
PATIENT INFORMATION LEAFLET  

 

POLTEOFİLİN 200 MG/100 ML INJECTABLE SOLUTION FOR I.V. INFUSION 

Intravenous administration 

Sterile 

 

Available in 100-ml PVC and PP- Polifleks
®
 bags  

 

Active ingredients:  Each 100 ml of solution contains 200 mg anhydrous theophylline  

Excipients:  Water for injection, dextrose monohydrate, sodium hydroxide (for pH 

adjustment when required) 

 

 

 

 

 

 

 

 

 

 

 

 

 

The following headlines are included in this PATIENT INFORMATION LEAFLET: 

 

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

2. Before you are given POLTEOFİLİN  

3. How you will be given POLTEOFİLİN? 

4. Possible side effects  

5. How to store POLTEOFİLİN  

 

 

 

 

Please read this PATIENT INFORMATION LEAFLET carefully before starting to 

use the drug; because important information is included here. 

   • Keep these PATIENT INFORMATION LEAFLET. You may need to re-read it later. 

   • In case you have additional questions, please consult your doctor or pharmacist. 

   • This drug is prescribed personally for you, do not give to others. 

   • During the use of this drug, please tell your doctor that you are using this drug when 

you visit your doctor or a hospital. 

   • Please follow these instructions strictly. Do not use dosages higher or lower than the 

dosage recommended to you. 

 



 

 

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

POLTEOFİLİN is a single-use solution prepared for intravenous administration solution that 

contains no microbes (sterile) or pyrogens. 

 

Theophylline which is the active ingredient of POLTEOFİLİN is a bronchial dilator the 

relaxes the smooth muscles in the blood vessels of bronchi and lungs (bronchodilator) and 

smooth muscle relaxant. 

Bronchial dilators (bronchodilators) enlarge your air ways in your lungs and make the 

movement of air in and out of your lungs and your breathing easier. 

 

Theophylline also stimulates the respiration center in the brain. 

 

POLTEOFİLİN is used for the treatment and prevention of asthma symptoms and for the 

treatment of the symptoms of chronic bronchitis and reversible bronchospasm (narrowing of 

bronchi). 

 

2. Before you are given POLTEOFİLİN  

 

DO NOT USE POLTEOFİLİN under the following conditions  

 If you are hypersensitive against theophylline, dextrose or other inactive ingredients of 

the product 

 If you have active gastric ulcer or gastritis (inflammation of the gastric mucosa)  

 If you have acute porphyria (a hereditary disease involving the blood pigments)  

 If you are using a drug called Ephedrine  

Use in infants younger than 6 months of age is not recommended. 

 

USE POLTEOFİLİN CAREFULLY under the following conditions  

Status Asthmaticus: This is an episode requiring emergent intervention and generally does not 

respond to classical treatment. Often, treatment will require intravenous drug administration 

and follow-up preferable in the intensive care unit. When rapid response against the 

bronchodilators cannot be obtained during the episode, additional drugs also including 

steroids must be administered. 

 

Theophylline intake in excessive amounts can cause toxicity. Such harmful dosages are 

generally not reached when administered with the recommended dosages. However, if the 

excretion of the drug from your body has been reduced with any reason, e.g., if your liver 

functions are impaired, if you are older than 55 years of age, or particularly if you are male 

with a chronic lung disease, if you have fever going on for a long-term or if the patient is an 

infant under 1 year of age, harmful effects can be seen even when administered with the 

recommended classical dosages. In this case, the high drug levels are maintained even after 

the administration is stopped. 



 

Effects on your heart: Cardiac arrhythmias can be seen in many patients with high levels of 

theophylline. Drugs containing theophylline can cause deterioration of the existing 

arrhythmias. You must be taken under close follow-up is prominent changes are seen in the 

heart rate or rhythm. 

 

Drugs including morphine, curare and stilbamidine must be used carefully in patients with 

respiratory tract obstruction. These drugs can also create respiratory depression that can result 

in respiratory failure in time. Other drugs must be preferred if possible. Since dextrose 

containing solutions can cause agglomeration or destruction of the erythrocytes (red blood 

cells) among the formed elements of blood, they must not be administered through the same 

set with blood. 

 

Solutions administered through the veins can cause excessive fluid overload that will result in 

dilution of the charged particles (electrolytes) in your blood, conditions with courses of fluid 

accumulation or fluid accumulation in your lungs. 

  

The solution must not be used if not clear or if the packaging has been opened. 

 

Higher doses can be required for smokers. 

