Ovranette*


Patient Information Leaflet


Please read this carefully before you start to take your tablets. This leaflet provides only a summary of the information available on your medicine. If you have any questions or are not sure about anything, ask your doctor or pharmacist.





What's in your tablets?


The name of your medicine is Ovranette.


Ovranette is supplied in a carton containing 3 blister packs of tablets.


Each blister pack of Ovranette contains 21 beige, shiny, sugar-coated tablets, each containing 150 micrograms of levonorgestrel and 30 micrograms of ethinyloestradiol. Ovranette tablets also contain lactose maize starch povidone, magnesium stearate, talc, sucrose, polyethylene glycol, calcium carbonate, glycerin, titanium dioxide, iron oxide yellow pigment (E172) and wax. Ovranette is an oral contraceptive.





The product licence is held by:


John Wyeth and Brother Limited


trading as Wyeth Laboratories


Huntercombe Lane South


Taplow


Maidenhead


Berks SL6 0PH





The manufacturer is:


Wyeth Medical Ireland


Little Connell


Newbridge


County Kildare


Republic of Ireland





How the female reproductive system works


Once a month, an egg (or ovum) is released from one of the ovaries and passes along the fallopian tube to the womb. Fertilisation, (the joining together of the male's sperm with the female's egg) usually takes place while the egg is still in the fallopian tube. The fertilised egg embeds itself in the wall of the womb, which has been specially prepared to receive it, and it grows into a baby.


��
If fertilisation does not take place, then the egg b shed in the next menstrual period.





What do your tablets do?


Ovranette is a combined oral contraceptive, and belongs to a group of products often referred to as the Pill. Your doctor may also prescribe it for some other conditions, such as premenstnual tension, or heavy, painful or irregular bleeding. It contains different amounts of two types of hommone: an oestrogen (ethinyloestradiol) and a progestogen (levonorgestrel). These hormones stop the ovary from releasing an egg each month (ovulation). They also thicken the fluid (mucus) at the neck of the womb (cervix) making it more difficult for the sperm to reach the egg, and alter the lining of the womb to make it less likely to accept a fertilise egg.


Medical research and vast experience have shown that, if taken correctly, the Pill is an effective reversible form of contraception.





BEFORE YOU TAKE YOUR TABLETS





Reasons for not taking Ovranette


You should not take these tablets:


If you think you may be pregnant


If you have now, or have ever had:


Clots in the blood vessels, high levels of blood fats (hyperlipidaemia) or other conditions which may make clotting in the blood vessels more likely


Cancer of the breast or cancer of the lining of the womb (endometrial cancer)





You should not take these tablets: 


If you have


Abnormal red blood cells (sickle cell anaemia)


Serious long-term liver disease


Certain types of jaundice (Dubin-Johnson or Rotor syndrome)


Unexplained abnormal vaginal bleeding





If you have had any of the following whilst pregnant:


Itching of the whole body (pruritis of pregnancy)


Jaundice which was not caused by infections, poisons or obstruction to the flow of bile (idiopathic jaundice of pregnancy)


Worsening of inherited deafness (otosclerosis)


The rash known as pemphigoid gestationis (previously called herpes gestationis)





What you should know before you take the Pill


Women who take the Pill have an increased risk of developing a blood clot which can block a vein or artery (thrombosis) and can have severe effects. This risk is considered to be less with pills such as Ovranette which contain lower doses of contraceptive hormone. Women who smoke or who are overweight and those who have diabetes, varicose veins, migraine, heart disease or high blood pressure are at an increased risk of thrombosis. If you have any of these conditions, you should discuss the matter fully with your doctor.


The Pill is not recommended for older women who smoke because the risk of developing thrombosis is greater Fit women who are not overweight and who do not smoke may continue to use a modern low-dose Pill. It is important that you have regular check-ups, including having your blood pressure taken, to make sure you can continue to take the Pill. Cancer of the liver has rarely been reported in long term users of the Pill. Non malignant liver tumours have also been linked with Pill usage.


Information linking the use of the Pill and breast cancer remains unclear. Some studies suggest an increased risk of breast cancer in women who have taken the Pill for a long time. However, this risk is likely to be small,�
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especially with lower dose pills such as Ovranette. Some research has shown an increased risk of cancer of the neck of the womb (cervix) in long term Pill takers but it is unclear how much this increase is due to the Pill. This possible risk should also be considered together with the benefits of the Pill which include a protective effect against cancer of the ovaries and lining of the womb (endometrium).


