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The name of your medicine is Iomeron 150 mgI/ml solution for injection, which will 
be called Iomeron throughout this lea�et.

Read all of this lea�et carefully before you start taking this medicine because 
it contains important information for you.
- Keep this lea�et. You may need to read it again.
- If you have any further questions, ask your doctor, nurse or pharmacist.
- This medicine has been prescribed for you only. Do not pass it on to others. It 

may harm them, even if their symptoms are the same as yours.
- If you get any side effects, talk to your doctor, nurse or pharmacist. This includes 

any possible side effects not listed in this lea�et. See section 4.

What is in this lea�et: 
1. What Iomeron is and what it is used for
2. What you need to know before you are given Iomeron 
3. How you are given Iomeron 
4. Possible side effects
5. How to store Iomeron 
6. Contents of the pack and other information 

1.  What Iomeron is and what it is used for

Iomeron is a special dye (or contrast agent) which blocks X-rays because it contains 
iodine. Iomeron works by helping your doctor to see the internal body structures on 
an X-ray picture. Your doctor has prescribed Iomeron to help view the blood 
vessels, or urinary tract or bladder using X-rays.

This medicine is for diagnostic use only.

2. What you need to know before you are given Iomeron

You must not be given Iomeron if you: 
- Are allergic to iomeprol or to any other ingredients of Iomeron (see list of 

ingredients in Section 6). 

Warnings and precautions

Talk to your doctor, nurse or pharmacist before being given Iomeron if you 
have any of the following conditions:

- a history of allergy or asthma 
- paraproteinaemia (abnormal proteins in the blood)
- diabetes
- problems when you urinate
- sickle cell disease (your body produces abnormally shaped red blood cells, 

which leads to aneamia)
- multiple myeloma (a tumor of white blood cells)
- heart problems, including coronary heart disease
- kidney problems (because your doctor might wish to review your treatment or 

any planned intervention) 
- liver problems
- over-active or enlarged thyroid gland 
- myasthenia gravis (a disease causing weak muscles) 
- stroke, mini-stroke, brain tumor or other brain diseases
- a history of epilepsy
- alcoholism
- drug addiction
- a growth of the adrenal gland

During or shortly after the imaging procedure you may experience a short-term 
brain disorder called encephalopathy. Tell your doctor straight away if you notice 
any of the symptoms related to this condition described in Section 4.
Thyroid disorders maybe be observed in neonates and premature infants following 
a diagnostic procedure, either of the mother during pregnancy or of the neonate. 
It is recommended to monitor the thyroid function.

Tell your doctor if you are to have a thyroid function test, as iomeprol may interfere 
with these tests.

In all patients dehydration should be avoided and it might be necessary to give 
�uids to ensure this. Particular care should be taken in children and in the elderly, 
and in patients with underlying conditions such as liver, cardiac or renal disorders, 
diabetes, and those who are particularly susceptible to dehydration. 

Other medicines and Iomeron
Tell your doctor, nurse or pharmacist if you are taking, have recently taken, or might 
take any other medicines, including medicines obtained without a prescription. 
Tell your doctor if you are taking the following medicines, as they may react with 
Iomeron:

- painkillers
- antiemetics (treatments that prevent vomiting)
- metformin (a treatment for diabetes)
- anti-epileptics (treatment for epileptic �ts)
- drug for psychiatric illness
- vasopressor agents (used to increase blood pressure)

Tell your doctor if you are taking the following medicines, as they might increase the 
possibility that you will suffer from side effects:

- beta blockers (a treatment for heartbeat problems)
- interferon (a treatment for cancer)
- antidepressant
- interleukin-2 (a treatment for cancer)

It may still be all right for you to be given Iomeron and your doctor will be able to 
decide what is suitable for you.

Iomeron with food and drink
Unless otherwise instructed by the doctor, you should maintain a normal diet on the 
day of the examination. 

Pregnancy, breast-feeding, and fertility
If you are pregnant or breast-feeding, you should only be given Iomeron if your 
doctor believes it is clearly necessary. Tell your doctor if you are pregnant or 
breast-feeding or believe you might be pregnant or you are planning to have a baby. 
If you are pregnant, and have received Iomeron during pregnancy, it is recommended 
to monitor the thyroid funtion of your baby after birth.
Stopping breastfeeding is not necessary.

Ask your doctor, nurse or pharmacist for advice before taking any medicine.

