ANNESS |

LISTATA" L-ISMIJIET, GHAMLA FARMACEWTIKA, QAWWIET TAL-PRODOTTI
MEDICINALI, MNEJN JINGHATA, L-APPLIKANT FL-ISTATI MEMBRI



Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited Flutiform®
) Cambridge Science Park Flutiform 50 Mikrogramm/5 Sustanza taht pressjoni | )i
AT - L-Awstrija Milton Road ; . 50mcg/5mcg gholja li tittieched man-nifs, | .. .. .
. Mikrogramm pro Sprihsto L jingibed man-nifs
Cambridge CB4 0GW . . suspensjoni
. . Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
| Cambridge Science Park Flutiform 125 Mikrogramm/5 Sustanza taht pressjoni | ) e
AT - L-Awstrija Milton Road : g 125mcg/5mcg gholja li tittieched man-nifs, | .. .. .
. Mikrogramm pro Spriihstof3 . jingibed man-nifs
Cambridge CB4 0GW . . suspensjoni
. . Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited | Flutiform®
Cambridge Science Park Sustanza taht pressjoni Ghal biex
AT - L-Awstrija Milton Road Flutiform 250 Mikrogramm/10 | 250mcg/10mcg | gholja li tittiched man-nifs, 'in'ibegman-ni fs
Cambridge CB4 0GW Mikrogramm pro Spriihstof3 suspensjoni Jjmg
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Limited | Flutiform®
Cambridge Science Park Sustanza taht pressjoni Ghal biex
BE - II-Belgju Milton Road Flutiform 50 mcg/ 5 mcg, 50mcg/5mcg gholja li tittieched man-nifs, 'in'ibec?man-ni fs
Cambridge CB4 0GW aérosol, suspensie suspensjoni Jing
United Kingdom
Napp Pharmaceuticals Limited | Flutiform®
Cambridge Science Park Sustanza taht pressjoni Ghal biex
BE - lI-Belgju Milton Road Flutiform 125 mcg/ 5 mcg, 125mcg/5mcg gholja li tittieched man-nifs, i+ sibed man-nifs
Cambridge CB4 0GW aérosol, suspensie suspensjoni Jng

United Kingdom




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited | Flutiform®
Cambridge Science Park Sustanza taht pressjoni Ghal biex
BE - 1l-Belgju Milton Road Flutiform 250 mcg/ 10 mcg, 250mcg/10meg | gholja li tittiched man-nifs, | .. .. .
Cambridge CB4 0GW aérosol, suspensie suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
) Ca}mbridge Science Park Flutiform® Sustgnzg ‘Fat}t pressjoni _ Ghal biex
BG - II-Bulgarija Milton Road 50mcg/5mcg gholja li tittieched man-nifs, | .. .. )
Cambridge CB4 0GW suspensjoni Jjingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
BG - Il-Bulgarija | Milton Road Flutiform® 125meg/5meg | gholia li tittieched man-nifs, | Crol 01X
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
BG - Il-Bulgarija | Milton Road Flutiform® 250meg/10meg | gholia li tittiehed man-nifs, | CPak Piex
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
N Ca}mbridge Science Park Flutiform® Sustgnzg ‘Fat}t pressjoni _ Ghal biex
CY - Cipru Milton Road 50mcg/5mcg gholja li tittieched man-nifs, | .. .. .
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
CY - Cipru Milton Road Flutiform® 125meg/smeg | gholia li tittiehed man-nifs, | OPeL 01X
Cambridge CB4 0GW suspensjoni jingibed man-nifs

United Kingdom




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni

. Milton Road Flutiform® . Ghal biex
CY - . ja li titti - .
Cipru Cambridge CB4 0GW 250meg/10meg lesohe ﬁl.;ﬁlehed man-ifs, -\ o sibed man-nifs

United Kingdom pens)
Napp Pharmaceuticals Limited

CZ - Ir-Repubblika | S2MPridge Science Park Flutiform® Sustanza taht pressjont | ) pde

Ceka Milton Road 50mcg/5mcg gholja li tittieched man-nifs, jingibed man-nifs
Cambridge CB4 0GW suspensjoni
United Kingdom
Napp Pharmaceuticals Limited

CZ - Ir-Repubblika Ca}mbrldge Science Park Flutiform® Susu.mzé Fat.lt pressjom Ghal biex

Ceka Milton Road 125mcg/5mcg gholja li tittieched man-nifs, jingibed man-nifs
Cambridge CB4 0GW suspensjoni
United Kingdom
Napp Pharmaceuticals Limited

