PRODUCT INFORMATION LEAFLET - Instructions for use

BETADINE® Vaginal Douche

Active substance : Povidone-iodine (PVP-iodine) 10% wiv
MUNDIPHARMA

mun
Pharmaceuticals Ltd. @

Please read this leaflet carefully, it contains important information.
For further information, consult your doctor or pharmacist.
Keep this leaflet in a safe place - you may want read it again.

1- What is BETADINE® Vaginal Douche and what is that used for ?
What is BETADINE® Vaginal Douche?

- BETADINE® Vaginal Douche contains Povidone-lodine, which is
broad-spectrum germicide.

- Effective relief for all vaginal infections.

- Rapid relief of symptoms such as burning or irritation.

- Simple and practical to use (even during days of the menstrual cycle).

What does BETADINE® Vaginal Douche contain?

+ Active substance : Povidone-iodine (PVP-iodine) 10% wiv

* Inactive ingredients: Nonoxinol 9, Fleuroma Bouquet 477 and Purified Water.
What is BETADINE® Vaginal Douche used for ?

BETADINE® Vaginal Douche is used as vaginal cleanser for the treatment of
vaginitis (inflammation of the vagina) due to candidal, trichomonal,
non-specific or mixed infections and for pre-operative disinfection of the
vagina.

2- Packing sizes:

BETADINE® Vaginal Douche is supplied polyethylene containers with a
polyethylene inserts and white polypropylene cap. Itis also available as
BETADINE® Vaginal Douche Kit, which contains and an empty squeeze bottle
and a vaginal applicator. Both product are enclosed in printed carton.
Products are available in packs of 120ml, 250 ml and 500 ml. Not all the pack
sizes may be marketed.

3- Before using BETADINE® Vaginal Douche:

Contraindications:

- Not to be used in known or suspected hypersensitivity to iodine or povidone or
any other of the excipients listed in this leaflet.

Patients with history of iodine sensitivity should not use BETADINE® Vaginal
Douche.

Not to be used in hyperfunction of the thyroid hyperthyroidism), other manifest
thyroid diseases esp. nodular colloidal goitre, endemic goitre, Hashimoto’s
thyroiditis, as well as before and after radioiodine therapy for hyperthyroidism,
until a lasting cure has been obtained.

It should not be used for 4 weeks prior to radioiodine scintigraphy or
radioiodine treatment or thyroid carcinoma.

Patients with goitre, thyroid nodules, or other thyroid diseases (especially

elderly patients) are at risk of developing thyroid hyperfunction
(hyperthyroidism) from the administration of large amounts of iodine.
- Not to be used in pre-puberty children.
- Not to be used in patients on concurrent lithium therapy.
- Not to be used if pregnant or breastfeeding.
- The product is spermicidal and should not be used when conception is desired.
- Do not use this product with contraceptive devices.

Precautions:

- Special caution is needed when regular applications to broken mucosa are
made to patients with pre-existing renal insufficiency.

- Avoid solutions containing a vaginal detergent if treating vaginal areas with
povidone-iodine.

- For vaginal use only.

- The course of treatment is usually free of any discomfort, but if irritation,
redness or swelling develop discontinue use.

- Keep out of the reach of children

Interactions with other drugs and other forms of interactions :

- PVP-iodine complex is effective at pH values of between 2.0 and 7.0. It has to
be expected that the complex will react with protein and other unsaturated
organic compounds, leading to impairment of its effectiveness.

- The concomitant use of products containing enzymatic component, hydrogen
peroxide, silver and taurolidine lead to a weakening effect of both substances.

- Simultaneous use with mercury products may lead to the formation of a
substance, which can damage the skin.

- Using this treatment may interfere with tests of thyroid function and can make a
planned treatment of the thyroid with iodine impossible. After the end of the
treatment an interval of at least 1-2 weeks should be allowed before a new
scintigram is carried out.

- Contamination with Povidone-lodine of several types of tests for the detection
of occult blood in faeces or blood in urine may produce false-positive results.

