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COVID-19 Related Priority Process Guidance for New 
Medicine Registration Applications 

 

Applicants who require to submit a new application for medicine registration must follow the 

following process: 

 Request for an application number by sending an email to 

applicationnumbers@sahpra.org.za. 

 The application related to COVID-19 should have the following information: 

 Basic information as per the submission guidelines 2.23 or 2.58 for the unique 

identifier 

 Motivation for COVID-19 use 

 Information on Name and Address of API source/s 

 Information on the Manufacturer, Packer, Laboratory of the final packaged 

product 

 cGMP certificates for the sites requested 

 The applicant will be given an application number and fees payable within five days 

 The applicant is required to submit five copies (on separate USBs) to be delivered at 

SAHPRA reception, CSIR Building 38. 

 A proof of submission will be signed and date stamped. The applicant should email the 

signed proof of submission to santhani.chetty@sahpra.org.za 
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COVID-19 Related Priority Process Guidance for Variation 
Applications 
 
Applicants who require their variations to be considered priority review must follow the 

following process: 

 Submit an email request to PriorityQvariations@sahpra.org.za for Quality variations, 

and PriorityIvariations@sahpra.org.za for Inspectorate variations and 

PriorityCvariations@sahpra.org.za for Clinical variations for priority review.  

 The email should include the following information: 

 Proprietary name, application number,  

 Applicant details (name, email, contact number),  

 What variation is required  

 Motivation (e.g supplier in country with lock down; medicine is used in standard 

treatment guideline for COVID-19; medicine is used in clinical management of 

patients; medicine on tender) 

 The relevant Variations unit will respond by giving the applicant a reference number to 

use on submission of the variation. This reference number should be included on the 

cover letter of the application. 

 The applicant is required to submit two copies of the application (on separate USBs) to 

be delivered at SAHPRA reception CSIR Building 38. 

 A proof of submission will be signed and date stamped. The applicant should email the 

signed proof of submission to the relevant unit using the dedicated e-mail address 

above.  

 Turnaround timelines are between 1 to 7 days 

 Follow ups can be made on the respective emails (include application number and 

allocated reference number) 
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