PATIENT PACKAGE INSERT|
IN ACCORDANCE WITH
THE PHARMACISTS’
REGULATIONS
(PREPARATIONS) - 1986

The medicine is dispensed
with a doctor’s
prescription only.

AGISPOR
SHAMPOO

Each bottle contains:
Bifonazole 1%

Inactive ingredients and
allergens in the preparation -
see Section 6.

Read this leaflet carefully
in its entirety before using
the medicine. This leaflet
contains concise information
about the medicine. If you
have further questions,
refer to the doctor o
pharmacist.

This medicine has been
prescribed to treat you. Do
not pass it on to others. It
may harm them, even if
it seems to you that their
medical condition is similar.

he medicine is not
intended for infants below|
he age of one month.
1. WHAT IS THE
MEDICINE INTENDED
FOR?

For the treatment of mycotic
diseases of the scalp, such
as pityriasis versicolor and
seborrheic dermatitis.

Therapeutic group
/An antifungal belonging to
the family of imidazoles.

2. BEFORE USING THE|
MEDICINE

KHDo not use the
medicine:

« If you are sensitive
(allergic) to the active
ingredient or to any of
the other ingredients
found in the medicine.

Special warnings

regarding use of the

medicine

* Do not use the medicine
frequently, or for a long
period, without consulting
the doctor.

HBefore beginning

treatment with Agispor,

tell the doctor if

* you have a known
sensitivity to antifungal
medicines of the
imidazole group such as:
econazole, clotrimazole,
miconazole.

* you are sensitive to|
any type of food or|
medicine.

HIf you are taking, or|
have recently taken
other medicines,

ncluding non-
prescription medicines|
and nutritional
supplements, tell the
doctor or pharmacist.
Especially inform the
doctor or pharmacist if

ou are taking warfarin.

HPregnancy and
breastfeeding

Do not use the medicine
if you are pregnant
or breastfeeding,
except with the explicit
recommendation of the|
doctor.

HUse in children an

infants

Use in infants and

toddlers must be unde

medical supervision.

*If there is n
improvement in you
condition within
weeks, refer to th
doctor again.

» Avoid contact of th
preparation with th:
eyes.

3. HOW SHOUL
YOU USE TH
MEDICINE?

Always use according

to the doctor’s

nstructions.

Check with the docto

or pharmacist if you are

uncertain.

The dosage and manner

of treatment will be

determined by the
doctor only.

Do not exceed the

recommended dose.

For external use only.

Do not swallow.

Shake before use.

If a child or anyone
else has accidentally|
swallowed the medicine,
proceed immediately to
the doctor or a hospital
emergency room and
bring the package of the
medicine with you.

If you forgot to take
the medicine do not
take a double dose.
Take the next dose af
the scheduled time and
consult the doctor.
Adhere to the treatment
regimen as recommended
by the doctor.

Even if there is an
improvement in you
health, do not stop
treatment with the
medicine without
consulting the doctor or
pharmacist.

Method of use in the
absence of other
instructions from the
doctor:

Use for 4 weeks. The
recommended dosage is|
3 times a week. At every
shampooing, the scalp
should be shampooed

twice. Shake the bottle
well, apply a measured
amount of shampoo
to the hair or affected
area of the skin and
leave the shampoo on
the scalp for 5 minutes
before washing off. Use

a sufficient quantit

of shampoo to ensure

good foaming of the
shampoo.

* Do not take medicines
in the dark! Check the
label and the dose
each time you take the
medicine. Wear glasses
if you need them.

If you have further

questions regarding

use of the medicine,
consult the doctor or
pharmacist.

4. SIDE EFFECTS

As with any medicine,
use of Agispor Shampoo
may cause side effects in
some users. Do not be
alarmed by reading the
list of side effects. You
may not suffer from an
of them.

Known side effects

associated with the use
of Bifonazole:

* Reactions on the skin
and subcutaneous
tissue:

Contact dermatitis,
allergic skin
inflammation, reddening,
itching, rash, urticaria,
blistering, peeling of the
skin, eczema, dry skin,
skin irritation, softening
of the skin, and burning
sensation.

Pain and/or edema in
the treated area.
These side effects
disappear after cessation
of treatment, however if
these effects persist and
or are bothersome, refer
to the doctor.

If any of the side effects

orsen, or if you suffer
from a side effect that
is not mentioned in the
leaflet, consult with the
doctor.

5. HOW SHOULD
THE MEDICINE BE
STORED?

* Avoid poisoning! This
medicine, and an

other medicine, should
be kept in a closed
place out of the sight
and reach of children
and/or infants in order tg
avoid poisoning. Do not
induce vomiting without
explicit instructions
from the doctor.

Do not use the medicine
after the expiry date
(exp. date) appearing
on the package. The
expiry date refers to the
last day of that month.
Can be used for 6
months after first
opening.

Store in a cool place
below 25°C.

Store in the origina
packaging.

6. FURTHER
INFORMATION

* In addition to the active
ingredient, the medicine
also contains:
Sodium lauryl sulphate,
sodium lauryl ethe
sulphate, ethyl alcohol,
lactic acid, cocamide
diethanolamine,

cocamidopropylamine

oxide, Perfume 199-

95, purified water.

What does the

medicine look like and

what are the contents
of the package:

A plastic bottle

containing 100

milliliters of Agispo

Shampoo.

Name of manufacturer

and registration

holder: Perrigo Israel

Pharmaceuticals Ltd.,

P.O.B. 16, Yeruham.

* This leaflet was
checked and approved
by the Ministry of
Health in August
2014.

Registration number
of the medicine in the
National Drug Registry
of the Ministry of
Health:

12623.26745






