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Sommarju ta’ deciZjonijiet tal-Unjoni Ewropea dwar l-awtorizzazzjonijiet ghat-tqeghid fis-suq tal-
prodotti medi¢inali minn 1 Awwissu 2024 sa 31 Awwissu 2024

(Decizjonijiet mehuda skont I-Artikolu 34 tad-Direttiva 2001/83/KE ('), I-Artikolu 38 tad-Direttiva 2001/82/KE (?)
jew L-Artikolu 5 tar-Regolament (UE) 2019/6 tal-Parlament Ewropew u tal-Kunsill (*))

(C/2024/5668)

—  Hrug, manteniment jew modifika ta’ awtorizzazzjoni ghat-tqeghid fis-suq

Data tad- Isem/Ismijiet tal- INN Detentur(i) tal- Stat Membru Data ta’
decizjoni prodott medi¢inali (Denominazzjoni awtorizzazzjoni kkoncernat notifika
Internazzjonali ghat-tqeghid fis-suq
Komuni)
26.8.2024 Havrix and asso- | inactivated hepati- | Aral-Anness I Ara l-Anness [ 26.8.2024
ciated names tis A virus
29.8.2024 Lorazepam lorazepam Ara l-Anness Il Ara l-Anness Il 29.8.2024
Macure

() GUL 311, 28.11.2001, p. 67, ELL https://data.europa.eu/eli/dir/2001/83/oj.
() GUL 311, 28.11.2001, p. 1, ELL https:|/data.europa.eu/eli/dir/2001/82/oj.
() GUL4,7.1.2019, p. 43, ELL https://data.europa.eu/elifreg/2019/6oj.

ELL http://data.europa.eu/eli/C/2024/5668/oj
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Lista ta’ prodotti medi¢inali u prezentazzjonijiet

ANNESS 1

Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (kon¢entrazzjoni)
Awstrija GlaxoSmithKline Pharma HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
GmbH Virus tal-Epatite A (inattivat) injezzjoni koli
WienerbergstrafSe 7, 5. Stock 1440 Unita ELISA
1100 Vienna Maghmul fuq ¢celluli diplojd umani
Austria (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Awstrija GlaxoSmithKline Pharma HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
GmbH 720 Virus tal-Epatite A (inattivat) injezzjoni koli
Wienerbergstrafle 7, 5. Stock 720 Unita ELISA
1100 Vienna Maghmul fuq celluli diplojd umani
Austria (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
II-Belgju GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 1440 Unita ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
II-Belgju GlaxoSmithKline Biologicals | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA 720 Virus tal-Epatite A (inattivat) injezzjoni koli

Rue de I'Institut 89
B-1330 Rixensart
Belgium

720 Unita ELISA

Maghmul fuq ¢celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Bulgarija GlaxoSmithKline Biologicals | XABPMKC 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA MHXKEKLMOHHA cyc- | Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 neH3ys (1o3a 3a 1440 Unita ELISA
1330 Rixensart Bb3PACTHM) Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Bulgarija GlaxoSmithKline Biologicals | XABPUKC 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA VHXeKLMOHHa cyc- | Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 meH3ys (mo3a 3a 720 Unita ELISA
1330 Rixensart Iela) Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Cipru GlaxoSmithKline Biologicals | HAVRIX 1440 IU | Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 1440 Unita ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Cipru GlaxoSmithKline Biologicals | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA Virus tal-Epatite A (inattivat) injezzjoni koli

