PACKAGE INSERT

Brand or Product Name
NW Chlorhexidine Gluconate 5%w/v Topical Solution

Name and Strength of Active Substance(s)
Chlorhexidine gluconate...................... %w/v

Product Description
Clear colourless solution

Pharmacodynamics

Chlorhexidine digluconate is a bisbiguanide antiseptic and disinfectant, which is bactericidal or bacteriostatic
against a wide range of gram negative and gram positive vegetative bacteria, yeasts, dermatophyte fungi and
lipophilic viruses.

Pharmacokinetics
Due to its cationic nature, chlorhexidine digluconate binds strongly to skin, mucosa and other tissues and is thus
very poorly absorbed.

Indication

It is used as antiseptic and disinfectant in:
i) Preoperative skin disinfection
ii) Emergency disinfection of instruments
iii) Wounds or burns

Recommended Dosage

To be used as diluted solution:

(1) 0.5 % w/v Aqueous solution : Dilute 10 ml of solution with 70% alcohol up to 100ml.

(1) 0.5 % w/v Aqueous solution : Dilute 10 ml of solution with 70% alcohol up to 100ml. Immerse for 2
minutes

(ii1) 0.05 % w/v aqueous solution : Dilute 1 ml of solution with 100 ml of sterile water.

Contraindication
Pregnant and breast-feeding women

Warning and Precautions

NW Chlorhexidine Gluconate 5% w/v Solution contains chlorhexidine. Chlorhexidine is known to induce
hypersensitivity, including generalized allergic reactions and anaphylactic shock. The prevalence of
chlorhexidine hypersensitivity is unknown, but available literature suggests this is likely to be very rare. NW
Chlorhexidine Gluconate 5% w/v Solution should not be administered to anyone with a possible history of an
allergic reaction to chlorhexidine.

1
For external use only. Avoid contact with brain, meninges and middle ear. If there is contact with these areas,



rinse out promptly and thoroughly with water. Keep out of eyes. If chlorhexidine solutions come into contact with
eyes, wash out promptly and thoroughly with water. The antimicrobial activity of chlorhexidine may be
diminished through incompatibility or through adsorption. Its activity may also be reduced in the presence of
organic matter such as blood and pus. Do not use in body cavities.

Not for intravenous administration.

Do not use unless the solution is clear and the container is intact. Discard any unused contents.

If any sign or symptom of a suspected hypersensitivity rection such as itching, skin rash, redness, swelling,
breathing difficulties, light headedness, and rapid heart rate develop, immediately stop using the product.
Appropriate therapeutic countermeasures must be instituted as clinically indicated

Interaction with other medicaments
None known.

Statement on Usage during Pregnancy and Lactation

This medication is not expected to be harmful to an unborn baby. Tell your doctor if you are pregnant or plan to
become pregnant during treatment.

It is not known whether chlorhexidine gluconate passes into breast milk or if it could harm a nursing baby. Tell
your doctor if you are breast-feeding a baby.

Adverse effect/Undesirable effect

Skin disorders

Frequency not known: Allergic skin reactions such as dermatitis, pruritus, erythema, eczema, rash, urticaria, skin
irritation, and blisters.

Immune disorders

Frequency not known: Hypersensitivity including anaphylactic shock.

A superficial discoloration of the dorsum of the tongue may occur which disappears after discontinuation of
treatment. Discoloration of the teeth and silicate or composite restorations may also occur. The discoloration is
not permanent and may be prevented by brushing daily with conventional toothpaste prior to using the mouthwash
and avoiding tannin-containing food and drinks. In some cases, a professional prophylaxis (scaling and polishing)
may be necessary to completely remove the stain. Transient disturbances of taste and a burning sensation of the
tongue may occur on initial use of the mouthwash but usually diminishes with continued use.

In cases where oral desquamation occurs it may be necessary to discontinue treatment.

Very occasionally, swelling of the parotid glands during use has been reported. If this happens stop using the
product and the effect should go away.

In all cases spontaneous resolution has occurred on discontinuation of treatment.

Overdose and Treatment

Accidental Ingestion

Chlorhexidine is poorly absorbed orally. Treat with gastric lavage using milk, egg white, gelatin or mild soap.
Employ supportive

measures as appropriate.




Accidental Intravenous Administration
Blood transfusion may be necessary to counteract haemolysis

Incompatibilities
No known incompatibilities.

Instruction for use and handling, and disposal
Store on the original packaging.

Any unused product or waste material should be discarded in accordance with local requirements. No additional
environmental precautions for disposal are necessary.

Storage Conditions

Keep below 30°C.

Keep away from heat, moisture and direct light.
Keep out of reach of children.

Do not use this medicine after the expiry date.

Dosage Forms and Packaging Available
30 ml, 60 ml, 90 ml, 500 ml, 1L and 5L (for export only) in HDPE bottle with cap.
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