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alcohol, cetyl alcohol, mono- and di-glycerides,
sodium cetostearyl sulphate, benzyl alcohol, citric

acid, sodium hydroxide, purified water.
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) — 1986

The dispensing of this medicine
requires a doctor’s prescription
Read this package insert carefully
in its entirety before using this medicine

Elidel® Cream 1% mebdn
Composition: Each 1 gram of cream contains:
Pimecrolimus 10 mg

Inactive ingredients: Triglycerides, oleyl alcohol,
propylene glycol, stearyl alcohol, cetyl alcohol, mono-
and di-glycerides, sodium cetostearyl sulphate, benzyl
alcohol, citric acid, sodium hydroxide, purified water.

Therapeutic activity:

Elidel cream is a non-steroid medication that
specifically treats inflammation of the skin and belongs
to a class of medicines called topical calcineurin
inhibitors. It works in the cells in the skin that cause
the inflammation and the characteristic redness and
itching of eczema.

Topical preparation indicated for the treatment of
atopic dermatitis (eczema) in infants (3 months of age
and above), children, adolescents and adults who did
not respond to or could not be treated with topical
corticosteroids.

When should the preparation not be used?

Do not apply Elidel to the breast if you are
breastfeeding.

Do not use this medicine if you are sensitive to any
of its ingredients.

Do not use this medicine without consulting a
doctor before starting treatment:

If you are pregnant or think you may be pregnant.
Inform the doctor if you become pregnant while using
this medicine. If you are breastfeeding; it is not known
whether the active ingredient in Elidel passes into the
breast milk after application to the skin.

If you have any skin infection.

If you are suffering from impaired function of the
immune system.

If you are suffering from Netherton’s syndrome or from
generalized erythroderma (inflammatory reddening of
the entire skin).

Warnings:

Do not use this medicine for any purpose other than
that for which it was prescribed.

Do not use this medicine continuously for a long time
since the safety of using it for a prolonged period is
not known.

In rare cases, patients have had cancer (e.g. skin or
lymphoma) during treatment with topical calcineurin
inhibitors, including Elidel. However, a causal link
between the disease and the use of topical calcineurin
inhibitors has not been shown.

Do not apply Elidel on potentially malignant skin
lesions (check with your doctor if you are not sure).
Do not apply Elidel to areas of the skin affected by
viral infection, e.g. herpes. In case of skin infection,

alcohol while under treatment with Elidel.

Rarely, a change in skin color (the skin becomes
darker or lighter than the surrounding skin) may occur.
In rare cases, patients have had cancer (e.g. skin or
lymphoma) during treatment with Elidel. However, a
causal relationship between the disease and treatment
with Elidel has not been shown.

Side effects that require special attention:

On rare occasions, there may be an allergy to Elidel,
which can cause swelling and pain, skin rash or hives.
In very rare cases, the allergic reaction may be severe
with symptoms such as sudden wheezing and chest
pain or tightening, swelling of eyelids, face or lips.

If you experience any of these symptoms after
using Elidel, stop treatment and contact your doctor
immediately. Notify the attending doctor if your lymph
nodes become swollen while using Elidel.

In the event that you experience side effects not
mentioned in this leaflet, or if there is a change in your
general health, consult your doctor immediately.

Recommended dosage unless otherwise
prescribed by your doctor:

Apply the cream twice a day, in the morning and in
the evening. When the signs and symptoms of atopic
dermatitis (eczema) disappear, stop the treatment
with Elidel. Start using Elidel again if the signs and
symptoms reoccur. In long term treatment begin
using Elidel as soon as you notice the signs and
symptoms of eczema, in order to prevent progression
of symptoms and severe flare-up of the disease.

If there is no improvement in the condition within 6
weeks, consult your doctor again. Sometimes, other
skin diseases look like eczema.

If you forgot to apply the medicine at the specified time,
apply a dose as soon as you remember and continue
to apply at the regularly specified times.

If you accidentally applied a larger amount than
necessary, wipe off the excess cream.

Attention:

Do not swallow! In the event that you swallowed the
medicine, inform your attending doctor.

Elidel is intended for external use only.

Do not use it in your nose, eyes or mouth. If accidentally
applied to these areas, wipe off the cream thoroughly,
and rinse well with clean water. You should take care
not to swallow the cream, or to accidentally transfer it
into your mouth when for example it is applied to the
hands.

Do not cover the treated area with an occlusive
dressing.

Directions for use:

The cream may be applied to all areas of skin,
including the head, face, neck and folds of skin.

Apply the cream only on the area affected with eczema.
In the event of recurrence of signs and symptoms of
eczema after treatment with the medicine, consult the
attending doctor.
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refer to the attending doctor. The infection may need
to be treated first.

