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APPROVED PATIENT INFORMATION LEAFLET 

 

SCHEDULING STATUS 

S4 

 

RANCLAV 625  Film Coated Tablets  

Amoxicillin and potassium clavulanate  

Sugar free 

 

Read all of this leaflet carefully before you start taking RANCLAV 625  

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

• If you have further questions, please ask your doctor, pharmacist or other health care 

provider.  

• RANCLAV 625 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.  

 

What is in this leaflet 

1. What RANCLAV 625 is and what it is used for 

2. What you need to know before you take RANCLAV 625 

3. How to take RANCLAV 625  

4. Possible side effects 

5. How to store RANCLAV 625  

6. Contents of the pack and other information 

 

1. What RANCLAV 625 is and what it is used for 
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RANCLAV 625 is an antibiotic and work by killing bacteria that cause infections. It contains 

two different medicines called amoxicillin and potassium clavulanate. Amoxicillin belongs to 

a group of medicines called ‘penicillins”. Amoxicillin can sometimes be stopped from working 

(made inactive) and the other component potassium clavulanate stops this from happening. 

 

RANCLAV 625 is used to treat following bacterial infections: 

• Sinus infections  

• Middle ear infections  

• Tonsil infection 

• Chest infections with fever, chills, shortness of breath and a cough which produces yellow-

green phlegm and occasionally blood (bronchitis and bronchopneumonia) 

• Skin and soft tissue infections  

• Infections of genital organs and urinary tract such as infection of bladder (cystitis), 

infection of urethra (urethritis), kidney infections (pyelonephritis) 

 

RANCLAV 625 is only available with a doctor’s prescription. 

 

2. What you need to know before you take RANCLAV 625 

Do not take RANCLAV 625 if: 

• you are hypersensitive (allergic) to amoxicillin, potassium clavulanate, penicillin group of 

antibiotics, cephalosporin group of antibiotics (or any of the other ingredients of 

RANCLAV 625 (listed in section 6) (an allergic reaction may include rash, itching, swelling 

of face, lips, or hands/feet or breathing difficulties). 

• you have ever had liver problems or jaundice (yellowing of the skin and/or eyes) when 

taking amoxicillin and potassium clavulanate tablets. 
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Warnings and precautions  

Take special care with RANCLAV 625 if: 

• you have ever had an allergic reaction (such as a rash) to antibiotics or other substances 

in the past. 

• you have glandular fever [a viral infection which causes a sore throat, high temperature, 

tiredness, muscle pains and headache (infectious mononucleosis)] 

• you have liver, kidney problems  

• you are an elderly  

• you have clotting problems 

• you are suffering from a sexually transmitted disease (syphilis) 

• you are suffering from a type of blood cell cancer (lymphatic leukaemia) 

• you develop fits (convulsions) while you are taking RANCLAV 625 

• you develop fever, rashes, swelling or have difficulty in breathing (acute generalized 

exanthemous pustulosis; hypersensitivity reaction). 

• you develop loose stools while you are taking RANCLAV 625 or even several weeks after 

you have stopped taking them. If it becomes severe or persistent or you notice that your 

stool contains blood or mucus along with fever and presence or absence of abdominal 

cramps (pseudomembranous enterocolitis), stop taking RANCLAV 625 immediately, as 

this can be life threatening and contact your doctor. Do not take any anti-peristaltic 

medication (medicines increasing wave-like movement of the muscles in the walls of the 

digestive tract causing food and waste products to move through the body) to stop the 

diarrhoea while you are taking RANCLAV 625. You develop certain other fungal or 

bacterial infections while you are taking amoxicillin and potassium clavulanate tablets. 

Keep all of your doctor’s appointments so that your progress can be checked. Your doctor 

may do some tests from time to time including  assessment of functioning of blood cell forming 
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organs, kidney and liver function to make sure the medicine is working and to prevent 

unwanted side effects. 

 

Other medicines and RANCLAV 625 

Always tell your healthcare provider if you are taking any other medicine (this includes 

complementary or traditional medicines).  

