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	Brand (Proprietary) Name of Drug Product
	

	Proper, Common or Non-proprietary Name of Drug Substance
	

	Manufacturer / Sponsor
	

	Therapeutic Classification
	

	Dosage Form(s) and Strength(s)
	

	Route(s) of Administration
	

	Type of Submission
	

	TPD Target Date / Review Target Date
	

	Control Number / File Number
	


	Lead Review Bureau / Division
	

	Biopharmaceutics Evaluator
	

	Review References
	

	Consultations
	

	Notes to Other Review Units
	

	Review Recommendation
	

	Sponsor's Contact Information
	


1.0 WAIVER REQUEST
2.0 DRUG SUBSTANCE
1.1 Solubility 
1.2 Absorption
1.2.1 Absolute Bioavailability and Mass Balance Studies
1.2.2 Supportive Evidence
i.  
Gastrointestinal Stability
ii. Dose Proportional Pharmacokinetics
iii. Caco 2 cell permeability studies

1.3 BCS Classification – TPD use only

3.0 TEST PRODUCT 
3.1 Formulation 
3.2 Batches 
Batches Employed in Dissolution Tests
	Formulation
	

	Batch number
	
	
	

	Site of manufacture, batch size
	
	
	

	Date of manufacture
	
	
	

	Clinical studies
	
	
	


4.0 REFERENCE PRODUCT 
4.1 Formulation
4.2 Batches 
Batches Employed in Dissolution Tests

	Formulation
	

	Batch number
	

	Site of manufacture, batch size
	

	Date of manufacture
	


5.0 DISSOLUTION METHOD

Summary of Dissolution Test Method Parameters 
	Apparatus 
	

	Rate of Operation 
	

	Dissolution Media
	

	Volume 
	

	Temperature
	

	Sampling times
	

	Number of Dosage Units 
	


6.0 COMPARISION OF TEST AND REFERENCE PRODUCTS
6.1 Comparison of Formulations
Comparison of Test and Reference Formulations
	Component
	Function
	Test
	Reference

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Dimensions   
	
	
	

	Manufacturing process
	
	
	


6.2 Comparative In Vitro Dissolution
Test Batches

Dissolution Profiles for Lot #
	
	% Label Claim Released

	
	x Min 
	x Min 
	x Min 
	x Min 
	x Min 

	pH 1 (0.1 N HCL)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 4.5 (Acetate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 6.8 (Phosphate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	


N =  no. of units/ pH medium. 
Dissolution Profiles for Lot #
	
	% Label Claim Released
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	x Min 
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	x Min 
	x Min 

	pH 1 (0.1 N HCL)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 4.5 (Acetate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 6.8 (Phosphate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	


N =  no. of units/ pH medium. 
Dissolution Profiles for Lot #
	
	% Label Claim Released

	
	x Min 
	x Min 
	x Min 
	x Min 
	x Min 

	pH 1 (0.1 N HCL)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 4.5 (Acetate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	

	pH 6.8 (Phosphate)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
	
	
	
	
	

	Maximum
	
	
	
	
	


N =  no. of units/ pH medium. 
Reference Batches
Dissolution Profiles for Lot #
	
	% Label Claim Released

	
	x Min 
	x Min 
	x Min 
	x Min 
	x Min 

	pH 1 (0.1 N HCL)

	Mean 
	
	
	
	
	

	%RSD 
	
	
	
	
	

	Minimum 
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	pH 4.5 (Acetate)

	Mean 
	
	
	
	
	

	%RSD 
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	pH 6.8 (Phosphate)
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	%RSD 
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N =  no. of units/ pH medium. 
7.0 CLARIFAX/ CLARIMAIL REQUESTS – TPD use only
8.0 CONCLUSIONS AND RECOMMENDATIONS – TPD use only
This Review Report has been signed electronically
[Name, Affiliation] 
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Brand Name: Aerius D-12 Hour                                                                                                                           Control No.: 114489
Sponsor:  Schering-Plough Canada Inc.                                                                                         CR File Number: 9427-S0007-409
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