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INFORMACOES DAS INSTITUICOES, ORGAOS E ORGANISMOS DA UNIAO
EUROPEIA

COMISSAO EUROPEIA

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introdu¢io no mercado dos
medicamentos de 1 de agosto de 2020 a 31 de agosto de 2020

[Publicado nos termos do artigo 13.° ou do artigo 38.° do Regulamento (CE) n. 726/2004 do Parlamento Europeu e
do Conselho (*)]

(2020/C 318/01)

() JOL 136 de 30.4.2004, p. 1.



— Concessdo de uma autorizagio de introducio no mercado [artigo 13.° do Regulamento (CE) n.° 726/2004 do Parlamento Europeu e do Conselho]:

Autorizado

DCI (Denominagdo

Ntmero de inscricio

Cddigo ATC (codigo

Dat;.i ~d a Nome do medicamento Comum Titular da autorizacdo de introdu¢do no mercado no Registo Forma farmacéutica anatémico- Dfit.a dg
decisdo I . U o . notificagdo
nternacional) Comunitdrio terapéutico-quimico)
19.8.2020 | Aybintio bevacizumab Samsung Bioepis NL B.V. EU[1/20/1454 Concentrado para | LO1XCO07 20.8.2020
Olof Palmestraat 10, 2616 LR Delft, Nederland solugdo para perfu-
sdo
19.8.2020 |Bavencio avelumab Merck Europe B.V. EU/1/17/1214 Concentrado para  |LO1XC31 25.8.2020
Gustav Mahlerplein 102, 1082 MA Amsterdam, solugdo para perfu-
Nederland sdo
19.8.2020 | Gencebok citrato de cafeina | Gennisium Pharma EU/[1/20/1465 Solugdo para perfu- | NO6BCO1 20.8.2020
Faculté Cochin — Paris Biotech Santé, 24 rue du sdo
Faubourg St Jacques, 75014 Paris, France
19.8.2020 |Methylthioninium | cloreto de metil- | Cosmo Technologies Ltd EU/1/20/1470 Comprimido de ac- | V04CX 20.8.2020
chloride Cosmo tionina Riverside II, Sir John Rogerson’s Quay, Dublin 2, Ireland ¢do prolongada
21.8.2020 |Kaftrio ivacaftor | teza- | Vertex Pharmaceuticals (Ireland) Limited EU/[1/20/1468 Comprimido revesti- | RO7AX32 21.8.2020
caftorr [ elexa- | 28-32 Pembroke Street Upper, Dublin 2, D02 EK84, do por pelicula
caftor Ireland
25.8.2020 | BLENREP belantamab GlaxoSmithKline (Ireland) Limited EU[1/20/1474 P6 para concentrado | LO1XC39 26.8.2020
mafodotina 12 Riverwalk, Citywest Business Campus, Dublin 24, para solugdo para
Ireland perfusdo
25.8.2020 | Idefirix imlifidase Hansa Biopharma AB EU/[1/20/1471 P6 para concentrado | LO4AA 1.9.2020

P.O. Box 785, 220 07 Lund, Sverige

para solucdo para
perfusdo
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DCI (Denominagdo

Ndmero de inscri¢do

Cddigo ATC (codigo

Data Sl a Nome do medicamento Comum Titular da autorizacdo de introdu¢do no mercado no Registo Forma farmacéutica anatomico- Data de~
decisdo I . P o . notificacio
nternacional) Comunitdrio terapéutico-quimico)
27.8.2020 |Livogiva teriparatida Theramex Ireland Limited EU/[1/20/1462 Solugdo injectdvel | HO5AA02 28.8.2020
3rd Floor, Kilmore House, Park Lane, Spencer Dock,
Dublin 1, D01 YE64, Ireland
27.8.2020 | Qutavina teriparatida EuroGenerics Holdings BV EU/[1/20/1463 Solucido injectdvel | HO5AAOQ2. 31.8.2020
Locatellikade 1, 1076AZ Amsterdam, Nederland
28.8.2020 | Cabazitaxel Accord | cabazitaxel Accord Healthcare S.L.U. EU[1/20/1448 Concentrado para  |L01CDO04 31.8.2020

World Trade Center, Moll de Barcelona, s/n, Edifici Est
6* planta, 08039 Barcelona, Espafia

solucdo para perfu-
sdo
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25.9.2020

— Alteragio de uma autorizagio de introducio no mercado [artigo 13.° do Regulamento (CE) n.° 726/2004 do
Parlamento Europeu e do Conselho]: Autorizado

