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	Guideline
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	Guidelines on DRUG Registration Applications in Botswana

Third Revised Edition June 2008 (should read 2009)

	2.
	Guildeline on Dossier Requirements for Variations June 2009

	3.
	Checklist for Variations Applications for Medicines

	4.
	Variation Application Form

	5.
	Validation of Analytical Procedures: Text and Methodology (ICH Q2(R1)) November 2005

	6.
	Bioanalytical Method Validation (FDA Guidance for Industry) May 2001

	7.
	Impurities in New Drug Substances (ICH Q3A(R2)) October 2006

	8.
	Impurities in New Drug Products (ICH Q3B(R2)) June 2006

	9.
	Guidelines for Stability Testing of Pharmaceutical Products First Edition (June 2009)
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	Pharmaceutical Development (ICH (Q8)) November 2005

	11.
	Guidelines on Bioavailability and Bioequivalence First Edition June 2009

	12.
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