
SECTION 1: PATIENT INFORMATION LEAFLET (PIL) 

 

Levofloxacin 

5 mg/ml 100 ml Intravenous Infusion 

Levofloxacin  

 

 Read all of this leaflet carefully before you are given this medicine because it contains 

important information for you. 

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

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

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

harm them, even if their signs of illness are the same as yours. 

 If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any 

possible side effects not listed in this leaflet. 

 

In this leaflet: 

1. SERIOUS SIDE EFFECTS 

2. WHAT LEVOFLOXACIN IS AND WHAT IS USED FOR 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE LEVOFLOXACIN  

4. HOW TO TAKE LEVOFLOXACIN 

5. POSSIBLE SIDE EFFECTS 

6. HOW TO STORE LEVOFLOXACIN AND OTHER INFORMATION 

7. FURTHER INFORMATION 

 

1. SERIOUS SIDE EFFECTS 

Severe allergic reactions can occur very rarely. These can happen after the first dose or even after 

treatment has stopped.  

Stop having Levofloxacin 5 mg/ml Intravenous Infusion and tell a doctor or nurse straight 

away if you notice the following side effect:   

Very rare (may affect up to 1 in 10 000 people)   

 You have an allergic reaction. The signs may include: a rash, swallowing or breathing 

problems, swelling of your lips, face, throat, or tongue.   

Stop having Levofloxacin 5 mg/ml Intravenous Infusion and tell a doctor or nurse straight 

away if you notice any of the following serious side effects - you may need urgent medical 

treatment: 

Rare (may affect up to 1 in 1 000 people)   



 Watery diarrhea which may have blood in it, possibly with stomach cramps and a high 

temperature. These could be signs of a severe bowel problem   

 Pain and inflammation in your tendons or ligaments which could lead to rupture. The 

Achilles tendon is affected most often   

 Fits (convulsions)   

Very rare (may affect up to 1 in 10 000 people)   

 Burning, tingling, pain, or numbness. These may be signs of something called 

“neuropathy” 

Other:   

 Severe skin rashes which may include blistering or peeling of the skin around your lips, 

eyes, mouth, nose and genitals   

 Loss of appetite, skin and eyes becoming yellow in color, dark-colored urine, itching, or 

tender stomach (abdomen). These may be signs of liver problems which may include a 

fatal failure of the liver   

If your eyesight becomes impaired or if you have any other eye disturbances whilst taking 

Levofloxacin 5 mg/ml Intravenous Infusion, consult an eye specialist immediately.   

Serious heart rhythm changes (QT prolongation and torsades de pointes): Tell your healthcare 

provider right away if you have a change in your heart beat (a fast or irregular heartbeat), or if you 

faint. Levofloxacin may cause a rare heart problem known as prolongation of the QT interval. This 

condition can cause an abnormal heartbeat and can be very dangerous. The chances of this 

happening are higher in people: 

 who are elderly, 

 with a family history of prolonged QT interval, 

 with low blood potassium (hypokalemia), 

 who take certain medicines to control heart rhythm (antiarrhythmics). 

Joint Problems: Increased chance of problems with joints and tissues around joints in children can 

happen. Tell your child’s healthcare provider if your child has any joint problems during or 

after treatment with Levofloxacin. 

Changes in blood sugar: People who take Levofloxacin and other fluoroquinolone medicines with 

oral anti-diabetes medicines or with insulin can get low blood sugar. 

Levofloxacin may cause a reduction in the number of white blood cells and your resistance to 

infection may be decreased. If you experience an infection with symptoms such as fever and 

serious deterioration of your general condition, or fever with local infection symptoms such as 

sore throat/pharynx/mouth or urinary problems you should see your doctor immediately. A blood 

test will be taken to check possible reduction of white blood cells (agranulocytosis). It is 

important to inform your doctor about your medicine. 