Avoid exposing the skin to natural or artificial sunlight,
including sun lamps, tanning beds or ultraviolet
therapy. If you spend time outdoors after applying
Elidel, use a sunscreen and wear loose fitting clothing
that protects the skin from the sun. Limit sun exposure
during treatment with Elidel even when the cream is
not on your skin.

In addition, consult with your doctor regarding other
appropriate sun protection measures.

The medicine contains ingredients (e.g. cetyl alcohol,
propylene glycol, stearyl alcohol) that may cause local
skin reactions or irritations.

Use of the medicine may cause mild temporary
reactions (e.g. warmth or burning sensation), or skin
irritation (e.g. itching and reddening) at the site of
application. If such symptoms are severe notify your
doctor.

Due to the alcohol content of the cream, application on
wounds may cause irritation.

Drug interactions:

If you are taking another drug concomitantly or if you
have just finished treatment with another medicine,
inform the attending doctor, in order to prevent hazards
or lack of efficacy arising from drug interactions.

If you have had a vaccination recently, do not apply
Elidel to the site of the vaccination until the reddening
and/or swelling disappear.

The medicine works selectively on the skin and a very
small amount of the active ingredient is absorbed into
the blood stream (where drug interactions occur).
Therefore, the likelihood for drug interactions between
this medicine and other medicines taken orally is low.

Side effects:

In addition to the desired effect of the medicine,
adverse reactions may occur during the course of
taking this medicine.

The most common side effects are a sensation of heat
and/or burning at the application site.

Common side effects: Irritation, itching and reddening
at the application site, inflammation of the skin such as
folliculitis (inflammation of the hair follicles that may
cause pustules).

Uncommon side effects: Worsening of the condition
being treated, bacterial skin infections such as
impetigo, viral skin infections such as herpes simplex,
molluscum contagiosum, herpes simplex virus infected
dermatitis (eczema herpeticum), rash, pain, feeling of
prickling, slight scaling, dryness and swelling at the
application site, warts, infection of the hair follicles and
surrounding tissue (pustules).

These side effects usually are moderate, temporary,
and appear at an early stage of treatment.

Additional side effects: Headache, cold or nasal
congestion, sore throat, influenza, fever, viral infection
and cough. Viral infections of the skin such as cold
sores, chickenpox. Rarely, side effects such as facial
flushing or skin irritations (e.g. rash, burning sensation,
itching or swelling) may occur in patients who drink

Apply the cream as follows:

1. Wash and dry your hands.

2. Open the tube (when using the tube for the first
time, open the seal by using the spike at the tip of
the cap).

3. Squeeze the cream onto your finger.

4. Apply a thin layer of cream so that the affected area
will be covered entirely.

5. Rub the cream in gently until it is completely
absorbed.

6. Replace the cap on the tube.

7. Wash your hands after applying (unless they are the
area being treated with the cream).

Moisturizers can be applied immediately after using

Elidel. However, after bathing, moisturizers should be

applied before using Elidel.

" How can you contribute to the success of the -;

_ treatment?

Complete the full course of treatment as mstructed
by the doctor. If the affected area is healed, treatment
should be stopped.

Avoid poisoning! This medicine, and all other
medicines, must be stored in a safe place out of the
reach of children and/or infants, to avoid poisoning. If
you have used an overdose, or if a child has accidentally
swallowed the medicine, proceed immediately to a
hospital emergency room and bring the package of
the medicine with you. Do not induce vomiting unless
explicitly instructed to do so by a doctor!

This medicine has been prescribed for the treatment
of your ailment; in another patient it may cause harm.
Do not give this medicine to your relatives,
neighbors or acquaintances.

Do not take medicines in the dark! Check the label and
the dose each time you take your medicine.

Wear glasses if you need them.

Storage: Do not freeze. Store below 25°C.

Store in the original package, keep the tube in the
outer carton, keep the tube tightly closed.

From the time the tube is opened, it should be used
within 12 months. Even if kept in their original container
and stored as recommended, medicines may be kept
for a limited period only.

Please note the expiry date of the medicine! In case
of doubt, consult the pharmacist who dispensed the
medicine to you. Do not store different medications in
the same package.

License number: 126 12 30517 00

Manufacturer: MEDA Manufacturing, Merignac,
France for MEDA Pharma GmbH & Co. KG, Bad
Homburg, Germany.

License Holder: Megapharm Ltd., P.O.B. 519, Hod-
Hasharon 4510501.

The format of this leaflet was determined by the
Ministry of Health and its content was checked
and approved in September 2009.
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