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LICENSING AND ENFORCRMENT DIVISION 

FINAL REPORT FORM 

 

Note: Use separate form for each medicinal product reported.  

This report and the completed form should be returned to MCAZ within 14 days after 

commencing recall.  

 

Details of the recalled products  

Details of the recalled products  

Name of the product  Zimbabwe Registration number  

Active ingredients & strength  

Dosage form  Pack size  

Batch number  Expiry date  

Reasons for recall  

Extent of Distribution  

Imported/ manufactured quantity  

Quantity exported  Countries of Export  

Quantity distributed in Zimbabwe No. of Consignee  

Action taken by the Applicant  

  

Result of Recall  

Quantity of stock returned  Quantity of stock outstanding  

Quantity of stock used or sold by the consignees  

Quantity of stock not located  

No. of Recall Reply Form received from consignees on all stock returned/ reported  

Disposal Plan  

Method of Disposal   Destroy  Return to external manufacturer  

Others, please specify:   

Details of the disposal method  
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Applicant Name: ………………………………..  Signature: ……………………… 

Name of Recall personnel: ……………………………….  

Date: ……………………………………………………… 

Submit signed form to:  The Director-General     

  Medicines Control Authority of Zimbabwe   

  106 Baines Avenue     

  P O Box 10559    

    Harare 
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LICENSING AND ENFORCEMENT DIVISION 

RECALL REPLY FORM  

 

 To  :   

 

 Attention  :    

 
Email 

:    

Number  

 

 Postal Address  :    

 

 Subject  :    

 
  

From  :    

 

Contact person  :    

 
Telephone  

 Number  :    

 

  
  

We do/ do not * have stock which is subject to this recall.  

We have reported and returned all the stock on hand to <Applicant Name>   

(* please delete as appropriate)  

Stock received:  

 Batch No.      Quantity    

 Batch No.   Quantity    

 Batch No.  Quantity    

Unused stock subject to recall (currently in quarantine):  
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 Batch No.      Quantity    

 Batch No.  Quantity    

 Batch No.  Quantity    

Any other relevant details:  

  

 

  

 

I declare that the information provided by me in this reply form is complete and true to the 

best of my knowledge.  

Signature: ____________________          Date: ________________________ 
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LICENSING AND ENFORCEMENT DIVISION  

RECALL NOTIFICATION FORM 

RISK ASSESSMENT  

Type of hazard  and risk  Safety     Quality     Labeling     Compliance Issue  

         Other (specify)  

Evaluation of Health Hazard to users (e.g. effects on users, possibility of occurrence) 

(attached expert advice if any)  

  

  

Proposed recall classification   Class I   Class II   Class III  

PROPOSED ACTION ( WITH AGREEMENT OF MCAZ)  

Recall start date   Proposed recall end date  

Telephone/Mobile  for 

enquiry  

  

Telephone/Mobile  

operating hours:  

Mon- Fri  Sat    

Responsible personnel of 

recall  
  

Tel (office & 

mobile)   

Proposed recall level   Wholesale   Retail   Consumer  

Location of distribution channels  (For Consumer level recall only)  

  

  

Operating hours and duration of the distribution channels  (For Consumer level recall only)  

  

Means of Refund at the distribution channels   Money  Credit Note  Replacement    

Other  

Conditions of Refund at  the distribution channels   

  

Proposed recall strategy (use separate sheet if space is inadequate)  

      

Name of Reporter:          Post:    

Contact no (mobile):     Date:  

  

Signature of Reporter:    

Submit signed form to  

Medicines Control Authority of Zimbabwe (MCAZ),  

106 Baines Avenue 

 

Telephone: 708255/792165; Cell 0772145191-3 Email: mcaz@mcaz.co.zw 



   LEF 63 

 

 

 

Rev 1_ April 2022       Page 1 of 4 
 

 

                               LEF 63 

LICENSING AND ENFORCEMENT DIVISION 
 

MEDICINE, VACCINE OR MEDICAL DEVICE PRODUCT PROBLEM/DEFECT FORM 

 
 To be completed by Manufactures and/or Applicants       

Reporting Applicant (reporting the problem of medicine to MCAZ)  