Data da Nome do . - . ~ Ntmero de inscricdo no Data de
- . Titular da autorizacdo de introdu¢do no mercado - 5 e
decisio medicamento RengtO Comunitdrio I’IOtlflCa(;aO
6.8.2020 | Panretin Amdipharm Limited EU/[1/00/149 7.8.2020
3 Burlington Road, Dublin 4, D04 RD68,
IRELAND
6.8.2020 | Pramipexole Accord Healthcare S.L.U. EU[1/11/728 10.8.2020
Accord World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta, 08039 Barcelona, Espaifia
6.8.2020 |Raxone Santhera Pharmaceuticals (Deutschland) GmbH |EU/1/15/1020 12.8.2020
Marie-Curie Strafle 8, 79539 Lorrach, Deutsch-
land
6.8.2020 | Zavicefta Pfizer Ireland Pharmaceuticals EU/1/16/1109 11.8.2020
Operations Support Group, Ringaskiddy, County
Cork, Ireland
10.8.2020 | Colobreathe Teva B.V. EU[1/11]747 14.8.2020
Swensweg 5, 2031 GA Haarlem, Nederland
10.8.2020 |Fotivda EUSA Pharma (Netherlands) B.V. EU[1/17[1215 3.9.2020
Johannes Vermeerplein 11, 1071 DV Amster-
dam, Nederland
10.8.2020 |Inflectra Pfizer Europe MA EEIG EU[1/13/854 11.8.2020
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgi¢
10.8.2020 |Jylamvo Therakind (Europe) Limited EU[1/17|1172 24.8.2020
3 Inn’s Quay, Dublin 7, DO7 PW4F, Ireland
10.8.2020 |Levetiracetam Teva | Teva B.V. EU/1/11/701 17.8.2020
Swensweg 5, 2031 GA Haarlem, Nederland
10.8.2020 |Nucala GlaxoSmithKline Trading Services Limited EU[1/15/1043 14.8.2020
Riverwalk 12, Citywest Business Campus, Dublin
24, Ireland
10.8.2020 |Onivyde pegylated |Les Laboratoires Servier EU/1/16/1130 11.8.2020
liposomal 50 rue Carnot, 92284 Suresnes Cedex, France
10.8.2020 |Pemetrexedo Pfizer Europe MA EEIG EU/1/15/1057 10.8.2020
Hospira Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgié
13.8.2020 |Apealea Oasmia Pharmaceutical AB EU/1/18/1292 24.8.2020
Vallongatan 1, 75228 Uppsala, Sverige
13.8.2020 | Armisarte Actavis Group PTC ehf. EU[1/15/1063 22.8.2020
Reykjavikurvegur 76-78, 220 Hafnarfjordur,
Island
13.8.2020 |Cresemba Basilea Pharmaceutica Deutschland GmbH EU/1/15/1036 14.8.2020

Marie-Curie-Strasse 8, 79539 Loerrach,
Deutschland




25.9.2020 Jornal Oficial da Unido Europeia C 318/5
Data da Nome do . - . ~ Ndmero de inscricdo no Data de
- . Titular da autorizagdo de introducdo no mercado - S e
decisdo medicamento Registo Comunitdrio notificacao
13.8.2020 |Duloxetina Zentiva | Zentiva, k.s. . EU/1/15/1028 17.8.2020
U Kabelovny 130, 102 37 Praha 10, Ceskd
republika
13.8.2020 |Imatinib Accord | Accord Healthcare S.L.U. EU/1/13/845 17.8.2020
World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta, 08039 Barcelona, Espaifia
13.8.2020 | Qtrilmet AstraZeneca AB EU/1/19/1401 17.8.2020
151 85 Sodertilje, Sverige
13.8.2020 |Twynsta Boehringer Ingelheim International GmbH EU/[1/10/648 14.8.2020
Binger Strafle 173, 55216 Ingelheim am Rhein,
Deutschland
17.8.2020 | Circadin RAD Neurim Pharmaceuticals EEC SARL EU/[1/07/392 20.8.2020
4 rue de Marivaux, 75002 Paris, France
19.8.2020 |Elocta Swedish Orphan Biovitrum AB (publ) EU[1/15/1046 21.8.2020
112 76 Stockholm, Sverige
19.8.2020 |Emend Merck Sharp & Dohme B.V. EU/1/03/262 24.8.2020
Waarderweg 39, 2031 BN Haarlem, Nederland
19.8.2020 |IDELVION CSL Behring GmbH EU/1/16/1095 24.8.2020
Emil-von-Behring-Strale 76, 35041 Marburg,
Deutschland
19.8.2020 |IMBRUVICA Janssen-Cilag International NV EU/[1/14/945 24.8.2020
Turnhoutseweg 30, 2340 Beerse, Belgié
19.8.2020 |Pemetrexed medac | medac Gesellschaft fur klinische Spezialpriparate | EU/1/15/1038 20.8.2020
mbH
Theaterstrafle 6, 22880 Wedel, Deutschland
19.8.2020 |Pemetrexedo Sandoz GmbH ) EU/1/15/1037 28.8.2020
Sandoz Biochemiestrasse 10, 6250 Kundl, Osterreich
19.8.2020 |Praluent Sanofi-Aventis groupe EU/[1/15/1031 20.8.2020
54 rue La Boétie, 75008 Paris, France
19.8.2020 | Skilarence Almirall, S.A. EU[1/17/1201 26.8.2020
Ronda General Mitre, 151, 08022 Barcelona,
Esparia
19.8.2020 | Tecentriq Roche Registration GmbH EU/1/17/1220 20.8.2020
Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland
21.8.2020 |Kalydeco Vertex Pharmaceuticals (Ireland) Limited EU[1/12/782 21.8.2020
28-32 Pembroke Street Upper, Dublin 2, D02
EK84, Ireland
25.8.2020 | Aimovig Novartis Europharm Limited EU/1/18/1293 3.9.2020
Vista Building, Elm Park, Merrion Road,
Dublin 4, Ireland
25.8.2020 | Axumin Blue Earth Diagnostics Ireland Ltd EU[1/17]1186 26.8.2020

