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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

Flutiform 125 
Mikrogramm/5 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation

SE/H/1921/002 1-31520 MUNDIPHARMA GES.M.B.H AT

Flutiform 250 
Mikrogramm/10 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation, 
Suspension

SE/H/1921/003 1-31521 MUNDIPHARMA GES.M.B.H AT

Flutiform 50 
Mikrogramm/5 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation

SE/H/1921/001 1-31519 MUNDIPHARMA GES.M.B.H AT

Flutiform 125 microgram / 
5 microgram , aerosol, 
suspensie.

UK/H/2872/002 BE429414 MUNDIPHARMA 
PHARMACEUTICALS BV

BE

Flutiform 250 
microgrammes/10 
microgrammes , 
suspension pour 
inhalation en flacon 
pressurisé.

UK/H/2872/003 BE429423 MUNDIPHARMA 
PHARMACEUTICALS BV

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

Flutiform 50 microgram / 
5 microgram , aërosol, 
suspensie.

UK/H/2872/001 BE429405 MUNDIPHARMA 
PHARMACEUTICALS BV

BE

Flutiform k-haler 125 
microgram/5 microgram 
per dosis, aërosol, 
suspensie.

UK/H/2872/005 BE520951 MUNDIPHARMA 
PHARMACEUTICALS BV

BE

Flutiform k-haler 50 
microgram/5 microgram 
per dosis, aërosol, 
suspensie.

UK/H/2872/004 BE520960 MUNDIPHARMA 
PHARMACEUTICALS BV

BE

Flutiform K-haler 125 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

SE/H/1921/005 20170370 MUNDIPHARMA GES.M.B.H BG

Flutiform K-haler 50 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

SE/H/1921/004 20170369 MUNDIPHARMA GES.M.B.H BG

ФЛУТИФОРМ 125 
микрограма/5 
микрограма на 
впръскване, суспензия 
под налягане за 
инхалация

SE/H/1921/002 20120518 MUNDIPHARMA GES.M.B.H BG
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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

ФЛУТИФОРМ 250 
микрограма/10 
микрограма на 
впръскване, суспензия 
под налягане за 
инхалация

SE/H/1921/003 20120519 MUNDIPHARMA GES.M.B.H BG

ФЛУТИФОРМ 50 
микрограма/5 
микрограма на 
впръскване, суспензия 
под налягане за 
инхалация

SE/H/1921/001 20120517 MUNDIPHARMA GES.M.B.H BG

Flutiform 250 
μικρογραμμάρια/10 
μικρογραμμάρια ανά 
ενεργοποίηση, εναιώρημα 
για εισπνοή υπό πίεση.

SE/H/1921/003 21397 MUNDIPHARMA 
PHARMACEUTICALS LTD

CY

Flutiform K-haler 125 
μικρογραμμάρια/5 
μικρογραμμάρια ανά 
ψεκασμό, εναιώρημα για 
εισπνοή υπό πίεση.

SE/H/1921/005 022890 MUNDIPHARMA 
PHARMACEUTICALS LTD

CY

Flutiform K-haler 50 
μικρογραμμάρια/5 
μικρογραμμάρια ανά 
ψεκασμό, εναιώρημα για 
εισπνοή υπό πίεση

SE/H/1921/004 022889 MUNDIPHARMA 
PHARMACEUTICALS LTD

CY



List of nationally authorised medicinal products 
EMA/164942/2022 Page 5/23

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

Flutiform125 
μικρογραμμάρια/5 
μικρογραμμάρια ανά 
ενεργοποίηση, εναιώρημα 
για εισπνοή υπό πίεση.

SE/H/1921/002 21396 MUNDIPHARMA 
PHARMACEUTICALS LTD

CY

Flutiform50 
μικρογραμμάρια/5 
μικρογραμμάρια ανά 
ενεργοποίηση, εναιώρημα 
για εισπνοή υπό πίεση.

