
SUMMARY OF PRODUCT CHARACTERISTICS 

1. NAME OF THE MEDICINAL PRODUCT 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

3. PHARMACEUTICAL FORM 

  

4. CLINICAL PARTICULARS  

4.1



4.2 Posology and method of administration  

Adults and children aged over 12 50 kg) 
Ceftriaxone 
dosage* 

Treatment 
frequency** 

Indications 



 kg)

Paediatric population 
Neonates, infants and children from 15 days to 12 years of age (< 50 kg)  

Ceftriaxone 
dosage* 

Treatment 
frequency** 

Indications 



Neonates from 0 to 14 days of age  

Ceftriaxone 
dosage* 

Frequency of 
treatment 

Indications 



Duration of therapy 

Elderly subjects 

Patients with liver disease 

Patients with renal impairment 

Patients with severe hepatic impairment and renal disease 



Method of administration 

4.3 Contraindications 



In vitro

4.4 Special warnings and precautions for use 

In vitro



Clostridium difficile





4.5 Interaction with other medicinal products and other forms of interaction 

In vitro

in vitro



4.6 Fertility, pregnancy and lactation 

4.7 Effects on ability to drive and use machines 

4.8 Undesirable effects 



System organ 
classes 

Common Uncommon Rare Not known
a



Clostridium 
difficile

To report any side effects: 

Saudi Arabia: 

Other GCC States: 

o 
o 
o
o
o



4.9 Overdose

5. PHARMACOLOGICAL PROPERTIES 

5.1 Pharmacodynamic properties 

Pathogen Dilution test 
(MIC, mg/L) 
Susceptible Resistant

Enterobacteriaceae 
Staphylococcus 
Streptococcus 

Streptococcus pneumoniae 
Streptococci

Haemophilus influenzae 
Moraxella catarrhalis 
Neisseria gonorrhoeae 



Neisseria meningitidis 

Commonly susceptible species 

Staphylococcus aureus 
Staphylococci

Streptococcus pyogenes 
Streptococcus agalactiae 
Streptococcus pneumoniae 

Streptococci

Borrelia burgdorferi 
Haemophilus influenzae 
Haemophilus parainfluenzae 
Moraxella catarrhalis
Neisseria gonorrhoea 
Neisseria meningitidis 
Proteus mirabilis 
Providentia 
Treponema pallidum 

Species for which acquired resistance may be a problem 

Staphylococcus epidermidis+

Staphylococcus haemolyticus+

Staphylococcus hominis+

Citrobacter freundii 
Enterobacter aerogenes 
Enterobacter cloacae 



Escherichia coli%

Klebsiella pneumoniae%

Klebsiella oxytoca%

Morganella morganii 
Proteus vulgaris 
Serratia marcescens 

Bacteroides 
Fusobacterium 
Peptostreptococcus 
Clostridium perfringens

Inherently resistant organisms 

Enterococcus 
Listeria monocytogenes 

Acinetobacter baumannii 
Pseudomonas aeruginosa 
Stenotrophomonas maltophilia 

Clostridium difficile 

Chlamydia 
Chlamydophila 
Mycoplasma 
Legionella 
Ureaplasma urealyticum

5.2 Pharmacokinetic properties 



Patients with renal impairment or hepatic disease 



Elderly subjects 

Paediatric population 

in vivo

5.3 Preclinical safety data 

6. PHARMACEUTICAL PARTICULARS 

6.1 List of excipients 



6.2 Incompatibilities 

6.3 Shelf life 

6.4 Special precautions for storage 

6.5 Nature and contents of container 

6.6 Special precautions for disposal and other handling 



7. MARKETING AUTHORISATION HOLDER 

8. MARKETING AUTHORISATION NUMBER(S) 

9. DATE OF FIRST AUTHORISATION 

10. DATE OF REVISION OF THE TEXT 
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