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NICOL EYE DROPS 0.5% w/v

A sterile plain, clear solution containing Chloramphenicol 0.5%w/v.

INDICATIONS

Ophthalmic infections such as blepharitis, conjunctivitis, keratitis and
trachoma.

PHARMACODYNAMICS

Chloramphenicol is a broad spectrum antibiotic which acts by interfering with
bacterial protein synthesis.

PHARMACOKINETICS

It has a rate of penetration into the non-inflamed eye superior to that of any
other antibiotics.

EYE

Adults, children aged 2 years and over, and the elderly

1 to 2 drops every one or two hours, then subsequently at longer intervals.
For children under 2 years, medical advice is required.

SIDE EFFECTS

Transient burning or stinging sensations may occur with the use of chloram-
phenicol eye drops. Serious side effects include hypersensitivity reactions
that may manifest as angioneurotic oedema, anaphylaxis, urticaria, fever,
and vesicular and maculopapular dermatitis. Treatment must be discontin-
ued immediately in such cases.

Bone marrow depression, including the idiosyncratic type of irreversible and
fatal aplastic anaemia that is recognised to occur with systemic therapy, has
been reported in association with topical administration of chloramphenicol.

CONTRAINDICATIONS

Patients with prior history of hypersensitivity to chloramphenicol or to any
of the excipients

Patients who experienced myelosuppression during previous exposure
to chloramphenicol

Patients with known personal or family history of blood dyscrasias
including aplastic anaemia

PRECAUTIONS

Chloramphenicol is absorbed systemically from the eye and toxicity has
been reported following chronic exposure.

Where chloramphenicol eye drops are used on a long term or intermittent
basis, it may be advisable to perform a routine blood profile before therapy
and at appropriate intervals thereafter to detect any haemopoietic abnormal-
ities.

In severe bacterial conjunctivitis and in cases where infection is not confined
to the conjunctivae, the topical use of chloramphenicol should be
supplemented by appropriate systemic treatment. Therefore, the patient
should be referred to seek medical advice.

The use of topical chloramphenicol may occasionally result in overgrowth on
non-susceptible organisms including fungi. If any new infection appears
during treatment, the patient should be referred to the doctor.

Chloramphenicol Eye Drops does not provide adequate coverage against
Pseudomonas aeruginosa and Serratia marcescens.

Prolonged or frequent intermittent topical application of chloramphenicol
should be avoided since it may increase the likelihood of sensitization and
emergence of resistant organisms.

Do not use for more than 5 days without consulting a doctor. Medical advice
should be sought if there is no improvement in the condition after 2 days or
if symptoms worsen at any time.

Patients should be referred to their doctor if any of the following apply:
Disturbed vision, severe pain within the eye, photophobia, eye inflammation
associated with a rash on the scalp or face, the eye looks cloudy, the pupil
looks unusual, suspected foreign body in the eye.

Patients should also be referred to their doctor if any of the following in
histher medical history apply:

Previous conjunctivitis in the recent past, glaucoma, dry eye syndrome, eye
surgery or laser treatment in the last 6 months, eye injury, current use of
other eye drops or eye ointment, contact lens use.

Soft contact lenses should not be worn during treatment with chlorampheni-
col eye drops due to absorption of the preservative onto the lens which may
cause damage to the lens. It is recommended that all types of contact lenses
be avoided during ocular infections.

In view of the relatively small amount of chloramphenicol in Nicol Eye Drops
0.5% wlv, overdosage with this product is unlikely to constitute a hazard. If
irritation, pain, swelling, lacrimation or photophobia occur after undesired
eye contact, the exposed eye(s) should be irrigated for at least 15 minutes.
If symptoms persist after this, an ophthalmological examination should be
considered.

PRESENTATION

5 ml x 12 bottles

For Eye Drops: Store between 2-8°C

Protect from light.

Keep out of reach of children. Jauhkan daripada kanak-kanak.
Discard contents 4 weeks after opening.

Shelf Life: Please refer to outer package

For external use only

Product Registration Holder & Manufacturer:
Duopharma (M) Sdn Bhd

Lot 2599, Jalan Seruling 59, Kawasan 3,
Taman Klang Jaya, 41200 Klang,

Selangor Darul Ehsan, Malaysia.

Revision date : March 2021
15000

Size: 17.1cm (W) x 18.5¢cm (H)



