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SECTION 1: PATIENT INFORMATION LEAFLET (PIL) 

 

Metronidazole 

5 mg/ml 100 ml Intravenous Infusion 

Metronidazole  

 

 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 METRONIDAZOLE IS AND WHAT IS USED FOR 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE METRONIDAZOLE  

4. HOW TO TAKE METRONIDAZOLE 

5. POSSIBLE SIDE EFFECTS 

6. HOW TO STORE METRONIDAZOLE AND OTHER INFORMATION 

7. FURTHER INFORMATION 

 

1. SERIOUS SIDE EFFECTS 

Tell your doctor immediately if:  

 You get swelling of the hands, feet, ankles, face, lips or throat which may cause difficulty 

in swallowing or breathing. You could also notice an itchy, lumpy rash (hives) or nettle 

rash (urticaria). This may mean you are having an allergic reaction to Metronidazole 

 A serious but very rare side effect is a brain disease (encephalopathy). Symptoms vary but 

you might get a fever, stiff neck, headache, see or hear things that aren’t there. You might 

also have problems using your arms and legs, problems with speaking or feel confused 

 You develop skin rashes including Stevens-Johnson syndrome or toxic epidermal 

necrolysis. These can-appear as reddish target-like spots or circular patches often with 
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central blisters on the trunk, skin peeling, ulcers of the mouth, throat, nose, genitals and 

eyes and can be preceded by fever and flu-like symptoms 

 You develop a red, scaly widespread rash with bumps under the skin and blisters 

accompanied by fever at the initiation of treatment (acute generalised exanthematous 

pustulosis) 

Call your doctor at once if you have a serious side effect such as: 

 yellowing of the skin and eyes. This could be due to a liver problem (jaundice) 

 unexpected infections, mouth ulcers, bruising, bleeding gums, or severe tiredness. This 

could be caused by a blood problem.  

 severe stomach pain which may reach through to your back (pancreatitis) 

 persistent mild to severe diarrhea with abdominal pain and fever, which may occur during 

the treatment with antibiotics or up to two months later (possibly a symptom of a severe 

bowel infection called pseudomembranous colitis). 

 

2. WHAT METRONIDAZOLE IS AND WHAT IS USED FOR 

Metronidazole 5 mg/ml 100 ml Intravenous Infusion (hereinafter referred to as Metronidazole) is 

an antibiotic given to adults and children.  

It works by killing the bacteria that cause infections in your body.  

It can be used to:  

 treat infections of the blood, brain, lung, bones, genital tract, pelvic area and stomach  

 prevent infections after surgery  

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

 

3. WHAT YOU NEED TO KNOW BEFORE YOU TAKE METRONIDAZOLE 

a. Do not have Metronidazole if:  

 you are allergic (hypersensitive) to metronidazole, nitroimidazoles (e.g. tinidazole) or any 

of the other ingredients in your medicine (listed in Section 6: Further information). Signs 

of an allergic reaction include: a rash, swallowing or breathing problems, swelling of your 

lips, face, throat or tongue.  

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

or pharmacist before receiving your medicine.  

b. Talk to your doctor, pharmacist or nurse before using Metronidazole 5 mg/ml 100 ml 

Intravenous Infusion if:   

 you have or have ever had a liver problem 
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 you have a blood formation disorders 

 you have a disease of disease of brain, spinal cord or nerves 

Metronidazole can cause life-threatening liver problems in people with Cockayne 

syndrome. If you have this condition, contact your doctor.  

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: 

 warfarin or other anticoagulants (medicines for thinning the blood) as metronidazole 

enhances their effects. Your doctor will decide whether monitoring of certain laboratory 

parameters, such as prothrombin time, may be required 

 phenytoin (for the treatment of epilepsy) and barbiturates (sleeping pills), which reduce the 

effect of metronidazole and, in turn, it enhances their effects 

 lithium-containing medicines - metronidazole increases their harmful effect on the kidneys. 

