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Please note where questions included a company name these have been modified to protect anonymity.

No | Question Response

56 | In Schedule Bii, Product and Company, point 1.3: The aim of this section is to understand your qualification status. If the
What is expected with the question? What is exactly needed | specific sections do not enable you to do this you may add additional
comments at L.86.

. . [ 9")
What is meant with “SDRA SDRA: Stringent Drug Regulatory Authority

What is requested with “Type of Certificate held”? Type of certificate held refers to the level of qualification you have
- achieved.
Do you also want to know if the product is registered in a Yes

Stringent Health Authority
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