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Introduction

Qlaira® is a combined oral contraceptive
Pill.t

Its 26/2 dosing regimen reliably prevents
preghancy,® and may reduce the hormonal
fluctuations related to your menstrual
cycle.?3

If you have additional questions that
are not covered in this booklet, read the
patient information leaflet in your Qlaira®
pack.
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Your doctor or pharmacist will be
able to answer any further questions
you may have, or you can visit

for more information.

Qlairg -



How does

combined hormonal
contraception work?

The Pill is still the most popular form of
contraception among adolescents,* and
is used by more than 100 million women
worldwide.

+ Prevents the release of eggs from the
ovary (i.e. inhibits ovulation)

+ Decreases the ability of the sperm to
penetrate through the cervix

+ Thins the lining of the uterus so that
it is difficult for implantation to occur
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Understanding your

menstrual cycle

Menstruation is the shedding of the lining
of the uterus (endometrium), accompanied
by bleeding. It occurs in monthly cycles
throughout a woman’s reproductive life,
except during pregnancy. Menstruation
starts during puberty (at menarche) and
stops permanently at menopause.’
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Qlaira® and your

future fertility

Myth: The Pill can make you infertile.2®

Fact: A large study showed that
regardless of the estrogen dose, duration
of use, progestogen type and parity, the
Pill had no major influence on the rate of
preghancy after women stopped taking
the Pill.2°

The Pill is a fully reversible form of
contraception, which means that you
can get pregnhant soon after you stop
taking the Pill.2® What is important to
understand is that future fertility can
never be proved in advance of becoming
pregnhant.’t

Myth: To preserve future fertility, you
should take a regular pill-break.'*

Fact: Pill breaks may very well show a
woman that her fertility is not impaired
by an unplanned pregnhancy.!
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What you need to
know about the Pill”

Combined oral contraceptives:

+ Do not build up in a woman’s body.

« Women do not need a “rest” from
taking combined hormonal
contraceptives.

Must be taken every day, whether or
not a woman has had sex that day.

Do not make women infertile.

Do not cause birth defects or multiple
births.

Do not change women'’s sexual
behaviour.

Do not collect in the stomach. Instead,
the Pill dissolves each day.

Do not disrupt an existing pregnancy.

For more information visit:
http://www.yourlifenow.co.za/en/
your-questions/the-pill/



Why Qlaira®?

Over the years, the Pill has evolved. The
estrogen dose has been lowered to reduce
side-effects.>3

New progestogens with additional benefits
to the user have been introduced. New
regimens have been developed to reduce
hormone withdrawal symptoms and
improve the efficacy of the Pill.° Qlaira®
was the first contraceptive to introduce a
new estrogen, estradiol valerate,'* for use
in the combined hormonal contraceptive
pill. This estrogen is similar to what your
body produces naturally.??

Qlaira® has
26 active
pills and
2 placebo
pills.!

Qlaira® contains 2 hormones:*

- estrogen (17- estradiol
valerate)

« progestogen (dienogest)

About 17-B estradiol valerate
Ethinylestradiol has been the estrogen
component in almost all combined
hormonal contraceptives since the start of
the Pill.¥* It is only recently that another
estrogen called estradiol valerate was
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developed for use in contraceptives.”® This is
17-1 estradiol, which is chemically identical to
the estrogen produced by your body.3

« The progestogen in Qlaira® is dienogest?
+ The properties of dienogest include:
- inhibiting ovulation*
- protecting the endometrium?*
- blocking androgen receptors, resulting in
an improvement in skin*
- providing good cycle control*

Menstrual symptoms are a frequent complaint
during the 7 placebo tablets in traditional
contraceptive pills.’® Reducing the placebo
tablets to four days or, even better, two days
should reduce cyclical symptoms, thereby
improving a woman'’s physical and emotional
well-being.1®
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How to take Qlaira®”

The Qlaira® pack is called a wallet,
because of its folding action (like a wallet).

film-coated tablets / filmbedekte tablette
Estradiol valerate / Dienogest

Estradioolvaleraat
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* Prepare the wallet
using the correct
weekday sticker.®

« Take every active
pill in your Qlaira®
wallet at around
the same time
every day.?

