BACTRISEPT

Tablets Double Strength — Oral Suspension

Reva Pharma

Composition:

Tablets: Each Bactrisept DS Double Strength tablet contains: Sulfameth-

oxazole 800 mg and Trimethoprim 160 mg.

Oral Suspension: Each 5 ml of Bactrisept oral suspension contains:

Sullamclhoxamlc 200 mg and Trimethoprim 40 mg.
of Action:Bactrisept is an anti ial agent that affects

a broad spectrum of Gram-positive and Gram-negative bacteria. It’s anti-

bacterial effect is produced by inhibiting enzyme systems involved in

the bacterial synthesis of tetrahydrofolic acid (THF), and the combina-

tion of Sulfamethoxazole and trimethoprim explains the bacteriological

efficacy of Bactrisept.

Pharmacokinetics:Bactrisept is rapidly absorbed following oral admin-

istration. Peak blood levels for the individual components occur 1 to 4

hours after oral Both and trimethoprim

exist in the blood as unbound, protein-bound and metabolized forms.

Both compounds are widely distributed in body fluids in sufficient

concentrations to give an antibacterial effect, It also crosses. the placenta

patients with diabetes being treated with sulfonylureas.
- Bactrisept should be given with caution to patients with severe atopy
or bronchial asthma.
Pregnancy and Lactations:
Pregnancy: Pregnancy Category D, Bactrisept should be used during
pregnancy only if the potential benefit justifies the potential risk to
the fetus.
Lactations: Caution should be exercised when Bactrisept is administered
to a nursing woman.
Drug interactions: Bactrisept interacts with thiazide diuretics,
phenytoin, rifampicin, digoxin, methotrexate, warfarin, sulfonylurcas,
cyclosporine, so you should consult your doctor or pharmacist if taking
any other medicine.
Side Effects:
Common: malaise, headache, nausea, vomiting, allergic skin reactions
(such as rash and urticaria) which are temporary symptoms that disap-
pear after stopping the drug.
Rarely:

, hepatitis, ytopenia,
peni hemolysls, 1l is, crystalluria.
Driving and using machines: Bactrisept is unlikely to have any effect
on a patient’s ability to drive or operate machinery.
Dosage and Administration:
Adults and children over 12 years of age: One Bactrisept DS tablet every

and is excreted in breast milk. Excretion of sul and

trimethoprim is primarily by the kidneys. Urine concentrations of both

sulfamethoxazole and trimethoprim are considerably higher than are the

concentrations in the blood.

Indications:

Bactrisept is indicated for the of the fc fi

- Respiratory infections: treatment and prevention cf acute and chromc
bronchitis, pulmonary abscess,
and polycystic pneumonia Bronchopneumonia sinusitis otitis media.

- Digestive infections: Salmonella typhi and paratyphoid, gastroenteritis
caused by Escherichia ~ coli.

- urogenital infections: urethritis, acute and chronic cystitis, pyelitis,
prostatitis Brown gonorrhea.
- Skin i pyoderma, and wound i

- Other in('cclium acute and chronic osteomyelitis, septicemia, bacillary
dysentery, cholera, mycetoma

Contraindications:

- People who are allergic to trimethoprim or to sulfonamides.

- Patients with blood dyscrasias and major anemia

- Patients with hepatic damage or acute renal insufficiency.

- People with glucose-6-phosphate dehydrogenase deficiency

- Bactrisept is contraindicated in pediatric patients less than 2 months
of age.

‘Warnings and precautions:

- Bactrisept should be used with caution in patients with folate deficien-
cy or those at risk for complications of folate deficiency.

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

- Caution should be exercised when Bactrisept is administered to

12 hours, after meals.

children:

- The suggested dose is 8 mg / kg trimethoprim and 40 mg / kg Sul-
famethoxazole every 12 hours

- Do not give to infants under the age of two months.

Duration of u

- In severe infections (except for gonorrhea), it should be no less than
five days, and it should continue for two days after the symptoms
have subsided.

- In the treatment of acute prostate and brucellosis, treatment should be
continued for a period of no less than four weeks.

- In the case of nocardiasis and mycetoma (mycosis), the references
recommend a long treatment period.

Overdose:

Symptoms: vomiting, nausea, dizziness, visual disturbances, hematuria.

Treatment: Forced diuresis, and gastric lavage may be helpful, giving

fluids if urine production is low.

Storage: Keep this medicine out of the sight and reach of children. Store

below 25°C. Store in the original package.

arton box Bactrisept DS contains 10 double Strength tablets
in one bllsler strips.
Oral Carton box Bactrisept contains 100 ml opaque bottle.
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