Rue de I'Institut 89
B-1330 Rixensart
Belgium

720 Unita ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi AI**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Repubblika Ceka GlaxoSmithKline Biologicals | HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Adult fiha: injezzjoni koli
Rue de I'Institut 89 Virus tal-Epatite A (inattivat)
B-1330 Rixensart 1440 Unita ELISA
Belgium Maghmul fuq ¢celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Repubblika Ceka GlaxoSmithKline Biologicals | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA MONODOSE Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 720 Unita ELISA
B-1330 Rixensart Maghmul fuq ¢elluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Danimarka GlaxoSmithKline Pharma HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
AlS Adult fiha: injezzjoni koli
Delta Park 37 Virus tal-Epatite A (inattivat)
2665 Vallensbak Strand 1440 Unita ELISA
Denmark Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Danimarka GlaxoSmithKline Pharma HAVRIX Doza wahda (0,5 ml) ta’ Havrix for Chil- | Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
AlS dren fiha: injezzjoni koli
Delta Park 37 Virus tal-Epatite A (inattivat)
2665 Vallensbak Strand 720 Unita ELISA
Denmark Maghmul fuq celluli diplojd umani

(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Estonja GlaxoSmithKline Biologicals | HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Adult fiha: injezzjoni koli
Rue de I'Institut 89 Virus tal-Epatite A (inattivat)
B-1330 Rixensart 1440 Unita ELISA
Belgium Maghmul fuq ¢celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Estonja GlaxoSmithKline Biologicals | HAVRIX Doza wahda (0,5 ml) ta’ Havrix 720 Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA Junior fiha: injezzjoni koli
Rue de I'Institut 89 Virus tal-Epatite A (inattivat)
B-1330 Rixensart 720 Unita ELISA
Belgium Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Finlandja GlaxoSmithKline Biologicals | HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Adult fiha: injezzjoni koli
Rue de I'Institut 89 Virus tal-Epatite A (inattivat)
B-1330 Rixensart 1440 Unita ELISA
Belgium Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Finlandja GlaxoSmithKline Biologicals | HAVRIX Doza wahda (0,5 ml) ta’ Havrix 720 Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA Junior fiha: injezzjoni koli

Rue de I'lInstitut 89
B-1330 Rixensart
Belgium

Virus tal-Epatite A (inattivat) 720 Unita
ELISA

Maghmul fuq ¢celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Franza Laboratoire GlaxoSmithK- HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
line U/1ml ADULTES | Virus tal-Epatite A (inattivat) injezzjoni koli
23, rue Frangois Jacob 1440 Unita ELISA
92500 Rueil Malmaison Maghmul fuq celluli diplojd umani
France (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Franza Laboratoire GlaxoSmithK- HAVRIXNOUR- | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
line RISSONS ET Virus tal-Epatite A (inattivat) injezzjoni koli
23, rue Frangois Jacob ENFANTS 720 720 Unita ELISA
92500 Rueil Malmaison U/0,5 ml Maghmul fuq celluli diplojd umani
France (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Germanja GlaxoSmithKline GmbH & | Havrix 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Co.KG Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Prinzregentenplatz 9 ELISA
Bogenhausen Maghmul fuq celluli diplojd umani
Bayern (MRC-5)
81675 Miinchen Adsorbit fuq aluminium hydroxide,
Germany idratat Total: 0,50 milligrammi Al**
Germanja GlaxoSmithKline GmbH & | Havrix 720 Kinder | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml

Co. KG
Prinzregentenplatz 9
Bogenhausen

Bayern

81675 Miinchen
Germany

Virus tal-Epatite A (inattivat)

720 Unita ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi AI**

injezzjoni

koli
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Grecja GlaxoSmithKline Single HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Member A.EB.E. Adult fiha: injezzjoni koli
Kifissias avenue 266 Virus tal-Epatite A (inattivat)
152 32 Halandri, Athens 1440 Unita ELISA
Greece Maghmul fuq ¢celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Gredja GlaxoSmithKline Single HAVRIX Doza wahda (0,5 ml) ta’ Havrix 720 Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
Member A.E.B.E. Junior fiha: injezzjoni koli
Kifissias avenue 266 Virus tal-Epatite A (inattivat)
152 32 Halandri, Athens 720 Unita ELISA
Greece Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Ungerija GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Rue de I'Institut 89, Virus tal-Epatite A (inattivat) injezzjoni koli
B-1330 Rixensart, Belgium 1440 Unita ELISA
Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Ungerija GlaxoSmithKline Biologicals | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA Rue de I'Institut 89, JUNIOR Virus tal-Epatite A (inattivat) injezzjoni koli