« Take every pill in
your Qlaira® wallet
(including the white
inactive pills). This
will make it easier
for you to remember
when to start your
next Qlaira® wallet
as there is no break
between one pack
and the next.?®
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Preparation of the

WEG S

There are 7 weekday sticker strips
marked with the 7 days of the week.

Choose the weekday sticker strip that
starts with the day you begin taking
the pills. For example, if you start on
a Wednesday, use the weekday sticker
that starts with “WED/WOE”.

Stick the weekday sticker strip along the
top of the Qlaira® wallet where it reads
“Place weekday sticker here”, so that the
first day is above the pill marked “1”.

There is now a day shown above every
pill and you can see whether you have
taken a pill on a particular day. Follow
the direction of the arrows on the wallet
until all 28 pills have been taken.

Usually, so-called withdrawal bleeding
starts when you are taking the second
dark red pill or the white pills and
may nhot have finished before you start
the next wallet. Some women still
experience bleeding after taking the
first pills of the new wallet.



Choose the weekday sticker strip for the day you start.
Kies die weeksdag plakstrokie vir die dag waarop jy begin.
Bayer (Pt Lt (Edms) Bpk

Please remove sticker sheet completely before use.
Verwyder asseblief plakstrokie heeltemal voor gebruik. ¥




How to start taking
Qlairac*:®

Start taking Qlaira® on the first day of the
cycle (that is, the first day of your period).

Follow the advice of your doctor.

You can start Qlaira® between 21 days
and 28 days after having a baby. If
you start later than day 28, use a
barrier method (e.g. a condom) during
the first 9 days of Qlaira® use.

If, after having a baby, you have had sex
before re-starting Qlaira®, be sure that
you are not pregnant or wait until the
next menstrual period.

If you want to start Qlaira® after having
a baby and are breastfeeding, read the
section on “Pregnancy and breastfeeding”.



How to switch to
Qlaira*

Changing from another combined
hormonal contraceptive pill, or combined
contraceptive vaginal ring or patch:*

Start Qlaira® the day after taking the last
active pill (the last pill containing the active
ingredients) of your previous Pill. When
changing from a combined contraceptive
vaginal ring or patch, start using Qlaira® on
the day of removal or, follow the advice of
your doctor.

Changing from a progestogen-only-
method (progestogen-only pill, injection,
implant or a progestogen-releasing
“lUS”, intrauterine system):*

You may switch from the progestogen-only
pill any day, from an implant or the IUS on
the day of its removal, from an injectable,
when the next injection would be due, but
in all of these cases you must use extra
protective measures (e.g. a condom) during

the first 9 days of Qlaira® use.




What to do if you
miss a pill?

Missed more than 1 coloured pill:
« forgot to start new wallet (pack)

Contact your doctor straight away

« forgot pills on days 3 to 9

+ and had unprotected sex (without
condoms) on days 3 to 9

- Take the missed pill and continue taking the pills
as usual (this may mean 2 pills in one day)

- Use additional contraception i.e. a barrier Q

Day 1-17

method (condom) for the next 9 days

+ Do not take the missed pill

Day 18-24 « Start immediately with the next wallet
+ Use additional contraception i.e. a barrier
Only missed 1 pill ‘ method (condom) for the next 9 days

(more than 12 hours late)

« Take the missed pill and continue taking the
Day 25-26 pills as usual (this may mean 2 pills in one day)

P + No additional contraception necessary

+ Discard the missed pill and continue taking the
Day 27-28 pills as usual

‘ + No additional contraception necessary







Before you use Qlaira®:*

Before starting Qlaira®, a complete
medical history (including family history)
should be taken and pregnancy must be
ruled out by your doctor. Blood pressure
should be measured and a physical
examination should be performed. This
examination should be repeated at least
once a year during the use of Qlaira®.
Qlaira® does not protect against HIV
infection (AIDS) or any other sexually
transmitted disease.

There may be side effects from taking the
Pill. Most of the side effects listed under
“frequent side effects” are temporary,
lasting for the first few months while
your body gets used to the Pill.

