REGULON film-coated tablets

Please read this leaflet carefully before you start
to take your medicine.

Please keep this leaflet. You may want to read it
again.

If you want to know more about your medicine
or are not sure about anything, ask your doctor
or pharmacist.

Your doctor prescribed this medicine for you.
Never give this medicine to anyone else.

1. What are Regulon film-coated tablets
and what are they used for?

Active ingredients:
Ethinylestradiol: 0.03 mg
Desogestrel: 0.15 mg per film-coated tablet.

Excipients:

Tablet core: Magnesium stearate, a-Tocopherol,
colloidal anhydrous silica, stearic acid, povidone,
potato starch, lactose monohydrate.

Coating:
Propylene glyco,l macrogol 6000, hypromellose.

Regulon is an oral contraceptive containing
synthetic follicle and luteal hormones and used
to prevent pregnancy. It exerts its effect by the
inhibition of ovulation.

Before starting to take Regulon a complete
medical and gynaecological examination should
be performed so as to exclude diseases which
may cause a risk by using oral contraceptives.

During the use of the preparation regular medical
check-ups are necessary about every 6 months.

Compared to other contraceptive methods the
use of oral contraceptive tablets has numerous
benefits, as listed below:

. It is a reliable method of contraception;
after you stop taking the pill you will be
able to become pregnant.

. Your periods may be lighter and shorter.

. Period pains may become less severe or
completely disappear.

. The use of the pill may reduce the
incidence of anaemia, pelvic infections,
pregnancies occurring outside the womb
(called ectopic pregnancies), and certain
disorders of the womb, ovaries and breasts.

2. When should Regulon film-coated tablets
not be taken?

Do not take Regulon in case of pregnancy,
breast feeding, malignant tumours of the breast
or womb, previous thrombosis (formation of a
blood clot in the vessels leading to deep venous
thrombosis, pulmonary embolism, heart attack
or stroke), risk of thrombosis, moderate to
severe high blood pressure, disturbances of fat
metabolism, severe diabetes with complications,
severe liver disease, a liver tumour, certain
metabolic disturbances, gallstones, vaginal
bleeding of unknown origin, auto-immune

diseases affecting certain parts of the body,
hypersensitivity to any of the components of
the preparation and if jaundice, itching, rash
or hearing problems have occurred during
pregnancy. Please inform your doctor if you have
any of these or any other diseases.

If you experience any of the above conditions
while you are taking the pill, stop taking it and
consult your doctor immediately.

In case of blood sampling you should tell your
doctor that you are taking an oral contraceptive,
because the preparation may affect the results of
the laboratory tests.

Some women get yellowish-brown patches on
the skin, especially on the face, during the use of
the pill. If this happened to you during pregnancy
or when you were taking another hormone
containing preparation, you may also have liver
spots with this pill. If you are thought to be at risk,
avoid sunbathing and ultraviolet radiation.

The concomitant administration of some
other medicines such as anti-epileptic agents,
antibiotics, tranquillisers and laxatives may
decrease the effect of Regulon film-coated
tablets. If you suffer from diabetes, you might
need elevated doses of insulin or anti-diabetics.

You should tell your doctor or pharmacist what
medicines you are taking at present or you were
taking earlier.

In case of missing your period, you can do a
pregnancy test, the result of which is not affected
by the pill. However, a pregnancy is very unlikely
if you have taken the pill as prescribed, you
have not had any stomach upset accompanied
with vomiting and you have not taken other
medicines. Continue taking the pills as usual.
Otherwise you should see your doctor.

Regulon, like other hormonal contraceptives, will
not protect you against HIV infection (AIDS) and
other sexually transmitted diseases.

Since the active substances of the pill may appear
in breast-milk and reduce the amount of breast-
milk, the use of Regulon is not recommended
during breast-feeding. Regulon does not affect
driving ability or performance of work with high
risk of accident.

3. How to use Regulon film-coated tablets?

One tablet should be taken once a day, preferably
always at the same time, starting on the first day
of the monthly period for 21 days. This is followed
by a tablet-free period of 7 days, during which a
menstruation-like bleeding occurs. Intake of the
next 21 tablets should be started on the 8th day,
even if bleeding has not stopped.

Taking Regulon for the first time

. Wait for your period to begin, and take
extra contraceptive precautions (use a
condom or cap plus spermicide). The first
tablet should be taken on the first day of
your period.

. If your period has already begun, you

can start taking your pills on day 2 to 5
of the menstrual cycle, irrespectively of

the fact whether bleeding has stopped or
not. In this case additional contraceptive
precautions must be taken for the first 7
days of using the pill during the first cycle.

. If your period began more than 5 days
previously, you should wait until the first
day of your next period and take additional
contraceptive precautions. You should
start taking the pills on the first day of your
next period.

Skipping a period

You may want to skip your period for instance
because of holiday, an examination or for other
reasons. In this case a new pack of Regulon
should be started without leaving a gap between
packs. You may skip your period for as long as
you want, but it is not recommended to skip
it for longer than 3 cycles, since this may lead
to bleeding disturbances (spotting or break-
through bleeding).

