
 

 
SUMMARY OF PRODUCT CHARACTERISTICS  

 
1. Name of the medicinal product 
PARAFAST ORAL SUSPENSION (Paracetamol Suspension 120mg/5ml) 
 
2. Qualitative and Quantitative composition 
Each 5ml contains 120mg Paracetamol BP 

3. Pharmaceutical form 
Oral suspension 
Pink viscous suspension 
 
4. Clinical Particulars: 
4.1 Therapeutic indications 
For the treatment of mild to moderate pain, including headache, migraine, neuralgia, toothache, sore 
throat, period pains, aches and pains. 
For the reduction of fever and to be used as an adjunctive treatment to relieve symptoms of cold and 
flu. 

4.2 Posology and method of administration 
Posology 
For the relief of fever after vaccinations at 2, 3 and 4 months 
One 2.5 mL spoonful (small end). This dose may be given up to 4 times a day starting at the time of 
vaccination. Do not give more than 4 doses in any 24-hour period. Leave at least 4 hours between 
doses. If your baby still needs this medicine two days after receiving the vaccine talk to your doctor 
or pharmacist 
Age: 2 – 3 months. 
Do not give to babies less than 2 months of age 
Leave at least 4 hours between doses 
Do not give more than 2 doses. This is to ensure that fever that may be due to a serious infection is 
quickly diagnosed. If your child is still feverish after two doses, talk to your doctor or pharmacist. 

Method of administration 
For oral administration only 
It is important to shake the bottle for at least 10 seconds before use 
 
4.3 Contraindications 
Hypersensitivity to paracetamol or to any of the excipients 
Patients with severe hepatic dysfunction. 

4.4 Special warnings and precautions for use 
Care is advised in the administration of paracetamol to patients with severe renal or severe hepatic 
impairment. The hazards of overdose are greater in those with non-cirrhotic alcoholic liver disease. 
• Contains paracetamol. 
• Do not give with any other paracetamol-containing products. 
• For oral use only. 
• Never give more medicine than shown in the table. 
• Always use the spoon supplied with the pack. Do not overfill the spoon. 
• Do not give to babies less than 2 months of age. 



 

• For infants 2-3 months no more than 2 doses should be given. 
• Do not give more than 4 doses in any 24-hour period. 
• Leave at least 4 hours between doses. 
 
4.5 Interaction with other medicinal products and other forms of interaction 
The hepatotoxicity of Paracetamol, particularly after overdosage, may be increased by drugs which 
induce liver microsomal enzymes such as barbiturates, tricyclic antidepressants, and alcohol. 
Chronic alcohol intake can increase the hepatotoxicity of paracetamol overdose and may have 
contributed to the acute pancreatitis reported in one patient who had taken an overdose of 
paracetamol. Acute alcohol intake may diminish an individual's ability to metabolize large doses of 
paracetamol, the plasma half-life of which can be prolonged. 
The speed of absorption of paracetamol may be increased by metoclopramide or domperidone and 
absorption reduced by colestyramine. 
The anticoagulant effect of warfarin and other coumarins may be enhanced by prolonged regular use 
of paracetamol with increased risk of bleeding; occasional doses have no significant effect. 

4.6 Fertility, pregnancy and lactation 
Pregnancy 
A large amount of data on pregnant women indicates neither malformative, nor feto/neonatal toxicity. 
Epidemiological studies on neurodevelopment in children exposed to paracetamol in utero show 
inconclusive results. If clinically needed, paracetamol can be used during pregnancy however it 
should be used at the lowest effective dose for the shortest possible time and at the lowest possible 
frequency. 
Breast-feeding 
Paracetamol is excreted in breast milk but not in clinically significant quantities. Available published 
data do not contraindicate breast feeding. 
 
4.7 Effects on ability to drive and use machines 
None 
 
4.8 Undesirable effects 
Adverse effects of paracetamol are rare but hypersensitivity including skin rash may occur. There 
have been reports of blood dyscrasias including thrombocytopenia and agranulocytosis, but these 
were not necessarily causality related to paracetamol. 
Very rare cases of serious skin reactions have been reported. 
Cases of acute pancreatitis have been reported. Paracetamol has been widely used and reports of 
adverse reactions are rare, and are generally associated with overdosage. 
Allergic reactions occur occasionally. 
Chronic hepatic necrosis has been reported in a patient who took daily therapeutic doses of 
paracetamol for about a year and liver damage has been reported after daily ingestion of excessive 
amounts for shorter periods. 
 
Reporting of suspected adverse reactions 
Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare 
professionals are asked to report any suspected adverse reactions to National Regulatory Agents 



 

4.9 Overdose 
Symptoms of paracetamol overdosage in the first 24 hours are pallor, nausea, vomiting, anorexia and 
abdominal pain. Liver damage may become apparent 12 to 48 hours after ingestion. Abnormalities of 
glucose metabolism and metabolic acidosis may occur. In severe poisoning, hepatic failure may 
progress to encephalopathy, haemorrhage, hypoglycaemia, cerebral oedema, and death. 
 
5. Pharmacological properties 
5.1 Pharmacodynamic properties 
Pharmacotherapeutic group: Other Analgesics and Antipyretics (Anilides) 
ATC Code: N02 BE01. 
The mechanism of analgesic action has not been fully determined. Paracetamol may act predominantly 
by inhibiting prostaglandin synthesis in the central nervous system (CNS) and, to a lesser extent, 
through a peripheral action by blocking pain impulse generation. 
 
5.2 Pharmacokinetic properties 
Oral absorption is rapid and almost complete; it may be decreased if Paracetamol is taken following a 
high carbohydrate meal. 
There is no significant protein binding with doses producing plasma concentrations of below 60mcg 
(µg)/ml, but may reach moderate levels with high or toxic doses. 
Approximately 90 - 95% of a dose is metabolised in the liver, primarily by conjugation with 
glucuronic acid, sulphuric acid and cysteine. An intermediate metabolite, which may accumulate in 
overdosage after primary metabolic pathways become saturated, is hepatotoxic and possibly 
nephrotoxic. 

5.3 Preclinical safety data 
There are no pre-clinical data of relevance to the prescriber which are additional to that already included 
in other sections of the SPC. Conventional studies using the currently accepted standards for the 
evaluation of toxicity to reproduction and development are not available. 
 
6. PHARMACEUTICAL PARTICULARS 
6.1 List of excipients 
 

SR. 
NO. EXCIPIENTS 

1. Sodium Methyl Paraben 
2. Sodium Propyl Paraben 
3. Xanthan Gum 
4. Sodium CMC 
5. Aerosil 
6. Liquid Sorbitol Solution 70% 
7. Sodium Saccharine 
8. Citric Acid 
9. Colour: Carmoisine 
10. ESS: Raspberry 
11. Purified Water 



 

6.2 Incompatibilities 
Not applicable. 
 
6.3 Shelf life 
36 months 

6.4 Special precautions for storage 
Do not store above 30°C. Protect from light & moisture. 
 
6.5 Nature and contents of container 
60 ml Amber round plastic bottle are packed in a primary carton along with pack insert. 
 
6.6 Special precautions for disposal and other handling 
No special requirements. 
 
7. MARKETING AUTHORISATION HOLDER AND MANUFACTURER 
Marketing Authorisation Holder: 
ZAIN PHARMA LTD. 
Plot No: 209/13741, Colchester Park, 
Go-Down No.1, 2, 3, Off Mombasa Road, 
Behind Nice And Lovely House, 
P.O. Box: 100167-00101, Nairobi, Kenya 

8. Marketing Authorization Number:  
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