Priloha I

Seznam vnitrostatné schvalenych lécivych pripravki



Clensky stat
EHP

Drzitel rozhodnuti o registraci

Nazev pripravku

Léciva latka + mnozstvi

Lékova forma

Rakousko 3m Health Care Ltd Aerocortin Beklometazon dipropionat 50 pg / Roztok k inhalaci
50 pl v tlakovém obalu

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat Flutikason propionat 50ug davka Suspenze k inhalaci
M.B.H. v tlakovém obalu

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat Diskus Flutikason propionat 500ug davka Prasek k inhalaci
M.B.H. Forte Allen

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat Diskus Flutikason propionat 100ug davka Prasek k inhalaci
M.B.H. Junior Allen

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat ,allen* Flutikason propionat 125ug davka Suspenze k inhalaci
M.B.H. v tlakovém obalu

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat ,,allen* Flutikason propionat 250ug davka Prasek k inhalaci
M.B.H.

Rakousko Allen Pharmazeutika Gesellschaft Fluticasonpropionat ,,allen* Flutikason propionat 250ug davka Suspenze k inhalaci
M.B.H. v tlakovém obalu

Rakousko Allen Pharmazeutika Gesellschaft Samtoral Diskus Standard Flutikason propionat 250ug davka, Davkovany prasek
M.B.H. salmeterol 50ug davka k inhalaci

Rakousko Astrazeneca Osterreich Gmbh Pulmicort Budesonid 400ug davka Prasek k inhalaci

Rakousko Astrazeneca Osterreich Gmbh Pulmicort Turbohaler Budesonid 100ug davka Prasek k inhalaci

Rakousko Astrazeneca Osterreich Gmbh Pulmicort Turbohaler Budesonid 200ug davka Prasek k inhalaci

Rakousko Astrazeneca Osterreich Gmbh Pulmicort Turbohaler Budesonid 400ug davka Prasek k inhalaci

Rakousko Astrazeneca Osterreich Gmbh Symbicort Forte Turbohaler | Budesonid 320ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9ug davka
Rakousko Astrazeneca Osterreich Gmbh Symbicort Turbohaler Budesonid 160ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 4,5ug davka
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Rakousko Chiesi Pharmaceuticals Gmbh Budiair Budesonid 0,2 mg / 0,05 ml Roztok k inhalaci
v tlakovém obalu
Rakousko Chiesi Pharmaceuticals Gmbh Budiair Jet Budesonid 0,2 mg / 0,05 ml Roztok k inhalaci
v tlakovém obalu
Rakousko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6ug davka
Rakousko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50ug davka k inhalaci
Rakousko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Flutikason propionat 125 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Flutikason propionat 250 pg davka Davkovany prasek
k inhalaci
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Diskus Forte Flutikason propionat 500 pg davka Prasek k inhalaci
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Diskus Junior Flutikason propionat 100 pg davka Prasek k inhalaci
Rakousko Glaxosmithkline Pharma Gmbh. Flixotide Junior Flutikason propionat 125 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Rakousko Glaxosmithkline Pharma Gmbh. Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Rakousko Pari Pharma Gmbh Buparid Budesonid 0,25 mg v ampulce Suspenze
k rozpraSovani
Rakousko Pari Pharma Gmbh Buparid Budesonid 0,5 mg v ampulce Suspenze

k rozprasSovani
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Rakousko Pari Pharma Gmbh Buparid Budesonid 1 mg v ampuice Suspenze
k rozprasSovani
Rakousko Sandoz Gmbh Airflusal Forspiro Flutikason propionat 233 pg davka, Prasek k inhalaci
salmeterol 45 ug davka
Rakousko Sandoz Gmbh Airflusal Forspiro Flutikason propionat 465 pg davka, Prasek k inhalaci
salmeterol 45 ug davka
Belgie Chiesi Sa-Nv Inuvair Formoterol fumarat 6 pg davka, Roztok k inhalaci
beklometason dipropionat bezvody v tlakovém obalu
100 pg davka
Belgie Cipla Europe Nv Salmeterol/flutikason Cipla | Salmeterol 25 pg / davka; flutikason Suspenze k inhalaci
propionat 125 pg / davka v tlakovém obalu
Belgie Elpen Pharmaceutical Co. Inc. Flusalio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Belgie Elpen Pharmaceutical Co. Inc. Flusalio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Belgie Glaxosmithkline Pharmaceuticals Flixotide Flutikason propionat 0,05 mg / 2 ml Roztok pro
S.A. rozpraSovani
Belgie Glaxosmithkline Pharmaceuticals Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
S.A. v tlakovém obalu
Belgie Glaxosmithkline Pharmaceuticals Flixotide Flutikason propionat 2 mg / 2 ml Roztok pro
S.A. rozprasSovani
Belgie Glaxosmithkline Pharmaceuticals Flixotide Flutikason propionat 50 ug k inhalaci Suspenze k inhalaci
S.A. v tlakovém obalu
Belgie Glaxosmithkline Pharmaceuticals Flixotide Diskus Flutikason propionat 100ug davka Prasek k inhalaci
S.A.
Belgie Glaxosmithkline Pharmaceuticals Flixotide Diskus Flutikason propionat 250ug davka Prasek k inhalaci
S.A.
Belgie Glaxosmithkline Pharmaceuticals Flixotide Diskus Flutikason propionat 500ug davka Prasek k inhalaci

S.A.
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Belgie Glaxosmithkline Pharmaceuticals Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
S.A. salmeterol xinafoat 50 pg davka k inhalaci
Belgie Nv Astrazeneca Sa Pulmicort Turbohaler Budesonid 20 Opg davka Prasek k inhalaci
Belgie Nv Astrazeneca Sa Symbicort Forte Turbohaler | Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9ug davka
Belgie Nv Astrazeneca Sa Symbicort Turbohaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Belgie Orion Corporation Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace
Belgie Orion Corporation Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace
Belgie Pari Pharma Gmbh Buparid Budesonid 0,25 mg v ampulce Suspenze
k rozpraSovani
Belgie Pari Pharma Gmbh Buparid Budesonid 0,5 mg v ampulce Suspenze
k rozpraSovani
Belgie Pari Pharma Gmbh Buparid Budesonid 1 mg v ampuice Suspenze
k rozprasSovani
Belgie Sandoz N.V. Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason 500 pg davka
Bulharsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Bulharsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka
Bulharsko Chiesi Pharmaceuticals Gmbh Foster Formoterol fumarat 6 pg davka, Roztok k inhalaci
beklometason dipropionat bezvody v tlakovém obalu
100 pg davka
Bulharsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Bulharsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Bulharsko Glaxosmithkline Eood Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Bulharsko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 pg inhalace
Bulharsko Orion Oyj Bufomix Easyhaler Budesonid 320 g inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace
Bulharsko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 500 pg davka
Bulharsko Sopharma Ad Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Chorvatsko Astrazeneca D.O.O Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Chorvatsko Astrazeneca D.O.O Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Chorvatsko Clinres Farmacija D.O.O. Dimenium Flutikason propionat 100 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
Chorvatsko Clinres Farmacija D.O.O. Dimenium Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Chorvatsko Clinres Farmacija D.O.O. Dimenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Chorvatsko Glaxosmithkline D.0O.O. Salmeterol/Flutikazonpropio | Flutikason propionat 500 pg davka, Davkovany prasek
nat Diskus Glaxosmithkline | salmeterol 5 Opg davka k inhalaci
Chorvatsko Glaxosmithkline D.0O.O. Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
Chorvatsko Providens D.O.O. Foster Formoterol fumarat 6 pg davka, Roztok k inhalaci

beklometason dipropionat bezvody
100 ug davka

v tlakovém obalu
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Chorvatsko Salvus D.O.O. Saldisk Flutikason propionat 100 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci

Chorvatsko Salvus D.0O.O. Saldisk Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Chorvatsko Salvus D.0O.O. Saldisk Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Chorvatsko Sandoz D.0O.O. Airflusal Forspiro Flutikason propionat 233 pg davka, Davkovany prasek
salmeterol 45 ug davka k inhalaci

Chorvatsko Sandoz D.0O.O. Airflusal Forspiro Flutikason propionat 465 ug davka, Davkovany prasek
salmeterol 45 ug davka k inhalaci

Kypr Astrazeneca Ab Symbicort Turbuhaler Budesonid 16 Opg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Kypr Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka

Kypr Costakis Tsisios & Co. Ltd Fluticapen Flutikason propionat 250 pg davka Davkovany prasek

k inhalaci
Kypr Costakis Tsisios & Co. Ltd Fluticapen Flutikason propionat 500 pg davka Davkovany prasek
k inhalaci

Kypr Costakis Tsisios & Co. Ltd Pulmoton Budesonid 100 pg davka, formoterol Davkovany prasek
fumarat dihydrat 6 ug davka k inhalaci

Kypr Costakis Tsisios & Co. Ltd Pulmoton Budesonid 200 pg davka, formoterol Davkovany prasek
fumarat dihydrat 6 ug davka k inhalaci

Kypr Costakis Tsisios & Co. Ltd Pulmoton Budesonid 400 pg davka, formoterol Davkovany prasek
fumarat dihydrat 12 pg davka k inhalaci

Kypr Costakis Tsisios & Co. Ltd Rolenium Flutikason propionat 100 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Kypr Costakis Tsisios & Co. Ltd Rolenium Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Kypr Costakis Tsisios & Co. Ltd Rolenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Kypr Glaxo Group Limited Flixotide Diskus Flutikason propionat 100 pg davka Prasek k inhalaci

Kypr Glaxo Group Limited Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci

Kypr Glaxo Group Limited Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci

Kypr Orion Corporation Bufomix Easyhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat Ph.Eur. 4,5 ug davka

