ANNEX |

LIST OF THE NAMES, PHARMACEUTICAL FORM, STRENGTHS OF THE MEDICINAL
PRODUCTS, ROUTE OF ADMINISTRATION, APPLICANT IN THE MEMBER STATES



Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Flutiform®
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform 50 Pressurised
Austria Milton Road Mikrogramm/5 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Mikrogramm pro Suspension
United Kingdom Spriihstof
Druckgasinhalation
Flutiform®
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform 125 Pressurised
Austria Milton Road Mikrogramm/5 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Mikrogramm pro Suspension
United Kingdom Sprihstofd
Druckgasinhalation
Flutiform®
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform 250 Pressurised
Austria Milton Road Mikrogramm/10 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Mikrogramm pro Suspension
United Kingdom Spriihstof
Druckgasinhalation
Napp Pharmaceuticals Limited .
Cambridge Science Park Flutiform® Pressurised
Belgium Milton Road . 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Flutiform 50 mcg/ 5 meg, Suspension

United Kingdom

aérosol, suspensie




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited .
Car?w%ridge Science Park Flutiform® Pressurised

Belgium Milton Road . 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW gtlé:;gglms]ulsf)inr?iceg/ 5 meg, Suspension
United Kingdom ’
Napp Pharmaceuticals Limited .
Cambridge Science Park Flutiform® Pressurised

Belgium Milton Road . 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW r?gélfgégfoﬁosz]:s;nls?e Suspension
United Kingdom ’ ’
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Bulgaria Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Bulgaria Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Bulgaria Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Cyprus Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Cyprus Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park .
Milton Road . Pressur_lsed .
Cyprus Cambridge CB4 0GW Flutiform® 250mcg/10mcg Inhalathn Inhalation use
United Kingdom Suspension
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Czech Republic | Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Czech Republic | Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Czech Republic | Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Denmark Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park .
Milton Road . Pressur_lsed .
Denmark Cambridge CB4 0GW Flutiform® 125mcg/5mcg Inhalathn Inhalation use
United Kingdom Suspension
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Denmark Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Finland Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Finland Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Finland Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

France Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

France Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

France Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Germany Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Germany Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Germany Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Iceland Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Iceland Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Iceland Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Ireland Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Ireland Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Ireland Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Italy Milton Road Flutiformo® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

10




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Italy Milton Road Flutiformo® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Italy Milton Road Flutiformo® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Luxembourg Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Luxembourg Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Luxembourg Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

11




Member State

Applicant

Pharmaceutical

Route of

EU/EEA company name, address (Invented) Name Strength form* administration®
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Pressurised

Netherlands Milton Road Flutiform 50 microgram /5 | 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW microgram /dosis aérosol, Suspension
United Kingdom suspensie
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Pressurised

Netherlands Milton Road Flutiform 125 microgram | 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW /5 microgram /dosis Suspension
United Kingdom aérosol, suspensie
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Pressurised

Netherlands Milton Road Flutiform 250 microgram | 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW /10 microgram /dosis Suspension
United Kingdom aérosol, suspensie
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Norway Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Norway Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

12




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Norway Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Poland Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Poland Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Poland Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised

Portugal Milton Road Flutiform 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

13




Member State

Applicant

Pharmaceutical

Route of

EU/EEA company name, address (Invented) Name Strength form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park .
Milton Road . Pressur.lsed .
Portugal Cambridge CB4 0GW Flutiform 125mcg/5mcg Inhalathn Inhalation use
United Kingdom Suspension
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Portugal Milton Road Flutiform 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 50 Pressurised
Romania Milton Road micrograme/5 micrograme 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW . . Suspension
United Kingdom suspenge Eje inhalat
presurizata
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Pressurised
Romania Milton Road Flutiform 125 micrograme | 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW /5 micrograme suspensie Suspension
United Kingdom de inhalat presurizata
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Pressurised
Romania Milton Road Flutiform 250 micrograme | 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW /10 micrograme suspensie Suspension

United Kingdom

de inhalat presurizata”

14




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Slovak Ca!mbridge Science Park _ Pressur_ised _
Republic Milton Road Flutiform® 50/5 pg 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Slovak Cgmbridge Science Park _ Pressur_ised _
Republic Milton Road Flutiform® 125/5ug 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Slovak Cgmbridge Science Park . Pressur'ised .
Republic Milton Road Flutiform® 250/10 pg 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Sweden Milton Road Flutiform® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Sweden Milton Road Flutiform® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

15




Member State

Applicant

(Invented) Name

Strength

Pharmaceutical

Route of

EU/EEA company name, address form* administration®
Napp Pharmaceuticals Limited
Cambridge Science Park Pressurised
Sweden Milton Road Flutiform® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
United Cgmbridge Science Park Pressur_ised _
Kingdom Milton Road Flofera® 50mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
United Cgmbridge Science Park Pressur'ised .
Kingdom Milton Road Flofera® 125mcg/5mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
United Cqmbridge Science Park Pressur'ised .
Kingdom Milton Road Flofera® 250mcg/10mcg Inhalation Inhalation use
Cambridge CB4 0GW Suspension

United Kingdom

16