Driving and using machines 
There is no known effect of Iomeron on the ability to drive or operate machines.

3.  How you are given Iomeron 

Iomeron will be given to you by a doctor or a nurse in hospital or clinic. It will be 
injected into an artery or a vein.

Dosage 
The recommended dose depends on which part of the body is being X-rayed and is 
usually in the range 0.2 ml - 250 ml. Your doctor may decide to vary this dose or to 
repeat the dose if required.
The dose for children depends also on the age and the body size.

You will be kept under observation for at least 30 minutes after the examination.

If you have any further questions on the use of this product, ask your doctor, nurse 
or pharmacist.

If you are given more Iomeron than you should: 
You should know that the hospital area or clinic where Iomeron is given to you is 
well equipped to treat any effects of overdose.

4. Possible side effects 

Like all medicines, Iomeron can cause side effects, although not everybody gets 
them. They are usually mild to moderate and not prolonged. However, severe and 
life-threatening reactions sometimes leading to death have been reported. After 
administration by injection into a vein or artery, most reactions occur within minutes, 
and after injection into body cavities or spine, most reactions occur within a few 
hours or longer.

Tell your doctor straight away if you get any sudden wheeziness, dif�culty in 
breathing, swelling of the eyelids, face or lips, rash or itching (especially 
affecting your whole body).

The following side effects have been reported:

Common (between 1 in 10 and 1 in 100 patients)
• feeling hot 

Uncommon PIL (between 1 in 100 and 1 in 1000 patients)
• headache
• dizziness 
• increase in blood pressure
• breathlessness
• vomiting
• feeling sick (nausea)
• redness
• swelling of the skin
• itching
• chest pain
• warmth and pain at the injection site

Rare (between 1 in 1000 and 1 in 10000 patients)
• slow or fast heartbeat, irregular heartbeat
• decrease in blood pressure
• rash
• back pain
• severe weakness
• fever
• changes in results of some laboratory tests which might be carried out by a 

doctor, including kidney, cardiac, U&E and blood tests.

Not known: (cannot be estimated) 
• contact a doctor immediately if you experience a serious skin reaction: a red, 

scaly rash with bumps under the skin and blisters (exanthematous pustulosis)
• unexplained bruising or bleeding (due to low platelet levels)
• haemolytic anaemia (abnormal breakdown of red blood cells, which may 

cause fatigue, rapid heart rate and shortness of breath)
• severe allergic reaction
• anxiety, confusion
• coma, mini-stroke, limited or no blood �ow to the brain, paralysis, �ts, loss of 

consciousness or fainting
• brain disorder (encephalopathy) with symptoms including headache, 

dif�culties with vision, loss of vision, confusion, seizures, loss of coordination, 
loss of movement in one side of the body, problems with speech, and loss of 
consciousness

• dif�culty speaking
• abnormal skin sensations (as tingling or tickling)
• disturbance of memory
• strong desire for sleep
• changes in taste
• visual problems, including transient blindness 
• eye irritation, increased tears
• cardiac arrest, heart attack, heart failure, abnormal heart rhythm, blue colouration 

to skin
• shock
• �ushing due to enlargement of blood vessels
• pale skin (pallor)
• breathing stopped, dif�culty in breathing, water in the lungs, swollen voice 

box, asthma, cough runny nose, throat discomfort, blocked nose
• diarrhea, abdominal pain, increased salivation, enlarged salivary gland, 

dif�culty in swallowing
• swelling of the skin, increased sweating 
• joint pain
• acute kidney failure
• swelling at the injection site
• feeling cold
• feeling of discomfort or unease
• thirst
• pelvic pain

Transient thyroid disorder may occur in neonates, especially in preterm or low birth 
weight neonates.

Reporting of side effects
If you get any side effects, talk to your doctor. This includes any possible side 
effects not listed in this lea�et. You can also report side effects directly via 
HPRA Pharmacovigilance - Earlsfort Terrace - IRL - Dublin 2 Tel: +353 1 6764971 - 
Fax: +353 1 6762517 - Website: www.hpra.ie - e-mail: medsafety@hpra.ie
By reporting side effects you can help provide more information on the safety of this 
medicine.

If you have any other questions not answered in this lea�et please ask the 
medical staff.

