
 

 

PATIENT INFORMATION LEAFLET 

 

İOPOLİMİD 300 mgI/ml Solution For Injection 

It is administered by injection. 

Sterile 

 

Active substances: Each 1 mL solution contains 623 mg iopromide. 

Excipient(s): Calcium disodium EDTA, trometamol, dilute hydrochloric acid (10%), water 

for injection. 

 

 

The following subjects are covered herein: 

1. What İOPOLİMİD is and what it is used for? 

2. Before you given İOPOLİMİD? 

3. How you will be given İOPOLİMİD? 

4. Possible side effects 

5. How to store İOPOLİMİD? 

1. What is İOPOLİMİD and what is it used for? 

• İOPOLİMİD 300 mgI/ml Solution For Injection contains 623mg iopromide in 1 milliliter. 

• Iopromid, the active ingredient of İOPOLİMİD belongs to the class of iodinated X-ray 

contrast media and weakens the X-ray due to the iodine in it. 

 • İOPOLİMİD 300 mgI/ml Solution For Injection is available in colorless glass bottles of 50 

and 100 milliliters. The solution in the bottle is clear and free of particles. 

Before using this medicine, read all of this PATIENT INFORMATION LEAFLET carefully. 

Because, this leaflet includes important information for you. 

 Keep this PATIENT INFORMATION LEAFLET. You may need to read it again. 

 If you have any further questions, ask your doctor or pharmacist. 

 This medicine has been prescribed for you. Do not pass it on to others. 

 During the use of this medicine, tell that you are using this medicine when you go to a 

doctor or hospital. 

 Follow the written instructions exactly. Do not use higher or lower dose than the 

recommended dose. 



 

 

• İOPOLİMİD is used for diagnostic purposes. It is used to clarify the image in the films taken 

(computed tomography (CT), arteriography (imaging of the arteries) and venography 

(imaging of the veins), intravenous/intraarterial digital subtraction angiography (DSA) 

(intravenous/intra-arterial DSA), intravenous urography (urinary system imaging after 

intravenous administration) ERCP (endoscopic retrograde cholangiopancreatography (an 

interventional method that provides imaging of the bile ducts and pancreas)), arthrography 

(imaging of the joints and other body cavities). 

İOPOLİMİD 300 is specifically for angiocardiography (imaging of the heart and major 

vessels). 

İOPOLİMİD is not used intrathecally (by applying the needle to the area around the spinal 

cord to deliver the drug directly to the central nervous system).  

2. Before you are given İOPOLİMİD? 

DO NOT USE İOPOLİMİD under the following circumstances 

 Intrathecal (by injecting drug into the spinal canal) use, 

 In the case of long-term fasting or use of laxatives before contrast agent injection in 

pediatric patients, 

 If you are allergic to such drugs, 

 If you are hypersensitive to the active substance or other ingredients of the drug. 

 Take special care with İOPOLİMİD in following conditions 

If;  

 your thyroid gland is overworked, 

 you have a history of asthma or other allergic diseases, 

 you have a tendency to develop a hypersensitivity reaction, 

 you are elderly 

 you have cerebral arteriosclerosis disease with hardening of the cerebral vessels, 

pulmonary emphysema, which is abnormally enlarged due to damage to the walls of the 

air cells in the lungs. 

 you have kidney and liver failure, 

 you have cardiovascular disease, 

 you have a disease affecting the brain such as epilepsy or a history of seizures, 

 you have multiple myeloma with a bone marrow disease or paraproteinemia, which is an 

increase in antibody-producing cells, 

 you have taken repeated and / or high doses of a contrast agent such as İOPOLİMİD, 



 

 

 you have diabetes, 

 you have a tumor in your suprarenal gland, 

 you have an immune system disease, 

 you have a muscle disease called myasthenia gravis, 

 you are addicted to alcohol, 

 you have a blood clotting problem in your veins, 

 you have restlessness, anxiety or concern problem, 

 you have had a reaction to any contrast agent in the past. 

 

It should be ensured that adequate hydration (fluid supplement) is provided in patients who 

will be administered İOPOLİMİD. This is especially true for patients with bone marrow 

cancer, multiple myeloma, diabetes, more or less urine than normal, high uric acid in the 

blood, as well as newborns, infants, young children and elderly patients. 

 

İOPOLİMİD should not be used in myelography (an examination used to visualize special 

structures in the spinal cord).  

 

If these warnings were experienced by you, even at any time in the past, please contact your 

doctor. 

Use of İOPOLİMİD with food and drink 

If the procedure is to look at your abdomen, kidneys or bladder you may be asked to avoid 

foods that cause flatulence for two days beforehand. 