 



2. WHAT LEVOFLOXACIN IS AND WHAT IS USED FOR 

Levofloxacin belongs to a group of medicines known as fluoroquinolone antibiotics, which kill 

bacteria. Levofloxacin 5 mg/ml Intravenous Infusion is used to treat infections caused by bacteria 

that are sensitive to levofloxacin: 

 Bronchi and lungs, in people with long-term breathing problems or pneumonia;  

 Urinary tract, including your kidneys or bladder; 

 Prostate gland, where you have a long lasting infection;  

 Skin and underneath the skin, including muscles. This is sometimes called ‘soft tissue’; 

 Tuberculosis in combination with other drugs; 

 Pulmonary disease called anthrax, or the worsening of the disease if you have been exposed 

to the bacteria causing anthrax; 

 Very severe disease called plague, or the worsening of the disease if you have been exposed 

to the bacteria causing plague. 

If you need any further information on your illness, speak to your doctor. 

 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE LEVOFLOXACIN 

a. Do not have Levofloxacin 5 mg/ml Intravenous Infusion if:  

 you are allergic (hypersensitive) to Levofloxacin or to other active substances that belong 

to the same group of antibiotics (i.e. quinolones) or to any of the other ingredients of the 

medicine; 

 you suffer from epilepsy. Otherwise, your risk of getting “fits” (convulsions) is increased; 

 you had ever had tendon problems (e.g. tendonitis) relating to treatment with an active 

substance that belongs to the same class of antibiotics (i.e. fluoroquinolones); 

 you are pregnant or planning to become pregnant or if you are breast – feeding; 

 you have a family history of or have an actual defect in the liver enzyme called glucose-6-

phosphate dehydrogenase (G6PD) (a rare hereditary disease). Patients with G6PD 

deficiency may be prone to destruction of red blood cells (hemolysis) when treated with 

quinolone antibacterial agents; 

 you suffer from myasthenia gravis (a rare disease of the nervous system); 

 the intravenous infusion has been prescribed to children or growing teenagers with the 

exception of post exposure prophylaxis and curative treatment of inhalation anthrax and 

plague in pediatric patients 6 months of age and older.  

Do not have Levofloxacin if any of the above applies to you. If you are not sure, talk to your doctor 

or pharmacist before receiving your medicine.  

Levofloxacin 5 mg/ml Intravenous Infusion can be used to treat inhalation anthrax and 

plague in children and adolescents when your doctor considered this necessary. 



 

b. Talk to your doctor, pharmacist or nurse before using Levofloxacin 5 mg/ml Intravenous 

Infusion if:   

 You are 60 years of age or older  

 You are exposed to sunlight or UV light. Do not stay out in strong sunlight for 

unnecessarily long periods and do not use a sun-lamp or solarium. Your skin may 

become more sensitive to light while using this medicine (may cause sunburn – like 

reactions).  

 You suffer from kidney problems. Patients with reduced kidney activity (renal 

insufficiency) may need lower doses than patients with normal kidney activity.  

 You are taking any medicines known as corticosteroids (cortisone or similar medicines 

used as anti–inflammatories in many disorders such as asthma, allergic 

conditions/reactions and arthritis)  

 You have experienced “fits” or brain damage in the past (such as stroke or severe brain 

injury). Make sure your doctor knows about your medical history, so he can give you 

appropriate advice. 

 You have had damage to your brain due to a stroke or other brain injury  

 You have something known as “glucose 6-phosphate dehydrogenase (G6PD) 

deficiency”.  You are more likely to have serious problems with your blood when taking 

this medicine  

 You have ever had mental health problems  

 You have ever had heart problems: caution should be taken when using this kind of 

medicine, if you were born with or have family history of prolonged QT interval (seen on 

ECG, electrical recording of the heart), have salt imbalance in the blood (especially low 

level of potassium or magnesium in the blood), have a very slow heart rhythm (called 

“bradycardia”), have a weak heart (heart failure), have a history of heart attack 

(myocardial infarction), you are female or elderly or you are taking other medicines that 

result in abnormal ECG changes (see section Taking other medicines)  

 You are taking medicines by mouth that lowers blood glucose levels 

 You have ever had liver problems  

 You have myasthenia gravis 

If you are not sure if any of the above apply to you, talk to your doctor before receiving your 

medicine. Do this even if they have applied in the past. 

c. Tell your doctor if you are taking any other medicines, especially any of the following: 



 Vitamin K antagonists such as warfarin (used to prevent blood clots). In combination 

with Levofloxacin may lead to an increase in bleeding.  

 theophylline (used to treat asthma. The risk of getting “fits” may be increased.  

