
ANNEXURE TO THE REGISTRATION CERTIFICATE FOR FILE NUMBER (OFFICIAL USE)






Number: (OFFICIAL USE)

It is hereby certified that a medicine has been registered as follows:

1. Approved name of medicine:Click or tap here to enter text.

2. Trade mark of medicine: Click or tap here to enter text.

3. The form in which the medicine is presented and the colour thereof: Click or tap here to enter text.

4. Approved name of the active ingredient(s) and strength: Click or tap here to enter text.

5. Registration number of the medicine: (OFFICIAL USE)

6. Shelf life of medicines in months: (OFFICIAL USE)

7. Category for distribution of medicine: (OFFICIAL USE)

8. Name and address of manufacturer(s): Click or tap here to enter text.

9. Name and address of principal: Click or tap here to enter text.

10. Name and address of applicant Click or tap here to enter text.

11. Address at which certificate will be kept: Click or tap here to enter text.

12. Date of original registration: (OFFICIAL USE)	

13. The medicine will be IMPORTED INTO Zimbabwe

14. Conditions of registration imposed by the Authority: See annexure

15. Date of issue of certificate: (OFFICIAL USE)

Issued at Harare this (OFFICIAL USE) day of (OFFICIAL USE)



……………………………………..
Director-General



Date of expiry of registration: (OFFICIAL USE)

GENERAL CONDITIONS

1. Compliance with labelling requirements;
2. Subject to renewal of registration every five (5) years on condition of demonstration of quality, safety, and efficacy;
3. Mandatory reporting of individual case safety reports (ICSRs) that includes (ADRs, AEs, SAEs, & AEFIs)   and/or product defects;  
4. Applicant and/or manufacturer is required to have a functional pharmacovigilance system in place for their medical products;
5. Applicant and/or manufacturer is required to designate a responsible qualified person for pharmacovigilance (QPPV) to be in charge of the pharmacovigilance system for the applicant;
6. Periodic safety update reports (PSURs) and periodic benefit risk evaluation reports (PBERs) are generated for innovator products and biological products. For generic products, these should be generated if there are safety concerns[footnoteRef:1]; [1:  Risk management plan, pharmacovigilance plan in line with International Conference of Harmonization (ICH E2E), periodic safety update reports (PSURs) and periodic benefit risk evaluation report (PBRER) is a format of safety report described by the ICH-E2C (R2) guideline which is used as a basis for the EU periodic safety update report (PSUR). The report is produced by the manufacturer and/or applicant at defined time points after a chemical entity innovator medicine including vaccine has been registered in Zimbabwe in line with other regulatory international requirements.  The motive of the report is to provide comprehensive and up-to-date information about the safety of a medicine. The report needs to summarize any new evidence on safety, efficacy and effectiveness that might affect the balance of risks and benefits. It provides details about the risks to Regulatory authorities and identifies where risk management initiatives may be required.
] 

7. Compliance with any request by the Medicines Control Authority of Zimbabwe to conduct post-authorisation safety and efficacy studies whenever the need may arise.


NB: Please note that the  conditions stated above, in this annexure are also part of the legal provisions for existence of a national vigilance systems  based on  requirements for section 33, section 33(2) (iii), 33(3) and  29 (1)(b) of the Medicines and Allied Substances Control Act (MASCA) [Chapter 15:03], MCAZ  National Pharmacovigilance handbook 2016 Edition , MCAZ circular 1/2000 dated 21st March 2000, MCAZ Pharmacovigilance Guideline for Pharmaceutical Industry MCAZ/PVCT/GL-02 dated 3rd March 2021, Guideline for Pharmacovigilance of COVID-19 Vaccines MCAZ/PVCT/GL-03, dated 11 June 2021, and Zimbabwe National Adverse Events Following Immunization (AEFIs) Guideline 2017. 


PRODUCT-SPECIFIC CONDITIONS FOR REGISTRATION

API manufacturer(s): Click or tap here to enter text.


Approved batch size(s): Click or tap here to enter text.


Written commitment(s) by the FPP manufacturer: Click or tap here to enter text.


Approved product label(s): 
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