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Desogestrel & Ethinylestradiol

Tablets |P

Noveheal ) #aim
Composition
Each film coated tablet contains ;

Desogestrel IP..............en..........0,15 Mg
Ethinylestradiol IP...........cu....... 0.03 mg
Exciplents . AT et sevsnes )-8,

Colour : Erythrosine Lake
Please read this leaflet carefully before you start
using Novaheal

Keep this leaflel handy - you may need to read It again.
This leaflet will provide information about the benefits and
risk of using oral contraceplives, It will also advise you
about how lo take Noveheal properly and when to tell your
doctor about heaith related”® conditions. If you have further
questions, ask your doctor or professional health care
provider. Do nol pass on this medicine to others, which
has been prescribed lo you, as it may harm them.

The name of your contraceptive plll s Noveheal tablets
fororal use

1. What Is Noveheal 7
1.1 Oral contraceptive plll"

Noveheal Is a combined oral contraceptive (the combined
Pill). Each tablet contains a small amount of two different
7 female hormones, these are desogestrel (a
progestogen) and ethinylestradiol (an estrogen).
Because of the small amounts of hormones, Noveheal is
considred a low dose oral contraceptive. “As all tablets in
the pack combine the same hormones in the same dose, it
Is considered a monophasic combined oral
contraceplive”,

1.2Why use Noveheal 7

Movehesl s Used o prevent pregnancy. Oral contraceptives
are a very effective méinod of birth control, when take

correctly (without miss'ng tablets), the chance of

becoming pregnant is viry low.
2.When you should not use Noveheal 7

Do nol use the combined Pill if you have any of the
conditions listed below. If any of these conditions apply to
You, tell your doctor belore starting to use Neveheal. Your
doctor may advise you to use a different type of Pill or an
enlirely different (non- hormonal) method of birth control,
If you have, or have over had a disorder effective the
blood circulation, paricularly those conditions relating to
thrombosis(the formation of a blood clot) in the blood
vessels of the legs(deep vein thrombosis), the lungs
(Pulmonary embolism), the heart (heart attack), or other
parts of the body.(See also the seclion later in this leaflet
called ‘The Pill and Thrombosis).

* if you have a disease thal may increase the risk of a
thrombaosis in the arteries, This applies to the following
diseases;

1 diabetes with damaged blood vessels
2 very high blood pressure

3 a very high level of fal in the blood (cholesterol or
triglycerides)

* If you have or have had a stroke (caused by a blood clot
In or rupture of a blood vessel in the brain) such as
transient ischemic attack or small reversible stroke. If
you have or have ever had a condition that may be a first
sign of a heart attack (such as angina pecloris or chest

pain).

» |If you have a history of migraine accompanied by focal
neurological symploms, e.g. Visual symploms, speech
disability, orweakness or numbness in any pari of your
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body,

* Ifyou have or have had a pancreatitis (an inflammation
of the pancreas),

If you have Jaundice (Yellowing of the skin) or severe
liver disease. If you have or have had a cancer that
may grow under the influence of sex hormones
(e.g. of the breast or the genital organs).

* If you have or have had a benign or malignant liver
tumor.

* Ifyouhave any unexplained vaginal bleeding.

* If you are pregnant or think you might be pregnant.
* Ifyou are hypersensitve (Allergic) to ethinylestradiol or

desogestel or any of the other ingredients of Noveheal
If any of these condistions appear for the first time while
using the Pill stop taking It at once and
consult your doctor, In the meantime, use non- hormonal
contraceplive measure. See also General Notes' In the
next section.

3.What do you need to know before using Moveheal 7
3.1 General Notes

In this leaflet, several situations are described where you
should stop taking the PIll or where the
reliability of the Pill may be decreased. In such Situations
you should nol have sex or you should take extra non -
hormonal contraceptive precautions e.g. Use a condom
or another barrier method. ‘Do not use rhythm or
temperature method These methods can be unreliable
because the Pill alters the usual changes in temperature
and cervical mucus that occur during the menstrual
cycle.Noveheal, like all contraceptive Pill, does not
Protect against HIV Infections (AIDS) or any other
sextually transmitted disease.