6th Floor, 2 Grand Canal Square, Dublin 2,
Ireland
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Data da Nome do . - . ~ Ndmero de inscricdo no Data de
- . Titular da autorizagdo de introducdo no mercado - S e
decisdo medicamento Registo Comunitdrio notificacao

25.8.2020 |Ebymect AstraZeneca AB EU/1/15/1051 1.9.2020
151 85 Sodertilje, Sverige

25.8.2020 |Epclusa Gilead Sciences Ireland UC EU[1/16/1116 26.8.2020
Carrigtohill, County Cork, T45 DP77, Ireland

25.8.2020 | Esperoct Novo Nordisk A/S EU/1/19/1374 26.8.2020
Novo All¢, 2880 Bagsvaerd, Danmark

25.8.2020 |Latuda Aziende Chimiche Riunite Angelini Francesco — | EU[1/14/913 4.9.2020
ACRAE. SpA.
Viale Amelia 70, 00181 Roma, Italia

25.8.2020 |Ninlaro Takeda Pharma A[S EU/1/16/1094 1.9.2020
Dybendal Alle 10, 2630 Taastrup, Danmark

25.8.2020 | Ravicti Immedica Pharma AB EU/1/15/1062 26.8.2020
SE-113 29 Stockholm, Sverige

25.8.2020 |RotaTeq MSD VACCINS EU[1/06/348 27.8.2020
162 avenue Jean Jaures, 69007 Lyon, France

25.8.2020 | Shingrix GlaxoSmithKline Biologicals S.A. EU/1/18/1272 26.8.2020
rue de I'Institut 89, 1330 Rixensart, Belgique

25.8.2020 | Vemlidy Gilead Sciences Ireland UC EU[1/16/1154 26.8.2020
Carrigtohill, County Cork, T45 DP77, Ireland

25.8.2020 | VITRAKVI Bayer AG EU/1/19/1385 26.8.2020
D-51368 Leverkusen, Deutschland

25.8.2020 | Votubia Novartis Europharm Limited EU/1/11/710 25.8.2020
Vista Building, Elm Park, Merrion Road,
Dublin 4, Ireland

27.8.2020 | Atriance Novartis Europharm Limited EU/[1/07/403 27.8.2020
Vista Building, Elm Park, Merrion Road,
Dublin 4, Ireland

27.8.2020 |Betaferon Bayer AG EU/1/95/003 28.8.2020
D-51368 Leverkusen, Deutschland

27.8.2020 |Fortacin Recordati Ireland Ltd EU/1/13/881 3.9.2020
Raheens East, Ringaskiddy Co. Cork, Ireland

27.8.2020 |Imatinib Actavis | Actavis Group PTC ehf. EU[1/13/825 28.8.2020
Reykjavikurvegur 76-78, 220 Hafnarfjordur,
Island

27.8.2020 |Imfinzi AstraZeneca AB EU[1/18/1322 31.8.2020
151 85 Sodertilje, Sverige

27.8.2020 |NovoThirteen Novo Nordisk A/S EU/1/12/775 28.8.2020
Novo Allé, 2880 Bagsvaerd, Danmark