AIDS — Acquired Immune Deficiency Syndrome
HIV - Human Immunodeficiency Virus 22



Frequent side effects

(2 1/100 to < 1/20 women):"*

« headache

s acne

« breast pain

« breast discomfort

« heavy, irregular bleeding
- weight gain




Less frequent side effects
(2 1/2000 to < 1/100 women):**

+ thrush (vaginal candidiasis)
+ growths in the uterus
+ depression
mood swings
+ decreased interest in sex
+ sleep disorder
+ migraine
+ high blood pressure
+ abdominal pain
* hausea

+ increased alanine
aminotransferase (a liver
function indicator)

+ hair loss
+ vaginal discharge
+ no periods
painful periods
+ heavy periods
+ premenstrual syndrome
+ ovarian cyst
« irritability
feeling generally unwell

+ swelling of parts of your body,
e.g. ankles (oedema)

+ weight loss
+ breast enlargement




Rare side effects
(21/20 000 to < 1/1000 women):**




Not all side effects reported for Qlaira®
are included in this booklet. Should
your general health worsen while taking
the Pill, please consult your healthcare
professional for advice.




Who should not use

Qlaira°?*

Do not use Qlaira®
if you are:*

+ preghant

« allergic to estradiol
valerate or dienogest,
or any of the other
ingredients of Qlaira®. .
This may cause itching, @
rash or swelling.
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Do not use Qlaira® if you have
ever had:”

+ ablood clot in a blood vessel of the
leg (thrombosis), of the lung (pulmonary
embolism) or other organs

- a heart attack or stroke

+ adisease that can be an indicator of a
future heart attack (e.g. angina pectoris
which causes severe chest pain) or of a
stroke (e.g. a minor stroke with no
residual effects)

« a certain kind of migraine (with so-called
focal neurological symptoms)

- diabetes with damaged blood vessels

« inflammation of the pancreas
(pancreatitis)

- liver disease and your liver function is
still not normal

+ a tumour of the liver

+ cancer or suspected cancer of the breast/s
or genitals

+ any unexplained bleeding from the
vagina

28



What are the risks
of combined

hormonal
contraceptives (CHCs)?

Venous thromboembolism (VTE) with CHC
use is a class-effect, and is considered a
rare but serious adverse effect in users of
CHGCs. A class-effect means it is true for
all CHCGs including the Pill, the vaginal
ring and the patch.”

The risk of VTE during hormonal
contraceptive use is lower than during
pregnancy and postpartum (period after
giving birth).:®

For most healthy CHC users, the benefits
outweigh the risks when the contraceptive
method is used correctly.*®

« preghancy

- childbirth

+ major surgery/any surgery to the legs/
hip or leg fracture

+ major trauma

- increasing age

29



Risk of venous thromboembolism
incidence rates per 10 000 WY
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CHC user - 7-10
Non-pregnant,
non-CHC user . 4
0 5 10 15 20 25 30 35
No. of VTE's per 10 000 WY




Signs and symptoms

of a possible VTE”

+ unusual cough or
breathlessness

+ severe pain in the chest
which may reach the
left arm

+ any unusual, severe or

prolonged headache or
migraine attack

« partial or complete loss
of vision, or double vision

+ slurring or speech
disability

+ sudden changes to
hearing, sense of smell,
or taste

« dizziness or fainting

« weakness or numbness
in any part of the body

« severe pain in the
abdomen

+ severe pain or swelling
in either leg
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For more information read the
patient leaflet in your
Qlaira® pack.
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FAQ’s

What to do if:

If you vomit within 3 to 4 hours of taking an
active pill or you have severe diarrhoea, there is
a risk that the active ingredients in the pill are
not fully absorbed by the body. The situation
is almost the same as forgetting to take a pill.
After vomiting or diarrhoea, take a pill as soon
as possible from another wallet. If possible,
take it within 12 hours of when you normally
take your pill. If this is not possible or 12 hours
have passed, you should follow the advice
given under the section “What to do if you miss
a pill?”.

