I. PIELIKUMS

ZALU NOSAUKUMI, ZALU FORMA, STIPRUMS, LIETOSANAS VEIDS, PIETEIKUMA
IESNIEDZEJI DALIBVALSTIS



Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited Flutiform®
) Cqmbrldge Science Park Flutiform 50 Mikrogramm/5 Aeroso-ls 1_nhalac1]am, o
AT - Austrija Milton Road . . 50mcg/5mcg zem spiediena, Inhalacijam
. Mikrogramm pro Sprihstof3 .
Cambridge CB4 0GW Druckgasinhalation suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
) Cqmbrldge Science Park Flutiform 125 Mikrogramm/5 Aeroso_ls 1_nhalac1]arn, o
AT - Austrija Milton Road . g 125mcg/5mcg zem spiediena, Inhalacijam
. Mikrogramm pro Sprihstof3 .
Cambridge CB4 0GW Bruckgasinhalation suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Aerosols inhalacijam,
AT - Austrija Milton Road Flutiform 250 Mikrogramm/10 | 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW Mikrogramm pro Sprihstof3 suspensija
United Kingdom Druckgasinhalation
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Aerosols inhalacijam,
BE - Belgija Milton Road Flutiform 50 mcg/ 5 mcg, 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW aérosol, suspensie suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Aerosols inhalacijam,
BE - Belgija Milton Road Flutiform 125 mcg/ 5 mcg, 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW aérosol, suspensie suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Aerosols inhalacijam,

BE - Belgija Milton Road Flutiform 250 mcg/ 10 mcg, 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW aérosol, suspensie suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

BG - Bulgarija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

BG - Bulgarija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

BG - Bulgarija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

CY - Kipra Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,
CY - Kipra Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Ca.mbridge Science Park . Aerosols inhalacijam,
CY - Kipra Mllton_Road Flutiform® 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
1. Cambridge Science Park . Aerosols inhalacijam,
CR:eZp_ugl?E;JaS Milton Road Flutiform® 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
“ 1. Cambridge Science Park . Aerosols inhalacijam,
gfphgl?ﬁgas Milton Road Flutiform® 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
“ 1. Cambridge Science Park . Aerosols inhalacijam,
gfphgl?ﬁgas Milton Road Flutiform® 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

DK - Danija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Ca.mb“dge Science Park . Aerosols inhalacijam,

DK - Danija Mllton_Road Flutiform® 125mcg/5mcg zem spiediena Inhalacijam
Cambridge CB4 0GW suspensija ’
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

DK - Danija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

FI - Somija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

FI - Somija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

FI - Somija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

FR - Francija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited

) Cambridge Science Park Flutiform® Aerosols inhalacijam,

FR - Francija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited

) Cambridge Science Park Flutiform® Aerosols inhalacijam,

FR - Francija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

DE - Vacija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

DE - Vacija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

DE - Vacija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

IS - Islande Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

IS - Islande Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

IS - Islande Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park . Aerosols inhalacijam,
_ . Flutiform® - e
IE - Irija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
. Cambridge Science Park Flutiform® Aerosols inhalacijam,
IE - Irija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
i Cambridge Science Park Flutiform® Aerosols inhalacijam,
IE - Irija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiformo® Aerosols inhalacijam,
IT - Italija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park . Aerosols inhalacijam,
e . Flutiformo® - L
IT - Italija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park . Aerosols inhalacijam,

1. . Flutiformo® - e

IT - Italija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

LU - Luksemburga | Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

LU - Luksemburga | Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

LU - Luksemburga | Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 50 microgram /5 Aerosols inhalacijam,

NL - Niderlande Milton Road microgram /dosis aérasol 50mcg/5meg zem spiediena, Inhalacijam
Cambridge CB4 0GW ’ suspensija

United Kingdom

suspensie




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Aerosols inhalacijam,
NL - Niderlande Milton Road Fl_u tiform 125 mlcrqgram 5 125mcg/5mcg zem spiediena, Inhalacijam
. microgram /dosis aérosol, .
Cambridge CB4 0GW suspensie suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Aerosols inhalacijam,
NL - Niderlande Milton Road F[u tiform 250 mlcrqgram 10 250mcg/10mcg zem spiediena, Inhalacijam
. microgram /dosis aérosol, ..
Cambridge CB4 0GW suspensie suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,
NO - Norvégija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,
NO - Norvégija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,
NO - Norvégija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom

10




Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

PL - Polija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

PL - Polija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

PL - Polija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform Aerosols inhalacijam,

PT - Portugale Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Ca_mbrldge Science Park . Aerosols inhalacijam,

PT - Portugale Milton Road Flutiform 125mcg/5mcg zem spiediena Inhalacijam
Cambridge CB4 0GW '

United Kingdom

suspensija
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Dalibvalsts

ES/EEA Pieteikuma iesniedzgjs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform Aerosols inhalacijam,
PT - Portugale Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park Flutiform 50 microarame/5 Aerosols inhalacijam,
RO - Rumanija Milton Road : g 50mcg/5meg zem spiediena, Inhalacijam
. micrograme suspensie de .
Cambridge CB4 0GW inhalat presurizati suspensija
United Kingdom presu
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Aerosols inhalacijam,
RO - Rumanija Milton Road Fl_u tiform 125 rmicrograme 5 125mcg/5mcg zem spiediena, Inhalacijam
. micrograme suspensie de .
Cambridge CB4 0GW inhalat bresurizati suspensija
United Kingdom prest
Napp Pharmaceuticals Limited Flutiform®
Cambridge Science Park . . Aerosols inhalacijam,
RO - Rumanija Milton Road Fl_u tiform 250 rmicrograme /10 250mcg/10mcg zem spiediena, Inhalacijam
. micrograme suspensie de .
Cambridge CB4 0GW inhalat bresurizati” suspensija
United Kingdom prest
Napp Pharmaceuticals Limited
SK - Slovakii Cambridge Science Park Aerosols inhalacijam,
R epublio l:; yas Milton Road Flutiform® 50/5 pg 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom
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Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited

SK - Slovakijas Cgmbridge Science Park _ Aeroso_ls i_nhalﬁcijﬁm,

Republika Milton Road Flutiform® 125/5ug 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited

. Cambridge Science Park Aerosols inhalacijam,

SK - Slovakijas . . - o

Republika Mllton_Road Flutiform® 250/10 pg 250mcg/10mcg zem spl_e_dlena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

SE - Zviedrija Milton Road 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

SE - Zviedrija Milton Road 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Flutiform® Aerosols inhalacijam,

SE - Zviedrija Milton Road 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom
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Dalibvalsts

ES/EEA Pieteikuma iesniedzejs Pieskirtais nosaukums Stiprums Zalu forma LietoSanas veids
Napp Pharmaceuticals Limited
Cambridge Science Park Aerosols inhalacijam,

UK - Lielbritanija | Milton Road Flofera® 50mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Aerosols inhalacijam,

UK - Lielbritanija | Milton Road Flofera® 125mcg/5mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija
United Kingdom
Napp Pharmaceuticals Limited
Cambridge Science Park Aerosols inhalacijam,

UK - Lielbritanija | Milton Road Flofera® 250mcg/10mcg zem spiediena, Inhalacijam
Cambridge CB4 0GW suspensija

United Kingdom
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