Kypr Orion Corporation Bufomix Easyhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat Ph.Eur. 9 pg davka

Kypr Orion Corporation Orest Easyhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat Ph.Eur. 4,5 ug davka

Kypr Orion Corporation Orest Easyhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat Ph.Eur. 9 pg davka

Ceska Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci

republika fumarat dihydrat 4,5 pg davka

Ceska Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci

republika fumarat dihydrat 9 ug davka

Ceska Chiesi Pharmaceuticals Gmbh Combair Formoterol fumarat dihydrat 1,08 mg, | Roztok k inhalaci

republika beklometason dipropionat 18 mg v tlakovém obalu

Ceska Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 500 pg davka, Davkovany prasek

republika salmeterol 50 ug davka k inhalaci

Ceska Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 250 pg davka, Davkovany prasek

republika salmeterol 50 ug davka k inhalaci

Ceska Glaxo Group Limited Flixotide Flutikason propionat 125 pg Suspenze k inhalaci

republika v tlakovém obalu
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Ceska Glaxo Group Limited Flixotide Flutikason propionat 250 pg Suspenze k inhalaci

republika v tlakovém obalu

Ceska Glaxo Group Limited Flixotide Flutikason propionéat 50 ug Suspenze k inhalaci

republika v tlakovém obalu

Ceska Glaxo Group Limited Flixotide Diskus Flutikason propionat 100 pg Prasek k inhalaci

republika

Ceska Glaxo Group Limited Flixotide Diskus Flutikason propionat 250 pg Prasek k inhalaci

republika

Ceska Glaxo Group Limited Flixotide Diskus Flutikason propionat 500 pg Prasek k inhalaci

republika

Ceska Glaxo Group Limited Seretide Diskus Flutikason propionat 500 pg, Prasek k inhalaci

republika salmeterol xinafoat 72,5 ug

Ceska Sandoz S.R.O. Airflusan Forspiro Flutikason propionéat 0,25 mg, Davkovany prasek

republika salmeterol xinafoat 0,073 mg k inhalaci

Ceska Sandoz S.R.O. Airflusan Forspiro Flutikason propionat 0,5 mg, Davkovany prasek

republika salmeterol xinafoat 0,073 mg k inhalaci

Dansko Astrazeneca A-S Symbicort Forte Turbuhaler | Budesonid 320ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9ug davka

Dansko Astrazeneca A-S Symbicort Turbuhaler Budesonid 160ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5ug davka

Dansko Chiesi Farmaceutici S.P.A. Innovair Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat 6 v tlakovém obalu
ug davka

Dansko Elpen Pharmaceutical Co. Inc. Flusaterol Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Dansko Elpen Pharmaceutical Co. Inc. Flusaterol Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka, monohydrat k inhalaci
laktézy 24,677 mg davka

Dansko Glaxosmithkline Pharma A-S Seretide Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol xinafoat 50 g davka

k inhalaci
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Dansko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace

Dansko Orion Oyj Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 g inhalace

Dansko Sandoz A-S Airflusal Forspiro Flutikason propionat 233 pg davka, Davkovany prasek
salmeterol 45 ug davka k inhalaci

Dansko Sandoz A-S Airflusal Forspiro Flutikason propionat 465 pg davka, Davkovany prasek
salmeterol 45 ug davka k inhalaci

Estonsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Estonsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka

Estonsko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat 6 v tlakovém obalu
ug davka

Estonsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Estonsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Estonsko Glaxo Wellcome Ltd Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci

Estonsko Glaxo Wellcome House Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Estonsko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Estonsko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 5 Oug davka k inhalaci

Finsko Astrazeneca Oy Symbicort Forte Turbuhaler | Budesonid 32 Oug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9 pg davka

10
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Finsko Astrazeneca Oy Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Finsko Chiesi Farmaceutici S.P.A. Innovair Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Finsko Chiesi Farmaceutici S.P.A. Innovair Nexthaler Formoterol fumarat dihydrat 6 ug Prasek k inhalaci
davka, beklometason dipropionat
bezvody 100 ug davka

Finsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Finsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Finsko Glaxosmithkline Oy Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Finsko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 ug inhalace

Finsko Orion Oyj Bufomix Easyhaler Budesonid 320 g inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace

Francie Astrazeneca France Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Francie Astrazeneca France Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka

Francie Chiesi S.A. Formodual Formoterol fumarat dihydrat 6 g Roztok k inhalaci
davka, beklometason dipropionat v tlakovém obalu
bezvody 100 pg davka

Francie Chiesi S.A. Innovair Formoterol fumarat dihydrat 6 g Roztok k inhalaci
davka, beklometason dipropionat v tlakovém obalu
bezvody 100 ug davka

Francie Laboratoire Glaxosmithkline S.A.S. Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Némecko 3m Health Care Ltd Bronchocort Novo Beklometazon dipropionat 100 pg / 50 | Roztok k inhalaci
ul v tlakovém obalu
Némecko 3m Health Care Ltd Junik Beklometason dipropionat 100 ug Roztok k inhalaci
davka v tlakovém obalu
Némecko Abz-Pharma Gmbh Beclomethasone Beklometason dipropionat Roztok k inhalaci
Dipropionate Ct 0,05mg/ 18,79 v tlakovém obalu
Némecko Meda Pharma Gmbh & Co. Kg Budecort Novolizer Budesonid, mikronizovany 0,2 mg Prasek k inhalaci
davka
Némecko Meda Pharma Gmbh & Co. Kg Budecort Novolizer Budesonid, mikronizovany 0,4 mg Prasek k inhalaci
davka
Némecko Astrazeneca Gmbh Pulmicort Budesonide Budesonid 0,5 mg Suspenze
k rozpraSovani
Némecko Astrazeneca Gmbh Pulmicort Budesonide Budesonid 1,0 mg Suspenze
k rozpraSovani
Némecko Astrazeneca Gmbh Pulmicort Budesonid 40 pg davka Prasek k inhalaci
Némecko Astrazeneca Gmbh Pulmicort Turbohaler Budesonid 200 ug davka Prasek k inhalaci
Némecko Astrazeneca Gmbh Symbicort Turbohaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Némecko Astrazeneca Gmbh Symbicort Turbohaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka
Némecko Chiesi Farmaceutici S.P.A. Kantos Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka
Némecko Chiesi Farmaceutici S.P.A. Kantos Master Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka
Némecko Chiesi Gmbh Budiair Budesonid 200 pg sprej Roztok k inhalaci

v tlakovém obalu

12




Clensky stat
EHP

Drzitel rozhodnuti o registraci

Nazev pripravku

Léciva latka + mnozstvi

Lékova forma

Némecko Chiesi Gmbh Foster Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat 6 v tlakovém obalu
ug davka

Némecko Chiesi Gmbh Ribuvent Budesonid 200 pg vdechnuti Roztok k inhalaci

v tlakovém obalu

Némecko Chiesi Gmbh Sanasthmax Beklometason dipropionat Roztok k inhalaci
250 pg / 59,2 mg v tlakovém obalu

Némecko Chiesi Gmbh Sanasthmax Junior Beklometason dipropionat Roztok k inhalaci
50 ug / 59 mg v tlakovém obalu

Némecko Elpen Pharmaceutical Co. Inc. Flusalio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Némecko Elpen Pharmaceutical Co. Inc. Flusalio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Némecko Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Némecko Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Némecko Glaxosmithkline Gmbh & Co. Kg Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci

Némecko Glaxosmithkline Gmbh & Co. Kg Flixotide Forte Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci

v tlakovém obalu

Némecko Glaxosmithkline Gmbh & Co. Kg Flixotide Forte Diskus Flutikason propionat 500 pg davka Prasek k inhalaci

Némecko Glaxosmithkline Gmbh & Co. Kg Flutide Diskus Flutikason propionat 250 pg davka Davkovany prasek

k inhalaci
Némecko Glaxosmithkline Gmbh & Co. Kg Flutide Forte Flutikason propionat 220 pg vdechnuti | Suspenze k inhalaci
v tlakovém obalu
Némecko Glaxosmithkline Gmbh & Co. Kg Flutide Forte Diskus Flutikason propionat 500 pg davka Davkovany prasek

k inhalaci
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Némecko Glaxosmithkline Gmbh & Co. Kg Viani Forte Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
Némecko Heumann Pharma Gmbh & Co. Budesonid Budesonid 0,2 mg Prasek k inhalaci
Generica Kg
Némecko Hexal Ag Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 500 pg davka
Némecko Hexal Ag Budes N Budesonid 0,2 mg davka Roztok k inhalaci
v tlakovém obalu
Némecko Janssen-Cilag Gmbh Inuvair Beklometason dipropionat 100 g Roztok k inhalaci
inhalace, formoterol fumarat 6 pg v tlakovém obalu
inhalace
Némecko Meda Pharma Gmbh & Co. Kg Budesonid Novolizer Meda Budesonid 400 pg inhalace Prasek k inhalaci
Pharma Gmbh & Co. Kg
Némecko Meda Pharma Gmbh & Co. Kg Novopulmon Novolizer Budesonid 200 ug davka Prasek k inhalaci
Némecko Meda Pharma Gmbh & Co. Kg Novopulmon Novolizer Budesonid 400 pg davka Prasek k inhalaci
Némecko Mylan Dura Gmbh Budesonid Mylan Budesonid 0,2 mg Prasek k inhalaci
Némecko Orion Corporation Beclomet Easyhaler Beklometason dipropionat 0,2 mg Prasek k inhalaci
davka
Némecko Pari Pharma Gmbh Buparid Budesonid 0,25 mg v ampulce Suspenze
k rozprasSovani
Némecko Pari Pharma Gmbh Buparid Budesonid 0,5 mg v ampulce Suspenze
k rozpraSovani
Némecko Pari Pharma Gmbh Buparid Budesonid 1 mg v ampuice Suspenze
k rozpraSovani
Némecko Pb Pharma Gmbh Budesonid Budesonid 0,92 mg Prasek k inhalaci

v tvrdé tobolce
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Némecko Pb Pharma Gmbh Cyclocaps Beclometason Beklometason dipropionat 100 g Prasek k inhalaci
davky v tvrdé tobolce