3.2 Before you start to use Noveheal

If the combined Pill is uses In the presence of any of the
conditions listed below you may need to be kepl under
close observation. Your doctor can explain this to you.
Therefore, If any of these apply to you tell your doctor
before starting to use Noveheal

* yousmoke

* youhavediabeles

* you are overweight

* you have high blood pressure

* you have a heart valve disorder or a certain heart
rhythm disorder:

* you have an Inflammation of your veins (superficial
phlebitis):

* you have varicose veins

* anyone in your Immediate family has had a
thrombosis, a heart atltack or a stroke:

* you suffer from migraine

» yousuffer from epilepsy:

= you or someone in your immediate family has or has

had high blood evels of cholesterol or triglycerides
(laity substances):

* anyone in your immediate family has had breast
cancer;

» youhave liver or gallbladder disease:

+ you have Crohn's disease or ulceralive colitis (chronic
inflammaltory bowel disease):

+ you have systemic lupus erythematosus(SLE: a
disease affecting the skin all over the body):

= you have haemolytic uraemic syndrome (HUS: a
disorder of blood coagulation causing failure
of the kidneys

» you have sickle celldisease:

» you have a condition that occurred for the first time or
worsened during pregnancy or previous use of sex
hormones(e.g., Hearing loss, a metabolic disease
called porphyria, a skin disease called herpes

gestalionis, a neurological disease called sydenham's
chorea):

* you have or have had chloasma (yellowish brown
pigmentation patches on the skin, particularly of the
face): if so, avoid too much exposure to the sun or
ultraviolet radiation,

If any of the above conditions appear for the first time,
recur or worsen while using the Pill, you should contact
your doctor,

3.3ThePllland Thrombosls

A thrombosis is the formation of a bload clot which may
block a blood vesssl. A thrombosis sometime occurs in
the deep veins of the legs (deep venous thrombosis). If
this blood clot breaks away from the veins where it Is
formed it may reach and block the arteries of the lungs
causing a so-called pulmonary embolism: Deep venous
thrombosis is a rare occurrence. It can develop whether or
not you are laking the Pill, The risk is higher in Pill user
than In non-user. The chanca of getting a thrombosis is
highest after you started using the PIll for the very first
time.Thrombosis can also happen if you become
pregnant.The risk of getling deep venous thrombosis for
women using Pill with desogestrel may be slightly higher
than for women using Pllls with levencrgestrel, The
absolute numbers remain very small. If 10 000 women
usa a Plll with levonorgestreal for one year, 2 women
would get a thrombosis, If 10 000 women use a Pill with
desogestrel for a year approximately 3 to 4 women would
gel a thrombosis. For comparison, If 10 000 women get
pregnant, approximately 6 would get a thrombosis. These
fidings are based on the results of some studies. Other
studies did nol find a higher risk for Pills with desogestrel.

Blood clots can also occur very rarely in the blood vessals
of the heart (causing a heart attack) or the brain (causing
a stoke). Extremely rarely blocd clots can occur in the
liver, gut, kidney or eye.

Very occasionally thrombosis may cause serious
permanent disabilities or mey even be fatal. The risk of
having a heart attack or stroke increase as you get older. It
also increases the more you smoke,

When using the PIll you should stop smoking,
aespecially Ifyou are olderthan about 35 years of age.

If you develop high blood pressure while using the Pill,
you may be lold to stop using it.

The risk of having deep venous thrombaosis is temporanily
Increased as a result of an operation orimmobilization (for
example, when you have your leg or legs in plaster or
splints). In women who use the Pill, the risk may be yet
higher. Tell your doctor you are using the Pill weil in
advance of any expected hospitalization or surgery. Your
doctor may lell you to stop laking the Pill several weeks
before surgery or at the time of immobilization. Your
doctor will also tell you when you can start taking the Pill
again after you are back on your feel.
If you notice possible signs of a thrombosis, stop taking
the Pill and consult your doctor immediately (See also
‘when should you contact your doctor?).

3.4The Pllland Cancer

Breas! cancer has been diagnosed slightly more often in
women who use the Pill than in women of the same age
who do not use the Pill. This slight increase in the
numbers of breast cancer diagnoses gradually
disappears during the course of the 10 years after
slopping use of the Pill. It is not known whether the
differences Is caused by the Pill. It may be that the women
were examined more often, so that breast cancer was
noticed earlier.

In rare cases benign liver tumors and even mare rarely,
malignant liver tumors have been reported in user of the
Pill. These tumors may lead to. Intemal bleeding. Contact
your doctor immediately if you have severe pain in your
abdomen.

