DOSSIER REQUEST FOR ANNOUNCEMENT OF MEDICINE HAVING BIOEQUIVALENCE PROOF

I. Dossier request for announcement of medicine having Bioequivalence Proof
Applicant need to provide the following documents (in English or Vietnamese)

1. Official letter to request for announcement of medicine having BE proof according to format in Annex 3 of Decision 2962 issued on 22/8/2012 (this letter is not required for BE study submitted along with registration dossier)
2. Documents prove legal basis of BE study center: BE study center have to provide one of these valid documents (original or copy version with legalization of Vietnam Embassy) :
2.1 License or Certificate issued by Ministry of Health or Drug Administration of origin country prove that the Center has enough conditions to conduct a BE study. In case no License or Certificate are available, BE study center can provide information and evidences proved that the Center is included in List of approved Center for BE study (issued by MOH)
2.2 GCP (Good Clinical Practice) and GLP (Good Laboratory Practice) Certificate (conform to regulation of origin country) of BE study center issued by Competent Authority or Quality Control Organization.
2.3 In case, Clinical phase and Analysis Phase of study carry out in two separate Study Center, it is required to provide one of two documents mentioned in article 2.1 or 2.2 above for each Study Center
2.4 Certificate which certify that BE study meet the requirements of GCP and GLP (according to regulation of origin country) inspected by MOH or Drug Administration of one of these countries: England, France, US, Japan, Australia, Canada or EMA (European Medicines Agency)

3. BE study data report: content and format of report must conform to format of Asean guidelines or ICH (attached herewith)
II. Requirements for reference product of these BE study:

1. For drugs containing the substance on the list of drugs required to report data bioequivalence studies for drug registration (according to Annex 2 of Circular 08/2010/TT-BYT), reference product must meet the requirements in article 5 of Circular 08/2010/TT-BYT.
2. For generic drugs in conventional dosage forms effect the whole body, not included in the cases defined in point 1- article 7 of Circular 08/2010/TT-BYT date 26-04-2010 issued by Vietnam MOH and not contained substances in the list of drugs required to report data bioequivalence studies for drug registration (according to Annex 2 of Circular 08/2010/TT-BYT, reference product must be selected according to regulations mentioned in Annex 1 of Circular 08/2010/TT-BYT.
3. Reference products which include in List of reference products issued by ICH countries and associated countries (Canada, Australia, and Switzerland) is recognized as meeting the requirements for reference products mentioned in Annex 1 of Circular 08/2010/TT-BYT dated 26/4/2010. Applicant must provide Official list of reference products issued by ICH countries and associated countries (Official letter or link to official website)
4. Applicant must have responsibility for proving that selected reference products meet requirements of regulations. Completed and accurate information about origin country as well as manufacturing batch no and shelf life of reference product used in BE study must be provided.
