MINISTRY OF HEALTH  – DRUG INSPECTORATE

REQUIREMENTS FOR REGISTRATION OF NEW ANTIBIOTICS /NARCOTICS AND PREPARATIONS CONTAINING NARCOTICS

The applicant must have in his possession 

1. A valid Antibiotic/Narcotic Licence for the current year.

2. Completed Application Form

3. *Three (3) samples of each presentation form in original containers and with manufacturer’s labeling and one (1) reference test sample being not less than 1 gram of each active ingredient of the presentation form.
4. Import and Withdrawal Certificates of samples for registration (Copies)

      5A. Certificate of a Pharmaceutical Product and Statement of Licensing Status of A 

              Pharmaceutical Product 

      5B Certification that the above information is verified by the authority recognized by 

            the WHO Certification Scheme in the country of manufacture.

      5C Certification from the Embassy or High Commission of Trinidad and Tobago in

             the Country of Origin stating that the signature, seals and certificates of the

             Government in the country are genuine. If there is no Trinidad and Tobago 

            Embassy / High Commission in the Country of Origin, Certification by the UK 

            Embassy /High Commission will be acceptable.

       5D Certificate with authenticated English translation, if submitted by a non-English

             Speaking country.

  6.Certificate of Analysis for:

(1) Raw Material

(2) Product  / Presentation 

        7. All technical literature, with particular reference to clinical studies, equivalence 

            data (generic products), raw material and finished product specifications with

            Standard test procedures, stability data, etc, two samples of labels, package 

            inserts, packaging, and any additional information required by the Drug 

            Inspectorate 

NOTES  - PROVIDING CLARIFICATION OF THE REQUIREMENTS 

· Product must be actually sold in the country of origin and country of export.

· Re: Samples _ Five (5) registration samples in complete marketable form and (1) test sample being not less than 1 gram of each ingredient.

· Original certificate of analysis for registration samples and active ingredient sample. The certificate of analysis must be stamped and signed by the competent authority i.e. stamps with the laboratory stamp and signed by the person designated to sign. Batch no. manufacture date, expiry date must correspond to what is on the sample 

· Name of product on sample must be the name on all documents.

· Label, carton and package insert must have the name and address of the manufacturer. Example: Made in Canada for Pharmacia Corporation Kalamazoo MI 49001 U.S.A by Patheon YM Inc Toronto, Ontario M3B 1Y5 Canada.

· If manufactured in another country other than the exporting country. A C.P.P. from manufacturing country and C.P.P. from exporting country.

· Name of product on C.P.P. – if the product is called by another name, both the local name and exporting name must be on the C.P.P.

* 5 Registration samples if product is a small item or 3 registration samples if the product

    is not a small item 

Length of approval approximately 6 months 

REQUIREMENTS FOR ANTIBIOTICS FOR CHANGE IN THE NAME OF THE MANUFACTURER FROM A TO B

(1) A LETTER OF DECLARATION FROM B THAT THIS IS ONLY A CHANGE IN THE NAME OF THE MANUFACTURER. THERE IS NO CHANGE OR MODIFICATION TO THE FORMULATION, MANUFACTURING PROCESS, MANUFACTURE AND CONTROL OF PRODUCT, MANUFACTURING SITE ETC.

(2) A COPY OF A LEGAL DOCUMENT RE THE CHANGE FROM A TO B.

5. A valid Antibiotic/Narcotic Licence for the current year.

6. Completed Application Form

7. *Three (3) samples of each presentation form in original containers and with manufacturer’s labeling and one (1) reference test sample being not less than 1 gram of each active ingredient of the presentation form.

8. Import and Withdrawal Certificates of samples for registration (Copies)

      5A. Certificate of a Pharmaceutical Product and Statement of Licensing Status of A 

              Pharmaceutical Product 

      5B Certification that the above information is verified by the authority recognized by 

            the WHO Certification Scheme in the country of manufacture.

      5C Certification from the Embassy or High Commission of Trinidad and Tobago in

             the Country of Origin stating that the signature, seals and certificates of the

             Government in the country are genuine. If there is no Trinidad and Tobago 

            Embassy / High Commission in the Country of Origin, Certification by the UK 

            Embassy /High Commission will be acceptable.

       5D Certificate with authenticated English translation, if submitted by a non-English

             Speaking country.

  6.Certificate of Analysis for:

(3) Raw Material

(4) Product  / Presentation 

        7. Two samples of labels, package 

            inserts, packaging, and any additional information required by the Drug 

            Inspectorate 

Meetings are normaly held on the second Thursday of the first month of every quarter .

