
PATIENT INFORMATION LEAFLET 

FENTAVER 0.1 mg/2 mL I.V/1.M Solution for Injection 

Sterile 
Administered intramuscular and intravenously. 

• Active Ingredient: Each 1 mL solution contains 0.0785 mg fentanyl citrate equivalent to 
0.05 milligram fentanyl. 

• Excipients: Sodium chloride, water for injection. 

Read all of this leaflet carefully before you start using this mbdicine because it 
contains important information for you. 

• Keep this leaflet. You may need to read it again. 
• Jf you have any further questions, ask your doctor or pharmacist. 

• This medicine has been prescribed for you only. Do not pass it on to others. lt may harm 
them, even if their signs of illness are the same as yours. 

• Tell your doctor that you are taking this medicine when you go to the doctor or hospital 
during the use of this medicine. 

• Follow exactly what is written in this instruction. Do not use high or low doses other than 

the recommended dosage. 

in this Information Leaflet: 

1. What FENTAVER is andwhat is it usedfor? 

2. Things to consider before using the FENTA VER 

3. How to use FENTAVER? 

4. What are the possible side effects? 

5. Storage of FENTAVER 

Headings are included. 

1. What FENT A VER is and what is it used for? 

• FENT A VER is a solution that is a powerful pain reli ever from the gtroup called "opioid 

analgesics" and applied intravenously and intramuscularly. Strong p~in relief effect of 

FENT A VER lasts for a short time. 

• 1 mL FENTA VER contains fentanyl citrate equivalent to 0.05 milligram entanyl. 

• FENT A VER is available in packages containing 1 O ampoules of 2 mL. 

• FENT A VER is used to prevent or relieve pain that occurs in different types of surgeries. 

FENTAVER can be used in such surgeries: 
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• Short-term surgeries that can be discharged on the day of the operatio1 

• Longer surgeries that may require you to stay in hospital for several days 

• FENTA VER is also used in high doses to reduce your natura! br+ thing rate if you are 

connected to a ventilator (i.e. if you are being given artificial respirayon). In this way, it is 

used to put you to sleep together with a sedative drug called neuro eptic that makes you 

sleepy or causes dizziness in major surgeries. 

2. Things to consider before using the FENTA VER 

FENT A VER is a strong painkiller and should only be prescribed / administered by 

authorized persons. 

DO NOT USE FENTA VER; 

If; 

• You have hypersensitivity (allergy) to fentanyl and any of the excipients (see excipients list) 

ofthe drug, 

• Y ou have hypersensitivity ( allergy) to strong painkillers called 'opioid analgesics', 

• Y ou have had a surgical operation in the bile duct, after this procedure, 

• In combination with drugs in the group of monoamine oxidase iıfuibitors used in the 

trea1ment of depression or for two weeks after discontinııation of treaint with these drugs, 

• Y ou have a respiratory illness that restricts your breathing ( obstructiv , pulmonary disease) 

or your breathing is compressed; In this case, you can only use ENT A VER if your 

breathing is supported by a device called a "ventilator". 

• Before damping the umbilical cord if you are having a normal birt or giving birth by 

cesarean section; FENT A VER can affect your baby's breathing. 

Do not use this medicine if any of the above applies to you. If you are not sure, consult your 

doctor before using FENT A VER. 

USE FENT A VER CAREFULL Y if you; 

Consult your doctor before using this medicine. 

If; 

• Y ou have a problem with your lungs, liver or kidneys . 

• You have decreased thyroid (the gland located in the front of t e neck) functions 

(hypothyroidism ), 

• Y ou have lung disease or respiratory problems, 
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• 

• 

• 

• 

• 

• 

Y ou have an alcohol addiction, 

If you have a brain disorder or have recently suffered a brain disorder /ılinjury, 

Y ou have a disease called Myasthenia gravis that causes muscle fatigu , 

Y ou are being treated with strong painkillers for a long time, 

Y ou have a decrease in blood volume, 

Y ou are elderly or weak due to the disease, use this drug carefully . 

Conditions requiring special monitoring: 

• 

• 

FENTAVER can cause you to breathe more slowly. If such an effect i ı seen, your breathing 

will be closely monitored until it returns to normal. 

Sometimes your blood pressure and heart rate may also need to be monitored . 

Repeated use of fentanyl can lead to the development of tolerance, that is, t e body's insensitivity 

to fentanyl and dependence due to frequent use. 

When using FENT A VER with drugs that affect the serotonin system, a , hemical that allows 

brain cells to communicate with each other and with other nerve cells, cautil n is required against 

the possibility of developing a life-threatening serotonin syndrome. 

If these warnings are valid for you, even at any time in the past, please consult your doctor. 

If your doctor deems appropriate, you can continue to use FENT A VER. 

Use ofFENTAVER with food and drink 

No information has been given regarding FENTAVER's interaction with foo and drink. 

It should not be used with alcohol. When used with St. John's Wort, its ıJveı and effect may 

decrease. 

Pregnancy 

Consult your doctor ar pharmacist before using this medication. 

