PRILOHA I

SEZNAM NAZVU LECIVEHO PRIPRAVKU, LEKOVA FORMA, KONCENTRACE, ZPUSOB
PODANI, ZADATELE V CLENSKYCH STATECH



Clensky’ stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Flutiform®
Napp Pharmaceuticals
Limited Flutiform 50 Suspenze k
AT - Rakousko Cqmbrldge Science Park M!krogrammIS 50mcg/5mceg | inhalaci v Inhala¢ni podani
Milton Road Mikrogramm pro tlakovém obalu
Cambridge CB4 0GW Spruhstol}
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Flutiform®
Limited .
Cambridge Science Park E?&';O;;;Zm% Suspenze k
AT - Rakousko Milton Road Mikrogramm pro 125mcg/5mceg | inhalaci v Inhala¢ni podani
Cambridge CB4 0GW ) tlakovém obalu
United Kingdom Spruhstoft
Druckgasinhalation
Napp Pharmaceuticals Flutiform®
Limited
Cambridge Science Park Flutiform 250 250meg/10me Suspenze k
AT - Rakousko Milton Road Mikrogramm/10 inhalaci v Inhala¢ni podani
Cambridge CB4 0GW Mikrogramm pro g tlakovém obalu
United Kingdom SpriihstoR
Druckgasinhalation
Napp Pharmaceuticals
Limited Flutiform®
Cambridge Science Park Suspenze k
BE - Belgie Milton Road Flutiform 50 mcg/ 5 50mcg/5meg | inhalaci v Inhalaéni podani
Cambridge CB4 0GW mcg, aérosol, suspensie tlakovém obalu

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Napp Pharmaceuticals
Limited Flutiform®
Cambridge Science Park Pressurised
BE - Belgie Milton Road Flutiform 125 mcg/ 5 125mcg/5mceg | Inhalation Inhalation use
Cambridge CB4 0GW mcg, aérosol, suspensie Suspension
United Kingdom
Napp Pharmaceuticals
Limited Flutiform®
Cambridge Science Park Suspenze k
BE - Belgie Milton Road Flutiform 250 mcg/ 10 250meg/10me inhalaci v Inhalaéni podani
Cambridge CB4 0GW mcg, aérosol, suspensie g tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limited
Cambridge Science Park 50mca/5me Suspenze k
BG - Bulharsko Milton Road Flutiform® g g inhalaci v Inhalaéni podéni
Cambridge CB4 0GW tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
BG - Bulharsko Cambridge Science Park Flutiform® 125meg/5meg inhalaci v Inhalaéni podani

Milton Road
Cambridge CB4 0GW

tlakovém obalu
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Napp Pharmaceuticals
Limited
Cambridge Science Park . Suspenze k
BG - Bulharsko Milton Road Flutiform® 250meg/10me inhalaci v Inhalaéni podani
Cambridge CB4 0GW g tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
CY - Kypr Ca}mbrldge Science Park Flutiform® 50meg/5meg inhalaci v Inhala¢ni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
Napp Pharmaceuticals
Limited
Cambridge Science Park 125mea/5me Suspenze k
CY - Kypr Milton Road Flutiform® g g inhalaci v Inhalaéni podani
Cambridge CB4 0GW tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limited
Cambridge Science Park . Suspenze k
CY - Kypr Milton Road Flutiform® 250meg/10me. | 4o laci v Inhalagni podén
Cambridge CB4 0GW g tlakovém obalu

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Napp Pharmaceuticals
Limited Suspenze k
CZ - Ceské republika | CamPridge Science Park | o) 0@ S0meg/dSmeg | 4 laci v Inhalacni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
Napp Pharmaceuticals
Limited
Cambridge Science Park 125mea/5me Suspenze k
CZ - Ceska republika | Milton Road Flutiform® g g inhalaci v Inhalaéni podani
Cambridge CB4 0GW tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
CZ - Ceska republika Ca}mbrldge Science Park Flutiform® 250meg/10me inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
Napp Pharmaceuticals
Limited
Cambridge Science Park 50mea/5me Suspenze k
DK - Dénsko Milton Road Flutiform® g 9 | inhalaci v Inhala¢ni podani
Cambridge CB4 0GW tlakovém obalu

United Kingdom




Clensky’ stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Napp Pharmaceuticals
Limited
Cambridge Science Park 125meg/5meg Suspenze k
DK - Dénsko Milton Road Flutiform® inhalaci v Inhalaéni podéni
Cambridge CB4 0GW tlakovém obalu
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
DK - Dénsko Ca}mbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
Fl - Einsko Cgmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
Fl - Einsko Cgmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhala¢ni podéni
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limited Suspenze k
. Cambridge Science Park Flutiform® 250mcg/10mc | . . . L,
FI - Finsko . inhalaci v Inhalaéni podéni
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
ER - Francie Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
ER - Francie Cqmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
. Cambridge Science Park Flutiform® 250mcg/10mc | . . . L,
FR - Francie . inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
DE - Némecko Ca}mbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalagni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limiteq . . Suspenze k
DE - Némecko Cqmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
DE - Némecko Cqmbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
IS - Island Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
Cambridge Science Park Flutiform® 125mcg/5meg | . . . -
IS - Island . inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
Cambridge Science Park Flutiform® 250mcg/10mc | . . ., L,
IS - Island . inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limiteq . . Suspenze k
IE - Irsko Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
Cambridge Science Park Flutiform® 125mcg/5meg | . . ., L,
IE - Irsko . inhalaci v Inhalaéni podéni
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
Cambridge Science Park Flutiform® 250mcg/10mc | . . ., L,
IE - Irsko . inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
IT - Italie Ca}mbrldge Science Park Flutiformo® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
- Cambridge Science Park Flutiformo® 125mcg/5meg | . . ., L,
IT - Italie . inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limited Suspenze k
- Cambridge Science Park Flutiformo® 250mcg/10mc | . . ., L,
IT - Italie . inhalaci v Inhalaéni podéni
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
LU - Lucembursko Cgmbridge Science Park Flutiform® 50meg/5meg inhalaci v Inhala¢ni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
LU - Lucembursko Cqmbrldge Science Park Flutiform® 125meg/5meg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
LU - Lucembursko Ca}mbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Flutiform®
Limite(_j . . . Suspenze k
NL - Nizozemi Ca}mbrldge Science Park FIutl_form 50 microgram 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road /5 microgram /dosis tlakovém obalu
Cambridge CB4 0GW aérosol, suspensie