Chronicinfection with the Human Papilloma virus (HPV)

Is the single most important risk factor for cervical cancer.
In women who use COCs for a long time the chance of
getling cervical cancer may be slightly higher. This
findings may not be caused by the Pill itself but may be

relaled lo sexual behaviour and other faclors.
3.5 The Plll and Pregnancy

Noveheal must not be used by women who are pregnant, or
who think they may be pregnant. if you suspect that you

are pregant while using Noveheal. you should consult your
doctor as soon as possible,

3.6 The Pill and Breastfeeding Noveheal is generally not
recommended for use during breastfeeding. If you wish to
take the Pill while breastfeeding, pleaser seek the advice
of your doctor.

3.7 The Pill and ability to Drive

There are no observced effects.

3.8 The Pill and other MedIcine

Some medicines may stop the Pill from working properly.

These Include medicines used for the treatment of

epilepsy (e.g., Primidone, phenyloin, barbiturates,

carbamazepine, oxcarbazepine, lopiramats, felbamate):

tuberculosis (e.g., Rifampicin, rifabutin) and HIV

infections (e.g., Ritonavir): antibitics (e.g., Penicillins,

tetracycilines, griseofulvin) for some other Infectious

diseases: and the herbal remedy St John's wort

(primarily used for the treatment of depressive moods).

The Pill may also interfere with the working of other

medicines. Please inform your doctor if you are taking or

have recently laken any other medicines or herbal

procducts, even those not prescribed, also lell any

other doctor or dentist who prescribes another medicine

(or the dispensing pharmacist) that you use Noveheal. They

can tell you if you need lo lake additional contraceptive

precautions and if so, far how long

4. When should you contact your doctor?

Regular check ups

when you are using the Pill, your doctor will tell you to

return for regular check ups

contract your doctor as soon as as possible if :

= you notice any changes in your own health, especially
involving any of the items mentioned In this leaflet( see
also when should you not use Noveheal and ‘Before you
start to use Noveheal’: do not forget about the items
related to your immediate family):

= you feel alump in your breast:

= you ara going o use other medications (see also’ The
Pill and other medicines’):

* you are o be immobilized or are to have surgery
(consult your doctor ar least four weeks In advance):

= you have unusualheavy vaginal bleeding:

= you forgot tablets in the first week of the pack and had
intercourse in the seven days before:

« you have severe diarmhea:

= you miss your pencd iwice in a row or suspect
you are pragnant (do not start the next pack until told to
by your doctor).

Stop taking tablets and see your doctor Immediately

if you notice possible signs of thrombosis,

myocardial infarction or a stroke:

* Anunusual cough:

* severe pain in the chestwhich may reach the leftarm:

= Dbreathlessness; -

« any unusual, severe, or prolonged headache or
migraine attack;

* Partial or complete loss of version, or double vision;

* slumng or speech disabilility;

* sudden changes to your hearing, sense of smell, or
laste;

» dizziness or fainting;

* weakness or numbness in any part of your body;

* savere pain in your abdomen;



« soavere paln or swellng In elther of your legs
The sltuations and symploms mentioned above are
described and vxplained In more delall In Section’ What
do you need to know before using Novehes!” of this leaflel.
5.How do yot! uso Naveheal 7
5.1 When and how to take the tablets 7
The Nevsheal pack contains 21 tablets. On the pack each
tab'et le marked with the day of the week on which Itis to
be taken, Take your tablet at about the same time each
day. With some liquid If necessary. Follow the direction of
the arrows until all 21 tablets have been taken. During the
next 7 days you take no tablets. A period should begin
during these 7 days (the withdrawal bleed). Usually It will
start on day 2-3 after the ast Neveheal tablet. Start taking
your next pack on the Bth day even If your period
continues. This means that you will always start new pack
on the same day of the week, and also that you have your
withdrawal bleed on about the same days, each month.
5.2 Starting your first pack of Noveheal
» When no hormonal contraceptive has been used in the
past month, start taking Noveheal on the first day of your
cycle. l.e. The first day of menstrual bleeding. Take a
tablet marked with that day of the week. For example, If
your period start on a Friday, take tablet marked Friday.
Then follow the days in order. Noveheal will work
immediately, It is not necessary to use an additional
contracsptive.
You may also start on days 2-5 of your cycle, but in
that case make sure you also use an additional
conlraceptive method (barmer method) for the firsl
7 days of tablet-taking In the first cycle.

