
 

 

 

 

    

    
 

 

 

 

VI.2 Elements for a Public Summary 

VI.2.1 Overview of disease epidemiology  

Not applicable for generics. 

VI.2.2 Summary of treatment benefits 

Levofloxacin tablets contain the active ingredient levofloxacin hemohydrate. Levofloxacin is an 

antibiotic, it works by killing the bacteria that cause infections in your body. It is used to treat bacterial 

infections of the: 

 Sinuses 

 Lungs e.g.pneumonia 

 Kidneys, bladder and urinary tract 

 Prostate gland 

 Skin and soft tissue (including fat and muscle)   

VI.2.3 Unknowns relating to treatment benefits  

Not applicable. 

VI.2.4 Summary of safety concerns 

Important identified risks 

Risk What is known Preventability 

Pain and inflammation in your 

tendons (tendinitis and tendon 

rupture) 

Problems with tendons such as 

tendinitis can occur when taking 

levofloxacin. A tendon is the 

cord that joins your muscle to 

your skeleton. 

Yes, do not take this medicine if 

you have ever had a problem 

with your tendons such as 

tendinitis that was related to 

treatment with a ‘quinolone 

antibiotic'. Inform your doctor if 

you ever had problems with 

your tendons. 

Severe diarrhoea (Clostridium 

difficile-associated disease) 

Diarrhoea, particularly if severe, 

persistent and/or bloody, during 

or after treatment with 

levofloxacin may be an 

indication of Clostridium difficile-

associated disease 

If pseudomembranous colitis is 

suspected, levofloxacin tablets 

treatment must be stopped 

immediately and patients should 

be treated with supportive 

measures ± specific therapy 

without delay (e.g. oral 

vancomycin). 



 

 

Risk What is known Preventability 

Higher risk of seizures in 

predisposed patients (seizures in 

predisposed patients) 

 

In patients who are predisposed 

to seizures, like patients with 

epilepsy, the seizure threshold 

may be lowered when using 

levofloxacin. 

Yes, levofloxacin should not be 

used in patients with a history of 

epilepsy.  

Inform your doctor before taking 

levofloxacin if you are 

predisposed for seizures.  

Joint toxicity in children and 

growing adolescents  

Studies in rats and dogs have 

shown toxicity to the joints in 

young animals. 

Yes, contraindicated in children 

and growing adolescents. 

If you have something known as 

‘glucose – 6 – phosphate 

dehydrogenase deficiency’. You 

are more likely to have serious 

problems with your blood when 

taking this medicine. 

(Haemolytic reactions in patients 

with G-6- phosphate 

dehydrogenase deficiency)  

Serious problems with your 

blood may occur when you have 

a condition known as glucose – 

6 – phosphate dehydrogenase 

deficiency’ 

Inform your doctor before taking 

levofloxacin if you have glucose 

– 6 – phosphate dehydrogenase 

deficiency 

Patients with kidney problems 

(patients with renal impairment) 

 

Since levofloxacin is mainly 

excreted by the kidneys, the 

dose of Levofloxacin Orion film-

coated tablets should be 

adjusted in patients with kidney 

problems. 

Inform your doctor if you have 

kidney problems. 

Allergic reaction 

(Hypersensitivity reactions)  

 

Serious allergic reactions are 

rare, they include angioedema, 

severe bullous skin reactions 

and anaphylactic shock. 

Before taking levofloxacin, tell 

your doctor or pharmacist if you 

are allergic to it; or to other 

quinolone antibiotics (such as 

ciprofloxacin, moxifloxacin); or if 

you have any other allergies. 

Disturbances in blood glucose 

(dysglycaemia) 

 

Disturbances in blood glucose 

levels, too high or too low have 

been reported in diabetic 

patients. 

In diabetic patients careful 

monitoring of blood glucose is 

recommended. 

Increased sensitivity of your 

skin to sun and ultraviolet light  

(photosensitisation) 

Skin lesions with different 

degree of severity can occur. 

Protect your skin from sunlight 

Drug interaction with Vitamin K 

antagonists (drug interaction 

with Vitamin K antagonists) 

 

Increased coagulation tests and 

or bleeding, which may be 

severe have been reported in 

patients treated with 

levofloxacine in combination 

with a vitamin K antagonist 

Coagulation tests should be 

monitored in patients treated 

with vitamin K antagonists. 

Effects related to the psyche 

(psychotic reactions) 

Some of the following side 

effects related to the psyche 

Contact your doctor in case any 



 

 

Risk What is known Preventability 

 rarely occur. Seeing or hearing 

things that are not there 

(hallucinations, paranoia), 

change in your opinion and 

thoughts (psychotic reactions) 

with a risk of having suicidal 

thoughts or actions 

Feeling depressed, mental 

problems, feeling restless 

(agitation), abnormal dreams or 

nightmares 

of the side effects occur. 

