ANEXA |

LISTA CU DENUMIRILE COMERCIALE, FORMAFARMACEUTICA, CONCENTRATIA,
CALEADE ADMINISTRARE A MEDICAMENTELOR, SOLICITANTUL IN STATELE
MEMBRE



Statul Membru

UE/SEE Solicitantul Numele inventat Concentratia Forma farmaceuticia _Calefi (.je
- administrare
Napp Pharmaceuticals Limited Flutiform®
. Cgmbrldge Science Park Flutiform 50 Mikrogramm/5 | 50mcg/5mcg Suspensie de inhalat .
AT - Austria Milton Road Mikrogramm pro Spriihstof oresurizata Inhalatorie
Cambridge CB4 0GW Druckgasinhalation
United Kingdom
Flutiform®
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform 125 . .
AT - Austria Milton R?)ad Mikrogramm/5 Mikrogramm 125meg/Smeg Susper.15|evde inhalat Inhalatorie
Cambridge CB4 0GW pro Spriihstof3 presurizata
United Kingdom Druckgasinhalation
Flutiform®
Napp Pharmaceuticals Limited
_ Cambridge Science Park Flutiform 250 Suspensie de inhalat
AT - Austria Milton Road Mikrogramm/10 250mcg/10mcg . Inhalatorie
Cambridge CB4 0GW Mikrogramm pro Spriihstof3 présurizata
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park 50mcg/5mcg Suspensie de inhalat
BE - Belgia Milton Road Flutiform 50 mcg/ 5 mcg, . Inhalatorie
Cambridge CB4 0GW aérosol, suspensie presurizata
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park 125mcg/5mcg Suspensie de inhalat
BE - Belgia Milton Road Flutiform 125 mcg/ 5 mcg, . Inhalatorie
Cambridge CB4 0GW aérosol, suspensie presurizata

United Kingdom




Statul Membru

UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

BE - Belgia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

Flutiform 250 mcg/ 10 mcg,
aérosol, suspensie

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

BG - Bulgaria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

BG - Bulgaria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

BG - Bulgaria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

CY -Cipru

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

CY -Cipru

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru
UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

CY -Cipru

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

CZ - Republica
Ceha

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

CZ - Republica
Ceha

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

CZ - Republica
Ceha

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

DK - Danemarca

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru
UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

DK - Danemarca

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

DK - Danemarca

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

FI - Finlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

FI - Finlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

FI - Finlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru

UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

FR - Franta

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

FR - Franta

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

FR - Franta

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

DE - Germania

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

DE - Germania

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

DE - Germania

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru

UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

IS - Islanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IS - Islanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IS - Islanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

IE - Irlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IE - Irlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IE - Irlanda

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru
UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

IT - Italia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiformo®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IT - Italia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiformo®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

IT - Italia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiformo®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

LU - Luxemburg

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

LU - Luxemburg

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

LU - Luxemburg

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie




Statul Membru

UE/SEE Solicitantul Numele inventat Concentratia Forma farmaceutici _Calefi (.je
- administrare
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 50 microgram /5 50mcg/5mc Suspensie de inhalat

NL - Olanda Milton Road microaram /dosis a?érosol g g - prizaté Inhalatorie
Cambridge CB4 0GW SUs er?sie ’ prest
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 125 microgram /5 | 125mcg/5mc Suspensie de inhalat

NL - Olanda Milton Road microaram /dosis a'é%osol g g P At Inhalatorie
Cambridge CB4 0GW sus er?sie ’ presufizata
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . . .

NL - Olanda Milton Road E;t:;o:r;nffgogéc;%gagzrglllo 250mcg/10mcg S::Sperri]s:taéde inhalat Inhalatorie
Cambridge CB4 0GW SUs er?sie ’ presufiz
United Kingdom P
Napp Pharmaceuticals Limited
Cambridge Science Park . . .

NO - Norvegia Milton Road Flutiform® S0meg/omeg S:essper?s::éde inhalat Inhalatorie
Cambridge CB4 0GW presutiz
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . . .

NO - Norvegia Milton Road Flutiform® 125mcg/5mcg S:sper?zs::éde inhalat Inhalatorie
Cambridge CB4 0GW prest

United Kingdom




Statul Membru

UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

NO - Norvegia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

PL - Polonia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

PL - Polonia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

PL - Polonia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

PT - Portugalia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

10




Statul Membru

Calea de

UE/SEE Solicitantul Numele inventat Concentratia Forma farmaceuticia -
administrare
Napp Pharmaceuticals Limited
Cambridge Science Park
i . Milton Road Flutiform 125mcg/5mcg Suspensie de inhalat .

PT - Portugalia Cambridge CB4 0GW presurizata Inhalatorie
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . . .

PT - Portugalia Milton Road Flutiform 250mcg/10mcg S:Sper?;'ivde inhalat Inhalatorie
Cambridge CB4 0GW presutizata
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 50 micrograme/5 50mcg/5mc Suspensie de inhalat

RO - Romania Milton Road microarame sus en%ie de g g . P rizati Inhalatorie
Cambridge CB4 0GW inhala? resuriz:té e
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 125 micrograme /5 | 125mcg/5mc Suspensie de inhalat

RO - Romania Milton Road MiICroarame sus ens?e de g g P At Inhalatorie
Cambridge CB4 0GW inhala? resurizaﬁé P
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Suspensie de inhalat

RO - Romania Milton Road Flutiform 250 micrograme 250mcg/10mcg resrilrizatﬁ Inhalatorie
Cambridge CB4 0GW /10 micrograme suspensie de P

United Kingdom

inhalat presurizata

11




Statul Membru

UE/SEE

Solicitantul

Numele inventat

Concentratia

Forma farmaceutica

Calea de
administrare

SK - Republica
Slovacia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®50/5 ug

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

SK - Republica
Slovacia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform® 125/5ug

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

SK - Republica
Slovacia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform® 250/10 pg

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

SE - Suedia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

50mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

SE - Suedia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

125mcg/5mcg

Suspensie de inhalat
presurizata

Inhalatorie

SE - Suedia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Flutiform®

250mcg/10mcg

Suspensie de inhalat
presurizata

Inhalatorie

12




Statul Membru

Calea de

UE/SEE Solicitantul Numele inventat Concentratia Forma farmaceutici -
- administrare
Napp Pharmaceuticals Limited
UK - Marea Ca}mbrldge Science Park 50mcg/5mcg Suspensie de inhalat .
Britanie Milton Road Flofera® presurizat Inhalatorie
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited
UK - Marea Ca}mbrldge Science Park 125mcg/5mcg Suspensie de inhalat .
Britanie Milton Road Flofera® presurizati Inhalatorie
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . .
lé:i(ténl\i/éarea Milton Road Flofera® 250mcg/10mcg Sruessrl)fr?zsiéde inhalat Inhalatorie
Cambridge CB4 0GW p

United Kingdom
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