Némecko Pb Pharma Gmbh Cyclocaps Beclometason Beklometason dipropionat 200 ug Prasek k inhalaci
davky Vv tvrdé tobolce

Némecko Pb Pharma Gmbh Cyclocaps Beclometason Beklometason dipropionat 400 ug Prasek k inhalaci
davky Vv tvrdé tobolce

Némecko Pb Pharma Gmbh Cyclocaps Budesonid Budesonid 0,8 mg tobolka Prasek k inhalaci
v tvrdé tobolce

Némecko Pb Pharma Gmbh Cyclocaps Budesonid Budesonid 100 pg davky Prasek k inhalaci
v tvrdé tobolce

Némecko Pb Pharma Gmbh Cyclocaps Budesonid Budesonid 800 pg davky Prasek k inhalaci
v tvrdé tobolce

Némecko Ratiopharm Gmbh Beclometason Ratiopharm Beklometason dipropionat Roztok k inhalaci

0,25mg/ 18,7 g v tlakovém obalu

Némecko Ratiopharm Gmbh Beclomethasone Beklometason dipropionat Roztok k inhalaci

Dipropionate Ratiopharm 0,05mg/ 18,79 v tlakovém obalu

Némecko Ratiopharm Gmbh Beclomethasone Beklometason dipropionat Roztok k inhalaci

Dipropionate Ratiopharm 0,1mg/ 18,79 v tlakovém obalu

Némecko Ratiopharm Gmbh Beclomethasone Beklometason dipropionat Roztok k inhalaci

Dipropionate Ratiopharm 0,2mg/18,7 g v tlakovém obalu

Némecko Teva Gmbh Aerobec N Beklometason dipropionat Roztok k inhalaci

100g /5 ml v tlakovém obalu

Némecko Teva Gmbh Beclometason-Ct Beklometason dipropionat 0,1 mg Roztok k inhalaci

v tlakovém obalu

Némecko Teva Gmbh Beclometason-Ct Beklometason dipropionat 0,2 mg Roztok k inhalaci

v tlakovém obalu

Némecko Teva Gmbh Ventolair Beklometason dipropionat Roztok k inhalaci

100g /10 ml

v tlakovém obalu
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Némecko Teva Gmbh Ventolair Beklometason dipropionat Roztok k inhalaci
100g /18,79 v tlakovém obalu
Némecko Teva Gmbh Ventolair Beklometason dipropionat Roztok k inhalaci
100g /5 ml v tlakovém obalu
Némecko Teva Gmbh Ventolair Beklometason dipropionat Roztok k inhalaci
2509g/18,79g v tlakovém obalu
Némecko Teva Gmbh Ventolair Beklometason dipropionat Roztok k inhalaci
250 g/ 78 mg v tlakovém obalu
Némecko Teva Gmbh Ventolair Mite Beklometason dipropionat Roztok k inhalaci
509/18,79g v tlakovém obalu
Némecko Teva Gmbh Ventolair Mite Beklometason dipropionat Roztok k inhalaci
509/ 78 mg v tlakovém obalu
Némecko Ucb Pharma Gmbh (Monheim De) Atmadisc Forte Diskus Flutikason propionat 500 pg inhalace, Prasek k inhalaci
salmeterol 50 ug inhalace
Recko Anfarm Hellas Sa Talgan Budesonid 100 pg davka Prasek k inhalaci
Recko Astrazeneca S.A. Pulmicort Turbuhaler Budesonid 100 pg davka Prasek k inhalaci
Recko Astrazeneca S.A. Pulmicort Turbuhaler Budesonid 200 pg davka Prasek k inhalaci
Recko Astrazeneca S.A. Pulmicort Turbuhaler Budesonid 400 pg davka Prasek k inhalaci
Recko Astrazeneca S.A. Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Recko Astrazeneca S.A. Symbicort Turbuhaler Budesonid 32 Oug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka
Recko Chiesi Hellas A.E.B.E. Foster Beklometason dipropionat 100 ug Roztok k inhalaci

davka, formoterol fumarat dihydrat
6 ug davka

v tlakovém obalu
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Recko Chiesi Hellas A.E.B.E. Foster Nexthaler Formoterol fumarat dihydrat 6 ug Prasek k inhalaci
davka, beklometason dipropionat
bezvody 100 pg davka
Recko Chiesi Hellas A.E.B.E. Inuvair Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka
Recko Chiesi Hellas A.E.B.E. Inuvair Nexthaler Formoterol fumarat dihydrat 6 g Prasek k inhalaci
davka, beklometason dipropionat
bezvody 10 Oug davka
Recko D.A.S.T. Biotech Pharm ene Flihaler Flutikason propionat 250 pg /davka Suspenze k inhalaci
v tlakovém obalu
Recko Elpen Pharmaceutical Co. Inc. Fluticapen Flutikason propionat 250 pg davka Davkovany prasek
k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Fluticapen Flutikason propionat 500 pg davka Davkovany prasek
k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Pulmoton Budesonid 100 pg davka, formoterol Davkovany prasek
fumarat dihydrat 6 ug davka k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Pulmoton Budesonid 200 pg davka, formoterol Davkovany prasek
fumarat dihydrat 6 ug davka k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Pulmoton Budesonid 400 ug davka, formoterol Davkovany prasek
fumarat dihydrat 12 pg davka k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Recko Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 100 pg davka Prasek k inhalaci
Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 125 pg davka K inhalaci v tlakovém
obalu
Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 250 pg davka Prasek k inhalaci
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Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 250 pg davka K inhalaci v tlakovém
obalu
Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 500 pg davka Prasek k inhalaci
Recko Glaxosmithkline Aebe Flixotide Flutikason propionat 50 ug davka K inhalaci v tlakovém
obalu
Recko Glaxosmithkline Aebe Flixotide Diskus Flutikason propionat 100 pg davka Préasek k inhalaci
Recko Glaxosmithkline Aebe Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci
Recko Glaxosmithkline Aebe Flixotide Diskus Flutikason propionat 500 pg davka Prasek k inhalaci
Recko Glaxosmithkline Aebe Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 ug davka k inhalaci
Recko lasis Pharma Olfo Haler Budesonid 200 ug davka Prasek k inhalaci
Recko lasis Pharma Olfo Haler Budesonid 400 ug davka Prasek k inhalaci
Recko Medicair Bioscience Laboratories S.A | Bocacort-S Flutikason propionat 250 pg/davka Suspenze k inhalaci
v tlakovém obalu
Recko Orion Corporation Bufomix Budosenid 160 mikrogramd, Prasek k inhalaci
formoterol fumarat dihydrat
4,5 mikrogramd
Recko Orion Corporation Bufomix Budosenid 320 mikrogramﬁ, Prasek k inhalaci
formoterol fumarat dihydrat
9 mikrogramt
Recko Orion Corporation Orest Budosenid 160 mikrogramﬂ, Prasek k inhalaci
formoterol fumarat dihydrat
4,5 mikrogramu
Recko Orion Corporation Orest Budosenid 320 pg, formoterol fumarat | Prasek k inhalaci

dihydrat 9 pg
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Recko Png Gerolymatos Medical A.E. Asmaflex Flutikason propionat 250 pg Suspenze k inhalaci
v tlakovém obalu

Recko Rafarm Sa. Resata Budesonid 200 pg davka Davkovany prasek
k inhalaci

Recko Rafarm Sa. Resata Budesonid 400 pg davka Davkovany prasek
k inhalaci

Recko Verisfield (UK) Ltd Flixocort Flutikason propionat 50 ug davka Nosni sprej, suspenze

Recko Verisfield (UK) Ltd Flixocort Flutikason propionat 125 pg davka Suspenze k inhalaci
v tlakovém obalu

Recko Verisfield (Uk) Ltd Flixocort Flutikason propionat 250 pg davka Suspenze k inhalaci
v tlakovém obalu

Recko Verisfield (Uk) Ltd Pulmihal Budesonid 200 pg davka Davkovany prasek
k inhalaci

Recko Win Medica Ltd Flusalair Flutikason propionat 250 pg davka, Prasek k inhalaci

salmeterol 50 ug davka
Recko Win Medica Ltd Flusalair Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Recko Win Medica Ltd Flutiresp Flutikason propionat 250 pg/davka Prasek k inhalaci

Recko Win Medica Ltd Flutiresp Flutikason propionat 500 pg k inhalaci | Prasek k inhalaci

Recko Zwitter Pharmaceuticals €ne Salenga Flutikason propionat 25 Oug davka Suspenze k inhalaci
v tlakovém obalu

Recko Pharmanel Commercial Vernoral Budesonid 200 pg davka Prasek k inhalaci

Pharmaceutical S.A.
Recko Pharmanel Commercial Vernoral Budesonid 400 pg davka Prasek k inhalaci

Pharmaceutical S.A.
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Madarsko Astrazeneca Kft. Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Madarsko Astrazeneca Kft. Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka

Madarsko Chiesi Pharmaceuticals Gmbh Formodual Formoterol fumarat 6 pug davka, Roztok k inhalaci
beklometason dipropionat bezvody v tlakovém obalu
100 ug davka

Madarsko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 ug Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Madarsko Elpen Pharmaceutical Co. Inc. Dimenio Flutikason propionat 250 pg davka, Prasek k inhalaci
salmeterol 50 ug davka

