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MINISTRY OF HEALTH 

STANDARDS & REGULATION DIVISION

PHARMACEUTICAL & REGULATORY AFFAIRS DEPARTMENT

JAMAICA, WEST INDIES

List of Requirements for Assessment of 

Ingredients Classified as Food by the Ministry of Health

FOOD AND DRUGS ACT 1964

Product Particulars:
1. NAME OF PRODUCT:

.…………………………………………………………………………………………….……

2. GENERIC NAME OR NON-PROPRIETARY DESIGNATION OF PRODUCT:

…………………………………………………………………………………………………..

3. NAME AND ADDRESS OF MANUFACTURER:……………………………….…………

………………………………………………………………………………………………….

4. NAME AND ADDRESS OF APPLICANT:…………………………………………………

…………………………………………………………………………………………………

5. NAME & ADDRESS OF LOCAL REPRESENTATIVE (If different from above): -

…………………………………………………………………………………………………

List of Requirements for assessment purposes

1.
A formulation statement listing the ingredient(s) in the formulation and the quantity of each ingredient in the formulation

2.
Rationale for inclusion of the ingredients in the formulation

3.
Serving size and recommended frequency of serving

4.
Expected benefit (if any) to the consumer

5.
Precautions, warning, contraindications associated with product use

6.
Potential adverse effects associated with product use if any

7.
Three (3) copies of a draft of the proposed label associated with the product

8.
All promotional material proposed to be used in connection with the product

9.
Three (3) samples of the product in the finished form in which it is to be sold

10.
An original Certificate of Analysis on a recent batch of the product

11.
A Certificate of Free Sale (original, not photocopy) from the competent health authority in the country of manufacture

12.
Documents such as the Certificate of Free Sale must be authenticated by the Jamaican Embassy or Consulate or notarization by a Notary Public in the country of manufacture.
13.
Copy of the current GMP Certificate of the facility in which the product manufactured.  This document should be issued by the health or other competent authority in the country or manufacture

14.
Document should be indexed and bound or submitted in an appropriate folder

15.
Document should be written or translated in English

16.
All the above requirements should be submitted at the same time to the Pharmaceutical and Regulatory Affairs Department, Ministry of Health.

17. 
The registration fee for each presentation is five thousand dollars (J$5,000.00). Cheques must be made payable to the Permanent Secretary, Ministry of Health.

FOR OFFICE USE ONLY

Date Received:………………………………………………………………

Notification Sent:…………………………………………………………..

Assessment Comments:…………………………………………………..

Date Approved/Refused:………………………………………………….
M.H.F.D. 27 April 2015
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