Cutivate Cream

PRESENTATION
Each gram of CUTIVATE Cream 0.05% contains 500 micrograms of fluticasone propionate.

List of excipients: Liquid Paraffin, Isopropyl Myristate, Cetosteraryl Alcohol, Macrogol
Cetostesaryl Ether, Propylene Glycol, Imidurea, Disodium Phosphate Dodecahydrate, Citric
Acid Monohydrate, Purified Water

INDICATIONS
Treatment of inflammatory dermatoses:
Adults:

Fluticasone propionate cream is a potent topical corticosteroid indicated for adults, children and
infants aged 3 months and older for the relief of the inflammatory and pruritic manifestations of
corticosteroid-responsive dermatoses; these include the following:

- Atopic dermatitis (including infantile atopic dermatitis)

- Nummular dermatitis (discoid eczemas)

- Prurigo nodularis

- Psoriasis (excluding widespread plaque psoriasis)

- Lichen simplex chronicus (neurodermatitis) and lichen planus
- Seborrhoeic dermatitis

- Irritant or allergic contact dermatitis

- Discoid lupus erythematosus

- An adjunct to systemic steroid therapy in generalised erythroderma
- Insect bite reactions

- Miliaria (prickly heat)

Reduction of the risk of relapse:

Cutivate is indicated for the reduction of the risk of relapse of chronic recurrent atopic dermatitis,
once an acute episode has been treated effectively.

DOSAGE AND ADMINISTRATION
Creams are especially appropriate for moist or weeping surfaces. Adults, children and infants
aged 3 months and over

Treatment of inflammatory dermatoses:

Apply a thin layer and gently rub in using only enough to cover the entire affected area. Perform
the treatment once or twice daily for up to 4 weeks until improvement occurs, then reduce the
frequency of application or change the treatment to a less potent preparation. Allow adequate
time for absorption after each application before applying an emollient. If the condition worsens
or does not improve within 2-4 weeks, treatment and diagnosis should be re-evaluated.

Atopic dermatitis

Therapy with topical corticosteroids should be gradually discontinued once control is achieved
and an emollient continued as maintenance therapy.
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Rebound of pre-existing dermatoses can occur with abrupt discontinuation of topical steroids
especially with potent preparations.

Reduction of the risk of relapse:

Once an acute episode has been treated effectively, application frequency should be reduced
to once daily application, twice weekly, without occlusion. Application should be continued to
all previously affected sites or to known sites of potential relapse. This regime should be
combined with routine daily use of emollients. The condition must be re-evaluated on a regular
basis.

Paediatric population
Children over 3 months

Children are more likely to develop local and systemic side effects of topical corticosteroids and,
in general, require shorter courses and less potent agents than adults.

Safety and efficacy of the product for longer than 4 weeks in paediatric patients is not
established.

Care should be taken when using fluticasone propionate to ensure the amount applied is the
minimum that provides therapeutic benefit.

Elderly

Clinical studies have not identified differences in responses between the elderly and younger
patients. The greater frequency of decreased hepatic or renal function in the elderly may delay
elimination if systemic absorption occurs. Therefore the minimum quantity should be used for
the shortest duration to achieve the desired clinical benefit.

Renal / Hepatic Impairment

In case of systemic absorption (when application is over a large surface area for a prolonged
period) metabolism and elimination may be delayed therefore increasing the risk of systemic
toxicity. Therefore the minimum quantity should be used for the shortest duration to achieve the
desired clinical benefit.

CONTRAINDICATIONS

The following conditions should not be treated with fluticasone propionate:
Rosacea.

Acne vulgaris.

Perioral dermatitis.

Untreated cutaneous infections Perianal
and genital pruritus.

Pruritus without inflammation
Dermatoses in infants under three months, including dermatitis and nappy rash.