Madarsko Elpen Pharmaceutical Co. Inc. Dimenio Flutikason propionat 500 pg davka, Prasek k inhalaci
salmeterol 50 ug davka

Madarsko Elpen Pharmaceutical Co. Inc. Flumetor Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Madarsko Elpen Pharmaceutical Co. Inc. Flumetor Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Madarsko Glaxosmithkline Kft. Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Madarsko Montrose Kft Thoreus Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Madarsko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 ug inhalace

Madarsko Orion Oyj Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace

Madarsko Sandoz Hungaria Kft Airflusol Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 500 pg davka

Island Astrazeneca A-S Symbicort Forte Turbuhaler | Budesonid 320 ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9 ug davka
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Island Astrazeneca A-S Symbicort Mite Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Island Elpen Pharmaceutical Co. Inc. Relanio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Island Elpen Pharmaceutical Co. Inc. Relanio Flutikason propionat 500ug davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Island Glaxosmithkline Ehf. Flixotide Flutikason propionat 250 pg davka Suspenze k inhalaci

v tlakovém obalu

Island Glaxosmithkline Ehf. Flixotide Diskus Flutikason propionat 100 pg davka Prasek k inhalaci

Island Glaxosmithkline Ehf. Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci

Island Glaxosmithkline Ehf. Flixotide Diskus Flutikason propionat 500 pg davka Prasek k inhalaci

Island Glaxosmithkline Ehf. Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Irsko Astrazeneca Uk Limited Pulmicort Turbohaler Budesonid 100 pg davka Prasek k inhalaci

Irsko AstraZeneca UK Limited Pulmicort Turbohaler Budesonid 200 pg davka Prasek k inhalaci

Irsko AstraZeneca UK Limited Pulmicort Turbohaler Budesonid 400 pg davka Prasek k inhalaci

Irsko AstraZeneca UK Limited Symbicort Turbohaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Irsko AstraZeneca UK Limited Symbicort Turbohaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

Irsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Irsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka, monohydrat k inhalaci
laktézy 24,677 mg davka
Irsko Glaxosmithkline (Ireland) Limited Flixotide Diskus Flutikason propionat 250 g blistr Davkovany prasek
k inhalaci
Irsko Glaxosmithkline (Ireland) Limited Flixotide Diskus Flutikason propionat 500 pg blistr Davkovany prasek
k inhalaci
Irsko Glaxosmithkline (Ireland) Limited Flixotide Evohaler Flutikason propionat 250 pg davka Suspenze k inhalaci
v tlakovém obalu
Irsko Glaxosmithkline (Ireland) Limited Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Irsko Glaxosmithkline (Ireland) Limited Viani Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Irsko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace
Irsko Orion Oyj Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace
Irsko Rowex Ltd Airflusal Forspiro Salmeterol xinafoat 50ug davka, Prasek k inhalaci
flutikason 250ug davka
Irsko Rowex Ltd Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 500 pg davka
Italie Astrazeneca S.P.A Sinestic Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Italie Astrazeneca S.P.A Sinestic Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Italie Astrazeneca S.P.A Symbicort Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Italie Astrazeneca S.P.A Symbicort Budesonid 320 ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9 pg davka
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Italie Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Italie Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Italie Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Italie Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50ug davka k inhalaci
Italie Glaxosmithkline S.P.A. Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
Italie Menarini International Operations Aliflus Diskus Flutikason propionat 100ug davka, Davkovany prasek
Luxembourg S.A. salmeterol 50ug davka k inhalaci
Italie Menarini International Operations Aliflus Diskus Flutikason propionat 250 pg davka, Davkovany prasek
Luxembourg S.A. salmeterol 50 ug davka k inhalaci
Italie Menarini International Operations Aliflus Diskus Flutikason propionat 500 pg davka, Davkovany prasek
Luxembourg S.A. salmeterol 50 ug davka k inhalaci
Italie Promedica S.R.L. Clenil Compositum Beklometason dipropionat Suspenze
0,8 mg / 2 Ml, salbutamol sulfat k rozprasSovani
1,928 mg/ 2 Ml
Italie Promedica S.R.L. Clenil Compositum Beklometason dipropionat 50 ug Roztok k inhalaci
davka, salbutamol sulfat 120 pg davka | v tlakovém obalu
Italie Simesa S.P.A. Assieme Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Italie Simesa S.P.A. Assieme Budesonid 320 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka
Italie Valeas S.P.A. Plenaer Flunisolid 25 mg lahev, salbutamol Suspenze k inhalaci
10 mg lahev v tlakovém obalu
Italie Valeas S.P.A. Plenaer Salbutamol sulfat 0,602 mg injekéni Roztok pro
lahvicka, flunisolid 0,5 mg injekcni rozprasovani

lahvicka
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LotySsko Astrazeneca Ab Pulmicort Turbuhaler Budesonid 100 pg davka Prasek k inhalaci

LotySsko Astrazeneca Ab Pulmicort Turbuhaler Budesonid 200 pg davka Prasek k inhalaci

LotySsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

LotySsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

LotySsko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

LotySsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

LotySsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

LotySsko Glaxosmithkline Latvia Sia Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci

v tlakovém obalu

LotySsko Glaxosmithkline Latvia Sia Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci

LotySsko Glaxosmithkline Latvia Sia Flixotide Diskus Flutikason propionat 500 pg davka Prasek k inhalaci

LotySsko Glaxosmithkline Latvia Sia Flosal Flutikason propionat 250 pg inhalace, Suspenze k inhalaci
salmeterol xinafoat 25 pg inhalace v tlakovém obalu

LotySsko Glaxosmithkline Latvia Sia Flosal Flutikason propionat 500 pg davka, Prasek k inhalaci
salmeterol xinafoat 50 g davka

LotySsko Glaxosmithkline Latvia Sia Seretide Flutikason propionat 250 pg davka, Suspenze k inhalaci
salmeterol xinafoat 25 g davka v tlakovém obalu

LotySsko Glaxosmithkline Latvia Sia Seretide Flutikason propionat 500 pg davka, Prasek k inhalaci

salmeterol xinafoat 50 pg davka
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LotySsko Novartis Finland Oy Miflonide Budesonid 200 g Prasek k inhalaci
v tvrdé tobolce
LotySsko Novartis Finland Oy Miflonide Budesonid 400 pg Prasek k inhalaci
v tvrdé tobolce
LotySsko Orion Corporation Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 pg inhalace
LotySsko Orion Corporation Bufomix Easyhaler Budesonid 320 g inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace
LotySsko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Flutikason propionat 233 pg davka, Davkovany prasek
salmeterol 45 ug davka k inhalaci
LotySsko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Davkovany prasek
flutikason 500 pg davka k inhalaci
Litva Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Litva Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka
Litva Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6ug davka
Litva Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Litva Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Litva Glaxosmithkline Lietuva Uab Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Litva Glaxosmithkline Lietuva Uab Flixotide Diskus Flutikason propionat 250 pg davka Davkovany prasek
k inhalaci
Litva Glaxosmithkline Lietuva Uab Flixotide Diskus Flutikason propionat 500 pg davka Davkovany prasek

k inhalaci
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Litva Glaxosmithkline Lietuva Uab Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
Litva Novartis Finland Oy Miflonide Budesonid 200 pg Prasek k inhalaci
v tvrdé tobolce
Litva Novartis Finland Oy Miflonide Budesonid 400 pg Prasek k inhalaci
v tvrdé tobolce
Litva Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace
Litva Orion Oyj Bufomix Easyhaler Budesonid 160 pg, formoterol fumarat | PraSek k inhalaci
dihydrat 4,5 pg
Litva Orion Oyj Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace
Litva Orion Oyj Bufomix Easyhaler Budesonid 320 pg, formoterol fumarat | Prasek k inhalaci
dihydrat 9 ug
Litva Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 250 pg davka
Litva Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 500 pg davka
Lucembursko | Chiesi Sa-Nv Inuvair Formoterol fumarat dihydrat 6 g Roztok k inhalaci
davka, beklometason dipropionat v tlakovém obalu
bezvody 100 ug davka
Lucembursko | Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Lucembursko | Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Lucembursko | Glaxosmithkline Pharmaceuticals S.A. | Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Lucembursko | Glaxosmithkline Pharmaceuticals S.A. | Flixotide Flutikason propionat 50 ug k inhalaci Suspenze k inhalaci

v tlakovém obalu
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Lucembursko

Glaxosmithkline Pharmaceuticals S.A.

Flixotide Diskus

Flutikason propionat 100 pg davka

Prasek k inhalaci

Lucembursko

Glaxosmithkline Pharmaceuticals S.A.

Flixotide Diskus

Flutikason propionat 250 pg davka

Prasek k inhalaci

Lucembursko

Glaxosmithkline Pharmaceuticals S.A.

Flixotide Diskus

Flutikason propionat 500 pg davka

Prasek k inhalaci

Lucembursko

Glaxosmithkline Pharmaceuticals S.A.

