MINISTRY OF HEALTH 

DRUG INSPECTORATE 

Application for Registration of an Antibiotic / Narcotic and Preparations containing narcotics 

A. Particulars of Applicant 
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B. Manufacturer’s Particulars
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      C.  Product Particulars 



D. Declaration 

Name and quantity of active ingredients and constituents; the names should be written under the international nonproprietary name, where available.


      E.   Indication and Dosage schedules 







F.  Registration in other countries (pending or approved)


G. Package size 


H. Enclosures 


1. I undertake to inform you of any subsequent material changes made in the conditions of use, labeling, packaging,

Pharmaceutical form, dosage of strength, purity or quality of the New Drug.

2. I undertake to inform you of any report of unexpected side effects, injury, toxicity, sensitivity or adverse reactions in any way associated with the clinical uses, studies, investigations and test in respect of the New Drug.

--------------------                                         -----------------------------                                ---------------------------

         Date                                                            Signature                                                      Signature

Name 


Marketing  & Distribution 





Telephone and Fax 


645-4434  / 645-8524





Address 


Cor Macoya and Churchill Roosevelt Highway 


Trincity, Trinidad and Tobago





Name





Telephone and Fax





Address (street, P.O. Box, city, country 





Name (trade and INN name)





Formulation 





Strength 











Recommended clinical indications and routes of administration 











Recommended doses and dosage schedules 











Contraindications, precautions and warnings listed 

















Sales Category (prescription / OTC)











Labeling material                                                                                                                                    �                                                                                                                           





Pharmaceutical documentation                                                                                                             �





Pharmacological documentation                                                                                                            �





Clinical documentation                                                                                                                           �





Sample                                                                                                                                                      �





Complete WHO certificate of product from country of origin                                                           �                                                              

