SE/H/1921/001 21395 MUNDIPHARMA 
PHARMACEUTICALS LTD

CY

Flutiform 125 
mikrogramů/5 
mikrogramů v jedné 
dávce suspenze k inhalaci 
v tlakovém obalu

SE/H/1921/002 14/554/12-C MUNDIPHARMA GES.M.B.H CZ

Flutiform 250 
mikrogramů/10 
mikrogramů v jedné 
dávce suspenze k inhalaci 
v tlakovém obalu

SE/H/1921/003 14/555/12-C MUNDIPHARMA GES.M.B.H CZ

Flutiform 50 
mikrogramů/5 
mikrogramů v jedné 
dávce suspenze k inhalaci 
v tlakovém obalu

SE/H/1921/001 14/553/12-C MUNDIPHARMA GES.M.B.H CZ
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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

Flutiform K-haler 50 
mikrogramů/5 
mikrogramů v jedné 
dávce suspenze k inhalaci 
v tlakovém obalu

SE/H/1921/004 14/808/15-C MUNDIPHARMA GES.M.B.H CZ

flutiform® 125 
Mikrogramm/5 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation, 
Suspension

SE/H/1921/002 81898.00.00 MUNDIPHARMA GMBH DE

flutiform® 250 
Mikrogramm/10 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation, 
Suspension

UK/H/2872/003 81899.00.00 MUNDIPHARMA GMBH DE

flutiform® 50 
Mikrogramm/5 
Mikrogramm pro 
Sprühstoß 
Druckgasinhalation, 
Suspension

UK/H/2872/001 81897.00.00 MUNDIPHARMA GMBH DE

Flutiform K-haler, 
inhalationsspray, 
suspension

SE/H/1921/004 56938 MUNDIPHARMA A/S DK
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Flutiform K-haler, 
inhalationsspray, 
suspension

SE/H/1921/005 56939 MUNDIPHARMA A/S DK

Flutiform, 
inhalationsspray, 
suspension

SE/H/1921/003 46691 MUNDIPHARMA A/S DK

Flutiform, 
inhalationsspray, 
suspension

UK/H/2872/002 46690 MUNDIPHARMA A/S DK

Flutiform, 
inhalationsspray, 
suspension

SE/H/1921/001 46689 MUNDIPHARMA A/S DK

Flutiform 125 
microgramos/5 
microgramos/inhalación, 
suspensión para 
inhalación en envase a 
presión

SE/H/1921/002 78536 MUNDIPHARMA 
PHARMACEUTICALS SL

ES

Flutiform 250 
microgramos/10 
microgramos/inhalación, 
suspensión para 
inhalación en envase a 
presión.

SE/H/1921/003 78537 MUNDIPHARMA 
PHARMACEUTICALS SL

ES

Flutiform 50 
microgramos/5 
microgramos/inhalación, 

SE/H/1921/001 78538 MUNDIPHARMA 
PHARMACEUTICALS SL

ES
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

suspensión para 
inhalación en envase a 
presión

Flutiform 125 mikrog/5 
mikrog/annos 
inhalaatiosumute, 
suspensio.

SE/H/1921/002 28589 MUNDIPHARMA OY FI

Flutiform 250 mikrog/10 
mikrog/annos 
inhalaatiosumute, 
suspensio.

SE/H/1921/003 28590 MUNDIPHARMA OY FI

Flutiform 50 mikrog/5 
mikrog/annos 
inhalaatiosumute, 
suspensio.

SE/H/1921/001 28588 MUNDIPHARMA OY FI

Flutiform K-haler 125 
mikrog/5 mikrog/annos 
inhalaatiosumute, 
suspensio.

SE/H/1921/005 33801 MUNDIPHARMA OY FI

Flutiform K-haler 50 
mikrog/5 mikrog/annos 
inhalaatiosumute, 
suspensio.

SE/H/1921/004 33800 MUNDIPHARMA OY FI

FLUTIFORM 125 
microgrammes/5 
microgrammes par dose, 
suspension pour 

UK/H/2872/002 34009 266 488 5 5 MUNDIPHARMA FR
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

inhalation en flacon 
pressurisé

FLUTIFORM 125 
microgrammes/5 
microgrammes par dose, 
suspension pour 
inhalation en flacon 
pressurisé

UK/H/2872/002 34009 266 488 5 5 MUNDIPHARMA FR

FLUTIFORM 50 
microgrammes/5 
microgrammes par dose, 
suspension pour 
inhalation en flacon 
pressurisé

UK/H/2872/001 34009 266 487 9 4 MUNDIPHARMA FR

FLUTIFORM 50 
microgrammes/5 
microgrammes par dose, 
suspension pour 
inhalation en flacon 
pressurisé

UK/H/2872/001 34009 266 487 9 4 MUNDIPHARMA FR

Flutiform 125 
mikrograma/5 
mikrograma po potisku, 
stlačeni inhalat, 
suspenzija

SE/H/1921/002 HR-H-702532961 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

HR
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Flutiform 250 
mikrograma/10 
mikrograma po potisku, 
stlačeni inhalat, 
suspenzija

SE/H/1921/003 HR-H-341378137 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

HR

Flutiform 50 
mikrograma/5 
mikrograma po potisku, 
stlačeni inhalat, 
suspenzija

