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Ministry of Health

Standards and Regulation Division

Pharmaceutical and Regulatory Affairs Department

REQUIREMENTS FOR THE ASSESSMENT OF COSMETICS

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 PRODUCT LICENCE HOLDER:

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

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

5. NAME AND ADDRESS OF APPLICANT:

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

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

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

…………………………………………………………………………………………………

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

Definition of a Cosmetic – Food and Drugs Act 1964
“Cosmetic” includes any substance or mixture of substances manufactured, sold or represented for use in cleaning, improving or altering the complexion, skin, lips, hair, fingernails or toenails, teeth, and includes deodorants and perfumes.
Requirements for Assessment
1. Composition of the cosmetic product (list of all ingredients present in the formulation and the quantity of each ingredient; function of each ingredient. 
2. A Certificate of Analysis (original, not photocopy).
3. Three (3) labels which should include information as follows:

· Name of the product

· Listing of all ingredients (active and inactive). The ingredients must be declared in descending order of predominance.
· Instructions for  use 
· Precautionary statements

· Cosmetics which may be hazardous to consumers when misused must bear appropriate label warning/caution and adequate directions for use.  For example, cosmetics in self-pressurized containers (aerosols) deodorant sprays and children’s bubble baths, and if any age consideration is required.
· Storage temperature  
· Name and address of manufacturer

· Batch number and expiry date.

· Net weight/volume declaration 
The label statements must appear on the primary and secondary packaging. The information on the label should be written in the English Language.
4. Three (3) samples of the product.
5. Certificate of Free Sale from the competent health authority (eg. State Health Department) for proof of acceptance for use in the country of origin. Document should be original and authenticated by the Jamaican Consular Mission in that country.
6. Copy of a current Certificate of Good Manufacturing Practice (GMP) issued by the National (or State) Regulatory Health Authority. 
7. Summary of manufacturing process.
8. Summary of proof of effect and safety.
9. Fee of $5000.00 for the registration of each product.
2015 December
1