Some medicines and RANCLAV 625 may interfere with each other. These include:  

• Allopurinol (used for gout). If you are taking it may be more likely that you’ll have an 

allergic skin reaction. 

• Probenecid (used for gout). If you are taking it your doctor may decide to adjust your 

dose of RANCLAV 625. 

• Warfarin, acenocoumarol (medicines to help stop blood clots). If taken with RANCLAV 

625 then extra blood tests may be needed. 

• Hormonal oral contraceptives (birth controlling pills) 

• Methotrexate (used to treat cancer or rheumatic diseases) 

• Tetracyclines and other bacteriostatic medicines (medicines used to treat bacterial 

infections) 

• Mycophenolate mofetil (used to prevent the rejection of transplanted organs)  

These medicines may be affected by RANCLAV 625, or may affect how well it works. You 

may need different amounts of your medicines, or you may need to take different medicines.  

 

Your doctor and pharmacist have more information on medicines to be careful with or avoid 

while taking RANCLAV 625.  

 

If you need a laboratory investigation such as blood test (red blood cell status tests or liver 

function tests) or urine test (for glucose), or other tests do inform your doctor about the 
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medicine you are taking. This is because amoxicillin and potassium clavulanate tablets can 

affect the results of these types of tests. 

 

RANCLAV 625 with food and drink  

RANCLAV 625 should be taken immediately before a meal. 

 

Pregnancy, breastfeeding and fertility 

If you are pregnant or breastfeeding, think you may be pregnant or are planning to have a 

baby, please consult your doctor, pharmacist or other healthcare provider for advice before 

taking this medicine. 

 

The safety of RANCLAV 625 for use during pregnancy has not been established. Talk to your 

doctor if you are pregnant, you think you might be pregnant or planning to become pregnant, 

or are currently breastfeeding your baby. This medicine may cause unwanted side effects in 

new born through breast milk.  

 

Driving and using machines  

RANCLAV 625 may cause light-headedness, fits or allergic reactions. Make sure you know 

how you react to RANCLAV 625 before you drive, operate machinery, or do anything else 

that could be dangerous if you are dizzy or light-headed. 

 

3. How to take RANCLAV 625 

Do not share medicines prescribed for you with any other person. 

Always take RANCLAV 625 exactly as your doctor or pharmacist has told you. Check with 

your doctor or pharmacist if you are not sure. 
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Swallow the tablets whole with a glass of water immediately before a meal.  

It is important to drink lots of fluids while taking RANCLAV 625 to help reduce the risk of 

forming amoxicillin crystals in urine. 

 

Adults 

The usual dose in adults is one tablet every 8 hours at the start of a meal. 

 

Patients with kidney problems 

If you have kidney problems or are undergoing haemodialysis, the dose and frequency will 

be decided by your doctor. 

 

Your doctor may prescribe you a different dose and/or dose frequency depending on the type 

and severity of your infection. Similarly, the duration of treatment may also vary depending 

on the type and severity of your infection. Your doctor will tell you how long your treatment 

with RANCLAV 625 will last.  

 

If you have the impression that the effect of RANCLAV 625 is too strong or too weak, tell your 

doctor or pharmacist. 

 

If you take more RANCLAV 625 than you should  

In the event of overdosage, consult your doctor or pharmacist. If neither is available, contact 

the nearest hospital or poison centre.  

You may have symptoms such as an upset stomach (feeling sick, being sick or diarrhoea), 

and symptoms of imbalance of water and minerals in body. In case you take more tablets 

than you should, take the medicine carton or this leaflet with you so your doctor will know 

what you have taken. 
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If you forget to take RANCLAV 625   

If you forget to take a dose, take it as soon as you remember it. However, if it is almost time 

for your next dose, skip the missed dose and continue as usual. 

Do not take a double dose to make up for forgotten individual doses. 

 

If you stop taking RANCLAV 625   

Do not stop taking RANCLAV 625 without consulting your doctor. 

