I. MELLEKLET

FELSOROLAS: MEGNEVEZES, GYOGY§ZERFORMA, GYOG)(SZERKESZI'TMENY-DOZIS,
ALKALMAZASI MOD, KERELMEZOK A TAGALLAMOKBAN



Tagallam

Torzskonyvezett

EU/EGT Kérelmezo . Dozis Gyéagyszerforma Alkalmazési méd
Napp Rharmageuticals Limited Iffeza 50 Mikrogramm/5
AT - Ausztria fﬁm'%%ig clence Park Mikrogramm pr(_) Spraihstofs 50mcg/5mcg _TUInyopjésos . Inhalécié/s
Cambridge CB4 0GW Druckgasinhalation inhalacios szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited Iffeza 125 Mikrogramm/5
. C"’!mb“dge Science Park Mikrogramm pro Sprihstof3 Talnyomasos Inhalacios
AT - Ausztria Milton Road Druckaasinhalati 125mcg/5mcg inhalacic i | alkal .
Cambridge CB4 0GW gasinhalation inhalacios szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 Mikrogramm/10 Talnyomasos Inhalacics
AT - Ausztria Milton Road Mikrogramm pro SpriihstoB | 250mcg/10mcg inhalécid i6 | alkalmaza
Cambridge CB4 0GW Druckgasinhalation inhalacios szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 50 mcg/ 5 mcg, Talnyomésos Inhaléciés
BE - Belgium Milton Road aérosol, suspensie 50mcg/5mcg . . . .
Cambridge CB4 0GW inhal&cids szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 125 meg/ 5 meg, Talnyomasos Inhalacios
BE - Belgium Milton Road aérosol, suspensie 125mcg/5mcg . s . .
Cambridge CB4 0GW inhalacids szuszpenzié | alkalmazés
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza 250 mcg/ 10 mcg, TaInvomésos Inhaldciés
BE - Belgium Milton Road aérosol, suspensie 250mcg/10mcg . y L . .
Cambridge CB4 0GW inhal&cids szuszpenzié | alkalmazas

United Kingdom




Tagallam
EU/EGT

Kérelmezo

Torzskonyvezett
megnevezes

Dozis

Gyobgyszerforma

Alkalmazasi méd

BG - Bulgéria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

BG - Bulgéria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

BG - Bulgéria

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

CY - Ciprus

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

CY - Ciprus

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

CY - Ciprus

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas
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CZ - Csehorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

CZ - Csehorszég

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

CZ - Csehorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

DK - Déania

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

DK - Dénia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

DK - Dénia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas
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FI - Finnorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

FI - Finnorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

FI - Finnorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

FR -
Franciaorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

FR -
Franciaorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

FR -
Franciaorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas




Tagallam
EU/EGT

Kérelmezo

Torzskonyvezett
megnevezes

Dozis

Gyobgyszerforma

Alkalmazasi méd

DE -
Németorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

DE -
Németorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

DE -
Németorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

IS - Izland

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

IS - Izland

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

IS - Izland

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza®

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas
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IE - lrorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

IE - lrorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

IE - Irorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

IT - Olaszorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacioés
alkalmazas

IT - Olaszorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalécids
alkalmazas

IT - Olaszorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas




Tagallam

Torzskonyvezett

EU/EGT Kérelmezo Meanevezés Dozis Gyodgyszerforma Alkalmazasi mod
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Talnyomasos Inhalécios
LU - Luxembur Milton Road . . L .
9 Cambridge CB4 0GW S0meg/5meg inhal&cids szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Talnyomasos Inhalécios
LU-L b Milton Road . . .
uxemburg Cz;m?)r:id;: CB4 0GW 125meg/5meg inhalacids szuszpenzié | alkalmazés
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Tulnyomasos Inhalécids
LU - Luxembur Milton Road . s . .
uxemburg Ca:mbridge CB4 0GW 250meg/10meg inhalacids szuszpenzié | alkalmazés
United Kingdom
Napp Pharmaceuticals Limited Iffeza 50 microgram /5
Cambridge Science Park microgram /dosis aérosol, . . L
NL - Hollandia Milton R%ad susper?sie S0meg/Smeg Tulnyomasos Inhalacios
Cambridge CB4 0GW inhal&cios szuszpenzio | alkalmazas
United Kingdom
Napp Rharmaqeuticals Limited Iffeza 125 microgram /5
Cambridge Science Park microgram /dosis aérosol 125mcg/5mcg Talnyomasos Inhalécios
NL - Hollandi Milton Road . ' . . .
otlandia Cf;m?)?id;:CM 0GW suspensie inhalacids szuszpenzié | alkalmazés
United Kingdom
gap%Rzam;ac_eutmaF!s Lk'm'ted Iffeza 250 microgram /10
NL - Hollandia Ma:?:or:IR%Zd clence Far microgram /dosis aérosol, 250mea/10me Tulnyomasos Inhalécids
Cambridge CB4 0GW suspensie g g inhalacids szuszpenzié | alkalmazés

