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The Medicines and Allied Substances Act, 2013
(Act No. 3 of 2013)
__________________________________________
The Medicines and Allied Substances 
(Marketing Authorisation of Medicines) Regulations, 2019

	[bookmark: _GoBack]APPLICATION FOR AMENDMENT OF MARKETING AUTHORISATION

	Please complete in block letters
	Shaded fields for official use only
	Application No.
	

	
	
	Date and Time
	

	Information required
	Information Provided
	

	PART 1
PARTICULARS OF APPLICANT

	A
	PARTICULARS OF COMPANY
	

	1.
	(a) Name of business entity
	
	

	
	(b) Tax Payer Identification Number (where applicable)
	
	

	2.
	Type of business entity
	
	

	3.
	Business premises
	
	

	
	a) Plot No:
	
	

	
	b) Street:
	
	

	
	c) Telephone No:
	
	

	
	d) Fax No:
	
	

	
	e) Mobile No:
	
	

	
	f) Email address
	
	

	
	g) Postal address
	
	

	
	h) Town
	
	

	
	i) District
	
	

	
	j) Province
	
	

	
	k) Country
	
	

	B
	CONTACT PERSON 
	
	

	
	a) Name
	
	

	
	b) Designation
	
	

	
	c) Physical address 
	
	

	
	d) Postal address
	
	

	
	e) Phone No. 
	
	

	
	f) Fax No.
	
	

	
	g) Email address
	
	

	C
	LOCAL RESPONSIBLE PERSON
	

	
	Name
	
	

	
	Designation
	
	

	
	Physical address 
	
	

	
	Postal address
	
	

	
	Phone No. 
	
	

	
	Fax No.
	
	

	
	Email address
	
	

	PART II
PARTICULARS OF THE PRODUCT

	
	(a) Name of the product
	
	

	
	(b) Marketing Authorisation No.
	
	

	
	(c) Strength(s)
	
	

	
	(d) Pack size(s)
	
	

	
	(e) Dosage form
	
	

	
	PART III
TYPE OF AMENDMENT

	4
	PARTICULARS OF AMENDMENT
	DESCRIPTION OF AMENDMENT(S)
	

	
	1. 
	
	
	

	
	2. 
	
	
	

	
	3. 
	
	
	

	5
	EXISTING
	PROPOSED AMENDMENT
	REASONS FOR AMENDMENT
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	6
	Attachment
	

	
	Relevant documents relating to proposed amendment as required by the Authority
	

	
DECLARATION AND SIGNATURE:
I declare that all the information I have stated in this application is correct and truthful to the best of my knowledge and belief. 

Particulars of the Person signing on behalf of the Applicant

……………………………………………                 ………………………………………………………….
                        Name                                                                   Designation

……………………………………………                 …………………………………………………………
                    Signature                                                                      Date



	FOR OFFICIAL USE ONLY

Date of Submission: …………………………………………………………………………………………....……  

Application Number: …………………………………………………………………………………………………

Payments Receipt Number: ……………………………………………………………………..…………………
Application complete (proceed to evaluation): …………………………………………………………………
Application incomplete (refer to applicant for additional information): ………………………………… 
……………………………………………………………………………………………………………………………
OFFICIAL
STAMP
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