SE/H/1921/001 HR-H-452322131 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

HR

Flutiform 125 
mikrogramm/5 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/002 OGYI-T-23691/03 MUNDIPHARMA GES.M.B.H HU

Flutiform 125 
mikrogramm/5 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/002 OGYI-T-23691/04 MUNDIPHARMA GES.M.B.H HU

Flutiform 250 
mikrogramm/10 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/003 OGYI-T-23691/06 MUNDIPHARMA GES.M.B.H HU
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Flutiform 250 
mikrogramm/10 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/003 OGYI-T-23691/05 MUNDIPHARMA GES.M.B.H HU

Flutiform 50 
mikrogramm/5 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/001 OGYI-T-23691/01 MUNDIPHARMA GES.M.B.H HU

Flutiform 50 
mikrogramm/5 
mikrogramm /adag 
túlnyomásos inhalációs 
szuszpenzió

SE/H/1921/001 OGYI-T-23691/02 MUNDIPHARMA GES.M.B.H HU

Flutiform  50 microgram/5 
microgram per metered 
dose pressurised 
inhalation, suspension.

UK/H/2872/001 PA 1688/13/1 MUNDIPHARMA 
PHARMACEUTICALS LIMITED

IE

Flutiform 125 
microgram/5 microgram 
per metered dose 
pressurised inhalation, 
suspension.

UK/H/2872/002 PA 1688/13/2 MUNDIPHARMA 
PHARMACEUTICALS LIMITED

IE

Flutiform 250 
microgram/10 microgram 
per metered dose 

UK/H/2872/003 PA 1688/13/3 MUNDIPHARMA 
PHARMACEUTICALS LIMITED

IE



List of nationally authorised medicinal products 
EMA/164942/2022 Page 12/23

Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

pressurised inhalation, 
suspension.

Flutiform K-haler 125 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

SE/H/1921/005 PA 1688/013/005 MUNDIPHARMA 
PHARMACEUTICALS LIMITED

IE

Flutiform K-haler 50 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/004 PA 1688/013/004 MUNDIPHARMA 
PHARMACEUTICALS LIMITED

IE

Flutiform 125 
míkrógrömm/5 
míkrógrömm í 
úðaskammti innúðalyf, 
dreifa.

UK/H/2872/002 IS/1/12/096/02 MUNDIPHARMA A/S IS

Flutiform 250 
míkrógrömm/10 
míkrógrömm í 
úðaskammti innúðalyf, 
dreifa.

UK/H/2872/003 IS/1/12/096/03 MUNDIPHARMA A/S IS

Flutiform 50 
míkrógrömm/5 
míkrógrömm í 
úðaskammti innúðalyf, 
dreifa.

UK/H/2872/001 IS/1/12/096/01 MUNDIPHARMA A/S IS
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Abriff 125 microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

UK/H/4379/002 042292021/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Abriff 250 
microgrammi/10 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione

UK/H/4379/003 042292033/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Abriff 50 microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione

UK/H/4379/001 042292019/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Affera 125 microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

UK/H/4378/002 042293023/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Affera 250 
microgrammi/10 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

UK/H/4378/003 042293035/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Affera 50 microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

UK/H/4378/001 042293011/M MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiformo 125 
microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

SE/H/1921/002 042294025 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiformo 125 
microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

SE/H/1921/002 042294052 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiformo 250 
microgrammi/10 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

SE/H/1921/003 042294064 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiformo 250 
microgrammi/10 
microgrammi per 
erogazione, sospensione 

SE/H/1921/003 042294037 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

pressurizzata per 
inalazione.

Flutiformo 50 
microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

SE/H/1921/001 042294013 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiformo 50 
microgrammi/5 
microgrammi per 
erogazione, sospensione 
pressurizzata per 
inalazione.

SE/H/1921/001 042294049 MUNDIPHARMA 
PHARMACEUTICALS SRL

IT

Flutiform 125 
microgrammes/5 
microgrammes , 
suspension pour 
inhalation en flacon 
pressurisé.

SE/H/1921/002 2013040097 MUNDIPHARMA 
PHARMACEUTICALS BV

LU

Flutiform 250 
microgrammes/10 
microgrammes , 
suspension pour 
inhalation en flacon 
pressurisé.

SE/H/1921/003 2013040098 MUNDIPHARMA 
PHARMACEUTICALS BV

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

Flutiform 50 
microgrammes/5 
microgrammes , 
suspension pour 
inhalation en flacon 
pressurisé.