United Kingdom
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NO - Norvégia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacios
alkalmazas

NO - Norvégia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalacios
alkalmazas

NO - Norvégia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffera®

250mcg/10mcg

Talnyomasos
inhalacids szuszpenzid

Inhalacids
alkalmazas

PL -
Lengyelorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacios
alkalmazas

PL -
Lengyelorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalacids
alkalmazas

PL -
Lengyelorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhal&cios szuszpenzio

Inhalacids
alkalmazas




Tagallam

Torzskonyvezett

EU/EGT Kérelmezo . Dozis Gyogyszerforma Alkalmazési méd
Napp Pharmaceuticals Limited
Cambridge Science Park f / il . halaci6
PT - Portugdlia Milton Road Iffeza 50mcg/5mcg Tulnyomasos Inhal&cios
Cambridge CB4 0GW inhal&cios szuszpenzio | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park , . (s
PT - Portugélia Milton Road Iffeza 125mcg/5mcg Talnyomasos Inhalécios
Cambridge CB4 0GW inhalacids szuszpenzié | alkalmazés
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Iffeza Tulnyomasos Inhalécids
PT - Portugélia Milton Road . ., ., ,
g Cambridge CB4 0GW 250meg/10meg inhalacids szuszpenzié | alkalmazés
United Kingdom
g:&%zgaggiciiﬁggﬂz rt'm'ted Iffeza 50 micrograme/5
RO - Romania Milton R%ad micrograme suspensie de 50mcg/5mcg Talnyomasos Inhalécios
Cambridge CB4 0GW inhalat presurizata inhal&cios szuszpenzio | alkalmazas
United Kingdom
gza%ﬁgagmsﬁiﬁzgﬂz rLk'm'ted Iffeza 125 micrograme /5
RO - Romania Milton R%a q micrograme suspensie de 125mcg/5mceg Tulnyomasos Inhalécids
Cambridge CB4 0GW inhalat presurizata inhalacids szuszpenzié | alkalmazés
United Kingdom
g:&%ﬁgg;@iﬁgﬁggﬂz rt'm'ted Iffeza 250 micrograme /10
RO - Roménia Milton Road mlcrograme sgspe:\nme de 250meg/10meg ?I'ulnyop?asos 5 Inhalauo/s
Cambridge CB4 0GW inhalat presurizata inhalacios szuszpenzié | alkalmazas

United Kingdom
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SK - Szlovéakia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 50/5 pg

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacios
alkalmazas

SK - Szlovéakia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 125/5 ug

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalaciods
alkalmazas

SK - Szlovékia

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza 250/10 pg

250mcg/10mcg

Tulnyomasos
inhalacids szuszpenzid

Inhalacids
alkalmazas

SE - Svédorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

50mcg/5mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacios
alkalmazas

SE - Svédorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

125mcg/5mcg

Talnyomasos
inhalacids szuszpenzid

Inhalacids
alkalmazas

SE - Svédorszag

Napp Pharmaceuticals Limited
Cambridge Science Park
Milton Road

Cambridge CB4 0GW

United Kingdom

Iffeza

250mcg/10mcg

Talnyomasos
inhalacios szuszpenzid

Inhalacids
alkalmazas
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Tagallam

EU/EGT Kérelmezo L%rzr]sé(\;)er;\é\slezett Dozis Gyogyszerforma Alkalmazési méd
Napp Pharmaceuticals Limited
UK - Nagy- &?ng'g%igmence Park Iffeza 50mcg/5mcg Talnyomasos Inhalécios
Britannia Cambridge CB4 0GW inhalacios szuszpenzié | alkalmazas
United Kingdom
Napp Pharmaceuticals Limited
UK - Nagy- :\Z/la:?twgr?g%zgmence Park Iffeza 125mcg/5mcg Talnyomasos Inhalécios
Britannia Cambridge CB4 0GW inhalacids szuszpenzié | alkalmazés
United Kingdom
Napp Pharmaceuticals Limited
UK - Nagy- Eﬂiwg;lg%zgmence Park Iffeza 250mea/10me Talnyomasos Inhalacios
Britannia Cambridge CB4 0GW g g inhalacids szuszpenzié | alkalmazés

United Kingdom
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