 probenecid (used to prevent gout) or cimetidine (used to treat ulcers) reduce your kidneys 

ability to get rid of levofloxacin. This is unlikely to have any clinical relevance.  

 corticosteroids, sometimes called steroids – used for inflammation. You may be more 

likely to have inflammation and/or breakage of your tendons.  

 non-steroidal anti-inflammatory drugs (NSAIDS) – used for pain and inflammation such 

as aspirin, ibuprofen, fenbufen, ketoprofen and indomethacin. You are more likely to 

have a fit (seizure) if taken with Levofloxacin.  

 oral anti-diabetic agents such as glibenclamide and glimepiride. In combination with 

fluoroquinolones may lead to increase the risk of dysglycemia (imbalance of blood 

sugar). 

 medicines known to affect the way your heart beats. This includes medicines used for 

abnormal heart rhythm (antiarrhythmics such as quinidine and amiodarone), for 

depression (tricyclic antidepressants such as amitriptyline and imipramine,) and for 

bacterial infections (‘macrolide’ antibiotics such as erythromycin, azithromycin and 

clarithromycin). 

Ask your doctor for advice before taking any medicine. Inform your doctor before you receive 

Levofloxacin 5 mg/ml Intravenous Infusion and follow his/her instructions. 

d. Pregnancy, breast-feeding and fertility 

 Do not use Levofloxacin 5 mg/ml Intravenous Infusion if you are pregnant or breast 

feeding a baby. It could harm your baby. 

e. Children 

 Levofloxacin 5 mg/ml Intravenous Infusion, like other fluoroquinolones, should not be 

used in pediatric patients for routine infections when other safe and effective antimicrobials 

are available. However, Levofloxacin 5 mg/ml Intravenous Infusion should be considered 

for the treatment of inhalation anthrax and plague. 

f. Protect your skin from sunlight  

Keep out of direct sunlight while having this medicine and for 2 days after you stop having it. 

This is because your skin will become much more sensitive to the sun and may burn, tingle or 

severely blister if you do not take the following precautions:   

 Make sure you use high factor sun cream   



 Always wear a hat and clothes which cover your arms and legs   

 Avoid sun beds   

g. Driving and using machines 

Some side–effects like dizziness, drowsiness and visual disturbances may impair your ability to 

concentrate and react. Do not drive, operate dangerous machinery or have similar activities if you 

feel that your ability to concentrate and react is impaired. 

h. Important information about some of the ingredients of your Levofloxacin 5 mg/ml 

Intravenous Infusion 

This medicinal product contains sodium chloride (salt). It contains 0.15 mmol (or 3.54 mg) of 

sodium per ml of infusion (a total of 15.40 mmol or 354.20 mg sodium in 100ml). This should be 

taken into consideration by patients on a controlled sodium diet and in cases where fluid 

restriction is required. 

 

4. HOW TO TAKE LEVOFLOXACIN 5 MG/ML INTRAVENOUS INFUSION 

Always use this medicine exactly as your doctor, pharmacist or nurse has told you. Check with 

your doctor, pharmacist or nurse if you are not sure. 

Use in adults 

 The dose in adults and the elderly with normal kidney function is 500 mg once or twice 

daily or 750 mg once daily. Your doctor will reduce the dose or the frequency with which 

levofloxacin is given if you have any kidney problems.  

  The duration of treatment is determined according to your clinical condition and your 

response to treatment. As with all antibacterial agents, treatment with Levofloxacin 5 

mg/ml 100 ml Intravenous Infusion should be continued for at least 2 to 3 days after body 

temperature has returned to normal and the symptoms have subsided. Once your condition 

has improved, the way your treatment is given may be changed from an infusion into a 

vein to tablets given orally at the same daily dose. 

Use in children and adolescents 

 The dose for children greater than or equal to 6 months of age is 8 mg/kg of Levofloxacin 

for each kilogram (kg) that the child weighs but it should not exceed 250 mg per dose. A 

dose is usually given every 12 hours.  

 Children who weigh over 50 kg will be given an adult dose. 

How to use Levofloxacin 5 mg/ml Intravenous Infusion  

 Levofloxacin 5 mg/ml Intravenous Infusion is given intravenously (by slow infusion into 

a vein) and administered to you by your doctor or nurse. 

