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Protopic 0.03%, Ointment
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0.3 g of Protopic 0.03% ointment contains 0.3 mg of tacrolimus as tacrolimus
monohydrate (0.03%).
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Treatment of moderate to severe atopic dermatitis in adults who are not adequately
responsive to or are intolerant of conventional therapies.

Treatment of moderate to severe atopic dermatitis in children (2 years of age and
above) who are not adequately responsive to or are intolerant of conventional
therapies.

Maintenance treatment of moderate to severe atopic dermatitis for the prevention of
flares and the prolongation of flare-free intervals in patients experiencing a high
frequency of disease exacerbations (i.e. occurring 4 or more times per year) who
have had an initial response to a maximum of 6 weeks treatment of twice daily
tacrolimus ointment (lesions cleared, almost cleared or mildly affected).
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4.4 Special warnings and precautions for use

{seeseetion4-8)- Patients with atopic dermatitis treated with Protopic have not
been found to have significant systemic tacrolimus levels and the role of local
immunosuppression is unknown.

Based on the results of long-term studies and experience, a link between
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Protopic ointment treatment and development of malignancies has not been
confirmed, but definitive conclusions cannot be drawn.
It is recommended to use tacrolimus ointment at the lowest strength and the
lowest frequency for the shortest duration necessary as determined by the
physician’s evaluation of the clinical condition (see section 4.2).

4.8 Undesirable effects

6.3 Shelf life
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