Heart problems known as 

prolonged QT interval, seen on 

ECG (QT interval prolongation) 

 

Levofloxacin has been 

associated with cardiac arrest 

(0.1-1%), ventricular 

tachycardia (0.1-1% ) and in 

isolated cases to prolong the QT 

interval 

Inform your doctor of any heart 

problems 

Damage to the nerves 

(peripheral neuropathy) 

 

Rare cases of damage to the 

nervous system have been 

reported. 

Inform your doctor if you ever 

had any problems with your 

nerves 

Damage to the liver 

(hepatobiliary disorders)  

 

Cases of severe liver damage 

have been reported primarily in 

patients with severe underlying 

disease. 

Inform your doctor if you ever 

had liver problems 

Muscle weakness in myasthenia 

gravis patients (exacerbation of 

myasthenia gravis) 

 

In myasthenia gravis patients (a 

very rare disease of the nerves) 

muscle weakness may occur. 

Yes, inform your doctor if you 

suffer from myasthenia gravis 

Impaired eyesight (vision 

disorders) 

 

 In very rare cases (less than 

1/10000) eyesight was affected 

 Inform your doctor if you ever 

experienced impaired eyesight 

as a side effect of a medicinal 

product 

Superinfection 

 

The use of levofloxacin may 

result in overgrowth of non-

susceptible organisms 

Inform your doctor if you ever 

had a superinfection. 

Overgrowth of non-susceptible 

organisms can be treated with 

the appropriate medicinal 

products 

Interference with laboratory 

tests  

The use of levofloxacin may 

alter laboratory results 

especially in the determination 

of opiates in urine and 

bacteriological diagnosis of 

tuberculosis.  

Inform your doctor that you are 

using levofloxacin. 

Drug interaction with iron salts, Iron salts, zinc salts, Do not take levofloxacin  at the 



 

 

Risk What is known Preventability 

zinc salts, magnesium- or 

aluminium-containing antacids, 

didanosine 

 

 

magnesium- or aluminium-

containing antacids and  

Didanosine lowers the 

availability of levofloxacin which 

may result in too low 

concentrations for sufficient 

treatment. This problem is 

circumvented if iron salts, zinc 

salts, magnesium- or 

aluminium-containing antacids 

and  didanosine are taken 2 

hours before or after 

levofloxacin. 

same time as iron salts, zinc 

salts, magnesium- or 

aluminium-containing antacids 

and  didanosine. Take your dose 

of iron salts, zinc salts, 

magnesium- or aluminium-

containing antacids or  

didanosine at least 2 hours 

before or after levofloxacin 

tablets. 

Drug interaction with sucralfate 

 

Sucralfate releases aluminium 

ions in the stomach and hereby 

reduces absorption of 

levofloxacin. This problem is 

circumvented if  sucralfate is 

taken 2 hours before or after 

levofloxacin. 

Take your dose of sucralfate at 

least 2 hours before or after 

levofloxacin tablets. 

Drug interaction with ciclosporin 

 

The concentration of ciclosporin 

increases when taken together 

with levofloxacin, this may lead 

to potential overdose with 

ciclosporin. 

In case of co-administration of 

levofloxacin with ciclosporin, the 

serum levels of cyclosporine 

should be monitored. 

Important potential risks 

Risk What is known (Including reason why it is considered a 

potential risk) 

Drug interaction with probenecid 

and cimetidine 

Studies showed that patients treated with probenecid or cimetidine 

together with levofloxacin had higher concentrations of probenecid 

or cimetidine, indication that probenecid and cimetidine staid longer 

in the body due to the presence of levofloxacin. The magnitude of 

these interactions is however not clinically relevant. 

Retinal degradation and retinal 

detachment 

One study showed that patients taking oral fluoroquinolones were 

at a higher risk of developing a retinal detachment compared with 

nonusers, although the absolute risk for this condition was small. In 

another study oral fluoroquinolone use was not associated with 

increased risk of retinal detachment. Animal studies also provide 

evidence for retinal degeneration with use of fluoroquinolones. 

Missing information 

Risk What is known 

Limited information on use in 

pregnant patients 

Since fluoroquinolones have been shown to cause degenerative 

changes in weight-bearing joints of young animals, levofloxacin 



 

 

Risk What is known 

should generally not be used by pregnant or breastfeeding women. 

Limited information on use in 

breastfeeding women 

Since fluoroquinolones have been shown to cause degenerative 

changes in weight-bearing joints of young animals, levofloxacin 

should generally not be used by pregnant or breastfeeding women. 

 

VI.2.5 Summary of risk minimisation measures by safety concern 

All medicines have a Summary of Product Characteristics (SmPC) which provides physicians, 

pharmacists and other health care professionals with details on how to use the medicine, the risks and 

recommendations for minimising them.  An abbreviated version of this in lay language is provided in 

the form of the package leaflet (PL).  The measures in these documents are known as routine risk 

minimisation measures. 

This medicinal product has no additional risk minimisation measures. 

VI.2.6 Planned post authorisation development plan 

Not applicable. No post-authorisation studies are planned. 

VI.2.7 Summary of changes to the Risk Management Plan over time 

Not applicable, Version 01 

 


