REPUBLIC OF BOTSWANA

MINISTRY OF HEALTH
                
Applications to be sent to:

Director of Health Services 

c/o Drugs Regulatory Unit (DRU)
Ministry of Health

P/Bag 0038

Gaborone

Attention: Chief Pharmacist

APPLICATION FOR REGISTRATION OF COMPLIMENTARY/SUPPLEMENTARY MEDICINES

ADMINISTRATIVE: Page 1 of 5

1.1 Product and Applicant details

	Name, Address, Telephone and FAX numbers, and email address of Applicant:
	

	Proprietary name of product:
	

	DRU Application Reference Number:
	TO BE ALLOCATED BY DRU

	INN or Common Name of the product (e.g. Vitamin D, Gingko Biloba etc:
	

	Strength and dosage form:
	

	Pack size(s):
	

	Uses of the final product:
	

	Source (plant, chemical, animal etc)
	

	Name and physical address of Manufacturer (s):

(Attach GMP certificates/ Manufacturing license/ ISO certificate for manufacturing sites)
	

	Countries where product is marketed (attach authorization letters) 
	


1.2 Declaration form
DECLARATION BY THE APPLICANT
1. All information submitted in the application form for Registration of Complementary medicines is accurate.

2. All uses for this product have been declared on the application form.

3. There are no hidden side effects, cautions, contra indications etc not declared in the application.

4.  All promotional material will be submitted to D.R.U for approval before such material is used. 

5. Any unwanted/harmful effects will be reported to the D.R.U in writing with immediate effect.

Name: _________________________ 
Position: ______________________

Signature: _______________________ 
Date: _________________________

Qualification: _____________________ 
DECLARATION BY MANUFACTURER
I, the undersigned certify that all the information supplied in this form and all accompanying documentation is correct. 

1. This product is not toxic to humans.

2. Any unwanted/harmful effects will be reported to the D.R.U in writing with immediate effect.
3. All promotional material will be submitted to D.R.U for approval before such material is used.
4. There are no hidden side effects, cautions, contra indications etc not declared in the package insert/package label.

Name: _________________________ 
Position: ______________________
Signature: _______________________ 
Date: _________________________
Qualification: _____________________ 

COMPOSITION Page 2 of 5

Tabulate the following schedule of:

· Active ingredients: Give approved name (if known); quantity per unit, specify if active and give the usefulness in the final product.
· Inactive ingredients: Give reason for inclusion (if known), quantity per unit dose, specify if inactive and give the usefulness in the final product.
· Any other raw marterial used in manufacturing even if not present in final product e.g. water, alcohol.

	Ingredients
	Unit (mg/ unit)
	Purpose for inclusion
	Uses for ingredient 

	e.g Ingredient A
	
	e.g. active
	e.g. helps with colds and flu

	e.g. Ingredient B
	
	e.g. inactive
	e.g. diluent
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Package insert should bear the following:

· Approved name (as it appears on the label)

· Local or common name by which easily known

· Composition

· What it is used for
· Direction of use

· Presentation (powder, mixture, cake etc)

· Contra-indications/Warning /Known symptoms of over-dosage

· Storage information and shelf life 

· Manufacturer and or Applicant

The actual copy of the package insert must be attached to the application form.

PHARMACEUTICAL DOCUMENTATION Page 4 of 5
Give the listed details as part of your pharmaceutical documentation:

4.1 Comments on Specifications for Excipients
For excipients obtained from sources that are at risk of transmitting Bovine Spongiform Encephalopathy (BSE)/Transmissible Spongiform Encephalopathy (TSE) agents (e.g., ruminant origin), a letter of attestation with supporting documentation should be provided confirming that the material is not from a BSE/TSE affected country/area.

4.2 Specifications of the finished product e.g colour expected, consistencies in case of liquid medicines etc. Attach Certificates of Analysis for Final product. The CoA must include Control for Heavy Metals.
4.3 Stability Testing Data – Finished product 
Results of stability studies done on product must be submitted and the table of summary of the stability studies must be completed in the template below. 
Description of stability study details:

Parameters Monitored: 
Container Closure system:

	Storage Conditions 

((C, % RH)
	Batch Number
	Batch Size
	Completed Time (in months)

	
	
	
	

	
	
	
	


Summary and discussion of stability study results:

Proposed storage conditions and shelf life:

4.4 Manufacturing procedures. To be presented in a flow diagram. 
4.5 Container closure system

Description of the material of container closure systems, including unit size or volume. 
EVIDENCE OF HEALTH CLAIM Page 5 of 5
Make a brief write-up on clinical observation of the usefulness of the product. Evidence-based data should be submitted to substantiate your claim.

A sample label as would appear on the immediate container should be attached bearing information in English
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