
COMPOSITION
Rozith®  250 tablet: Each film coated tablet contains  Azithromycin Dihydrate USP equivalent to Azithromycin 250 mg. 
Rozith®  500 tablet: Each film coated tablet contains  Azithromycin Dihydrate USP equivalent to Azithromycin 500 mg.
Rozith® powder for suspension: When reconstituted, each 5 ml suspension contains Azithromycin Dihydrate USP equivalent to 
Azithromycin 200 mg.  

DESCRIPTION
Rozith® contains azithromycin USP. It is an azalide antibiotic. Azithromycin acts by binding to the 50s ribosomal subunit of 
susceptible organisms, thus interfering with microbial protein synthesis.

INDICATIONS, DOSAGE AND ADMINISTRATION

CONTRAINDICATIONS
Rozith®  is contraindicated in patients with known hypersensitivity to azithromycin, erythromycin, any macrolide or ketolide 
antibiotic. 

SIDE EFFECTS
Azithromycin is well tolerated with a low incidence of side effects. Most frequently reported side effects are related to 
Gastrointestinal system with diarrhoea, nausea, abdominal pain, flatulence, melena. Allergic reactions such as rash, edema, urticria 
have occured and there have also been rare reports of  serious hypersensitivity reactions. Transient mild reductions in neutrophil 
counts have occasionally been observed in clinical trials, although a causal relationship to azithromycin has not been established. 

PRECAUTIONS
Liver is the principle route of elimination of azithromycin, caution should be exercised when azithromycin is administered to 
patients with impaired hepatic function. If any allergic reaction occurs, the drug should be discontinued and appropriate therapy 
should be instituted.

USE IN PREGNANCY & LACTATION
Pregnancy:  Pregnancy Category B. In the animal studies, no evidence of harm to the fetus due to azithromycin was found. Animal 
reproduction studies are not always predictive of human response; azithromycin should be used during pregnancy only if clearly 
needed.
Nursing Mothers: It is not known whether azithromycin is excreted in human milk. Because many drugs are excreted in human milk, 
caution should be exercised when azithromycin is administered to a nursing woman.

DRUG INTERACTION
Azithromycin absorption was reduced in presence of food & antacid. So, azithromycin should be administered 1 hour before or 2 
hour after taking food & antacid. Careful monitoring of patients is advised if azithromycin is concurrently used with digoxin & 
ergot derivatives, as there is possibility of increased concentration of digoxin and theoretical possibility of ergotism. There have 
been no pharmacokinetic drug interactions between azithromycin and warfarin, theophylline, carbamazepine, 
methylprednisolone and cimetidine.

OVERDOSAGE
Most adverse events experienced in higher then recommended doses were similar in type and may be more frequent than those 
seen at normal doses. The incidence of tinnitus and ototoxicity is more frequent in overdosage than at normal doses. In the event 
of overdosage, general symptomatic and supportive measures are indicated as required.

COMMERCIAL PACK
Rozith® 250 tablet:  Box containing 1 x 6's tablet in Alu-Alu blister pack.
Rozith® 500 Tablet:  Box containing 2 x 6's tablet in Alu-Alu blister pack.
Rozith® powder for suspension: When reconstituted bottle contains 15 ml, 35ml & 50 ml suspension.

STORAGE
For Rozith® Tablet : Store at temperature not exceeding 30 ºC in a dry place,  protect from light. 
For Rozith® PFS:  Store at 5-30 ºC in a dry place, protect from light. 
 
    Medicine: Keep out of reach of children
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 Infections Dose Duration of Therapy

Typhoid / Paratyphoid Adult: 1 g once daily 5 days
  Child: 20 mg / kg once daily  
  In case of fluoroquinolones resistance, 14 days
  Azithromycin 500 mg once daily

Shigellosis Adult: 1-1.5 g once daily 1-5 days
  Child: 20 mg / kg once daily

Diarrhoea Adult: 1-1.5 g once daily - 
  Child: 20 mg / kg once daily

Cholera Adult: 1 g once daily -
  Child: 20 mg / kg once daily

Inflammatory bowel diseases Adult: 1 g once daily 5 days
  Child: 20 mg / kg once daily

Bacterial STD 2 g single dose -
  (should be given to patient plus his/her partner).

Pelvic Inflammatory Disease (PID) 1 g daily for 2 days followed by 7 days
  500 mg daily for next 5 days

Acne  500 mg once daily for 3 days then 12 wks.
  4 days interval 

Skin/skin structure infection Adult: 500 mg once daily  3 days
  Child: 10 mg / kg once daily

Dental infection Adult: 500 mg once daily 3 days
  Child: 10 mg / kg once daily

Chronic Obstructive Pulmonary 250 mg orally for five days, 12 wks.
Disease (COPD) then twice weekly

Respiratory tract infection Adult: 500 mg once daily 3 days 
  Child: 10 mg / kg once daily

Eye infection (trachoma) Adult: 1 gm single dose -
  Child: 20 mg / kg single dose 
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