ENTOS

Film Coated Tablets - Oral Suspension

REVAPHARMA

Composition:

Tablets:

Each ENTOS 500 film coated tablet contains Metronidazole 500 mg.

Oral suspension:

Each 5 ml ENTOS oral suspension contains Metronidazole 125 mg as
benzoate.

Mechanism of Action:

The nitrate group in metronidazole acts as an electron acceptor, forming cyto-
toxic reference complexes that bind with proteins and DNA, causing cell death.
Pharmacokinetics:

After oral administration, metronidazole is fully and rapidly absorbed, distributed
well into body tissues and fluids, accumulates in patients with impaired hepatic
function. Metronidazole and its metabolites are excreted through the kidneys.
Indications:

ENTOS has antiprotozoal action and is effective against T. vaginalis, En-
tamoeba histolytica, Giardia intestinalis and anerobic bacteria, non-specific
vaginitis and anerobically-infected ulcers and pressure sores.
Contraindication:

ENTOS should not be given to patients who are hypersensitive to metroni-
dazole, its derivatives, or any of the ingredients in the product.

Warnings & Precautions:

Regular clinical and laboratory monitoring are advised if administration of
ENTOS for more than 10 days is considered. It should not be used in patients
with blood dyscrasia. Caution is advised in patients with active disease of the
central nervous system other than brain abscess and in patients with hepatic
encephalopathy. When given in conjunction with alcohol, ENTOS may
provoke a disulphiram like effect.

Pregnancy & Lactation:

Pregnancy: Pregnancy Category B, adequate studies in pregnant women
failed to detect risk to the fetus at any stage of pregnancy, so it should be
used during pregnancy only if needed and under the supervision of a doctor.
Lactation: It is transmitted through breast milk to a nursing infant, and
should not be administered unless under the supervision of a doctor.

Drug Interactions:

Metronidazole interacts with lithium, anticoagulants (warfarin), alcohol
where a disulfiram-like reaction occurs, immunosuppressants (ciclosporin),
phenobarbital, fluorouracil, cimetidine.

Side Effects:

Gastrointestinal effects include: nausea, coated tongue, dry mouth, an un-
pleasant metallic or bitter taste, headache, redness or sensitivity of the skin,

and less frequently: lightheadedness, depression, anxiety, dizziness, urethral
pain, dark urine, and rarely: Leukopenia and peripheral neuropathies have
also been seen in long-term treatment.

Dosage & Administration:

Adult & .
Indications | Duration of | Children | CHldEen | Chitdren | Children
Treatment | Over 10 ears 3—7years|1-3years
years M
Amebic dysentery | 5—10 days |800 mg Tid| 400 mg Tid | 200 mg Qid | 200 mg Tid
Asymptomatic | & 0. | 400800 | 200400 | 100- 200 100 - 200
Amebiasis S mg Tid mg Tid mg Qid mg Tid
Hepatic & 400800 | 200-400 | 100-200 | 100-200
extraintestinal 510 days . . y -
; S mg Tid mg Tid mg Tid mg Tid
amebiasis
. 2 g once 1 gonce |600mgonce| 500 once
Giardiasis 3 days daily daily dail daily
Trichomoniasis
consort treatments 7 days 200 mg Tid| 100 mg tid - -
recommended
Vincent’s . . . .
infection 3 days 200 mg Tid| 100 mg Tid | 100 mg Tid | 50 mg Tid
75mg/kg | 7.5mg/kg | 7.5mg/kg
Anerobic . Body Body Body
infection 7 days 400 mg Tid weight in weight in weight in
divided dose | divided dose | divided dose
7.5mg/kg | 7.5mg/kg | 7.5mg/kg
Non-specific . Body Body Body
vaginitis 7 days 400 mg Tid weight in weight in weight in
divided dose | divided dose | divided dose
75mg/kg | 7.5mg/kg | 7.5mg/kg
Leg ulcer and 7days  |400mgTia|  Body. Body Body
pressure sore weight in weight in weight in
divided dose | divided dose | divided dose

Storage:

Store in a dry place at a temperature not exceed 25° C and away from light.
Keep bottle tightly closed.Keep out of reach of children.

Packaging:

Tablets: Each ENTOS carton box (500) contains 20 tablets in two blisters.
Oral suspension: Each ENTOS Oral Suspension carton box contains amber

glass bottle of 100 ml.
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Do not repeat the same prescription without consulting you doctor
“KEEP THE MEDICAMENTS OUT OF REACH of CHILDREN
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