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BOMRA/ER/CM/P03/F01          Botswana Medicines Regulatory Authority	                     Issue No. 2
Application Form for Registration of Complementary Medicines 

FORM 23
(reg. 69)

APPLICATION FOR REGISTRATION OF COMPLEMENTARY MEDICINES
SECTION 1: ADMINISTRATIVE: 
1.1 Product and Applicant details
	Name, Address, Telephone and Fax numbers, and email address of Applicant:
	Click or tap here to enter text.
	Proprietary name of product:
	Click or tap here to enter text.
	Authority Application Number:
	TO BE ALLOCATED BY AUTHORITY

	INN or Botanical Name (e.g. Vitamin D, Gingko Biloba etc):
	Click or tap here to enter text.
	Presentation, Strength and dosage form:
	Click or tap here to enter text.
	Pack size(s):
	Click or tap here to enter text.
	Uses of the final product:
	Click or tap here to enter text.
	Source (plant, chemical, animal etc)
	Click or tap here to enter text.
	Name and physical address of Manufacturer (s):
(Attach GMP certificates/ Manufacturing licence/ ISO certificate for manufacturing sites)
	Click or tap here to enter text.
	Countries where product is marketed (attach authorisation letters)
	Click or tap here to enter text.
	Type of application:
New or Renewal
	Click or tap here to enter text.








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 shall be submitted to the Authority for approval before such material is used. 
5. Any unwanted/harmful effects shall be reported to the Authority in writing with immediate effect.
Name: Click or tap here to enter text.	Position: Click or tap here to enter text.
Signature:Click or tap here to enter text.	Date: Click or tap here to enter text.
Qualification: Click or tap here to enter text.

COMPANY STAMP













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 shall be reported to the Authority in writing with immediate effect.
3. All promotional material shall be submitted to the Authority 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: Click or tap here to enter text.	Position: Click or tap here to enter text.
Signature: Click or tap here to enter text.	Date: Click or tap here to enter text.
Qualification: Click or tap here to enter text.


COMPANY STAMP















PLEASE REFER TO THE COMPLEMENTARY MEDICINE GUIDELINE AS YOU FILL IN THIS FORM
SECTION 2: COMPOSITION 
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 material 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

	
	
	
	



SECTION 3 PACKAGE INSERT 
Package insert shall 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.





SECTION 4: PHARMACEUTICAL DOCUMENTATION 
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 shall 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.



SECTION 5: SAFETY AND QUALITY ASSURANCE of Active Ingredients 
Provide information on the following where applicable
5.1 Botanical Authentication of Herbal Components
5.2 Safety and Toxicological information on the product
5.3 General qualitative and quantitative tests of Active Ingredients
5.4 Purity tests of the Active Ingredients

SECTION 6: Evidence of Claim
Provide proof of claim supported by:
a. Clinical data (i.e. including medical indications which are well-established in some countries and which have been validated by clinical trials, the results of which are recorded in the scientific literature); 
b. For uses described in pharmacopoeias and other well-recognized documents (i.e. medicinal uses that have been well-established in many countries and are included in official pharmacopoeias or official government monographs
c. For uses described in traditional medicine (i.e. indications described in non-official pharmacopoeias and other forms of literature or purely traditional uses).

SECTION 7: POST-MARKET SURVEILLANCE PLAN
A satisfactory post-market surveillance plan must be provided in the application for registration of a complementary medicine. The plan must include but not limited to: adverse drug reaction form, product defect form. This requirement is applicable to herbal-based substances.
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