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals Flutiform®
Limited .
. . Cambridge Science Park Fl_u tiform 125 125mcg/5mcg §uspen_ze k ., L,
NL - Nizozemi . microgram /5 inhalaci v Inhala¢ni podani
Milton Road microgram /dosis tlakovém obalu
Cambridge CB4 0GW aérosogl SUSDEnSie
United Kingdom » SUSP
Napp Pharmaceuticals Flutiform®
Limited .
. . Cambridge Science Park FI_u tiform 250 250mcg/10mc _Suspen_ze k . L,
NL - Nizozemi Milton Road microgram /10 9 inhalaci v Inhalaéni podani
Cambridge CB4 0GW ;ri]élrcor:OglraerS/de%sslise tlakovém obalu
United Kingdom » SUSP
Napp Pharmaceuticals
Limited Suspenze k
NO - Norsko Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
NO - Norsko Cqmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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2

Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limiteq . . Suspenze k
NO - Norsko Cqmbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
PL - Polsko Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
PL - Polsko Cqmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
PL - Polsko Ca}mbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite(_j . . Suspenze k
PT - Portugalsko Ca}mbrldge Science Park Flutiform 50meg/Smeg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limited Suspenze k
PT - Portugalsko Cgmbrldge Science Park Flutiform 125meg/5meg inhalaci v Inhala¢ni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
PT - Portugalsko Cqmbrldge Science Park Flutiform 250mcg/10mc inhalaci v Inhalaéni podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Flutiform®
Limited .
Cambridge Science Park Fl_u tiform S0 50mcg/5mcg _Suspen_ze k ., L,
RO - Rumunsko Milton Road micrograme/5 inhalaci v Inhala¢ni podani
cantrgeCosoaw | ITHEe S
United Kingdom P
Napp Pharmaceuticals Flutiform®
Limited .
Cambridge Science Park FI_u tiform 125 125mcg/5mcg §uspen_ze k ., .,
RO - Rumunsko Milton Road micrograme /5 inhalaci v Inhala¢ni podani
Cambridge CB4 0GW micrograme suspensie tlakovém obalu

United Kingdom

de inhalat presurizata
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Clensky’ stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpisob podani
Napp Pharmaceuticals Flutiform®
Limited .
Cambridge Science Park Fl_u tiform 250 250mcg/10mc §uspen_ze k . L,
RO - Rumunsko Milton Road micrograme /10 q inhalaci v Inhala¢ni podani
Cambridge CB4 0GW (r;:el(i:;?grlz?wersuszzr;ﬁ tlakovém obalu
United Kingdom presufizata
Napp Pharmaceuticals
Limited .
SK - Slovenskéa Cambridge Science Park E:;/;gform@ 50mcg/5mcg isnuhsapIZZiZ(\e/k Inhalacni podéni
republika Milton Road - tlakovém obalu ’
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited Suspenze k
SK - Slovenskéa Cambridge Science Park Flutiform® 125mcg/5mcg inhaplaci v Inhalacni podéni
republika Milton Road 125/5ug Hakovém opald P
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limited
SK - Slovenskéa Ca}mbrldge Science Park Flutiform® 250mcg/10mc .Suspen_ze k . L,
republika Milton Road 250/10 g g inhalaci v Inhalaéni podéni
Cambridge tlakovém obalu
CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limiteq . . Suspenze k
SE - Svédsko Cqmbrldge Science Park Flutiform® 50mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
SE - Svédsko Cqmbrldge Science Park Flutiform® 125mcg/5mcg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limiteq . . Suspenze k
SE - Svédsko Cqmbrldge Science Park Flutiform® 250mcg/10mc inhalaci v Inhalagnf podani
Milton Road g tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite<_1| . Suspenze k
UK - Velké Britanie Ca}mbrldge Science Park Flofera® 50meg/5meg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals
Limite<_1| . Suspenze k
UK - Velka Britanie Ca}mbrldge Science Park Flofera® 125meg/5meg inhalaci v Inhalaéni podani
Milton Road tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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Clensky stat

Zadatel

SmysSleny nazev

EU/EHP Koncentrace | Lékova forma Zpiisob podani
Napp Pharmaceuticals
Limited Suspenze k

UK - Velka Britanie C"’Tmb“dge Science Park Flofera® 250meg/10me inhalaci v Inhalaéni podéni
Milton Road g tlakovém obalu
Cambridge CB4 0GW

United Kingdom
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