27.8.2020 | Skyrizi AbbVie Deutschland GmbH & Co. KG EU[1/19/1361 28.8.2020
Knollstrasse, 67061 Ludwigshafen, Deutschland

28.8.2020 | Actraphane Novo Nordisk A/S EU/[1/02/229 31.8.2020

Novo All¢, 2880 Bagsvaerd, Danmark
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Data da Nome do . - . ~ Ndmero de inscricdo no Data de
- . Titular da autorizagdo de introducdo no mercado - S e
decisdo medicamento Registo Comunitdrio notificacao

28.8.2020 | Actrapid Novo Nordisk A/S EU/1/02/230 31.8.2020
Novo Allé, 2880 Bagsvaerd, Danmark

28.8.2020 |Eurartesim Alfasigma S.p.A. EU[1/11/716 31.8.2020
Via Ragazzi del '99, n.5, 40133 Bologna, Italia

28.8.2020 |IMBRUVICA Janssen-Cilag International NV EU/1/14/945 2.9.2020
Turnhoutseweg 30, 2340 Beerse, Belgié

28.8.2020 |Olanzapina Mylan |Mylan S.A.S. EU/1/08/475 31.8.2020
117 allée des Parcs, 69800 Saint Priest, France

28.8.2020 |PREZISTA Janssen-Cilag International NV EU/[1/06/380 1.9.2020
Turnhoutseweg 30, 2340 Beerse, Belgié

28.8.2020 |Reyataz Bristol-Myers Squibb Pharma EEIG EU/1/03/267 31.8.2020
Plaza 254, Blanchardstown Corporate Park 2,
D15 T867, Dublin 15, Ireland

28.8.2020 |Vyxeos liposomal |Jazz Pharmaceuticals Ireland Ltd EU/1/18/1308 31.8.2020
5th Floor, Waterloo Exchange, Waterloo Road,
Dublin D04 E5W7, Ireland

28.8.2020 | Xarelto Bayer AG EU/1/08/472 31.8.2020

D-51368 Leverkusen, Deutschland

— Retirada de uma autorizacio de introducio no mercado [artigo 13.° do Regulamento (CE) n.° 726/2004 do
Parlamento Europeu e do Conselho]

Data da Nome do . - . < Nuamero de inscri¢do no Data de

- . Titular da autorizagdo de introdu¢do no mercado - R o
decisdo medicamento Registo Comunitdrio notificacio
14.8.2020 | Qtrilmet AstraZeneca AB EU/[1/19/1401 17.8.2020

151 85 Sodertilje, Sverige

— Alteragio de uma autorizagio de introducio no mercado [artigo 38.° do Regulamento (CE) n.° 726/2004 do
Parlamento Europeu e do Conselho]: Autorizado

Data da Nome do . - . ~ Namero de inscricdo no Data de
- . Titular da autorizagdo de introducdo no mercado - S e
decisdo medicamento Registo Comunitdrio notificacdo
5.8.2020 |Econor Elanco GmbH EU/2/98/010 6.8.2020
Heinz-Lohmann-Strafle 4, 27472 Cuxhaven,
Deutschland
5.8.2020 |Halocur Intervet International B.V. EU/[2/99/013 10.8.2020
Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland
12.8.2020 |ECOPORC SHIGA | Ceva Santé Animale EU/[2/13/149 14.8.2020

10 avenue de La Ballastiére, 33500 Libourne,
France




C 318/8 Jornal Oficial da Unido Europeia 25.9.2020
Data da Nome do . - . ~ Ndmero de inscricdo no Data de
- . Titular da autorizagdo de introducdo no mercado - S e
decisdo medicamento Registo Comunitdrio notificacao
12.8.2020 |Nobilis IB Primo | Intervet International B.V. EU[2/14|174 14.8.2020
QX Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland
12.8.2020 |Respiporc Flu3 Ceva Santé Animale EU/2/09/103 31.8.2020
10 avenue de La Ballastiére, 33500 Libourne,
France
12.8.2020 | RESPIPORC Ceva Santé Animale EU/[2/17/209 31.8.2020
FLUpan HIN1 10 avenue de La Ballastiere, 33500 Libourne,
France
12.8.2020 |Simparica Zoetis Belgium S.A. EU/[2/15/191 17.8.2020
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
18.8.2020 |Suvaxyn PRRS Zoetis Belgium S.A. EU/[2/17/215 21.8.2020
MLV rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
20.8.2020 |BLUEVAC BTV CZ Veterinaria, S.A. EU[2/11/122 26.8.2020
La Relva s/n — Torneiros, 36410 Porrifio,
Esparia
20.8.2020 | Zycortal Dechra Regulatory B.V. EU/2/15/189 26.8.2020
Handelsweg 25, 5531 AE Bladel, Nederland
28.8.2020 | VEPURED Laboratorios Hipra, S.A. EU/[2/17[214 1.9.2020