CZ - Ir-Repubblika | 2MPridge Science Park Flutiform® Sustanza taht pressjoni | 1y

Coka Milton Road 250mcg/10mcg | gholja li tittiehed man-nifs, jingibed man-nifs
Cambridge CB4 0GW suspensjoni
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

DK - Id-Danimarka | Milton Road Flutiform® 50mcg/5mcg gholja li tittieched man-nifs, ?r??ilbzﬁ);lan-ni fs
Cambridge CB4 0GW suspensjoni Jing

United Kingdom




Stat Membru

L-Applikant

United Kingdom

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni

. Milton Road Flutiform® . Ghal biex
DK - Id-D ki . e ) _
animarka Cambridge CB4 0GW 125mcg/5mcg lesol_:; : ;lr']['i[lehed man-nifs, jingibed man-nifs

United Kingdom pens)
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

DK - Id-Danimarka | Milton Road Flutiform® 250mcg/10meg | gholja li tittiched man-nifs, ?1??;b2§)r(nan-ni fs
Cambridge CB4 0GW suspensjoni Jyng
United Kingdom
Napp Pharmaceuticals Limited

_ _ Ca}mbrldge Science Park Flutiform® Sust:.mz.a ‘Fat}t pressjoni Ghal biex

FI - IlI-Finlandja Milton Road 50mcg/5mcg gholja li tittiehed man-nifs, o sibed man-nifs
Cambridge CB4 0GW suspensjoni Jingtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

FI - Il-Finlandja | Milton Road Flutiform® 125meg/smeg | gholja li tittiehed man-nifs, ?f?ilbb‘;’r‘nan_m i
Cambridge CB4 0GW suspensjoni Jngtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

FI - Il-Finlandja | Milton Road Flutiform® 250mcg/10meg | gholja i tittiched man-nifs, ?:?ilbzf’fn —
Cambridge CB4 0GW suspensjoni Jjmg




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Ca}mbrldge Science Park Flutiform® Sust:.mz.a ‘Fat}t pressjoni Ghal biex

FR - Franza Milton Road 50mcg/5mcg gholja li tittieched man-nifs, i+ sibed man-nifs
Cambridge CB4 0GW suspensjoni Jngtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

FR - Franza Milton Road Flutiform® 125mceg/smeg | gholja li tittiehed man-nifs, ?f?ilbb‘;’r‘nan_m i
Cambridge CB4 0GW suspensjoni Jngtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

FR - Franza Milton Road Flutiform® 250mcg/10meg | gholja i tittiched man-nifs, '(i}r??ilbzlc?r(nan-ni o
Cambridge CB4 0GW suspensjoni yng
United Kingdom
Napp Pharmaceuticals Limited

' . Ca_mbrldge Science Park Flutiform® Sust'fmz.a ‘Faf.lt pressjoni Ghal biex

DE - Il-Germanja Milton Road 50mcg/5mcg gholja li tittieched man-nifs, - oibed man-nifs
Cambridge CB4 0GW suspensjoni Jjmg
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

DE - Il-Germanja | Milton Road Flutiform® 125meg/5meg | gholja li tittiehed man-nifs, ?f?ilbl;f’r‘n -
Cambridge CB4 0GW suspensjoni Jyng
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

DE - Il-Germanja | Milton Road Flutiform® 250mcg/10meg | gholja li tittiehed man-nifs, ?iéilbblc?r(nan-ni o
Cambridge CB4 0GW suspensjoni Jngtbe

United Kingdom




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IS - L-islanda Milton Road Flutiform® 50mcg/5mcg gholja li tittieched man-nifs, ?f?;bzlglan-ni fs
Cambridge CB4 0GW suspensjoni ymg
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IS - L-islanda Milton Road Flutiform® 125mceg/smeg | gholja li tittiehed man-nifs, ?f?ilbl;‘;’r‘nan_m i
Cambridge CB4 0GW suspensjoni L
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IS - L-islanda Milton Road Flutiform® 250meg/10meg | gholja i tittiched man-nifs, '(i}r??ilbzlc?r(nan-ni o
Cambridge CB4 0GW suspensjoni yng
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IE - L-Irlanda Milton Road Flutiform® 50mcg/smeg | gholja li tittiched man-nifs, ?:?ilbzf’fn —
Cambridge CB4 0GW suspensjoni Jjmg
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IE - L-Irlanda Milton Road Flutiform® 125meg/5meg | gholja li tittiehed man-nifs, ?f?ilbbf’r‘n -
Cambridge CB4 0GW suspensjoni Jingtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

