
SCHEDULING STATUS:  S4
PROPRIETARY NAME (AND DOSAGE FORM): 
FLAGYL 200 (Tablets) 
FLAGYL 400 (Tablets) 
FLAGYL SUSPENSION
COMPOSITION: 
FLAGYL 200 
Each tablet contains:	 Metronidazole 		  200 mg 
Preservative:	 Methyl hydroxybenzoate	 0,1 % m/m
Excipients: 
Maize starch, calcium carbonate, methyl hydroxybenzoate, sodium lauryl sulphate, stearic acid and microcrystalline cellulose.
FLAGYL 400 
Each tablet contains:	 Metronidazole		  400 mg 
Preservative:	 Methyl hydroxybenzoate	 0,1 % m/m
Contains tartrazine.
Excipients: 
Methyl hydroxybenzoate, maize starch, calcium carbonate, microcrystalline cellulose, potassium dihydrogen phosphate, sodium hydroxide, sodium lauryl sulphate, stearic acid 
and yellow dye (CI 19140).
FLAGYL SUSPENSION 
Each 5 ml contains:	 Benzoyl metronidazole equivalent to metronidazole 200 mg
Preservatives:	 Methyl hydroxybenzoate	 0,08 % m/v
	 Propyl hydroxybenzoate	 0,02 % m/v
Contains sugar:	 Sucrose 		  3 g
Excipients: 
Sodium dihydrogen phosphate, methyl hydroxybenzoate, propyl hydroxybenzoate, ethanol, sucrose, veegum h.v., lemon flavouring, oil of orange and water.
PHARMACOLOGICAL CLASSIFICATION: 
A 20.2.6 Antimicrobial (chemotherapeutic) agents: Medicines against protozoa
PHARMACOLOGICAL ACTION: 
Pharmacodynamic properties: 
Metronidazole has antiprotozoal activity against Trichomonas vaginalis and other protozoa, including Entamoeba histolytica and Giardia lamblia. It does not affect the acidophilic 
flora of the vagina and it has no effect on Candida species. Metronidazole has bactericidal activity against obligate anaerobic bacteria, whether they are Gram-positive or -negative 
and bacilli or cocci.  
It has no antibacterial activity against aerobic and facultative anaerobic bacteria. Metronidazole does not interfere with the activity of antibacterial agents which are active against 
a variety of aerobes and facultative anaerobes.
The following has been proposed as the mode of action of metronidazole: The parent compound penetrates the cell membrane unchanged, but once inside the cell the nitro 
group is reduced in the redox conditions prevalent in the anaerobic cell.
The reduced product is known to damage DNA causing eventual death of the organism.
Pharmacokinetic properties: 
Metronidazole is absorbed from the gastrointestinal tract and widely distributed in body tissues. Approximately 30-40 % of a dose is metabolised in the liver and excreted in the 
urine, together with the unchanged compound. Metronidazole is able to pass the blood-brain barrier. It reaches therapeutic concentrations in most other body fluids, i.e. saliva, 
bile, urine, amniotic fluid, breast milk and in abscess cavities.
INDICATIONS:
a)	 In the oral treatment of: 
	 Urogenital trichomoniasis. 
	 Non-specific vaginitis. 
	 All forms of amoebiasis. 
	 Giardiasis. 
	 Acute ulcerative gingivitis (Vincent’s). 
	 Acute pericoronitis.
b)	� Treatment of infections in which anaerobic bacteria have been identified or are suspected as pathogens, particularly Bacteroides fragilis and other species of Bacteroides and 

including other species for which metronidazole is bactericidal, such as fusobacteria, clostridia, eubacteria and anaerobic streptococci.
	� FLAGYL has been used successfully for anaerobic infections in the following conditions: pelvic inflammatory disease and postoperative wound infections. Combined therapy is 

often indicated as there are usually mixed infections.
c)	 Prevention of postoperative infections due to anaerobic bacteria:
	  i)	 Given before and after gynaecological surgery.
	  ii)	 Given before and after appendectomy.
	 iii)	 Given before and after colonic surgery.
d)	� Treatment of Helicobacter pylori-associated gastritis and duodenal ulcer. FLAGYL is used in combination with bismuth subsalicylate or colloidal bismuth subcitrate and 

appropriate antibiotic therapy.
CONTRAINDICATIONS: 
Hypersensitivity to metronidazole and other imidazoles. 
Co-administration with busulfan (see WARNINGS and INTERACTIONS).
WARNINGS: 
FLAGYL 400 tablets contain tartrazine which may cause allergic-type reactions (including bronchial asthma) in certain individuals. Although the overall incidence of tartrazine 
sensitivity in the general population is currently thought to be low, it is frequently seen in patients who also have aspirin sensitivity.
Patients should be advised not to take alcohol during FLAGYL therapy and for at least one day afterwards because of the possibility of a disulfiram-like reaction (see 
INTERACTIONS).
Co-administration with busulfan: As plasma levels of busulfan may be increased significantly, it may lead to severe busulfan toxicity and death.
Pseudomembranous colitis has been reported with the use of FLAGYL.
Studies have shown FLAGYL to be mutagenic in bacteria and carcinogenic in some animals.
FLAGYL should be administered with caution to patients with hepatic encephalopathy.
INTERACTIONS: 
Disulfiram: 
Acute psychoses or confusion have been associated with the concomitant use of FLAGYL and disulfiram.
Alcohol: 
When given in conjunction with alcohol, FLAGYL may provoke a disulfiram-like reaction in some individuals (effects include intense vasodilation and flushing of the face and 
neck, restlessness, anxiety, tachycardia, tachypnoea, headache, nausea, vomiting, hyperpnoea, chest pains, sweating, pallour and hypotension); reactions have occurred after the 
administration of pharmaceutical preparations formulated with alcohol, including injections, as well as after drinking alcohol.
Alcoholic beverages and medicine containing alcohol should not be consumed during therapy and for at least 1 to 3 days afterwards (see WARNINGS).
Oral anticoagulant therapy (warfarin type): 
Potentiation of the anticoagulant effect and increased haemorrhagic risk. In case of co-administration with warfarin, prothrombin time/INR should be more frequently monitored 
and warfarin therapy/dose adjusted during treatment with FLAGYL.
Lithium: 
Plasma levels of lithium may be increased by FLAGYL. Plasma concentrations of lithium, creatinine and electrolytes should be monitored in patients under treatment with lithium 
while they receive FLAGYL.
Ciclosporin: 
Risk of elevation of ciclosporin serum levels. Serum ciclosporin and serum creatinine should be closely monitored when co-administration is necessary.
Phenytoin or phenobarbital: 
There is evidence that phenytoin might accelerate the metabolism of FLAGYL. Plasma concentrations of FLAGYL are decreased by the concomitant administration of 
phenobarbital, with a consequent reduction in the effectiveness of FLAGYL.
5-Fluorouracil: 
Reduced clearance of 5-fluorouracil resulting in increased toxicity of 5-fluorouracil may occur.
Busulfan: 
Plasma levels of busulfan may be increased by FLAGYL, which may lead to severe busulfan toxicity and death (see CONTRAINDICATIONS and WARNINGS).
Cimetidine: 
Hepatic metabolism may be decreased when FLAGYL and cimetidine are used concurrently, possibly resulting in delayed elimination and increased serum metronidazole 
concentrations with an increased risk of neurological side effects. 
PREGNANCY AND LACTATION: 
Safety in pregnancy and lactation has not been established.
FLAGYL crosses the placental barrier and is excreted in breast milk. Use in pregnancy and lactation should be carefully evaluated.
DOSAGE AND DIRECTIONS FOR USE: 
The tablets should be taken with or after food.
FLAGYL SUSPENSION is administered orally. It is recommended that it be taken at least 1 hour before food.
Immature children and babies weighing less than 10 kg should receive proportionally smaller doses, as advised by the doctor. Children over 10 years may be given a suitable 
proportion of the adult dosage according to body mass.

	 DURATION OF	 ADULTS	                                            CHILDREN
	 DOSAGE IN DAYS		  7 TO 10 YEARS	 3 TO 7 YEARS	 1 TO 3 YEARS

	 UROGENITAL TRICHOMONIASIS.	 1	 2 g as a single dose
	� Where re-infection is likely, in adults  

the consort should receive a similar  
course of treatment concurrently.