WARNINGS AND PRECAUTIONS

Fluticasone propionate should be used with caution in patients with a history of local
hypersensitivity to corticosteroids or to any of the excipients in the preparation (see List of
excipients). Local hypersensitivity reactions (see Adverse Reactions) may resemble symptoms
of the condition under treatment.

Manifestations of hypercortisolism (Cushing's Syndrome) and reversible hypothalamicpituitary-
adrenal (HPA) axis suppression, leading to glucocorticosteroid insufficiency, can occur in some
individuals as a result of increased systemic absorption of topical steroids. If either of the above
are observed, withdraw the drug gradually by reducing the frequency of application, or by
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substituting a less potent corticosteroid. Abrupt withdrawal of treatment may result in

glucocorticosteroid insufficiency (see Adverse Reactions). Risk factors for increased systemic

effects are:

+ Potency and formulation of topical steroid

*  Duration of exposure

» Application to a large surface area

» Use on occluded areas of skin (e.g. on intertriginous areas or under occlusive dressings (in
infants the nappy may act as an occlusive dressing)

» Increasing hydration of the stratum corneum

* Use on thin skin areas such as the face

» Use on broken skin or other conditions where the skin barrier may be impaired

* In comparison with adults, children and infants may absorb proportionally larger amounts
of topical corticosteroids and thus be more susceptible to systemic adverse effects. This is
because children have an immature skin barrier and a greater surface area to body weight
ratio compared with adults.

Overt suppression of the HPA-axis (morning plasma cortisol less than 5 micrograms/dL) is very
unlikely to result from therapeutic use of fluticasone propionate Cream unless treating more
than 50% of an adult's body surface and applying more than 20 g per day.

Paediatric population

In infants and small children aged 3 months to 12 years of age, long-term continuous topical
corticosteroid therapy should be avoided where possible, as adrenal suppression is more likely
to occur.

Infection risk with occlusion

Bacterial infection is encouraged by the warm, moist conditions within skin folds or caused by
occlusive dressings. When using occlusive dressings, the skin should be cleansed before a
fresh dressing is applied.

Use in psoriasis

Topical steroids should be used with caution in psoriasis as rebound relapses, development of
tolerance, risk of generalised pustular psoriasis and development of local or systemic toxicity
due to impaired barrier function of the skin have been reported in some cases. If used in
psoriasis, careful patient supervision is important.

Application to the face

Prolonged application to the face is undesirable as this area is more susceptible to atrophic
changes.

Application to the eyelids

If applied to the eyelids, care is needed to ensure that the preparation does not enter the eye
as cataract and glaucoma might result from repeated exposure.

Concomitant infection

Appropriate antimicrobial therapy should be used whenever treating inflammatory lesions which
have become infected. Any spread of infection requires withdrawal of topical corticosteroid
therapy and administration of appropriate antimicrobial therapy.
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Chronic leg ulcers

Topical corticosteroids are sometimes used to treat the dermatitis around chronic leg ulcers.
However, this use may be associated with a higher occurrence of local hypersensitivity
reactions and an increased risk of local infection.

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 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.

CUTIVATE Cream contains the excipient propylene glycol as which may cause skin irritation.
CUTIVATE Cream also contains cetostearyl alcohol and imidurea. Cetostearyl alcohol may
cause local skin reactions (e.g. contact dermatitis). Imidurea releases formaldehyde as a
breakdown product. Formaldehyde may cause allergic sensitisation or irritation upon contact
with the skin.

INTERACTIONS

Co-administered drugs that can inhibit CYP3A4 (e.g. ritonavir, itraconazole) have been shown
to inhibit the metabolism of corticosteroids leading to increased systemic exposure. The extent
to which this interaction is clinically relevant depends on the dose and route of administration
of the corticosteroids and the potency of the CYP3A4 inhibitor.

FERTILITY, PREGNANCY, LACTATION Fertility

There are no data in humans to evaluate the effect of topical corticosteroids on fertility.

Pregnancy

There are limited data from the use of fluticasone propionate in pregnant women.

