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PLEASE READ ALL OF THIS LEAFLET CAREFULLY IF YOUR BABY HAS BEEN GIVEN OR WILL BE GIVEN INDOCID PDA INJECTION.





Keep this leaflet. You may want to read it again.





What is in this injection?


Active ingredient


The active ingredient in Indocid PDA injection is indomethacin sodium USP. Each vial contains indomethacin sodium equivalent to 1.0 mg indomethacin as a sterile powder for reconstitution with sterile water.





Other ingredients


There are no other ingredients.





Indocid PDA injection is available in cartons of three 1 ml vials.





How does this medicine work?


While a baby is inside its mother's womb it does not need to use its lungs. An unborn baby has a blood vessel called a ductus arteriosus near the heart which allows the baby's blood to bypass the lungs and circulate to the rest of the body.


When the baby is born and starts using its lungs the ductus arteriosus normally closes up. However, in some cases this does not happen. The medical term for this condition is 'patent ductus arteriosus', i.e. an unclosed ductus arteriosus. If the ductus arteriosus is not closed it can cause heart problems in your baby. Indocid PDA, when given to your baby, can help to close the ductus arteriosus.


It is not known exactly how indomethacin works, but it is believed that it closes a ductus arteriosus by inhibiting the production of prostaglandin, a naturally occurring chemical in the body which keeps the ductus arteriosus open.





Who makes this medicine?


Indocid PDA is made by Merck Manufacturing Division, Merck & Co., Inc., West Point, Pennsylvania, USA, for Merck Sharp & Dohme Limited, Hertford Road Hoddesdon, Hertfordshire, who hold the Product Licence in the UK and Product Authorisation in Eire.





Why does your baby need this medicine?


Your doctor has prescribed Indocid PDA for your baby because your baby has a ductus arteriosus which has not closed properly. Indocid PDA should close this vessel.





Are there patients who should not be given this medicine?


Indocid PDA should not be given to babies if:





they have an infection which has not been treated.


they are bleeding, especially if the bleeding is inside the skull or in the intestines.


they have other problems with their heart which require the ductus arteriosus to remain open so that adequate circulation of the blood is maintained.


they have problems with their blood clotting.


they have certain problems with their intestines.


they have kidney problems.





Your baby's doctor will be aware of these, but if you are worried or confused, talk to the doctor treating your baby.





What else should you know about Indocid PDA?


There are other things regarding Indocid PDA which you should know about and these are given below.


If your baby has an existing infection which is being treated, the doctor should treat your baby with indocid PDA only after careful consideration of your baby's condition.�
Treatment with Indocid PDA should be stopped if your baby is suspected of having liver disease, signs and symptoms of which include yellowing of the skin and eyes.


Indomethacin may reduce the ability of your baby's blood to clot. Your baby should therefore be watched for signs of prolonged bleeding.


Indocid PDA should be carefully administered to your baby by the healthcare professional, to avoid damage to the skin and surrounding tissues.


Your baby may develop some bleeding from the intestines. To detect this, your baby's stools may be tested to determine if there is any blood present in them.


Premature babies may start bleeding inside the brain. As indomethacin may reduce the ability of your baby's blood to clot, the potential for your baby to start bleeding inside the brain may increase.


Indocid PDA may reduce the amount of urine your baby passes. If this is significant, your baby's treatment may be stopped until the volume of urine passed by your baby returns to normal. Serious kidney problems, including renal failure, may occur in some babies who receive Indocid PDA, however this is most likely to occur in babies who are already sick with other problems.


Your baby may develop low levels of sodium (a naturally occurring chemical in your baby's body) in the blood; therefore, your baby's kidney function and blood should be monitored.


If you are worried or confused by any of the above, you should talk to the doctor treating your baby.





Can Indocid PDA be given with other medicines?


There are certain medicines which, if given together with Indocid PDA, may cause unwanted effects. These are detailed below.


