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ALCOHOL 70 % W/V, CHLORHEXIDINE GLUCONATE 0.5 % W/V
Solution External

Topical
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*Antiseptic hand wash
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4.3 Contraindications

[...]

When use is to be followed by diathermy do not allow pooling of the fluid to
occur and ensure that the skin and surrounding drapes are dry.

4.4 Special warnings and precautions for use

[...]

Remove any soaked materials, drapes or gowns before proceeding with the intervention. Do not use
excessive quantities and do not allow the solution to pool in skin folds or under the patient or drip
of sheets or other material in direct contact with the patient. Where occlusive dressing are to be
applied to areas previously exposed to Septol, care must be taken to ensure no excess product is
present prior to application of the dressing.

Septol must not come into contact with the eye. Serious cases of persistent corneal injury,
potentially requiring corneal transplant, were reported following accidental ocular exposure to
chlorhexidine containing medicinal products despite taking eye protective measure due to migration
of solution beyond the intended surgical preparation area. Extreme care must be taken

during application to ensure that Septol does not migrate beyond its intended application site into
the eyes. Particular care should be taken in anaesthetised patients, who are unable to

immediately report ocular exposure. If Septol comes into contact with the eyes, wash out promptly
and thoroughly with water. An ophthalmologist’s advice should be sought.
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Eye Disorder

Undesirable effects

Frequency not known:

- Corneal erosion, epithelium defect/corneal injury, significant permanent

visual impairment*

System Organ
Class

Very common
(=1/10)

Common
(>1/100 <
1/10)

Uncommon
(>1/1,000 <
1/100)

Rare
(>1/10,000 <
1/1,000)

Very rare
(<1/10,000)

Not known
(cannot be
estimated from
available data)

Immune Hypersensitivity
System .
Disorders Ani%l:)}éll?ctlc

Allergic skin
Skin and reactions
Subcutaneous| )
Tissue Chemical Burns
Disorders (Neonates and
infants)
Corneal erosion,
epithelium
Eye Disorder defect/corneal

injury, significant
permanent visual
impairment*

*Cases of severe corneal erosion and permanent significant visual impairment due to

inadvertent ocular exposure have been reported post-marketing, leading to some patients
requiring corneal transplant (see section 4.4).
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