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MINISTRY OF HEALTH

STANDARDS & REGULATION DIVISION

PHARMACEUTICAL & REGULATORY AFFAIRS DEPARTMENT

JAMAICA, WEST INDIES

REGISTRATION OF REPACKAGED PRODUCTS

FOOD AND DRUGS ACT 1964

Product Particulars:
1. NAME OF DRUG:

.…………………………………………………………………………………………….

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

………………………………………………………………………………………………

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.
Three copies of a Summarized Statement (not package insert), which must

 include:                                                                                  

· A brief description of the product;

· The qualitative and qualitative composition of the product and the rationale for the inclusion of each ingredient.  I.e.: in the case of an anti-infective, the spectrum of organisms covered by the product;

· Dose/method of administration (or application) , for adults and paediatrics, if applicable;

· Therapeutic/diagnostic claims;

· Contraindication/precautions;

· Side effects;
· Toxic effects, and protocol for treating toxicity or where applicable, antidote.

2.  (a) Certificate of Analysis (original not photocopy) 
      (b) Two (2) copies of the specifications and method of analysis.

3.   A Summary of the latest stability report with the shelf life conclusion.
4.   Five (5) samples along with the working standards to perform
       laboratory analyses.              
5.    Five (5) detailed labels as intended for the market.
6.   Proof of approval for sale in the country of manufacture, authenticated by the 
       Jamaican Embassy or Consulate in that jurisdiction.
7.  A copy of the “licence to manufacture” issued by the Ministry of Health 

     in   Jamaica
8.    Registration fee of J$5,000.00 per product.  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:……………………………………………
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