GMBH

AT

Symbicort Turbohaler 160
Mikrogramme/4,5
Mikrogramme/Inhalation,
Druckgasinhalation, Suspension

SE/H/0229/003

BE494151

NV ASTRAZENECA SA

BE
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Symbicort Turbohaler 320/9, 320 SE/H/0229/002 4074084 ASTRAZENECA PT
microgramas/9 microgramas/inalacao, PRODUTOS

po6 para inalagdo FARMACEUTICOS LDA.
Symbicort Turbohaler 320/9, 320 SE/H/0229/002 4073789 ASTRAZENECA PT
microgramas/9 microgramas/inalacéo, PRODUTOS

po6 para inalagédo FARMACEUTICOS LDA.
Symbicort Turbohaler 320/9, 320 SE/H/0229/002 4073680 ASTRAZENECA PT
microgramas/9 microgramas/inalacéao, PRODUTOS

po6 para inalagdo FARMACEUTICOS LDA.
Symbicort Turbohaler 320/9, 320 SE/H/0229/002 4073888 ASTRAZENECA PT
microgramas/9 microgramas/inalacéo, PRODUTOS

po6 para inalagdo FARMACEUTICOS LDA.
Symbicort Turbohaler 320/9, 320 SE/H/0229/002 4073987 ASTRAZENECA PT
microgramas/9 microgramas/inalacéao, PRODUTOS

po6 para inalagdo FARMACEUTICOS LDA.
Symbicort Turbohaler, 160 SE/H/0229/001 3513884 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3513587 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3514387 ASTRAZENECA PT
microgramas/4,5 PRODUTOS

microgramas/inalagéo, p6 para
inalacdo

FARMACEUTICOS LDA.
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where

country) number Number the member state product is authorised
Symbicort Turbohaler, 160 SE/H/0229/001 3514080 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3513785 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3513983 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3514288 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalacao, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3513686 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3514189 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalacado, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 160 SE/H/0229/001 3514486 ASTRAZENECA PT
microgramas/4,5 PRODUTOS

microgramas/inalagéo, p6 para
inalacdo

FARMACEUTICOS LDA.
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Product Name (in authorisation

MRP/DCP Authorisation

National Authorisation

MAH of product in

Member State where
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Symbicort Turbohaler, 80 SE/H/0230/001 3515087 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3515483 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3515384 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3515285 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalacao, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3515186 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3514585 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalacado, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3514783 ASTRAZENECA PT
microgramas/4,5 PRODUTOS

microgramas/inalagéo, p6 para
inalacdo

FARMACEUTICOS LDA.
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Symbicort Turbohaler, 80 SE/H/0230/001 3514981 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3514684 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbohaler, 80 SE/H/0230/001 3514882 ASTRAZENECA PT
microgramas/4,5 PRODUTOS
microgramas/inalagéo, p6 para FARMACEUTICOS LDA.
inalacdo

Symbicort Turbuhaler 100 SE/H/0230/001 14/231/01-C ASTRAZENECA AB Ccz
mikrograml/6 mikrogramd /inhalace,

prasek k inhalaci

Symbicort Turbuhaler 100/6, 100 SE/H/0230/001 RVG 25886 ASTRAZENECA BV NL
microgram / 6 microgram per dosis,

inhalatiepoeder

Symbicort Turbuhaler 160 SE/H/0229/001 63.958 ASTRAZENECA ES
microgramos/4,5 FARMACEUTICA SPAIN,
microgramos/inhalacién polvo para S.A.

inhalacion

Symbicort Turbuhaler 160 SE/H/0229/001 HR-H-203679076 ASTRAZENECA D.O.O. HR
mikrograma/4,5 mikrograma po

inhalaciji, praSak inhalata

Symbicort Turbuhaler 160 SE/H/0229/001 10-0466 ASTRAZENECA AB LV

mikrogrami/4,5 mikrogrami/inhalacija,
inhalacijas pulveris
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MAH of product in
the member state

Member State where
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Symbicort Turbuhaler 160
mikrogramov/4,5 mikrograma na
odmerek, praSek za inhaliranje

