Numru tal- Isem inventat

Qawwa Ghamla farmacewtika

procedura ta’

I-EMEA

EU/1/96/014/001 Tritanrix HepB
EU/1/96/014/002 Tritanrix HepB
EU/1/96/014/003 Tritanrix HepB

' Doza 1 (0.5 ml) fiha:
Toxoid tad-difterite*
Toxoid tat-tetnu *

Razza ta’ Bordetella pertussis inattivat™**

-- Suspensjoni ghall-
injezzjoni

-- Suspensjoni ghall-
injezzjoni

-- Suspensjoni ghall-

injezzjoni

>301U
>601U
>41U

Mnejn jinghata

Uzu fil-muskolu
Uzu fil-muskolu

Uzu fil-muskolu

Antigen tas-superficje ta’ I-epatite B rekombinanti** (proteina S)*** 10 mikrogrammi

*adsorbit fuq aluminium oxide idratat
** adsorbit fuq aluminium phosphate

Total: 0.26 milligrammi A

Total: 0.37 milligrammi AI**

13+

*** manifatturat fuq ¢elluli tal-hmira (Saccharomyces cerevisiac) mahdumin genetikament

11

Il-pakkett

fjala (hgieg)
fjala (hgieg)

fjala (hgieg)

Kontenut Dags tal-pakkett
0.5 ml Fjala 1
5.0 ml Fjala 1
1 ml Fjala 1