Your doctor will decide whether you need to reduce the dose of lithium and whether 

monitoring of certain laboratory parameters, such as creatinine and electrolyte blood levels, 

may be required 

 cimetidine - slows down metronidazole decomposition in the liver 

 disulfiram (for the treatment of alcohol addiction) - acute psychoses are likely to occur, for 

which, metronidazole should be administered no sooner than 14 days after cessation 

of the treatment with disulfiram 

 5-fluorouracil (for the treatment of tumour diseases) - metronidazole delays its excretion 

from the body, which may enhance its toxicity 

 cyclosporine (a medicine for reduction of the risk of transplant rejection) - there is a risk 

of an increase in its serum concentrations 

 busulfan (for the treatment of malignant blood diseases) - its blood concentrations may 

increase, which may lead to significant toxicity.  

If you are not sure, talk to your doctor before receiving your medicine. 

This may not be a complete list of all interactions that may occur. Ask your doctor if Metronidazole 

may interact with other medicines that you take. Check with your doctor before you start, stop, or 

change the dose of any medicine. 

d. Having Metronidazole with food and drink 

 Do not drink any alcohol while you are having Metronidazole and for 48 hours after 

finishing your course. Drinking alcohol whilst you are being treated might cause 

unpleasant side effects, such as feeling sick (nausea), being sick (vomiting), stomach pain, 

hot flushes, very fast or uneven heartbeat (palpitations) and headache. 
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e. Pregnancy, breast-feeding and fertility 

Tell your doctor before having Metronidazole if:  

 you are pregnant, might become pregnant or think you may be pregnant. Metronidazole 

should not be taken during pregnancy unless considered absolutely necessary.  

 you are breast-feeding. This is because small amounts may pass into the mother’s milk. 

Metronidazole passes in small amounts into breast milk. Therefore, it is better not to use 

Metronidazole if you are breast-feeding. 

f. Driving and using machines 

While taking Metronidazole you may feel sleepy, dizzy, confused, see or hear things that are not 

there (hallucinations), have fits (convulsions) or temporary eyesight problems (such as blurred or 

double vision). If this happens, do not drive or use any machinery or tools. 

 

g. Important information about some of the ingredients of your Metronidazole Infusion 

Sodium: There is 900 mg of sodium per 100ml infusion bottle. This may be harmful to people on 

a low sodium or low salt diet. 

 

4. HOW TO TAKE METRONIDAZOLE 

Dosage depends on the nature and severity of your illness, your age and body weight, and your 

individual response to treatment. The following dosages are usually prescribed: 

Treatment of bacterial infection 

Adults 

 You will be given 500mg (100ml) Metronidazole every 8 hours  

Children 

 Your doctor will work out how much your child should be given depending on their 

weight  

 The dose will be repeated every 8 hours  

 If your child is a baby under 8 weeks of age, your doctor will give them one daily dose or 

two separate doses 12 hourly 

To prevent infections from happening after surgery  

Adults 

 You will be given 500mg (100ml) Metronidazole one hour before your operation  

 The dose is repeated after 8 and 16 hours 

Children  

 Your doctor will work out how much your child should be given depending on their 

weight  
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 Your child will receive the first dose one hour before their operation 

 After the operation your child may be given repeated dose of Metronidazole 

Other types of infections 

For treatment of other infections caused by parasites (amoebiasis) and some bacteria your doctor 

will decide how much Metronidazole you need to take and how often. This will depend on your 

illness and how bad it is.  

People having kidney dialysis  

Kidney dialysis removes Metronidazole from your blood. If you are having kidney dialysis you 

must have this medicine after your dialysis treatment. 

People with liver problems  

Your doctor may lower your dose or use the medicine less often. 

How your medicine will be given 

Metronidazole will be administered to you by a doctor or nurse. The length of your course of 

treatment will depend on your needs and the illness being treated. In most cases a treatment 

course of 7 days will be sufficient. If clinically indicated, treatment may be continued beyond 

this time although a duration of 10 days should not normally be exceeded. 