SE/H/0229/001

5363-1-801/03

ASTRAZENECA UK
LIMITED

S

Symbicort Turbuhaler 160 mikrogramy,
/4,5 mikrogramo iSpurskime suslégtoji
jkvepiamoji suspensija

SE/H/0229/003

LT/1/11/2496/026

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160
mikrégrémm/4,5
mikrégromm/skammt, innéndunarduft

SE/H/0229/001

1S/1/00/030/01

ASTRAZENECA A/S

Symbicort Turbuhaler 160/4,5
mikrogram/inhalasjon,
inhalasjonspulver

SE/H/0229/001

00-5869

ASTRAZENECA AS

NO

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/016

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/020

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/017

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/019

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/011

ASTRAZENECA AB

LT
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MRP/DCP Authorisation
number
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Number

MAH of product in
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Member State where
product is authorised

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/013

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/018

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/012

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/015

ASTRAZENECA AB

LT

Symbicort Turbuhaler 160/4,5
mikrogramo/dozeje inhaliaciniai
milteliai

SE/H/0229/001

LT/1/11/2496/014

ASTRAZENECA AB

LT

Symbicort Turbuhaler 200

mikrogramov/6 mikrogramov/inhaléacia

inhala¢ny prasok

SE/H/0229/001

14/0682/10-S

ASTRAZENECA AB

SK

Symbicort Turbuhaler 200
mikrograml/6 mikrogramd /inhalace,
prasek k inhalaci

SE/H/0229/001

14/232/01-C

ASTRAZENECA AB

Ccz

Symbicort Turbuhaler 200/6, 200
microgram / 6 microgram per dosis,
inhalatiepoeder

SE/H/0229/001

RVG 25887

ASTRAZENECA BV

NL

Symbicort Turbuhaler 320
mikrograma/9 mikrograma po
inhalaciji, prasak inhalata

SE/H/0229/002

HR-H-680667236

ASTRAZENECA D.O.O.

HR
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Number
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Member State where
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Symbicort Turbuhaler 320
mikrogrami/9 mikrogrami/inhalacija,
inhalacijas pulveris

SE/H/0229/002

10-0467

ASTRAZENECA AB

LV

Symbicort Turbuhaler 320
mikrogramov/9 mikrogramov na
odmerek, prasSek za inhaliranje

SE/H/0229/002

5363-1-444/04

ASTRAZENECA UK
LIMITED

Sl

Symbicort Turbuhaler 320/9
mikrogramai/dozeje inhaliaciniai
milteliai

SE/H/0229/002

LT/1/11/2496/024

ASTRAZENECA AB

LT

Symbicort Turbuhaler 320/9
mikrogramai/dozeje inhaliaciniai
milteliai

SE/H/0229/002

LT/1/11/2496/023

ASTRAZENECA AB

LT

Symbicort Turbuhaler 320/9
mikrogramai/dozeje inhaliaciniai
milteliai

SE/H/0229/002

LT/1/11/2496/021

ASTRAZENECA AB

LT

Symbicort Turbuhaler 320/9
mikrogramai/dozeje inhaliaciniai
milteliai

SE/H/0229/002

LT/1/11/2496/022

ASTRAZENECA AB

LT

Symbicort Turbuhaler 320/9
mikrogramai/dozeje inhaliaciniai
milteliai

SE/H/0229/002

LT/1/11/2496/025

ASTRAZENECA AB

LT

Symbicort Turbuhaler 400

mikrograml/12 mikrogramd /inhalace,

prasek k inhalaci

SE/H/0229/002

14/289/02-C

ASTRAZENECA AB

cz

Symbicort Turbuhaler 400/12, 400
microgram / 12 microgram per dosis,
inhalatiepoeder

SE/H/0229/002

RVG 27690

ASTRAZENECA BV

NL
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Product Name (in authorisation MRP/DCP Authorisation | National Authorisation MAH of product in Member State where
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Symbicort Turbuhaler 80 SE/H/0230/001 63.956 ASTRAZENECA ES

microgramos/4,5 FARMACEUTICA SPAIN,

microgramos/inhalacion polvo para S.A.