			   7	 200 mg three times 	 100 mg three	 100 mg twice	 50 mg three times 
				    daily or 400 mg	 times daily	 daily	 daily 
				    twice daily

			   2	 800 mg in the 
				    morning and 1,2 g 
				    in the evening

	 NON-SPECIFIC VAGINITIS	 7	 400 mg twice daily			 

			   OR 
			   1	 2 g as a single dose

	 AMOEBIASIS	 5	 800 mg three	 400 mg three	 200 mg four	 200 mg three 
	 a)	 Invasive intestinal disease in 		  times daily	 times daily	 times daily	 times daily 
		  susceptible subjects.

	 AMOEBIASIS	 5 to 10	 400 mg three	 200 mg three	 100 mg four	 100 mg three 
	 b)	 Intestinal disease in less		  times daily	 times daily	 times daily	 times daily 
		  susceptible subjects and “chronic  
		  amoebic hepatitis”. 

	 AMOEBIASIS	 5	 400 mg three	 200 mg three	 100 mg four	 100 mg three 
	 c)	 Amoebic liver abscess, also other 		  times daily	 times daily	 times daily	 times daily 
		  forms of extra-intestinal  
		  amoebiasis.

	 AMOEBIASIS	 5 to 10	 400 to 800 mg	 200 to 400 mg	 100 to 200 mg	 100 to 200 mg 
	 d)	 Symptomless cyst passers.		  three times daily	 three times daily	 four times daily	 three times daily

	 GIARDIASIS	 3	 2 g once daily	 1 g once daily	 600 to 800 mg	 500 mg once daily 
	 A second course of treatment may 				    once daily 
	 be necessary for some patients  
	 two weeks after the end of the  
	 first course.

	 ACUTE ULCERATIVE GINGIVITIS	 3	 200 mg three	 100 mg three	 100 mg twice	 50 mg three 
				    times daily	 times daily	 daily	 times daily

	 ACUTE PERICORONITIS	 3 to 7	 200 mg three 
				    times daily

Anaerobic infections 
a)	� Treatment: 

FLAGYL may be given alone or concurrently with other bacteriologically-appropriate antibacterial agents. They should be given for 7 days or longer depending on clinical and 
bacteriological assessments of the patient’s condition.

	 Adults: Initially, 800 mg followed by 400 mg by mouth every 8 hours.
	 Children: 7,5 mg/kg body mass by mouth every 8 hours.
b)	 Prevention: 
	� Adults: Administered in doses similar to those used for the treatment of established infection. 400 mg may be given every 8 hours in the 24 hours before surgery followed 

postoperatively by intravenous or rectal administration until oral therapy is possible.
	 Children: As for treatment (a).
Treatment of Helicobacter pylori-associated gastritis and duodenal ulcer 
The following regimens have been used: 
a)	� Colloidal bismuth subcitrate 108 mg, tetracycline HCl 500 mg, FLAGYL 250 mg - 4 times a day for 14 days. To obtain a dosage of 250 mg FLAGYL (metronidazole), 6,25 ml of the 

FLAGYL SUSPENSION should be administered.
b)	� Colloidal bismuth subcitrate 108 mg, tetracycline HCl 250 mg, FLAGYL 200 mg - 5 times a day for 14 days.
SIDE EFFECTS AND SPECIAL PRECAUTIONS: 
Side effects: 
The adverse effects of FLAGYL are generally dose-related. The following side effects have been reported. 
Blood and the lymphatic system disorders: 
Frequency unknown: Leucopenia may occur in some patients receiving FLAGYL 
Less frequent: Agranulocytosis, neutropenia and thrombocytopenia
Immune system disorders: 
Less frequent: Anaphylaxis 
Frequency unknown: Angioedema, urticaria
Metabolism and nutrition disorders: 
Frequency unknown: Anorexia
Psychiatric disorders: 
Less frequent: Psychotic disorders including confusion, irritability and hallucinations, changes in mood or mental state such as depression or confusion
Nervous system disorders: 
Frequency unknown: Peripheral neuropathy, usually presenting as numbness or tingling in the extremities, and epileptiform seizures are serious adverse effects on the nervous 
system that have been associated especially with high doses of FLAGYL or prolonged treatment
Less frequent: Weakness, dizziness, drowsiness, insomnia. Reports of encephalopathy (e.g. confusion) and subacute cerebellar syndrome (e.g. ataxia, dysarthria, gait impairment, 
nystagmus and tremor), which may resolve with discontinuation of the medicine
Eye disorders: 
Less frequent: The occurrence of transient vision disorders such as diplopia and myopia may follow the use of FLAGYL
Respiratory, thoracic and mediastinal disorders: 
Frequency unknown: Nasal congestion
Gastrointestinal disorders: 
Frequent: Gastrointestinal disturbances, especially nausea and taste disorders; nausea is sometimes accompanied by headache, and vomiting. Diarrhoea, dry mouth, a furred 
tongue, oral mucositis and stomatitis 
Less frequent: Antibiotic-associated colitis 
Frequency unknown: Pseudomembranous colitis
Hepato-biliary disorders: 
Frequency unknown: Pancreatitis and raised liver enzyme values 
Less frequent: Reversible abnormal liver function and cholestatic hepatitis sometimes with jaundice
Skin and subcutaneous tissue disorders: 
Frequency unknown: Skin rashes, fever, flushing, and pruritus
Less frequent: Pustular eruptions, mild erythematous eruptions with fleeting joint pains resembling serum sickness
Musculoskeletal, connective tissue and bone disorders: 
Frequency unknown: Myalgia and arthralgia
Renal and urinary disorders: 
Less frequent: Urethral discomfort and darkening of the urine
Special Precautions: 
FLAGYL should be used with great care in patients with blood dyscrasias or with active or chronic disease of the central and peripheral nervous system. 
All patients receiving FLAGYL for more than 10 days should be monitored and treatment discontinued if signs of peripheral neuropathy or central nervous system toxicity develop. 
Doses should be reduced in patients with severe liver disease.
FLAGYL has anti-treponemal activity and may mask the immunological response seen in untreated early syphilis; contacts of syphilis receiving FLAGYL should probably be 
screened for an additional 4 to 8 weeks.
Patients should be warned that FLAGYL may darken urine (due to metronidazole metabolite).
Studies have shown FLAGYL to be mutagenic in bacteria and carcinogenic in some animals.
DRIVING A VEHICLE OR PERFORMING HAZARDOUS TASKS: 
Patients should be warned about the potential for confusion, dizziness, hallucinations, convulsions or transient visual disorders, and advised not to drive or operate machinery if 
these symptoms occur.
Important information on sucrose and alcohol: 
Sucrose: 
FLAGYL SUSPENSION contains sucrose and may be harmful to patients who are sucrose intolerant. 
Ethanol/Alcohol: 
FLAGYL SUSPENSION contains 0,8 % alcohol (ethanol) by volume; this is equivalent to 32 mg alcohol per 5  ml dose. At high doses, this could be harmful for those suffering from 
alcoholism, hepatic disease or epilepsy.
KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT: 
See SIDE EFFECTS and SPECIAL PRECAUTIONS above. 
Treatment is symptomatic and supportive.
IDENTIFICATION: 
FLAGYL 200:	 Circular, off-white to cream biconvex tablets, impressed “FLAGYL 200” on the one side.
FLAGYL 400 :	 Circular, yellow, biconvex tablets, impressed  “FLAGYL 400” on the one side, breakline on the reverse.
FLAGYL SUSPENSION:	 Off-white, coarse, suspension with an orange and lemon odour.
PRESENTATION: 
FLAGYL 200 - Containers of 21 and 250 
FLAGYL 400 - Containers of 10 and 100 
FLAGYL SUSPENSION - Bottles of 50 ml and 100 ml
STORAGE INSTRUCTIONS: 
Store below 25 °C. 
Protect from light. 
KEEP OUT OF REACH OF CHILDREN.
REGISTRATION NUMBERS: 
FLAGYL 200	 - A370 (Act 101/1965) 
FLAGYL 400	 - D/20.2.6/228 
FLAGYL SUSPENSION	 - F/20.2.6/50
NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF REGISTRATION: 
sanofi-aventis south africa (pty) ltd. 
2 Bond Street, 
Midrand 
South Africa, 
1685
DATE OF PUBLICATION OF THIS PACKAGE INSERT: 
2 March 2012
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PATIENT INFORMATION LEAFLET

Read this leaflet carefully before you start taking or giving Flagyl.
• Keep this leaflet. You may need to read it again.
• If you have any further questions, please ask your doctor or your pharmacist.
• �FLAGYL has been prescribed for you personally and you should not share your medicine with other people. It may harm them, even if their symptoms are the same 

as yours.

