PRILOHA I

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



élensky’ stat

EU/EHP Zadatel Smysleny nézev Koncentrace Lékovéa forma Zpisob podani
Napp Rharmageuticals Limited Iffeza 50 Mikrogramm/5
Cambridge Science Park Mikrogramm pro SpriihstoR Suspenze k inhalaci v

AT - Rakousko Milton Road D . . 50mcg/5mcg . Inhalaéni podani
Cambridge CB4 0GW ruckgasinhalation tlakovém obalu
United Kingdom
Napp Pharmaceuticals Limited | ¢4 105 Mikrogrammis
Cambridge Science Park Mikrogramm pro Sprihstof3 Suspenze k inhalaci v

AT - Rakousko Milton Road D . . 125mcg/5mcg . Inhala¢ni podani
Cambridge CB4 0GW ruckgasinhalation tlakovém obalu
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 Mikrogramm/10 Suspenze k inhalaci v

AT - Rakousko Milton Road Mikrogramm pro SpriihstoB | 250mcg/10mcg H kp <m obal Inhala¢ni podani
Cambridge CB4 0GW Druckgasinhalation akovem oball
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 50 mcg/ 5 mcg, Suspenze k inhalaci v

BE - Belgie Milton Road aérosol, suspensie 50mcg/5mcg P , Inhalaéni podani
Cambridge CB4 0GW tlakovem obalu
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 125 meg/ 5 meg, Pressurised Inhalation

BE - Belgie Milton Road aérosol, suspensie 125mcg/5mcg . Inhalation use
Cambridge CB4 0GW Suspension
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 mcg/ 10 mcg, Suspenze k inhalaci v

BE - Belgie Milton Road aérosol, suspensie 250mcg/10mcg P ) Inhalaéni podéani
Cambridge CB4 0GW tlakovem obalu

United Kingdom




élensky’ stat
EU/EHP

Zadatel

Smysleny nazev

Koncentrace

Lékova forma

Zpiisob podani

BG - Bulharsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

BG - Bulharsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakoveém obalu

Inhala¢ni podani

BG - Bulharsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

CY - Kypr

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

CY - Kypr

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

CY - Kypr

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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Clensky stat
EU/EHP

Zadatel

Smysleny nazev

Koncentrace

Lékova forma

Zpiisob podani

CZ - Ceska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

CZ - Ceska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakoveém obalu

Inhala¢ni podani

CZ - Ceska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

DK - Dansko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

DK - Dansko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

DK - Dansko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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FI - Finsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

FI - Finsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

FI - Finsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

FR - Francie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéani

FR - Francie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

FR - Francie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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DE - Némecko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

DE - Némecko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

DE - Némecko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

IS - Island

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

IS - Island

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

IS - Island

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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IE - Irsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

IE - Irsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

IE - Irsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

IT - Italie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéani

IT - Italie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

IT - Italie

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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LU -
Lucembursko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

LU -
Lucembursko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

LU -
Lucembursko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

NL - Nizozemi

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 50 microgram /5
microgram /dosis aérosol,
suspensie

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

NL - Nizozemi

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 125 microgram /5
microgram /dosis aérosol,
suspensie

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

NL - Nizozemi

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 250 microgram /10
microgram /dosis aérosol,
suspensie

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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NO - Norsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

NO - Norsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

NO - Norsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

PL - Polsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéani

PL - Polsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

PL - Polsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani
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PT - Portugalsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

PT - Portugalsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

PT - Portugalsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

RO - Rumunsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 50 micrograme/5
micrograme suspensie de
inhalat presurizata

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

RO - Rumunsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 125 micrograme /5
micrograme suspensie de
inhalat presurizata

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

RO - Rumunsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 250 micrograme /10
micrograme suspensie de
inhalat presurizata

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

10
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SK - Slovenska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 50/5 pg

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

SK - Slovenska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 125/5 ug

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

SK - Slovenska
republika

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 250/10 pg

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéni

SE - Svédsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podéani

SE - Svédsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Suspenze k inhalaci v
tlakovém obalu

Inhala¢ni podani

SE - Svédsko

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Suspenze k inhalaci v
tlakovém obalu

Inhalaéni podani

11




"4

Clensky stat

EU/EHP Zadatel Smysleny ndzev Koncentrace Lékovéa forma Zpisob podani
Napp Pharmaceuticals Limited
UK - Velka Cq:nbrldge guence Park Iffeza 50mcg/5mcg Suspenze k inhalaci v ., .
Britanie Mi ton_Roa tlakovém obalu Inhala¢ni podani
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited
UK - Velka Ca}rlnbrldge (?uence Park Iffeza 125mcg/5mcg Suspenze k inhalaci v . L,
Britanie Mi ton_Roa tlakovém obalu Inhala¢ni podani
Cambridge CB4 0GW
United Kingdom
Napp Pharmaceuticals Limited
. Cambridge Science Park . .
gﬁtén\i/ee'ka Milton Road Iffeza 250mcg/10meg ﬁuiperfze kb'”lha'ac' V' | Inhala¢ni podani
Cambridge CB4 0GW axovem obalu

United Kingdom
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