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SECTION 1: PATIENT INFORMATION LEAFLET (PIL) 

 

Amikacin 

500 mg powder for solution for injection 

Amikacin (as amikacin sulfate) 

 

 Read all of this leaflet carefully before you start using 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 AMIKACIN IS AND WHAT IS USED FOR 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE AMIKACIN  

4. HOW TO TAKE AMIKACIN 

5. POSSIBLE SIDE EFFECTS 

6. HOW TO STORE AMIKACIN AND OTHER INFORMATION 

7. FURTHER INFORMATION 

 

1. SERIOUS SIDE EFFECTS 

Get emergency medical help if you have any of these signs of severe allergic reaction:  

 hives;  

 difficulty breathing, closing of the throat;  

 serious peeling or blistering of the skin; 

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

Call your doctor at once if you have: 

 hearing loss, or a roaring sound in your ears; 

 severe or ongoing dizziness; 
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 kidney problems--little or no urinating; painful or difficult urination; swelling in your 

feet or ankles; feeling tired or short of breath; 

 weak or shallow breathing; 

 numbness or tingly feeling; 

 muscle twitching or seizure (convulsions); or 

 severe stomach pain, diarrhea that is watery or bloody. 

 

2. WHAT AMIKACIN IS AND WHAT IS USED FOR 

The name of your medicine is Amikacin 500mg powder for solution for injection, referred to 

as Amikacin throughout the rest of this leaflet. Amikacin contains the active ingredient 

amikacin sulfate, which is an antibiotic. Amikacin is an antibiotic and belongs to the group of 

medicines called aminoglycosides. It works by killing bacteria, which can cause serious 

infections. Amikacin is made into a solution for injection.  

Amikacin is used in the treatment of serious infections caused by bacteria sensitive to 

amikacin. 

The main indications for use of this medicine are:  

 Blood infections, known as septicemia (presence of organisms in blood), to include 

neonatal sepsis (generalized infection in newborns)  

 Meningitis (infection of the membranes that surround the brain and spinal cord) 

 Severe lung infections 

 Severe skin and soft tissue infections, including burns and infections occurring after 

surgery (post-operative), to include post-vascular surgery 

 Intraabdominal infections, to include peritonitis (inflammation in the abdominal area) 

 Complicated, periodic urinary tract infections that cannot be treated with other, less 

toxic antibiotics. Amikacin is not indicated for uncomplicated initial urinary events. 

 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE AMIKACIN 

a. Do not use Amikacin if: 

 if you have shown signs of hypersensitivity (severe allergy) to amikacin, or any of the 

other ingredients listed in section 7, in the past  

 if you suffer from a disorder called myasthenia gravis (severe weakness of certain 

muscles of the body) 
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Tell your doctor if any of the above applies to you before this medicine is used. 

b. Take special care with Amikacin powder if:: 

 you have kidney problems  

 you have hearing difficulties or tinnitus (ringing or buzzing in the ears)  

 you have shown signs of allergy to any of the antibiotics related to amikacin 

(aminoglycosides) in the past. 

Take caution if you are elderly. 

Take caution if you are dehydrated (ensure you are well hydrated during treatment). 

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

Special care is needed if you are taking/using other medicines, as some could interact with 

amikacin for example:  

 diuretics (water tablets) such as furosemide and ethacrynic acid  

 other antibiotics that can affect your kidneys, hearing or balance   

 anesthetics or muscle-relaxing drugs  

 indomethacin (an anti-inflammatory medicine). This can increase the amount 

of amikacin which is absorbed in new born babies 

 other antibiotics called beta-lactamases such as penicillins or cephalosporins   

 bisphosphonates; drugs used to treat loss of bone mass   

 platinum compounds used in chemotherapy such as cisplatin 

 any other medicines which are bad for your kidneys or hearing 

Please tell your doctor or nurse, if you are taking or have taken recently any other medicines, 

including medicines obtained without a prescription. 

d. Pregnancy, breast-feeding and fertility 

 Tell your doctor if you are pregnant, trying to become pregnant or breast-feeding. 

Your doctor will only use this medicine if the expected benefits outweigh any 

potential risk to your baby. 

 Ask your doctor or pharmacist for advice before taking any medicine. 

e. Driving and using machines 

If you feel unwell or suffer from any of the side effects do not drive or operate machinery. 

f. Important information about some of the ingredients of Amikacin 

This medicinal product contains less than 1mmol sodium (23mg) per vial, i.e. essentially 

‘sodium-free’. 
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4. HOW TO TAKE AMIKACIN 

Amikacin is usually injected into a muscle.  It may also be given into a vein, either as an 

injection or (following dilution) as an infusion (drip). Amikacin can also be given into the 

peritoneum (abdominal cavity) during surgery, and can be used to wash out abscess cavities, 

the pleural space and brain cavities. 

How much you will receive 

Your doctor will work out the correct dose of amikacin for you and how often it must be 

given. You may require hearing and kidney tests while receiving Amikacin as well as blood 

tests to check the amount of amikacin received. 

