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A.
QUALITY DATA

2.1.S
DRUG SUBSTANCE

2.1.S.1
General Information

2.1.S.1.1
Nomenclature

International Non-proprietary Name (INN)

Compendial Name

Chemical Name(s)

Laboratory Code(s)

British Approved Name (BAN)

US Adopted Name (USAN)

Japanese Accepted Name (JAN)

Other Names, e.g. CAS registry

2.1.S.1.2
Structure

Structural Formula

Molecular Formula

Relative Molecular Mass

Chirality

2.1.S.1.3
General Properties

Solubility

Physical Characteristics 

Particle Size Distribution

Melting Point

Polymorphism

Hydroscopicity

pKa – values(s)

Partition coefficient 

2.1.S.2
Manufacture

2.1.S.2.1
Manufacturer(s)

2.1.S.2.2
Description of Manufacturing Process and Process Controls

Synthetic Route

Process Description

Filling, Storage and Transportation (Shipping)

Any Other Methods Used to Prepare Batches Used in Preclinical Studies or Earlier Clinical Trials

2.1.S.2.3
Control of Materials

2.1.S.2.4
Control of Critical Steps and Intermediates

Control Tests and Specifications of Critical Steps

Control Tests and Specifications for Intermediate Products

2.1.S.2.5
Process Validation and/or Evaluation

2.1.S.2.6
Manufacturing Process Development

2.1.S.3
Characterisation

2.1.S.3.1
Elucidation of Structure and Other Characterisation

Evidence of Chemical Structure

Potential Isomerism

Physicochemical Characterisation

Analytical Validation

2.1.S.3.2
Impurities

Potential Impurities originating from the Route of Synthesis

Potential Degradation Products

Potential Impurities arising during Production and Purification

Analytical Test Procedures

Impurities and Structural Deviants

2.1.S.4
Control of Drug Substances

2.1.S.4.1
Specification

Active Ingredients described in a Pharmacopoeia

Active Ingredients not described in a Pharmacopoeia

Table       - Product Specification

	Test
	Specification

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


2.1.S.4.2
Analytical Procedures

2.1.S.4.3
Validation of Analytical Procedures

2.1.S.4.4
Batch Analyses

Batches Tested

Table       - Batch Manufacturing Details

	Lot Number
	Scale of production
	Use of batches
	Site of manufacture
	Formulation

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Results of Tests

2.1.S.5
Reference Standards or Materials

2.1.S.6
Container Closure System

2.1.S.7
Stability

2.1.S.7.1
Stability Summary and Conclusions

Batch(es) Tested

Table       - Details of Batch(es) Tested

	Batch
	Date of Manufacture
	Site of Manufacture
	Batch Size(s)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


General Test Procedures

Accelerated Test Conditions

Normal Test Conditions

Analytical Test Procedures

Assay

Table       - Details of Analytical Methods Used

	Method
	Specification used for Stability Studies
	Current Specification

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Determination of Degradation Products

Validation of all Test Procedures including Limits of Detection

Conclusions and how the Retest Period is established if not readily apparent

2.1.S.7.2
Post Approval Stability Protocol and Stability Commitment

2.1.S.7.3
Stability Data 

2.1.P
MEDICINAL PRODUCT

2.1.P.1
Description of the Medicinal Product

Table       - Composition of the Medicinal Product

	Name of ingredient(s)
	Unit and/or percentage formula
	Function
	Reference to standards

	Active ingredient(s):
	
	
	

	
	
	
	

	Other ingredient(s):
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


2.1.P.2
Pharmaceutical Development

2.1.P.2.1
Components of the Medicinal Product

2.1.P.2.1.1
Drug Substance

2.1.P.2.1.2
Excipients

2.1.P.2.2
Medicinal Product

2.1.P.2.2.1
Formulation Development

2.1.P.2.2.2
Overages

2.1.P.2.2.3
Physicochemical and Biological Properties

2.1.P.2.3
Manufacturing Process Development

2.1.P.2.4
Container Closure System

2.1.P.2.5
Microbiological Attributes

2.1.P.2.6
Compatibility

2.1.P.3
Manufacture

2.1.P.3.1
Manufacturer(s)

2.1.P.3.2
Batch Formula

Batch Size

Formula

Table       - Manufacturing Batch Formula

	Ingredient
	Quantity

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


2.1.P.3.3
Description of Manufacturing Process and Controls

2.1.P.3.4
Controls of Critical Steps and Intermediates

2.1.P.3.5
Process Validation and/ or Evaluation

2.1.P.4
Control of Excipients

2.1.P.4.1
Specifications

2.1.P.4.2
Analytical Procedures

2.1.P.4.3
Validation of Analytical Procedures

2.1.P.4.4
Justification of Specifications

2.1.P.4.5
Excipients of Human or Animal Origin

2.1.P.4.6
Novel Excipients

2.1.P.5
Control of Medicinal Product

2.1.P.5.1
Specification(s)

Table       - Medicinal Product Specification

	Test
	Specification

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


2.1.P.5.2
Analytical Procedures

2.1.P.5.3
Validation of Analytical Procedures

2.1.P.5.4
Batch Analyses

Table       - Batch Analysis Results of Three Representative Batches

	Test
	Current Specification
	Lot      
	Lot      
	Lot      

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


2.1.P.5.5
Characterisation of Impurities

2.1.P.5.6
Justification of Specification(s)

2.1.P.6
Reference Standards or Materials

2.1.P.7
Container Closure System

2.1.P.8
Stability

2.1.P.8.1
Stability Summary and Conclusion

Table       - Medicinal Product Shelf-life Specification

	Test
	Specification

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Table       - Batch Information for Stability Studies on Finished Product

	Lot
	Batch Size
	Site of Manufacture
	Date of Manufacture
	Stability Study Initiation

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table       - Stability Study Conditions

	Temperature (°C)
	Humidity

	
	

	
	

	
	

	
	


Real Time Studies

Studies under Other Conditions

Characteristics Studied

Physical Characteristics

Chemical Characteristics

Microbiological Characteristics

Chromatographic Characteristics

Characteristics of the Packaging (container/closure interaction with the product e.g. injections and rubber stoppers)

Evaluation Test Procedures

Description of Test Procedures

Validation of Test Procedures

2.1.P.8.2
Post-Approval Stability Protocol and Stability Commitment


2.1.P.8.3
Stability Data

Table       - Medicinal Product Stability Results
	Storage Condition:       
	Batch number:       
	Batch number:       

	
	Date manufactured:       
	Date manufactured:       

	Attribute
	Method
	Specification
	0
	1
	2
	3
	6
	9
	12
	18
	24
	0
	1
	2
	3
	6
	9
	12
	18
	24

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


ND
None Detected

NA
Data not yet available

NP
Not preformed per protocol

2.1.A
APPENDICES

2.1.A.1
Facilities and Equipment

2.1.A.2
Adventitious Agents Safety Evaluation

2.1.A.3
Novel Excipients

2.1.A.4
Solvents for Reconstitution and Diluents
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