SCHEDULING STATUS:  S4
PROPRIETARY NAME (AND DOSAGE FORM): 
FLAGYL 200 (Tablets) 
FLAGYL 400 (Tablets) 
FLAGYL SUSPENSION
WHAT FLAGYL CONTAINS: 
The active substance is metronidazole.
FLAGYL 200 
Each tablet contains:	 Metronidazole	 200 mg 
Preservative:	 Methyl hydroxybenzoate	 0,1 % m/m
Other ingredients are: 
Maize starch, calcium carbonate, methyl hydroxybenzoate, sodium lauryl sulphate, stearic acid and microcrystalline cellulose.
FLAGYL 400 
Each tablet contains:	 Metronidazole	 400 mg 
Preservative:	 Methyl hydroxybenzoate	 0,1 % m/m 
Contains tartrazine.
Other ingredients are: 
Methyl hydroxybenzoate, maize starch, calcium carbonate, microcrystalline cellulose, potassium dihydrogen phosphate, sodium hydroxide, sodium lauryl sulphate, stearic acid 
and yellow dye (CI 19140).
FLAGYL SUSPENSION 
Each 5 ml contains:	 Benzoyl metronidazole equivalent to metronidazole 200 mg 
Preservatives:	 Methyl hydroxybenzoate	 0,08 % m/v 
	 Propyl hydroxybenzoate	 0,02 % m/v
Contains sugar:	 Sucrose	 3 g
Other ingredients are: 
Sodium dihydrogen phosphate, methyl hydroxybenzoate, propyl hydroxybenzoate, ethanol, sucrose, veegum h.v., lemon flavouring, oil of orange and water.
WHAT FLAGYL IS USED FOR: 
FLAGYL contains metronidazole, and it works by killing bacteria and parasites that cause infections in your body.
It can be used to: 
-	 Treat infections caused by certain bacteria.  
-	 Prevent infections after surgery.
If you need any further information on your illness, speak to your doctor.
BEFORE YOU TAKE FLAGYL: 
Do not take FLAGYL and tell your doctor if: 
-	� You are allergic (hypersensitive) to metronidazole or any of the other ingredients in FLAGYL. Signs of an allergic reaction include: a rash, swallowing or breathing problems, 

swelling of your lips, face, throat or tongue.
Do not have FLAGYL if any of the above applies to you. If you are not sure, talk to your doctor or pharmacist before receiving FLAGYL. Do this even if they have applied in the past.
Take special care with FLAGYL and check with your doctor or pharmacist before having FLAGYL: 
-	 If you have hepatic encephalopathy (worsening of brain function that occurs when the liver is no longer able to remove toxic substances in the blood).
-	� Alcohol beverages and medicine containing alcohol should not be consumed during therapy and at least 1 to 3 days afterwards. (see HAVING FLAGYL WITH FOOD AND DRINK).
-	 Pseudomembranous colitis (infection of the colon) has been reported with the use of FLAGYL.
-	 Co-administration with busulfan (treatment for cancer of blood cells) may lead to severe busulfan toxicity and death. 
If you are not sure if any of the above applies to you, talk to your doctor or pharmacist before receiving FLAGYL. Do this even if they have applied in the past.
Having FLAGYL with food and drink: 
Do not drink any alcohol while you are having FLAGYL and for 1 to 3 days after finishing your course. Drinking alcohol whilst you are being treated with FLAGYL 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.
Pregnancy and breastfeeding: 
Tell your doctor before using FLAGYL if:
-	� You are pregnant, might become pregnant or think you may be pregnant. FLAGYL should not be taken during pregnancy unless considered absolutely necessary, and
-	� You are breastfeeding. This is because small amounts of FLAGYL may pass into the mother’s milk.
If you are pregnant or breastfeeding your baby while taking FLAGYL, please consult your doctor, pharmacist or other healthcare professional for advice.
Driving and using machinery: 
While taking FLAGYL, 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.
Important information about some of the ingredients of FLAGYL: 
For the SUSPENSION only: 
-	� Sucrose 

This is a type of sugar. If you have been told by your doctor that you cannot tolerate some sugars, talk to your doctor before taking FLAGYL.
-	� Methyl hydroxybenzoate and propyl hydroxybenzoate 

These are preservatives that are added to FLAGYL to make the medicine last longer. These can cause an allergic reaction in some people.
-	� Alcohol 

FLAGYL contains 0,8 % alcohol (ethanol) by volume; this is equivalent to 32 mg alcohol per 5 ml dose. At high doses, this could be harmful for those suffering from alcoholism, 
liver disease or epilepsy.

Taking other medicines with FLAGYL: 
Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines. This includes medicines obtained without a prescription, including herbal 
medicines. This is because FLAGYL can affect the way some other medicines work. Also, some other medicines can affect the way FLAGYL works.
In particular, tell your doctor if you are taking any of the following medicines: 
-	 Disulfiram for the treatment of alcoholism. 
-	 Alcohol or medicine containing alcohol. 
-	 Medicines used to thin the blood such as warfarin. 
-	 Lithium for mental illness. 
-	 Phenytoin or phenobarbital for epilepsy. 
-	 5-Fluorouracil for cancer. 
-	 Busulfan for leukaemia (cancer of the blood cells). 
-	 Ciclosporin to prevent the rejection of organs after transplant. 
 -	 Cimetidine for stomach ulcers.
If you are taking other medicines on a regular basis, including complementary or traditional medicines, the use of FLAGYL with these medicines may cause undesirable 
interactions. Please consult your doctor, pharmacist or other healthcare professional.
Tests: 
Your doctor may wish to carry out some tests if you have been using FLAGYL for more than 10 days.
HOW TO TAKE FLAGYL: 
Taking your medicine: 
Always take FLAGYL exactly as your doctor has instructed you. It is important to finish a full course of treatment. The length of a course will depend on your needs and the illness 
being treated. You should check with your doctor or pharmacist if you are not sure.
TABLETS 
-	 Swallow the tablets whole with a little water. 
-	 Do not crush or chew the tablets. 
-	 Take these tablets during or just after a meal. 
-	 The dose of FLAGYL will depend on your needs and the illness being treated. 
-	 The length of your treatment will depend on the type of illness you have and how bad it is.
SUSPENSION 
-	 Shake well before use. 
-	 Take FLAGYL SUSPENSION by mouth. 
-	 Take the suspension at least 1 hour before food. 
-	 The dose of FLAGYL will depend on your needs and the illness being treated. 
-	 The length of your treatment will depend on the type of illness you have and how bad it is.
The usual dose for adults and children is given below: 
To treat bacterial infection: 
Adults: 
-	 The initial dose is 800 mg. 
-	 After 8 hours, take another dose of 400 mg and repeat this dose every 8 hours. The dosage may vary depending on the condition being treated.
Children: 
-	 Your doctor will work out how much your child should take, depending on their weight. 
-	 Repeat the dose every 8 hours.
To prevent infections from happening after surgery: 
Adults: 
-	 Start taking FLAGYL tablets 24 hours before your operation. 
-	 Take 400 mg of FLAGYL every 8 hours. 
-	 After the operation, you may be given FLAGYL either through a drip into a vein or rectally as a suppository until you are able to take tablets again.
Children: 
-	 Start giving your child FLAGYL tablets 24 hours before their operation. 
-	 Your doctor will work out how much your child should take, depending on their weight. 
-	 Repeat the dose every 8 hours. 
-	 After the operation, your child may be given FLAGYL either through a drip into a vein or rectally as a suppository until they are able to take tablets again.
If you take more FLAGYL than you should: 
If you take more FLAGYL than you should, tell your doctor or go to your nearest hospital casualty department straight away. Take the carton and bottle with you. This is so the 
doctor knows what you have taken.
If you forget to take FLAGYL: 
If you forget to take FLAGYL, take it as soon as you remember. However, if it is almost time for your next dose, skip the missed dose. Do not take a double dose to make up for a 
forgotten dose.
POSSIBLE SIDE EFFECTS: 
FLAGYL can have side effects.
Not all side effects reported for FLAGYL are included in this leaflet. Should your general health worsen while taking FLAGYL, please consult your doctor, pharmacist or other 
healthcare professional for advice.
Stop taking FLAGYL and see a doctor, or go to a hospital straight away 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 that you are having an allergic reaction to FLAGYL.
-	� A serious but rare side effect is a brain disease (encephalopathy). Symptoms vary but you might get a fever, stiff neck, headache and see or hear things that are not there.  

