Example Pharmaceuticals Pty Ltd (letterhead)
1 April 2011
The Registrar of Medicines
CODE
VPU, VRS
Department of Health

Private bag X828

Pretoria

0001

Attention: POST REGISTRATION UNIT
Dear Madam/Sir

	Product Proprietary Name
	PERFECT CURE 500 mg

	Application Number
	S0786

	Registered medicine
	X
	Old medicine
	
	Reply to MCC Response
	


1
Attached herewith:

	Original medicine registration certificate*
	No

	If already submitted:
Application……….               Dated………             Reference No………..
	N/A

	Administrative amendment fee, if relevant
	No

	Registration certificate amendment fee, if relevant
	No


* Certified copy of original may be submitted on submission of amendment, with amended certificate only being issued on approval of amendment and submission of original certificate.
2
This amendment involves:   (specify the amendments, Type and category number e.g.

2.1
Transfer of Applicancy.

Type C
Category 25
A new HCR and FPRR, Example Pharmaceuticals (Pty) Ltd is proposed. No change in manufacturer
2.2
A change in name of packaging and testing facility.

Type C
Category 23


Name change only to packer and laboratory. ABC (Pty) Ltd, Pretoria is now called DEF (Pty) Ltd, Pretoria.
and the following supporting documentation is provided:

(Items not applicable to the submission may be omitted providing the omission is confirmed/identified)

	AMENDMENTS NOT AFFECTING THE MEDICINE REGISTRATION CERTIFICATE

	
	

	Pharmaceutical and analytical
	

	Updated PART 1Ac) Amendment history / Module 1.2.1 f)
	yes

	Other documents as reflected under the specific amendments
	


	PHARMACEUTICAL & ANALYTICAL

	
	

	API
	Supporting documents

	Change of approved name
	
	APIF
	

	Change of method of synthesis
	
	Certificate of Analysis
	

	Change of source (manufacturer)
	
	Physical / Chemical equivalence
	

	Other (Specify)………………………
	
	Other (Specify)……………………..
	

	
	
	
	

	FORMULATION

	Change of quantity of API
	
	Updated final product specifications
	

	Change of quantity of IPI(s)
	
	Updated formulation
	

	Addition of ÍPI(s)
	
	Updated IPI specs & control procedures
	

	Deletion of IPI(s)
	
	Stability data
	

	Substitution of IPI(s)
	
	Efficacy data
	

	
	
	
	

	SPECIFICATIONS AND CONTROL PROCEDURES FOR API and IPIs

	Change of specifications
	
	Updated specifications
	

	Change of control procedures
	
	Update of control procedures
	

	
	
	
	

	CONTAINER SPECIFICATIONS AND CONTROL PROCEDURES
	

	Change of container material
	
	Stability data
	

	Change of container specifications
	
	Updated specifications
	

	Change of container control procedures
	
	Updated control procedures
	

	Alternative container
	
	Equivalency of containers
	

	
	
	
	

	MANUFACTURING PROCEDURE
	

	Change/addition of batch size
	
	Updated manufacturing procedure
	

	Change of equipment
	
	Updated packaging procedure
	

	Change of process
	
	Validation protocol
	

	Change of process conditions
	
	Stability data
	

	Change of in-process controls
	
	Dissolution data
	

	Change of packaging process
	
	Other, specify
	

	
	
	
	

	FINAL PRODUCT SPECIFICATIONS AND CONTROL PROCEDURES

	Change of specifications
	
	Updated specification
	

	Change of control procedures
	
	Updated control procedure
	

	Change of assay procedure
	
	Validation data
	

	Other procedures
	
	
	

	
	
	
	

	SHELF-LIFE
	
	
	

	Extension
	
	Stability data
	

	Confirmation
	
	CoAs 0 months and x months
	

	Batch-specific extension
	
	
	