• If you are pregnant or think you may be pregnant, you can only use FI NT A VER if your 

doctor decides it is absolutely necessary. 

• During delivery (including cesarean delivery) fentanyl should not be ad inistered as it may 

cause respiratory suppression in the newborn. 
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1f you notice that you are pregnant during treatment, consult your doctor o pharmacist. 

Breast-feeding 

Consult your doctor or pharmacist before using this medication. 

FENT A VER passes into milk. Do not breastfeed your baby while using FENT A VER. 

Do not breastfeed your baby or use expressed breast milk before 24 hot s after FENT A VER 

administration. j 
Driving and using machines 

Do not drive or use machinery for at least 24 hours after taking FENT AV R as you may be less 

careless than usual. 

This medicine may impair your ability to drive as it may cause you to bec me drowsy, dizzy, or 

lightheaded. After the application of FENT A VER, do not use tools or achines and do not 

perform tasks that require attention before suffıcient time has elapsed. 

Do not drive before learning how the drug will affect you. 

It is a traffic offense to drive while under the influence of this medictne; However, if the 

following applies to you, taking the drug does not knowingly cornrnit a tr1c offense: 

• This medicine is prescribed for the treatment ofa medical illness or den\ al treatment. 

• Y ou are taking the medicine as your prescriber told you and as directedl in this "lnstructions 

for Use". 

• lf it does not affect your ability to drive safely. 

After using FENTA VER, always consult your doctor before using a vehicle r machine. 

lmportant information about some of the excipients in FENTA VER 

lf you need to keep your salt intake under control (if you are on a contro ı led sodium diet), be 

careful about the following : 

• Since each ampoule of FENT A VER contains less than 23 mg of sodiuI , no sodium-related 

side eff ects are expected. 

• However, the contents of the ampoule can be diluted with salt solution efore being given to 

you. For this reason, sodium in the salt solution used in dilution shoul~ also be taken into 

consideration. 

Using other medicines 

Since many drugs cannot be used with FENTA VER, always inform your do\ tor if you are taking 

any ot~er medication. This is also_ true for_ n_on-prescription or herbal medicinr . 

Especıally do not take the followıng medıcınes and tel1 your doctor or nurse · f you have taken in 

the last two weeks: f J:~v 
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• Some drugs called monoamine oxidase inhibitors and used in the tr atment of depression 

(mental depression). 

Do not use FENTAVER ifyou are using this group of drugs. 

It is important to talk to your doctor or nurse, especially if you are takin any of the following 

medicines: 

• Drugs such as citalopram, duloxetine, escitalopram, fluoxetine, flu \oxamine, paroxetine, 

sertraline and venlafaxine used in the treatment of depression (mental depre\ssion). 

If any of the following drugs are taken together with FENT A VER, there ay be an increase in 

the effects of FENTAVER or these drugs: 

•Other strong pain relievers such as morphine or codeine called "opioid ana gesics" for your pain, 

• Medications that make you sleepy (anesthetic agents) 

• Medications used to treat anxious situations (anxiety) (tranquilizers) or sle . ping pills, 

•Medicines such as ritonavir, indinavir or saquinavir, which are used in e treatment of HIV 

(human immunodeficiency virus, AIDS agent) infection, which are protease inhibitor antivirals, 

• Fungicides such as fluconazole or voriconazole, 

If you need to take drugs called etomidate and midazolam together with F ' NTA VER, the dose 

of these drugs may need to be reduced. 

1f yau are currently using any prescriptian ar nan-prescriptian medicine ar ave used it recently, 

p lease infarm your dactar ar pharmacist abaut them. 

3.How to use FENTA VER 

FENT A VER should be administered in an environment that only the airway can control and by a 

person who can control the airway. 

Instructions for use and dose/administration frequency: 

The amount of FENT A VER to be applied varies depending on the person an , the situation. 

Y our doctor will determine how much FENT A VER you should use based 01 your body weight, 

general health condition, age, the purpose of this medicine and the other medi ines you are using. 

Method of administration 

FENT A VER is administered by injection into the vein and muscle (intrave ous, intramuscular 

administration). 

It can be administered with an anesthetic agent. 

It can also be used with some other drugs to alleviate some of the side effec s of FENT A VER, 

such as slowing the heart rate and hardening of the muscles. 
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The dose of FENT A VER given as an infusion depends on body weight. 

As an initial dose, 1 microgram per kilogram per minute can be given for the first 1 O minutes. 

If necessary, it can be continued with 0.1 micrograms per kilogram every minute of the 

operation. 

Drops are normally 40 minutes after the end of the operation will be terminated first. 

Various age groups 

Use in children: 

In children between the ages of 2-12, treatment should be started at the doses recommended by 

the doctor. 

FENT A VER should be administered by experienced personnel ın environments with the 

necessary equipment to provide a possible support for breathing. 

Use in the elderly: 

Lower doses of FENTA VER may be required in elderly or debilitated persons. 

Special cases of use: 

Renal/Hepatic failure: 

FENTA VER doses should be carefully adjusted in patients with impaired kidney and liver 

function. Y our doctor will make this dose adjustment. 