Seretide Diskus

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 pg davka

Prasek k inhalaci

Lucembursko

Nv Astrazeneca Sa

Pulmicort Turbohaler

Budesonid 200 ug davka

Prasek k inhalaci

Lucembursko

Nv Astrazeneca Sa

Symbicort Turbohaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Lucembursko

Nv Astrazeneca Sa

Symbicort Forte Turbohaler

Budesonid 320 pg davka, formoterol
fumarat dihydrat 9 ug davka

Prasek k inhalaci

Lucembursko

Orion Corporation

Bufomix Easyhaler

Budesonid 160 pg davka, formoterol

fumarat dihydrat Ph.Eur. 4,5 ug davka

Prasek k inhalaci

Lucembursko

Orion Corporation

Bufomix Easyhaler

Budesonid 320 ug davka, formoterol
fumarat dihydrat Ph.Eur. 9 pg davka

Prasek k inhalaci

Lucembursko

Orion Corporation

Orest Easyhaler

Budesonid 160 pg davka, formoterol

fumarat dihydrat Ph.Eur. 4,5 pg davka

Prasek k inhalaci

Lucembursko

Orion Corporation

Orest Easyhaler

Budesonid 320 pg davka, formoterol
fumarat dihydrat Ph.Eur. 9 pg davka

Prasek k inhalaci

Malta

Astrazeneca Ab

Pulmicort Turbuhaler

Budesonid 100 pg davka

Prasek k inhalaci

Malta

Astrazeneca Ab

Pulmicort Turbuhaler

Budesonid 200 pg davka

Prasek k inhalaci

Malta

Astrazeneca Ab

Symbicort Turbohaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci
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Malta Astrazeneca Ab Symbicort Turbohaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka
Malta Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Malta Elpen Pharmaceutical Co. Inc. Rolenium Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Malta Glaxosmithkline (Ireland) Limited Flixotide Evohaler Flutikason propionat 250 pg davka Suspenze k inhalaci
v tlakovém obalu
Malta Glaxosmithkline (Ireland) Limited Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Malta Novartis Pharmaceuticals Uk Limited | Miflonide Budesonid 200 pg tobolka Prasek k inhalaci
v tvrdé tobolce
Malta Ligand Pharmaceuticals UK Limited Miflonide Budesonid 400 pg Prasek k inhalaci
v tvrdé tobolce
Malta Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace
Malta Orion Oyj Bufomix Easyhaler Budesonid 320 g inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace
Malta Orion Oyj Orest Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 pg inhalace
Malta Orion Oyj Orest Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace
Nizozemsko Astrazeneca Bv Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka
Nizozemsko Astrazeneca Bv Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9 pg davka

Nizozemsko

Glaxosmithkline B.V.

Fluticasonpropionaat
Inhalator GSK

Flutikason propionat 125 pg davka

Aerosol

28




Clensky stat
EHP

Drzitel rozhodnuti o registraci

Nazev pripravku

Léciva latka + mnozstvi

Lékova forma

Nizozemsko Glaxosmithkline B.V. Fluticasonpropionaat Flutikason propionat 250 pg davka Aerosol
Inhalator GSK
Nizozemsko Glaxosmithkline B.V. Fluticasonpropionaat Flutikason propionat 50 pug davka Aerosol

Inhalator GSK

Nizozemsko Chiesi Pharmaceuticals B.V. Formodual Formoterol fumarat dihydrat 6 g Roztok k inhalaci
davka, beklometason dipropionat v tlakovém obalu
bezvody 100 ug davka

Nizozemsko Chiesi Pharmaceuticals B.V. Foster Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Nizozemsko Elpen Pharmaceutical Co. Inc. Salmeterol/ Flutikason propionat 250 pg davka, Davkovany prasek

Fluticasonpropionaat Elpen

salmeterol 50 ug davka

k inhalaci

Nizozemsko

Elpen Pharmaceutical Co. Inc.

Salmeterol/
Fluticasonpropionaat Elpen

Flutikason propionat 500 pg davka,
salmeterol 50 ug davka

Davkovany prasek
k inhalaci

Nizozemsko

Glaxosmithkline B.V.

Flixotide

Flutikason propionat 250 pg k inhalaci

Suspenze k inhalaci
v tlakovém obalu

Nizozemsko Glaxosmithkline B.V. Flixotide Diskus Flutikason propionat 500 pg davka Davkovany prasek
k inhalaci

Nizozemsko Glaxosmithkline B.V. Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Norsko Astrazeneca As Symbicort Forte Turbuhaler | Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 ug davka

Norsko Astrazeneca As Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Norsko Chiesi Farmaceutici S.P.A. Inuxair Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Norsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Norsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Norsko Glaxosmithkline As Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci

Norsko Sandoz A-S Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason propionat 250 pg davka

Norsko Sandoz A-S Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason propionat 500 pg davka

Polsko Adamed Sp. Z O.0. Flutixon Flutikason propionat 125 ug tobolka Prasek k inhalaci

v tvrdé tobolce
Polsko Adamed Sp. Z O.0. Flutixon Flutikason propionat 250 pg tobolka Prasek k inhalaci
v tvrdé tobolce

Polsko Astrazeneca Ab Pulmicort Turbuhaler Budesonid 100 pg davka Prasek k inhalaci

Polsko Astrazeneca Ab Pulmicort Turbuhaler Budesonid 200 pg davka Prasek k inhalaci

Polsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Polsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

Polsko Celon Pharma S.A. Salmex Flutikason propionat 500 pg davka, Prasek k inhalaci
salmeterol xinafoat 50 g davka

Polsko Chiesi Pharmaceuticals Gmbh Formodual Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Polsko Chiesi Pharmaceuticals Gmbh Fostex Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Polsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Polsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Polsko Glaxosmithkline Export Ltd Flixotide Flutikason propionat 250 pg davka Davkovany prasek
k inhalaci
Polsko Glaxosmithkline Export Ltd Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Polsko Glaxosmithkline Export Ltd Flixotide Dysk Flutikason propionat 50 pug davka Davkovany prasek
k inhalaci
Polsko Glaxosmithkline Export Ltd Seretide Dysk Flutikason propionat 500 pg davka, Prasek k inhalaci
salmeterol xinafoat 50 pg davka
Polsko Meda Pharma Gmbh & Co. Kg Budelin Novolizer Budesonid 200 ug davka Prasek k inhalaci
Polsko Novartis Poland Sp. Z O. O. Miflonide Budesonid 200 g Prasek k inhalaci
v tvrdé tobolce
Polsko Novartis Poland Sp. Z O. O. Miflonide Budesonid 400 pg Prasek k inhalaci
v tvrdé tobolce
Polsko Orion Corporation Orest Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace
Polsko Orion Corporation Orest Easyhaler Budesonid 320 ug inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace
Polsko Polfarmex S.A. Asaris Flutikason propionat 500 pg davka, Prasek k inhalaci
salmeterol 50 ug davka
Polsko Przedsiebiorstwo Farmaceutyczne Budezonid Lek-Am Budesonid 200 pg inhalace Prasek k inhalaci
Lek-Am Sp. Z O.0. Vv tvrdé tobolce
Polsko Przedsiebiorstwo Farmaceutyczne Budezonid Lek-Am Budesonid 400 pg inhalace Prasek k inhalaci

Lek-Am Sp. Z O.0.

v tvrdé tobolce

Portugalsko

Astrazeneca Produtos Farmacéuticos,
Lda.

Assieme Turbohaler

Budesonid 160 ug davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Portugalsko

Astrazeneca Produtos Farmacéuticos,
Lda.

Assieme Turbohaler

Budesonid 320 pg davka, formoterol
fumarat dihydrat 9 ug davka

Prasek k inhalaci
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Portugalsko

Astrazeneca Produtos Farmaceuticos
Limitada

Pulmicort Turbohaler

Budesonid 200 pg davka

Prasek k inhalaci

Portugalsko

Astrazeneca Produtos Farmaceuticos
Limitada

Pulmicort Turbohaler

Budesonid 400 pg davka

Prasek k inhalaci

Portugalsko

Astrazeneca Produtos Farmacéuticos,
Lda.

Symbicort Turbohaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Portugalsko

Astrazeneca Produtos Farmacéuticos,
Lda.

Symbicort Turbohaler

Budesonid 320 ug davka, formoterol
fumarat dihydrat 9 pg davka

Prasek k inhalaci

Portugalsko

Bialfar - Produtos Farmacéuticos,
Sociedade An6nima

Brisomax Diskus

Flutikason propionat 100 pg davka,
salmeterol xinafoat 50 pg davka

Davkovany prasek
k inhalaci

Portugalsko

Bialfar - Produtos Farmacéuticos,
Sociedade An6nima

Brisomax Diskus

Flutikason propionat 250 pg davka,
salmeterol xinafoat 50 g davka

Davkovany prasek
k inhalaci

Portugalsko

Bialfar - Produtos Farmacéuticos,
Sociedade An6nima

Brisomax Diskus

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 g davka

Davkovany prasek
k inhalaci

Portugalsko Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Portugalsko Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci

Portugalsko

Farmoz - Sociedade Técnico
Medicinal, S.A.

Budesonida Farmoz

Budesonid 200 pg davka

Prasek k inhalaci

Portugalsko

Farmoz - Sociedade Técnico
Medicinal, S.A.

Budesonida Farmoz

Budesonid 400 pg davka

Prasek k inhalaci

Portugalsko

Glaxo Wellcome Farmacéutica,
Limitada

Seretaide Diskus

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 pg davka

Davkovany prasek
k inhalaci

Portugalsko

Glaxosmithkline - Produtos
Farmacéuticos, Limitada

Maizar Diskus

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 pg davka

Davkovany prasek
k inhalaci

Portugalsko

Orion Corporation

Bufomix Easyhaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci
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Portugalsko

Orion Corporation

Bufomix Easyhaler

Budesonid 320 ug davka, formoterol
fumarat dihydrat 9 pg davka

Prasek k inhalaci

Portugalsko

Orion Corporation

Orest Easyhaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Portugalsko

Orion Corporation

Orest Easyhaler

Budesonid 320 pg davka, formoterol
fumarat dihydrat 9 ug davka

Prasek k inhalaci

Portugalsko

Pentafarma - Sociedade Tecnico-
Medicinal S.A.

Budesonida Tecnicort

Budesonid 200 pg davka

Prasek k inhalaci

Portugalsko

Pentafarma - Sociedade Tecnico-
Medicinal S.A.

