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Indication
Hypersensitivity to the active substances or to Hypersensitivity to the active contraindications

any of the excipients listed in section 6.1.

Daivobet ointment is contraindicated in
erythrodermic, exfoliative and pustular psoriasis.

Due to the content of calcipotriol, Daivobet
ointment is contra-indicated in patients with
known disorders of calcium metabolism (see
section 4.4).

Due to the content of corticosteroid, Daivobet
ointment is contraindicated in the following
conditions: Viral (e.g. herpes or varicella) lesions
of the skin, fungal or bacterial skin infections,
parasitic infections, skin manifestations in
relation to tuberculosis ersyphilts, perioral
dermatitis, atrophic skin, striae atrophicae,
fragility of skin veins, ichthyosis, acne vulgaris,
acne rosacea, rosacea, ulcers; and wounds (see

section 4.4).;-perianal-and-genital proritus:

substances or to any of the excipients.

Daivobet ointment is contraindicated
in erythrodermic, exfoliative and
pustular psoriasis.

Due to the content of calcipotriol
Daivobet ointment is contra-indicated
in patients with known disorders of
calcium metabolism.

Due to the content of corticosteroid
Daivobet ointment is contraindicated
in the following conditions: Viral (e.g.
herpes or varicella) lesions of the skin,
fungal or bacterial skin infections,
parasitic infections, skin
manifestations in relation to
tuberculosis or syphilis, perioral
dermatitis, atrophic skin, striae
atrophicae, fragility of skin veins,
ichthyosis, acne vulgaris, acne rosacea,
rosacea, ulcers, wounds, perianal and
genital pruritus.

Local adverse reactions

Daivobet ointment contains a potent group I1I-
steroid and concurrent treatment with other
steroids on the same treatment area must be
avoided. Skin of the face and genitals are very
sensitive to corticosteroids. The medicinal
product should not be used in these areas. The
patient must be instructed in correct use of the
medicinal product to avoid application and
accidental transfer to the face, mouth and eyes.
Hands must be washed after each application to
avoid accidental transfer to these areas.

Local adverse reactions

Skin of the face and genitals are very
sensitive to corticosteroids. The
medicinal product should not be used
in these areas. The patient must be
instructed in correct use of the
medicinal product to avoid application
and accidental transfer to the face,
mouth and eyes. Hands must be
washed after each application to avoid
accidental transfer to these areas.

Special warnings
and special
precautions for

use




Concurrent treatment and UV exposure

tel . There is limited
experience for the use of this medicinal product
on the scalp. Daivobet ointment for body
psoriasis lesions has been used in combination
with Daivobet gel for scalp psoriasis lesions, but
there is ae limited experience of combination of
Daivobet with other topical anti-psoriatic
products at the same treatment area, other anti-
psoriatic medicinal products administered
systemically or with phototherapy.

Concurrent treatment and UV
exposure

There is no experience for the use
of this medicinal product on the
scalp. Daivobet ointment for body
psoriasis lesions has been used in
combination with Daivobet gel for
scalp psoriasis lesions, but there is
no experience of combination of
Daivobet with other topical anti-
psoriatic products at the same
treatment area, other anti-psoriatic
medicinal products administered
systemically or with phototherapy.

Pregnancy

Pregnancy Fertility,
There are no adequate data from the use of There are no adequate data from the Pregnancy and
Daivobet ointment in pregnant women. Studies in | use of Daivobet ointment in pregnant Lactation
animals with glucocorticoids have shown women. Studies in animals with
reproductive toxicity (see section 5.3), but a glucocorticoids have shown
number of epidemiological studies (less than 300 | reproductive toxicity (see section 5.3),
pregnancy outcomes) have not revealed but a number of epidemiological
congenital anomalies among infants born to studies have not revealed congenital
women treated with corticosteroids during anomalies among infants born to
pregnancy. The potential risk for humans is women treated with corticosteroids
uncertain. Therefore, during pregnancy, Daivobet | during pregnancy. The potential risk
ointment should only be used when the potential | for humans is uncertain. Therefore,
benefit justifies the potential risk. during pregnancy, Daivobet ointment

should only be used when the potential

benefit justifies the potential risk.

Undesirable effect

The most frequently reported adverse reaction
during treatment are various skin reactions, like
pruritus, and skin exfoliation.

Pustular psoriasis and hypercalcamemia have
been reported.

Infections and infestations

Uncommon Skin infection*
>1/1,000 to Folliculitis
<1/100

Rare (=1/10,000 |Furuncle

to <1/1,000)

Immune system disorders

Rare >1/10,000

Hypersensitivity

The trial program for Daivobet
ointment has so far included more than
2,500 patients and has shown that
approximately 10% of patients can be
expected to experience a non-serious
undesirable effect.

Skin and subcutaneous tissue
disorders

Common: Pruritus
Rash
Burning sensation of
skin

Uncommon: Exacerbation of

psoriasis

Skin pain or irritation
Dermatitis

Erythema

Folliculitis

Application site




to <1/1,000

Metabolism and nutrition disorders

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

Hypercalcaemia

Skin and subcutaneous tissue disorders

Common >1/100 | Skin exfoliation

to<1/10 Pruritus
Uncommon Skin atrophy
>1/1,000 to Exacebation of psoriasis
<1/100 Dermatitis
Erythema
Rash**
Purpura or ecchymosis
Skin burning sensation
Skin irritation
Rare >1/10,000 | Skin striae
to <1/1,000 Photosensitivity reaction
Acne
Dry skin

General disorders and administration site
conditions

Uncommon Application site
>1/1,000 to pigmentation changes
<1/100

Application site pain***
Rare >1/10,000 |Rebound effect
to <1/1,000

*Skin infections including bacterial, fungal and
viral skin infections have been reported.

** Various types of rash reactions such as rash
exfoliative and rash pustular have been reported
*#* Application site burning is included in
application site pain.

pigmentation changes
Rare Pustular psoriasis

General disorders and administration
site conditions

Rebound effect
included in section 4.4

Not known

Use above the recommended dose may cause
elevated serum calcium subsides when treatment
is discontinued. The symptoms of
hypercalcaemia include polyuria, constipation,
muscle weakness, confusion and coma.

Use above the recommended dose may
cause elevated serum calcium which
should rapidly subside when treatment
is discontinued.

Overdose

Photo(co)carcinogenicity studies in mice suggest
that calcipotriol may enhance the effect of UVR
to induce skin tumours.

A dermal carcinogenicity study in mice and an
oral carcinogenicity study in rats

revealed no special risk of betamethasone
dipropionate to humans. No earcinogenicity-or
photocarcinogenicity study has been performed
with betamethasone dipropionate.

Photo(co)carcinogenicity studies in
mice suggest that calcipotriol may
enhance the effect of UVR to induce
skin tumours.

No carcinogenicity or
photocarcinogenicity studies have been
performed with betamethasone
dipropionate.

Preclinical safety
data
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