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ZAMBIA MEDICINES REGULATORY AUTHORITY

Summary of Product Information

1.0	INTRODUCTION

	Non-proprietary name(s) of the finished pharmaceutical product(s) (FPP)
	

	Proprietary name(s) of the finished pharmaceutical product(s) (FPP)
	

	International non-proprietary name(s) of the active pharmaceutical ingredient(s) (API(s)), including form (salt, hydrate, polymorph)
	

	Strength, (indicate strengths of each API if more than one)
	
	
	

	Date of Submission
<for official use only>
	

	Date of Evaluation 
<for official use only>
	

	Receipt Number
<for official use only>
	

	Application Number
<for official use only>
	

	Dosage form
	

	Route of administration
	

	Proposed indication(s)
	

	Name and address of Holder of Marketing Authorisation
	

	Name(s) and address(es) of the manufacturer(s) of the drug substance manufacturer(s)
	




2. DRUG SUBSTANCE (or ACTIVE PHARMACEUTICAL INGREDIENT (API)) 

2.1 Name and site address of Manufacturer(s) of the API(s)

2.1.1 Name, address and responsibility (e.g. fabrication, packaging, labelling, 
testing, storage) of each manufacturer, including contractors and each proposed production site or facility involved in these activities:

	Name and address
(including block(s)/unit(s))
	Responsibility (e.g. bulk manufacture, quality testing, release)
	API-PQ number /APIMF/CEP number (if applicable)
	Letter of access provided?

	
	
	
	

	
	
	
	



2.1.2 Certificates of manufacturing authorisation and Good Manufacturing 
Practice (GMP)
(Valid copies of manufacturing authorisation and Good Manufacturing Practice 
(GMP) certificates, for inspections conducted in the last 3 years)

2.2 Control of the API(s)

2.2.1 Quality Specifications of the API(s) from the FPP manufacturer:
(Signed, dated, version controlled and implemented quality specifications)

	Standard (e.g. Ph.Int., Ph.Eur., BP, USP, in-house)
	

	Specification reference number and version
	

	Test
	Acceptance criteria
	Analytical procedure
(Type/Source/Version)

	Description
	
	

	Identification
	
	

	Impurities
	
	

	Assay
	
	

	etc.
	
	

	
	
	

	
	
	



2.2.2 Methods of Analysis of the API(s) from the FPP manufacturer:
(Signed, dated, version controlled and implemented methods of analysis for the API(s))

2.3 Container Closure System of the API
(Technical description of the container closure system(s) for the storage and shipment of the API, including the nature of materials of construction and artworks showing the dimensions of the container)

2.4 Stability of the API
(The recommended storage conditions and re-test period (or shelf-life, as appropriate))

	Container closure system
	Storage statement
	Re-test period*

	
	
	

	
	
	



3. DRUG PRODUCT (or FINISHED PHARMACEUTICAL PRODUCT (FPP)) 

3.1 Description and Composition of the FPP 

3.1.1 Description of the FPP 
(Detailed technical description of the finished product)


3.1.2 Composition of the FPP:
(Composition, i.e. list of all components of the FPP and their amounts on a per unit basis and percentage basis (including individual components of mixtures prepared in-house (e.g. coatings) and overages, if any)

	Component and quality standard (and grade, if applicable)
	Function
	Strength (label claim)

	
	
	
	
	

	
	
	Quant. per unit or per mL
	%
	Quant. per unit or per mL
	%
	Quantity per unit or per mL
	%

	<complete with appropriate titles e.g. Core tablet (Layer 1, Layer 2, etc. as applicable), Contents of capsule, Powder for injection> 

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Subtotal 1
	
	
	
	
	
	
	

	 <complete with appropriate title e.g. Film-coating >

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Subtotal 2
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	



3.1.3 Composition of all components purchased as mixtures (e.g. colorants, coatings, capsule shells, imprinting inks)
(Qualitative and quantitative list of excipients which are purchased as mixtures and used as such in the finished product, including the standards for the individual components).
 
3.1.4 Description of accompanying reconstitution diluent(s), if applicable
(Detailed description of the diluent co-packaged with the finished product, including its standard).

