
1.3.1 Summary of Product Characteristics (SmPC)  
 

a. Product Details: 

CO-VITAMIN B INJECTION 

Each ampoule (2ml) contains: 

Vitamin B1 …………………. 10mg 

Vitamin B2 …………………. 1.37mg 

Vitamin B6 …………………. 1mg 

Nicotinamide ……………….. 15mg 

Excipient……………… ……..Q.S. 

 

Dosage form: Injection 

 

Strength(s):   

Vitamin B1 …………………. 20mg 

Vitamin B2 …………………. 2mg 

Vitamin B6 …………………. 2mg 

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

 

Pharmacopoeial Status API:   

Co-Vitamin B BP 

 

 

Pharmacopoeial status FP:   CP 2010 

 

 

b.  Component of the drug product 

Active Ingredients 



MC FORIS is an injection. It is used for the treatment and prevention of Co-Vitamin B 

deficiency. It is essential to identify the exact cause of deficiency, preferably before 

starting therapy. Hydroxocobalamin is generally preferred to cyanocobalamin; it binds 

more firmly to plasma proteins and is retained in the body longer. Cyanocobalamin and 

hydroxocobalamin are generally given by the intramuscular route, although 

cyanocobalamin may be given by mouth or intranasally. Oral cyanocobalamin may be 

used in treating or preventing Co-Vitamin B deficiency of dietary origin. 

      Structure: 

   

Physicochemical Characteristics:  

  

Description :   

A white or almost white, crystalline powder or colourless crystals. 

 

Solubility:  Sparingly soluble in water and in alcohol; practically insoluble in acetone. 

 

 

 

 

Excipients:   

(1) Sodium Chloride 

Functional Category:  

As a cosolvent. 

 



Applications in Pharmaceutical Formulation or Technology 

The concentration and dosage of sodium chloride solutions for intravenous use is 

determined by several factors including the age, weight, and clinical condition of the 

patient and in particular the patients' hydration state. Serum-electrolyte concentrations 

should be carefully monitored. In severe sodium depletion, 2 to 3 litres of sodium 

chloride 0.9% may be given over 2 to 3 hours and thereafter at a slower rate. 

 

Structural Formula:   

NA + CL- 

 

Description: A white, crystalline powder or colourless crystals or white pearls. 

 

Solubility: Freely soluble in water; practically insoluble in dehydrated alcohol. 

 

(2) Water For Injection 

Functional Category:  

As a solvent for injection. 

 

Applications in Pharmaceutical Formulation or Technology 

It is water for the preparation of medicines for parenteral administration when water is 

used as the vehicle, and for dissolving or diluting substances or preparations for 

parenteral administration. It is prepared by distillation of potable water or purified water 

from a neutral glass, quartz, or suitable metal still fitted with an effective device for 

preventing the entrainment of droplets; the first portion of the distillate is discarded and 

the remainder collected. Store in conditions designed to prevent growth of 

micro-organisms and to avoid any other contamination.  

 

Description: A clear colourless liquid. 



 
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 

Co-Vitamin B Injection (MC FORIS) 

 

 

 

 