B-1330 Rixensart, Belgium

720 Unita ELISA

Maghmul fuq ¢celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Islanda GlaxoSmithKline Pharma HAVRIX Doza wahda (1,0 ml) ta’ Havrix 1440 Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
AlS Adult fiha: injezzjoni koli
Delta Park 37 Virus tal-Epatite A (inattivat)
2665 Vallensbak Strand > 1440 Unita ELISA
Denmark Maghmul fuq ¢celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Islanda GlaxoSmithKline Pharma HAVRIX Doza wahda (0,5 ml) ta’ Havrix 720 Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
AlS Junior fiha: injezzjoni koli
Delta Park 37 Virus tal-Epatite A (inattivat)
2665 Vallensbak Strand > 720 Unita ELISA
Denmark Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi AP**
L-Irlanda GLAXOSMITHKLINE (IRE- | HAVRIX MONO- | Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
LAND) LIMITED DOSE Virus tal-Epatite A (inattivat) injezzjoni koli
12 Riverwalk, Citywest 1440 Unita ELISA
Business Campus, Maghmul fuq celluli diplojd umani
Ireland (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
L-Irlanda GLAXOSMITHKLINE (IRE- | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
LAND) LIMITED MONODOSE Virus tal-Epatite A (inattivat) injezzjoni koli

12 Riverwalk, Citywest
Business Campus,
Ireland

720 Unita ELISA

Maghmul fuq ¢celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Italja GlaxoSmithKline S.p.A. HAVRIX Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Viale dell’Agricoltura, 7 Virus tal-Epatite A (inattivat) injezzjoni koli
37135 Verona VR 1440 Unita ELISA
Italy Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Italja GlaxoSmithKline S.p.A. HAVRIX Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
Viale dell’Agricoltura, 7 Virus tal-Epatite A (inattivat) injezzjoni koli
37135 Verona VR 720 Unita ELISA
Italy Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Latvja GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA ELISA units/ml Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 vienibas/ml sus- 1440 Unita ELISA
B-1330 Rixensart pensija injekcijam | Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Latvja GlaxoSmithKline Biologicals | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA ELISA units/0,5 ml | Virus tal-Epatite A (inattivat) injezzjoni koli

Rue de I'Institut 89
B-1330 Rixensart
Belgium

vienibas/0,5 ml
suspensija injek-
cijam

720 Unita ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Litwanja GlaxoSmithKline Biologicals | Havrix 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA ELISA vienety/ml | Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 injekciné suspen- | 1440 Unita ELISA
B-1330 Rixensart sija Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Litwanja GlaxoSmithKline Biologicals | Havrix 720 ELISA | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA vienety/0,5 ml Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
Rue de I'Institut 89 injekciné suspen- | ELISA
B-1330 Rixensart sija Maghmul fuq ¢celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Lussemburgu GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Rue de I'nstitut 89 ELISA
B-1330 Rixensart Maghmul fuq ¢elluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Lussemburgu GlaxoSmithKline Biologicals | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA 720 Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
Rue de I'Institut 89 ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Malta GlaxoSmithKline (Ireland) HAVRIX MONO- | Doza wahda (1,0 ml) fiha: Suspensjoni ghall- Ghall-uzu minn 1 ml
Limited 12 Riverwalk, DOSE Virus tal-Epatite A (inattivat) 1440 Unita | injezzjoni gol-muskolu