Budesonida Tecnicort

Budesonid 400 ug davka

Prasek k inhalaci

Portugalsko

Sandoz Farmacéutica, Limitada

Airflusal Forspiro

Flutikason propionat 250 pg davka,
salmeterol xinafoat 50 g davka

Davkovany prasek
k inhalaci

Portugalsko

Sandoz Farmacéutica, Limitada

Airflusal Forspiro

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 ug davka

Davkovany prasek
k inhalaci

Rumunsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5u g davka

Rumunsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

Rumunsko Chiesi Pharmaceuticals Gmbh Foster Formoterol fumarat dihydrat 6 g Roztok k inhalaci
davka, beklometason dipropionat v tlakovém obalu
bezvody 100 ug davka

Rumunsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Rumunsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Rumunsko Glaxo Wellcome Ltd Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci

v tlakovém obalu
Rumunsko Glaxo Wellcome Ltd Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci
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Rumunsko Glaxo Wellcome Ltd Flixotide Diskus Flutikason propionat 500 pg davka Prasek k inhalaci

Rumunsko Glaxo Wellcome Ltd Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Rumunsko Medochemie Romania S.R.L. Frenolyn Budesonid, mikronizovany 200 ug Prasek k inhalaci
davka

Rumunsko Medochemie Romania S.R.L. Frenolyn Budesonid, mikronizovany 400 pg Prasek k inhalaci
davka

Rumunsko Orion Oyj Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace

Rumunsko Orion Oyj Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace

Rumunsko S.C. Sandoz S.R.L. Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason 500 pg davka

Slovensko Astrazeneca Ab Pulmicort Turbohaler Budesonid 100 pg davka Prasek k inhalaci

Slovensko Astrazeneca Ab Pulmicort Turbohaler Budesonid 200 ug davka Prasek k inhalaci

Slovensko Astrazeneca Ab Pulmicort Turbohaler Budesonid 400 pg davka Prasek k inhalaci

Slovensko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Slovensko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

Slovensko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Slovensko Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol 50 ug davka

k inhalaci
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Slovensko Elpen Pharmaceutical Co. Inc. Dimenium Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci
Slovensko Elpen Pharmaceutical Co. Inc. Flumetor Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Slovensko Elpen Pharmaceutical Co. Inc. Flumetor Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Slovensko Glaxo Group Limited Flixotide Flutikason propionat 125 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Slovensko Glaxo Group Limited Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu
Slovensko Glaxo Group Limited Flixotide Flutikason propionat 50 ug k inhalaci Suspenze k inhalaci
v tlakovém obalu
Slovensko Glaxo Group Limited Seretide Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 ug davka k inhalaci
Slovensko Glaxosmithkline Slovakia S.R.O. Flixotide Diskus Flutikason propionat 100 pg davka Prasek k inhalaci
Slovensko Glaxosmithkline Slovakia S.R.O. Flixotide Diskus Flutikason propionat 250 pg davka Prasek k inhalaci
Slovensko Glaxosmithkline Slovakia S.R.O. Flixotide Diskus Flutikason propionat 500 pg davka Prasek k inhalaci
Slovensko Glaxosmithkline Slovakia S.R.O. Flixotide Diskus Flutikason propionat 50 pug davka Prasek k inhalaci
Slovensko Meda Pharma Spol. S R.O. Budelin Novolizer Budesonid 200 pg davka Prasek k inhalaci
Slovensko Novartis, S.R.O. Miflonid Budesonid 200 g Prasek k inhalaci
v tvrdé tobolce
Slovensko Novartis, S.R.O. Miflonid Budesonid 400 pg Prasek k inhalaci

v tvrdé tobolce
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Slovensko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 250 pg davka

Slovensko Sandoz Pharmaceuticals D.D. Airflusal Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason 500 pg davka

Slovinsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Slovinsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 320 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 9 pg davka

Slovinsko Chiesi Pharmaceuticals Gmbh Formodual Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 pg davka

Slovinsko Chiesi Pharmaceuticals Gmbh Foster Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 pg davka

Slovinsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Slovinsko Elpen Pharmaceutical Co. Inc. Flamerio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Slovinsko Glaxosmithkline D.O.O., Ljubljana Flixotide Flutikason propionat 250 ug sprej Suspenze k inhalaci

v tlakovém obalu

Slovinsko Glaxosmithkline D.O.0., Ljubljana Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Slovinsko Lek Pharmaceuticals D.D. Ljubljana Airflusan Forspiro Salmeterol 50 pg davka, flutikason Prasek k inhalaci
propionat 500 pg davka

Slovinsko Meda Pharma Gmbh & Co. Kg Budelin Novolizer Budesonid 200 ug davka Davkovany prasek

k inhalaci

Spanélsko

Allen Farmaceutica, S.A.

Anasma Accuhaler

Flutikason propionat 250 pg davka,
salmeterol 50 ug davka

Davkovany prasek
k inhalaci

Spanélsko

Almirall, S.A.

Plusvent

Flutikason propionat 50 pug davka,
salmeterol xinafoat 25 g davka

Suspenze k inhalaci
v tlakovém obalu
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épanélsko Almirall, S.A. Plusvent Flutikason propionat 250 pg davka, Suspenze k inhalaci
salmeterol xinafoat 25 pug davka v tlakovém obalu
Spanélsko Almirall, S.A. Plusvent Flutikason propionat 125 pg davka, Suspenze k inhalaci
salmeterol xinafoat 25 ug davka v tlakovém obalu
Spanélsko Almirall, S.A. Plusvent Flutikason propionat 100 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
épanélsko Almirall, S.A. Plusvent Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol xinafoat 50 pg davka k inhalaci
épanélsko Almirall, S.A. Plusvent Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol xinafoat 50 pg davka

k inhalaci

Spanélsko Astrazeneca Farmacéutica Spain, Pulmicort Turbuhaler Budesonid 100 pg davka Prasek k inhalaci
S.A.
Spanélsko Astrazeneca Farmacéutica Spain, Pulmicort Turbuhaler Budesonid 200 pg davka Prasek k inhalaci

S.A.

Spanélsko

Astrazeneca Farmacéutica Spain,
S.A.

Pulmicort Turbuhaler

Budesonid 400 ug davka

Prasek k inhalaci

Spanélsko

Astrazeneca Farmacéutica Spain,
S.A.

Symbicort Turbuhaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Spanélsko Astrazeneca Farmacéutica Spain, Symbicort Turbuhaler Budesonid 320 pg davka, formoterol Prasek k inhalaci
S.A. fumarat dihydrat 9 ug davka
Spanélsko Chiesi Espafia, S.A. Formodual Beklometason dipropionat 100 ug Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka
Spanélsko Chiesi Espafia, S.A. Foster Beklometason dipropionat 100 ug Roztok k inhalaci

davka, formoterol fumarat dihydrat
6 ug davka

v tlakovém obalu

Spanélsko

Glaxosmithkline S.A.

Brisair Accuhaler

Flutikason propionat 500 pg davka,
salmeterol 50 ug davka

Davkovany prasek
k inhalaci

Spanélsko

Glaxosmithkline S.A.

Brisair Accuhaler

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 g davka

Davkovany prasek
k inhalaci
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épanélsko Glaxosmithkline S.A. Flixotide Flutikason propionat 125 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu

Spanélsko Glaxosmithkline S.A. Flixotide Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu

Spanélsko Glaxosmithkline S.A. Flixotide Flutikason propionat 50 ug k inhalaci Suspenze k inhalaci

v tlakovém obalu

Spanélsko

Glaxosmithkline S.A.

Flixotide Accuhaler

Flutikason propionat 100 pg davka

Prasek k inhalaci

Spanélsko

Glaxosmithkline S.A.

Flixotide Accuhaler

Flutikason propionat 250 pg davka

Prasek k inhalaci

Spanélsko Glaxosmithkline S.A. Flixotide Accuhaler Flutikason propionat 500 pg davka Prasek k inhalaci

Spanélsko Glaxosmithkline S.A. Flusonal Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu

épanélsko Glaxosmithkline S.A. Flusonal Flutikason propionat 50 ug k inhalaci Suspenze k inhalaci

v tlakovém obalu

Spanélsko

Glaxosmithkline S.A.

Flusonal Accuhaler

Flutikason propionat 100 pg davka

Prasek k inhalaci

Spanélsko Glaxosmithkline S.A. Flusonal Accuhaler Flutikason propionat 500 pg davka Prasek k inhalaci

Spanélsko Glaxosmithkline S.A. Inalacor Flutikason propionat 250 pg k inhalaci | Suspenze k inhalaci
v tlakovém obalu

épanélsko Glaxosmithkline S.A. Inalacor Flutikason propionat 50 ug davka Suspenze k inhalaci

v tlakovém obalu

Spanélsko

Glaxosmithkline S.A.

Inalacor Accuhaler

Flutikason propionat 100 pg davka

Prasek k inhalaci

Spanélsko

Glaxosmithkline S.A.

Inalacor Accuhaler

Flutikason propionat 500 pg davka

Prasek k inhalaci
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Spanélsko

Glaxosmithkline S.A.

