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 ;
) Cambridge Science Park :\];Ifflfr?)ssamr:ri)or?)rg?r?ﬁtoﬁ Suspenséo

AT - Austria Milton Road . . 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW Druckgasinhalation inalacédo
United Kingdom
Napp P_harmac_euticals Limited Iffeza 125 Mikrogramm/5 x

) Cambridge Science Park Mikrogramm pro SprihstoR Suspenséo

AT - Austria Milton Road . . 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW Druckgasinhalation inalacso
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 Mikrogramm/10 Suspenséo

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

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

BE - Bélgica Milton Road suspensie 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 mcg/ 10 mcg, aérosol, Suspensao

BE - Bélgica Milton Road suspensie 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
BG - Bulgaria Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalagéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
BG - Bulgéria Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
BG - Bulgéria Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
CY - Chipre Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
CY - Chipre Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspensdo
CY - Chipre Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
. . Cambridge Science Park Suspensdo
gﬁe-caRepubllca MiIton_Road Iffeza 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
) . Cambridge Science Park Suspenséo
gﬁe-caRepubllca MiIton_Road Iffeza 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
. . Cambridge Science Park Suspenséo
gﬁe-caRepubllca Milton_Road Iffeza 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
DK - Dinamarca Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
DK - Dinamarca Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspensdo
DK - Dinamarca Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
FI - Finlandia Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalagéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
FI - Finlandia Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
FI - Finlandia Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
FR - Franca Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
FR - Franca Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspensdo
FR - Franca Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
DE - Alemanha Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
DE - Alemanha Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
DE - Alemanha Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park ffeza® Suspensdo
IS - Islandia Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park ffeza® Suspenséo
IS - Islandia Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park ffeza® Suspensdo
IS - Islandia Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
IE - Irlanda Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalagéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
IE - Irlanda Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
IE - Irlanda Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
IT - Italia Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
IT - Itélia Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspensdo
IT - Itélia Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE — —
Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
LU - Luxemburgo | Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
LU - Luxemburgo | Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
LU - Luxemburgo | Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited Iffeza 50 microaram /5
Cambridge Science Park microaram / dos?s 281050l Suspenséo
NL - Paises Baixos | Milton Road susper?sie ' 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited Iffeza 125 micro
. . gram /5 N
. . Cgmbrldge Science Park microgram /dosis aérosol, Suspen§ao .. .
NL - Paises Baixos | Milton Road suspensie 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Cambridgs Seence park || ez 250 microgram 10 Suspensio
NL - Paises Baixos | Milton Road gr ’ 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW Suspensie inalagéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park ffera® Suspensdo
NO - Noruega Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalagéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffera® Suspenséo
NO - Noruega Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park ffera® Suspenséo
NO - Noruega Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalaco
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
PL - Polonia Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
PL - Poldnia Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacio
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspensdo
PL - Poldnia Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo

United Kingdom




Estado-Membro

. Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park ffeza Suspensdo
PT - Portugal Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalagéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
PT - Portugal Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacdo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
PT - Portugal Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited ;
Cambridge Science Park gﬁiﬁggﬁg;}nécsﬁgpr::;?fde inhalat Suspenséo
RO - Roménia Milton Road . 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW presurizata inalago
United Kingdom
Napp Pharmaceuticals Limited Iffeza 125 micrograme /5 i
Cambridge Science Park . . . Suspenséo
RO - Roménia Milton Road mlcrograrrje suspensie de inhalat 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW presurizata inalagéo
United Kingdom
Napp Pharmaceuticals Limited ;
Cambridge Science Park ::iiggzri?ngmsirsﬁﬁgeed/ici)nhalat Suspensdo
RO - Roménia Milton Road . 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW presurizata inalacéo

United Kingdom

10




Estado-Membro Forma Via de
UE/EEE Requerente Nome de fantasia Dosagem farmacéutica administracio
Napp Pharmaceuticals Limited
Cambridge Science Park Suspensdo
SK - Eslovaquia Milton Road Iffeza 50/5 pg 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Suspensdo
SK - Eslovaquia Milton Road Iffeza®125/5 ug 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacdo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Suspenséo
SK - Eslovéquia Milton Road Iffeza 250/10 pg 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park \ffeza Suspensdo
SE - Suécia Milton Road 50mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalago
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
SE - Suécia Milton Road 125mcg/5mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Suspenséo
SE - Suécia Milton Road 250mcg/10mcg pressurizada para Via inalatoria
Cambridge CB4 0GW inalacéo
United Kingdom

11




