
Clarox®

Clarithromycin USP

COMPOSITION
Clarox® 250 : Each �lm-coated tablet contains
Clarithromycin USP 250mg.
Clarox® 500 : Each �lm-coated tablet contains
Clarithromycin USP 500mg.

PHARMACOLOGY
Clarithromycin is a semi-synthetic macrolide antibiotic. 
It is rapidly absorbed from the gastrointestinal tract after 
oral administration. Clarox® tablets may be given 
without regard to food. In healthy human subjects 
(males and females), peak plasma concentrations were 
attained within 2 to 3 hours after oral dosing. The 
elimination half-life of clarithromycin is about 5 to 7 
hours with 500 mg administered every 8 to 12 hours.
Clarox® exerts its antibacterial action by binding to the 
50S ribosomal subunit of susceptible bacteria resulting 
in inhibition of protein synthesis. Clarithromycin is 
active in vitro against a variety of aerobic and anaerobic 
Gram-positive and Gram-negative bacteria as well as 
most Mycobacterium avium complex (MAC) bacteria. 

INDICATION
Clarox® is indicated for the treatment of mild to 
moderate infections caused by susceptible isolates of 
the designated bacteria in the conditions as listed 
below:
(1) Pharyngitis/Tonsillitis due to Streptococcus pyogenes (2) 
Acute maxillary sinusitis due to Haemophilus in�uenzae, 
Moraxella catarrhalis or Streptococcus pneumoniae. (3) Acute 
bacterial exacerbation of chronic bronchitis due to 
Haemophilus in�uenzae, Haemophilus parain�uenzae, 
Moraxella catarrhalis or Streptococcus pneumoniae. (4) 
Community-Acquired Pneumonia due to Haemophilus 
in�uenzae, Mycoplasma pneumoniae, Streptococcus 
pneumoniae or Chlamydia pneumoniae (TWAR). (5) 
Uncomplicated skin and skin structure infections due to 
Staphylococcus aureus or Streptococcus pyogenes (Abscesses 
usually require surgical drainage). (6) Acute otitis media due 
to Haemophilus in�uenzae, Moraxella catarrhalis or 
Streptococcus pneumonia. (7) Disseminated mycobacterial 
infections due to Mycobacterium avium or Mycobacterium 
intracellulare (8) Lansoprazole/clarithromycin/amoxicillin 
triple therapy have been shown to be active against most 
strains of Helicobacter pylori in vitro and in clinical infections. 

DOSAGE AND ADMINISTRATION
Clarox® may be given with or without food.
ADULT DOSAGE GUIDELINES 
Clarox® Tablets  

 Infection  Dosage Duration
   (every 12 hrs)  (days)

 Pharyngitis/Tonsillitis due to 

 S. pyogenes  250 mg  10

 Acute maxillary  500 mg  14
 sinusitis due to

 H. in�uenzae 

 M. catarrhalis 

 S. pneumoniae 

 Acute exacerbation of chronic bronchitis due to 

 H. in�uenzae  500 mg  7-14

 H. parain�uenzae  500 mg  7

 M. catarrhalis  250 mg  7-14

 S. pneumoniae  250 mg  7-14

 Community-Acquired Pneumonia due to 

 H. in�uenzae  250 mg  7

 H. parain�uenzae  -  -

 M. catarrhalis  -  -

 S. pneumoniae  250 mg  7-14

 C. pneumoniae  250 mg  7-14

 M. pneumoniae  250 mg  7-14

 Uncomplicated skin   250 mg  7-14
 & skin structure due to
 S. aureus 
 S. pyogenes 

H. pylori Eradication to Reduce the Risk of Duodenal 
Ulcer Recurrence:
Triple therapy: Clarox®/lansoprazole/amoxicillin 

The recommended adult dose is 500mg Clarox®, 30mg 
lansoprazole and 1g amoxicillin, all given twice daily 
(every 12 hrs) for 10 or 14 days

Triple therapy: Clarox®/omeprazole/amoxicillin 
The recommended adult dose is 500mg Clarox®, 20mg 
omeprazole and 1g amoxicillin, all given twice daily 
(every 12 hrs) for 10 days

CHILDREN 
The usual recommended daily dosage is 15mg/kg/day 
divided by every 12 hrs for 10 days. 

  Weight   Dose 

 Kg   lbs (every 12 hrs)

 9  20 62.5 mg

 17   37 125 mg 

 25   55 187.5 mg 

 33   73  250 mg

CONTRAINDICATION AND PRECAUTION
Clarithromycin is contraindicated in patients with a 
known hypersensitivity to clarithromycin or any of its 
excipients, erythromycin or any of the macrolide 
antibiotics.
Clarithromycin is contraindicated in patients with a 
history of cholestatic jaundice/hepatic dysfunction 
associated with prior use of clarithromycin.
Concomitant administration of clarithromycin and any 
of the following drugs is contraindicated: cisapride, 
pimozide, astemizole, terfenadine and ergotamine or 
dihydroergotamine.
Clarithromycin should not be given to patients with 
history of QT prolongation or ventricular cardiac 
arrhythmia, including torsades de pointes.
Clarithromycin should not be used concomitantly with 
HMG-CoA reductase inhibitors (statins) that are 
extensively metabolized by CYP3A4 (lovastatin or 
simvastatin), due to the increased risk of myopathy, 
including rhabdomyolysis.

DRUG INTERACTION
Clarithromycin use in patients who are receiving 
theophylline may be associated with an increase of 
serum theophylline concentrations. Hypotension, 
bradyarrhythmias and lactic acidosis have been observed 
in patients receiving concurrent verapamil. Concomitant 
administration of single doses of clarithromycin and 
carbamazepine has been shown to result in increased 
plasma concentrations of carbamazepine.

Sildena�l, Tadala�l and Vardena�l    
Each of these phosphodiesterase inhibitors is primarily 
metabolized by CYP3A and CYP3A will be inhibited by 
concomitant administration of clarithromycin. 
Co-administration of clarithromycin with sildena�l, 
tadala�l or vardena�l will result in increased exposure of 
these phosphodiesterase inhibitors. Co-administration of 
these phosphodiesterase inhibitors with clarithromycin is 
not recommended.

USE IN PREGNANCY AND LACTATION
Pregnancy Category C. There are no adequate and 
well-controlled studies in pregnant women. Clarithromycin 
should be used during pregnancy only if the potential 
bene�t justi�es the potential risk to the fetus. It is not 
known whether clarithromycin is excreted in human milk. 
Because many drugs are excreted in human milk, caution 
should be exercised when clarithromycin is administered 
to a nursing woman.

PEDIATRIC USE
Safety and e�ectiveness of clarithromycin in pediatric 
patients under 6 months of age have not been 
established.

HOW SUPPLIED
Clarox® 250 tablet : Box containing 2 x 10 �lm coated 
tablets in Alu-Alu blister pack.
Clarox® 500 tablet : Box containing 2 x 6 �lm coated 
tablets in Alu-Alu blister pack.
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