3.2 Name and site address of Manufacturer(s) of the FPP

3.2.1 Name, address and responsibility (e.g. fabrication, packaging, labelling, testing) of each manufacturer, including contractors and each proposed production site or facility involved in manufacturing and testing:

	Name and address
(include block(s)/unit(s))
	Responsibility (e.g. bulk manufacture, quality testing, release)

	
	

	
	



3.2.2 Certificates of manufacturing authorisation and Good Manufacturing 
Practice (GMP)
(Valid copies of manufacturing authorisation and Good Manufacturing Practice 
(GMP) certificates, for inspections conducted in the last 3 years)

3.3 Batch Formula 
(Information on all the approved commercial batch sizes)
Largest commercial batch size:
Other commercial batch sizes:

3.3.1 List of all components of the FPP used in the manufacturing process and their amounts on a per batch basis (including components of mixtures prepared in-house (e.g. coatings) and overages, if any):

	Strength (label claim)
	
	
	

	Master production document
reference number and/or version
	
	
	

	Proposed commercial batch size(s) (e.g. number of dosage units)
	
	
	

	Component and quality standard
(and grade, if applicable)
	Quantity per batch (e.g. kg/batch)
	Quantity per batch (e.g. kg/batch)
	Quantity per batch (e.g. kg/batch)

	<complete with appropriate titles e.g. Core tablet (Layer 1, Layer 2, etc. as applicable), Contents of capsule, Powder for injection>

	
	
	
	

	
	
	
	

	Subtotal 1
	
	
	

	<complete with appropriate title e.g. Film-coating >

	
	
	
	

	
	
	
	

	Subtotal 2
	
	
	

	Total
	
	
	


3.4 Description of Manufacturing Process and Process Controls 

3.4.1 Flow diagram of the manufacturing process

3.4.2 Controls of Critical Steps and Intermediates 
(Summary of controls performed at the critical steps of the manufacturing process and on isolated intermediates)

	Step
(e.g. granulation, compression, coating)
	Controls (parameters/limits/frequency of testing)

	
	

	
	

	
	

	
	



(Discussion of validated holding periods for intermediates (including bulk product)) 

3.4.3 Process Validation and/or Evaluation 
(Summary of the process validation and/or evaluation studies conducted and/or a summary of the proposed validation protocol for the critical steps or critical assays used in the manufacturing process (e.g. protocol number, parameters, results))

(Document code(s) for the process validation protocol(s) and/or report(s) (including reference number/version/date))


3.5 Control of the FPP 

3.5.1 Quality Specification(s) for the FPP
(Signed, dated, version controlled and implemented quality specifications)

	Standard (e.g. Ph.Int., BP, USP, in-house)
	

	Specification reference number and version
	

	Test
	Acceptance criteria
(release)
	Acceptance criteria
(shelf-life)
	Analytical procedure
(type/source/version)

	Description
	
	
	

	Identification
	
	
	

	Impurities
	
	
	

	Assay
	
	
	

	etc.
	
	
	

	
	
	
	

	
	
	
	



3.5.2 Methods of Analysis of the FPP 
(Signed, dated, version controlled and implemented methods of analysis for the FPP)

3.6 Container Closure System 
(Description of the container closure systems, including unit count or fill size, container size or volume)

	Description
(including materials of construction)
	Strength
	Unit count or fill size
(e.g. 60s, 100s etc.)
	Container size
(e.g. 5 ml, 100 ml etc.)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



3.7 Stability  of the FPP
(The recommended storage conditions and shelf-life, as appropriate))

	Container closure system
	Storage statement
	Shelf-life

	
	
	

	
	
	



3.7.1 Post-approval on-going stability data 
(Summary of post-approval on-going stability data and discussions)

	Parameter
	Details

	Storage condition(s) (◦C, % RH)
	

	Batch number(s) / batch size(s)
	<primary batches>

	Tests and acceptance criteria
	Description
	

	
	Moisture
	

	
	Impurities
	

	
	Assay
	

	
	etc.
	

	
	
	

	Testing frequency
	

	Container closure system(s)
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Annex 3: Consolidated report of all amendments to the product from initial approval

The MAH should submit a review, in tabular format, of any minor and/or major changes (including those pending) to the initially registered product as per format given below:

	Description 
	Date of Submission to ZAMRA
	Date of Approval/ Rejection
	Date of Implementation

	Major Amendments
	
	
	

	<list of all amendments>
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Minor Amendments
	
	
	

	<list of all amendments>
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