METROCEPT Vaginal Ovules @

REVA PHARMA

Composition:

Each METROCEPT Ovule contains: Metronidazole
500 mg, Miconazole as nitrate 150 mg.
Pharmacological Properties & Mechanism of Ac-
tion:

METROCEPT contains miconazole for antifungal
effects and metronidazole for antibacterial and anti-
trichomonal effects.

Metronidazole unfolds its antibacterial and antipara-
sitic effect by inhibiting the synthesis of nucleic acids
in sensitive bacteria and protozoa. Miconazole shows
its effect during ergosterol synthesis in the cytoplas-
mic membrane. It changes the permeability of the
mycotic cell and inhibits glucose utilization.
Pharmacokinetics:

Absorption of miconazole nitrate through the intra-
vaginal route is very low (approximately 1.4% of the
dose). Following intravaginal application of MET-
ROCEPT daily for 3 days, miconazole could not be
detected in plasma. The bioavailability of metronida-
zole by the after vaginal application is 20% compared
to the oral administration. The half-time of metroni-
dazole is 6-11 hours. Metronidazole is metabolized in
the liver by oxidation. Metronidazole and its major
metabolites (hydroxyl and acetic metabolites) are ex-
creted in the urine.

Indications:

METROCEPT is indicated as a treatment for vaginal
candidiasis, vaginitis caused by anaerobic bacteria,
trichomonas vaginalis, and mixed vaginal infections.
Contraindications:

- Hypersensitivity to any of the components of the
product.

- Alcohol intake during the therapy & for at last 3
days after the end of the course of treatment.

- Virgins & young girls who are not sexually mature.
- Patients using disulfiram during the treatment or
within 2 weeks.

- Porphyria.

- Epilepsy.

- Serious liver function disorders.

- Pregnancy (1st trimester).

Warning & Precautions:

- Do not use METROCEPT ovules with other vaginal
products (such as douch vaginalis or topical spermi-
cides). It is not recommended to use it during men-
struation.

- Sexual partners of trichomoniasis vaginalis patients
should be treated at the same time.

Drug Interactions:

METROCEPT interacts with: Alcohol, amiodarone,
cimetidine, lithium, fluorouracil, cyclosporine, as-
temizole, phenprocoumone, terfenadine, phenytoin,
procaine amide, anisindione, fentanyl, glimepiride,
oxybutynin, oxycodone, fosphenytoin, dicoumarol,
warfarin, theophylline, carbamazepine, acenocouma-
rol, trimethrexate.

It also affects the values of the following blood com-
ponents: Liver enzymes and glucose (hexokinase
method).

Pregnancy & Lactation:

Pregnancy: There is insufficient information about
the use of METROCEPT in pregnant women with
trichomonas vaginalis. During the first trimester of
pregnancy, METROCEPT should not be used without
consulting a doctor.

Lactation: Breast-feeding should be discontinued
during treatment with METROCEPT and continued
breastfeeding 24 to 48 hours after the end of treat-
ment.

Side Effects:

Dizziness, headache, vaginal discharge, vaginitis,
vulvovaginal irritation, pelvic discomfort.
Dosage & Administration:

Do not use without consulting a physician.

One vaginal ovule should be used by inserting it deep
into the vagina twice a day (morning and evening)
for 7 days.

but in the case of a recent infection: it is recommend-
ed to use a vaginal ovule once a day before bed for
14 days.

Storage:

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

Packaging:

Each METROCEPT carton box contain 10 Ovules in
two PVC/PE strips.

Do no  prescripion without consultng your doctor
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