You might also have problems using your arms and legs, problems with speaking or feel confused.
Talk to your doctor straight away if you notice the following side effects: 
-	 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 also be felt in your back (pancreatitis).
Tell your doctor or pharmacist if you notice any of the following side effects: 
Less frequent: 
-	 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 
-	 Headache 
-	 Darkening of the urine 
-	 Feeling sleepy or dizzy 
-	 Pains in the muscles or joints 
-	 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 or diarrhoea 
-	 Loss of appetite
STORING AND DISPOSING OF FLAGYL: 
KEEP YOUR MEDICINE IN A SAFE PLACE AND OUT OF THE REACH AND SIGHT OF CHILDREN. 
Store below 25 °C. 
Store your medicine in the original packaging in order to protect from light. 
Do not use this medicine after the expiry date shown on the packaging. 
Return all unused medicine to your pharmacist. Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets).
PRESENTATION OF FLAGYL: 
FLAGYL 200 - Containers of 21 and 250 
FLAGYL 400 - Containers of 10 and 100 
FLAGYL SUSPENSION - Bottles of 50 ml and 100 ml
IDENTIFICATION OF FLAGYL: 
FLAGYL 200 : Circular, off-white to cream biconvex tablets, impressed “FLAGYL 200” on the one side. 
FLAGYL 400 : Circular, yellow, biconvex tablets, impressed “FLAGYL 400” on the one side, breakline on the reverse. 
FLAGYL SUSPENSION: Off-white, coarse, suspension with an orange and lemon odour.
REGISTRATION NUMBERS: 
FLAGYL 200		  - A370 (Act 101/1965)
FLAGYL 400		  - D/20.2.6/228
FLAGYL SUSPENSION 	 - F/20.2.6/50
NAME AND ADDRESS OF REGISTRATION HOLDER: 
sanofi-aventis south africa (pty) ltd. 
2 Bond Street, 
Midrand 
South Africa, 
1685
DATE OF PUBLICATION: 
2 March 2012
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SKEDULERINGSTATUS:  S4
EIENDOMSNAAM (EN DOSEERVORM): 
FLAGYL 200 (Tablette) 
FLAGYL 400 (Tablette) 
FLAGYL SUSPENSION (Suspensie)
SAMESTELLING: 
FLAGYL 200 
Elke tablet bevat:	 Metronidasool 	 200 mg 
Preserveermiddel:	 Metielhidroksibensoaat	 0,1 % m/m
Onaktiewe bestanddele: 
Mieliestysel, kalsiumkarbonaat, metielhidroksibensoaat, natriumlaurielsulfaat, steariensuur en mikrokristallyne sellulose.
FLAGYL 400 
Elke tablet bevat:	 Metronidasool	 400 mg 
Preserveermiddel:	 Metielhidroksibensoaat	 0,1 % m/m
Bevat tartrasien.
Onaktiewe bestanddele: 
Metielhidroksibensoaat, mieliestysel, kalsiumkarbonaat, mikrokristallyne sellulose, kaliumdihidrogeenfosfaat, natriumhidroksied, natriumlaurielsulfaat, steariensuur en geel 
kleurstof (CI 19140).
FLAGYL SUSPENSION 
Elke 5 ml bevat:	 Bensoïelmetronidasool ekwivalent aan metronidasool 200 mg
Preserveermiddels:	 Metielhidroksibensoaat	 0,08 % m/v
		  Propielhidroksibensoaat	 0,02 % m/v
Bevat suiker:	 Sukrose 	 3 g
Onaktiewe bestanddele: 
Natriumdihidrogeenfosfaat, metielhidroksibensoaat, propielhidroksibensoaat, etanol, sukrose, veegum h.v., suurlemoengeursel, lemoenolie en water.
FARMAKOLOGIESE KLASSIFIKASIE: 
A 20.2.6 Antimikrobiese (chemoterapeutiese) middels: Medisyne teen protosoa
FARMAKOLOGIESE WERKING: 
Farmakodinamiese eienskappe: 
Metronidasool toon antiprotosoale aktiwiteit teenoor Trichomonas vaginalis en ander protosoa, insluitend Entamoeba histolytica en Giardia lamblia. Dit affekteer nie die 
asidofiliese flora van die vagina nie en het geen uitwerking op Candida-spesies nie. Metronidasool besit bakteriosidiese aktiwiteit teen verpligte anaërobe bakterieë, of dit  
Gram-positief of -negatief, en basille of kokke is. Dié middel besit geen antibakteriële aktiwiteit teenoor aërobe en fakultatiewe anaërobe bakterieë nie. Metronidasool beïnvloed 
nie die aktiwiteit van antibakteriële middels wat aktief is teen ‘n verskeidenheid aërobe en fakultatiewe anaërobe nie.
Die volgende word as meganisme van werking vir metronidasool voorgestel: Die moederverbinding penetreer die selmembraan sonder om te verander, maar as dié middel eers 
binne die sel is, word die nitrogroep onder die redokstoestande wat in die anaërobe sel teenwoordig is, gereduseer.
Dit is bekend dat die gereduseerde produk DNS sal beskadig wat uiteindelik tot die dood van die organisme lei.
Farmakokinetiese eienskappe: 
Metronidasool word uit die spysverteringskanaal geabsorbeer en wyd in liggaamsweefsels versprei. Omtrent 30-40 % van ‘n dosis word in die lewer gemetaboliseer en in die urien, 
tesame met die onveranderde verbinding, uitgeskei. Metronidasool is in staat om oor die bloedbrein-skans te beweeg. Dit bereik terapeutiese konsentrasies in die meeste ander 
liggaamsvloeistowwe, d.i. speeksel, gal, urien, amniotiese vloeistof, borsmelk en in absesholtes.
INDIKASIES:
a)	 Vir die mondelingse behandeling van: 
	 Urogenitale trigomoniase. 
	 Nie-spesifieke vaginitis. 
	 Alle vorms van amebiase. 
	 Giardiase. 
	 Akute ulseratiewe gingivitis (Vincent se gingivitis). 
	 Akute perikoronitis.
b)	� Behandeling van infeksies waar anaërobe bakterieë as patogene geïdentifiseer of vermoed word, veral Bacteroides fragilis en ander spesies van Bacteroides, insluitend ander 

spesies waarvoor metronidasool bakteriedodend is, soos bv. fusobakterieë, clostridia, eubakterieë en anaërobe streptokokke. 
FLAGYL is met sukses gebruik vir anaërobe infeksies in die volgende toestande: pelviese inflammatoriese siekte en postoperatiewe wondinfeksies. Gekombineerde 
behandeling word dikwels aangedui omdat hierdie toestande gewoonlik met gemengde infeksies geassosieer word.