 

POLTEOFİLİN must be used carefully under the following conditions: 

 Severe cardiac disease  

 Serious oxygen deficiency in the body  

 Hypertension (continuously high blood pressure) 

 Hyperthyroidism (thyroid hormones secreted from the thyroid gland in the neck being 

higher than normal) 

 Cardiac muscle injury with sudden onset (acute myocardial infarction) 

 Cardiac disorder related to lungs (cor pulmonale) 

 A general state of insufficiency in the heart related to fluid accumulation in body 

(congestive heart failure) 

 Conditions of liver disease  

 Being elderly (particularly elderly males) 

 Being a neonate  

 If you have glaucoma (high intraocular pressure), diabetes, epilepsy. 

Particularly, theophylline administration in patients with congestive heart failure requires 

special care. Serum levels of theophylline in such patients frequently remain markedly high 

even after the drug is stopped. 

 

Theophylline must also be used carefully in patients with gastric ulcers. Although the 

symptoms related to the gastrointestinal are rather seen in higher dosages of the drug, they can 

rarely cause local irritation in the gastrointestinal system. 

 



Clinical evaluations and regular laboratory tests must be carried out in long-term intravenous 

treatments and whenever the status of the patient requires it in order to follow the changes in 

the acid-base balance of your body and the changes in the electrolyte concentrations. 

Warnings related to use in children: The data available in children younger than 1 year of age 

are not sufficient. Therefore, the benefits and risks related to the drug must be carefully 

evaluated by the doctor and must be used in infants younger than 6 months only when it is 

absolutely necessary. 

 

If these precautions were valid for you even in the past, please consult your doctor. 

 

Pregnancy 

Consult your doctor or pharmacist before using this drug. 

 

It is not known whether or not POLTEOFİLİN will cause fetal damage or will affect the 

Ability of fertility. Therefore, it must be used only when absolutely necessary during 

pregnancy. 

 

POLTEOFİLİN can pass through the placenta. Respiratory arrest has been reported in a 

neonate related to the stopping of theophylline. 

 

No congenital disorders have been reported related to POLTEOFİLİN. 

 

In case you become aware that you are pregnant during treatment, immediately consult your 

doctor or pharmacist. 

 

Lactation 

Consult your doctor or pharmacist before using this drug. 

 

Theophylline contained in the composition of POLTEOFİLİN passes to human milk, and can 

cause adverse effects in the breastfed infants. Importance of the drug for the mother must be 

evaluated, and a decision must be made either to stop breastfeeding or the drug. 

 

Driving and Using Machines  

POLTEOFİLİN is a preparation used intravenously, therefore, it is not possible to drive or use 

machines during its administration. There is no information available related to the driving or 

machine-using skills in the period following the administration. Together with this, you 

should be careful about the potential impairment of your driving or machine-using skills in 

the period following the administration. 

 

Taking other medicines  

Incompatibility can be seen when the following drugs are added to POLTEOFİLİN:  

 Anileridine hydrochloride (a powerful analgesic used intravenously) 

 Ascorbic acid (a drug administered intravenously to in severe vitamin C deficiency) 



 Vitamin B and C complex (a drug administered intravenously to in severe vitamin B 

and C deficiencies) 

 Chlorpromazine (a drug administered intravenously to help the correction of some 

mental disorders) 

 Codeine phosphate (a powerful analgesic used intravenously) 

 Corticotrophin (a drug used intravenously in case of serious inflammatory or allergic 

conditions) 

 Dimenhydrinate (a drug used intravenously in severe vomiting used in some diseases 

and allergic conditions) 

 Epinephrine hydrochloride (a drug administered intravenously in serious allergic or 

asthmatic episodes or to increase the heart rate) 

 Erythromycin gluceptate (an antibiotic used intravenously in infections) 

 Hydralazine hydrochloride (a drug administered intravenously when blood pressure 

increases) 

 Hydroxyzine hydrochloride (a drug administered intravenously in serious allergy or 

anxiety) 

 Insulin (a drug administered subcutaneously or if required, intravenously in diabetes) 

 Levorphanol tartrate (a drug administered intravenously to treat the respiratory 

paralysis caused by powerful analgesics including morphine and the like) 

 Meperidin hydrochloride (a powerful analgesic used intravenously) 

 Methadone hydrochloride (a powerful analgesic used intravenously) 

 Methicillin sodium (an antibiotic used intravenously in infections) 

 Morphine sulfate (a powerful analgesic used intravenously) 

 Noradrenalin bitartarate (a drug used intravenously to increase the heart rate) 

 Papaverine hydrochloride (a vasodilator drug used intravenously) 

 Penicillin-G potassium (an antibiotic used intravenously in infections) 

 Phenobarbital sodium (a drug used intravenously in epilepsy) 

 Phenytoin sodium (a drug used intravenously in epilepsy) 

 Procaine hydrochloride (a drug used for anesthesia) 

 Prochlorperazine maleate (a drug used intravenously in some psychiatric disorders and 

migraine attacks) 