IE - L-Irlanda Milton Road Flutiform® 250mcg/10meg | gholja li tittiehed man-nifs, ?iéilbblc?r(nan-ni o
Cambridge CB4 0GW suspensjoni Jngtbe

United Kingdom




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
_ Cgmbrldge Science Park Flutiformo® Sustgnzg l'laf'lt pressjoni Ghal biex
IT - L-ltalja Milton Road 50mcg/5mcg gholja li tittieched man-nifs, i+ sibed man-nifs
Cambridge CB4 0GW suspensjoni Jngtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
IT - L-ltalja Milton Road Flutiformo® 125meg/smeg | gholja li tittiehed man-nifs, ?I??ilbb‘;’r‘nan_m i
Cambridge CB4 0GW suspensjoni Jmgtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
IT - L-ltalja Milton Road Flutiformo® 250meg/10meg | gholja i tittiched man-nifs, ?I?f‘ilbl;?’;an_m o
Cambridge CB4 0GW suspensjoni Jyng
United Kingdom
Napp Pharmaceuticals Limited
LU - II- Ca_mbrldge Science Park Flutiform® Sust'fmz.a ‘Faf.lt pressjoni Ghal biex
Lussemburgu Milton Road 50mcg/5mcg gholja li tittiehed man-nifs, jingibed man-nifs
Cambridge CB4 0GW suspensjoni
United Kingdom
Napp Pharmaceuticals Limited
LU-II- Ca}mbrldge Science Park Flutiform® Sustgnzg ‘Fat}t pressjoni Ghal biex
Lussemburgu Milton Road 125mcg/5mcg gholja li tittieched man-nifs, jingibed man-nifs
Cambridge CB4 0GW suspensjoni
United Kingdom
Napp Pharmaceuticals Limited
LU-II- Ca}mbrldge Science Park Flutiform® Sust:.mz.a ‘Fat}t pressjoni Ghal biex
Lussemburgu Milton Road 250mcg/10meg | gholja li tittiched man-nifs, i+ sibed man-nifs
Cambridge CB4 0GW suspensjoni ymg

United Kingdom




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited Flutiform®
Cgmbrldge Science Park Flutiform 50 microgram /5 SuStf.mZ? Fat.lt pressjom Ghal biex
NL - L-Olanda Milton Road . o 50mcg/5mcg gholja li tittieched man-nifs, | .. .. .
. microgram /dosis aérosol, . jingibed man-nifs
Cambridge CB4 0GW SUSDensie suspensjoni
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Sustanza taht pressjoni .
NL-L-Olanda | Milton Road Flutiform 125 microgram /5| 4 pecoismeg | gholja li tittiehed man-nifs, | Ol Pl
. microgram /dosis aérosol, . jingibed man-nifs
Cambridge CB4 0GW SUSDEnsie suspensjoni
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Sustanza taht pressjoni .
NL -L-Olanda | Milton Road Flutiform 250 microgram /10 5c0mc0/10meg | gholia i tttiehed man-nifs, | 7o DX
. microgram /dosis aérosol, . jingibed man-nifs
Cambridge CB4 0GW sUSpensie suspensjoni
United Kingdom P
Napp Pharmaceuticals Limited
B Cqmbrldge Science Park Flutiform® Sust'flnz.a Fat}t pressjoni _ Ghal biex
NO - In-Norvegja | Milton Road 50mcg/5mcg gholja li tittieched man-nifs, ot ed man-nifs
Cambridge CB4 0GW suspensjoni Jjmg
United Kingdom
Napp Pharmaceuticals Limited
B Ca}mbrldge Science Park Flutiform® Sust:.mz.a ‘Fat}t pressjoni Ghal biex
NO - In-Norvegja | Milton Road 125mcg/5mcg gholja li tittieched man-nifs, < sibed man-nifs
Cambridge CB4 0GW suspensjoni Jyng

United Kingdom




Stat Membru _
EU/EEA L-Applikant Isem lvvintat awwa Ghamla Farmacewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
NO - In-Norvegja | Milton Road Flutiform® 250mcg/10meg | gholja li tittiehed man-nifs, .(if?‘ilbl;‘;’r‘nan_m o
Cambridge CB4 0GW suspensjoni ymg
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
PL - 1l-Polonja Milton Road Flutiform® 50mcg/5meg | gholja li tittiched man-nifs, ?f?ilbb‘g’r‘nan_m i
Cambridge CB4 0GW suspensjoni Jngtbe
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
PL - 1l-Polonja Milton Road Flutiform® 125meg/smeg | gholja li tittiehed man-nifs, '(i}r??ilbzlc?r(nan-ni o
Cambridge CB4 0GW suspensjoni yng
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
PL - 1l-Polonja Milton Road Flutiform® 250mcg/10meg | gholja i tittiched man-nifs, ?:?ilbzf’; —
Cambridge CB4 0GW suspensjoni Jjmg
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
PT - 1l-Portugall Milton Road Flutiform 50mcg/5mcg gholja li tittieched man-nifs, ?:éilbzf)r(nan-ni fs
Cambridge CB4 0GW suspensjoni Jyng
United Kingdom