c)	 Voorkoming van postoperatiewe infeksies a.g.v. anaërobe bakterieë:
	  i)	 Toediening voor en na ginekologiese chirurgie.
	  ii)	 Toediening voor en na appendektomie.
	 iii)	 Toediening voor en na kolonchirurgie.
d)	� Behandeling van Helicobacter pylori-geassosieerde gastritis en duodenale ulkus. FLAGYL word in kombinasie met bismutsubsalisilaat of kolloïdale bismutsubsitraat en 

toepaslike antibiotiese behandeling, gebruik.
KONTRA-INDIKASIES: 
Hipersensitiwiteit teenoor metronidasool en ander imidasole.
Gelyktydige toediening met busulfaan (sien WAARSKUWINGS en INTERAKSIES).
WAARSKUWINGS: 
FLAGYL 400 tablette bevat tartrasien, wat allergieverwante reaksies (insluitend brongiale asma) in sekere individue mag veroorsaak. Alhoewel die algemene voorkoms van 
tartrasiensensitiwiteit in die algemene populasie laag is, word dit dikwels in pasiënte wat ook aan aspiriensensitiwiteit ly, gesien.
Pasiënte moet aangeraai word om nie alkohol tydens FLAGYL behandeling en vir ten minste een dag daarna te gebruik nie, omdat daar ‘n moontlikheid van ‘n disulfiraamagtige 
reaksie bestaan (sien INTERAKSIES).
Gelyktydige toediening met busulfaan: Omdat plasmavlakke van busulfaan beduidend verhoog mag wees, kan dit tot ernstige busulfaantoksisiteit en die dood lei.
Pseudomembraneuse kolitis is met die gebruik van FLAGYL aangemeld.
Studies het aangedui dat FLAGYL mutagenies in bakterieë, en karsinogenies in sommige diere is. 
FLAGYL behoort met omsigtigheid aan pasiënte met hepatiese ensefalopatie toegedien te word.
INTERAKSIES: 
Disulfiraam: 
Akute psigoses of verwarring is al met die gelyktydige gebruik van FLAGYL en disulfiraam geassosieer.
Alkohol: 
Wanneer FLAGYL saam met alkohol geneem word, mag dit ‘n disulfiraamagtige reaksie in sommige individue ontlok (effekte sluit in intense vasodilatasie en blosing van die gesig 
en nek, rusteloosheid, angs, tagikardie, tagipnee, hoofpyn, naarheid, braking, hiperpnee, borspyne, sweet, bleekheid en hipotensie); reaksies het al voorgekom na toediening van 
farmaseutiese preparate wat met alkohol geformuleer is, insluitend inspuitings, asook nadat alkohol gedrink is.
Alkoholiese dranke en medisyne wat alkohol bevat, behoort nie tydens behandeling en vir ten minste 1 tot 3 dae daarna, geneem te word nie  
(sien WAARSKUWINGS).
Mondelingse antikoagulante behandeling (warfarien-tipe): 
Versterking van die antikoagulante effek en verhoging van hemoragiese risiko. In gevalle van gelyktydige toediening saam met warfarien, behoort die protrombientyd/INR meer 
dikwels gemoniteer te word en die warfarienbehandeling/-dosis behoort tydens behandeling met FLAGYL aangepas te word.
Litium: 
Plasmavlakke van litium mag deur FLAGYL verhoog word. Plasmakonsentrasies van litium, kreatinien en elektroliete behoort gemoniteer te word by pasiënte wat met litium 
behandel word terwyl hulle FLAGYL ontvang.
Siklosporien: 
Risiko van verhoging van die serumvlakke van siklosporien. Serumsiklosporien en serumkreatinien behoort versigtig gemoniteer te word wanneer gelyktydige toediening 
noodsaaklik is.
Fenitoïen of fenobarbitaal: 
Daar is bewyse dat fenitoïen die metabolisme van FLAGYL mag versnel. Plasmakonsentrasies van FLAGYL word verlaag deur die gelyktydige toediening van fenobarbitaal, met ’n 
gevolglike verlaging in die doeltreffendheid van FLAGYL.
5-Fluorourasiel: 
Verminderde opruiming van 5-fluorourasiel wat verhoogde toksisiteit van 5-fluorourasiel mag veroorsaak, kan voorkom.
Busulfaan: 
Plasmavlakke van busulfaan mag deur FLAGYL verhoog word, wat tot ernstige busulfaantoksisiteit en die dood kan lei (sien KONTRA-INDIKASIES en WAARSKUWINGS).
Simetidien: 
Hepatiese metabolisme mag verminder wees wanneer FLAGYL en simetidien gelyktydig gebruik word, wat moontlik vertraagde eliminasie en verhoogde serumkonsentrasies van 
metronidasool met ’n verhoogde risiko van neurologiese newe-effekte kan veroorsaak.
SWANGERSKAP EN LAKTASIE: 
Veiligheid tydens swangerskap en laktasie is nog nie vasgestel nie.
FLAGYL kruis die plasentale skans en word in borsmelk uitgeskei. Gebruik tydens swangerskap en laktasie behoort versigtig geëvalueer te word. 
DOSERING EN GEBRUIKSAANWYSINGS: 
Die tablette moet saam of na voedselinname geneem word.
FLAGYL SUSPENSION word per mond toegedien. Daar word aanbeveel dat dit ten minste 1 uur voor voedselinname geneem word.
Onvolwasse kinders en babas wat minder as 10 kg weeg moet proporsioneel kleiner dosisse ontvang, soos deur die dokter voorgeskryf.  Kinders ouer as 10 jaar mag ‘n toepaslike 
proporsie van die volwasse dosis volgens liggaamsmassa gegee word.

	 DUUR VAN DOSIS	 VOLWASSENES	                                            KINDERS
	 IN DAE		  7 TOT 10 JAAR	 3 TOT 7 JAAR	 1 TOT 3 JAAR

	 UROGENITALE TRIGOMONIASE.	 1	 2 g as ‘n enkeldosis
	� Waar herinfeksie by volwassenes  

waarskynlik is, moet die geslagsmaat  
gelyktydig ‘n soortgelyke  
behandelingskursus ontvang.

			   7	 200 mg drie keer 	 100 mg drie keer	 100 mg twee keer	 50 mg drie keer 
				    per dag of 400 mg	 per dag	 per dag	 per dag 
				    twee keer per dag

			   2	 800 mg soggens en 
				    1,2 g saans

	 NIE-SPESIFIEKE VAGINITIS	 7	� 400 mg twee keer 
per dag			 

			   OF 
			   1	 2 g as ‘n enkeldosis

	 AMEBIASE	 5	 800 mg drie	 400 mg drie	 200 mg vier	 200 mg drie 
	 a)	 Indringende intestinale siekte 		  keer per dag	 keer per dag	 keer per dag	 keer per dag 
		  by vatbare persone.

	 AMEBIASE	 5 tot 10	 400 mg drie	 200 mg drie	 100 mg vier	 100 mg drie 
	 b)	 Intestinale siekte by minder		  keer per dag	 keer per dag	 keer per dag	 keer per dag 
		  vatbare persone en “chroniese 
		  amebiese hepatitis”.

	 AMEBIASE	 5	 400 mg drie	 200 mg drie	 100 mg vier	 100 mg drie 
	 c)	 Amebiese lewerabses, ook ander		  keer per dag	 keer per dag	 keer per dag	 keer per dag 
		  tipes ekstra-intestinale amebiase.

	 AMEBIASE	 5 tot 10	 400 tot 800 mg	 200 tot 400 mg	 100 tot 200 mg	 100 tot 200 mg 
	 d)	 Simptoomlose sistuitskeiers.		  drie keer per dag	 drie keer per dag	 vier keer per dag	 drie keer per dag

	 GIARDIASE	 3	 2 g een keer	 1 g een keer	 600 tot 800 mg	 500 mg een keer 
	 ‘n Tweede kursus behandeling 		  per dag	 per dag	 een keer per dag	 per dag 
	 mag nodig wees vir sommige  
	 pasiënte twee weke na die einde   
	 van die eerste kursus.

	 AKUTE ULSERATIEWE GINGIVITIS	 3	 200 mg drie keer	 100 mg drie keer	 100 mg twee keer	 50 mg drie keer 
				    per dag	 per dag	 per dag	 per dag

	 AKUTE PERIKORONITIS	 3 tot 7	 200 mg drie keer 
				    per dag

Anaërobe infeksies 
a)	� Behandeling: 

FLAGYL mag alleen of saam met ander bakteriologies toepaslike antibakteriële middels toegedien word.  Dit moet vir 7 dae of langer toegedien word, afhangende van 
kliniese en bakteriologiese bepaling van die pasiënt se toestand.

