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1.0 OBJECTIVE
This SOP establishes a structured, compliant, and consistent methodology for managing the Batch Manufacturing Record (BMR) within the Master department using the PGMP software. Its objective is to ensure the accurate capture, documentation, analysis, and validation of all manufacturing data for client batches. This guarantees data integrity, facilitates efficient analysis, and maintains strict compliance of Good Manufacturing Practice standards for timely product release.

2.0 SCOPE:
This SOP outlines procedures for all Master Department personnel managing client manufacturing records in the PGMP software. It covers data entry, documentation, review, and validation to ensure data integrity and strict adherence to GMP standards, ensuring consistent compliance and timely product release

3.0 RESPONSIBILITY:
	Sr. No.
	Department
	Designation
	Responsibility

	[bookmark: _GoBack]3.1
	Production
	Production Officer
	Prepare and enter batch manufacturing data in PGMP as per approved MMR and ensure completeness and accuracy

	
	
	
	

	
	
	
	


3.2 Quality Assurance (QA): Review and approve the BMR in PGMP, ensuring compliance, data integrity, and closure of deviations.
3.3 Stores: Record material issuance and usage in PGMP with correct lot details and quantities.

4.0 ACCOUNTABILITY
Production Head
IT Head
Admin Head
Store Head

5.0 

3.4 IT: Maintain PGMP system functionality, user access, and technical support.
4.0: 
· 


5.0 REFERENCES: 
       Not Applicable

6.0  FLOW CHART:
                      









7.0 PROCEDURE: 
7.1 Initiation:
· At homepage of PGMP software open Master module to initiate BMR for any finished product.
· Then open the BMR master and in that open process type master.
· After opening of BMR master log will get open which also has New Process Step present at upper right corner. Once you initiate new form you need to fill all the required information regarding finished product and its production steps.
· The data over here get reflected from finish product master as it has direct dependencies from it.
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