Metrodin® High


Purity


What you should know about METRODIN High Purity (highly purified urofollitrophin (FSH) injection)


Please read this leaflet carefully before your treatment is started. This leaflet provides a summary of the information available on your medicine. If you have any questions, or are not sure about anything, ask your doctor.


The name of your medicine is Metrodin High Purity. It is a powder available in two strengths containing 75 or 150 IU of a very pure form of its active ingredient called human follicle stimulating hormone(urofollitrophin). Both strengths are available in packs of 1 or 10 ampoules.


What is in your medicine?


As well as follicle stimulating hormone (FSH), Metrodin High Purity also contains lactose, sodium hydroxide and hydrochloric acid. In addition to the ampoule(s) containing the Metrodin High Purity powder, each pack also contains 1 ml ampoule(s) of solvent to make up the powder.


The Product Licence/Authorisation holder is: Serono Laboratories (UK) Limited, 99 Bridge Road East, Welwyn Garden City, Hertfordshire AL7 1BG.


The product is manufactured by: Industria Farmaceutica Serono, Via Casilina 125, 00176 Rome, Italy or Laboratories Serono SA, Zone Industrielle de L'Ouriettaz, 1170 Aubonne, Switzerland.


Why Metrodin High Purity?


Metrodin High Purity is a hormone known as follicle stimulating hormone (FSH). It works in exactly the same way as FSH which is naturally found in the body. It is used to treat infertility in women. It is used in two situations as shown below:


Metrodin High Purity is used in women who have a condition called hypothalamic pituitary dysfunction. If you have this condition, you may be having irregular periods or you may not be having periods at all. The medicine is used to bring about the development of a follicle. It is followed by treatment with another hormone which leads to ovulation (the release of the egg from the follicle).


Metrodin High Purity is used to bring about the development of several follicles (and therefore several eggs) for women undergoing assisted conception techniques, e.g. in-vitro fertilisation (IVF) or gamete intrafallopian transfer (GIFT).


Who should not be given Metrodin High Purity?


Although the medicine can be used in most people with the conditions stated above, there are certain people who should not be given this medicine.


Please read the following questions. If the answer to any of them is "Yes" then tell your doctor before starting the treatment:


Are you pregnant?


Do you have an ovarian enlargement or cyst (not including polycystic ovaries)?


Do you have cancer of the ovary, womb or breast?


Do you have a brain tumour, or tumour of the pituitary gland?


Do you suffer from unexplained vaginal bleeding?


Have you ever had an allergic reaction to this or a similar medicine or its ingredients?


The medicine cannot be used when you have a condition which would make a normal pregnancy impossible, such as primary ovarian failure. Your doctor will be able to explain more about this.


Important information you should know about Metrodin High Purity


Before the treatment is started you and your partner's fertility will be tested. Several conditions will be looked for and you may have already been given treatment for these.


Sometimes multiple births occur when patients�
have been treated with this medicine. When this happens it is usually twins. However, the number of babies produced depends on the number of embryos that are replaced.


How will Metrodin High Purity be given to you?


Metrodin High Purity is given by injection either under the skin or into the muscle. Different doses are given depending on your treatment.


Sometimes the injection will be given to you by a doctor or nurse, or you or your partner may be trained to give the injections at home. If you are injecting yourself, or your partner is giving you the injections, please carefully read the following instructions:


Wash your hands. It is important that your hands and the items you use be as clean as possible.


Assemble everything you need: Find a clean area and lay out everything (two alcohol swabs, one diluent ampoule, one ampoule containing the medication, one syringe, one needle for reconstitution and a fine bore needle for subcutaneous injection).


�


Open the ampoule: You should have one ampoule containing clear liquid (the diluent) and a set number of ampoules containing Metrodin High Purity (the white powder). On the head of the diluent ampoule you will see a small coloured dot. Directly below ii is where the neck of the ampoule has been treated to make it easier to break. Gently flick the top section of the ampoule so that any fluid in the neck of the ampoule drops into the bottom chamber. Now press the ampoule firmly over the neck, and break the ampoule away from the coloured dot. Carefully place the open ampoule upright on the work surface.


�





Draw up the diluent: Attach the needle for reconstitution to the syringe, with the syringe in one hand, pick up the open ampoule, insert the needle and draw up all of the diluent. Carefully set the syringe down on the work surface, taking care not to touch the needle.