Topical administration of corticosteroids to pregnant animals can cause abnormalities of foetal
development. The relevance of this finding to humans has not been established. However,
administration of fluticasone propionate during pregnancy should only be considered if the
expected benefit to the mother is greater than any possible risk to the foetus. The minimum
quantity should be used for the minimum duration.

Lactation

The safe use of topical corticosteroids during lactation has not been established. It is not known
whether the topical administration of corticosteroids could result in sufficient systemic
absorption to produce detectable amounts in breast milk. When measurable plasma levels
were obtained in lactating laboratory rats following subcutaneous administration, there was
evidence of fluticasone propionate in the milk. Administration of fluticasone propionate during
lactation should only be considered if the expected benefit to the mother outweighs the risk to
the infant.

If used during lactation, fluticasone propionate should not be applied to the breasts to avoid
accidental ingestion by the infant.
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EFFECT ON ABILITY TO DRIVE AND USE MACHINES

There have been no studies to investigate the effect of fluticasone propionate on driving
performance or the ability to operate machinery. A detrimental effect on such activities would
not be anticipated from the adverse reaction profile.

ADVERSE REACTIONS
Adverse events are listed below by organ class and frequency. Frequencies are defined as

follows: very common (=1/10), common (=1/100 and <1/10), uncommon (=1/1000 and

<1/100), rare (=1/10,000 and <1/1000) and very rare (<1/10,000) including isolated reports.
Infections and infestations

Very rare: Opportunistic infection.

Immune system disorders

Very rare: Hypersensitivity.

Endocrine disorders

Very rare: Hypothalamic-pituitary adrenal (HPA) axis suppression:
* Increased weight / obesity

» Delayed weight gain/growth retardation in children

» Cushingoid features (e.g. moon face, central obesity)
+ Decreased endogenous cortisol levels

* Hyperglycaemia/glucosuria

* Hypertension

» Osteoporosis

+ Cataract

* Glaucoma

Eye disorders

Not known: Vision, blurred (See Warnings and Precautions)

Skin and subcutaneous tissue disorders

Common: Pruritus

Uncommon: Local burning sensation

Very rare: Skin thinning, atrophy, striae, telangiectasias, pigmentation changes,

hypertrichosis, allergic contact dermatitis, exacerbation of  underlying
symptoms, pustular psoriasis, erythema, rash, urticaria.

OVERDOSE
Symptoms and Signs

Topically applied fluticasone propionate may be absorbed in sufficient amounts to produce
systemic effects. Acute overdosage is very unlikely to occur, however, in the case of chronic
overdosage or misuse the features of hypercortisolism may appear (See Adverse Reactions).

Treatment

In the event of overdose, fluticasone propionate should be withdrawn gradually by reducing the
frequency of application, or by substituting a less potent corticosteroid because of the risk of
glucocorticosteroid insufficiency.

Given the risk of acute adrenal suppression, further management should be as clinically
indicated.

STORAGE
Store as directed on the outer package. Do not freeze.
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Package leaflet: Information for the user

Cutivate Cream 0.05%w/w cream
Fluticasone propionate

Read all of this leaflet carefully before you start taking this medicine because it
contains important information for you.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor or pharmacist.
- This medicine has been prescribed for you only. Do not pass it on to others. It may
harm them, even if their signs of iliness are the same as yours.
- If you get any side effects, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet. See section 4.