These foods include: 

- peas, beans, lentils, salads, fruit 

- brown and fresh bread  

- all kinds of uncooked vegetables 

If you have a disorder of your body water and body salts balance this will be corrected before 

the examination. 

Do not reduce the amount you normally drink before the investigation, especially if you have 

any of the following: 

• multiple myeloma (disease of the bone marrow) 

• diabetes mellitus 

• polyuria (production of large amounts of urine which is pale in colour) 



 

 

• oliguria (production of small amounts of urine)  

• gout (gout disease - recurrent inflammatory disease with complaints of redness, tenderness, 

warmth, and swelling in the joints) 

Also, do not reduce the fluid intake of babies, young children, or in someone who is in a very 

poor general state of health.  

 

Pregnancy 

Before using this medicine consult your doctor or pharmacist. 

X-ray examinations should be avoided during pregnancy. Adequate and controlled studies 

have not been conducted in pregnant women. There are insufficient data to show that non-

ionic  contrast agents are safe for use in pregnant women. As far as possible, radiation should 

be avoided during pregnancy and the benefits of X-ray examination with or without contrast 

agent should be weighed carefully against possible risks. 

Do not use İOPOLİMİD during pregnancy unless it is specifically deemed appropriate by 

your doctor.  

If you notice that you have been pregnant during treatment, tell your doctor or pharmacist 

immediately. 

Breastfeeding 

Before using this medicine consult your doctor or pharmacist. 

The safety of İOPOLİMİD in breastfed infants has not been investigated, but İOPOLİMİD 

can pass into breast milk in very small amounts. 

Driving and using machinery 

Unknown. However, it is not recommended to drive or use machine within 1 hour after the 

last injection due to the risk of reaction. 

 

Important information on some excipients present İOPOLİMİD 

This medicinal product contains less than 1 mmol (23 mg) sodium in each 1 ml dose. 

Therefore, it is “sodium-free”. 

Taking with other medicines 

When used with some medications, the effect of İOPOLİMİD or the other drug used may 

change. Please tell your doctor if you are using the following drugs: 

• Biguanide group drugs used in diabetes (metformin) 

  • Medicines used in the treatment of depression and psychiatric diseases 

•   Beta blockers used as blood pressure reducers 



 

 

• Interleukin-2 used to suppress the immune system 

• Thyrotropic radioisotopes used in diagnosis and treatment of thyroid disease 

If you are taking or have recently taken any other medicines, with or without a prescription, 

tell your doctor or pharmacist. 

 

3. How you will be given İOPOLİMİD? 

Instructions regarding correct use and dosage/administration frequency: 

The dosage of İOPOLİMİD will be determined by your doctor according to the procedure to 

be applied, your age and weight, and will be administered to you. 

Route and method of administration: 

It is administered intravenously or into body cavities. 

Different age groups 

Use in children: The dose of İOPOLİMİD will be determined by your doctor according to the 

procedure to be applied, your age and weight, and will be applied to you. 

Elderly:  It should be used with caution, as the risk of reactions to iodinated contrast media 

increases in the elderly. 

 

Special conditions of use: 

Renal failure: It should be used with caution in patients with renal failure. 

Hepatic impairment: Dosage adjustment is not considered necessary in patients with hepatic 

impairment. 

If you have the impression that the effect of İOPOLİMİD is too strong or weak, talk with your 

doctor or pharmacist. 

If you have taken more İOPOLİMİD than you should have: 

Fluid and electrolyte imbalance, renal failure, and cardiovascular complications may occur 

when İOPOLİMİD is used more than necessary for intravenous intake. Fluid, electrolyte and 

kidney functions should be monitored. 

Tell your doctor or pharmacist if you use more İOPOLİMİD than you should. 

If you forget to take İOPOLİMİD 

Do not take double dose to make up the dose you have missed. 

Effects that may occur if you stop taking İOPOLİMİD: 

Since İOPOLİMİD is used only for diagnostic purposes and not for the treatment of diseases, 

no effect is expected. 

4. Possible side effects 



 

 

Hypersensitivity / allergic reactions (skin itching, rash, skin eruption, shortness of breath, 

feeling of suffocation, respiratory failure, windpipe / pharynx / tongue / face swelling, painful 

swallowing, headache, dizziness, itching or tearing in the eyes, throat discomfort, sneezing, 

coughing, feeling cold or hot, sweating, pallor or redness of the skin, chest pain / tightness) If 

you have one of these, you have a serious allergy to İOPOLİMİD. 

You may need urgent medical attention or hospitalization. 

Common side effects (1 to 10 people in 100 are likely to experience side effects): 

•Nausea 

• Headache 

•Feelings of warmth or pain 

Uncommon side effects (1 to 10 people in 1,000 are likely to experience side effects): 

• Dizziness  

• Restlessness 

• Blurred / disturbed vision 

• Heart rhythm disturbance 

• Enlargement in veins 

• Sneezing 

• Cough 

 • Vomiting 

• Taste disorders 

• Hives 

• Itching 

• Rash 

• Redness 

•   Kidney impairment * 

• Weakness 

• Trembling 

• Sweating 

• Vessel pressure reactions 

Rare (side effects that 1 to 10 out of each 10,000 people are likely to experience):  

• Allergic shock (including fatal cases) 

• Thyroid function changes, thyroid hormone related crisis 



 

 

•   Loss of feeling / impairment, confusion, tension, irritability, memory loss, speech 

disorders, drowsiness, loss of consciousness, coma, tremors, seizure, paralysis, brain damage, 

stroke, temporary blindness * 

• Eye inflammation, watery eyes 

•Hearing impairment 

•Palpitations, chest pain / tightness, increase or decrease in heart rate, cardiac arrest, heart 

failure, heart attack, bruising 

• Low or high blood pressure, shock, narrowing of the vessels *, intravascular coagulation 

disorder and obstruction * 

• Nasal inflammation, shortness of breath, swelling of the mucous membranes, asthma, 

hoarseness, trachea / pharynx / tongue / facial edema, narrowing of the bronchi / windpipe / 

pharynx, pulmonary edema, respiratory failure, respiratory arrest 

• Throat discomfort, painful swallowing, swelling of the salivary glands, abdominal pain, 

diarrhea 

• Mouth / eye / lips edema, skin necrosis and diseases with severe skin rash (such as Stevens-

Johnson and Lyell syndrome) 

• Kidney failure* 

• Paleness, body temperature changes, edema, regional pain in case of extravasation of the 

drug, mild temperature and edema, inflammation and tissue damage 

* for intravenous use only 

 In addition to the side effects listed above, the following side effects may also occur during 

the ERCP (endoscopic retrograde cholangiopancreatography) procedure: High pancreatic 

enzyme levels (increased pancreatic enzyme levels) (common), pancreatitis (rare). 

Tell your doctor or pharmacist if you notice any other effects not listed in this leaflet. 

5. How to store İOPOLİMİD 

Store İOPOLİMİD in its packaging and keep out of the reach and sight of children. 

Store at room temperature below 25°C.  

Protect from light and x-rays. 

Do not throw away expired or unused medicines! Give to the collection system determined by 

the Ministry of Environment and Urbanization. 

 

Use in compliance with the expiry date.  

Do not use İOPOLİMİD after the expiry date on the package / carton / bottle. 

If you notice any defects in the product and / or package, do not use İOPOLİMİD.  

 

Marketing Authorisation Holder: 



 

 

POLİFARMA İLAÇ SAN. VE TİC. A.Ş. 

Vakıflar OSB Mahallesi, Sanayi Caddesi, No:22/1  

Ergene/TEKİRDAĞ/TURKEY 

Tel: +90 282 675 14 04 

Fax: +90 282 675 14 05 

Manufacturing Site:  

AROMA İLAÇ SANAYİ LTD. ŞTİ. 

Vakıflar OSB Mahallesi, Sanayi Caddesi, No:22/1 Kat:2  

Ergene/TEKİRDAĞ/TURKEY 

Tel: +90 282 675 10 06 

Fax: +90 282 675 14 05 

 

This patient leaflet was approved on 13.06.2018 

  



 

 

THE FOLLOWING INFORMATION IS INTENDED FOR MEDICAL OR 

HEALTHCARE PROFESSIONALS ONLY 

Posology and method of administration 

Dietary recommendations 

 Normal diet can be continued for up to two hours before the examination. In the last two 

hours, the patient should refrain from eating. 

Hydration  

Adequate hydration should be maintained before and after intravascular contrast medium 

administration. This is especially true for patients with multiple myeloma, diabetes mellitus, 

polyuria, oliguria, hyperuricemia, as well as for newborns, infants, young children and elderly 

patients. 

Newborns (<1 month) and infants (1 month - 2 years old) 

Young children (age <1 year) and especially neonates are very sensitive to electrolyte 

imbalance and haemodynamic changes. Care should be taken regarding the amount of 

contrast agent administered, the technical performance of the radiological procedure and the 

patient's condition. 

Anxiety 

Pronounced state of excitement, anxiety and pain may increase the risk of side effects or 

exacerbate contrast agent-related reactions. Such patients may be given a sedative. 

Heating before use 

Contrast material, which is brought to body temperature before use, is better tolerated and is 

more easily injected due to the reduced viscosity. Using a heater, the bottle should be heated 

to 37 degrees for the amount calculated to be required on the day of the examination. It has 

been shown that when protected from sunlight, longer heating periods do not alter chemical 

purity. However, this period should not exceed three months. 

Test 

Sensitivity testing using a small test dose of contrast medium is not recommended as there is 

no predictive value. Also, the test dose on its own can cause severe or even fatal 

hypersensitivity reactions. 

Posology / application frequency and duration: 

Dosage for intravascular use  

In patients with marked cardiovascular or renal insufficiency and in poor general condition, 

the contrast medium dosage should be kept as low as possible. It is recommended that these 

patients' renal function be monitored for at least 3 days after the examination. 



 

 

The dose should be adapted to the age, weight, clinical problem and examination technique. 

The doses given below are recommendations only and correspond to the average adult dose of 

70 kg. Doses are given for a single injection or per kilogram of body weight as shown below. 

Generally, 1.5 grams of iodine per kilogram of body weight (BW) is well tolerated. 

Between separate applications, the body should be given sufficient time to normalize the 

increased osmolality by the interstitial fluid. In some special cases, if it is necessary to exceed 

the dose of 300-350 ml in adults, additional water and electrolytes should be given if possible. 

Recommended doses for single injection: 

Conventional angiography 

 Thoracic aortography = 50 - 80 ml İOPOLİMİD 300 mgI/ml Solution For Injection / 

İOPOLİMİD 300 mgI/ml Solution For Injection 

Angiocardiography 

Recommended doses for single injection: 

Conventional angiography 

Aortic arch angiography = 50 - 80 ml İOPOLİMİD 300 mgI / ml solution for injection 

Selective angiography = 6 - 15 ml İOPOLİMİD 300 mgI / ml solution for injection 

Thoracic aortography = 50 - 80 ml İOPOLİMİD 300 mgI / ml solution for 

injection/IOPOLIMID 370 mgI / ml solution for injection 

Abdominal aortography = 40 - 60 ml İOPOLİMİD 300 mgI / ml solution for injection 

Arteriography 

Upper extremities = 8 - 12 ml İOPOLİMİD 300 mgI / ml solution for injection 

Lower extremities = 20 - 30 ml İOPOLİMİD 300 mgI / ml solution for injection 

Venography 

Upper extremities = 15 - 30 ml İOPOLİMİD 300 mgI / ml solution for injection 

Lower extremities = 30 - 60 ml İOPOLİMİD 300 mgI / ml solution for injection 

 

Intravenous DSA 

I.V. bolus injection of 30 - 60 ml İOPOLİMİD 300 mgI/ml Solution For Injection (flow rate: 

8 - 12 ml / sec into the cubital vein, 10 - 20 ml / sec into the vena cava) is recommended only 

for contrast-enhanced visualization of large vessels. The amount of contrast material left in 

the veins; It can be reduced immediately by bolus administration of isotonic sodium chloride 

solution and used for diagnostic purposes.  

Adult = 30 - 60 ml İOPOLİMİD 300 mgI/ml Solution For Injection 

 



 

 

 Intra-arterial DSA The dose and concentrations used in conventional angiography can be 

reduced for intra-arterial DSA (digital subtraction angiography). 

 

Computed Tomography (CT) 

If possible; İOPOLİMİD i.v. It should be given as a bolus, preferably by an autoinjector. 

In slow scanners only, to achieve a relative constant - although not maximum - blood level, 

half of the total dose should be given as a bolus and the rest should be administered within 2 

to 6 minutes. 

 

The spiral CT enables rapid access to data volume during a single breath hold in the single - 

but especially multi-slice technique. The use of the automatic power injector and bolus 

monitoring is highly recommended to optimize the effect of the i.v bolus dose delivered at the 

region of interest (peak, time and duration of the rise). 

 

Whole body CT 

In computed tomography; the required contrast agent doses and the rate of administration 

depend on the organ to be examined, the diagnostic problem, and especially the different 

scanning and imaging times of the scanners used. 

 

Cranial CT 

In adults: 1.0 – 2.0 ml / kg body weight İOPOLİMİD 300 mgI/ml Solution For Injection 

 

Intravenous Urography 

The lack of physiological concentration of the nephrons that are not fully mature in newborns 

and infants requires a relatively higher dose of contrast agent. 

 

The following doses are recommended (BW: Body Weight). 