Inaladuo Accuhaler

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 pg davka

Davkovany prasek
k inhalaci

Spanélsko Glaxosmithkline S.A. Seretide Accuhaler Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci
Spanélsko Laboratorio Tau, S.A. Rilast Turbuhaler Budesonid 160 pg davka, formoterol Prasek k inhalaci

fumarat dihydrat 4,5 pg davka

Spanélsko

Orion Corporation

Bufomix Easyhaler

Budesonid 160 pg inhalace, formoterol
fumarat dihydrat 4,5 ug inhalace

Prasek k inhalaci

Spanélsko

Orion Corporation

Bufomix Easyhaler

Budesonid 320 pg inhalace, formoterol
fumarat dihydrat 9 pg inhalace

Prasek k inhalaci

Spanélsko Orion Corporation Orest Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 pg inhalace
Spanélsko Orion Corporation Orest Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci

fumarat dihydrat 9 pg inhalace

épanélsko Smithkline Beecham Farma S.A. Trialona Flutikason propionat 250 pg davka Suspenze k inhalaci
v tlakovém obalu
épanélsko Smithkline Beecham Farma S.A. Trialona Flutikason propionat 50 ug davka Suspenze k inhalaci

v tlakovém obalu

Spanélsko Smithkline Beecham Farma S.A. Trialona Accuhaler Flutikason propionat 100 pg davka Prasek k inhalaci

Spanélsko Smithkline Beecham Farma S.A. Trialona Accuhaler Flutikason propionat 500 pg davka Prasek k inhalaci

Svédsko Astrazeneca Ab Gardette Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Svédsko Astrazeneca Ab Gardette Forte Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Svédsko Astrazeneca Ab Symbicort Forte Turbuhaler | Budesonid 320 ug davka, formoterol Prasek k inhalaci

fumarat dihydrat 9 ug davka
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Svédsko Astrazeneca Ab Symbicort Turbuhaler Budesonid 160 ug davka, formoterol Prasek k inhalaci
fumarat dihydrat 4,5 pg davka

Svédsko Chiesi Farmaceutici S.P.A. Innovair Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Svédsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Flusamer Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Flusaterol Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Flusaterol Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Relanio Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Relanio Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka, monohydrat k inhalaci
laktézy 24,677 mg davka

Svédsko Elpen Pharmaceutical Co. Inc. Salmeson Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Glaxosmithkline Ab Flutide Diskus Flutikason propionat 250 pg davka Davkovany prasek

k inhalaci
Svédsko Glaxosmithkline Ab Flutide Diskus Flutikason propionat 500 pg davka Davkovany prasek
k inhalaci

Svédsko Glaxosmithkline Ab Seretide Diskus Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Svédsko Glaxosmithkline Ab Viani Diskus Forte Flutikason propionat 500 pg davka, Davkovany prasek

salmeterol xinafoat 50 g davka

k inhalaci
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Svédsko Hexal Ag Salmeterol/Fluticasone Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
Hexal flutikason 50 Opg davka

Svédsko Orion Corporation Bufomix Easyhaler Budesonid 160 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 4,5 pg inhalace

Svédsko Orion Corporation Bufomix Easyhaler Budesonid 320 pg inhalace, formoterol | Prasek k inhalaci
fumarat dihydrat 9 pg inhalace

Svédsko Orion Corporation Orest Easyhaler Budesonid 160 pg inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 4,5 ug inhalace

Svédsko Orion Corporation Orest Easyhaler Budesonid 320 g inhalace, formoterol | PrasSek k inhalaci
fumarat dihydrat 9 pg inhalace

Svédsko Sandoz A-S Aesalfluca Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason 500 pg davka

Svédsko Sandoz A-S Airflusal Forspiro Flutikason propionat 250 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Sandoz A-S Airflusal Forspiro Flutikason propionat 500 pg davka, Davkovany prasek
salmeterol 50 ug davka k inhalaci

Svédsko Sandoz A-S Flaxxone Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 250 pg davka

Svédsko Sandoz A-S Flaxxone Forspiro Salmeterol xinafoat 50 pg davka, Prasek k inhalaci
flutikason 500 pg davka

Svédsko Sandoz A-S Lastenol Forspiro Flutikason propionat 500 pg, Prasek k inhalaci
salmeterol xinafoat 50 ug

Svédsko Sandoz A-S Molduo Forspiro Salmeterol xinafoat 50 pug davka, Prasek k inhalaci
flutikason 250 pg davka

Svédsko Sandoz A-S Salmetorol/Fluticasone Salmeterol xinafoat 50 pug davka, Prasek k inhalaci

Sandoz flutikason 500 pg davka
Svédsko Sandoz A-S Setirenol Salmeterol xinafoat 50 pg davka, Prasek k inhalaci

flutikason 250 pug davka
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Svédsko

Sandoz A-S

Setirenol

Salmeterol xinafoat 50 pug davka,
flutikason 500 pg davka

Prasek k inhalaci

Velka Britanie

Astrazeneca Uk Limited

Symbicort Turbohaler

Budesonid 320 pg davka, formoterol
fumarat dihydrat 9 ug davka

Prasek k inhalaci

Velka Britanie

Astrazeneca Uk Limited

Symbicort Turbohaler

Budesonid 160 pg davka, formoterol
fumarat dihydrat 4,5 pg davka

Prasek k inhalaci

Velka Britanie | Chiesi Limited Formodual Beklometason dipropionat 100 g Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6ug davka

Velka Britanie | Chiesi Limited Fostair Beklometason dipropionat 100 pg Roztok k inhalaci
davka, formoterol fumarat dihydrat v tlakovém obalu
6 ug davka

Velka Britanie | Glaxo Wellcome Ltd Seretide Flutikason propionat 100 pg davka, Davkovany prasek
salmeterol xinafoat 50 g davka k inhalaci

Velka Britanie | Glaxo Wellcome Ltd Seretide Flutikason propionat 250 pg davka, Davkovany prasek

salmeterol xinafoat 50 pg davka

k inhalaci

Velka Britanie

Glaxo Wellcome Ltd

Seretide Accuhaler

Flutikason propionat 500 pg davka,
salmeterol xinafoat 50 pg davka

Davkovany prasek
k inhalaci

42




Priloha II

Védecké zavéry

43



Védecké zaveéry

Chronicka obstrukéni plicni nemoc (CHOPN) je charakterizovana pretrvavajicim, obvykle progresivnim
omezenim proudéni vzduchu spojenym se zvySenou zanétlivou reakci v dychacich cestach a plicich.
Exacerbace a pfidruzena onemocnéni u jednotlivych pacientl pfispivaji k celkové zavaznosti [Svétova
iniciativa pro obstruk¢ni plicni nemoc (GOLD), 2015]. Mezi pfiznaky CHOPN patfi dusnost, chronicky
kasel a chronicka tvorba hlenu. Casto dochazi k epizoddm akutniho zhor$eni téchto ptiznakl
(exacerbace).

Lécivé pripravky obsahujici inhala¢ni kortikosteroidy (IKS) jsou Siroce pouzivany v Ié¢bé CHOPN bud' v
monoterapii, nebo v kombinaci s dlouhodobé plsobicimi beta, adrenergnimi agonisty (LABA). M& se za
to, e lé&ebny Gc&inek inhalagnich kortikosteroidd spociva v potladeni zanétu v dychacich cestach, ale
G¢inky IKS u pacientd trpicich CHOPN jsou komplexni a mechanismus G¢inku neni zcela zndm (Finney
et al., 2014, Jen et al., 2012). Podle nékterych Ié¢ebnych doporuceni jsou IKS u nékterych skupin
pacientl vyznamnou |é¢ebnou moznosti (zprdva GOLD, 2015).

Mezi pripravky s obsahem IKS, které jsou v EU schvaleny pro |[éCbu CHOPN, patfi l1écivé latky
beklometason, flutikason propionat, flutikason furoat, budesonid a flunisolid. VSechny tyto pfipravky
jsou dostupné pouze na lékaf'sky predpis. Z odhadid na zakladé predloZenych tdajd v rdmci IKS jako
t¥idy vyplyva expozice pacientl v desitkach miliond.

Signal o zvyseném riziku pneumonie u pacientd s CHOPN |é¢enych IKS byl poprvé zaznamenan ve
studii TORCH (Calverley et al., 2007), rozsahlé klinické studii tfileté 1é¢by pacientl s CHOPN kombinaci
flutikason propionatu / salmeterolu a diléich latek a placeba. Od té doby byly i dalsi pFipravky
obsahujici IKS podrobeny prezkumu a ma se za to, Ze Udaje o riziku pneumonie v souvislosti s témito
piipravky v populaci pacientd s CHOPN by mély byt hodnoceny spole¢né, tak aby bylo mozné blize
charakterizovat riziko pneumonie u této populace pacientll. Dne 27. dubna 2015 Evropska komise
zahajila na zakladé farmakovigiladnich daji postup podle ¢lanku 31 smérnice2001/83/ES a pozadala
Farmakovigilan¢ni vybor pro posuzovani rizik 1éciv (vybor PRAC) o hodnoceni dopadu vyse uvedenych
obav na pomér prinost a rizik 1é¢ivych piipravkd obsahujicich IKS a uréenych k 1é¢bé& CHOPN a o
vydani doporuceni, zda by méla byt pfislusna rozhodnuti o registraci zachovana, pozménéna,
pozastavena nebo zruSena.

Vybor PRAC dne 17. bfezna 2016 pfijal doporuceni, které bylo nasledné projednano Vyborem pro
humanni 1écivé pripravky (CHMP) v souladu s ¢lankem 107k smérnice 2001/83/ES.

Celkové shrnuti védeckého hodnoceni provedeného vyborem PRAC

Od té doby, kdy byly v roce 2007 publikovany vysledky studie TORCH, byla provedena fada rozsahlych
metaanalyz shromazdénych dat. I kdyz Ize proti studiim zafazenym do metaanalyz vznést mnozstvi
obecnych kritickych pfipominek vcetné kritiky obtizi s presnou identifikaci pneumonie (predevsim u
studii provedenych pred studii TORCH), odchylek v populacich zafazenych do studii a srovnavacich
populaci, diferen¢nich mér vysazeni a hodnoceni, kterd nebyla navrzena ke zjisSténi pneumonie, byla ve
vSech metaanalyzach pozorovana konzistentni asociace mezi pouzivanim IKS a zvySenym rizikem
pneumonie u pacient{ trpicich CHOPN. Celkové byly diikazy z observaénich studii v souladu s vysledky
randomizovanych klinickych hodnoceni, a proto se mélo za to, ze dtkazy nadale podporuji zavér, ze
lé¢ba IKS u pacientl s CHOPN zvysuje riziko pneumonie.

