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F.C.Tablet

METOGYL® 500

Metronidazole

Each METOGYL ® 500 tablet contains:

Metronidazole 500 mg

CATEGORY

Antibacterial(systemic); antiprotozoal; bowel disease
(inflammatory) suppressant; anthelmintic(systemic)
MECHANISM OF ACTION

Antibacterial (systemic); antiprotozoal, microbicidal;
active against most obligate anaerobic bacteria and
protozoa by undergoing intracellular chemical reduction
via mechanisms unique to anaerobic metabolism.
Reduced metronidazole, which is cytotoxic but
short-lived, interacts with DNA to cause a loss of helical
structure, strand breakage, and resultant inhibition of
nucleic acid synthesis and cell death.

INDICATIONS

*» Metronidazole is indicated in the treatment of
Extraintestinal amebiasis, Intestinal amebiasis, Bone and
joint infections, Brain abscess, Central nervous system
(CNS) infections, Bacterial endocarditis, Intra-abdominal
infections, Female’s pelvic infections, Bacteroides
species pneumonia, Bacterial septicemia, Skin and soft
tissue infections, Trichomoniasis, Bacterial vaginosis,
Balantidiasis, Inflammatory bowel disease, Antibiotic-
associated colitis, Dracunculiasis, Giardiasis, Periodon-
tal infections.

* And as a treatment adjunct for

Helicobacter pylori associated gastritis or duodenal ulcer.

PRECAUTION TO CONSIDER

Before using this medication

Conditions affecting use, especially:

* Hypersensitivity to metronidazole

* Pregnancy

Metronidazole crosses the placenta; use is not
recommended during the first trimester of pregnancy, if
metronidazole is used during the second and third
trimesters for trichomoniasis, it is recommended that its
use be limited to those patients whose symptoms are not
controlled by local palliative treatment. Also, the 1- day
course of therapy should not be used since this results in
higher maternal and fetal serum concentrations.

FDA pregnancy category: B

« Breast - feeding

Metronidazole is distributed into breast milk; it is not
recommended during breast — feeding. However, use in
the treatment of anaerobic bacterial infections or a short
course of treatment with metronidazole for amebiasis,

severe periodontal infections, or trichomoniasis may be
necessary in nursing mothers, during treatment with
metronidazole, the breast milk should be expressed and
discarded. Breast-feeding may be resumed 24 to 48 hours
after treatment is completed.

« Dental: metronidazole may cause dry mouth, an unpleas-
ant or sharp metallic taste, and alteration of taste
sensation.

* Missed dose: Taking as soon as possible; not taking if
almost time for next dose; not doubling doses
Precautions while using this medication

* Avoiding use of alcoholic beverages or other alcohol —
containing preparations while taking and for at least 3 days
after discontinuing this medication

« Prevention of reinfection in trichomoniasis; possible need
for concurrent treatment of male sexual partner and use of
a condom

* Regular clinical and laboratory surveillance are advised if
treatment continues for more than 10 days.

DRUG INTERACTIONS

Combinations containing any of the following medications,
depending on the amount present, may also interact with
this medication.

« Alcohol (it is recommended that metronidazole not be
used concurrently with, or for at least 3 days following,
ingestion of alcohol).

+ Anticoagulants (such as warfarin), coumarin — or indandi-
one — derivative.

« Disulfiram (it is recommended that metronidazole not be
used concurrently with, or for 2 weeks following, disulfiram
in alcoholic patients; otherwise a disulfiram — like reaction
with hypotension and flushing has occurred.

« Lithium

MEDICAL CONSIDERATIONS

Risk-benefit should be considered when the following
medical problems exist

« Active organic disease of the CNS, including epilepsy

« History of blood dyscrasis

« Caution is advised in patients with porphyria

« Severe hepatic function impairment

+ Known or previously unrecognized condidiasis

Patient monitoring

« For giardiasis

3 stool examinations, taken several days apart,
beginning 3 to 4 weeks following treatment are
recommended if symptoms persist; however, in some
successfully treated patients, the lactose intolerance
brought on by the infection may persist for a period of
some weeks or months, mimicking the symptoms of
giardiasis; in cases of treatment failure, alternate drugs
may be used.

SIDE EFFECTS

« Signs of potential side effects, especially CNS toxicity,

gastrointestinal disorders, hypersensitivity, leukopenia,
pancreatitis; peripheral neuropathy, seizures, thrombocyto-
penia, thrombophlebitis, urinary tract effects and vaginal
candidiasis.

« Dark urine may be alarming to patient although medically
insignificant

DOSAGE AND DIRECTION

* This product is Gluten-Free and can be used in patients
with celiac disease.

* This product is Lactose-Free and can be used in patients
with lactose intolerance.

« Taking with meals or a snack to minimize gastrointestinal
irritation.

« Importance of not missing doses and taking at evenly
spaced times

« Patients with severely impaired hepatic function metabo-
lize metronidazole slowly. Close monitoring for toxicity, as
well as reduction in dose, may be required.

* Anuric patients do not generally require a reduction in
dose since metabolites of metronidazole may be rapidly
removed by hemodialysis. Also, reduced renal function
does not significantly affect single-dose pharmacokinetics
of metronidazole.

« Patients with candidiasis may present with more
prominent symptoms during metronidazole therapy,
requiring treatment with a candidacidal agent.

Usual adult and adolescent dose

Antibacterial

+ Anaerobic infections: Oral, 7.5 mg per kg of body weight,
up to a maximum of 1 gram, every six hours for seven days

or longer.

« Inflammatory bowel disease: Oral, 500 mg four times a
day.

« Antibiotic-associated colitis: Oral, 500 mg three or four
times a day.

+ Helicobacter pylori — associated gastritis (treatment
adjunct) or Helicobacter pylori — associated duodenal ulcer
(treatment adjunct): Oral, 500 mg three times a day, in
conjunction with bismuth subsalicylate or colloidal bismuth
subcitrate and other oral antibiotic therapy, such as
ampicillin or amoxicillin, for one to two weeks.

« Bacterial vaginosis: Oral, 500 mg two times a day for
seven days.

Antiprotozoal

* Amebiasis: Oral, 500 to 750 mg three times a day for five
to ten days.

* Amebic liver abscess: Oral, 500 to 750 mg three times a
day for five to ten days.

+ Balantidiasis: Oral, 750 mg three times a day five or six
days.

* Giardiasis: Oral, 2 grams once a day for three days.

« Trichomoniasis: Oral, 2 grams as a single dose; 1 gram
two times a day for one day.

Usual adult prescribing limits
Antibacterial
Up to a maximum of 4 grams daily.
Usual pediatric dose
Antibacterial
Anaerobic infections: Oral, 7.5 mg per kg of body weight
every six hours, or 10 mg per kg of body weight every eight
hours.
Antiprotozoal
* Amebiasis: Oral, 11.6 to 16.7 mg per kg of body weight
three times a day for ten days.
« Balantidiasis: Oral, 11.6 to 16.7 mg per kg of body weight
three times a day for five days.
* Giardiasis: Oral, 5 mg per kg of body weight three times a
day for five to seven days.
« Trichomoniasis: Oral, 5 mg per kg of body weight three
times a day for seven days.
STORAGE
Store in a dry place below 30°C and in a well — closed, light
— resistant container.
Keep out of reach of children.
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