 The recommended infusion time of at least 30 minutes for 250 mg, 60 minutes for          500 

mg or 90 minutes for 750 mg Levofloxacin should be observed. During the infusion time, 

the patient should be examined for a potent tachychardia (rapid heart beat) and a temporary 



decrease in blood pressure. In rare cases, as a consequence of a profound drop in blood 

pressure, circulatory problems may occur. 

 Your doctor will reduce the dose or the frequency with which levofloxacin is given if you 

have any kidney problems. 

 Your injection should not be mixed with or added to solutions that contain other medicines. 

 The duration of treatment is determined according to your clinical condition and your 

response to treatment. As with all antibacterial agents, treatment with Evoxil should be 

continued for at least 2 to 3 days after body temperature has returned to normal and the 

symptoms have subsided. Once your condition has improved, the way your treatment is 

given may be changed from an infusion into a vein to tablets given orally at the same daily 

dose. 

 You should normally have your infusion at the same times each day. 

a. If you forget to take Levofloxacin 5 mg/ml Intravenous Infusion 

If you miss an injection, you should have it as soon as possible. However, if it is almost time for 

your next injection, skip the missed injection. Do not have a double dose (two injections at the 

same time) to make up for a forgotten dose. 

b. If you take more Levofloxacin 5 mg/ml Intravenous Infusion than you should 

If you accidentally use more than your prescribed dose, contact your doctor or nearest hospital 

straight away. 

c. If you stop using Levofloxacin 5 mg/ml Intravenous Infusion 

Do not stop having Levofloxacin 5 mg/ml Intravenous Infusion until your doctor tells you to.  

Your doctor or nurse will continue giving you levofloxacin, even if you feel better. If it is stopped 

too soon, your condition may get worse or the bacteria may become resistant to the medicine. After 

a few days treatment with the solution for infusion, your doctor may decide to switch you to the 

tablet form of this medicine to complete your course of treatment.  If you have any further 

questions on the use of this medicine, ask your doctor, nurse, or pharmacist. 

 

5. POSSIBLE SIDE EFFECTS 

Like all other medicines Levofloxacin 5 mg/ml Intravenous Infusion can cause side effects 

although not everybody gets them.  

For estimation of development frequency of side effects the following criteria are used: very 

common (≥1/10), common (from ≥1/100 to <1/10), uncommon (from ≥1/1000 to <1/100),  rare 

(from ≥1/10 000 to <1/1000),  very rare (from <1/10 000 including individual case safety 

report),  and “the frequency is not known” (according to the available data, it is not possible to 

estimate the frequency). 



Common side effects: Nausea, headache, diarrhea, insomnia, dizziness, pain at the infusion site. 

In children 6 months and older who take levofloxacin to treat anthrax disease or plague, 

vomiting is also common. 

Uncommon side effects:  Itching and rash, loss of appetite, stomach upset (dyspepsia), pain in the 

abdominal region, drowsiness, increase or decrease in the number of white blood cells, general 

weakness. Any antibacterial treatment that kills certain germs may lead to a disturbance of the 

microorganisms (bacteria / fungi) that are normally found in humans. Consequently, the number 

of other bacteria or fungi may increase, which in rare cases requires treatment.   

Rare side effects: Feeling a tingling sensation, e.g. in the hands (paraesthesia), trembling, “fits” 

(convulsions) and confusion, anxiety, depression, your opinion and thoughts change (a psychotic 

reaction), restlessness (agitation), abnormally rapid beating of the heart, abnormally low blood 

pressure, tendon pain and inflammation (tendonitis), joint pain or muscle pain, decrease in the 

number of blood platelets leading to tendency to bruise and bleed easily.  

Very rare side effects:  Sudden drop in blood pressure or collapse (shock); mild skin reactions; 

numbness; disorders of movement, including walking difficulties; hallucinations, your opinion 

and thoughts change (a psychotic reaction) with risk of suicidal thoughts or actions, circulatory 

collapse (anaphylactic like shock); severe decrease in the number of white blood cells 

(agranulocytosis) leading to symptoms such as recurrence or persistence of fever, sore throat and 

feeling more ill again; disturbances of kidney function and occasional kidney failure due to 

allergic kidney reactions (interstitial nephritis), fever.  