Name of contact:  Position/ Occupation  

Organization : 

Address : 

E-mail address : 

Tel:                    (office)                     (mobile)               Fax:  

Product problem occurred in Zimbabwe? If not, location of problem:  

Nature of the problem:  

Date of receiving complaint : 

 Patient      Customer      Retailer       Self-inspection   

Source of Complaint  

 Other: __________________________________________________  

Number of similar reports received  
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Description of the problem (use separate sheet if space is inadequate)  

  

 

 

 

Samples submitted for analysis to MCAZ at manufacturer’s cost if required and method of analysis …………. 

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

Results of tests/ investigation on suspect or other samples: 

  

Has manufacturer/ distributor been contacted?   No  Yes (please write down their names)  

  

Other relevant information (attach photos, package insert and press release of  external national regulatory agencies of the product if any)  

  

 

DETAILS OF THE PRODUCT  

Name of the product (as in product registration certificate)  Zimbabwe Registration Number  

Active Ingredients & Strength:  

Indications : 

Dosage form : Pack size : 

Batch number:  Expiry date: 

Distribution of products  Public Hospitals  Private hospitals  Pharmacies  Medicine stores  

   Public Clinics  Private doctors  Others (specify)  

Manufacturer  

Name : 

Address : 
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Tel :  Fax  
Manufacture date:  

Quantity of the batch manufactured  Date and quantity released   

Quantity on hold  Quantity distributed:  local  

                     external  

Importer  

Name: 

Address : 

Tel : Fax : Import date :  

Quantity of the batch imported : Date and quantity released   

Quantity on hold:  Quantity distributed:  local  

        re-exported  

Local Distributors (please attach distribution list)  

No. of local distributors  

Name : 

Address : 

Contact Person : Tel (office & mobile)  

Quantity on hold : Quantity distributed:  local  

        re-exported  

Exporter  

Has the product been exported outside Zimbabwe?   Yes    No If yes, specify the exported countries.  

  

 

 

Contact no. (Mobile): ………………………………… 

 

 

Date: ……………………………………. 
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Signature of Reporter: …………………………………… 
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LEF 86 

LICENSING AND ENFORCEMENT DIVISION 

 

PRODUCT DEFECT RISK ASSESSMENT FORM 

RISK ASSESSMENT FORM USING FAILURE MODE AND EFFECT ANALYSIS 

Generic name of product:   

Dosage form:    

Strength:      

Registration Number:  

Pack size:     

Batch Number:   

Date of manufacture:  

Expiry date:     

Manufacturer:   

Nature of defect/problem:   

Date defect noted:   

Date of report:   

Sample available:    

 

 

Risk Situation/ Problem statement: 

 

Risk assessment initiator/ Team leader:  

 

Risk assessment team: 
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Key: 

Table 1: Risk rating 

 Risk rating 

 

 1 2 3 4 5 

 

Detectability Failure easy to see before it 

happens 

Intermediates Failure difficult to see before 

it happens 

Occurrence Failure not likely to occur Failure highly likely to occur 

Severity When failure occur minimum 

harm to product quality 

High adverse effect to product 

quality when failure occurs 

 

 

Table 2: Risk Priority Number (RPN) interpretation 

RPN Risk level Risk decision 

1-26 Low Accept  

27-64 Medium to High Mitigate to RPN<27 and Accept 

>64 High Reject 
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LEF 86 

FMEA Tool 

 

 

 

 

 

 

 

 

 

 

 

 

Recommendations: 

…………………………………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………………

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

1st Evaluator:  Signature: _______________________ Date: _________________  

2nd Evaluator:   Signature: ________________________ Date: _________________ 

 Risk 

situation 

Failure 

Mode 

Detectabili

ty 

(D) 

Occurre

nce 

(O) 

Severity 

(S) 

RPN Risk rating justification Risk 

rating 

 

         

   

 

 

 

      

         

 Overall mean risk    

 

 

 