 Promazine hydrochloride (a drug used intravenously in some psychiatric disorders and 

migraine attacks) 

 Promethazine hydrochloride (a drug used intravenously in serious allergy or anxiety) 

 Tetracycline hydrochloride (an antibiotic used intravenously in infections) 

 Oxytetracycline hydrochloride (an antibiotic used intravenously in infections) 

 Vancomycine hydrochloride (an antibiotic used intravenously in infections) 

 

Effects of the drugs listed below will change with the use of POLTEOFİLİN; therefore, 

POLTEOFİLİN must not be used together with these drugs or substances: 

 Active coal (a drug used orally as the antidote in poisonings) 

 Allopurinol (s drug used in gout) 



 Aminoglutethimide (a drug administered to some cancer patients) 

 Barbiturates (a drug used in epileptic episodes) 

 Beta-blockers (non-selective) (a group of drugs used in some cardiac diseases) 

 Benzodiazepines (a drugs used to treat convulsions) 

 Disulfiram (a drug used to treat alcohol dependency) 

 Ephedrine (a drug used to dilate bronchi) 

 Fluconazole (a drug used in fungal infections) 

 Fluvoxamine (a drug used to treat depression and anxiety conditions) 

 Halothane (a drug used for anesthesia) 

 Hydantoins (a drug used for epilepsy) 

 Influenza vaccine (a vaccine used to prevent flu) 

 Interferon (a drug used in immune system disorders) 

 Isoniazid (an antibiotic used to treat infections like tuberculosis) 

 Calcium canal blockers (a group of drugs used to treat hypertension) 

 Carbamazepine (a drug used for epilepsy) 

 Ketamine (a drug used for anesthesia) 

 Ketoconazole (a drug used in fungal infections) 

 Quinolones (a group of antibiotics used in infections) 

 Corticosteroids (a group of drugs in severe inflammatory or allergic conditions) 

 Lithium (a drug used in some psychiatric diseases) 

 Loop diuretics (a used to increase the urine amount and lower the blood pressure) 

 Macrolides (a group of antibiotics used in infections) 

 Mexiletine (a drug used in some cardiac diseases) 

 Methotrexate (a drug used in some skin disorders, rheumatoid diseases and cancer) 

 Non-depolarizing muscle relaxants (a group of drugs used in anesthesia to relax 

muscles) 

 Oral contraceptives (birth control pills) 

 Propofol (a drug used for anesthesia) 

 Ranitidine (a drug used for the treatment of diseases including gastric ulcer, reflux 

disease and gastritis) 

 Rifampin (an antibiotic used in infections including tuberculosis) 

 Ritonavir (a drug used in AIDS) 

 Sympathomimetic (beta-agonists) (drugs used to treat nasal obstruction through the 

dilation of the blood vessels in the nose) 

 Smoking and using marijuana, which is a narcotic  

 Cimetidine (a drug used to treat peptic ulcer, reflux disease and gastritis) 

 Sulfinpyrazone (a drug used to treat some rheumatoid diseases) 

 Tetracyclines (a group of antibiotics used in infections) 

 Thiabendazole (a drug used to treat some parasitic infestations) 

 Thyroid hormones (drugs used in some goiter diseases) 

 Thiamines (a drug used in vitamin B deficiency) 

 Zafirlukast (a drug used in allergic disease including asthma) 



POLTEOFİLİN has the potential of interacting with drugs containing Hypericum perforatum 

(St.John’s wort). Effects of POLTEOFİLİN can decrease as a result of this interaction. 

Furthermore, if the use of the products containing the herb called “St.John’s wort” is 

terminated; harmful effects can be seen related to the increase of blood levels of theophylline 

contained in POLTEOFİLİN. 

 

In case you are currently using any prescribed drug or OTC, or have used such drugs 

recently, please inform your doctor or pharmacist about these. 

 

3. How POLTEOFİLİN will be given? 

 

Instructions for proper use and dosage/application intervals: 

Your doctor will decide the amount of this drug that you need and the time of application.  

 

• Route and method of administration: POLTEOFİLİN will be administered to your vein. 

Your doctor will inform you about the period of your treatment with POLTEOFİLİN. Do not 

stop the treatment earlier, because if you do, you will not obtain the expected results. 

 

• Different age groups 

Use in children: There are no sufficient clinical studies on the use in children younger than 

one year of age. The benefits and risks to be created by the use in children of this age group 

must be carefully evaluated and theophylline must be used in infants younger than 6 months 

of age only in case of absolute necessity because of metabolic differences. 

 

Use in the elderly: Adult dosages are used in the elderly. However, if the excretion of 

theophylline has been reduced with any reason (e.g., in males older than 55 years of age) 

serum levels can increase even when used in normal dosages and harmful effects can be seen. 