5. How to store Iomeron 

You will not be required to store the medicine yourself. Your doctor, nurse or 
hospital pharmacist will know how to store Iomeron.
Keep this medicine out of sight and the reach of children. Store below 30 °C. Keep 
in the original container. 
Do not use this medicine after the expiry date stated on the label. The expiry date 
refers to the last day of that month.
Iomeron should be given to you immediately once drawn up into the syringe.

Do not throw away any medicine via wastewater or household waste. These 
measures will help protect the environment.

6. Contents of the pack and other information

What Iomeron contains 
One ml of Iomeron 150 contains 30.62% of the active substance iomeprol 
corresponding to 150 mg iodine.
The other ingredients are trometamol, hydrochloric acid and water for injection.

What Iomeron looks like and contents of the pack 
Iomeron is supplied in glass bottles containing: 50, 75, 100, 150, 200 or 250 ml of 
clear, colourless solution.
Not all packs sizes may be marketed. 

Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder 
Bracco Imaging spa, Via Egidio Folli 50, 20134 Milano, Italy

Manufacturers
Patheon Italia S.p.A., 2° Trav. SX Via Morolense 5, 03013 Ferentino (FR), Italy
Bracco Imaging S.p.A., Bioindustry Park, Via Ribes 5, 10010 Colleretto Giacosa (TO), Italy
BIPSO GmbH, Robert-Gerwig-Strasse 4, 78224 Singen, Germany

This lea�et was last revised in May 2022
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The name of your medicine is Iomeron 150 mgI/ml solution for injection, which will 
be called Iomeron throughout this lea�et.

Read all of this lea�et carefully before you start taking this medicine because 
it contains important information for you.
- Keep this lea�et. You may need to read it again.
- If you have any further questions, ask your doctor, nurse or pharmacist.
- This medicine has been prescribed for you only. Do not pass it on to others. It 

may harm them, even if their symptoms are the same as yours.
- If you get any side effects, talk to your doctor, nurse or pharmacist. This includes 

any possible side effects not listed in this lea�et. See section 4.

What is in this lea�et: 
1. What Iomeron is and what it is used for
2. What you need to know before you are given Iomeron 
3. How you are given Iomeron 
4. Possible side effects
5. How to store Iomeron 
6. Contents of the pack and other information 

1.  What Iomeron is and what it is used for

Iomeron is a special dye (or contrast agent) which blocks X-rays because it contains 
iodine. Iomeron works by helping your doctor to see the internal body structures on 
an X-ray picture. Your doctor has prescribed Iomeron to help view the blood 
vessels, or urinary tract or bladder using X-rays.

This medicine is for diagnostic use only.

2. What you need to know before you are given Iomeron

You must not be given Iomeron if you: 
- Are allergic to iomeprol or to any other ingredients of Iomeron (see list of 

ingredients in Section 6). 

Warnings and precautions

Talk to your doctor, nurse or pharmacist before being given Iomeron if you 
have any of the following conditions:

- a history of allergy or asthma 
- paraproteinaemia (abnormal proteins in the blood)
- diabetes
- problems when you urinate
- sickle cell disease (your body produces abnormally shaped red blood cells, 

which leads to aneamia)
- multiple myeloma (a tumor of white blood cells)
- heart problems, including coronary heart disease
- kidney problems (because your doctor might wish to review your treatment or 

any planned intervention) 
- liver problems
- over-active or enlarged thyroid gland 
- myasthenia gravis (a disease causing weak muscles) 
- stroke, mini-stroke, brain tumor or other brain diseases
- a history of epilepsy
- alcoholism
- drug addiction
- a growth of the adrenal gland

During or shortly after the imaging procedure you may experience a short-term 
brain disorder called encephalopathy. Tell your doctor straight away if you notice 
any of the symptoms related to this condition described in Section 4.
Thyroid disorders maybe be observed in neonates and premature infants following 
a diagnostic procedure, either of the mother during pregnancy or of the neonate. 
It is recommended to monitor the thyroid function.

Tell your doctor if you are to have a thyroid function test, as iomeprol may interfere 
with these tests.

In all patients dehydration should be avoided and it might be necessary to give 
�uids to ensure this. Particular care should be taken in children and in the elderly, 
and in patients with underlying conditions such as liver, cardiac or renal disorders, 
diabetes, and those who are particularly susceptible to dehydration. 

