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PEG-6 and PEG-32 and Glycol Stearate, Oleoyl
Macrogolglycerides, Liquid Paraffin, Benzoic Acid,

Butylated Hydroxyanisole and 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
The format of this leaflet was determined
by the Ministry of Health and its content
was checked and approved

TRADEMARK

Gyno-Daktarin 7

Vaginal Cream

COMPOSITION:

Active ingredient and its concentration:
Each gram of cream contains:
Miconazole Nitrate 20 mg/g (2%)

Inactive ingredients:

PEG-6 and PEG-32 and Glycol Stearate, Oleoyl
Macrogolglycerides, Liquid Paraffin, Benzoic
Acid, Butylated Hydroxyanisole and Purified
Water.

THERAPEUTIC GROUP:
Antifungal, imidazole derivatives.

THERAPEUTIC ACTIVITY:

Gyno-Daktarin 7 cream for treatment of infections
of the vagina and the surrounding skin and of
infections caused by Gram-positive bacteria (the
signs of infection are: itching, redness and white
discharge).

WHEN SHOULD THE PREPARATION NOT BE
USED?

Do not use this medicine if you have a known
sensitivity to any of its ingredients or to other
antifungal agents of the same group.

Do not use this medicine without consulting
a doctor before starting treatment:
If you are pregnant, planning to become pregnant,
or if you are breastfeeding.
Consult your doctor at any stage of pregnancy
concerning the use of the applicator enclosed
to the package.

WARNINGS:

Avoid contact between contraceptive devices
made of rubber (latex) (such as a condom or
diaphragm) and the cream, since the cream may
damage the rubber (latex). As a result of this, the
ability of these contraceptive devices to prevent
pregnancy and/or transmission of infection might
be impaired.

If you are sensitive to any type of food or medicine,
inform your doctor before commencing treatment
with this medicine.

DRUG INTERACTIONS:

If you are taking another drug concomitantly,
including non-prescription medicines and herbal
based medicines, 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. This
is especially important for medicines belonging to
the following groups: anticoagulants (e.g. warfarin)
or other local vaginal preparations, phenytoin (for
epilepsy), oral medicines for lowering blood sugar
levels, medicines for treatment of heart problems
and hypertension from the calcium channel
blocker group (dihydropyridines, verapamil),
medicines to lower cholesterol such as lovastatin
and simvastatin.

SIDE EFFECTS:

In addition to the desired effect of the medicine,
adverse reactions may occur during the course
of using this medicine, such as:

Local irritation (in and around the vagina), burning
sensation or itching in the treated area. These
reactions are milder than an allergic reaction.
Refer to your doctor if these effects persist.
Skin rash, red and itchy rash (urticaria), stomach
pain, period-like cramps, headache, urinary
tract infection or pain on passing urine, vaginal
bleeding, nausea, redness of the face.

Side effects that require special attention:
Stop treatment and refer to your doctor
immediately if you notice any of the following
effects, you may need medical treatment: severe
irritation or redness of the skin, swelling of the
face, lips, tongue or throat, dizziness, wheezing
or difficulty breathing or other signs of allergy
during the first days of use. These effects occur
in only a small number of users.

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.

DOSAGE:

Dosage is according to the doctor’s instructions
only.

Insert the content of one full applicator deeply
into the vagina, once a day, in the evening, at
bedtime, for seven consecutive days, even if
the itching, redness or discharge disappear. The
treatment should be continued even during the
menstrual period.

Do not exceed the recommended dose.

If you forget to use the medicine at the specified
time, skip the missed dose. Use the next dose

IL-987365 V

at the scheduled time. Never use two doses
together!

ATTENTION!
Do not swallow! This medicine is intended for use
in the vaginal area only.

DIRECTIONS FOR USE:

To open the tube unscrew the cap and pierce
the seal of the tube with the pin on the top of
the cap.

The cream can be applied with or without the
applicator, depending on the infected site.

How to use the applicator:

The applicator is made of carton and has an inner

and outer part. The applicator is in the package

with the inner part inside the outer part.

1. Screw the applicator onto the opened tube
so that the end of the applicator marked with
a green band will be the one screwed onto
the tube. When screwing on the applicator the
inner part will be pushed out a bit to allow it to
be screwed on.

H]:H]ZD;?':M
[D:ﬂ]hm

2. Squeeze the end of the tube so that the content
of the tube will push out the inner part of the
applicator. If this is difficult, gently pull out the
inner part of the applicator. Fill the applicator
completely (up to the green line marked on the
inner part of the applicator that was pushed
out), unless the doctor prescribed a smaller
amount.

3. Remove the cream filled applicator from the
tube and close the tube immediately.

4. Lie on your back with your knees up and spread
apart, insert the applicator into the vagina as
deep as you can. Push the inner part of the
applicator inward until the entire amount of
cream is released into the vagina.

Remove the applicator and throw it away.

5. After using Gyno-Daktarin 7 cream wash your

hands with soap and water.

The preparation does not cause staining of

the skin or clothing, but you may want to use

a sanitary pad or panty liner.

Use a new applicator each day.

Information for the patient:

e Make sure you do not infect others: do not
share the same washcloth or towel with
others.

e Your sexual partner might also need treatment
in order to prevent recurrence of your infection.
In case of doubt consult the doctor.

* Avoid contact between the cream and rubber
contraceptive devices (such as a condom or
diaphragm), since the cream may damage the
rubber (latex). As a result of this, the ability
of these contraceptive devices to prevent
pregnancy and/or transmission of infection
might be impaired.

*

+HOW CAN YOU CONTRIBUTE TO THE:
1 SUCCESS OF THE TREATMENT? :

Complete the full course of treatment as instructed
by the doctor.

Even if there is an improvement in your health,
do not discontinue use of this medicine without
consulting your doctor.

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 swallowed the medicine, 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 you for
the treatment of your ailment, in another patient
it may cause harm. Do not give this medicine to
your relatives, neighbours 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:

Store at 25°C or below.

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.

Drug Reg. No.: 542024551

MANUFACTURER: Janssen Pharmaceutica,
Beerse, Belgium.

REGISTRATION HOLDER: J-C Health Care Ltd.,
Kibbutz Shefayim 60990, Israel.
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