Some conditions may be made worse by taking the Pill. Tell your doctor if you think any of the following problems get any worse while you are taking the Pill:


Severe depression; varicose veins; high blood pressure; diabetes; fits (epilepsy); inherited deafness (otosclerosis): multiple sclerosis; the disorder of metabolism known as porphyria; calcium deficiency with cramps (tetany) liver problems gall-stones- heart disease kidney disease brown patches on the lace and body like those that occur in pregnancy (chloasma); fibroids of the womb; asthma; problems wearing contact lenses.


Also it you suffer from any of the above for the first time while taking the Pill tell your doctor as soon as possible. If you have any other disease make sure your doctor knows.


Your doctor will have given you a check-up before prescribing Ovranette and this should be repeated regularly The check-up should include examination of your womb and surrounding organs breasts and blood pressure. Ovranette should be stopped six weeks before planned operations This is because the risk of getting blood clots is increased by many surgical operations and by periods of inactivity. It may also be increased alter injuries such as fractures.





If you are taking other medicines


Several medicines may interfere with the way the Pill works. These include some drugs that treat epilepsy and tuberculosis and some antibiotics. Other medicines such as sedatives and tranquillisers might also have this effect. You may have to use another method of contraception as well such as the condom while you are taking these medicines - and for a further seven days afterwards. Your doctor may advise you to use these extra precautions for even longer. In addition follow the advice for “what to do it you forget to take a pill” (see later).


If you are taking antibiotics always ask your doctor’s advice about extra precautions. Always mention you are on the combined pill if you are prescribed any medicines. Tell your doctor if you are taking Metyrapone to treat Cushings syndrome (overactive adrenal gland), as the Pill interferes with the way this drug works.





If you have any blood tests


Tell your doctor you are taking the Pill because oral contraceptives interfere with some tests.





TAKING YOUR TABLETS





About the pack


The memo pack has been designed to help you to remember to take your tablets. The pack is marked with the day of the week on which each pill should be taken. If you are ever in any doubt about whether you have taken your pill a glance at the appropriate day on the memo pack will tell you.





Starting the first pack


Take the first pill on the first day of your period. This is day one of your cycle - the day when bleeding starts. You will be protected at once.


If you start on any other day of your period you should use another method of contraception as well such as the condom for the first seven pill-taking days but this is only for the first pack.


You can take your pill at any time but you should take it about the same time each day. You may find it easiest to�
take it either last thing at night or first thing in the morning. Take a pill every day in the order shown until you finish all 21 pills in the pack.


Once you have taken all 21 pills stop for seven days. You will probably bleed during some of these seven days. You do not need to use any other form of contraception during the seven-day break provided you have taken the 21 pills properly and you start the next pack on time.





The next pack


After seven pill-free days start your next pack. Do this whether or not you are still bleeding. You will always start a new pack on the same day of the week.





Starting after childbirth or pregnancy


After a birth abortion or miscarriage, your doctor should advise you about taking the Pill. You can start using Ovranette immediately alter a miscarriage or abortion. II you have had a baby and had a normal delivery without any later complications are fully mobile and are not breastfeeding then you can start taking Ovranette 21 days alter giving birth. It you are breast-feeding the combined Pill is not recommended because it can reduce your flow of milk. If Ovranette is started later than 21 days after delivery, then alternative contraception (such as the condom) must be used for the first 7 days of pill-taking. If you have had unprotected sex alter day 21 then you should not start Ovranette until your period starts. If you have any questions about starting Ovranette after childbirth or pregnancy ask your doctor or pharmacist.





If you are changing to Ovranette after taking another Pill


If you are changing to Ovranette after taking another Pill follow your doctor’s instructions.


When changing from another 21-day combined Pill start taking Ovranette the next day after the end of the previous course. It you are changing from a 28-day every day combined pill start taking Ovranette the day after you take the last active pill in the previous course. In either of these changes a withdrawal bleed should not be expected until the end of the first course of Ovranette.


If you are changing from a progestogen only pill (POP) then you should start taking Ovranette on the first day of your period even d you have already taken the POP for that day and stop taking any more of the POPs.


