Metrocept Plus vagina ovues @

REVAPHARMA

Composition:

Each Metrocept Plus Vaginal Ovules contains:
Metronidazole 750 mg, Miconazole Nitrate 200 mg and
Lidocaine 100 mg.

Pharmacological Properties & Mechanism of Action:
Metrocept Plus contains miconazole for antifungal effects
and metronidazole for antibacterial and antitrichomonal
effects and also lidocaine for local anesthetic effects.
Metronidazole unfolds its antibacterial and antiparasitic
effect by inhibiting the synthesis of nucleic acids in sen-
sitive bacteria and protozoa. Miconazole shows its effect
during ergosterol synthesis in the cytoplasmic membrane.
It changes the permeability of the mycotic cell and inhib-
its glucose utilization. Lidocaine stabilizes the neuronal
membrane by inhibiting the conduction of nerve impulses,
thereby producing local anesthetic action.
Pharmacokinetics:

Absorption of miconazole nitrate through the intravaginal
route is very low (approximately 1.4% of the dose). Fol-
lowing intravaginal application of Metrocept Plus daily for
3 days, miconazole could not be detected in plasma. The
bioavailability of metronidazole by the after vaginal ap-
plication is 20% compared to the oral administration. The
half-time of metronidazole is 6-11 hours. Metronidazole is
metabolized in the liver by oxidation. Metronidazole and
its major metabolites (hydroxyl and acetic metabolites) are
excreted in the urine. The onset of action lidocaine is 3-5
minutes. Lidocaine is absorbed after topical application to
injured or abraded skin and mucus membranes and me-
tabolized rapidly by the liver. The metabolites and the un-
changed drug (10% of the dose administered) are excreted
by the kidneys. Following intravaginal application of the
ovules daily for 3 days, lidocaine was absorbed minimally
and levels in plasma ranged between 0.04-1 mcg/ml.
Indications:

Metrocept Plus is used in the treatment of:

- Candidal vulvovaginitis due to Candida albicans.

- Bacterial vaginitis due to anaerobic bacteria and Gard-
nerella vaginalis.

- Trichomonal vaginitis due to Trichomonas vaginalis and
in cases of mixed vaginal infections.

Contraindications:

- Known hypersensitivity to any component of the prod-
uct.

- Patients with severe liver function disorders (including
porphyria) and nervous system disorders (e.g., epilepsy).
Warnings & Precautions:

- Patients should be warned not to take alcohol during the
therapy and for at least 2 days after the end of a course
of treatment.

- Sexual partners of patients with Trichomonas vagina-
lis should be treated at the same time.

- Metrocept Plus dose must be reduced in renal failure, he-
patic failure, and in patients with hepatic encephalopathy.

Pr y & Lactation:

Pregnancy: Metrocept Plus is contraindicated in the first
trimester of pregnancy and should be used with caution in
the second and third trimesters of pregnancy.

Lactation: Metronidazole, one of the active ingredients in
Metrocept Plus, passes into breast milk, avoid administra-
tion of this drug during lactation.

Drug Interactions:

- Alcohol: Alcohol intolerance (disulfiram-like reaction).

- Amiodarone: Increase in risk of cardiotoxicity (e.g., QT
prolongation).

- Disulfiram: Central nervous system-related effects (e.g.,
psychotic reactions).

- Phenytoin, Lithium, and Fluorouracil: Increase in blood
levels of these drugs.

- Phenobarbital: Decrease in blood levels of metronida-
zole.

- Oral anticoagulants: Increased anticoagulant effect of
these drugs.

Side Effects:

Vaginal discharge, headache, dizziness, discomfort in the
female reproductive organs, depression, feeling thirsty and
abdominal pain.

Driving & Using Machines:

Patients should be advised to avoid driving or using ma-
chines if any symptoms such as drowsiness, vertigo or
convulsions appear.

Dosage & Administration:

Insert 1 ovule at night and 1 ovule in the morning for 7
days. In recurrent cases, or when the vaginitis has been
resistant to other treatments, the treatment period is ex-
tended for 14 days.

Overdosage:

There is no human experience with an overdose of Met-
rocept Plus.

Symptoms: Symptoms include Nausea, vomiting, head-
ache, abdominal pain, diarrhea, pruritus, metallic taste,
ataxia, vertigo, convulsion, anorexia, leukopenia, and
darkening of urine.

Treatment: There is no specific antidote, symptomatic
treatment can be applied.

Storage:

Keep out of reach of children.

Store in a dry place, at a temperature below 25 °C, protect
from light.

Packaging:

Each Metrocept Plus carton box contains 7 Vaginal Ovules
in a PVC\PE strips.
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