Continue taking RANCLAV 625 until the course is finished or for as long as your doctor tells 

you. Do not stop taking RANCLAV 625 just because you feel better as the infection can 

return. 

Do not stop taking, or change the dose without first checking with your doctor. 

If you have any further questions on the use of RANCLAV 625, ask your doctor or pharmacist. 

 

4. Possible side effects 

RANCLAV 625 can have side effects.   

Not all side effects reported for RANCLAV 625 are included in this leaflet.  Should your 

general health worsen or if you experience any untoward effects while taking RANCLAV 625, 

please consult your healthcare provider for advice.  

 

If any of the following happens, stop taking RANCLAV 625 and tell your doctor 

immediately or go to the casualty department at your nearest hospital: 

Frequent side effects: 

• an allergic reaction characterised by rapid swelling of the face, tongue and windpipe which 

can cause great difficulty in breathing, shock, low blood pressure (angioedema) 

• an allergic reaction characterised by symmetrical, red, raised skin areas all over the body 

(erythema multiforme) 
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Less frequent side effects: 

• an allergic reaction characterised by widespread redness of the skin, severe peeling of the 

skin, or severe ulceration of the skin, eyes, mouth, nose and genitals (Stevens-Johnson 

syndrome) 

• an allergic reaction characterised by detachment of the top layer of skin from all over the 

body, leaving large areas that look scalded. The loss of skin causes fluids and salts to 

ooze from the raw, damaged areas which can easily become infected (toxic epidermal 

necrolysis) 

• widespread scaling of the skin, often with itching, skin redness, and hair loss (bullous 

exfoliative dermatitis) 

• febrile drug eruption characterised by numerous small, primarily non-follicular, sterile 

pustules, arising within large areas of edematous erythema (acute generalized 

exanthemous pustulosis) 

Side effects of unknown frequency: 

• rash or hives, trouble in breathing, swelling of the face and throat. You may be having an 

allergic reaction which may need emergency treatment (anaphylactic reaction) 

• flu-like symptoms with a rash, fever, swollen glands, and abnormal blood test results 

[including increased white blood cells (eosinophilia) and liver enzymes) (Drug Reaction 

with Eosinophilia and Systemic Symptoms (DRESS)] 

• yellowing of the skin and/or eyes (jaundice, cholestatic) 

These are very serious side effects. If you have them, you may have had a serious allergic 

reaction to RANCLAV 625. You may need urgent medical attention or hospitalisation. 

 

Tell your doctor immediately or go to the casualty department at your nearest hospital 

if you notice any of the following: 

Less frequent side effects: 
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• Inflammation of blood vessels (hypersensitivity vasculitis) which may be visible as red or 

purple raised spots on the skin, but can affect other parts of the body  

• Kidney disease, characterised by swelling in between the kidney tubules  (interstitial 

nephritis) 

• Fits (convulsions) 

Side effects of unknown frequency: 

• Fever, joint pain, swollen glands in the neck, armpit or groin (serum sickness like 

syndrome) 

• Unusual bleeding or bruising under the skin symptoms includes purple or red-brown spots 

visible through the skin (thrombocytopenic purpura) 

• Bleeding or bruising more easily than normal due to low blood platelet count, which can 

be reversible (thrombocytopenia, reversible) 

• Illness resulting from the destruction of red blood cells symptoms include  tiredness, 

headaches, being short of breath when exercising, dizziness, looking pale and yellowing 

of the skin and/or eyes  (haemolytic anaemia) 

• Frequent infections such as fever, severe chills, sore throat or mouth ulcers due to  lack of 

white blood cells, which is reversible (agranulocytosis,  reversible) 

• Liver disease symptoms includes  nausea, vomiting, loss of appetite, feeling generally 

unwell, fever, itching, yellowing of the skin and eyes, light coloured bowel motions, dark 

coloured urine (hepatitis) 

• Inflammation of the large intestine which causes watery diarrhoea usually with blood and 

mucus; stomach pain and/or fever (enterocolitis, antibiotic associated colitis including 

pseudomembranous colitis and haemorrhagic colitis) 

• Inflammation of the protective membrane surrounding the brain symptoms includes fever, 

nausea, vomiting, headache, stiff neck and extreme sensitivity to bright light (aseptic 

meningitis) 
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These are all serious side effects. You may need urgent medical attention. 