The dose will depend upon your age, the infection you have, how well your kidneys are 

working, if you have poor hearing and any other medicines you may be taking.   

The usual duration of the treatment is 7 to 10 days. The total daily dose by all routes of 

administration should not exceed 15-20 mg/kg/day. 

Adults and children over 12 years: The usual dose is 15 mg per kg per day which is 

administered as a single dose or divided into two equal doses of 7.5 mg per kg administered 

every 12 hours. The total dose should not exceed 1.5 g. When treatment is given in to a vein 

it is usually administered over a 30 to 60 minute period.  

Children up to 12 years: The usual dose is 15 – 20 mg per kg of body weight once a day or 

divided into two equal doses of 7.5 mg per kg which is administered every 12 hours. 

Neonates: The initial dose is 10 mg per kg of body weight followed by 7.5 mg per kg every 

12 hours.  

Premature infants: The recommended dosing in premature babies is 7.5 mg per kg every 12 

hours. 

Life-threatening infection and/or those caused by Pseudomonas: The doses may be increased 

to 500 mg every eight hours, but should not exceed 1.5 g/day or be administered for a period 

longer than 10 days.   

Urinary tract infections: The usual dose is 7.5 mg/kg/day twice a day.  

Impaired renal function: The daily dose should be reduced and/or the interval between doses 

increased to avoid build up of drug. You should start to see an improvement in 1-2 days. If 

there has been no improvement after 3-5 days, go back to see your doctor. 

a.  If you take more Amikacin than you should 
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Amikacin will be given by a qualified healthcare professional (doctor or nurse) who will 

ensure you are given the correct dose. On rare occasions, you may be given too much 

Amikacin. If this happens, your doctor will make sure that it is removed from your blood so 

that you do not suffer too many side effects. 

b. If you stop using Amikacin: 

Do not stop having Amikacin until your doctor tells you to.  

If you still feel unwell at the end of your prescribed course of treatment, tell your doctor. 

 

If you have any further questions on the use of this medicine, ask your doctor or nurse. 

 

5. POSSIBLE SIDE EFFECTS 

Like all other medicines Amikacin can cause side effects although not everybody gets them. 

If you have a severe allergic reaction (see section 1 of this leaflet), stop having Amikacin and 

see a doctor straight away. You may need urgent medical treatment. 

 

The following side effects may happen with this medicine:   

Uncommon side effects (affects 1 to less than 10 users in 1,000):  

 feeling sick (nausea) and being sick (vomiting)  

 skin rash  

 infections with resistant bacteria or yeasts 

Rare side effects (affects 1 to less than 10 users in 10,000):  

 abnormal white blood cells, which can be detected by blood tests  

 reduced magnesium levels in the blood  

 headache  

 tremor   

 muscle twitching  

 pins and needles  

 numbness  

 blindness or other problems with your vision  

 low blood pressure  

 ringing in the ears  

 loss of hearing   

 joint pain  

 itching and hives   
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 kidney problems including a reduction in urine output and increased nitrogen in the 

urine  

 fever  

 dizziness  

 anemia (reduction in red blood cells which can make the skin pale and cause 

weakness or breathlessness).  

Other side effects where the frequencies are unknown:  

 inability of muscles to move  

 wheezing, difficulty breathing  

 temporarily stopping breathing  

 deafness.  

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 AMIKACIN AND OTHER INFORMATION 

Keep out of reach and sight of children  

Do not use Amikacin after the expiry date which is stated on the vial and carton after EXP. 

The expiry date refers to the last day of that month.  

Store the unopened vial below 30°C. Keep vial in the outer carton.  

After reconstitution:  

Chemical and physical in-use stability has been demonstrated for 24 hours at room 

temperature or 7 days at 2-8 ºC, when reconstituted with Water for Injection, 0.9% Sodium 

Chloride Injection, or 5% Glucose Injection. From a microbiological point of view, unless the 

method of reconstitution/dilution precludes the risk of microbial contamination, the product 

should be used immediately.  

Medicines should not be disposed of via wastewater or household waste. Ask your 

pharmacist how to dispose of medicines no longer required. These measures will help protect 

the environment. 

 

7. FURTHER INFORMATION 

a. What Amikacin contains 

The active substance is amikacin. Each vial contains 500 mg amikacin as amikacin sulfate.  
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There are no other ingredients.  

b. What Amikacin looks like  

Amikacin is a white to light yellow powder for solution for injection.  

It is supplied in colorless glass vials sealed with an aluminum seal or flip-off aluminum seal 

with 1, 10, 1-50 or 50 vials in a carton. 

Not all pack sizes may be marketed. 

c. Marketing Authorisation Holder and Manufacturer 

 “KRASPHARMA” ОJSC 

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 Authorisation Holder: 

“KRASPHARMA” ОJSC 

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):   

___________________________ 

___________________________ 

___________________________ 

 

- Please contact the relevant competent authority.     
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 f. __________________________________ 

 

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 the ____________________________.  

 


