
Dispensing forms

Dumozol Tablets:

500 mg Metronidazole, 20 Tab.

 

Dumozol suspension:

Metronidazole Benzoate equivalent to: 125 mg Metronidazole, bottle of 125 ml

 

Dumozol Intravenous infusion:

Metronidazole 5 mg/ml, bottle of 100 ml

Pharmacology

Antiprotozoal and antibacterial agent

 

Metronidazole is active against infections caused by Trichomonas vaginalis, Gardnerella vaginalis,

Giardia lamblia and Entamoeba histolytica. Metronidazole is also active against a broad spectrum

of obligate anaerobic bacteria, including Bacteroides spp., Fusobacterium spp., Clostridium spp.,

Treponema spp. and venous anaerobic cocci. The action is trichomonicidal, and bactericidal.

Metronidazole is absorbed readily and almost completely from the gastrointestinal tract. Serum

Concentrations normally reach their peak within one hour of oral ingestion.

Metronidazole is also well absorbed after rectal administration. After administration of

suppositories mean peak serum concentrations are attained at 4 hours. Metronidazole is widely

distributed in tissues. It penetrates readily into the cerebrospinal and pleural fluids and attains

therapeutic concentrations in pus from cerebral abscesses and in empyema.

Indications

Trichomoniasis

Vulvo-vaginitis caused by Gardnerella vaginalis

Giardiasis

Amoebiasis

Crohns disease

Anaerobic infections

As prophylaxis in gynaecological, gastrointestinal and dental surgery, as the risk of infection with

anaerobic bacteria is considered high.

Contra Indications

Blood dyscrasias

Active non-infectious disease in the central nervous system.

Precautions

High doses of metronidazole may mask the presence of syphilis.

Pregnancy and lactation

Metronidazole crosses the placenta and should therefore not be given in the first trimester. During

this period, colpitic trichomoniasis can be treated with vaginal pessaries.

 

Metronidazole occurs in breast milk in concentrations similar to those found in the maternal

plasma. Nursing mothers should preferably not be given metronidazole.



Side effects

Side effects are seldom noted after therapeutic doses and no severe side effects have been

described.

Some patients experience temporary gastrointestinal discomfort, nausea, coated tongue,

unpleasant taste, and headache; less frequently vertigo, depression, insomnia, skin rashes,

drowsiness, urethral discomfort, and sensory neuropathy may appear. Darkening of the urine has

also been reported occasionally, the total leucocyte count may be temporarily reduced, but the

change is not significant. The use of doses higher than usual has occasionally resulted in

instances of paresthesia of the hands and feet, peripheral neuropathy and epileptiform seizures.

Interactions

Interaction between warfarin and metronidazole has been described. Inhibition of warfarin

metabolism increased the half-life of warfarin and thus enhanced its effect. This interaction seems

to be stereo-specific and clinical problems might be avoided by the use of the R (+) warfarin

instead of the racemic form. In some persons, metronidazole has a disulfiram-like effect on the

metabolism of alcohol, resulting in intolerance. The only systematic study of this reaction suggests

that it occurs in some 25 percent of patients exposed to the combination.

Simultaneous administration of metronidazole and disulfiram has been reported to cause acute

psychosis or confusional state.

Dosage

1. Protozoal Infections:

 

# Trichomoniasis

- Adults: 2 g in a single dose or 500 mg twice daily for 6 days

 

# Gardnerella vaginalis 500 mg twice daily for 7 days

 

# Amoebiasis:

 Acute Intestinal

- Adults: 2-2.5 g once daily for 2-3 days or 1 g every 12 hours for 5-10 days

- Children: Half the adult close for 5-10 days

- Infants: 25 mg/kg twice daily for 5-10 days

 Hepatic

- Adults: 1.5-2.5 g once daily 2-3 days or 500 mg - l g every 8 hours for 5 days

- Children: Half the adult dose for 5-10 days

- Infants: 25 mg/kg twice daily for 5-10 days

 Symptomless carriers

- Adults: 500 mg -1 g every 8 hours for 5 to 10 days

- Children: Half the adult dose for 5-10 days

- Infants: 25 mg/kg twice daily for 5-10 days

 

# Giardiasis

- Adults: 2 g once daily for 3 days or 500 mg twice daily for 5-10 days



- Children: 250 mg twice daily for 5-10 days

- Infants: 25 mg/kg daily for 5-10 days

 

2. Anaerobic Infections

For the treatment of anaerobic infection and as prophylaxis in surgery carrying a high risk of

anaerobic infections.

In acute infections the recommended treatment is parenteral administration initially, followed by

oral or rectal administration.

As treatment, metronidazole should be given for at least 7 days.

As prophylaxis, metronidazole may be administered either intravenously during the 24 hours pre-

operative period, or orally or rectally for 3 - 7 days starting 2 days before surgery. The prophylaxis

must not be given for longer than 7 days. The infusion fluid is administered at a rate of 5 ml / min.

either alone or with isotonic sodium chloride, isotonic glucose, or Ringer infusion fluid.

 

# Oral administration

 Treatment:

- Adults & children above 12 years of age: 500 mg every 8 hours

- Children aged 5-12 years: 250 mg every 8 hours

- Children below 5 years of age: 12.5 mg/kg every 8 hours

 Ulcerative gingivitis

- Adults & children above 12 years of age: 500 mg every 8 hours for 3 days

 Crohns disease Prophylaxis

- Adults & children above 12 years of age: 500 mg twice daily

- Children aged 5-12 years: 15 mg/kg twice daily

 Elective surgery (is started 2 days before)

- Adults & children above 12 years of age: 500 mg every 8 hours

- Children aged 5-12 years: 250 mg every 8 hours

- Children below 5 years of age: 12.5 mg/kg every 8 hours

 Acute surgery (is started 2 hours before)

- Adults & children above 12 years of age: 1 g

- Children aged 5-12 years: 250 mg - 500 mg

- Children below 5 years of age: 6.25 mg/kg -12.5 mg/kg

 Followed by

- Adults & children above 12 years of age: 500 mg every 8 hours

- Children aged 5-12 years: 250 mg every 8 hours

- Children below 5 years of age: 6.25 mg/kg every 8 hours

 

# Parenteral administration

 

 Treatment

Initially

- Adults & children above 12 years of age: 500 mg -1 g



- Children aged 5-12 years: 20 mg/kg/day

followed by

- Adults & children above 12 years of age: 500 mg / 8 hrs., until oral/rectal administration is

possible

- Children aged 5-12 years: 20 mg/kg/day divided into 3 doses

 

 Prophylaxis in abdominal surgery

Initially

- 5-14 years: 500 mg - 1 g

- <5 years: 10-20 mg/kg

- Children below 5 years of age: 7-14 mg/kg

followed by

- 5-14 years: 500 mg / 8 hrs., until oral/rectal administration is possible

- <5 years: 10-20 mg/kg every 8 hrs.

- Children below 5 years of age: 7-14 mg/kg every 8 hrs.

 

 In elective abdominal surgery

- 5-14 years: 1 g single dose 30-60 mins before surgery

- <5 years: 10-20 mg/kg 10 mg/kg every 8 hrs.

- Children below 5 years of age: 7-14 mg/kg 7mg/kg every 8 hrs.

Storage

Store away from light

Keep out of reach of children
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