ANEXO I

LISTA DAS DENOMII\lAQC)ES, FORMA FARMACEUTICA, DOSAGENS, VIA DE
ADMINISTRACAO DO MEDICAMENTO, DOS REQUERENTES NOS
ESTADOS-MEMBROS



Estado-Membro

. Forma Via de

UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspen_séo Via inalatoria
Cambridge Science Park . . pressu~r Izada para

fo . Flutiform 50 Mikrogramm/5 inalacéo

AT - Austria Milton Road Mikrogramm pro Sprilhsto
Cambridge CB4 0GW Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspen_séo Via inalatoria
Cambridge Science Park . . pressunzada para

fo . Flutiform 125 Mikrogramm/5 inalacéo

AT - Austria Milton Road Mikrogramm pro Spriihsto
Cambridge CB4 0GW Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para

AT - Austria Milton Road Flutiform 250 Mikrogramm/10 inalacéo
Cambridge CB4 0GW Mikrogramm pro Sprihstof3
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para

BE - Bélgica Milton Road Flutiform 50 mcg/ 5 mcg, inalacéo
Cambridge CB4 0GW aérosol, suspensie
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para

BE - Bélgica Milton Road Flutiform 125 mcg/ 5 mcg, inalacéo
Cambridge CB4 0GW aérosol, suspensie

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
BE - Bélgica Milton Road Flutiform 250 mcg/ 10 mcg, inalacéo
Cambridge CB4 0GW aérosol, suspensie
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
BG - Bulgaria Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
BG - Bulgaria Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
BG - Bulgaria Milton Road inalagéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
CY - Chipre Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
CY - Chipre Milton Road inalacéo
Cambridge CB4 0GW

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente q —= —===
Nome de fantasia Dosagem farmacéutica administracdo
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
. Milton Road inalacéo
CY - Chipre Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
CZ - Républica E:/Ia}rl?brlgge §C|ence Park prelssu~r|zada para
Checa ilton Roa inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
CZ - Républica E:/Ia}rl?brlgge §C|ence Park prelssu~r|zada para
Checa ilton Roa inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
CZ - Républica E:/Ia}rlstrlnge §C|ence Park prelssu~r|zada para
Checa ilton Roa inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria

DK - Dinamarca

Cambridge Science Park
Milton Road

Cambridge CB4 0GW
United Kingdom

pressurizada para
inalacédo




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
. Milton Road inalacéo
DK -Dinamarea | . 1bridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
DK - Dinamarca Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
FI - Finlandia Milton Road inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
FI - Finlandia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
FI - Finlandia Milton Road inalagéo
Cambridge CB4 0GW

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
FR - Franca Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
FR - Franca Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
FR - Franca Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
DE - Alemanha Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
DE - Alemanha Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
DE - Alemanha Milton Road inalacdo
Cambridge CB4 0GW

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IS - Islandia Milton Road inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IS - Islandia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IS - Islandia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
IE - Irlanda Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
IE - Irlanda Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IE - Irlanda Milton Road inalacéo
Cambridge CB4 0GW

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiformo® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IT - Italia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiformo® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IT - ltalia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiformo® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
IT - ltalia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
LU - Luxemburgo | Milton Road inalagéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
LU - Luxemburgo | Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria

LU - Luxemburgo

Cambridge Science Park
Milton Road

Cambridge CB4 0GW
United Kingdom

pressurizada para
inalacéo




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspen_séo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 50 microgram /5 inalacéo
NL - Paises Baixos | Milton Road microgram /dosis aérosol
Cambridge CB4 0GW suspensie ’
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspen_séo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 125 microgram /5 inalacéo
NL - Paises Baixos | Milton Road . Idosis aérosol
Cambridge CB4 0GW rs?Jlst:((a)r?sr?em '
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspen§éo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 250 microgram /10 inalacéo
NL - Paises Baixos | Milton Road . Idosis a&rosol
Cambridge CB4 0GW Zj‘:gggglm '
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
NO - Noruega Milton Road inalagéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
NO - Noruega Milton Road inalacéo
Cambridge CB4 0GW

United Kingdom




Estado-Membro Requerente . Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
NO - Noruega Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
PL - Polénia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
PL - Polénia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
PL - Pol6nia Milton Road inalagéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
PT - Portugal Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom

10




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
Milton Road inalacéo
PT - Portugal Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform 250mcg/10mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
PT - Portugal Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspen_séo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 50 micrograme/5 inalacéo
RO - Roménia Milton Road micrograme suspensie de inhalat
Cambridge CB4 0GW L
United Kingdom presurizata
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspen_séo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 125 micrograme /5 inalacéo
RO - Roménia Milton Road . ; .
Cambridge CB4 0GW mlcrogranje suspensie de inhalat
United Kingdom presurizata
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspen_séo Via inalatoria
. . pressurizada para
Cambridge Science Park Flutiform 250 micrograme /10 inalacéo
RO - Roménia Milton Road . ; .
Cambridge CB4 0GW micrograme suspensie de inhalat

United Kingdom

presurizata”
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Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flutiform® 50/5 pg 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
SK - Eslovaquia Milton Road inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125/5ug 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
SK - Eslovaquia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250/10 pg 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
SK - Eslovaquia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 50mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
SE - Suécia Milton Road inalagéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 125mcg/5mcg Suspensao Via inalatoria
Cambridge Science Park pressurizada para
SE - Suécia Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flutiform® 250mcg/10mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
SE - Suécia Milton Road inalacéo
Cambridge CB4 0GW

United Kingdom

12




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited Flofera® 50mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
UK - Reino Unido | Milton Road inalacdo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flofera® 125mcg/5mcg Suspenséo Via inalatoria
Cambridge Science Park pressurizada para
UK - Reino Unido | Milton Road inalacéo
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited Flofera® 250mcg/10mcg Suspenséo Via inalatoria

UK - Reino Unido

Cambridge Science Park
Milton Road

Cambridge CB4 0GW
United Kingdom

pressurizada para
inalacédo
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