V zadném z klinickych hodnoceni se v souvislosti s IKS pfimo nezkoumalo u jednotlivcl riziko
pneumonie a je k dispozici pouze nepiimé porovnani z metaanalyz / systematickych prehledl nebo
observacnich studii, a to pfedevsim pro budesonid a flutikason. Vysledky ze starSich metaanalyz a
observaénich studii byly rovnéz rlizné. Z nékterych vyplyvalo zvy$ené riziko pneumonie v souvislosti s
flutikasonem ve srovnani s budesonidem a z jinych naopak nevyplyval zadny rozdil. Celkové vzhledem
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k rGznorodosti klinickych Gdaji a mnoha nejistotdm s ohledem na metodiky studii nebyly k dispozici
presvédcivé klinické dikazy o rozdilech v mite rizika u pFipravkl obsahujicich inhalaéni kortikosteroidy
v ramci dané lékové tridy.

Vybor PRAC proto dospél k zavéru, ze v informacich o pfipravku by méla byt uvedena pneumonie (u
pacientl s CHOPN) jako b&zny nezadouci G¢inek u viech pripravkd obsahujicich IKS a Ze u pripravkd
se stavajicim pldnem fizeni rizik by ,zvysené riziko pneumonie u pacientd s CHOPN" mélo byt
povazovano za vyznamné zjisténé riziko.

Bylo potvrzeno, ze jakékoliv riziko pneumonie v souvislosti s IKS by mélo byt posuzovano v
souvislostech, protoZe pneumonie je nedilnou komorbiditou CHOPN, pfi¢emz kvili nékterym
predispozi¢nim faktorlim jsou néktefi pacienti s CHOPN vice nachylni v¢&i tomuto riziku nez jini. Dale
bylo zjisténo, ze diferencialni diagndza pneumonie nebo exacerbace CHOPN je spojena s urcitymi
obtizemi. S ohledem na snizeni rizika pneumonie dospél vybor PRAC k zavéru, ze do informaci o
pfipravku by mélo byt zahrnuto upozornéni pro zdravotniky a pacienty, aby z{stali ostraZiti, pokud jde
0 moznost rozvoje pneumonie u pacientdi s CHOPN, a zohlednili pfitom moznost prekryvani priznakd
pneumonie s pfiznaky exacerbace CHOPN.

Vybor PRAC zhodnotil rovnéz Gcinek IKS zavisly na davce nebo vliv blokatorl LABA a dal$ich sou¢asné
uzivanych pripravk{ na riziko pneumonie u pacientl s CHOPN. Z nékterych dikazl vyplyva zvysené
riziko pneumonie v souvislosti se zvy$ujici se davkou steroidd. PovaZuje se za mechanisticky mozné, e
vy&si davka kortikosteroidl by mohla vyvolat vy$$i stuper imunosuprese v plicich a vést k vy$&imu
riziku pneumonie, nicméné tato skutecnost nebyla jednoznacné prokazana ve vsech studiich. Bylo
konstatovano, Ze tato skutecnost by méla byt zohlednéna v informacich o pfipravku. Vzhledem k
nedostatku Udajl tykajicich se moznych Gcinkl pripravkd z ostatnich tfid predepisovanych pacientim s
CHOPN nebylo mozné dospét k zavéru, pokud jde o vliv sou¢asné uzivanych pfipravki na riziko
pneumonie u uvedenych pacientd.

Z&vérem vybor PRAC konstatoval, Ze pomé&r piinosu a rizik pro piipravky, které obsahuji IKS, zOstava
priznivy za predpokladu provedeni navrzenych zmén v informacich o pfipravku.

Zdbivodnéni doporuceni vyboru PRAC

e Vybor PRAC vzal v Uvahu postup podle ¢lanku 31 smérnice 2001/83/ES vychazejici
z farmakovigilanénich Gdajl pro 1é&ivé pfipravky obsahuijici inhalaéni kortikosteroidy (IKS)
urcené k |é¢bé chronické obstrukéni plicni nemoci (CHOPN),

e vybor PRAC prezkoumal Udaje predlozené drziteli rozhodnuti o registraci a tykajici se
zvy$eného rizika pneumonie u pacientt s CHOPN spojeného s Ié&ivymi pripravky, které
obsahuji IKS,

e vybor PRAC dospél k zavéru, 7e poskytnuté dlkazy podporuji kauzalni souvislost mezi
pouzivanim pfipravkl obsahujicich IKS a zvy$enym rizikem pneumonie u pacientl s CHOPN,

e vybor PRAC rovnéz dospél k zavéru, ze z hlediska rozdild v rémci tfidy neni k dispozici zaddny
presvéddivy klinicky diikaz s ohledem na rozsah rizika u pripravkd obsahujicich IKS,

e vybor PRAC vzal v Gvahu, Ze jsou k dispozici dikazy o zvy$eném riziku pneumonie v souvislosti
se zvy3ujici se davkou steroidd, nicméné tato skuteénost nebyla presvédéivé prokazana ve
vsech studiich,

e vybor PRAC zastaval nazor, ze zvySené riziko pneumonie by mélo byt zafazeno do informaci o
pfipravku véech pfipravk{ obsahujicich IKS indikovanych k Ié¢b& CHOPN, a to spolu s
upozornénim pro zdravotniky a pacienty, aby zlstali ostraZiti, pokud jde o moznost rozvoje
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pneumonie u pacientl s CHOPN, a zohlednili pfitom moznost piekryvani pfiznakl pneumonie s
priznaky exacerbace CHOPN,

na zdkladé vyse uvedenych skute¢nosti dospél vybor PRAC k zavéru, ze pomér piinosu a rizik pro
lé¢ivé ptipravky obsahujici IKS zUstava v 1é&bé& CHOPN pFiznivy za pFedpokladu provedeni
odsouhlasenych zmén v informacich o pfipravku.

Vybor tudiz doporucuje pozménit podminky rozhodnuti o registraci pro IéCivé pfipravky obsahujici IKS,
které jsou indikovany pro l1é¢bu CHOPN.

Stanovisko vyboru CHMP

Po prezkoumani doporuceni vyboru PRAC souhlasi Vybor pro humanni l1éCivé pfipravky (CHMP) s
celkovymi zavéry a odlvodnénim doporuceni.
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Priloha III

Zmény prislusnych bodi informaci o pFipravku

Poznamka:
Tyto zmény piislusnych bodl informaci o pFipravku jsou vysledkem postupu prezkoumani (referralu).

Informace o pfipravku mohou byt nasledné podle potfeby aktualizovany kompetentnimi Urady
&lenskych statd ve spolupraci s referenénim &lenskym statem v souladu s postupy uvedenymi
v kapitole 4, hlavy 111, smérnice 2001/83/ES.
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Zmény prislusnych bodt informaci o pFipravku

Nasledujici informace se maji implementovat do informaci o pfipravku pro inhalacni glukokortikoidy
s indikaci CHOPN.

Text se ma prfidat nebo ma podle potfeby nahradit stavajici text u jednotlivych lé&ivych prfipravkd.
Pokud soucasny SmPC nebo pfibalova informace obsahuji odpovidajici informaci v kterychkoli jinych
bodech, maji se vymazat, aby se vyloucilo opakovani nebo uvedeni protichddnych informaci.

Souhrn adajb o pFipravku
e Bod 4.4 Zvlastni upozornéni a opatreni pro pouziti

Pneumonie u pacientd s CHOPN

U pacientl s CHOPN, kterym byly podavany inhalaéni glukokortikoidy, byl pozorovan vyssi vyskyt
pneumonie, véetn& pneumonie vyzadujici hospitalizaci. Existuji uréité dikazy o tom, Ze zvysené riziko
pneumonie souvisi se zvySovanim davky steroidu, avsak tuto zavislost se nepodafilo definitivné
prokazat ve vSech studiich.

Neexistuji jednoznaéné klinické diikazy o rozdilech mezi l1é¢ivymi piipravky ze skupiny inhalaénich
glukokortikoidt ohledné vyse rizika pneumonie.

Lékafi maji sledovat moZny vyvoj pneumonie u pacientl s CHOPN, nebot klinické zndmky t&chto infekci
se mohou prekryvat se symptomy, které doprovazeji exacerbaci CHOPN.

Rizikovymi faktory pro pneumonii u pacientd s CHOPN jsou souéasné koufeni, vy$si v&k, nizky index
télesné hmotnosti (BMI) a tézka CHOPN.

e Bod 4.8 Nezadouci ucinky

Tabulkovy pfehled nezadoucich tcinkd

“Pneumonie (u pacientl s CHOPN)” ma byt uvedena jako “Casty” nezadouci U¢inek v ramci tiidy
organovych systémi “Infekce a infestace”.

Pribalova informace
e Bod 4: Mozné nezadouci ucinky
Pneumonie (infek&éni onemocnéni plic) u pacientd s CHOPN (&asty neZadouci ucinek)

Informujte svého lékare, pokud mate jakykoli z nasledujici projev( pFi podavani <léciva latka>, nebot
mUZe jit o projevy infekéniho onemocnéni plic:

= horecka nebo zimnice
= zvy$end tvorba hlenu, zména barvy hlenu

= zhorSeni kasle nebo zhorSeni dychacich obtizi
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