During the first few months of taking Qlaira®,
you may have unexpected bleeding. Usually
bleeding starts on day 26, the day you take the
second dark red pill, or the following day(s).
If unexpected bleeding occurs for more than
3 months, or suddenly starts after several
months speak to your doctor.

If you have taken all the pills correctly, have
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not had any vomiting or severe diarrhoea and
you have not taken any other medicines, it is
unlikely that you are pregnant.

If you have taken the pills incorrectly or if the
expected bleeding does not occur during two
consecutive months, you may be pregnant.
Contact your doctor immediately. Only start
the next wallet if you are sure that you are not
pregnant.

| want to stop taking Qlaira® What should | do?**

You can stop taking Qlaira® at any time. If you
do not want to become pregnant, ask your
doctor for advice about other reliable methods
of contraception. If you would like to become
preghant, stop taking Qlaira® and wait for a
menstrual period before starting to try and
become pregnant. This will assist you to calculate
the expected delivery date more easily.

| am taking the Pill as well as other medication.
Does this affect the reliability of the Pill?**

Some medicines can make Qlaira® less effective
in preventing pregnancy, or can cause unexpected
bleeding. These include medicines used for the
treatment of epilepsy (e.g. primidone, phenytoin,
barbiturates, carbamazepine, oxcarbazepine,
topiramate, felbamate), tuberculosis (e.g.
rifampicin), HIV infections (e.g. ritonavir,
nevirapine), other infections (antibiotics such as
penicillins, tetracyclines, griseofulvin) and the
herbal remedy St. John’s Wort.
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Some medicines can increase the levels
of the active substances of Qlaira® in the
blood. Inform your doctor if you are using:
antifungal medicine containing ketoconazole
or an antibiotic containing erythromycin.

Qlaira® may influence the effect of other
medicines, e.g. the anti-epileptic lamotrigine
(this could lead to an increased frequency of
seizures).

Laboratory tests:

If you need a blood test or other

laboratory tests, tell your doctor or the
laboratory staff that you are taking Qlaira®,
because oral contraceptives can affect the
results of some tests.

Can | take Qlaira® while | am breastfeeding?*®

You should not take Qlaira® while you are
breastfeeding. If you require contraception
while you are breastfeeding speak to your
doctor first.

Does the Pill protect me from AIDS
and STIs?*

The Pill (including Qlaira®) offers no
protection from Human Immunodeficiency
Virus (HIV), the virus that causes Acquired
Immune Deficiency Syndrome (AIDS) or any
other Sexually Transmitted Infection (STI).®
Always use a condom unless you are in a
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Can anyone use the Pill?**

There are some conditions where you may
not be able to take the combined oral
contraceptive pill:

- if you might already be pregnant
« if you are very overweight

- if you take certain medicines
« if you suffer from migraines

- if you or a close family member have had a
blood clot, or have hereditary clotting
abnormalities

« if you have diabetes
if you have severe liver disease or liver cancer

« if you or your family have had cancer of the
breast/s or genital organs

- if you have undiagnosed vaginal bleeding

- if you are hypersensitive or allergic to any
of the ingredients in Qlaira®




Important messages

for new COC-users*

1. Readyour patientinformation leaflet
in the Qlaira® pack.

2. The Pillis only effective if you take it
correctly.

3. If bleeding, like a “period” occurs
(BTB), continue to take the Pill.
Contact your doctor if necessary.

4. Nausea is a common symptom that
may occur when you start the Pill.
It usually settles as your body gets
used to the Pill.

5. Never take the Pill late, even if your
withdrawal bleed (period) has not
stopped.

6. If you decide to stop the Pill, you
must use alternative contraception
to prevent pregnhancy e.g. condom.

7. Vomiting and severe diarrhoea may
influence the efficacy of the Pill
(see FAQs on page 33).

COC - Combined oral contraceptive FAQ — Frequently asked questions
STI = Sexually Transmitted Infection BTB - Breakthrough bleeding
HIV — Human Immunodeficiency Virus VTE - Venous thromboembolism
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10.

Additional information
For more information about contraception:
Speak to your doctor or pharmacist or visit
www.yourlifenow.co.za
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