SE/H/1921/001 2013040096 MUNDIPHARMA 
PHARMACEUTICALS BV

LU

Flutiform k-haler 125 
microgrammes/5 
microgrammes par dose, 
suspension pour 
inhalation en flacon 
pressurisé

SE/H/1921/005 2018060172 MUNDIPHARMA 
PHARMACEUTICALS BV

LU

Flutiform k-haler 50 
microgrammes/5 
microgrammes par dose, 
suspension pour 
inhalation en flacon 
pressurisé

SE/H/1921/005 2018060171 MUNDIPHARMA 
PHARMACEUTICALS BV

LU

Flutiform 125 microgram / 
5 microgram / dosis 
aërosol, suspensie.

UK/H/2872/002 RVG 107242 MUNDIPHARMA 
PHARMACEUTICALS BV

NL

Flutiform 250 microgram / 
10 microgram / dosis 
aërosol, suspensie.

UK/H/2872/003 RVG 107243 MUNDIPHARMA 
PHARMACEUTICALS BV

NL

Flutiform 50 microgram / 
5 microgram / dosis 
aërosol, suspensie.

UK/H/2872/001 RVG 107222 MUNDIPHARMA 
PHARMACEUTICALS BV

NL
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Flutiform 125 mikrogram/ 
5 mikrogram per dose, 
inhalasjonsaerosol, 
suspensjon.

UK/H/2872/002 10-7475 MUNDIPHARMA AS NO

Flutiform 250 mikrogram/ 
10 mikrogram per dose, 
inhalasjonsaerosol, 
suspensjon.

UK/H/2872/003 10-7476 MUNDIPHARMA AS NO

Flutiform 50 mikrogram/ 5 
mikrogram per dose, 
inhalasjonsaerosol, 
suspensjon.

UK/H/2872/001 10-7474 MUNDIPHARMA AS NO

Flutiform K-haler 125 
mikrogram/5 mikrogram 
per dose 
inhalasjonsaerosol, 
suspensjon

SE/H/1921/005 15-10966 MUNDIPHARMA AS NO

Flutiform K-haler 50 
mikrogram/5 mikrogram 
per dose 
inhalasjonsaerosol, 
suspensjon

SE/H/1921/004 15-10965 MUNDIPHARMA AS NO

Flutiform 125 
microgramas/5 
microgramas suspensão 
pressurizada para 
inalação.

UK/H/2872/002 5488234 MUNDIPHARMA 
FARMACÊUTICA, LDA.

PT
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Flutiform 250 
microgramas/10 
microgramas suspensão 
pressurizada para 
inalação.

UK/H/2872/003 5488242 MUNDIPHARMA 
FARMACÊUTICA, LDA.

PT

Flutiform 50 
microgramas/5 
microgramas suspensão 
pressurizada para 
inalação.

UK/H/2872/001 5488226 MUNDIPHARMA 
FARMACÊUTICA, LDA.

PT

Flutiform K-haler 125 
microgramas/5 
microgramas suspensão 
pressurizada para 
inalação.

SE/H/1921/005 5733357 MUNDIPHARMA 
FARMACÊUTICA, LDA.

PT

Flutiform K-haler 50 
microgramas/5 
microgramas suspensão 
pressurizada para 
inalação.

SE/H/1921/004 5733365 MUNDIPHARMA 
FARMACÊUTICA, LDA.

PT

Flutiform 125 mcg/5mcg 
suspensie de inhalat 
presurizata

SE/H/1921/002 10612/2018/01-02 MUNDIPHARMA GES.M.B.H RO

Flutiform 250 
micrograme/10 
micrograme suspensie de 
inhalat presurizată.

SE/H/1921/003 10613/2018/01 MUNDIPHARMA GES.M.B.H 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

Flutiform 250 
micrograme/10 
micrograme suspensie de 
inhalat presurizată.

SE/H/1921/003 10613/2018/02 MUNDIPHARMA GES.M.B.H RO

Flutiform 50 mcg/5mcg 
suspensie de inhalat 
presurizata

SE/H/1921/001 10611/2018/01-02 MUNDIPHARMA GES.M.B.H RO

Abriff 125 microgram/5 
microgram per actuation 
pressurised inhalation, 
suspension

UK/H/4379/02/E/02 58823 MUNDIPHARMA AB SE

Abriff 50 microgram/5 
microgram per actuation 
pressurised inhalation, 
suspension

UK/H/4379/01/E/02 58822 MUNDIPHARMA AB SE

Abriff, 250 mikrogram/10 
mikrogram/puff 
inhalationsspray, 
suspension

UK/H/4379/03/E/02 58824 MUNDIPHARMA AB SE

Affera 125 microgram/5 
microgram per actuation 
pressurised inhalation, 
suspension

