
1.3.1 Summary of Product Characteristics (SmPC)  
 

a. Product Details: 

FORTIFIED PROCAINE PENICILLIN FOR INJECTION 

Each vial contains: 

FORTIFIED PROCAINE PENICILLIN……………………4.0 mega 

Excipient………………………………………………..Q.S. 

 

Dosage form: Powder for Injection 

 

Strength(s):   

FORTIFIED PROCAINE PENICILLIN……………………4.0 mega 

Route of administration:  i.m./i.v. 

 

Pharmacopoeial Status API:   

FORTIFIED PROCAINE PENICILLIN BP 

 

 

Pharmacopoeial status FP:   BP 

 

 

b.  Component of the drug product 

Active Ingredients 

MC FORIS is a powder for injection. It has the same antimicrobial action as 

benzylpenicillin to which it is hydrolysed gradually following deep intramuscular 

injection. This results in a prolonged effect, but because of the relatively low blood 

concentrations produced, its use should be restricted to infections caused by 

micro-organisms that are highly sensitive to penicillin. Procaine benzylpenicillin should 



not be used as the sole treatment for severe acute infections, or when bacteraemia is 

present.  

Procaine benzylpenicillin is used mainly in the treatment of syphilis; other indications 

have included anthrax, pneumonia (in children in developing countries), and Whipple's 

disease. 

      Structure: 

 

Physicochemical Characteristics:  

  

Procaine Benzylpenicillin 

Description :   

A white, crystalline powder. 

 

Solubility:  Slightly soluble in water; sparingly soluble in alcohol. A 0.33% solution in 



water has a pH of 5.0 to 7.5. 

 

Benzylpenicillin Sodium 

Description :   

A white or almost white crystalline powder. 

 

Solubility:  Very soluble in water; practically insoluble in fatty oils and in liquid 

paraffin. A 10% solution in water has a pH of 5.5 to 7.5. 

 

 

 

Excipients:   

 

N/A 
 



 
1.3.2 Labelling (outer & inner labels) 
 
Will be submitted later 
 



 
1.3.3 Package Insert (also known as patient information PIL) 
 

 

 

 

PATIENT INFORMATION LEAFLET 

 

PATIENT INFORMATION LEAFLET:  INFORMATION FOR THE USER 

FORTIFIED PROCAINE PENICILLIN For Injection (MC FORIS) 

 



 



 



 

 