 Metronidazole is administered through a drip directly into a vein (intravenous infusion).  

 The infusion of one bottle usually takes 60 minutes, but it should not be done within less 

than 20 minutes.  

 Other antibiotics can be administered using the same bottle as Metronidazole to help treat 

your infection.  

 The length of your treatment will depend on the type of infection you have and how bad 

it is  

 As soon as possible after starting your treatment with Metronidazole, your doctor will 

suggest changing to a medicine taken by mouth 

a. If you forget to take Metronidazole 

 A dose higher than the prescribed should not be used to make up for a forgotten dose. Talk 

to your doctor, who will decide the dose to continue your treatment. 

b. If you take more Metronidazole than you should 

It is unlikely that your doctor or nurse will give you too much medicine. Your doctor or nurse will 

monitor your progress and check how much medicine you are given. If you think you have been 

administered a dose higher than the required, you should inform immediately your doctor. The 

doctor will decide whether you need any kind of treatment, if you have been administered a higher 

dose. 

c. If you stop using Metronidazole: 
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Do not stop having Metronidazole until your doctor tells you to.  

Low dosage, irregular administration or stopping the treatment too early can compromise the 

outcome of the therapy or lead to a relapse, that is more difficult to treat. Please follow the 

instructions of your doctor. 

 

5. POSSIBLE SIDE EFFECTS 

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

The following side effects may happen with this medicine:  

Very rare (affects less than 1 in 10,000 people): 

 fits (convulsions)  

 mental problems such as feeling confused and seeing or hearing things that are not there 

(hallucinations)   

 problems with your eyesight such as blurred or double vision  

 skin rash or flushing  

 headache  

 darkening of the urine  

 feeling sleepy or dizzy  

 pains in the muscles or joints 

 liver problems including life-threatening liver failure (hepatocellular liver injury) 

Not known (frequency cannot be estimated from the available data)  

 numbness, tingling, pain, or a feeling of weakness, in the arms or legs  

 unpleasant taste in the mouth  

 furred tongue  

 feeling sick (nausea), being sick (vomiting), upset stomach, stomach pains, or diarrhea  

 loss of appetite  

 fever  

 feeling depressed  

 pain in your eyes (optic neuritis)  

 a group of symptoms together including: fever, nausea, vomiting, headache, stiff neck and 

extreme sensitivity to bright light. This may be caused by an inflammation of the 

membranes that cover the brain and spinal cord (meningitis)  

 hearing impairment/hearing loss 

 ringing in the ears (tinnitus) 

 a severe allergic reaction that causes swelling of the face and throat, hives (urticaria) 
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 you get a rash or skin discoloration with or without raised areas which often reoccurs at the 

same location each time the drug is taken. 

If any of the side effects gets serious, lasts longer than a few days or you notice any side effects 

not listed in this leaflet, please tell your doctor or nurse. 

 

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 METRONIDAZOLE AND OTHER INFORMATION 

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

disposing of Metronidazole correctly.  

 Do not use this medicine after the expiry date shown on the bottle label.  

 Store this medicine below 30 °C in a dark place 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 Metronidazole contains 

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

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

b. What Metronidazole looks like  

Metronidazole Solution for Infusion is a bright, pale yellow solution.  

Metronidazole Solution for Infusion is available in glass bottles or polymeric container containing 

100 ml of solution. 

c. Marketing Authorization Holder and Manufacturer 

 “KRASPHARMA” OJSC 

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   
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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):   

e. To report any side effect(s):   

 ____________:  

- _______________________________________________   

Fax: _________________  

Call NPC at _________________, Exts: _____________.  

Toll free phone: _________________  

E-mail: ______@__________   

Website: ___________    

f. Council of _________ _______________________ 
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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 ________ _______________________.  

 