Citywest Business Campus,
Dublin 24
Ireland

ELISA

Maghmul fuq ¢celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Malta GlaxoSmithKline (Ireland) HAVRIX JUNIOR | Doza wahda (1,0 ml) fiha: Suspensjoni ghall- Ghall-uzu minn 0,5 ml
Limited 12 Riverwalk, Virus tal-Epatite A (inattivat) 720 Unita | injezzjoni gol-muskolu
Citywest Business Campus, ELISA
Dublin 24 Maghmul fuq celluli diplojd umani
Ireland (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
L-Olanda GlaxoSmithKline BV HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Van Asch van Wijckstraat Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
55H ELISA
3811 LP Amersfoort Maghmul fuq celluli diplojd umani
Netherlands (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
L-Olanda GlaxoSmithKline BV HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
Van Asch van Wijckstraat Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
55H ELISA
3811 LP Amersfoort Maghmul fuq celluli diplojd umani
Netherlands (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Norvegja GlaxoSmithKline AS Havrix 1,0 ml ta’ Havrix 1440 fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Postboks 180, Vinderen Virus tal-Epatite A (inattivat) 1440 Unita | injezzjoni koli

0319 Oslo
Norway

ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi AI**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Norvegja GlaxoSmithKline AS Havrix 1,0 ml ta’ Havrix 1440 fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
Postboks 180, Vinderen Virus tal-Epatite A (inattivat) injezzjoni koli
0319 Oslo 1440 Unita ELISA
Norway Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Polonja GlaxoSmithKline Biologicals | HAVRIX ADULT | Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Rue de I'Institut 89 ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Polonja GlaxoSmithKline Biologicals | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA JUNIOR Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
Rue de I'Institut 89 ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Portugall Smith Kline & French Portu- | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
guesa-Produtos Farmaceuti- | ADULTO Virus tal-Epatite A (inattivat) injezzjoni koli

cos LDA

Rua Dr. Ant6nio Loureiro
Borges, 3 Arquiparque,
Miraflores Algés
1495-131 Algés

Portugal

1440 Unita ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi AI**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Portugall Smith Kline & French Portu- | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
guesa-Produtos Farmaceuti- | Junior Virus tal-Epatite A (inattivat) injezzjoni koli
cos LDA 720 Unita ELISA
Rua Dr. Anténio Loureiro Maghmul fuq celluli diplojd umani
Borges, 3 Arquiparque, (MRC-5)
Miraflores Algés Adsorbit fuq aluminium hydroxide,
1495-131 Algés idratat Total: 0,25 milligrammi Al**
Portugal
Romanija GlaxoSmithKline Biologicals | HAVRIX ADULT | Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA 1440 suspensie Virus tal-Epatite A (inattivat) injezzjoni koli
Rue de I'Institut 89 injectabild 1440 Unita ELISA
B-1330 Rixensart Maghmul fuq ¢celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Romanija GlaxoSmithKline Biologicals | HAVRIX JUNIOR | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA 720 suspensie Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
Rue de I'Institut 89 injectabild ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Is-Slovakkja GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA Dosis adulta Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Rue de I'Institut 89 ELISA
B-1330 Rixensart Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Is-Slovakkja GlaxoSmithKline Biologicals | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA Junior monodose | Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli

Rue de I'Institut 89
B-1330 Rixensart
Belgium

ELISA

Maghmul fuq ¢elluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Is-Slovenja GlaxoSmithKline Biologicals | HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
SA ELISA Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Rue de I'Institut 89 enot suspenzija za | ELISA
B-1330 Rixensart injiciranje za Maghmul fuq celluli diplojd umani
Belgium odrasle (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Is-Slovenja GlaxoSmithKline Biologicals | HAVRIX 720 Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
SA ELISA enot sus- Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli
Rue de I'Institut 89 penzija za injici- ELISA
B-1330 Rixensart ranje za otroke Maghmul fuq celluli diplojd umani
Belgium (MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
Spanja GlaxoSmithKline S.A. HAVRIX 1440 Doza wahda (1,0ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
Severo Ochoa, 2 Parque suspension inyec- | Hepatitis A virus (inattivat) 1440 Unita’ | injezzjoni koli
Tecnologico de Madrid Tres | table en jeringa ELISA
Cantos precargada Maghmul fuq celluli diplojd umani
28760 Madrid (MRC-5)
Spain Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Spanja GlaxoSmithKline S.A. HAVRIX 720 sus- | Doza wahda (0,5ml) fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
Severo Ochoa, 2 Parque pensién inyectable | Hepatitis A virus (inattivat) 720 Unita’ injezzjoni koli

