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Metrozol

Metronidazole 500 mg vaginal ovules

RP

Reva Pharma

Therapeutic indications : Metrozol vaginal ovules is indicated for the treatment of bacterial vaginosis.
Posology and method of administration : One vaginal ovules (5g) inserted into the vagina once daily, at bedtime,
for 5 consecutive days.
Contraindications :Hypersensitivity to the active substance or to any of the excipients
Special warnings and precautions for use
Use during menses is not recommended.
Known or previously unrecognized candidiasis may present more prominent symptoms during therapy with Metrozol
vaginal ovules and may require treatment with a candicidal agent.
Metronidazole is a nitroimidazole and should be used with care in patients with evidence of a history of blood
dyscrasias.
As with all vaginal infections, sexual intercourse during the infection and during treatment with Metrozol vaginal
ovules is not recommended.
Interaction with other medicinal products and other forms of interaction
Oral le has been iated with a disul like reaction in combination with alcohol. Acute psychotic
reactions and confusion have occurred during use of disul with oral idazole. At the low
serum concentrations which result from the use of Metrozol vaginal ovules, the possibility of similar reactions is
unlikely although cannot be excluded.
Oral metronidazole has been shown to increase the plasma concentrations of warfarin, lithium, cyclosporin and 5-
fluorouracil. Similar effects after vaginal administration of metronidazole are not expected due to the low plasma

fons but cannot be letely ruled out.
Metronidazole may interfere with certain types of determination of serum chemistry values, such as aspartate
aminotransferase (AST, SGOT), alanine aminotransferase (ALT, SGPT), lactic dehydrogenase (LDH), triglycerides
and hexokinase glucose. Values of zero may be observed.
Pregnancy and lactation :
Pregnancy
Data on a large number (several hundred) of exposed pregnancies indicate no adverse effects of le on the

Psychiatric Disorders

Uncommon (>1/1000, <1/100):

Depression, difficulty sleeping.

Nervous system disorders
Common (>1/100, <1/10):

Headache, dizziness.

Uncommon (>1/1000, <1/100): | Abnormal sensation of limbs, metallic taste.

Gastrointestinal disorders

Common (>1/100, <1/10):

GI discomfort/abdominal cramps, nausea and/or vomiting, unpleasant
tastesunusual feeling on tongue.

Uncommon (>1/1000, <1/100): | Diarrhoea, constipation, abdominal bloating/noises, dry mouth.

Skin and subcutaneous tissue disorders

Uncommon (21/1000, <1/100): |[tching,

Musculoskeletal and connective tissue disorders

Uncommon (>1/1000, <1/100): |Cramp.

Renal and urinary disorders

Uncommon (>1/1000, <1/100): |Urinc discoloration, urinary tract infection symptoms.

Reproductive system and breast disorders

Common (>1/100, <1/10):

Vaginal itching/irritation‘burni
discharge.

pelvic d

t, vaginal

Uncommon (>1/1000, <1/100):  [Edema vulva, menstrual discomfort‘irregularities, vaginal spotting/bleeding.

General disorders and administration site conditions

foetus/newborn child. There have been no formal studies with Metrozol vaginal ovules in pregnant women. Caution
should, therefore, be exercised when prescribing to pregnant women.

Lactation

The ratio of serum concentrations of Metrozol vaginal 0.02.
Metronidazole is excreted in milk at concentrations similar to those in maternal serum and the ratio of serum
concentrations of metronidazole in the breastfed infant/mother is approximately 0.15. Caution should be exercised
when prescribing to lactating women.

Effects on ability to drive and use machines :Metrozol has no influence on the ability to drive and use machines.
Undesirable effects : In controlled clinical trials involving 759 patients, the most commonly reported ADRs were
urogenital (26%) and gastrointestinal (14%).

Infections and infestations

Common (>1/100, <1/10): |Vaginal candidiasis.

Metabolism and nutrition disorders

Common (>1/100, <1/10): |Decreased appetite

Uncommon (>1/1000, <1/100):  |Fatigue, irritability.

Overdose : There is no human experience of over dosage with Metrozol vaginal ovules. There is no specific
treatment. Metronidazole is readily removed from the plasma by haemodialysis.

Packaging :Carton box contain 10 ovules in two PVC PE strips

Storage : Do not store above 25 °C.

-Amedicament is a product which affects your health, and its
consumption contrary 10 nstructionsis dangerous for you

|-The doctor and the pharmacist experts in medicine, it's benefits and isks
-Do not repeat the same prescription without consulting your doctor.
KEEP THE MEDICAMENTS OUT OF REACH oF CHILDREN

Council of Arab Health Ministers& Union of Arab Pharmacists

Reva Pharmaceutical Industry - Syria