10




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni
Milton Road Flutiform . Ghal biex
PT - ll-Portugall . ja li titti - .
OrUga | cambridge CB4 0GW 125meg/Smeg fl?s"lﬁ:.;ﬁ?ehed man-ifs, -\ o sibed man-nifs
United Kingdom pens)
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .
PT - ll-Portugall | Milton Road Flutiform 250mcg/10meg | gholja i tittiehed man-nifs, ?lzl?ilbzf’r‘n snifs
Cambridge CB4 0GW suspensjoni Jyng
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
| Cambridge Science Park Flutiform 50 micrograme/5 Sustanza taht pressjoni | ) i
RO - Ir-Rumanija | Milton Road . . 50mcg/5mcg gholja li tittieched man-nifs, | .. .. .
. micrograme suspensie de L jingibed man-nifs
Cambridge CB4 0GW inhalat presurizati suspensjoni
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
. Cqmbrldge Science Park Flutiform 125 micrograme /5 Susrfmz.a Far.lt pressjont Ghal biex
RO - Ir-Rumanija | Milton Road . : 125mcg/5mcg gholja li tittieched man-nifs, | .. .. .
. micrograme suspensie de . jingibed man-nifs
Cambridge CB4 0GW inhalat presurizati suspensjoni
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
. Cqmbrldge Science Park Flutiform 250 micrograme /10 Susrfmz.a Far.lt pressjont Ghal biex
RO - Ir-Rumanija | Milton Road microarame suspensie de 250mcg/10meg | gholja li tittiched man-nifs, | . sibed nifs
Cambridge CB4 0GW g P suspensjoni Jingtbed man

United Kingdom

inhalat presurizata”

11




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni Ghal biex

SK - Is-Slovakkja | Milton Road Flutiform® 50/5 ug 50mcg/5mcg gholja li tittieched man-nifs, | .. . .
Cambridge CB4 0GW suspensjoni Jjingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni Ghal biex

SK - Is-Slovakkja | Milton Road Flutiform® 125/5ug 125mcg/5mcg gholja li tittieched man-nifs, | .. .. )
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Sustanza taht pressjoni Ghal biex

SK - Is-Slovakkja | Milton Road Flutiform® 250/10 ug 250mcg/10mecg | gholja li tittiched man-nifs, | .. .. i
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited

_ Ca_mbridge Science Park Flutiform® Sust'fmz.a ‘Faf.lt pressjoni _ Ghal biex

SE - L-Isvezja Milton Road 50mcg/5mcg gholja li tittieched man-nifs, | .. .. i
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

SE - L-lsvezja Milton Road Flutiform® 125meg/5meg | gholia li tittiehed man-nifs, | OPa 01X
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Sustanza taht pressjoni .

SE - L-Isvezja Milton Road Flutiform® 250mcg/10meg | gholja li tittiched man-nifs, Ghal biex .
Cambridge CB4 0GW suspensjoni jingibed man-nifs

United Kingdom

12




Stat Membru

L-Applikant

EU/EEA Isem lvvintat awwa Ghamla Farmac¢ewtika Mnjen jinghata
Napp Pharmaceuticals Limited
_ _ Cambridge Science Park Sustanza taht pressjoni Ghal biex
UK - Ir-Renju Unit | Milton Road Flofera® 50mcg/5mcg gholja li tittieched man-nifs, | .. .. .
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
_ _ Cambridge Science Park Sustanza taht pressjoni Ghal biex
UK - Ir-Renju Unit | Milton Road Flofera® 125mcg/5mcg gholja li tittieched man-nifs, | .. .. )
Cambridge CB4 0GW suspensjoni jingibed man-nifs
United Kingdom
Napp Pharmaceuticals Limited
_ _ Cambridge Science Park Sustanza taht pressjoni Ghal biex
UK - Ir-Renju Unit | Milton Road Flofera® 250mcg/10mecg | gholja li tittiched man-nifs, | .. .. i
Cambridge CB4 0GW suspensjoni jingibed man-nifs

United Kingdom
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