��
�



�
Open and prepare the injection solution: Open the ampoule containing the Metrodin High Purity powder, pick up your syringe and inject the diluent into the ampoule of Metrodin High Purity powder. If you have been prescribed more than one ampoule of Metrodin High Purity, gently draw the solution back into the syringe and re-inject the solution into another powder ampoule, until you have the prescribed number of powder ampoules dissolved in the solution. Up to five ampoules of Metrodin High Purity can be reconstituted in 1 ml of diluent.





Change the needle for the fine bore needle and remove any air bubbles: If you see air bubbles in the syringe, hold the syringe with the needle pointing upwards and gently flick the syringe until all the air collects at the top. Push the plunger until the air bubbles are gone.





�





Immediately inject the solution: Your doctor or nurse will have already advised you where to inject (eg tummy, front of thigh). Wipe the chosen area with an alcohol swab. Firmly pinch the skin together insert the needle at a 45- to 90 angle using a dart-like motion. Inject under the skin, as you were taught. Do not inject directly into a vein. Inject the solution by pushing gently on the plunger. Take as much time as you need to inject all the solution. Immediately withdraw the needle and clean the skin with an alcohol swab using a circular motion.


Dispose of all used items: Once you have finished your injection, immediately discard all needles and empty ampoules in the sharps container provided.





Different doses are given depending on your treatment:





Women who are having irregular periods or no periods at all


Metrodin High Purity is usually given every day. If you are having periods the treatment should start within the first seven days of the menstrual cycle. The dosage will probably start at 1 or 2 ampoules every day (75150 lU).This maybe increased or decreased at weekly or fortnightly intervals. If no response is seen after four weeks treatment that cycle will probably be abandoned.


You will receive one injection of another medicine once the right response is obtained.





Women undergoing superovulation for in-vitro fertilisation and other assisted reproductive technologies


Usually 2 or 3 ampoules (150-225 IU) Metrodin High Purity should be given daily starting on days 2 or 3 of the cycle. The treatment will continue until the right response is achieved. The dose will be adjusted depending on your response.


A single injection of another medicine will be given after the last injection of Metrodin High Purity.


Your doctor will have explained exactly what dose�
to take and when to do the injections. If you have any questions then ask your doctor or nurse.


Your doctor will check you throughout the treatment to make sure that you are responding correctly. Occasionally your doctor may have to stop your treatment if you over-react to it. Your treatment may then be re-started at a lower dose in the next cycle.


If you forget to take a dose, it is important to tell your doctor or nurse as soon as possible. If you take too much, it is possible that ovarian hyperstimulation could occur (as described below in the leaflet). You should contact your doctor or nurse right away if you think you might have developed this condition.





Can Metrodin High Purity cause side-effects?


Any medicine can cause side-effects, however most people who take Metrodin High Purity do not have any problems. The following side-effects have been reported occasionally:


Some patients have had allergic type reactions such as rash, itching etc., possibly due to the lactose which is in the medicine. Tell your doctor if you think you might be allergic to the medicine.


A condition called ovarian hyperstimulation can occur. This is when the ovaries over-react to the treatment. Your doctor will carry out tests, such as ultrasound scans to check your response. This condition can cause various symptoms to occur. The most common is abdominal (stomach) pain. If this happens, speak to the nurse or doctor responsible for your treatment as soon as you can. If you are injecting Metrodin High Purity yourself, then do not give any more injections until you have spoken to the nurse of doctor. The doctor will then decide whether or not to continue the treatment cycle. If you have to stop treatment you will be asked not to have sexual intercourse, and usually you will just have to rest. Rarely, the condition can be severe and you may need to be in hospital.


Pregnancy loss (miscarriage) is higher than normal but much the same as the rates found in women with other fertility problems.


Ectopic pregnancy (when the embryo is implanted outside the womb) may occur, especially in women with a history of tubal disease.


Sometimes fever and joint pain occur with similar medicines, so this could possibly occur with Metrodin High Purity.


Rarely abnormal blood clotting (blood clots in blood vessels) has been seen to occur with similar medicines, so this could possibly occur with Metrodin High Purity.


If you notice these or any other unwanted effects then please tell your doctor.





How do you store the medicine?


You should keep Metrodin High Purity in a fairly cool place (below 25°C) in the dark, such as a cupboard, out of the reach of children. It is important not to use the medicine after the date shown on the box.


The information in this leaflet relates only to Metrodin High Purity.





Date of preparation: November 1995.





Name and address of distributors in Ireland: Allphar Services Limited, Pharmaceutical Agents and Distributors, Burton Hall Park, Sandyford Industrial Estate, Foxrock, Dublin 18.





This is only a summary of the information that is available on Metrodin High Purity. If you have any questions after reading this leaflet then please ask your doctor who has access to additional information.�
�






