INSTRUCTIONS
Please populate the cells that have been shaded light blue with the appropriate details.
Further, please take note of the following instructions / context:
1. If site is due for a GMP inspection, attach the most recent Site Master File and an Excel spreadsheet which details the products that have been exported to Zazibona countries in the past 2 years.
2. Zazibona will issue a proforma invoice according to the declared information and number of blocks indicated. Please note inspectors will not extend the blocks to be inspected onsite.
3. If the site has recently been inspected, and not yet due for re-inspection, please advise accordingly in the Notes section below.
4. Please note only sites in the SRA regions will be eligible for first time GMP approval through desk reviews.
GMP REQUEST DETAILS
	Name of Manufacturing Site:
	 

	Site QA Head Name:
	 

	Site QA Head Phone Number:
	 

	Site QA Head Email Address:
	 

	Number of blocks to be inspected:
(e.g., one, two, three. Please note that Zazibona will issue a proforma invoice according to the declared information / number of blocks indicated. Inspectors will not extend the blocks to be inspected onsite.)
	 

	Dosage form under scope of inspection per block declared above:
(e.g., Block 1 - General oral liquids, Block 2 - General small volume parenteral, Block 3 - Vials, Block 4 - Ampoules etc.)
	 

	Names and registration / application numbers of products under scope filed under Zazibona:
(Please attach an Excel sheet indicating each individual country where the products have been filed)
	 

	Last Zazibona inspection date:
(Please use the CCYY/MM/DD date format. Where applicable, attach the applicable approval letter.)
	 

	Has the site been inspected by a Stringent Regulatory Authority in the past 2 years:
(Yes / No)
	 

	Stringent Regulatory Authority name:
(If the above has been answered "Yes")
	 

	Notes:
(Please provide any additional context that you believe would be relevant / add value to the GMP Review process.)
	 


DECLARATION
By proceeding / clicking the DONE button, I hereby declare that to the best of my knowledge the answers submitted in this expression of interest are correct.

