PRILOHA |

ZOZNAM NAZVOV, FARMACEUTICKYCH FORIEM, MNOZSTVA UCINNYCH LATOK
V LIEKOCH, SPOSOB PODAVANIA, UCHADZACI V CLENSKYCH STATOCH



Clensky’ Stat

EU/EHP Uchadzaé Vymysleny nézov Mnozstvo aktivnej | Farmaceuticka Sposlob .
- latky forma podavania
Napp Pharmaceuticals Limited Flutiform®
. Cgmbrldge Science Park Flutiform 50 Mikrogramm/5 50mcg/5mcg Inhalacga ., "
AT - Rakusko Milton Road Mikroaramm oro Soriihsto® suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW g . P . P tlakovom obale
. . Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
. Cqmbrldge Science Park Flutiform 125 Mikrogramm/5 125mcg/5mcg Inhalacga . s
AT - Rakusko Milton Road Mikroaramm oro Sorihsto® suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW gramm pro 5p tlakovom obale
. . Druckgasinhalation
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Inhala¢na
AT - Rakusko Milton Road Flutiform 250 Mikrogramm/10 | 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW Mikrogramm pro Spriihstof3 tlakovom obale
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park 50mea/5me Inhalaéna
BE - Belgicko Milton Road Flutiform 50 mcg/ 5 mcg, g g suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW aérosol, suspensie tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park 125mea/5me Inhalaéna
BE - Belgicko Milton Road Flutiform 125 mcg/ 5 mcg, g g suspenzia v Inhalaéné pouZitie
Cambridge CB4 0GW aérosol, suspensie tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Inhalaéna
BE - Belgicko Milton Road Flutiform 250 mcg/ 10 mcg, 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW aérosol, suspensie tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
BG - Bulharsko Milton Road Flutiform® 50meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
BG - Bulharsko Milton Road Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
. Flutiform® . ., .
BG - Bulharsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
CY - Cyprus Milton Road Flutiform® S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
CY - Cyprus Milton Road Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadzaé Vymysleny nézov Mnozstvo aktivnej | Farmaceuticka Sposlob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park .
Milton Road Flutiform® Inhalacnd
CY - Cyprus Cambridge CB4 0GW 250mcg/10mcg flii%e\?ozrl: (\)/ba|e Inhala¢né pouzitie
United Kingdom
Napp Pharmaceuticals Limited
CZ - Ceska Ca}mbrldge Science Park Flutiform® 50mcg/5mceg Inhalacnd SV
republika Milton Road suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
CZ - Ceska Ca}mbrldge Science Park Flutiform® 125mcg/5mcg Inhalacga . .
republika Milton Road suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW g tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
C7 - Ceska Ca}mbrldge Science Park Flutiform® Inhalacga o »
republika Milton Road 250mcg/10mc suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
DK - Dansko Milton Road Flutiform® 50meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park Inhalaina
DK - Dénsko Milton Road Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
. . Flutiform® . . s
DK - Dansko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
FI - Finsko Milton Road Flutiform® 50meg/Smeg suspenzia v Inhalaéné pouZitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
FI - Finsko Milton Road Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
. . Flutiform® . . s
FI - Finsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
FR - Franctzsko Milton R?Jad Flutiform® 50meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
FR - Francuzsko Milton R?)ad Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Inhala¢na
FR - Francuzsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
DE - Nemecko Milton Road Flutiform® S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
DE - Nemecko Milton Road Flutiform® 125meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
. Flutiform® . . s
DE - Nemecko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
IS - Island Milton R?Jad Flutiform® 50meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
IS - Island Milton R?)ad Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
. Flutiform® . L .
IS - Island Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
IE - irsko Milton Road Flutiform® S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
IE - irsko Milton Road Flutiform® 125meg/Smeg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
. . Flutiform® . . et
IE - Irsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
IT - Taliansko Milton Road Flutiformo® 50meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
IT - Taliansko Milton Road Flutiformo® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiformo® Inhala¢na
IT - Taliansko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
LU - Luxembursko | Milton Road Flutiform® S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
LU - Luxembursko | Milton R?Jad Flutiform® 125meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Inhalaéna
LU - Luxembursko | Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




