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S.No. Recommended Action Responsible Person Target Date
of Completion
1. | All identified qualification documents which are not available or not
executed, shall be prepared and executed.
2. | GA/Electrical Drawing shall be prepared/arranged
3. | Training shall be imparted to all concerned persons to ensure the
adequacy, accuracy, completeness and correctness of the documents.
CAPA (Required/Not required): Not required
If required mentioned the CAPA No.: NA
Quality Risk Management Team Reviewed By Approved By
Head Operations Head QA
Name Department Sign & Date Sign & Date Sign & Date
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QUALITY RISK ASSESSEMENT AND MITIGATION SUMMARY REPORT

Name of facility/Equipement/Utility/System/Activity/Procedure/Unit Preparation: | Risk assessment for GAP’s Identified in Qualification Documents as per Change Control No.:

Verification of recommended action:

Remark (if any):

For Product Contact Equipments: All the product contact Machine/Equipment, which are covered in this risk assessment are procured from the vendor as on

such basis and were used for routine production after performance qualification,Hence there is no significant impact on product quality due to identified GAP’s
in

Qualification Documents.

Process Validation: All identified equipments in this quality risk assessment are also covered in many process validation batches of OSD area. On behalf of our
process validation study, it can be concluded that there is no significant impact on product quality due to identified GAP’s in Qualification Documents.

Verified By: Approved By:
Officer/Executive QA Head QA
(Sign & Date) (Sign & Date)