Other medicines and Iomeron
Tell your doctor, nurse or pharmacist if you are taking, have recently taken, or might 
take any other medicines, including medicines obtained without a prescription. 
Tell your doctor if you are taking the following medicines, as they may react with 
Iomeron:

- painkillers
- antiemetics (treatments that prevent vomiting)
- metformin (a treatment for diabetes)
- anti-epileptics (treatment for epileptic �ts)
- drug for psychiatric illness
- vasopressor agents (used to increase blood pressure)

Tell your doctor if you are taking the following medicines, as they might increase the 
possibility that you will suffer from side effects:

- beta blockers (a treatment for heartbeat problems)
- interferon (a treatment for cancer)
- antidepressant
- interleukin-2 (a treatment for cancer)

It may still be all right for you to be given Iomeron and your doctor will be able to 
decide what is suitable for you.

Iomeron with food and drink
Unless otherwise instructed by the doctor, you should maintain a normal diet on the 
day of the examination. 

Pregnancy, breast-feeding, and fertility
If you are pregnant or breast-feeding, you should only be given Iomeron if your 
doctor believes it is clearly necessary. Tell your doctor if you are pregnant or 
breast-feeding or believe you might be pregnant or you are planning to have a baby. 
If you are pregnant, and have received Iomeron during pregnancy, it is recommended 
to monitor the thyroid funtion of your baby after birth.
Stopping breastfeeding is not necessary.

Ask your doctor, nurse or pharmacist for advice before taking any medicine.

Driving and using machines 
There is no known effect of Iomeron on the ability to drive or operate machines.

3.  How you are given Iomeron 

Iomeron will be given to you by a doctor or a nurse in hospital or clinic. It will be 
injected into an artery or a vein.

Dosage 
The recommended dose depends on which part of the body is being X-rayed and is 
usually in the range 0.2 ml - 250 ml. Your doctor may decide to vary this dose or to 
repeat the dose if required.
The dose for children depends also on the age and the body size.

You will be kept under observation for at least 30 minutes after the examination.

If you have any further questions on the use of this product, ask your doctor, nurse 
or pharmacist.

If you are given more Iomeron than you should: 
You should know that the hospital area or clinic where Iomeron is given to you is 
well equipped to treat any effects of overdose.

4. Possible side effects 

Like all medicines, Iomeron can cause side effects, although not everybody gets 
them. They are usually mild to moderate and not prolonged. However, severe and 
life-threatening reactions sometimes leading to death have been reported. After 
administration by injection into a vein or artery, most reactions occur within minutes, 
and after injection into body cavities or spine, most reactions occur within a few 
hours or longer.

Tell your doctor straight away if you get any sudden wheeziness, dif�culty in 
breathing, swelling of the eyelids, face or lips, rash or itching (especially 
affecting your whole body).

The following side effects have been reported:

Common (between 1 in 10 and 1 in 100 patients)
• feeling hot 

Uncommon PIL (between 1 in 100 and 1 in 1000 patients)
• headache
• dizziness 
• increase in blood pressure
• breathlessness
• vomiting
• feeling sick (nausea)
• redness
• swelling of the skin
• itching
• chest pain
• warmth and pain at the injection site

Rare (between 1 in 1000 and 1 in 10000 patients)
• slow or fast heartbeat, irregular heartbeat
• decrease in blood pressure
• rash
• back pain
• severe weakness
• fever
• changes in results of some laboratory tests which might be carried out by a 

doctor, including kidney, cardiac, U&E and blood tests.

Not known: (cannot be estimated) 
• contact a doctor immediately if you experience a serious skin reaction: a red, 

scaly rash with bumps under the skin and blisters (exanthematous pustulosis)
• unexplained bruising or bleeding (due to low platelet levels)
• haemolytic anaemia (abnormal breakdown of red blood cells, which may 

cause fatigue, rapid heart rate and shortness of breath)
• severe allergic reaction
• anxiety, confusion
• coma, mini-stroke, limited or no blood �ow to the brain, paralysis, �ts, loss of 

consciousness or fainting
• brain disorder (encephalopathy) with symptoms including headache, 

dif�culties with vision, loss of vision, confusion, seizures, loss of coordination, 
loss of movement in one side of the body, problems with speech, and loss of 
consciousness

• dif�culty speaking
• abnormal skin sensations (as tingling or tickling)
• disturbance of memory
• strong desire for sleep
• changes in taste
• visual problems, including transient blindness 
• eye irritation, increased tears
• cardiac arrest, heart attack, heart failure, abnormal heart rhythm, blue colouration 

to skin
• shock
• �ushing due to enlargement of blood vessels
• pale skin (pallor)
• breathing stopped, dif�culty in breathing, water in the lungs, swollen voice 

box, asthma, cough runny nose, throat discomfort, blocked nose
• diarrhea, abdominal pain, increased salivation, enlarged salivary gland, 

dif�culty in swallowing
• swelling of the skin, increased sweating 
• joint pain
• acute kidney failure
• swelling at the injection site
• feeling cold
• feeling of discomfort or unease
• thirst
• pelvic pain

Transient thyroid disorder may occur in neonates, especially in preterm or low birth 
weight neonates.

