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EMA Number (Invented) 
name 

Strength Pharmaceutical 
Form 
 

Route of 
Administration 

Immediate 
Packaging 

Content 
(concentration) 

Pack size 

EMEA/H/W/003838/001 Tritanrix HB --1 Suspension for 
injection 

Intramuscular use vial (glass) 0.5 ml 1 vial 

EMEA/H/W/003838/002 Tritanrix HB --1 Suspension for 
injection 

Intramuscular use vial (glass) 1 ml 1 vial 

EMEA/H/W/003838/003 Tritanrix HB --1 Suspension for 
injection 

Intramuscular use vial (glass) 5 ml 1 vial 
 
 

--1 1 dose (0.5 ml) contains: 
 
Diphtheria toxoid¹                                not less than 30 IU 
Tetanus toxoid¹                                    not less than 60 IU 
Bordetella pertussis (inactivated)²      not less than 4 IU 
Hepatitis B surface antigen ²,³            10 micrograms 
 
¹ Adsorbed on aluminium hydroxide, hydrated 0.26 milligrams Al³+ 
² Adsorbed on aluminium phosphate 0.37 milligrams Al³+ 
³ Produced in yeast cells (Saccharomyces cerevisiae) by recombinant DNA technology 
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