inhalacion

Symbicort Turbuhaler 80 SE/H/0230/001 HR-H-228973738 ASTRAZENECA D.O.O. HR

mikrograma/4,5 mikrograma po
inhalaciji, prasak inhalata

Symbicort Turbuhaler 80 SE/H/0230/001 10-0465 ASTRAZENECA AB LV
mikrogrami/4,5 mikrogrami/inhalacija,
inhalacijas pulveris

Symbicort Turbuhaler 80 SE/H/0230/001 5363-1-800/03 ASTRAZENECA UK Sl
mikrogramov/4,5 mikrograma na LIMITED
odmerek, praSek za inhaliranje

Symbicort Turbuhaler forte 400 SE/H/0229/002 14/0683/10-S ASTRAZENECA AB SK
mikrogramov/12
mikrogramov/inhalacia inhalacny
prasok

Symbicort Turbuhaler Inhalation SE/H/0229/001 8821 ASTRAZENECA AB PL
powder 160 pg + 4.5 pg/dose

Symbicort Turbuhaler Inhalation SE/H/0229/002 10793 ASTRAZENECA AB PL
powder 320 ug + 9 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/001 ASTRAZENECA AB LT
powder 80 ug + 4.5 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/005 ASTRAZENECA AB LT
powder 80 pg + 4.5 pg/dose
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Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/003 ASTRAZENECA AB LT
powder 80 pg + 4.5 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/002 ASTRAZENECA AB LT
powder 80 ug + 4.5 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/004 ASTRAZENECA AB LT
powder 80 pg + 4.5 pg/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/006 ASTRAZENECA AB LT
powder 80 pg + 4.5 pg/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/007 ASTRAZENECA AB LT
powder 80 pg + 4.5 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/010 ASTRAZENECA AB LT
powder 80 ug + 4.5 ug/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/008 ASTRAZENECA AB LT
powder 80 pg + 4.5 pg/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 LT/1/11/2496/009 ASTRAZENECA AB LT
powder 80 pg + 4.5 pg/dose

Symbicort Turbuhaler Inhalation SE/H/0230/001 8820 ASTRAZENECA AB PL
powder 80 ug + 4.5 ug/dose

Symbicort Turbuhaler mite 100 SE/H/0230/001 14/0681/10-S ASTRAZENECA AB SK
mikrogramov/6 mikrogramov/inhalacia

inhalacny prasok

Symbicort Turbuhaler, 160 SE/H/0229/001 16047 ASTRAZENECA AB SE

mikrogram/4,5 mikrogram/inhalation,
inhalationspulver
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MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in
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Member State where
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Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/08

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/01-19

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/01-14

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/03

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/04

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/02

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/09

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/01

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/05

ASTRAZENECA AB

RO
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Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/07

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/10

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/001

3168/2011/06

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 160/4,5
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/0229/001

378502

ASTRAZENECA AB

EE

Symbicort Turbuhaler, 320/9
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/002

3169/2011/04

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 320/9
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/002

3169/2011/01

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 320/9
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/002

3169/2011/03

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 320/9
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/002

3169/2011/02

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 320/9
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0229/002

3169/2011/05

ASTRAZENECA AB

RO
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Symbicort Turbuhaler, 320/9
mikrogrammi/annuses,
inhalatsioonipulber

SE/H/0229/002

502705

ASTRAZENECA AB

EE

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/09

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/01

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/04

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/02

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/05

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/03

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/10

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/07

ASTRAZENECA AB

RO
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Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/08

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/06

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/03

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/04

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/02

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/01

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/06

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/09

ASTRAZENECA AB

RO

Symbicort Turbuhaler, 80/4,5
micrograme/inhalatie, pulbere de
inhalat.

SE/H/0230/001

3167/2011/10

ASTRAZENECA AB

RO
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Symbicort Turbuhaler, 80/4,5 SE/H/0230/001 3167/2011/07 ASTRAZENECA AB RO
micrograme/inhalatie, pulbere de

inhalat.

Symbicort Turbuhaler, 80/4,5 SE/H/0230/001 3167/2011/05 ASTRAZENECA AB RO
micrograme/inhalatie, pulbere de

inhalat.

Symbicort Turbuhaler, 80/4,5 SE/H/0230/001 3167/2011/08 ASTRAZENECA AB RO
micrograme/inhalatie, pulbere de

inhalat.

