ISOPRINOSINE ®

Generic names: inosine pranobex-BAN, inosiplex

inosine pranobex is the p- ic acid salt of N. N-di ino -2 -
propanol and inosine ina 3:1 molar ratio.

TABLETS: 500 mg/Tab in packages of 8 tablets.
SYRUP: 250 mg/5 ml packaged in glass bottles of 60 ml.

PROPERTIES: Inosine pranobex is an immunomodulator drug. It enhances the
body's own defence mechanism, the immune system, against viral and other
infections. Ithas been demonstrated that inosine pranobex is active in preventing
viral replication and also acts as a modulator of a variety of immunological
processes. It has been observed that viral diseases often induce a suppression
of the host's immune function. The mechanism of action of inosine pranobex-
BAN in treatment of viral diseases appears to involve both a reversal of this
virally-induced immune suppression, as well as an antiviral effect.

INDICATIONS: For treatment of
-Herpes zoster

-Herpes simplex 1 &2

-Herpes stomatitis

- Viral bronchitis

-8

DOSAGE AND ADMINISTRATION:

Adults: Recommended dosage is 3-4 grams per day (50 mg/kg/day)
administered orally in 3-4 equally divided doses during normal waking hours.
Continue for one or two days after symptoms subside or longer based on
judgmentof physician.

Children: Usual dosage is 50 mg/kg/day. Syrup should be administered In 3-4
equally divided doses during normal waking hours. The weight of the patient and
severity of the disease are important factors in determining the dosage In certain
instances doses up to a maximum of 100 mg/kg/day administered in 4-6 equally
divided doses may be required.

SIDE EFFECTS: The only consistently observed drug-related side effect is a
transient elevation of urine and serum uric acid levels. This rise in uric acid is due
to degradation of inosine to uric acid as occurs in the metabolism of the natural
purine in humans.

CONTRAINDICATIONS: None are known.

PRECAUTIONS: Inosine pranobex may cause a slight transient increase in
serum uric acid level; accordingly caution should be observed in treating patients
with gout, urolithiasis or renal dysfunction. In such patients monitoring serum uric
acid levels is recommended. Animal studies have shown no evidence of
embryotoxicity, however inosine pranobex, as with all other drugs should only be
used in pregnant or lactating women if considered essential by the physician or
where the potential benefits outweigh the possible hazards.

DRUG INTERACTIONS: Clinical studies to-date have shown no evidence of
druginteractions.

'OVERDOSAGE: There are no reported cases of overdose of inosine pranobex
and therefore signs and symptoms associated with overdose of the drug are not
known. Dangerous overdosage is unlikely to occur due to the high oral LDgq
(greater than 5000 mg/kg/reported in animal studies).

Storage: Tablets Under 30°C in a dry, tight, light-resistant container. Syrup
Between 5°-20°C ina dry, tight, light-resistant container.

MANUFACTURED BY: Medical Union Pharmaceuticals,
Abu Sultan-Ismailia-Egypt.

UNDER LICENCE FROM:

Newport Pharmaceuticals Limited

ublin - Ireland. (
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