Your baby may have problems passing urine and may have been prescribed frusemide. Indocid PDA can reduce the effect of this drug.


Your baby may be given gentamicin or amikacin to treat an infection. Indocid PDA may increase the levels of these antibiotics in your baby's blood.


Your baby may have been given digitalis to help a heart disorder. Indocid PDA can prolong the effect of this drug. Your baby should therefore be frequently checked by an ECG (electrocardiogram), which is a technique used to monitor the heart, and the level of digitalis in the blood should be measured.


Your baby's doctor will be aware of the effect g Indocid PDA can have with these drugs, but if you are worried or confused, you should talk to the doctor treating your baby.





How should Indocid PDA be given?


Babies with patent ductus arteriosus are often cared for in a special neonatal intensive care unit where your baby's condition can be closely monitored. Your baby will have been given or is about to be given Indocid PDA injection by a healthcare professional, who will know how to prepare the injection prior to administration.


Indocid PDA is usually given as a course of three injections, each injection being given at 12- to 24-hour intervals. The amount of Indocid PDA given depends close(y on the age and weight of your baby.


If your baby's ductus arteriosus is closed or significantly reduced in size 48 hours after the first course of therapy (i.e. 3 injections), no further treatment is necessary. If your baby's ductus arteriosus reopens, a second course of therapy may be given.





What if your baby misses a dose or has too much Indocid PDA?


Indocid PDA should be administered only in a neonatal intensive-care unit. The dosage given is based on your baby's age and weight. Your baby will be closely monitored to prevent or detect the possibility of overdosage. If you have any concerns about your baby's dosage of Indocid PDA or if you think your baby may have missed a dose, you should talk to the healthcare professional treating your baby.�
�



�
What unwanted effects could this medicine have?


Like all medicines, Indocid PDA may cause side effects. The following unwanted effects have been reported with Indocid PDA:


Problems with blood clotting resulting in bleeding disorders such as bleeding from the intestines, oozing from the skin after needle puncture, bleeding in the lungs and blood clots within the blood vessels.


Kidney problems such as reduced volumes of urine passed and reduced amounts of salts excreted, and kidney failure.


Problems with the digestive system such as vomiting, black tarry faeces, swelling of the abdomen, obstruction of the intestine and perforation of the intestine.


Problems affecting the circulatory system such as high blood pressure in the blood vessels supplying the lungs and bleeding inside the skull.


Other side effects reported are allergic reactions weight gain (due to fluid retention), and worsening of infections.


The following side effects have occurred in patients using Indocid PDA, but may not be due to the drug: slow pulse rate, problems breathing, inflammation of the small intestine and colon, disturbance of the acid/ base balance in the body, fibrous tissue forming behind the lens of the eye.


In addition, Indocid PDA can cause abnormally low blood levels of naturally occurring chemicals called sodium and glucose, and abnormally high levels in the blood of naturally occurring chemicals called potassium and urea. These are only detectable by special blood tests, and the doctor treating your baby�
will advise you of this and any treatment necessary to correct them.


If you are worried that your baby may have any of the above side effects or has any other unusual symptoms, you should speak to the baby's doctor as soon as possible.





How should this medicine be kept?


This medicine should be kept out of the reach of children. It should be stored below 25 C, out of direct sunlight.


Indocid PDA should only be made up for use as needed. This will be done by a healthcare professional by adding sterile water to the vial. Any unused material remaining in the open vial should be discarded. When reconstituted, Indocid PDA is acceptable for use only when clear and free from particles.


Indocid PDA injection should not be used after the expiry date which is clearly marked on the pack.





This leaflet was revised in October 1995.





How can you obtain more information about Indocid PDA?


This leaflet gives some important patient information about Indocid PDA. If you have questions after you read it, ask a healthcare professional, who will give you further information.





® denotes registered trademark of Merck & Co., Inc., Whitehouse Station, NJ, USA.
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