Symbicort Turbuhaler, 80/4,5 SE/H/0230/001 378402 ASTRAZENECA AB EE

mikrogrammi/annuses,
inhalatsioonipulber

Symbicort Turbuhaler, SE/H/0229/001 31410 ASTRAZENECA A/S DK
inhalationspulver
Symbicort, (160 mikrogramoéw + 4,5 SE/H/0229/003 23260 ASTRAZENECA AB PL

mikrograma)/dawke inhalacyjna,
aerozol inhalacyjny, zawiesina

SYMBICORT, 160 microgram/4,5 SE/H/0229/003 BE494151 NV ASTRAZENECA SA BE
microgram/inhalatie, aérosol,
suspensie

SYMBICORT, 160 microgram/4,5 SE/H/0229/003 BE494151 NV ASTRAZENECA SA BE
microgram/inhalatie, aérosol,
suspensie.

Symbicort, 160 microgrammi/4,5 SE/H/0229/001 35194048 ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione
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Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194051

ASTRAZENECA S.P.A.

IT

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194036

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194024

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194012

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194087

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194101

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194063

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194099

ASTRAZENECA S.P.A.

Symbicort, 160 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/001

35194075

ASTRAZENECA S.P.A.
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Symbicort, 160 microgrammi/4,5
microgrammi/erogazione, sospensione
pressurizzata per inalazione

SE/H/229/003

035194265

ASTRAZENECA S.P.A.

IT

Symbicort, 160 mikrogram/4,5
mikrogram/puff inhalationsspray,
suspension

SE/H/0229/003

51934

ASTRAZENECA AB

SE

Symbicort, 160 mikrogrammi/4,5
mikrogrammi/pihustuses,
inhalatsiooniaerosool, suspensioon

SE/H/0229/003

910316

ASTRAZENECA AB

EE

Symbicort, 160/4,5
mikrogrami/izsmidzinajuma, aerosols
inhalacijam, zem spiediena, suspensija

SE/H/0229/003

16-0116

ASTRAZENECA AB

LV

Symbicort, 200 micrograms/6
micrograms per actuation, pressurised
inhalation, suspension

SE/H/0229/003

PL 17901/0293

ASTRAZENECA UK
LIMITED

UK

Symbicort, 200 micrograms/6
micrograms per inhalation, pressurised
inhalation, suspension

SE/H/0229/003

MA 046/00904

ASTRAZENECA AB

MT

Symbicort, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/002

035194253/M

ASTRAZENECA S.P.A.

Symbicort, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/002

035194226/M

ASTRAZENECA S.P.A.

Symbicort, 320 microgrammi/9
microgrammi/ inalazione, polvere per
inalazione

SE/H/0229/002

035194240/M

ASTRAZENECA S.P.A.
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Symbicort, 320 microgrammi/9 SE/H/0229/002 035194238/M ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione

Symbicort, 320 microgrammi/9 SE/H/0229/002 035194214/M ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione

Symbicort® 160 Mikrogramm/4,5 SE/H/0229/003 93592.00.00 ASTRAZENECA GMBH DE
Mikrogramm pro Inhalation

Druckgasinhalation, Suspension

Symbicort® Turbohaler® 100 SE/H/0230/001 PA 970/28/1 ASTRAZENECA UK IE
micrograms/6 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 100 SE/H/0230/001 MA 046/00901 ASTRAZENECA AB MT
micrograms/6 micrograms/inhalation,

inhalation powder

Symbicort® Turbohaler® 100 SE/H/0230/001 PL 17901/0091 ASTRAZENECA UK UK
micrograms/6 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 160/4,5 SE/H/0229/001 50703.01.00 ASTRAZENECA GMBH DE
Mikrogramm/Dosis Pulver zur

Inhalation

Symbicort® Turbohaler® 200 SE/H/0229/001 PA 970/028/002 ASTRAZENECA UK IE
micrograms/6 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 200 SE/H/0229/001 MA 046/00902 ASTRAZENECA AB MT

micrograms/6 micrograms/inhalation,
inhalation powder
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Symbicort® Turbohaler® 200 SE/H/0229/001 PL 17901/0092 ASTRAZENECA UK UK
micrograms/6 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 320/9 SE/H/0229/002 50703.02.00 ASTRAZENECA GMBH DE
Mikrogramm/Dosis Pulver zur

Inhalation

Symbicort® Turbohaler® 400 SE/H/0229/002 PA 970/028/003 ASTRAZENECA UK IE
micrograms/12 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 400 SE/H/0229/002 MA 046/00903 ASTRAZENECA AB MT
micrograms/12 micrograms/inhalation,

inhalation powder

Symbicort® Turbohaler® 400 SE/H/0229/002 PL 17901/200 ASTRAZENECA UK UK
micrograms/12 micrograms/inhalation, LIMITED

inhalation powder

Symbicort® Turbohaler® 80/4,5 SE/H/0230/001 50703.00.00 ASTRAZENECA GMBH DE
Mikrogramm/Dosis Pulver zur

Inhalation

SYMBICORT® TURBUHALER® 100/6 SE/H/0230/001 NL 26167 ASTRAZENECA S.A.S. FR
microgrammes par dose, poudre pour

inhalation

Symbicort® Turbuhaler® 160 SE/H/0229/001 20881 ASTRAZENECA AB CY

MIKpoypapuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€lgnvon
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Symbicort® Turbuhaler® 160
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€ionvon

SE/H/0229/001

51517/20.07.2011

ASTRAZENECA S.A

GR

SYMBICORT® TURBUHALER® 200/6
microgrammes par dose, poudre pour
inhalation

SE/H/0229/001

NL 26168

ASTRAZENECA S.A.S.

FR

Symbicort® Turbuhaler® 320
Hikpoypappdpia/9
MIKpoypaupapia/sionvon, Kovig yid
glonvon

SE/H/0229/002

20882

ASTRAZENECA AB

CcY

Symbicort® Turbuhaler® 320
MIKpOypapuapia/9
Hikpoypappdpia/eionvon, KoviG yia
€lonvon

SE/H/0229/002

51518/20.07.2011

ASTRAZENECA S.A

GR

SYMBICORT® TURBUHALER® 400/12
microgrammes par dose, poudre pour
inhalation

SE/H/0229/002

NL 27587

ASTRAZENECA S.A.S.

FR

Symbicort® Turbuhaler® 80
MIKpoypaupapia/4,5
MIKpoypaupapia/sionvon, Kovig yid
glonvon

SE/H/0230/001

20883

ASTRAZENECA AB

CcY

Symbicort® Turbuhaler® 80
MIKpoypauuapia/4,5
Hikpoypappdpia/eionvon, koviG yia
€ignvon

SE/H/0230/001

51516/20.07.2011

ASTRAZENECA S.A

GR

Symbicort® Turbuhaler® forte
inhalaatiojauhe

SE/H/0229/002

17243

ASTRAZENECA OY

FI
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Symbicort® Turbuhaler®
inhalaatiojauhe

SE/H/0229/001

16151

ASTRAZENECA OY

Fl

Symbicort® Turbuhaler® mite
inhalaatiojauhe

SE/H/0230/001

16150

ASTRAZENECA OY

FI

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603036

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603048

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603012

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603024

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603087

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603099

ASTRAZENECA S.P.A.

SymbicortMite, 80 microgrammi/4,5
microgrammi/ inalazione, polvere per
inalazione

SE/H/0230/001

035603063

ASTRAZENECA S.P.A.

List of nationally authorised medicinal products
EMA/234846/2017

Page 116/119




Product Name (in authorisation MRP/DCP Authorisation | National Authorisation MAH of product in Member State where

country) number Number the member state product is authorised
SymbicortMite, 80 microgrammi/4,5 SE/H/0230/001 035603051 ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione

SymbicortMite, 80 microgrammi/4,5 SE/H/0230/001 035603101 ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione

SymbicortMite, 80 microgrammi/4,5 SE/H/0230/001 035603075 ASTRAZENECA S.P.A. IT
microgrammi/ inalazione, polvere per

inalazione

Bydomukc Nsnxanep 160 SE/H/1213/02/DC 20140226 ORION CORPORATION BG

MUKporpama/4,5
MUKpOrpama/uHxanaums npax 3a
nHXxanaums

bydomunkc N3nxanep 160 SE/H/1213/02/DC 20140226 ORION CORPORATION BG
Mukporpama/4,5
MUKpOrpama/uHxanaums npax 3a
nHXxanaums

Bydomukc U3nxanep 160 SE/H/1213/02/DC 20140226 ORION CORPORATION BG
MUKporpama/4,5
MUKpOrpama/uHxanaums npax 3a
nHXxanaums

bydomunkc N3nxanep 160 SE/H/1213/02/DC 20140226 ORION CORPORATION BG
MuKkporpama/4,5
MUKpOrpama/uHxanaums npax 3a
nHXxanaums

Bydomukc U3anxanep 320 SE/H/1213/03/DC 20140225 ORION CORPORATION BG
MUKporpaMa/9 Mmkporpama/mHxanaums
npax 3a MHxanaums
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bydomunkc N3nxanep 320
MUKporpaMa/9 Mmkporpama/mHxanaums
npax 3a MHxanauus

SE/H/1213/03/DC

20140225

ORION CORPORATION

BG

Bydomukc Nsnxanep 320
MUKporpaMa/9 Mmkporpama/mHxanaums
npax 3a MHxanaums

SE/H/1213/03/DC

20140225

ORION CORPORATION

BG

bydomunkc N3nxanep 320
MUKporpama/9 Mnkporpama/uHxanaums
npax 3a MHxanauus

SE/H/1213/03/DC

20140225

ORION CORPORATION

BG

Bydomukc N3nxanep 80
MUKporpama/4,5
MUKpOrpama/mHxanauus, npax 3a
MHxanaums

SE/H/1213/004

20160126

ORION CORPORATION

BG

bydomunkc N3nxanep 80
Mukporpama/4,5
MUKpOrpaMa/vHxanauus, npax 3a
MHXanaums

SE/H/1213/004

20160126

ORION CORPORATION

BG

Bydomukc N3nxanep 80
MUKporpama/4,5
MUKpOrpama/mHxanauus, npax 3a
MHxanaums

SE/H/1213/004

20160126

ORION CORPORATION

BG

bydomunkc N3nxanep 80
MuKkporpama/4,5
MUKpOrpaMa/vHxanauus, npax 3a
MHXanaums

SE/H/1213/004

20160126

ORION CORPORATION

BG

OPECT U3nxanep 80 mukporpama/4,5
MUWKpOrpaMa/uHxanaums, npax 3a
NHXanaums

SE/H/1214/004

20160125

ORION CORPORATION

BG
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OPECT U3uxanep 80 mukporpama/4,5 SE/H/1214/004 20160125 ORION CORPORATION BG
MUKpOrpama/vHxanauusa, npax 3a

nHxanaums

OPECT Wsnxanep 80 mukporpama/4,5 SE/H/1214/004 20160125 ORION CORPORATION BG
MUKpOrpama/vHxanauusa, npax 3a

nHxanaums

OPECT U3uxanep 80 mukporpama/4,5 SE/H/1214/004 20160125 ORION CORPORATION BG
MUKpOrpama/mHxanauus, npax 3a

nHxanaums

CumbukopTt 160 mukporpama/4,5 SE/H/0229/003 20160189 ASTRAZENECA AB BG

MUKpOrpama/BrnpbCKBaHe, CycrneH3us
noA HansdraHe 3a MHxanaums

CumMbukopT Typbyxanep, 160 SE/H/0229/001 20010988 ASTRAZENECA AB BG
MUKporpama/4,5
MUKpOrpama/uHxanaums, npax 3a
MHXanauum

Cumbukopt Typbyxanep, 320 SE/H/0229/002 20060168 ASTRAZENECA AB BG
MUKporpama/9
MUKpOrpama/vuHxanaums, npax 3a
nHXanaumm

Cumbukopt Typbyxanep, 80 SE/H/0230/001 20010987 ASTRAZENECA AB BG
MUKporpama/4,5
MUKpOrpama/uHxanaums, npax 3a
MHXanayum
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