In newborns (<1 month) 1.2 g iodine per kg = 4.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection  

In infants (1 month-2 years) 1.0 g iodine per kg = 3.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection 

 In young children (2-11 years) 0.5 g iodine per kg = 1.5 ml / kg BW İOPOLİMİD 300 

mgI/ml Solution For Injection  



 

 

Adolescent and adults 0.3 g iodine per kg = 1.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection  

In special indications, dose increase is possible if necessary. 

Doses for use in body cavities during arthrography, hysterosalpingography and ERCP, 

contrast agent injections should be monitored by fluoroscopy. 

 

Recommended doses for single injection: 

The dosage may vary depending on the age, weight and general condition of the patient. It 

also depends on the clinical problem, examination technique and the area to be examined. The 

doses given below are recommendations only and are average doses for a normal adult. 

Arthrography 

5 - 15 ml İOPOLİMİD 300 mgI/ml Solution For Injection  

 

 

ERCP: Dosage is usually based on the clinical problem and the size of the structure to be 

imaged. 

Other: Dosage is usually based on the clinical problem and the size of the structure to be 

imaged. 

Method of Administration: 

If possible, intravascular administration of the contrast medium should be done while the 

patient is lying down. 

Computed Tomography (CT) 

 If possible; İOPOLİMİD should be given as an i.v. bolus, preferably by an autoinjector. 

In slow scanners only, to achieve a relative constant - although not maximum - blood level, 

half of the total dose should be given as a bolus and the rest should be administered within 2 

to 6 minutes. 

Intravenous Urography 

Following the administration of İOPOLİMİD 300 mgI/ml Solution For Injection at the 

aforementioned doses and within 1-2 minutes, the contrast-rich appearance of the renal 

parenchyma is obtained 3-5 minutes later, the renal pelvis and ureters after 8-15 minutes. For 

the film, early times should be chosen for young patients and late times for the elderly. 

 

Normally, it is recommended to take the first film 2 to 3 minutes after contrast agent 

administration. 



 

 

Late films can provide better visualization of the urinary system in newborns, infants and 

those with impaired renal function. 

Additional information on special populations: 

 Renal / Hepatic impairment: 

 Renal impairment: 

The dose of contrast agent should be kept as low as possible in patients with severe renal 

insufficiency and poor general condition. It is recommended that these patients' renal function 

be monitored for at least 3 days after the examination. 

Hepatic impairment: 

Since only 2% of the administered dose is excreted in the faeces and is not metabolized, 

iopromide elimination is not affected by the deterioration of liver functions. It is considered 

that no dose adjustment is necessary in patients with hepatic impairment. 

Pediatric population: 

 

Intravenous urography 

The lack of physiological concentration of the nephrons that are not fully mature in newborns 

and infants requires a relatively higher dose of contrast agent. 

The following doses are recommended (BW: Body Weight). 

In newborns (<1 month) 1.2 g iodine per kg = 4.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection  

In infants (1 month-2 years) 1.0 g iodine per kg = 3.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection 

 In young children (2-11 years) 0.5 g iodine per kg = 1.5 ml / kg BW İOPOLİMİD 300 

mgI/ml Solution For Injection  

Adolescent and adults 0.3 g iodine per kg = 1.0 ml / kg BW İOPOLİMİD 300 mgI/ml 

Solution For Injection 

 

Geriatric population: 

Due to vascular pathology and neurological disorders, the risk of overreaction to iodinated 

contrast media increases in the elderly. 

İOPOLİMİD should be brought to a temperature suitable for body temperature before use. 

Visual Inspection: 

İOPOLİMİD is available as a ready-to-use clear, colorless to pale yellow solution. 



 

 

The contrast medium should be visually inspected prior to use and should never be used when 

discoloration is observed, the presence of particles (including crystallization) or damage to the 

bottle. Since İOPOLİMİD is a highly concentrated solution, crystallisation (milky cloudy 

appearance and / or sedimentation or crystals in solution) may occasionally occur.  

Vials 

 Contrast medium solution should not be drawn into the infusion bottle connected to the 

syringe or infusion set until just prior to the examination. 

The cap should never be punctured more than once to avoid multiple microparticles from the 

stopper to the solution. Long-tipped cannulae with a maximum diameter of 18 G are 

recommended for puncturing the rubber stopper and withdrawing the contrast agent (suitable 

traction cannulas with lateral hole eg. Nocore-Admix cannulas are particularly suitable). 

 

Unused products or waste materials should be disposed of in accordance with the "Medical 

Waste Control Regulation" and "Packaging and Packaging Waste Control Regulation". 

After an examination, the increased contrast medium solution should not be used again. 

 


