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MAL-Q SYRUP 50 mg/5mL 

QUININE DIHYDROCHLORIDE 50 mg/5mL 

Summary of product characteristics (SmPC) 

 

1. NAME OF THE MEDICINAL PRODUCT:  

Mal-Q Syrup 50mg/5mL 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION: 

Each 5ml contains Quinine Dihydrochloride Equivalent to Quinine 50mg 

3. PHARMACEUTICAL FORM: 

Mal-Q syrup is sugar based and flavored anti-malaria syrup.  

4. CLINICAL PARTICULARS: 

4.1 Therapeutic indications: 

Quinine is a cinchona alkaloid and a 4-methanoquinoline antimalarial that is rapid- acting blood 

schizontocide with activity against Plasmodium falciparum, P.Vivax, P.ovale and P.Malariae. It is 

active against the gametocytes of P.malariae and P.vivax, but it may interfere with lysosome 

function or nucleic acid synthesis in the malaria parasite. Since it has no activity against 

exoerythrocytic forms, quinine does not produce a radical cure in vivax or ovale malarias. Quinine 

is not generally used for malaria prophylaxis. 

Quinine is also used to treat the protozoal infection babesiosis and for the relief of nocturnel leg 

cramps. Quininie has mild analgesic properties and is sometimes included in preparations used for 

symptomatic relief of the common cold and influenza.  

 

4.2 Dosage and method of administration: 

A course of treatment with quinine for falciparum malaria usually lasts 7 days and uncomplicated 

infections treatment should preferably be given by the oral route. For children, a dose of 10mg of 

10mg of quinine salt per kg body-weight given every 8 hours for 7days is recommended. Any 

quinine lost through vomiting within one hour of an oral dose should be replaced by additional 

doses. 

4.3 Contra indications:  

As quinine has been implicated in precipitating black water fever it is generally contra-indicated in 

patients who have already suffered an attack. Quinine may also cause haemolysis in some types 

of G6PD deficiency and should be used with care. 
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4.4 Special warnings and Precautions for use 

Quinine must be used with caution in patients with atrial fibrillation or other serious heart disease. 

Quinine may aggravate symptoms of myasthenia gravis and should be used with care if at all in 

such patients. 

Quinine may cause hypoprothrombinaemia and enhance the effects of anticoagulants. Quinine 

must be stopped immediately if evidence of haemolysis appears. 

Antimalarial agents and especially quinine, when given for prolonged periods, have been 

implicated in precipitating black water fever. However, in some cases deficiency of glucose-6-

phosphate dehydrogenase may have been involved. Glucose-6-phosphate dehydrogenase- 

deficient patients with malaria may be at increased risk of haemolysis during quinine therapy. 

4.5 Interaction with other medicinal products and other forms of interaction. 

Antidiabetics + Antimalarials  

Hydroxychloroquine may reduce insulin requirements by about 25%, and two cases of 

hypoglycaemia have been reported. It has also improved glycaemic control in patients taking 

glibenclamide (glyburide). Similarly, hypoglycaemia has occurred in a patient taking chloroquine 

and insulin. Reduced glucose levels or hypoglycaemia have been reported with mefloquine, 

quinidine, quinine, and sulfadoxine with pyrimethamine. Note that falciparum malaria per se can 

result in severe hypoglycaemia, and quinine in particular may contribute to this.  

Mefloquine + Quinine and related drugs  

Mefloquine serum levels may possibly be increased by quinine. In theory, there is an increased 

risk of convulsions if mefloquine is given with quinine, quinidine, or chloroquine.  

Quinine + Rifampicin (Rifampin)  

Rifampicin induces the metabolism of quinine, which may result in subtherapeutic quinine levels.  

Quinine + Tetracyclines  

Doxycycline does not appear to alter the pharmacokinetics of quinine. Tetracycline increases 

quinine levels leading to improved efficacy in malaria.  

Quinine + Miscellaneous  

Urinary alkalinisers can reduce the urinary excretion of quinine in man, and antacids can reduce 

the absorption of quinine in animals.  

Antiepileptics; Enzyme-inducing + Quinine  

Preliminary evidence suggests that the effects of carbamazepine and phenobarbital may be 

increased by quinine, possibly leading to toxicity. An isolated report suggests that phenytoin may 

reduce the levels of quinine but the levels of phenytoin do not appear to be affected by quinine.  

Quinine + Tobacco  
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Quinine pharmacokinetics and efficacy were unchanged by smoking in one study. In contrast, in 

another study, otherwise healthy smokers appeared to clear quinine from the body much more 

quickly than non-smokers; however, quinine metabolism is reduced in patients with falciparum 

malaria, which may negate this effect.  

Quinine + Artemether/Lumefantrine  

No clinically significant pharmacokinetic interaction appears to occur between quinine and co-

artemether. Quinine-induced QTc prolongation may be enhanced by artemether.  

Antihistamines; Astemizole + Quinine  

Quinine causes a marked but transient increase in plasma astemizole levels, which potentially 

increases the risk of cardiac arrhythmias. Three case reports confirm that this is a clinically 

important interaction.  

Digoxin + Quinine  

The digoxin levels of some but not all patients may rise by more than 60% if they are given 

quinine, and there is a report of digoxin toxicity in an elderly patient during concurrent use.  

Coumarins + Quinine  

Isolated reports describe increased anticoagulant effects in two women taking warfarin and a man 

taking phenprocoumon, which were attributed to the quinine content of tonic water. Limited 

evidence suggests that quinine does not alter the half-life of phenprocoumon.  

4.6 Pregnancy & Lactation: 

Quinine should not be withheld during pregnancy, despite its alleged abortifacient properties at 

high dosage, since it safeguards the life of the mother. 

