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2.3	INTRODUCTION TO THE Quality Overall Summary
The product that is the subject of this ANDA i.e. Product Name (Pre-assigned ANDA # xxxxxx) uses API name - Active Pharmaceutical Ingredient (API), manufactured by Manufacturer Name, [API Type x DMF # xxxx].

	Nonproprietary Name of Drug Product:
	

	Nonproprietary Name of Drug Substance:
	

	DMF (Type II) Number and Holder
	

	Name of ANDA Applicant
	

	ANDA Applicant Address
	

	Manufacturing, packaging, and testing Facility 
	

	Dosage Form
	

	Strength
	

	Route of Administration
	

	Proposed Indication
	

	Maximum Daily Dose
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