UK/H/4378/02/E/02 58826 MUNDIPHARMA AB SE

Affera 50 microgram/5 
microgram per actuation 
pressurised inhalation, 
suspension

UK/H/4378/01/E/02 58825 MUNDIPHARMA AB SE
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

Affera, 250 mikrogram/10 
mikrogram/puff 
inhalationsspray, 
suspension

UK/H/4378/01/E/02 58827 MUNDIPHARMA AB SE

Flutiform 125 
mikrogram/5 mikrogram 
per puff, inhalationsspray, 
suspension.

UK/H/2872/002 44065 MUNDIPHARMA AB SE

Flutiform 250 
mikrogram/10 mikrogram 
per puff, inhalationsspray, 
suspension.

UK/H/2872/003 44066 MUNDIPHARMA AB SE

Flutiform 50 mikrogram/5 
mikrogram per puff, 
inhalationsspray, 
suspension.

UK/H/2872/001 44064 MUNDIPHARMA AB SE

Flutiform K-haler 125 
mikrogram/5 mikrogram 
per puff, inhalationsspray, 
suspension.

SE/H/1921/005 53719 MUNDIPHARMA AB SE

Flutiform K-haler 50 
mikrogram/5 mikrogram 
per puff, inhalationsspray, 
suspension.

SE/H/1921/004 53718 MUNDIPHARMA AB SE

flutiform 125 
mikrogramov/5 
mikrogramov/potisk 

SE/H/1921/002 H/20/02747/003 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

inhalacijska suspenzija 
pod tlakom

flutiform 125 
mikrogramov/5 
mikrogramov/potisk 
inhalacijska suspenzija 
pod tlakom

SE/H/1921/002 H/20/02747/004 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI

flutiform 250 
mikrogramov/10 
mikrogramov/potisk 
inhalacijska suspenzija 
pod tlakom

SE/H/1921/003 H/20/02747/005 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI

flutiform 250 
mikrogramov/10 
mikrogramov/potisk 
inhalacijska suspenzija 
pod tlakom

SE/H/1921/003 H/20/02747/006 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI

flutiform 50 
mikrogramov/5 
mikrogramov/potisk 
inhalacijska suspenzija 
pod tlakom

SE/H/1921/001 H/20/02747/001 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI

flutiform 50 
mikrogramov/5 
mikrogramov/potisk 
inhalacijska suspenzija 

SE/H/1921/001 H/20/02747/002 MUNDIPHARMA 
GESELLSCHAFT M.B.H.

SI
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Product Name (in 
authorisation country)

MRP/DCP 
Authorisation number

National Authorisation Number MAH of product in the 
member state

Member State where 
product is authorised

pod tlakom

Flutiform 125 
microgram/5 microgram

UK/H/2872/002 14/0357/12-S MUNDIPHARMA GES.M.B.H SK

Flutiform 250 
mikrogramov/10 
mikrogramov

UK/H/2872/003 14/0358/12-S MUNDIPHARMA GES.M.B.H SK

Flutiform 50 
mikrogramov/5 
mikrogramov

UK/H/2872/001 14/0356/12-S MUNDIPHARMA GES.M.B.H SK

Affera® 
125 microgram/5 microgr
am per actuation 
pressurised inhalation, 
suspension.

UK/H/4378/002 PL 16950/0186 NAPP PHARMACEUTICALS LTD XI

Affera® 
250 microgram/10 microg
ram per actuation 
pressurised inhalation, 
suspension.

UK/H/4378/003 PL 16950/0187 NAPP PHARMACEUTICALS LTD XI

Affera® 
50 microgram/5 microgra
m per actuation 
pressurised inhalation, 
suspension.

UK/H/4378/001 PL 16950/0185 NAPP PHARMACEUTICALS LTD XI
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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

Flutiform K-haler 125 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/005 PL 16950/0339 NAPP PHARMACEUTICALS LTD XI

Flutiform K-haler 50 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/004 PL 16950/0338 NAPP PHARMACEUTICALS LTD XI

Flutiform® 125 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/002 PL 16950/0168 NAPP PHARMACEUTICALS LTD XI

Flutiform® 250 
microgram/10 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/003 PL 16950/0169 NAPP PHARMACEUTICALS LTD XI

Flutiform® 50 
microgram/5 microgram 
per actuation pressurised 
inhalation, suspension.

UK/H/2872/001 PL 16950/0167 NAPP PHARMACEUTICALS LTD XI


