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	ملخص دراسات التكافؤ الحيوي  

The Bioequivalence Study Summary Template


	All fields are mandatory
	جميع الحقول إلزامية


1. Test Product Information

	Trade name
	

	Active ingredient(s)
	

	Therapeutic classification
	

	BCS classification
	

	API source(s) used in biobatch
	

	Particle size of API used in biobatch
	

	Polymorphic form of API used in biobatch
	

	Strength(s) to be registered
	

	Strength used in the study
	

	Dosage form
	

	Type of formulation (immediate release, modified release, …)
	

	Expected production size 
	

	Biobatch information: 
	

	Batch type
	

	Batch size 
	

	Batch number
	

	Manufacturing site 
	

	Manufacturing date
	

	Expiry date 
	

	Assay content in the COA
	


2. Tabulation for the Composition of the Proposed Formulation(s)

	Component and Quality Standard
	Function
	Strength (label claim)

	
	
	xx mg
	xx mg

	
	
	Quantity/Unit
	%*
	Quantity/Unit
	%*

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Total
	
	
	
	
	


*each ingredient expressed as a percentage of the total core or coating weight.
3. Reference Product Information

	Trade name
	

	Active ingredient(s)
	

	Strength
	

	Type of formulation (immediate release, modified release, …)
	

	Method of administration (with or without meals) 
	

	Country of purchase 
	

	Batch number
	

	Expiry date 
	

	Manufacturer/site
	

	Assay content in the COA
	


4. Summary of in vitro Dissolution Studies

	Testing date
	

	Apparatus
	

	Speed of Rotation
	

	Medium 
	

	Volume
	

	Temperature
	

	No. of Dosage Units used 
	

	Collection times (minutes or hours)
	

	ƒ2 value in the comparative in vitro dissolution study (test vs. reference) 
	At Buffer

	
	pH 1.2
	pH 4.5
	pH 6.8

	
	
	
	

	ƒ2 value in the comparative in vitro dissolution study (biobatch vs. other strength(s) to be registered)  
	At Buffer

	
	pH 1.2
	pH 4.5
	pH 6.8

	
	
	
	


5. Bioequivalence Summary

	No. of submitted bioequivalence studies 
	

	Study design
	

	Period(s) date(s)
	

	Bioanalysis date
	

	Study site
	

	Number of subjects
	

	Parent data
	            FORMCHECKBOX 
  Yes                                FORMCHECKBOX 
 No

	Metabolite data
	            FORMCHECKBOX 
  Yes                                FORMCHECKBOX 
 No


	Parameter
	Arithmetic Mean (CV%)
	% Ratio of

Geometric Means
	Confidence Interval

Stated in study protocol 

	
	Test
	Reference
	
	

	AUC(0-t)
	
	
	
	

	AUC(0-∞)
	
	
	
	

	Cmax
	
	
	
	

	Tmax
	
	
	

	T1/2
	
	
	


6. Bioanalytical Method Summary

	Method description 
	

	Analyte 
	

	Internal standard (IS)
	

	Average recovery of drug (%)
	

	Average recovery of IS (%)
	

	Bench-top stability (hours/°C)
	

	Stock stability (days/°C)
	

	Processed stability (hours) 
	

	Freeze-thaw stability (cycles) 
	

	Long-term storage stability (days/°C)
	

	Dilution integrity 
	

	Selectivity 
	

	Bench-top stability (hours) 
	

	Stock stability (days/°C)
	

	Standard curve concentrations (units/mL)
	

	LLOQ (units/mL)
	

	QC concentrations (units/mL)
	List all the concentrations used

	QC Intraday precision range (%)
	Per QC

	QC Intraday accuracy range (%)
	Per QC

	QC Interday precision range (%)
	Per QC

	QC Interday accuracy range (%)
	Per QC

	Chromatograms for bioanalytical method
	            FORMCHECKBOX 
  Yes                                FORMCHECKBOX 
 No

	20% of subjects chromatograms 
	            FORMCHECKBOX 
  Yes                                FORMCHECKBOX 
 No

	Incurred sample reanalysis (Mandatory for studies that were conducted beyond 2013)
	              FORMCHECKBOX 
  Yes                                FORMCHECKBOX 
 No
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