
LF-52550/ Size: (Flat) 435mm x 210mm  (Folded) 145 mm x 31 mm x 2 mm/Item No.: 56542161

Drawing No.: 12.604/PSD Operator: MS/Version: 02/Date: 13 May 2004
PSD, Organon Ireland Limited, Swords.

PMS 2607

52550/390
RU P1740.000.006

o

6560.21266

o

Status: .........................................................

Date: ............................................................

Signed: ........................................................

PSD Graphics



Patient package insert in accordance with 
the pharmacists' regulations (Medicinal
preparations) - 1986
The dispensing of this medicine requires a
physician's prescription.
Read this package insert carefully in its entirety
before using this medicine.

Composition:
Each gram of cream contains 1 mg oestriol.
1 application (applicator filled to the ring mark)
contains 0.5g Ovestin Cream which corresponds
with 0.5mg oestriol.

Therapeutic Activity:
Vulvo-vaginal complaints related to estrogen
deficiency.

When should the preparation not be used?

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

Do not take this medicine without consulting
a physician before starting treatment if you
are suffering, or have suffered in the past, from
impaired function of the heart and/or vascular
system, the liver, the kidney/urinary tract, the blood
system (e.g. coagulation disorder), hyperlipidemia,
menstrual cycle, epilepsy, migraines, diabetes, vaginal
bleeding, hypertension and any other medical
problem.
Do not take this medicine without consulting a
physician before starting treatment if you are
suffering or have suffered in the past or have a
family background of breast tumor or any kind of
hormone dependent tumors.

How will this medicine affect your daily Iife?
If you are a smoker inform your physician before
commencing treatment with this medicine.

Warnings:
Before treatment, gynecological and vaginal surface
examination should be carried out and should be
continued periodically.

Do not use this medicine frequently without
medical advise
Please consult your physician if you are sensitive to
any type of food or medicine.
Special caution should be exercised in elderly
women.
Your physician should be told if you are due to
undergo surgery.
Treatment should be stopped 6 weeks prior to an
elective surgery.Treatment is not recommended
unless post operational recovery complete and
patient is not bedridden.

Drug Interactions:
If you are taking another drug concomitantly or if
you have just finished treatment with another
medicine, inform the attending physician, in order to
prevent hazards or lack of efficacy arising from drug
interactions.This is especially important for
medicines belonging to the following groups: Drugs
affecting the central nervous system (e.g. sedatives,
hypnotics, drugs for parkinsonism, epilepsy),
corticosteroids, rifampin.

Side effects:
In addition to the desired effect of the medicine,
adverse reactions may occur during the course of
taking this medicine, for example: vaginal bleeding at
unusual time, nausea, dizziness, flatulence or
stomach pain, lack of appetite, swelling of the legs,
breast tenderness, intolerance to contact lenses.
These side effects usually disappear within a short
time following the period of adaptation to the
medicine.
If the unusual bleeding persists, refer to the
physician.

Effects that require special attention:
In case of pain in the chest, calves and groin,
breathlessness, numbness of legs or arms, visual
disturbances, changes in your period, secretion from
the breast, hypertension (red face) (rare) - stop
treatment and refer to the physician.
Should local irritation or inflammation or rash
develop (rare) - continue treatment and refer to the
physician immediately.
In case of breast pains or excessive production of
cervical mucus (rare) - continue treatment and
refer to the physician.
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 physician
immediately.

Dosage:
Dosage is according to physician's instructions only.
Do not exceed the recommended dosage.
This medicine is to be taken at specific time

intervals as determined by the attending physician.
If you forget to use this medicine at the specified
time, use it as soon as you remember.

Attention:
This medicine is intended for external use only.

Directions for use:
Apply the vaginal cream before retiring at night.
Remove cap from tube. Screw the end of the
applicator into the tube. Squeeze the tube to fill the
applicator with the cream until the plunger stops.
Unscrew applicator from tube and replace cap on
tube.To apply cream, lie down, insert end of
applicator deep into the vagina and slowly push
plunger all the way in.After use, pull plunger out of
barrel and wash both in warm, soapy water. Do not
use detergents. Rinse well afterwards. Do not put
the applicator in hot or boiling water.

How can you contribute to the success of the
treatment?
Complete the full course of treatment as instructed
by the physician.
Even if there is an improvement in your health, do
not discontinue use of this medicine, before
consulting your physician.

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 taken 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 physician!
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:
Store at room temperature, below 25˚C.
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.
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