If the correct instructions are followed for each of these 3 situations extra contraception is not required. However always seek medical advice d you are unclear or have further questions.


Any pills left in packs after changing your Pill should be returned to your pharmacist or doctor.





If you miss a period


If you have taken all your pills correctly it is unlikely you are pregnant. However you should make sure that you are not pregnant before you start your next pack.





Although an accidental overdose of Ovranette is unlikely to be harmful you should seek medical advice as soon as possible





What to do if you forget to take your pill


If you are less than 12 hours late in taking your pill take it as soon as you remember and further pills as usual. It you are more than 12 hours late in taking one or more pills, take the last missed pill as soon as you remember continue to take further pills as usual and use extra contraception (condom for instance) for the next 7 days. II these 7 days run beyond the end of the pack start the next pack immediately without a gap. In this case a withdrawal bleed should not occur until the end of the�
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second pack If you do not have a withdrawal bleed then, consult your doctor before starting the next pack. This advice can be summarised by following the diagram below:


�


If you have a stomach upset


If you have been sick or had diarrhoea, the Pill may not work. Continue to take it, but you may not be protected from the first day of vomiting or diarrhoea. Use another method such as a condom for any intercourse during the stomach upset and for the next seven days. In addition, if you have more than seven pills left in the pack, continue as normal. Then start your next pack as you would normally do after the usual gap between packs. But if you have fewer than seven pills left in the pack, start the next pack as soon as you have finished the present one, without having a gap between packs. Then continue as normal. This will mean you may not have a period until the end of two packs, but this will not harm you. Nor does it matter if you have some bleeding on pill-taking days.


If you do not have a period at the end of the second pack, see your doctor to make sure you are not pregnant.





Using Ovranette for something other than contraception


Your doctor may have prescribed Ovranette for some reason other than contraception and at a different daily dose. The doses which are usual for each different use of Ovranette are: Painful menstruation (dysmenorrhoea) or pre-menstrual tension - the same dosage is used as that described for oral contraception (1 tablet daily for 21 days then a 7 day break before starting the next pack).�
Endometriosis - continuous treatment, taking 2 tablets every day.


Bleeding of the womb (uterus) - as for oral contraception (treatment for 21 days followed by a 7 day break) but taking 2 tablets per day (for the first month or two your doctor may ask you to take 4 or 5 tablets a day). If bleeding from your womb is more serious your doctor may ask you to take 4 tablets immediately and then 4-8 tablets daily until the bleeding is controlled.





THINGS TO BE AWARE OF WHILST TAKING YOUR TABLETS


If you have bleeding while you are taking the tablets


You may at first have some breakthrough bleeding, or spotting, while you are taking your tablets, but your periods should settle down after a few months. However if the bleeding is heavy, continual or keeps returning, see your doctor.


Ovranette may cause side-effects, most of which are not serious and you need only tell your doctor if the symptoms become troublesome These include:


Feeling or being sick


Changes in body weight


Changes in interest in sex (libido)


Depressive moods


Headaches


Tender breasts


Brown patches on the face and body like those that occur in pregnancy (chloasma)


Irregular bleeding or missed bleeds


Occasionally some side-effects could be more serious. TELL YOUR DOCTOR STRAIGHT AWAY IF YOU GET ANY OF THESE SYMPTOMS AFTER TAKING YOUR TABLETS:


Severe headache or migraine


Difficulties in seeing or speaking


Pain or swelling in the legs


Fainting


Pain in the chest or stomach


Shortness of breath


Numbing in an arm or leg


Coughing with blood





Your doctor will probably stop you taking these tablets if:


You become jaundiced


Your blood pressure is raised


The levels of lipids (fats) in your blood change


You have any condition that can get worse with the Pill or shows signs of getting worse


Tell your doctor or pharmacist if you get any other unwanted effect not mentioned here.





Storing your tablets


Do not use your pack of Ovranette after the expiry date on the pack.


Store your tablets at or below room temperature. Keep your tablets in a safe place where children cannot reach them. Your tablets could harm them. Return any unused tablets to your pharmacist Only keep them if your doctor tells you to.


REMEMBER these tablets are only for you. Only a doctor can prescribe them for you. Never give these tablets to others. They may harm them.
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