1f you have an impression that the effect of FENT A VER is too strong or too weak, talk to your 

doctor or pharmacist. 

lfyou use more FENTAVER than you should 

It is unlikely that you will be overdosed, but your doctor will take the necessary precautions. Its 

main symptom is respiratory depression. 

Talk to a physician or pharmacist if you have used more FENTAVER than you should use. 

lf you forget to use FENT A VER 

Since FENTAVER will be administered to you by your doctor, it is unlikely that you will forget 

to use it. 

Do not take double doses to make up for forgotten doses. 

Effects that may occur when treatment with FENT A VER is terminated 

Y our doctor will terminate and monitor the FENT A VER treatment. 

4. What are the possible side effects 

As with all medicines, there may be side effects in people who are sensitive to the ingredients of 
FENTA VER. Y our doctor will observe these effects during the administration. 
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lf you notice any of the following, stop using FENT A VER and inform your doctor 
IMMEDIATELY, or apply to the emergency service ofthe nearest hospital: 

• Swelling of the hands, feet, ankles, face, lips Of swelling of the mouth Of throat that makes it 
difficult to swallow Of bfeathe. 

• Rash, itching 
• Fainting 

The frequency of advefse events is feported using the following categofies. 
Very common : can be seen at least 1 out of 1 O patients. 
Common : can be seen less than one in 1 O patients, but mofe than one in 100 

patients. 
Uncommon : can be seen less than one in 100 patients, but mofe than one in 

1,000 patients. 
Rafe : can be seen less than one in 1.000 patients, but can be 

seen mofe than 10,000 patients in one. 
Very fare 
Unknown 

: can be seen less than one in 10,000 patients. 

: cannot be estimated from available <lata. 

Very common: 

• Nausea, vomiting, 

• Stiffness of the muscles (may alsa affect the fib cage muscles), 

Common: 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Agitation (festlessness ), 

Difficulty doing body movements, 

Dizziness, 

Giddiness, 

Vision problems, 

lrfegulaf heartbeat (slowing down Of speeding up), 

Low Of high blood pfessure, 

Pain in the veins, 

Sensation of suffocation caused by cramping (spasm) in the muscles in the throat afea, 

Difficulty in bfeathing, 

Short-tefm cessation of bfeathing (apnea). In this case, you will be helped by a device 
(ventilatof) to bfeathe if needed, 

Skin rashes, allefgic defmatitis (fedness and itching caused by the feaction of the skin to 
external agents ), 

• Confusion aftef sufgery, 
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Uncommon: 

• Changes in blood pressure 

• Negativities about breathing, 

• Breathing more often than usual 

• Body temperature below normal or chills / tremors, 

• Headache, 

• Swelling or clotting ofa vein, phlebitis (inflammation in yom veins ), 

• Hiccups, 

• Excessive cheerfulness / happiness, 

Unknown 

• Difficulty breathing or severe allergic reactions that may lead to dizziness and urticaria. 

• Seizures ( convulsions ), 

• Loss of consciousness, 

• Tics in the muscles, 

• Heart arrest, 

• Slow or shallow breathing, 

• Itching of the skin, 

• Respiratory suppression 

Other side effects seen when FENT A VER is administered in combination with drugs called 
neuroleptics that can be given before or during surgery: 

• Shivering and restlessness, 

• Seeing objects that are not there (hallucinations), 

• Abnormal movements, including tremors and shaking of the hands and fingers, twisting 
movements in the body, staggering walking and stiffness in the arms and legs. 

Jf you experience any side effect not mentioned in this patient information leaflet, inform your 
doctor or your pharmacist. 

Reporting of the side effects: 

If you get any side effects listed or not listed in this leaflet, talk to your doctor, pharmacist or 
nurse. Also, report the side effects you encounter to the Turkish Pharmacovigilance Center 
(TÜFAM) by clicking on the "Drug Side Effects Reporting" icon on www.titck.gov.tr or by 
calling the side effect reporting line at O 800 314 00 08. By reporting side effects, you can help 
provide more information on the safety of this medicine. 



Store at room temperature under 25 ° C. 

FENTA VER is stable for 24 hours at 2-8 ° C when diluted with 0.9% NaCl and 5% Dextrose 

solution. 

Store the ampoules in their original outer carton to protect from light. 

Use in compliance with the expiry date. 

Do not use FENTAVER aier the expiry date which is stated on the packaging. 

If you notice any damage on the product and / or package, do not use FENT A VER. 

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

the Ministry ofEnvironment and Urbanization. 

Marketing Authorization Holder 

HA VER F ARMA İlaç A.Ş. 

Akbaba Malı. Maraş Cad. No:52/2/1 34820 

Beykoz / İstanbul 

Manufacturer: 

Osel İlaç Sanayi ve Ticaret A.Ş. 

Akbaba Malı. Maraş Cad. No: 52 

Beykoz İSTANBUL 

This patient information leaflet approved in ...... .. ... .. 
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