Attention should be given to the considerable risk of hypoglycaemia in pregnant women with 

severe malaria. 

Quinine crosses the placenta and is distributed into breast milk.  

Quinine may cause congenital abnormalities of the CNS and extremities. Following administration 

of large doses during pregnanacy, phototoxicity and deafness have been reported in neonates. 

Mothers with glucose-6 phosphate dehydrogenase (G6PD) deficient babies should not breastfeed 

while taking Mal-Q Syrup. 
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4.7 Effects on ability to drive and use machines 

Quinine may affect your vision and cause vertigo. Do not drive or operate machinery if you are 

taking Quinine. 

4.8 Undesirable effects  

Serious reactions are infrequent provided the plasma concentration is not allowed to rise above 15 

mg/l. 

Signs of mild to moderate cinchonism (tinnitus, headache, blurred vision, altered auditory acuity, 

nausea and diarrhoea) often supervene after the third day of treatment. These rarely, if ever, 

constitute grounds for withdrawal. However, if, as a result of non-compliance, quinine has to be 

withdrawn prematurely, tetracycline must be administered for a further 7 days. 

Idiosyncratic reactions can also occur, but they are uncommon. They include pruritic, urticarial or 

erythematous rashes, subcutaneous or submucous haemorrhage, and oedema of the eyelids, 

mucous membranes and lungs. Haemoglobinuria and asthma are rare. 

Hypoglycaemia should be treated promptly with supplementary glucose. 

Renal damage, culminating in acute renal failure and anuria, is a frequent terminal event in 

malaria. Rarely, anuria is a consequence of blackwater fever, a syndrome comprising massive 

haemolysis, haemoglobinaemia and haemoglobinuria. Although this has been ascribed in the past 

to inadequate quinine therapy, the supporting evidence is insecure. Blackwater fever certainly 

occurs in patients who have not received treatment with quinine. 

Dose-related adverse effects are largely limited to the cardiovascular, gastrointestinal and central 

nervous systems. They usually arise from excessive infusion, but quinine accumulation can result 

from oral administration. 

4.9 Over dosage:  

The most frequently encountered signs of over dosage are: 

Tinnitus, decreased auditory acuity and vertigo. Permanent deafness has resulted from exposure 

to toxic doses. 

Amblyopia, constricted visual fields, diplopia and night blindness. Recovery is slow but usually 

complete. 
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Quinidine-like effects resulting in hypotension, conduction disturbances, anginal symptoms and 

ventricular tachycardia. 

Hypoglycaemia. 

A local irritant effect on the gastrointestinal tract resulting in nausea, vomiting, abdominal pain and 

diarrhoea. 

A single oral dose greater than 3 g is capable of causing serious and potentially fatal intoxication in 

adults, preceded by depression of the central nervous system and seizures. Much smaller doses 

can be lethal in children. 

Dysrhythmias, hypotension and cardiac arrest can result from the cardiotoxic action and ocular 

toxicity can lead to blindness. 

Emesis should be induced and gastric lavage undertaken as rapidly as possible. Activated 

charcoal should then be administered. 

Supportive measures, to be employed as necessary, include ventilation, and symptomatic 

treatment of dysrhythmias, cardiac failure and convulsions. No specific measures of proven 

efficacy exist to reduce the toxicity or to promote the excretion of quinine. 

5 PHARMACOLOGICAL PROPERTIES: 

5.1 Pharmacokinetics & Pharmacodynamics: 

The pharmacokinetics of quinine are altered significantly by malaria infection, the major effects 

being reductions in both its apparent volume of distribution and its clearance. 

Quinine is rapidly and almost completely absorbed from the gastrointestinal tract and peak 

concentrations in the circulation are attained about 1 to 3 hours after oral doses of the sulfate or 

bisulfate. Plasma protein binding is about 70% in healthy subjects and rises to 90% or more in 

patients with malaria. Quinine is widely distributed throughout the body. Concentrations attained in 

the CSF of patients with cerebral malaria have been reported to be about 2 to 7% of those plasma. 

Quinine is extensively metabolized in the liver and rapidly excreted mainly in the urine. Estimates 

of the proportion of unchanged quinine excreted in the urine vary from less than 5 to 20%. 

Excretion is increased in acid urine. The elimination half-time is about 11 hours in healthy subjects 

but may be prolonged in patients with malaria. Small amounts of quinine also appear in the bile 

and saliva. 
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Quinine crosses the placenta and is distributed into breast milk.  

5.2 Preclinical safety data 

Not applicable 

6. PHARMACEUTICAL PARTICULARS: 

6.1 List of excipients 

Sugar, Liquid Glucose, Sorbitol solution, Bronopol, Colour Amaranth, mixed fruit flavour, 

Essence water melon. 

6.2 Incompatibilities 

Not applicable 

 

6.3 Shelf life:  

Two years from the date of manufacture. 

6.4 Special precautions for storage:  

Store in a cool and dry place, not above 30°C. 

Keep all medicines away from the reach of children. 

 

6.5 Presentation:  

Mal-Q syrup is available in 125mI round glass bottles with packing Insert.  

6.6 Special precautions for disposal <and other handling> 

No special requirements 

Any unused product or waste material should be disposed of in accordance with local 
requirements. 

7. APPLICANT/SUPPLIER:   

M & G Pharmaceuticals Ltd.  

D 446/1, Bannerman Road,  

James Town, Accra.  

8. FDA Reg No in Ghana: 

FDA / SD.113-7445 

 

9. DATE OF REGITRATION / RENEWAL OF REGISTRATION 

30/04/2020                          / 01/05/2025 

 

10. DATE OF REVISION OF THE TEXT 

Mar 2022 

 


