Allercrom Eye Drops 2% w/v
(Sodium Cromoglycate 2% wi/v)

Description
Clear colorless solution free from visible particulate matter.

Composition

Each ml contains 20 mg of cromoglycic acid (INN) in the form of sodium salt (sodium
cromoglycate).

Excipients: s.g. (0.01% benzalkonium chloride as preservative).

Pharmacodynamics

Cromoglycic acid (sodium cromoglycate) inhibits the degranulation of sensitized mast
cells, preventing the release of histamine and other inflammation mediators. It has none
of the collateral of the antihistamines, corticosteroids, anticholinergic or vasoconstricting
agents. It is practically innocuous and can be combined with other preparations
administered by topical or systemic route.

Pharmacokinetics

Sodium cromoglicate is poorly absorbed. When multiple doses of Sodium cromoglicate
ophthalmic solution are instilled into normal rabbit eyes, less than 0.07% of the
administered dose of Sodium cromoglicate is absorbed into the systemic circulation
(presumably by way of the eye, nasal passages, buccal cavity and gastrointestinal tract).
Trace amounts (less than 0.01%) of the Sodium cromoglicate does penetrate into the
aqueous humour and clearance from this chamber is virtually complete within 24 hours
after treatment is stopped.

In normal volunteers, analysis of drug excretion indicates that approximately 0.03% of
Sodium cromoglicate is absorbed following administration to the eye.

Indications
Prevention and relief of the ocular symptoms that appear with allergic conjunctivitis and
seasonal conjunctivitis.

Recommended Dose

Generally instill 1 drop of eye drops into each eye 4 times daily, at regular intervals. If
symptoms worsen with the use of the product, discontinue the use of the medication and
consult physician.

Route of Administration

Separate the eyelids from the eye and instill the drops in the conjunctival sac.

Application of the eye drops should be carried out under hygienic conditions, avoiding
contact of the dropper tip to any surface.

Close bottle after every application.

Discard one month after first opening the bottle.

Contraindications
Hypersensitivity to the components of the formula.



Warning and Precautions
This drug should be used during pregnancy only if clearly needed. Caution should be
exercised when it is administered to a nursing woman.

Interactions with other medicaments
It has not been described that Allercrom Eye Drops 2% w/v presents interaction with any
other drug.

Pregnancy and Lactation

Pregnancy

As with all medication, caution should be exercised especially during the first trimester of
pregnancy. Cumulative experience with Sodium cromoglicate suggests that it has no
adverse effects on foetal development. It should be used in pregnancy only where there is
a clear need.

Lactation

It is not known whether Sodium cromoglicate is excreted in human breast milk but, on
the basis of its physicochemical properties, this is considered unlikely. There is no
information to suggest the use of Sodium cromoglicate has any undesirable effects on the
baby.

Side Effects
It may cause stinging or irritation that disappears during the first days of treatment.

Symptoms and Treatment of Overdose

Due to the characteristics of this preparation, intended for topical use, no toxic effects are
expected with the use of this product at the recommended doses or in the event of
accidental ingestion of the contents of a bottle.

Storage Condition
Protect from light. Store below 30°C.

Shelf-life
24 months from date of manufacture for unopened vial and 4 weeks from the date of
opening the vial.

Presentation
5 ml solution fill in 5 ml, 10 ml solution fill in 10 ml and 13.5 ml solution filled in 15 ml
labeled LDPE vial with spike HIPS cap packed in a carton.
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Manufactured by:
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431 136 India.