* When changing from another combined hormonal
contraceptive (combined oral contraceptive pill
(vaginal ring, or transdermal patch). (if you are not
sure which this is, ask your doclor), In case you
use a vaginal ring or transdermal patch, you
should start using Noveheal preferably on the day
of remaoval, but at the iatest when the next ring or
patch would have been applied. If you follow
these instructions, it is not necessary lo use an
additional contraceplive method.

* When changing from a progestogen- only plll (minipill).
You can stop taking the minipill any day and start taking
Miliana the nex! day. But the same time make sure
you also use an additional contraceptive method
(a barrier method) for the first 7 days of tablet-taking
when having intercourse.

*» When changing from an Injectable, an implant or a
progestogen-releasing Intauterine device (IUD) Start
using Noveheal when your next Injection Is
due or on the day that you implant or your IUD is
removed Bul make sure you alsc use an additional

contraceplive method (a barrier method) for the first 7

days of lablei-taking when having intercourse

After having a baby

If you have just had a baby, your doctor may tell you to wait
until after your first normal period before you start laking
Noveheal, Somelimes it Is possible lo slart sooner. Your
doctor will advise you. If you are breast-feeding and want
to take Noveheal, you should discuss this first with your
doclor.
« After a miscammiage or an abortion. Your doctor will
advise you.
5.3 If too many Noveheal tablets are taken (overdose)
There have been no reporis of serious harmful effecls
from taking too many Neveteal lablets at one time. If you
have taken several tablets at a lime, you may have
nausea, vomiting or vaginal bleeding. If you discover that

a child has taken Novaheal, ask your doctor for advice
5.4 When you want to stop taking Noveheal

You can stop taking Noveheal at any time you want. If you
stop because you want to get pregnant. It Is generally
recommended that you walt untill you have had a natural
period before trying to concelve. This helps you to work
outwhen the baby will be due.

If you do not want to become pregnant, ask your doctor
about other methods of birth control.
WAHTTODOIF.........

...... Youforgettablets

* Ifyou are less than 12 hours late In taking a tablets,
the rellabllity of the Pill Is maintained take the tablets
§00N as you remember and take the next tablets al the
usual times. v

* If you are more than 12 hours late in taking any
tablets, the reliablity of the Pill may be reduced. The
more consecutive tablets you have missed, the higher
the risk that the contraceplive efficacy Is decreased,
There Is a particularly high risk of becoming pregnant If
you miss tablets at the beginning or at the end of the
pack. Therefore you should follow the rules given
below (see also the dlagram below.

More than one tablet forgotten In a pack
Ask your doctor for advice.

1tablets missed In week

Take the missed tablet as soon as you remember (Even if
lhis means taking two tablets at the same time) and take
the next tablets at the usual time. Use extra contraceptive
precautions (bammer method) for the next 7 days, If you
had sexual intercourse in the week before missing the
lablels, there |s a possibility of becoming pregnant. So lell
yourdoctor immediately.
1tablet missed in week 2
Take the missed tablet as soon as you remember (Even if
this means taking two tablets al the same lime) and take
the next tablets at the usual time. The reliability of the Pill
is maintained. You need not use exira contraceptive
precautions.
1 tablets missed in week 3
you may choose either of the following options without the
need for extra contraceptive precautions.
1. Take the missed tablet as soon as you remember ( even
if this means taking two tablets at the same time) and
take the next tablets at the usual time. Start the next
pack as soon as the current pack Is finished so that
no gap is left between packs. You may not have a
withdrawal bleed untll the end of the second pack
but you may have spotting or breakthrough bleeding
on tablet-taking days.
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2. Stop taking tablets from your current pack, have a
lablet-free break of 7 days or less (also count the day
you missed your tablet) and continue with the next
pack. When follewing this method, you can always
start your next pack on the same day of the week as
you usually do.

« |f you have forgotten tablets In a pack and you
do not have the expecled period In the first normal
tablet-free break you start with the next pack

WHAT TO DO IF.uiseesinsas

wnYou suffer from gastro-intestinal disturbances
(e.g., Vomliting, severe diarrhea)

If you vomit, or have severe diarrhea, the active
Ingredients of your Novaheal tablets may nol have been
completely absorbed. If you vomit within 3 to 4 hours after
taking your tablet, this is like missing a tablet, therefore,
follow the advice for missed tablets. If you have severe
diarrhea, please contact yourdoclor.

