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Betamethasone (as dipropionate) 0.5 mg/g
Calcipotriol (as hydrate) 50 mcg/g
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Topical treatment of psoriasis vulgaris on the scalp and topical treatment of mild
to moderate “non-scalp” plaque psoriasis vulgaris in adults 18 years of age and
older.
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4.4 Special warnings and precautions for use

Visual disturbance

Visual disturbance may be reported with systemic and topical corticosteroid use. If a patient
presents with symptoms such as blurred vision or other visual disturbances, the patient
should be considered for a referral to an ophthalmologist for evaluation of possible causes
which may include cataract, glaucoma or rare diseases such as central serous
chorioretinopathy (CSCR) which have been reported after use of systemic and topical
corticosteroids.

4.8 Undesirable effects



Infections and infestations

Uncommon 21/1,000 to <1/100

Skin infection*
Folliculitis

Immune system disorders

Rare 21/10,000 to <1/1,000

Hypersensitivity

Eye disorders

Uncommon 21/1,000 to <1/100

Eye irritation

Not known

Vision, blurred*****

Skin and subcutaneous tissue diso

rders

Common =1/100 to < 1/10

Pruritus

Uncommon 21/1,000 to <1/100

Exacerbation of psoriasis
Dermatitis

Erythema

Rash**

Acne

Skin burning sensation

Skin irritation
Dry skin

Rare 21/10,000 to <1/1,000

Skin striae

Skin exfoliation

Not known

*kk

Hair colour changes




General disorders and administration site conditions

Uncommon =1/1,000 to <1/100 Application site pain****

Rare 21/10,000 to <1/1,000 Rebound effect

* Skin infections including bacterial, fungal and viral skin infections have been reported.
** Various types of rash reactions such as rash erythematous and rash pustular have
been reported.

*** Transient discolouration of the hair at scalp application site, to a yellowish colour in
white or gray hair, has been reported.

**** Application site burning is included in application site pain.

ek See section 4.4,
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	Skin infection*