The high drug dosages can continue en these patients even after stopping of the drug. 

 

• Conditions of special use:  

Renal/hepatic impairment:  

There is no additional information about the use in renal/liver insufficiency. However, if the 

excretion of POLTEOFİLİN has been reduced with any reason (e.g., in males older than 55 

years of age) serum levels can increase even when used in normal dosages and harmful effects 

can be seen. The high drug dosages can continue en these patients even after stopping of the 

drug. 

 

If you have any impression that the effects of POLTEOFİLİN is too strong or too weak, 

consult your doctor or pharmacist. 

 

In case you had used POLTEOFİLİN in an amount more than you should: 

If you have used POLTEOFİLİN in an amount more than you should (overdose), anorexia, 

nausea, vomiting, irritability, insomnia, headache, palpitation (tachycardia) or irregular 

heartbeats (extra systoles), rapid breathing, involuntary movements and convulsions similar to 



those in epilepsy can be seen. Convulsions and irregular heartbeats (cardiac arrhythmias) can 

be the initial signs of the overdose poisoning. Increases in the levels of the substance in blood 

called amylase (hyperamylasemia) can be seen to levels suggesting pancreatic inflammation 

(pancreatitis) in case of overdose. 

 

Less common symptoms of poisoning are given in the section 4: “Possible side effects”.  

 

In case you have used POLTEOFİLİN in an amount more than you should, consult a doctor 

or pharmacist. 

 

In case you forget POLTEOFİLİN: 

Do not take double dose to balance the missed dose. 

 

Possible side effects when treatment with POLTEOFİLİN is stopped: 

Your doctor will inform you about you’re the period of your treatment with POLTEOFİLİN 

IV INJECTABLE SOLUTİON FOR IV INFUSİON. Do not stop treatment earlier; otherwise, 

you will not obtain the expected result. 

 

4. Possible side effects  

Like in all the drugs, adverse effects can be seen in individuals who are hypersensitive against 

the contents of POLTEOFİLİN. These adverse effects will be generally mild if the drug has 

not reached harmful levels and will be temporary like the effects of caffeine including nausea, 

vomiting, headache and insomnia. However, if the drug has reached harmful levels, a series of 

adverse effects can be seen including intractable vomiting, cardiac arrhythmias and intractable 

epileptic convulsions that can be fatal.   

 

The adverse effects possible in case the drug had reached harmful levels during the use of 

POLTEOFİLİN are listed below. Frequencies of these adverse effects are not known (it is not 

possible to estimate the adverse effects based on the available data). 

 

Stop taking POLTEOFİLİN and IMMEDIATELY inform your doctor or apply to the 

emergency room of the nearest hospital: 

 Allergic reactions: Wide-spread temperature increase in the body, burning sensation, 

redness, itching, wide-spread rashes, edema in tongue, lips and larynx and related 

breathing difficulty, wide-spread edema and bruising in the body, cough, stupor, 

vertigo and coma. 

 Epileptic episodes: These episodes are generally seen in individuals with nervous 

system diseases or in elderly patients, and generally have milder courses if the drug 

levels have not reached harmful levels as compared to those seen in overdose 

conditions. 

 Rapid heartbeats (tachycardia) or irregular heartbeats (flutter) in normal: These 

are seen in conditions that blood oxygen levels are decreased as in chronic obstructive 

pulmonary diseases (COPD). 

 Effects seen during the intravenous administration of the drug: 



 Increase of body temperature during the administration (febrile reactions) 

 Inflammation of the vein and the surrounding tissue at the administration site  

 Obstruction and inflammation of the vein starting at the site of administration of 

the drug  

 Extravasation of the drug at the administration site  

 Increase in blood volume related to the excessive administration of the drug  

These are all very serious adverse effects. 

Emergent medical intervention or hospitalization can be required. 

 

Inform your doctor in case you become aware of the following: 

 Headache 

 Irritation 

 Insomnia 

 Hyper-excitability  

 Nausea 

 Vomiting 

 Diarrhea 

 Muscular fasciculation and contractions  

 Temporary increase in the urinary output  

 

These are mild side effects of POLTEOFİLİN. 

 

In case you experience any adverse effect not mentioned in this patient information leaflet, 

immediately inform your doctor or pharmacist. 

 

5. How to store POLTEOFİLİN  

Keep POLTEOFİLİN in places out of the sight and reach of children and within its 

packaging. 

 

Use shall not be the expiry date  

Do not use POLTEOFİLİN after the expiry date indicated on the packaging. 

Do not dispose of expired or unused drugs! Give to the collection system determined by the 

Ministry of Environment and Urbanization. 

 

Marketing Authorisation Holder and Manufacturer: 

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 

 

This patient information leaflet has been approved on 29/06/2018. 

 


