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Circular 6 of 2024



Grouped variations 

• Individual changes require the submission of separate variations.

• However, submission of several variations (grouping of variations) is allowed 
only under the following circumstances:

 when variations are consequential to each other, e.g. introduction of a 
new impurity specification that requires a new analytical procedure;

 when the same change affects multiple FPPs, e.g. addition of a new API 
manufacturing site for multiple FPPs;

 when all the changes are annual notification.

• The MCAZ Guideline on Variations clearly specifies the categorization of each 
variation. 



Annual notifications (AN)

 Notifications are changes that could have minimal or no adverse effects on 
the overall safety, efficacy and quality of the FPP.

 If the variation in question is not specified in the MCAZ Guideline, you are 
encouraged to contact the MCAZ Variations Team for further assistance. 

 At present, all variations require prior approval by MCAZ before 
implementation.

 For convenience applicants may group several AN changes as a single 
submission.



Fees

Protecting your right to quality medicines and medical devices

 Fees are as stipulated in the fee schedule on our website.

 Applicants are encouraged to submit the EVR Quotation Confirmation 

form to allow for the appropriate application fee to be paid.



Common deficiencies
 Variation application forms

• Application forms for variations should be duly completed and ensure that you 

attach all documents stated and as required by the form.

 MC8 forms

• The MC8 forms being submitted are not signed or dated, and others are not even 

submitting the MC8 forms, after indicating on the application form that they have 

attached it.

• Missing/incorrect pharmacological classification

• Incorrectly stating of approved name and trade name

• Incomplete names and addresses of applicants, manufacturers, and principal.

• Product description that differs from that stated in the PIL.

Protecting your right to quality medicines and medical devices



…continued
 Labelling

• Submission of incomplete labels with missing/incorrect information on generic and 

trade names, category of distribution, registration number, provision for 

manufacturing date, batch number and expiry date generic and trade names.

• Omission of submission for labels

 Patient information Leaflet

• Description, presentation and form of the medicines not included

 Incomplete documentation

• Documentation and conditions to be fulfilled not in line with MCAZ Variations 

Guidelines




	Slide 1:          Implementation plan for grouped variations and variation notifications  
	Slide 2
	Slide 3: Circular 6 of 2024 
	Slide 4: Grouped variations  
	Slide 5: Annual notifications (AN) 
	Slide 6: Fees
	Slide 7: Common deficiencies
	Slide 8: …continued 
	Slide 9