Tecnologico de Madrid Tres
Cantos

28760 Madrid

Spain

en jeringa precar-
gada

ELISA

Maghmul fuq celluli diplojd umani
(MRC-5)

Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi AI**
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Stat Membru EU/EEA Detentur tal-Awtorizzazzjoni Isem ivvintat Qawwa Ghamla farmacewtika Mnejn ghandu Kontenut
ghat-Tqeghid fis-Suq jinghata (koncentrazzjoni)
Svezja GlaxoSmithKline AB Havrix Doza wahda (1,0 ml) ta’ Havrix fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 1 ml
P.O.Box 516 Virus tal-Epatite A (inattivat) injezzjoni koli
169 29 Solna 1440 Unita ELISA
Sweden Maghmul fuq celluli diplojd umani
(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,50 milligrammi Al**
Svezja GlaxoSmithKline AB Havrix Doza wahda (0,5 ml) ta’ Havrix fiha: Suspensjoni ghall- Uzu ghal gol-mus- | 0,5 ml
P.0.Box 516 Virus tal-Epatite A (inattivat) injezzjoni koli
169 29 Solna 720 Unita ELISA
Sweden Maghmul fuq celluli diplojd umani

(MRC-5)
Adsorbit fuq aluminium hydroxide,
idratat Total: 0,25 milligrammi Al**
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ANNESS I

Lista ta’ prodotti medi¢inali u prezentazzjonijiet

Stat Membru EUJEEA Id-Detentur tal-Awtorizzazzjoni Isem (Ivvintat) Qawwa Ghamla farmacewtika Mnejn ghandu jinghata Kontenut
ghat-tqeghid fis-suq isem (kon¢entrazzjoni)
il-kumpanija, indirizz

L-Awstrija Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, Injektionslosung zjoni Uzu ghal gol-muskoli
Denmark

il-Belgju Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, solution injectable zjoni Uzu ghal gol-muskoli
Denmark | oplossing voor injectie

id-Danimarka Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, zjoni Uzu ghal gol-muskoli
Denmark

Finlandja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, injektioneste, liuos [ injek- zjoni Uzu ghal gol-muskoli
Denmark tionsvitska, losning

il-Germanja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, zjoni Uzu ghal gol-muskoli
Denmark

l-Irlanda Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, solution for injection zjoni Uzu ghal gol-muskoli
Denmark

|-Italja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, zjoni Uzu ghal gol-muskoli
Denmark

|-Olanda Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, oplossing voor injectie zjoni Uzu ghal gol-muskoli
Denmark

Norvegja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg

39, 2400 Copenhagen NV,
Denmark

zjoni

Uzu ghal gol-muskoli
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Stat Membru EU/EEA Id-Detentur tal-Awtorizzazzjoni Isem (Ivvintat) Qawwa Ghamla farmacewtika Mnejn ghandu jinghata Kontenut
ghat-tqeghid fis-suq isem (koncentrazzjoni)
il-kumpanija, indirizz

is-Slovenja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg/ml | 4 mg/ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg
39, 2400 Copenhagen NV, raztopina za injiciranje zjoni Uzu ghal gol-muskoli
Denmark

l-Isvezja Macure Pharma ApS, Hejrevej | Lorazepam Macure 4 mg[ml Soluzzjoni ghall-injez- | Uzu ghal gol-vini, 4 mg

39, 2400 Copenhagen NV,
Denmark

zjoni

Uzu ghal gol-muskoli
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