	 Volwassenes: Aanvanklik, 800 mg gevolg deur 400 mg per mond elke 8 uur.
	 Kinders: 7,5 mg/kg liggaamsmassa per mond elke 8 uur.
b)	 Voorkoming: 
	 �Volwassenes: Dien toe in dosisse wat soortgelyk is aan dié wat in bewese infeksie gebruik word. 400 mg mag elke 8 uur tydens die 24 uur voor chirurgie gegee word, wat dan 

postoperatief deur intraveneuse of rektale toediening gevolg word totdat mondelingse behandeling moontlik is.
	 Kinders: Soos in behandeling (a).
Behandeling van Helicobacter pylori-geassosieerde gastritis en duodenale ulkus 
Die volgende regimens is al gebruik: 
a)	� Kolloïdale bismutsubsitraat 108 mg, tetrasiklien HCl 500 mg, FLAGYL 250 mg - 4 keer per dag vir 14 dae.  Om ‘n dosering van 250 mg FLAGYL (metronidasool) te verkry moet 

6,25 ml van die FLAGYL SUSPENSION toegedien word.
b)	� Kolloïdale bismutsubsitraat 108 mg, tetrasiklien HCl 250 mg, FLAGYL 200 mg - 5 keer per dag vir 14 dae.
NEWE-EFFEKTE EN SPESIALE VOORSORGMAATREËLS: 
Newe-effekte: 
Die nadelige uitwerkings van FLAGYL is gewoonlik dosisverwant. Die volgende newe-effekte is aangemeld: 
Bloed- en limfatiese sisteemversteurings: 
Frekwensie onbekend: Leukopenie mag by sommige pasiënte voorkom wat FLAGYL ontvang 
Minder dikwels: Agranulositose, neutropenie en trombositopenie
Immuunsisteemversteurings: 
Minder dikwels: Anafilakse 
Frekwensie onbekend: Angio-edeem, urtikarie
Metabolisme en voedingversteurings: 
Frekwensie onbekend: Anoreksie
Psigiatriese versteurings: 
Minder dikwels: Psigotiese versteurings insluitend verwarring, prikkelbaarheid en hallusinasies, veranderings in gemoeds- of geestestoestand soos depressie of verwarring
Senuweesisteemversteurings: 
Frekwensie onbekend: Perifere neuropatie, wat gewoonlik as gevoelloosheid of prikkeling in die ekstremiteite voorkom, en epileptiforme konvulsies is ernstige nadelige effekte op 
die senuweesisteem wat veral met hoë dosisse FLAGYL of langdurige behandeling geassosieer is
Minder dikwels: Swakheid, duiseligheid, lomerigheid, slaaploosheid. Berigte van ensefalopatie (bv. verwarring) en subakute serebellêre sindroom (bv. ataksie, disartrie, belem-
merde stap, nistagmus en tremor), wat met staking van die medisyne mag verbeter
Oogversteurings: 
Minder dikwels: Die voorkoms van verbygaande versteurings van visie soos diplopie en miopie mag na die gebruik van FLAGYL voorkom
Respiratoriese, torakale en mediastinale versteurings: 
Frekwensie onbekend: Nasale stuwing
Gastroïntestinale versteurings: 
Dikwels: Gastroïntestinale versteurings, veral naarheid en smaakversteurings; naarheid word soms deur hoofpyn en braking vergesel. Diarree, droë mond, ’n aangepakte tong, 
orale mukositis en stomatitis 
Minder dikwels: Antibiotika-geassosieerde kolitis 
Frekwensie onbekend: Pseudomembraneuse kolitis
Hepatobiliêre versteurings: 
Frekwensie onbekend: Pankreatitis en verhoogde lewerensiemwaardes 
Minder dikwels: Omkeerbare abnormale lewerfunksie en cholestatiese hepatitis soms met geelsug
Vel- en onderhuidse weefselversteurings: 
Frekwensie onbekend: Veluitslae, koors, blosing en pruritus
Minder dikwels: Pustulêre erupsies, ligte eritemateuse erupsies met vlietende gewrigspyne wat serumsiekte naboots
Muskuloskeletale, bindweefsel- en beenversteurings: 
Frekwensie onbekend: Mialgie en artralgie
Renale en urinêre versteurings: 
Minder dikwels: Uretrale ongemak en verdonkering van die urien
Spesiale Voorsorgmaatreëls: 
FLAGYL behoort met uiterste omsigtigheid by pasiënte met bloeddiskrasieë of met aktiewe of chroniese siektes van die sentrale en perifere senuweesisteem, gebruik 
te word.
Alle pasiënte wat FLAGYL vir langer as 10 dae ontvang, moet gemoniteer word en indien tekens van perifere neuropatie of sentrale senuweestelseltoksisiteit ontwikkel, moet 
behandeling gestaak word.  Dosisse moet verminder word by pasiënte met erge lewersiekte.
FLAGYL het anti-treponemale aktiwiteit en dit mag die immunologiese respons wat in onbehandelde vroeë sifilis gesien word, maskeer; sifiliskontakte wat FLAGYL ontvang, 
behoort waarskynlik vir ‘n addisionele 4 tot 8 weke gemoniteer te word.
Pasiënte moet gewaarsku word dat FLAGYL die urien mag verdonker (as gevolg van metronidasoolmetaboliete). 
Studies het aangedui dat FLAGYL mutagenies in bakterieë is, en karsinogenies in sommige diere is.
BESTUUR VAN ’N MOTORVOERTUIG OF UITVOERING VAN GEVAARLIKE TAKE: 
Pasiënte behoort gewaarsku te word teen die moontlikheid van verwarring, duiseligheid, hallusinasies, konvulsies of verbygaande visuele afwykings en aangeraai te word om nie 
motorvoertuie te bestuur of masjinerie te hanteer indien sulke simptome voorkom nie.
Belangrike inligting aangaande sukrose en alkohol: 
Sukrose: 
FLAGYL SUSPENSION bevat sukrose en mag skadelik wees vir pasiënte wat onverdraagsaam is teenoor sukrose.
Etanol/Alkohol: 
FLAGYL SUSPENSION bevat 0,8 % alkohol (etanol) per volume; dit is gelykstaande aan 32 mg alkohol per 5 ml dosis.  By hoë dosisse, kan dit skadelik wees vir diegene wat aan 
alkoholisme, hepatiese siekte of epilepsie ly.
BEKENDE SIMPTOME VAN OORDOSERING EN BESONDERHEDE VAN DIE BEHANDELING DAARVAN: 
Sien NEWE-EFFEKTE en SPESIALE VOORSORGMAATREËLS hierbo. 
Behandeling is simptomaties en ondersteunend.
IDENTIFIKASIE: 
FLAGYL 200:	 Sirkelvormige, naaswit tot romerige bikonvekse tablette, met “FLAGYL 200” op een kant gedruk.
FLAGYL 400 :	 Sirkelvormige, geel, bikonvekse tablette, met “FLAGYL 400” op een kant gedruk en met ‘n breeklyn op die ander kant.
FLAGYL SUSPENSION:	 Naaswit, growwe suspensie met ‘n lemoen- en suurlemoenreuk.
AANBIEDING: 
FLAGYL 200 - Houers van 21 en 250 
FLAGYL 400 - Houers van 10 en 100 
FLAGYL SUSPENSION - Bottels van 50 ml en 100 ml
BERGINGSAANWYSINGS: 
Bewaar benede 25 °C. 
Beskerm teen lig. 
HOU BUITE BEREIK VAN KINDERS.
REGISTRASIENOMMERS: 
FLAGYL 200	 - A370 (Wet 101/1965) 
FLAGYL 400	 - D/20.2.6/228 
FLAGYL SUSPENSION	 - F/20.2.6/50
NAAM EN BESIGHEIDSADRES VAN DIE HOUER VAN DIE REGISTRASIESERTIFIKAAT: 
sanofi-aventis south africa (edms) bpk. 
Bondstraat 2 
Midrand 
Suid-Afrika 
1685
DATUM VAN PUBLIKASIE VAN HIERDIE VOUBILJET: 
2 Maart 2012
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Flagyl®

Metronidasool

PASIËNTINLIGTINGSPAMFLET

Lees hierdie pamflet versigtig voordat jy begin om FLAGYL te neem of te gee.
•	 Hou hierdie pamflet. Jy mag dit weer moet lees.
•	 Indien jy enige addisionele vrae het, vra asseblief jou dokter of jou apteker.
•	� FLAGYL is vir jou persoonlik voorgeskryf en jy moet nie jou medisyne met ander mense deel nie. Dit kan hulle skade aandoen, al is hulle simptome dieselfde as 

joune.

