Salazine®
Sulfasalazine USP

Description: Sulfasalazine (Salazine®) has
anti-inflammatory, immunosuppressive and antibiotic
actions. This is the first choice of drug in the long-term
suppression of inflammation in inflammatory bowel
disease and also used for the treatment of rheumatoid
arthritis in patients who do not respond to NSAIDs.

Mode of action: Sulfasalazine (Salazine®) is split by
gut bacteria in the colon into its two component parts:
sulfapyridine and 5-aminosalicylic acid. Sulfapyridine is
a sulfonamide antibiotic that kills bacteria by acting as a
competitive antagonist for para-aminobenzoic acid
(PABA). 5-aminosalicylic acid (5-ASA) is an
anti-inflammatory agent. The beneficial effect of
sulfasalazine in ulcerative colitis appears to depend
entirely upon the 5-aminosalicylic acid (5-ASA) moiety.
In contrast in the treatment of rheumatoid arthritis,
sulfapyridine possesses the antirheumatic activity. The
parent molecule is also more active than its metabolites
to inhibit T-cell proliferation and B-cell activation.

Pharmacokinetics: Sulfasalazine (Salazine®) is
partially and variably absorbed after oral administration.
20-30% of the intact sulfasalazine is absorbed from the
small intestine. The remainder of the sulfasalazine
passes to the colon where it is split into its components
by bacterial action. Plasma concentration of
sulfasalazine reaches a peak within 3 to 5 hrs after
ingestion. There is a high degree of protein binding of
sulfasalazine (95-99%). After metabolism in the liver
only 1-13% of the drug can be recovered in the urine.
The majority of the 5-aminosalicylic acid (80%) is
excreted in the stool and there are some evidence that
sulfasalazine is excreted in the bile.

Composition: Salazine® 500 mg Tablet: Each enteric
coated tablet contains Sulfasalazine USP 500 mg.
Salazine® 500 mg Suppository: Each Suppository
contains Sulfasalazine USP 500 mg.

Indications: Mild to moderate ulcerative colitis and as
adjunctive therapy in severe ulcerative colitis; for
maintenance of remission in ulcerative colitis, active
Crohn’s diseaes, rheumatoid arthritis in patient not
responding to NSAIDs.

Dosage & administration: Ulcerative colitis: Adult:
Moderate to severe attack: 2-4 tablets 4 times daily may
be given in conjunction with steroids. Night-time interval

between doses should not exceed 8 hrs. Mild attack: 2
tablets 4 times daily with or without steroids.
Suppository: Insert two suppositories in the morning and
two at bedtime, after emptying bowel. Children: Acute
attack or relapse: 40-60 mg/kg per day. Suppository:
According to body weight. Maintenance dosage: 20-30
mg/kg per day.

Crohn's disease: Tablet/Suppository: Same as
Ulcerative colitis. Children: Suppository: According to
body weight.

Rheumatoid arthritis: The dose should be started with 1
tablet daily, increasing by 1 tablet a day each week, until
1 tablet 4 times a day or 2-3 times a day are reached,
according to tolerance and response.

Contraindications: Children under the age of 2 years,
hypersensitivity to sulfasalazine or salicylates,
porphyria, intestinal or urinary obstructions.

Side effects: Nausea, dyspepsia, anorexia, fever,
headache, folate deficiency.

Use in pregnancy & lactation: There is no
contraindications in pregnant and breast-feeding
women.

Precautions: Treatment should be stopped immediately
if there is any evidence of potentially serious blood
dyscrasia. Patients with renal and hepatic impairment
should be treated with caution.

Drug interactions: The metabolism of sulfasalazine is
markedly reduced in patients taking antibiotics,
cholestyramine, and possibly ferrous sulfate and folic
acid.

Overdosage: Symptoms of sulfasalazine overdose
include nausea, vomiting, stomach upset, blood in urine,
decreased urine volume, low back pain.

Storage: Keep out of reach of children. Store in a dry
place, below 25°C temperature and protected from light.

Packaging: Salazine® 500 mg Tablet: Each carton
contains 10X5 tablets in blister pack.

Salazine® 500 mg Suppository: Each carton contains 5X2
suppositories in blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
!deas for healthcare ® Registered Trade Mark.