... Youwant to delay your period

You can delay your period if you start with your next pack
of Movehaa! Immediately after finishing your current pack.
You can continue with this pack for as long as you wish
your period to begin, just stop may have some
breakthrough bleeding or spotting on tablet-taking days.
Start with your next pack after the usual 7 day tablet free
break

..... youwant to change the starting day of your period

If you take your tablets as directed you will have your
period on about the same day every 4 weeks if you want lo
change this, Just shorten, (never lengthier) the next lablet
free break for example. If your period usually start on a
Friday and in future you want it to start your next pack 3
days sooner than you usually do. If you make your
tablets-free break very short (e g. 3days or less), you may
not have not have a bleeding during the break
you may have some breakthrough bleeding or spotting
during the use of the next pack

.... you have unexpected bleeding

with all pills for the first few months, you can have irregular
vaginal bleeding (spotting or Breakthrough bleeding).
Between your periods you may need sanitary protection,
but continue to take your tablets as nomal Imegular
vaginal bleeding usually stops once your body has
adjusted to the Pill (usually after about 3 tablels taking
cycles). If it continues becomes heavy or starts again, tell
your doctor ;

..« YOU have missed period

If you have taken all of your tablets at the right time, and
you have not vomited, not had severe diarrhea or used
other medicine than you are’ very unlikely to ba pregnant
continue to lake Noveheal as usual.lf you miss your period
twice In a row, you may be pregnant. Tell your doctor
immediately. Do not start the next pack of Noveheal until
your doctor has checked you ara not pregnant

6. What side effects might you have while taking
Noveheal 7

Like all medicines, Noveheal can have side effects. Tell your
doctor If you notlice any unwanted effect, change in your
health that you think might be caused by the pill
6.1 Serious side effects S

Serious reactions associated with the use of the Pill as
well as the related symptoms are described in the
following sections. The pill and Thrombosis/the pill and
cancer. Please read these sections for additional
Information and consult your doctor at once where
approprale.

6.2 other possible side effects

The following side effects have been reported by users of
the Pill, although they need not be caused by the Pill side
effecls may occur In the first few months that you are
using the pill and usually lessen with time.

Common/uncommon (occurring In more than one per
1000 userbutless 1In 10 user):

« nausea, vomiting abdominal paln, diarrhea;

* |ncrease In body welight, fluld reception;

» headache, migraine;

« decreasod sexual drive, depressed mood, mood
changes,

* breast pain, breas! tendernaess, breast antanglement;

» changes|nvaginal secretion; rash, hives,
Rare (occurring In less than one per 1000 or more
users):

« contactlens intolerance;

« hypersensitivity reactions;

» decrease In body welight

+ Increased sexual drive;

+ breastsecretion;

« vaginal secretion

« erythema nodosum, erythema multiforme (these are
skin conditions).

If you notice any side effects not mentioned in this leaflet,
pleasa Inform your doctor,

7. More about the PllI

The combined Pill may also have non-contraceptive
health benefits.

« Your period may be lighter and shorter. As a result, the
risk of anemia may be lower, Your period pains may

become less severe or may completely disappear.
» In addition, some serous disorders have been
reported to occur less frequently in user of Pill
containing 0.05 mg of ethinylestradiol (high-dose Pill').
These are benign breast disease, ovaman cysts,
plevic infections (pelvic inttammatory disease or PID),

ectopic pregnancy (pregnancy in which the embryo
implants out side of the womb) and cancer of the
endometrium (lining of the womb) and ovaries. This
may aiso be the case for low-dose Pills but so far this
has only been confirmed for endometrial and ova rain
cancer.

PRESENATION :

Blister pack of 21 tablets,

8. STORAGE INSTRUCTIONS :

Store protected from moisture, al a temperature
not exceeding 30°C.

KEEP THE MEDICINE OUT OF REACH OF CHILDREN.

IF YOU HAVE ANY FURTHER QUESTIONS OR
REQUIRE THE FULL PRESCRIBING INFORMATION
FOR Noveheal, PLEASE CONSULT YOUR DOCTOR.
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