What is in this leaflet:

1. What is Cutivate and what is it used for

2. What you need to know before using Cutivate
3. How to use Cutivate

4, Possible side effects

5. How to store Cutivate

6. Contents of the pack and other information

1 What Cutivate is and what it is used for

Cutivate Cream contains fluticasone propionate which belong to a group of medicines
called steroids. Steroids help to reduce redness, swelling and irritation of the skin. Cutivate
Cream relieves the symptoms of certain skin problems. These include:
- eczema
- prurigo nodularis (itchy nodules on the arms or legs)
- lichen simplex chronicus (patches of thickened, itchy skin, caused by scratching)
- lichen planus (a skin disease that causes itchy, reddish-purple, flat-topped bumps on
the wrists, forearms or lower legs)
- seborrhoeic dermatitis (a red, scaly, itchy rash that develops on the face, scalp, chest
and back)
- discoid lupus erythematosus (a disease of the skin most often affecting the face, ears
and scalp causing scarring and increased sensitivity of the affected skin to sunlight).
- used in addition to oral or injectable steroids for erythroderma (inflammation, redness
and scaling of the skin over most of the body)
- skin rash due to allergy or a substance that irritates your skin (irritant or allergic
contact dermatitis)
- prickly heat
- insect bite reactions
- psoriasis (thickened patches of inflamed red skin, often covered by silvery scales)

For infants and children Cutivate Cream is used for dermatitis that has not responded to
milder steroid creams or ointments.

What you need to know before using Cutivate
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Don’t use Cutivate Cream
- if you are allergic to fluticasone propionate or any of the other ingredients of this
medicine (listed in section 6)
- for babies under three months
« totreat any of the following skin problems, it could make them worse:
- infected skin (unless the infection is being treated with an anti-infective
medicine at the same time)
- acne
- rosacea (a facial skin condition where the nose, cheeks, chin, forehead or
entire face are unusually red)
- rashes around the mouth
- itchy skin which is not inflamed around the anus or genitals (penis and
vagina)

=» If you think any of these apply to you, don’t use Cutivate Cream until you have
checked with your doctor or pharmacist.

Take special care with Cutivate Cream

- Only use Cutivate Cream for as long as your doctor recommends. If your condition
does not improve after 2-4 weeks of treatment, speak to your doctor.

- If you experience blurred vision or other visual disturbances, speak to your doctor.

- Take care when applying Cutivate Cream to the eyelids to make sure it does not get
into your eye.

- Take care when applying Cutivate Cream to the face over a long period of time as it
may cause skin thinning.

- If you have eczema around a leg ulcer use of a topical corticosteroid may increase
the risk of an allergic reaction or an infection around the ulcer.

- Only use an airtight dressing over this medicine if your doctor has told you to. If you
are applying Cutivate Cream under an airtight dressing, including a child’'s nappy,
make sure that the skin is cleaned before a fresh dressing is applied to prevent
infections.

= Contact your doctor if an infection develops. (See Section 4 Possible Side Effects)
Other medicines and Cutivate Cream
Some medicines may affect how Cutivate Cream works, or make it more likely that you’'ll have

side effects. Examples of these medicines include:

+ Ritonavir and itraconazole
= Tell your doctor or pharmacist if you are taking any of these.

There are other medicines which may have a similar effect. It's therefore very important to tell
your doctor or pharmacist if you're taking any other medicines, if you've taken any recently,
or if you start taking a new one. This includes medicines bought without a prescription.

Pregnancy and breast-feeding

If you are pregnant, or think you could be, or if you are planning to become pregnant,
don’t use Cutivate Cream without talking to your doctor first.

If you are breast-feeding, you must check with your doctor before you use Cutivate Cream.
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If you do use Cutivate Cream when breast-feeding, don’t use Cutivate Cream on your breast
area to ensure that the baby does not accidentally get Cutivate Cream in their mouth.

Cutivate Cream contains the ingredient imidurea. Your body can break down imidurea into
small amounts of a chemical called formaldehyde. This chemical may cause a skin reaction
including redness and itchiness.

3 How to use Cutivate

Always use Cutivate Cream exactly as your doctor has told you. Check with your doctor
or pharmacist if you are not sure.

How much to use

Use Cutivate Cream once or twice a day. The number of times you use your medicine may
be reduced as your skin gets better or your doctor may prescribe a weaker steroid for you to
use instead.