Changing from other contraceptive to Regulon
All pills in the old pack should be finished. The
first Regulon tablet should be taken on the next
day, i.e. no gap is left between packs and it is
unnecessary to wait for your period to begin.
Extra contraceptive precautions are not required.
In case of changing from a mini pill to Regulon,
the first Regulon tablet should be taken on the
first day of your period. If no bleeding occurs, you
can change from a mini pill to Regulon on any
day but extra contraceptive precautions must be
taken for the first 7 days of taking Regulon.

After delivery

Tablet intake can be started 2-3 weeks following
childbirth. If intercourse has taken place within
this time, other contraceptive precautions should
be taken and you can start using the pill when
your first period appears. If you start taking the
pills more than 21 days after delivery, additional
contraceptive precautions are required for the
first 7 days.

After a miscarriage or abortion

After a miscarriage or abortion you can start
using Regulon immediately, according to
instructions of your doctor.

Reliability of Regulon film-coated tablets may

be reduced
If you are more than 12 hours late in taking
your pill.

. If you have a stomach and bowel upset
accompanied with vomiting and diarrhoea
lasting for more than 12 hours.

If you are taking certain medicines
concomitantly.

. If you forget to take the pill at the usual
time , you should take it within 12 hours.
Take the next pill at your normal time.
Beyond 12 hours the reliability of the pill
may be reduced, therefore the missed pill
should be taken as soon as possible. The
next tablet should be taken at the usual
time and other contraceptive precautions

should be taken for the next 7 days.

. If you have a stomach upset accompanied
with vomiting and diarrhoea, the
absorption of Regulon may be decreased.
If you feel better within 12 hours after you
have taken a pill, you should take an extra
pill from a spare pack and continue taking
the pills from the original pack as usual. If
symptoms last for more than 12 hours, you
should continue tablet intake and use also
other contraceptive methods for the next
7 days.

4. What are the possible undesirable effects
of Regulon film-coated tablets and what
to do if they occur?

Like all medicines, Regulon may also have
undesirable effects.

These may be the following: nausea, vomiting,
headache, breast tenderness, change in body
weight, vaginal infection, bleeding between
monthly periods, skin rash, discomfort if contact
lenses are used, depression and mood changes.

During the first few months of tablet taking
bleeding disturbances may occur such as
irregular periods, bleeding between two periods,
which may be heavier (break-through bleeding)
or weaker (spotting), or there might be no
bleeding at the usual time. These alterations do
not mean that the preparation is not appropriate.
However, if necessary, you should talk to your
doctor.

Serious, rarely reported adverse reactions are
thrombosis, breast and cervical cancer, liver
diseases, chorea (disease of the nervous system),
gallstones.

You should consult your doctor if you experience
these or any other unusual symptoms. If you
smoke, you should tell your doctor about it,
since smoking increases the risk of thrombotic
diseases, especially in women over 35 years of
age. You should stop taking Regulon immediately
and consult your doctor if you have any of the
following signs or symptoms:

. If you notice possible signs of a thrombosis
such as severe pain in the chest which may
reach to the left arm, unusually severe
pain in the legs, weakness or numbness
in any part of your body, breathlessness,
an unusual cough, especially if you
cough up blood, dizziness or fainting,
visual disturbances, disturbed hearing or
speech, migraine for the first time or if your
migraine gets worse.

. If you develop jaundice (yellowing of the
skin).

. If you can feel a lump in your breast.

. If you have a sudden, severe pain in the

lower part of your belly or stomach.

. If you have unusual, heavy vaginal
bleeding or if you miss your period twice
inarow.

. In case of long-term bed-ridden state, or 4

weeks prior to a planned operation.

If you suspect that you are pregnant.

To report any side effect(s):
. Saudi Arabia:

The National Pharmacovigilance and
Drug Safety Centre (NPC)

Fax: +966-11-205-7662

Call NPC at +966-11-2038222, Exts:
2317-2356-2353-2354-2334-2340.

. Toll free phone: 8002490000
E-mail: npc.drug@sfda.gov.sa
. Website: www.sfda.gov.sa/npc

. Other GCC States:

Please contact the relevant competent authority.

5. How to
tablets?

Store between 15-30°C.

Do not use the preparation beyond the expiry
date shown on the package. Keep the medicine
out of the reach of children.

store Regulon film-coated

Date of last revision: 01 May 2017

MA Holder and Manufactured by:
GEDEON RICHTER PLC.

BUDAPEST-HUNGARY

Packed by:
AJA Pharmaceutical Industries Co. Ltd.
Hail 55414, Saudi Arabia

This is a Medicament
. Medicament is a product which affects
your health and its consumption contrary
to instructions is dangerous for you.

. Follow strictly the doctor’s prescription,
the method of use and the instructions
of the pharmacist who sold the
medicament.

. The doctor and the pharmacist are the
experts in medicines, their benefits and
risks.

. Do not by yourself interrupt the period
of treatment prescribed for you.

. Do not repeat the same prescription
without consulting your doctor.

. Keep all medicaments out of reach of
children.

Council of Arab Health Ministers

Union of Arab Pharmacists
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