BACTRISEPT

Tablets Double Strength & Oral Suspension

Composition:

Tablets: Each Bactrisept D.S Double Strength Tablet contains:
Sulfamethoxazole 800 mg and Trimethoprim 160 mg.

Oral Suspension: Each 5 ml of Bactrisept Oral Suspension
contains: Sulfamethoxazole 200 mg and Trimethoprim 40 mg.
Mechanism of Action:

Bactrisept is an antibacterial consisting of a combination of
Sulfamethoxazole and Trimethoprim. It has activity against
a group of Gram-positive and Gram-negative bacteria. Its
antibacterial effect is produced by inhibiting the enzymes
responsible for the manufacture of tetrahydrofolic acid. The
combination of Sulfamethoxazole and Trimethoprim explains
the bactericidal efficacy of Bactrisept.

Pharmacokinetics:

Bactrisept is rapidly absorbed following oral administration.
It reaches peak plasma levels 1-4 hours after oral administra-
tion. Both Sulfamethoxazole and Trimethoprim are present in
the blood as metabolites and non-protein bound forms. Both
compounds are widely distributed in body fluids in sufficient
concentrations to give an antibacterial effect; it also crosses
the placenta and is excreted in breast milk. Excretion of Sul-
famethoxazole and Trimethoprim is primarily by the kidneys.
Urine concentrations of both Sulfamethoxazole and Trimeth-
oprim are considerably higher than are the concentrations in
the blood.

Indications:

Bactrisept is indicated in the following cases:

- Genitourinary tract infections: Including acute uncomplicat-
ed infections, urethritis, cystitis, and pyelitis.

- Respiratory infections: Treatment of acute exacerbations of
chronic bronchitis, cystic pneumonia, and otitis media.

- Gastrointestinal infections: Treatment of traveler’s diarrhea,
gastroenteritis caused by Escherichia coli, Salmonella typhi
and paratyphoid, treatment of enteritis caused by susceptible
strains of Shigella, bacillary dysentery.

- Skin infections: Pyoderma, abscesses, wound infections,
cellulitis.

- Other infections: Acute and chronic osteomyelitis, blood in-
fections, cholera, mycetoma.

Contraindications:

- People who are allergic to Trimethoprim or to Sulfonamides.
- Patients with blood disorders and megaloblastic anemia.

- Patients with hepatic damage or acute renal insufficiency.

- People with glucose 6-phosphate dehydrogenase deficiency.
- Bactrisept should not be used in newborns children less than
two months old.

Warnings & Precautions:

- Bactrisept should be used with caution in patients with folate
deficiency and those at risk for complications of folate defi-
ciency.

- Bactrisept should not be administered to patients with a his-
tory of anaphylaxis or one of the blistering delayed reactions,
such as Stevens Johnson syndrome.

- Caution should be exercised when Bactrisept is administered
to patients with diabetes being treated with sulfonylureas.

- Bactrisept should be given with caution to patients with se-
vere allergies or bronchial asthma.

Pregnancy & Lactation:

Pregnancy: Pregnancy category D, Bactrisept crosses the pla-
centa. Bactrisept should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.
Lactation: Bactrisept is excreted in breast milk. Caution
should be exercised when it is used by a nursing women.
Drug Interactions:

Bactrisept interacts with thiazide diuretics, phenytoin, ri-
fampicin, digoxin, methotrexate, warfarin, sulfonylureas, cy-
closporine, indomethacin, so you should consult your doctor
or pharmacist if taking any other medicine.

Side Effects:

Common: Headache, nausea, vomiting, in addition to allergic
skin reactions (such as skin rash and urticaria) which are tem-
porary symptoms that disappear after stopping the drug.
Rarely: Stevens Johnson syndrome, hepatitis, thrombocyto-
penia, neutropenia, hemolysis, agranulocytosis, crystals in
the urine.

Driving & Using Machines:

Bactrisept is unlikely to have any effect on a patient’s ability to
drive or operate machinery.

Dosage & Administration:

Adults and children over 12 years of age: One Bactrisept DS
tablet every 12 hours, after meals.

Children:

- The suggested dose is 8 mg / kg Trimethoprim and 40 mg / kg
Sulfamethoxazole every 12 hours.

- Not given to newborns children less than two months old.

o Treatment should be continued for two days after the symp-
toms subside. Treatment often requires at least 5 days. If there
is no clear clinical improvement after 7 days of starting treat-
ment, the patient should be re-evaluated.

Overdose:

Symptoms: Vomiting, nausea, dizziness.

Treatment: Induction of vomiting may be recommended. Gas-
tric lavage may also be helpful. Depending on the state of renal
function, fluids are recommended if urine production is low.
Storage:

Keep out of reach of children. Store below 25 °C.

Packaging:

Tablets: Each Bactrisept D.S carton box contains 10 Double
Strength Tablets in a blister strip.

Oral Suspension: Each Bactrisept carton box contains amber
glass bottle of 100 ml.
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