Avda. La Selva, 135, 17170 Amer (Girona),
Espafia

Os interessados podem solicitar o acesso ao relatério publico dos medicamentos em questdo e das decisdes correspondentes

junto de:

European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam
NETHERLANDS
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Resumo das decisdes da Unido Europeia relativas as autoriza¢des de introducio no mercado dos
medicamentos de 1 de agosto de 2020 a 31 de agosto de 2020

(Decisdes adotadas nos termos do artigo 34.° da Diretiva 2001/83/CE(') ou do artigo 38.° da Diretiva
2001/82/CE (%))

(2020/C 318/02)

— Recusa de uma autorizagio nacional de introdug¢do no mercado

Titular(es) da

Data da . DCI (Denominagdo M Estado-Membro Data de
- Nome(s) do medicamento . autorizacdo de . P
decisio Comum Internacional) | . . considerado notificagdo
introducdo no mercado
19.8.2020 |Budesonide SUN and | budesonide Ver anexo Ver anexo 20.8.2020

associated names

() JOL 311 de 28.11.2001, p. 67.
()  JOL 311 de 28.11.2001, p. 1.



ANEXO

Lista de medicamentos e apresentacdes

Estado-Membro

UE/EEE Requerente Nome de fantasia Dosagem Forma farmacéutica Via de administragdo

Alemanha Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 0,25 mg suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Alemanha Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 0,5 mg suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Alemanha Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 1 mg suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Itdlia Sun Pharmaceutical Industries Europe B.V. Budesonide SUN 0,125 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Itdlia Sun Pharmaceutical Industries Europe B.V. Budesonide SUN 0,25 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Itdlia Sun Pharmaceutical Industries Europe B.V. Budesonide SUN 0,5 mg/ml suspensdo para ina- | Via inalatoria

Polarisavenue 87
2132 JH Hoofddorp
The Netherlands

lagdo por nebuliza-
¢do

Paises Baixos

Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp

The Netherlands

Budesonide SUN

250 microgramas/2 ml

suspensdo para ina-
lagdo por nebuliza-
¢do

Via inalatéria

Paises Baixos

Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp

The Netherlands

Budesonide SUN

500 microgramas/2 ml

suspensdo para ina-
lagdo por nebuliza-
¢do

Via inalat6ria
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Estado-Membro
UE/EEE

Requerente

Nome de fantasia

Dosagem

Forma farmacéutica

Via de administragdo

Paises Baixos

Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp

The Netherlands

Budesonide SUN

1 000 microgramas/2 ml

suspensdo para ina-
lagdo por nebuliza-
¢do

Via inalatdria

Pol6nia Sun Pharmaceutical Industries Europe B.V. Budezonid SUN 0,125 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Poldnia Sun Pharmaceutical Industries Europe B.V. Budezonid SUN 0,25 mg/ml suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Pol6nia Sun Pharmaceutical Industries Europe B.V. Budezonid SUN 0,5 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Espanha Sun Pharmaceutical Industries Europe B.V. Budesénida SUN 0,25 mg/ml suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Espanha Sun Pharmaceutical Industries Europe B.V. Budesénida SUN 0,5 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Suécia Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 0,125 mg/ml suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Suécia Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 0,25 mg/ml suspensdo para ina- | Via inalatdria

Polarisavenue 87
2132 JH Hoofddorp
The Netherlands

lagdo por nebuliza-
¢do

0T0T'6'ST
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Estado-Membro

UE|EEE Requerente Nome de fantasia Dosagem Forma farmacéutica Via de administracio

Suécia Sun Pharmaceutical Industries Europe B.V. Budesonid SUN 0,5 mg/ml suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Reino Unido Sun Pharmaceutical Industries Europe B.V. Budesonide 0,125 mg/ml suspensdo para ina- | Via inalatdria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Reino Unido Sun Pharmaceutical Industries Europe B.V. Budesonide 0,25 mg/ml suspensdo para ina- | Via inalatoria
Polarisavenue 87 lagdo por nebuliza-
2132 JH Hoofddorp ¢do
The Netherlands

Reino Unido Sun Pharmaceutical Industries Europe B.V. Budesonide 0,5 mg/ml suspensdo para ina- | Via inalatdria

Polarisavenue 87
2132 JH Hoofddorp
The Netherlands

lagdo por nebuliza-
¢do
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