 

Tell your doctor if you notice any of the following: 

Frequent side effects:  

• Loose stools (diarrhoea) 

• Feeling sick 

• Vomiting 

• Indigestion, pain in stomach, abnormal taste 

• Rashes, hives, itching 

• Dizziness, headache, tiredness and hot flushes 

• Inflammation in vagina, fungal infection of genitals, increased infection due to other 

organisms 

Less frequent side effects:  

• Unusually active, which is reversible (hyperactivity, reversible) 

Side effects of unknown frequency: 

• Yeast infection of the mouth or skin folds (mucocutaneous candidiasis)  

• Black tongue which looks hairy 

• Inflammation of the stomach symptoms includes pain, nausea, vomiting, vomiting blood, 

blood in the bowel motions (gastritis) 

• Mouth ulcers and cold sores (stomatitis) 

• Swollen, red, sore tongue (glossitis) 

• Discolouration of teeth (brown, yellow or gray staining) 

• A condition in which the amount of oxygen-carrying pigment (haemoglobin) in the blood 

is below normal due to  decreased number of red blood cells, symptoms includes  

tiredness, headaches, being short of breath when exercising, dizziness and looking pale 

(anaemia) 
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If you notice any side effects not listed in this leaflet, please inform your doctor or pharmacist. 

 

Reporting of side effects  

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

effects not listed in this leaflet.  You can also report side effects to SAHPRA via the “6.04 

Adverse Drug Reaction Reporting Form”, found online under SAHPRA’s publications:  

https://www.sahpra.org.za/Publications/Index/8. By reporting side effects, you can help 

provide more information on the safety of RANCLAV 625. 

 

5. How to store RANCLAV 625 

• Store all medicines out of reach of children. 

• Store at or below 25 °C in the original package, protected from light and moisture.  

• Do not remove the blisters from the carton until required for use. 

• Do not take RANCLAV 625 after the expiry date stated on the blister strips and carton.  

• Return all unused or expired medicines to your pharmacist for safe disposal.  

• Do not dispose of unused medicines in drains or sewerage systems (e.g. toilets). 

 

6. Contents of the pack and other information 

What RANCLAV 625 contains  

The active substance is amoxicillin and potassium clavulanate.  

Each RANCLAV 625 film-coated tablet contains  

Amoxicillin trihydrate equivalent to amoxicillin 500  mg 

Potassium clavulanate equivalent to clavulanic acid 125 mg 

The other ingredients are: colloidal anhydrous silica, Eudragit E 100, isopropyl alcohol, 

magnesium stearate, methylene chloride, microcrystalline cellulose, Opadry 03B58965 white, 

PEG 400, povidone (K30), sodium starch glycolate. 

https://www.sahpra.org.za/Publications/Index/8


Ranbaxy Pharmaceuticals (Pty) Ltd                                             Ranclav 625    
 
Amoxicillin trihydrate 500,0 mg + Potassium clavulanate 125,0 mg              Film coated Tablets 

_________________________________________________________________________ 
 

Page 12 of 12 
1.3.2         March 2021 

 

What RANCLAV 625 looks like and contents of the pack  

White to off-white film coated oval shaped tablets debossed with “RX713” on one side and 

plain on the other side. 

PVC/PVdC blister of 10, 15 tablets in a laminated pouch along with 1 g sachet containing 

molecular sieve. 

 

Holder of Certificate of Registration  

Ranbaxy Pharmaceuticals (Pty) Ltd 

14 Lautre Road 

Stormill Ext.1 

Roodepoort, 1724 

South Africa 

 

This leaflet was last revised in  

25 May 2021 

Registration number 

50/20.1.2/0227 
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