Not known (Frequency cannot be estimated from the available data): General allergic reactions 

(anaphylactic / anaphylactoid reactions) (which may sometimes occur even after the first dose 

and which may develop fast within minutes or hours of intake) with symptoms such as hives 

(urticaria), cramping of the bronchi and possibly severe breathing problems, as well as in very 

rare cases swelling of the skin and mucous membranes (e.g. in the face and throat),  abnormal 

fast heart rhythm, life-threatening irregular heart rhythm, alteration of the heart rhythm (called 

“prolongation of QT interval”, seen on ECG, electrical activity of the heart); vision and hearing 

disorders, disturbances of taste and smell; severe blistering reactions of the skin and mucous 

membranes (Steven’s Johnson syndrome), toxic epidermal necrolysis (Lyells’ syndrome) and 

erythema exsudativum multiforme; muscle reactions with muscle cell damage (rhabdomyolysis);  

decrease in blood sugar to a too low level (hypoglycemia) which may be of special importance in 

patients taking an oral hypoglycemic agents (e.g., glibenclamide) or insulin; inflammation of the 

liver; increased sensitivity of the skin to sun and ultraviolet light; decrease in red blood cells 

(anemia) due to blood cell damage, decrease in the number of all types of blood cells; , allergic 

inflammation of small blood vessels or allergic lung reactions. 



Reporting of side effects 

If you get any side effects, talk to your doctor or nurse. This includes any possible side effects 

not listed in this leaflet.  

 

6. HOW TO STORE LEVOFLOXACIN 5 MG/ML INTRAVENOUS INFUSION AND 

OTHER INFORMATION 

 The doctor and hospital pharmacist are usually responsible for storing, using and 

disposing of Levofloxacin 5 mg/ml Intravenous Infusion correctly.  

 Do not use this medicine after the expiry date shown on the bottle or polypropylene bags 

label.  

 Do not store above 30°C.  

 Store this medicine in its cardboard box for protection from light until use. Keep the bags 

in the foil wrap in order to protect from light.     

 Do not dispose of medicines, which are no longer needed, by flushing down a toilet or 

sink or by throwing out with your normal household rubbish. This will help protect the 

environment. 

Keep out of reach and sight of children  

 

7. FURTHER INFORMATION 

a. What Levofloxacin 5 mg/ml Intravenous Infusion contains 

Each 100ml of solution contains 500mg Levofloxacin as the active substance.  

The other ingredients are: sodium chloride and water for injections. 

b. What Levofloxacin5 mg/ml Intravenous Infusion looks like  

Levofloxacin 5 mg/ml Intravenous Infusion is a clear greenish-yellow solution.  

Levofloxacin 5 mg/ml Intravenous Infusion is available in glass bottles or polymeric containers 

from polyolefin film with one or two ports containing 100 ml of solution. 

c. Marketing Authorization Holder and Manufacturer 

 “KRASPHARMA” JSC 

Russia, 660042, 60 let Oktyabrya st. 2, Krasnoyarsk   

Tel.: +7 (391) 261-25-90. Fax: +7 (391) 261-17-44 

For any information about this medicinal product, please contact the local representative of the 

Marketing Authorization Holder: 

“KRASPHARMA” OJSC 

Russia, 660042, 60 let Oktyabrya st. 2, Krasnoyarsk   

Tel.: +7 (391) 261-25-90. Fax: +7 (391) 261-17-44 



d. This leaflet was last approved ________; version number ______. 

e. To report any side effect(s):   

 ____________:  

- _______________________________________________   

Fax: _________________  

Call ____ at _________________, Exts: _____________.  

Toll free phone: _________________  

E-mail: ______@__________   

Website: ___________    

f. Council of _________ _______________________ 

 

THIS IS A MEDICAMENT 

 A medicament is a product which affects your health and its consumption contrary 

to instructions is dangerous for you. 

 Follow strictly the doctor’s prescription, the method of use and the instructions of the 

pharmacist who sold the medicament. 

 The doctor and the pharmacist are experts in medicine, its benefits and risks. 

 Do not by yourself interrupt the period of treatment prescribed. 

 Do not repeat the same prescription without consulting your doctor. 

 Keep medicament out of reach of children 

 

g. This patient information leaflet is approved by _______________________.  

 