Reporting of side effects
If you get any side effects, talk to your doctor. This includes any possible side 
effects not listed in this lea�et. You can also report side effects directly via 
HPRA Pharmacovigilance - Earlsfort Terrace - IRL - Dublin 2 Tel: +353 1 6764971 - 
Fax: +353 1 6762517 - Website: www.hpra.ie - e-mail: medsafety@hpra.ie
By reporting side effects you can help provide more information on the safety of this 
medicine.

If you have any other questions not answered in this lea�et please ask the 
medical staff.

5. How to store Iomeron 

You will not be required to store the medicine yourself. Your doctor, nurse or 
hospital pharmacist will know how to store Iomeron.
Keep this medicine out of sight and the reach of children. Store below 30 °C. Keep 
in the original container. 
Do not use this medicine after the expiry date stated on the label. The expiry date 
refers to the last day of that month.
Iomeron should be given to you immediately once drawn up into the syringe.

Do not throw away any medicine via wastewater or household waste. These 
measures will help protect the environment.

6. Contents of the pack and other information

What Iomeron contains 
One ml of Iomeron 150 contains 30.62% of the active substance iomeprol 
corresponding to 150 mg iodine.
The other ingredients are trometamol, hydrochloric acid and water for injection.

What Iomeron looks like and contents of the pack 
Iomeron is supplied in glass bottles containing: 50, 75, 100, 150, 200 or 250 ml of 
clear, colourless solution.
Not all packs sizes may be marketed. 

Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder 
Bracco Imaging spa, Via Egidio Folli 50, 20134 Milano, Italy

Manufacturers
Patheon Italia S.p.A., 2° Trav. SX Via Morolense 5, 03013 Ferentino (FR), Italy
Bracco Imaging S.p.A., Bioindustry Park, Via Ribes 5, 10010 Colleretto Giacosa (TO), Italy
BIPSO GmbH, Robert-Gerwig-Strasse 4, 78224 Singen, Germany

This lea�et was last revised in May 2022

C
I0

0S
Y

13
 -

 0
00

00
0

RETRO - Font size heading c.24 - Font size subheading c.12 - Font size main text c.10 - Font size line-spacing 10.7

Impianto di proprietà della: Bracco s.p.a. via E. Folli, 50 - 20134 Milano - Italy

Cliente: BRACCO s.p.a.

Prodotto: IOMERON 150 (IRLANDA)
SPECIFICA
RIFERIMENTO:

Materiale:

Istruzione
Codice Patheon: Codice Patheon superato: Codice Bracco:

Stesa

Codice Bracco superato:

Piegata Bobina Pre taglio CODICE LAETUS

Tipo Vernice
Apri nota
digitale

se presente

Dimensioni:

Color i n°: Black

Modifica rispetto la versione precedente:

I colori su questa prova sono approssimativi, questa è una stampa a 600 dpi ottenuta con colori a base acqua CMYK.
Definizione e colori non riflettono il risultato finale della produzione stampata.

Patheon Italia S.p.A. viale G.B. Stucchi, 110 - 20900 Monza (MB) - Italy

000000 256771 CI00SY13 CI00SY12

01
Pantone Green 372 Pantone Red 185Pantone Green 347 Pantone Blu 297

150x 560 mm
SF 0003 IS+P

Passo di taglio a mm 00

FCI00SY13-PIL-IOME-150
Versione interna: 01

PIL SAFETY UPDATE-PSUSA AND CDS

CROMinFOTO s.n.c.
GRAFICA - FOTOCOMPOSIZIONE

Via G. Tartini, 2 - 20158 -  MILANO
AZIENDA CERTIFICATA UNI EN ISO 9001:2015

29 APR 2022

Data Obsolescenza Archiviare almeno fino a:Data Emissione StatusPackaging Development Data ObsolescenzaData Emissione Status