Clpnsky’ Stat
EU/EHP

Uchadza¢

Vymysleny nazov

Mnozstvo aktivnej

Farmaceuticka

Spdsob

latky

forma

podévania

Napp Pharmaceuticals Limited

Flutiform®

Cambridge Science Park Flutiform 50 microgram /5 50mcg/5mc Inhalacnd
NL - Holandsko Milton Road microaram /dosis a?érosol g g suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW sus er?sie ’ tlakovom obale
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Inhala¢na
NL - Holandsko Milton Road E}Iilitrl;o:r;mlfjoglscﬁggasrgl o 125meg/Smeg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW sus er?sie ’ tlakovom obale
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Inhala¢na
NL - Holandsko Milton Road E;t:;o:r;nffgogéc;%gagzrglllo 250mcg/10mcg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW SUs er?sie ’ tlakovom obale
United Kingdom P
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
NO - Norsko Milton Road Flutiform® S0meg/omeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
NO - Norsko Milton Road Flutiform® 125meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom




%‘;S—mt Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
. . Flutiform® . . et
NO - Norsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
PL - Pol'sko Milton R?)ad Flutiform® 50meg/5meg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
PL - Pol'sko Milton Road Flutiform® 125meg/5meg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
, . Flutiform® . ., .
PL - Pol'sko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
PT - Portugalsko Milton Road Flutiform S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom

10




Clpnsky’ Stat
EU/EHP

Uchadza¢

Vymysleny nazov

Mnozstvo aktivnej

Farmaceuticka

Spdsob

latky

forma

podévania

Napp Pharmaceuticals Limited
Cambridge Science Park

. . Inhala¢na
Milton Road Flutiform 125mcg/5mcg . . wirs
PT - Portugalsk .
ortugalsko Cambridge CB4 0GW f@%e\?ozrf (\)/ba|e Inhala¢né pouzitie
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform Inhalaéna
PT - Portugalsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cgmbrldge Science Park Flutiform 50 micrograme/5 50mcg/5mcg Inhalacga ., "
RO - Rumunsko Milton Road microarame suspensie de inhalat suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW resur?zaté P tlakovom obale
United Kingdom P
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park 125mea/5me Inhalaéna
RO - Rumunsko Milton Road Flutiform 125 micrograme /5 g g suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW micrograme suspensie de inhalat tlakovom obale
United Kingdom presurizata
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Inhalaéna
RO - Rumunsko Milton Road ;lil::trlzorr?mzsgu?'g:;?gégze;nlﬁglat 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW g P tlakovom obale

United Kingdom

presurizata”

11




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
SK - Slovenska Cgmbridge Science Park _ 50mcg/5meg Inhalaégé o n
republika Mllton.Road Flutiform® 50/5 pg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
) Cambridge Science Park Inhalaéna
rSeI;u-bS”Il((J;/enska Milton Road Flutiform® 125/5ug 125meg/5meg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
) Cambridge Science Park Inhala¢na
SK - Slovenska . . . . s
republika Mllton.Road Flutiform® 250/10 pg 250mcg/10mcg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhala¢na
SE - Svédsko Milton Road Flutiform® S0meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
SE - Svédsko Milton Road Flutiform® 125meg/Smeg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Inhalaéna
- . Flutiform® . . et
SE - Svédsko Milton Road 250mcg/10mcg suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom

12




Clensky’ Stat

EU/EHP Uchadza¢ Vymysleny nazov Mnoistvo aktivnej | Farmaceuticka Spﬁslob .
- latky forma podavania
Napp Pharmaceuticals Limited
UK - Velka Cgmbridge Science Park 50mcg/5meg Inhalaégé o n
Britania Milton Road Flofera® suspenzia v Inhala¢né pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
UK - Velka Ca}mbridge Science Park 125meg/5meg Inhalaégé o »
Britania Milton Road Flofera® suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale
United Kingdom
Napp Pharmaceuticals Limited
UK - Velka Cqmbridge Science Park Inhalaégé
Britania Milton Road Flofera® 250mcg/10mcg suspenzia v Inhalaéné pouzitie
Cambridge CB4 0GW tlakovom obale

United Kingdom
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