How to use
- Apply a thin layer and gently rub in, using only enough to cover the entire affected
area.
- Wash your hands after use unless treating the hands.
- If you are also using an emollient (moisturising) preparation allow time for Cutivate
Cream to be absorbed after each application before applying the emollient.
- This medicine should not be used every day for more than four weeks

If your eczema flares up frequently your doctor may suggest that you use a less frequent
dose of Cutivate Cream once your eczema is under control, to help stop your eczema from
coming back.

For example, your doctor may advise you to apply a thin film of Cutivate Cream once daily,
two times a week to areas of skin which have been affected by eczema, or to those areas
where it is likely to re-appear.

If you forget to use Cutivate Cream
- If you forget to use Cutivate Cream apply it as soon as you remember then continue
as before.
- Don't apply extra Cutivate Cream to make up for missed doses.

Don’t stop using Cutivate Cream without advice

If you use Cutivate Cream regularly make sure you talk to your doctor before you stop using
it.

If you use too much Cutivate Cream

If you apply a large amount of Cutivate Cream or accidentally swallow a lot of Cutivate
Cream, it could make you ill. If you do swallow a large amount of Cutivate Cream, rinse your
mouth out with plenty of water and contact your doctor or pharmacist for advice. = Ask your
doctor or pharmacist for advice.

il Possible side effects
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Like all medicines Cutivate Cream can have side effects although not everybody gets them.
Side effects will affect your skin and may affect other parts of your body if a sufficient quantity
of medicine is absorbed through the skin and enters your blood stream.

If your skin condition gets worse or your skin becomes swollen during treatment. You may be
allergic to the medicine, have an infection or need other treatment.
=>» Stop using Cutivate Cream and tell your doctor as soon as possible.

Common side effects
These may affectup to 1 in 10 people.
- ltching

Uncommon side effects
These may affect up to 1 in 100 people.
- Local skin burning

Very rare side effects
These may affect up to 1 in 10,000 people.
Use of Cutivate Cream for a long period of time, or use under an airtight dressing, may cause
the following symptoms:
- increased weight
- moon face / rounding of the face
- Obesity
- skin thinning, this may cause stretch marks
- the appearance of blood vessels under the surface of your skin
- changes to the colour of your skin
- increased body hair

Other very rare skin reactions that may occur are:

- allergic reaction at the site of application

- worsening of condition

- redness

- rash or hives

- If you have psoriasis you may get raised bumps with pus under the skin. This can
happen very rarely during or after treatment and is known as pustular psoriasis - skin
infection

In children also look out for the following symptoms:
- delayed weight gain
- slow growth

Very rare side effects that may show up in blood tests or when your doctor gives you a
medical examination:
- adecrease in the level of the hormone cortisol in your blood
- increased levels of sugar in your blood or urine
- high blood pressure
- cloudy lens in the eye (cataract)
- increased pressure in the eye (glaucoma)
- weakening of the bones through gradual loss of mineral (osteoporosis). Additional
tests may be needed after your medical examination to confirm if you have this
condition.
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If you get side effects
= Tell your doctor or pharmacist if any of the side effects listed becomes severe or
troublesome, or if you notice any side effects not listed in this leaflet.

5 How to store Cutivate

Keep out of the reach and sight of children. It may harm them.

Don't use after the expiry date shown as "Exp" on the carton and label.

Store as directed on the outer package. Do not freeze.

Contents of the pack and other information

The active ingredient is fluticasone propionate. Each 1 g contains 0.5mg of fluticasone
propionate (0.05%w/w).

The other ingredients of the cream are: Liquid Paraffin, Isopropyl Myristate, Cetosteraryl
Alcohol, Macrogol Cetostesaryl Ether, Propylene Glycol, Imidurea, Disodium Phosphate
Dodecahydrate, Citric Acid Monohydrate, Purified Water.

Version: HK072018(GDS14)

Trade marks are owned by or licensed to the GSK group of companies
© 2018 GSK group of companies or its licensor
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