SKEDULERINGSTATUS:  S4
EIENDOMSNAAM (EN DOSEERVORM): 
FLAGYL 200 (Tablette)
FLAGYL 400 (Tablette)
FLAGYL SUSPENSION (Suspensie)
WAT FLAGYL BEVAT: 
Die aktiewe bestanddeel is metronidasool. 
FLAGYL 200 
Elke tablet bevat:	 Metronidasool			   200 mg 
Preserveermiddel:	 Metielhidroksibensoaat		  0,1 % m/m
Ander bestanddele: Mieliestysel, kalsiumkarbonaat, metielhidroksibensoaat, natriumlaurielsulfaat, steariensuur en mikrokristallyne sellulose
FLAGYL 400 
Elke tablet bevat:	 Metronidasool			   400 mg 
Preserveermiddel:	 Metielhidroksibensoaat		  0,1 % m/m
Bevat tartrasien.
Ander bestanddele: Metielhidroksibensoaat, mieliestysel, kalsiumkarbonaat, mikrokristallyne sellulose, kaliumdihidrogeenfosfaat, natriumhidroksied, natriumlaurielsulfaat, 
steariensuur en geel kleurstof (CI 19140).
FLAGYL SUSPENSION 
Elke 5 ml bevat:	Bensoïelmetronidasool ekwivalent aan metronidasool 200 mg. 
Preserveermiddels:	 Metielhidroksibensoaat		  0,08 % m/v 
			   Propielhidroksibensoaat		  0,02 % m/v 
Bevat suiker:		  Sukrose			   3 g
Ander bestanddele: Natriumdihidrogeenfosfaat, metielhidroksibensoaat, propielhidroksibensoaat, etanol, sukrose, veegum h.v., suurlemoengeursel, lemoenolie en water. 
WAARVOOR FLAGYL GEBRUIK WORD: 
FLAGYL bevat metronidasool, en dit werk deurdat dit bakterieë en parasiete wat infeksies in jou liggaam veroorsaak, doodmaak.
Dit kan gebruik word om: 
•	 Infeksies wat deur sekere bakterieë veroorsaak word, te behandel. 
•	 Infeksies na chirurgie te voorkom. 
Indien jy enige addisionele inligting oor jou siekte nodig het, gesels met jou dokter daaroor.
VOORDAT JY FLAGYL GEBRUIK: 
Moenie FLAGYL gebruik nie, indien: 
-	� Jy allergies (hipersensitief) is vir metronidasool of enige van die ander bestanddele van FLAGYL. Tekens van ’n allergiese reaksie sluit in: ’n veluitslag, probleme met sluk of 

asemhaling, swelling van jou lippe, gesig, keel of tong.
Moenie FLAGYL gebruik nie as enige van bogenoemde op jou van toepassing is. Indien jy nie seker is nie, gesels met jou dokter of apteker voordat jy FLAGYL gebruik. Doen dit al 
was dit van toepassing in die verlede.
Neem spesiale sorg met FLAGYL en raadpleeg jou dokter of apteker voordat jy FLAGYL neem: 
-	� Indien jy hepatiese ensefalopatie het (agteruitgang van breinfunksie wat voorkom as die lewer nie meer in staat is om toksiese stowwe in die bloed te verwyder nie).
-	� Alkoholiese dranke en medisyne wat alkohol bevat, behoort nie tydens behandeling en vir ten minste 1 tot 3 dae daarna, gebruik te word nie (sien NEEM VAN FLAGYL MET 

VOEDSEL EN DRANK).
-	� Pseudomembraneuse kolitis (infeksie van die kolon) is aangemeld met die gebruik van FLAGYL.
-	 Gelyktydige toediening met busulfaan (behandeling vir kanker van die bloedselle) mag lei tot ernstige busulfaantoksisiteit en die dood.
Indien jy nie seker is of enige van bogenoemde op jou van toepassing is nie, gesels met jou dokter of apteker voordat jy FLAGYL neem. Doen dit selfs as dit in die verlede van 
toepassing was.
Neem van FLAGYL met voedsel en drank: 
Moenie enige alkohol drink terwyl jy FLAGYL neem en vir 1-3 dae nadat jy jou kursus klaargemaak het nie. Drink van alkohol terwyl FLAGYL gebruik word, mag onaangename 
newe-effekte veroorsaak, soos ’n siek gevoel (naarheid), naar word (braking), maagpyn, warmgloede, baie vinnige of onreëlmatige hartklop (hartkloppings) en hoofpyn.
Swangerskap en borsvoeding: 
Vertel jou dokter voordat jy FLAGYL gebruik, indien:
-	� Jy swanger is, mag swanger word of dink dat jy swanger mag wees. FLAGYL behoort nie geneem te word tydens swangerskap nie, tensy dit as absoluut noodsaaklik beskou 

word.
-	� Jy borsvoed. Dit is omdat klein hoeveelhede van FLAGYL in die moeder se melk uitgeskei kan word.
Indien jy swanger is of jou baba borsvoed terwyl jy FLAGYL neem, moet jy asseblief jou dokter, apteker of ander gesondheidsorgdeskundige vir advies vra.
Bestuur en gebruik van masjinerie: 
Terwyl FLAGYL geneem word, mag jy lomerig, duiselig en verward voel, dinge wat nie daar is nie sien of hoor (hallusinasies), stuipe kry (konvulsies) of tydelike visuele probleme 
ondervind (soos dowwe of dubbele visie). Indien dit gebeur, moet jy nie bestuur of enige masjinerie of gereedskap gebruik nie.
Belangrike inligting aangaande sommige van die bestanddele van FLAGYL: 
Alleenlik vir die suspensie: 
-	� Sukrose 

Dit is ‘n tipe suiker. Indien jy deur jou dokter ingelig is dat jy nie suikers kan verdra nie, gesels met jou dokter voordat jy FLAGYL neem.
-	� Metielhidroksibensoaat en propielhidroksibensoaat 

Hierdie is preserveermiddels wat by FLAGYL gevoeg word om die medisyne langer te laat hou. Hierdie kan ‘n allergiese reaksie by sommige mense veroorsaak.
-	� Alkohol 

FLAGYL bevat 0,8 % alkohol (etanol) per volume; dit is gelykstaande aan 32 mg alkohol per 5 ml dosis. By hoë dosisse, mag dit skadelik wees vir diegene wat aan alkoholisme, 
lewersiekte of epilepsie ly.

