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Package Insert

Gynomunal Vaginal Gel

Intended Use

Gynomunal Vaginal Gel is designed to be used in women to

alleviate symptoms such as vaginal dryness, itching, burning,

painful or uncomfortable intercourse, by enhancing the body

natural moisture. The aforementioned symptoms are typical of

atrophic vaginitis, condition due to low oestrogen level as follows:

- During menopause (either physiologic, or due to
ovariectomy, or radiotherapy, or chemotherapy);

- After childbirth or during breast feeding;

- When using low-dosage oral contraceptives;

- use of antioestrogen medications;

- cigarette smoking;

- Cessation of sexual activity.

Gynomunal Vaginal Gel can also be used in the perivaginal area
as lubricant to facilitate sexual intercourse, to protect
vulvo-vaginal area or to alleviate vulvar dryness.

A decreased oestrogen level leads to a lower vaginal moisture
and lubrication. Painful sexual intercourse may occur; moreover,
itching and burning in the vulvo-vaginal area are further possible
results of the oestrogen shortage.

Contraindications

« Do not use Gynomunal Vaginal Gel if you are hypersensitive
to anyone of the ingredients.

« Do not use vaginal contraceptives while using Gynomunal
Vaginal Gel.

+ Do not use Gynomunal Vaginal Gel while you are on vaginal
drugs or using other a vaginal medical device.

Warnings

« The device (gel and applicator) is intended for a personal use

and must not be shared with other people.

Use only the applicator provided in the pack.

Do not use applicator if it is damaged or broken.

Keep out of the sight and reach of children.

Do not use disinfectants or other cleanser to wash the

applicator, but use only lukewarm water.

+ Pregnant women should not use the enclosed cannula
applicator. Instead, squeeze the measured amount of gel out
of the applicator onto your finger. Carefully apply the gel
using your finger as far as is comfortable.

« This product is compatible with natural rubber latex and with
polyisoprene condoms, but not with polyurethane condoms

How to use the product

Gynomunal Vaginal Gel is deeply inserted into the vagina with the
help of the enclosed applicator, which is filled with 2.5 g
Gynomunal Vaginal Gel (see below Use instructions). The gel is
administered once daily, for 7 consecutive days (preferably at
bedtime), and then twice weekly, for at least the following 11 weeks.

Gynomunal Vaginal Gel can also be applied to the perivaginal
area (the vaginal opening and the adjacent external genital
region), to facilitate the insertion of the applicator.

Use instructions

« Carefully wash your hands before using
Gynomunal Vaginal Gel. Remove the cap
from the tube and use the cap to pierce
the sealed end of the tube before first use.

« Screw the open end of a clean
applicator onto the nozzle of the tube.

&

A

B « Gently squeeze the tube so that the
piston inside the applicator begins to
move and the applicator begins to filll
with gel. You can gently pull on the
piston if this helps.

« The piston will stop moving when
there is one dose (2.5 g) of
Gynomunal Vaginal Gel in the
applicator (about half full).

Note: Close the tube immediately
after use.

[ « Unscrew the applicator from the tube.

« Find a private and comfortable position
to apply Gynomunal Vaginal Gel, for
example, sitting, squatting or lying on
your back, and insert the open end of the
applicator into your vagina as far as you
can do comfortably and while ensuring
you can hold the other end securely.

« Hold the applicator in one hand and use
your other hand to press lightly on the
piston to apply the complete dose of
Gynomunal Vaginal Gel into your vagina.

+ Remove the applicator from your vagina.
Note: You may find it more comfortable
to rub a little Gynomunal Vaginal Gel
around the outside of the tip of the
applicator to facilitate the insertion.

After use, thoroughly clean the applicator as follows:

1. Remove the piston by pushing the narrow end of the piston
against a flat surface into the applicator body and then
removing the piston from the other end.

Note: first times the resistance will be higher.

2. Rinse the piston and applicator body in clean lukewarm water.
Rub the applicator with fingers, fill and drain repeatedly with
water the cylinder.

3. Remove the excess of water by shaking the applicator and dry
it with a clean towel.

4. Insert the narrow end of the piston back into the applicator
body, pushing slightly with the thumb, as far as it will go.

5. Store the assembled applicator in the box.

Undesirable effects

Very rarely, transient and reversible pruritus, pain and/or burning at
the application site in the area of the vagina may occur. These
phenomena may as well be part of the problem of dry vagina itself.

Any undesirable effect related to the use of Gynomunal Vaginal
Gel should be reported to the license holder.

Device Properties

Gynomunal Vaginal Gel is a medical device that was specifically
developed for relieving vaginal symptoms such as vaginal
dryness, itching, burning, painful or uncomfortable intercourse.
Gynomunal Vaginal Gel is a liposomal composition of hyaluronic
acid, hops extract and vitamin E.

Hyaluronic acid contained in Gynomunal Vaginal Gel acts as

vaginal moisturizer by its ability to retain and release water, allowing

lubrication and elasticization of vaginal mucosa. In addition, it forms

a liquid film with the following important properties:

+ Protection: The film protects the vaginal epithelium. Local
irritation (e.g. itch and burning) can be reduced.

+ Lubrication: The film layer enhances lubrication.

Moreover, Gynomunal Vaginal Gel protects the vaginal

microenvironment thanks to the preservative and antioxidant

activity of Hops extract and Vitamin E.

Vitamin E is an antioxidant component of the formulation.

Liposomes are spherical vesicles having at least one lipid
bilayer, being used as a vehicle for prolonged water release.
Composition

Purified water, propylene glycol, denatured ethanol, hops
extract (Humulus lupulus), phosphatidylcholine, carbomer,
sodium methyl-4-hydroxybenzoate (E219), imidazolidinyl urea,
sodium hydroxide, sodium edetate, hyaluronic acid, sodium
propyl-4-hydroxybenzoate (E217), tocopherol acetate (vitamin E),
cholesterol.

Storage temperature conditions between 15° and 30°C

Manufacturer: Polichem SA, Via Angelo Maspoli 11,
6850 Mendrisio, Switzerland.

: Almirall S.A. General Mitre, 151, 08022 Barcelona, Spain.

Registration holder: Megapharm Ltd.
8 HaPnina Street, Ra’anana, c € 0477

ZIP 4321545, Israel

Ministry of Health license number: 27570002
Medical device

Vaginal applicator should be disposed as plastic recyclable material.

Aluminium tube should be disposed as aluminium recyclable material.
Carton box should be disposed as paper recyclable material.
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Manufacturer’s Technical check

Manufacturer confirms the printability and technical compliance of
this packaging material for correct use during packaging process.
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