Pregnancy and breast-feeding:
Not to be used if pregnant or breastfeeding.

4- How to use BETADINE® Vaginal Douche?

Route of administration: For Intra-Vaginal use.

Adults and the elderly.

Use once a day preferably in the morning for up 14 days (including days of the
menstrual cycle) or as directed by the doctor.

Add two measuring capfuls of the concentrate to the squeeze bottle.

Fill the squeeze bottle with lukewarm water.

Screw the applicator to the squeeze bottle and shake gently.

Carefully insert the applicator high into the vagina without causing discomfort.
Expel as much cleansing liquid as possible by gentle pressure on the sides of
the squeeze bottle, allowing solution to run freely from the vagina.

Remove the applicator from the vagina allowing air to enter the squeeze bottle,
s that it regains its original shape.

Re-insert the applicator into the vagina squeezing once again to cleanse the
vagina thoroughly.

Repeat until all the BETADINE® Vaginal Douche has been used.

Finally rinse away the excess solution from around the vagina with a clean
sponge or a flannel. Dry the vaginal area with a clean cloth or paper towel.
Rinse clean the empty bottle and applicator in warm water and store for future
use.

If you forget to use your medication, use it as soon as you remember unless
it's time for the next application. Then follow the original instructions for use.

BETADINE® Vaginal Douche is well tolerated. It can be removed with water and
soap and stains neither the skin nor most fabrics. In most cases marks can be
removed from nylon items with a dilute solution of ammonia. The brown colour

and inherent antiseptic property of the preparation and indicates its effectiveness.

Measurin|g cap

To break open A{L = — Squeeze
the concentrate “l bottle
bottle for the first
time, cut the seal
with a knife Applicator
Concentrate |
bottle

AN —

Measure 2 capfuls of the
liquid, using the measuring
cap of the concentrate bottle.

Tip the measured liquid,
into the squeeze bottle.

Screw the applicator
onto the squeeze bottle

Fill the squeeze bottle to the
neck with lukewarm water.

To expel the contents
of the squeeze bottle,
gently squeeze the
sides with both hands.
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Decide which method of insertion is easiest for you. It is important to be in a
relaxed and uncramped position.
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1.In the bath 2.0n the toilet or bed  3.In the shower

Overdose
In the event of accidental or deliberate ingestion of BETADINE®, contact
immediately your doctor or your nearest hospital.

Symptoms: Metallic taste in mouth, increased salivation burning or pain in the
throat or mouth, irritation and swelling of the eyes, breathing difficulties due to
pulmonary oedema, skin reactions gastrointestinal upset and diarrhoea,
metabolic acidosis, hypernatraemia and renal impairment.

Therapy: Symptomatic and supportive treatment should be provided, with
special attention to electrolyte balance and renal and thyroid function.

5- Side effects

- Insingle cases acute, generalized, allergic reactions with drop in blood
pressure and/or shortness of breath (anaphylactic reactions) have been
reported.

- Following uptake of large amounts of Povidone-lodine (e.g., in the treatment of
burns), the appearance of additional disorders of electrolyte and serum
osmolarity, impairment of renal function with acute renal failure and metabolic
acidosis have been described.

= If local irritation, redness or swelling develops, discontinue treatment. lodine is
absorbed from the vagina and following prolonged use thyroid dysfunction
may develop. The product may be spermicidal and should not be used when
conception is desired

- If you experience any of the above side effects or any other unusual effects,
stop using the product and consult your doctor.

6- Storage Precautions:

- Store at or below 25°C.

- Do not use after the expiry date (see date printed on the packing)
- Keep out of the reach of children.

7- Further information:

Manufacturer & Marketing Authorization Holder:

MUNDIPHARMA PHARMACEUTICALS LTD, 13 Othellos str. Dhali Industrial
Zone, Nicosia, Cyprus.
Revised June 2014

® : BETADINE is a Registered Trademark. 10201006
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