Forthe use only of a Registered Medical Practitioner or a Hospital or a Laboratory

Cycloserine Capsules USP 250 mg
Coxerin

COMPOSITION
Each capsule contains:
Cycloserine USP.......... 250 mg

EXCIPIENTS
Lightmagnesium oxide BP, Heavy magnesium oxide BP, Purified TalcBP, Maroon/Maroon EHG, Size'1'

DESCRIPTION
Maroon/Maroon Size “1” hard gelatin filled capsule filled with white to pale yellow powder.

ACTION
Cycloserine inhibits cell wall synthesis in susceptible organisms by competing with D alanine for incorporation into the
bacterial cell wall.

CLINICAL PHARMACOLOGY

Cycloserine is readily absorbed from the gastrointestinal tract, with peak blood levels occuring in 4 to 8 hours.
Concentration in the CSF, pleural fluid, fetal blood, and mother's milk approach those found in serum. Detectable
amounts are found in ascetic fluid, bile, sputum, amniotic fluid, lung tissues and lymph tissues. Approximately 65% of
a single dose of cycloserine can be recovered in the urine within 72 hours after oral administration. The remaining
35% is apparently metabolized to unknown substances. The maximum excreation rate occurs 2 to 6 hours after
administration, with 50% of the drug eliminated in 12 hours.

INDICATIONS
Cycloserine is indicated in the treatment of multidrug resistance tuberculosis in combination with other anti-tubercular
drugs.

DOSAGE

In the treatment of tuberculosis and other mycobacterial disease, cycloserine should not be given alone and therapy
should be continued long enough to prevent relapse. In adults with multidrug resistant tubercolosis cycloserine
therapy is usually initiated with 250 mg every 12 hours. Dosage should be reduced in patients with renal impairement
and if possible, serum concentrations monitored weekly. The dosage should be adjusted to keep the blood levels
below 30mcg/ml.

SIDE EFFECTS

The most frequent adverse effects of cycloserine involve the nervous system. Drowsiness, dizziness, headache,
lethargy, depression, psychosis, tremor, dysarthria, nervousness, anxiety, vertigo, confusion and major and minor
chronic seizures, convulsions and coma have been reported in patients receiving the drug.

Adverse nervous system effects appear to be dose related and occur within the first 2 weeks of therapy in about
30% of patients receiving 500 mg of cycloserine daily; symptoms generally disappear when the drug is
discontinued. Rarely, hypersensitivity reactions including rash and photo-sensitivity have occurred with
cycloserine. Cardiac arrhythmias and sudden development of congestive heart failure have been reported rarely
in patients receiving | - 1.5 gm of the drug daily.

CONTRAINDICATIONS

Cycloserine is contraindicated in patients with a history of hypersensitivity, epilepsy, mental depression,
severe anxiety or psychosis. The drug is also contraindicated in patients with severe renal impairment, in frequent
users of alcohol.

DRUG INTERACTIONS
Ethionamide, Isoniazid - concurrent administration potentiates neurotoxicity.
Alcohol - increases the risk of epileptic episodes

SYMPTOMS AND TREATMENT OF OVERDOSE
Patients receiving more than 500 mg daily should be closely observed for the signs of CNS toxicity - convulsions,
psychosis, somnolence, depression, confusion, hyperreflexia, headache, tremor, vertigo,paresis.

WARNINGS
Administration of Coxerin should be discontinued or the dosage reduced if the patient develops allergic dermatitis or
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symptoms of CNS toxicity, such as convulsions, psychosis, somnolence, depression, conftision, hyperreflexia,
headache, tremor, vertigo, paresis,

PRECAUTIONS
Before initiation of treatment, the organism's susceptibility to the drug should be established. Patients receiving more
than 500 mg daily should be closely observed for the signs of CNS toxicity.

PREGNANCY
Category C: Cycloserine should be given to a pregnant women only if dearly needed.

Nursing mothers: Because of the potential for serious adverse reactions in nursing infants from cycloserine, a
decision should be made to whether to discontinue nursing or to discontinue the drug, taking into accounts the
importance of the drug to the mother.

Usage in pediatric patients: Safety and effectiveness has not been established

PRESENTATION
Strip pack of 10 capsules. Such 6 strips are packed in a carton.

STORAGE CONDITION
Preserve in tight container below 25°C.
KEEP OUT OF REACH OF CHILDREN.
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NAME & ADDRESS OF MANUFACTURER:

Macleods Pharmaceuticals Ltd

Phase Il, Plot No. 25 — 27, Survey No. 366, Premier Industrial Estate,
Kachigam, Daman — 396210, India.

Off.: Atlanta Arcade, Marol Church Road, Andheri (E, Mumbai - 400 059.

Product Registration Holder :
Zulat Pharmacy SDN. BHD,
No. 23 & 23 A, Jalan Bandar 3, Taman Melawati ,53100 , Kuala Lumpur , Malaysia.
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