Neem van ander medisyne saam met FLAGYL: 
Vertel asseblief jou dokter of apteker indien jy tans enige ander medisyne neem, of onlangs geneem het. Dit sluit medisyne wat sonder voorskrif bekom word, asook 
kruiemedisyne in. Dit is omdat FLAGYL die manier waarop sommige ander medisyne werk, kan beïnvloed. Sommige ander medisyne kan ook die manier waarop FLAGYL werk, 
beïnvloed. 
Vertel jou dokter veral indien jy enige van die volgende medisyne neem: 
-	 Disulfiraam vir die behandeling van alkoholisme. 
-	 Alkohol of medisyne wat alkohol bevat. 
-	 Medisyne wat gebruik word om die bloed te verdun soos warfarien. 
-	 Litium vir geestesversteurings. 
-	 Fenitoïen en fenobarbitaal vir epilepsie. 
-	 5-Fluorourasiel vir kanker. 
-	 Busulfaan vir leukemie (kanker van die bloedselle). 
-	 Siklosporien vir die voorkoming van verwerping van organe na oorplanting. 
-	 Simetidien vir maagsere. 
Indien jy ander medisyne op ’n gereelde grondslag neem, insluitend komplementêre en tradisionele medisyne, mag die gebruik van FLAGYL saam met hierdie medisyne 
ongewenste interaksies veroorsaak. Raadpleeg asseblief jou dokter, apteker of ander gesondheidsorgdeskundige hieroor.
Toetse: 
Jou dokter sal miskien sekere toetse wil uitvoer as jy FLAGYL vir langer as 10 dae gebruik het.
HOE OM FLAGYL TE GEBRUIK: 
Hoe om jou medisyne te neem: 
Neem FLAGYL altyd presies volgens jou dokter se instruksies. Dit is belangrik om die volle behandelingskursus te voltooi. Die duur van jou kursus sal van jou behoefte en die 
siekte wat behandel word, afhang. Jy moet met jou dokter of apteker praat indien jy onseker is.
TABLETTE 
-	 Sluk die tablette heel met ‘n bietjie water. 
-	 Moet nie die tablette fyndruk of kou nie. 
-	 Neem hierdie tablette tydens of net na ‘n maaltyd. 
-	 Die dosis FLAGYL sal afhang van jou behoefte en die siekte wat behandel word. 
-	 Die duur van jou behandeling sal afhang van die tipe siekte wat jy het en hoe ernstig dit is.
SUSPENSIE 
-	 Skud goed voor gebruik. 
-	 Neem FLAGYL SUSPENSION per mond. 
-	 Die suspensie moet ten minste 1 uur voor voedsel geneem word. 
-	 Die dosis FLAGYL sal afhang van jou behoefte en die siekte wat behandel word. 
-	 Die duur van jou behandeling sal afhang van die tipe siekte wat jy het en hoe ernstig dit is.
Die gebruiklike dosis vir volwassenes en kinders word hierna gegee: 
Om bateriële infeksie te behandel: 
Volwassenes: 
-	 Die aanvanklike dosis is 800 mg. 
-	 Neem nog ‘n dosis van 400 mg na agt uur en herhaal die dosis elke agt uur. Die dosis mag wissel afhangend van die siekte wat behandel word.
Kinders: 
-	 Jou dokter sal uitwerk hoeveel jou kind moet neem, afhangend van sy gewig. 
-	 Herhaal die dosis elke 8 uur.
Om infeksies na chirurgie te verhoed: 
Volwassenes: 
-	 Begin om FLAGYL tablette 24 uur voor die operasie te neem. 
-	 Neem 400 mg FLAGYL elke 8 uur. 
-	 Jy mag FLAGYL òf deur ‘n drup in ‘n aar òf rektaal as ‘n setpil na die operasie gegee word, totdat dit moontlik is om weer tablette te neem.
Kinders: 
-	 Begin Flagyl aan jou kind toedien 24 uur voor die operasie. 
-	 Die dokter sal uitwerk hoeveel jou kind moet neem afhangende van die gewig. 
-	 Herhaal die dosis elke 8 uur. 
-	 Jou kind mag FLAGYL òf deur ‘n drup in ‘n aar òf rektaal as ‘n setpil na die operasie gegee word, totdat dit moontlik is om weer tablette te neem.
Indien jy meer FLAGYL neem as wat jy veronderstel is om te neem: 
Indien jy meer FLAGYL geneem het as wat jy veronderstel was om te neem, vertel jou dokter of gaan onmiddellik na jou naaste noodafdeling by ’n hospitaal. Neem die karton en 
bottel saam met jou. Dit is sodat die dokter weet wat jy geneem het.
Indien jy vergeet om FLAGYL te neem: 
As jy vergeet het om ’n FLAGYL te neem, neem dit sodra jy daarvan onthou. As dit egter amper tyd is vir jou volgende dosis, moet jy die vergete dosis oorslaan. Moenie ’n 
dubbeldosis gebruik om op te maak vir ’n vergete dosis nie.
MOONTLIKE NEWE-EFFEKTE: 
FLAGYL kan newe-effekte veroorsaak.
Nie al die newe-effekte wat vir FLAGYL aangemeld is, word in hierdie pamflet ingesluit nie. Indien jou algemene gesondheid sou vererger terwyl FLAGYL geneem word, raadpleeg 
asseblief jou dokter, apteker of ander gesondheidsorgdeskundige vir advies.
Staak die gebruik van FLAGYL en gaan sien ’n dokter, of gaan dadelik na ’n hospitaal, indien: 
-	� Jy swelling van die hande, voete, enkels, gesig, lippe of keel ontwikkel, wat probleme met sluk of asemhaling mag veroorsaak. Jy mag ook ’n jeukerige, bulterige veluitslag 

(galbulte) of netelroos (urtikarie) opmerk. Dit mag beteken dat jy ’n allergiese reaksie teenoor FLAGYL ondervind.
-	� ’n Ernstige, maar seldsame newe-effek is ’n breinsiekte (ensefalopatie). Simptome wissel, maar jy mag koors, stywe nek, of hoofpyn ontwikkel en dinge wat nie daar is nie sien 

of hoor.  
Jy mag ook probleme om jou arms en bene te gebruik en probleme met praat ondervind, of verward voel.

Gesels dadelik met jou dokter as jy van die volgende newe-effekte bewus word: 
-	 Vergeling van die vel en oë. Dit kan moontlik die gevolg van’n lewerprobleem (geelsug) wees. 
-	 Onverwagte infeksies, mondsere, kneusing, bloeiende tandvleis of ernstige moegheid. Dit kan moontlik deur ’n bloedprobleem veroorsaak word.
-	 Ernstige maagpyn wat ook in jou rug gevoel mag word (pankreatitis).
Vertel jou dokter of apteker indien jy van enige van die volgende newe-effekte bewus word: 
Minder dikwels: 
-	 Stuipe (konvulsies) 
-	 Geestesongesteldhede soos ’n gevoel van verwarring of dinge wat nie daar is nie sien of hoor (hallusinasies) 
-	 Probleme met jou visie soos dowwe of dubbele visie 
-	 Veluitslag 
-	 Hoofpyn 
-	 Verdonkering van die urien 
-	 Gevoel van lomerigheid of duiseligheid 
-	 Pyne in die spiere of gewrigte 
-	 Gevoelloosheid, prikkeling, pyn of ’n gevoel van swakheid in die arms of bene 
-	 Onaangename smaak in die mond 
-	 Aangepakte tong 
-	 Siek gevoel (naarheid), siek word (braking), omgekrapte maag of diarree 
-	 Verlies aan aptyt
BEWARING EN WEGDOENING VAN FLAGYL: 
Hou jou medisyne op ’n veilige plek en buite bereik en sig van kinders. 
Bewaar benede 25 ˚C.
Bewaar jou medisyne in die oorspronklike verpakking om dit teen lig te beskerm.
Moenie hierdie medisyne na die vervaldatum wat op die verpakking aangetoon word, gebruik nie.
Gee alle ongebruikte medisyne terug aan jou apteker. Moenie ongebruikte medisyne in dreine of rioolsisteme (bv. toilette) weggooi nie.
AANBIEDING VAN FLAGYL: 
FLAGYL 200 - Houers van 21 en 250 
FLAGYL 400 - Houers van 10 en 100 
FLAGYL SUSPENSION - Bottels van 50 ml en 100 ml
IDENTIFIKASIE VAN FLAGYL: 
FLAGYL 200:		  Sirkelvormige, naaswit tot romerige bikonvekse tablette, met “FLAGYL 200” op een kant gedruk.
FLAGYL 400:		  Sirkelvormige, geel, bikonvekse tablette, met “FLAGYL 400” op een kant gedruk en met ‘n breeklyn op die ander kant.
FLAGYL SUSPENSION:	 Naaswit, growwe suspensie met ‘n lemoen- en suurlemoenreuk.
REGISTRASIENOMMERS: 
FLAGYL 200		  - A370 (Wet 101/1965)
FLAGYL 400		  - D/20.2.6/228
FLAGYL SUSPENSION	 - F/20.2.6/50
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sanofi-aventis south africa (edms) bpk. 
Bondstraat 2 
Midrand 
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1685
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