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	1.0
	Objective



	
	

	2.0
	Reason for Manufacturing Process Performance Validation


	3.0
	Scope


	
	


	4.0
	Responsibility
DEPARTMENT

RESPONSIBILITIES

Technology Transfer/Quality Assurance 

1.  Responsible for Preparation of Process validation Protocol 
2. Co-ordination with production/Quality Assurance (QA)/Quality control (QC) for  

    manufacturing process validation scheduling and execution.

3. To investigate & suggest the corrective and preventive action for the failure in 
    co- ordination with QA.

4.  Responsible for review of executed manufacturing process validation data.

5. To initiate the change control on the basis of the manufacturing process 
    validation studies.

Production

1. Responsible for review of Process validation Protocol.

2. Responsible for scheduling the manufacturing process validation activities.

3. To ensure the preventive maintenance and calibration status of Equipment /  

     instruments.

4. To ensure the operating procedures applicable to the manufacturing process 

    validation are available and updated.

5. To ensure the availability of supporting systems for the manufacturing process 
    validation study.
6. Responsible for batch manufacturing and execution of procedure and completion of 
    Batch Manufacturing Record. 
Quality 

Control

1. Responsible for review of Process validation Protocol
  2. Responsible for availability of all validated testing methods, calibrate 
      instruments, analytical protocol and chemicals required for analysis. 

 3. Preparation of analytical protocols.


 4. Responsible for Analysis for Validation Samples.

Quality Assurance

1.  Responsible for review of Process validation Protocol 
2.  To oversee overall execution in adherence to the compliance with protocol. 

3.  Responsible for collection of Validation Samples as per protocol and forwarding the same to QC.

4.  Review of executed Protocol, QC data and BMR.

5.  Final Approval of Process validation.
 6. To review deviation or Corrective and Preventive Action (CAPA) (if applicable).

Customer
1. Responsible for review of Process validation Protocol.



	
	


	5.0
	Qualified / Approved vendor for active  material


	 
	

	6.0
	Product Description and Manufacturing Formula
6.1 Product   Description: 
6.1.1 Label Claim: 

.         
6.1.2 Batch Size: 
6.1.3  Shelf life:   
6.2    Manufacturing Formula :  Batch Size: ____ kg/____Capsules
Sr.

No.

Item Code

Ingredients

Specs

Source
OA

%
Qty. Mg/

Capsule

Unit

Qty. /

Batch

7.0

PROCESS FLOW DIAGRAM FOR MANUFACTURING:



	
	

	8.0
	Rational for selection of critical steps, its process parameters for validation and  list of critical process variable
8.1  BLENDING: 

8.2  ENCAPSULATION: 
8.3  Compression 
8.4  COATING
8.3 CRITICAL PROCESS VARIABLES:
CPP (Critical process Parameters)

CQA’s (Critical Quality Attributes)




	9.0
	List of equipment  / instruments 
Sr. No.

Name of Equipment/

Instrument

Operation SOP Nos.

Equipment Qualification status

Calibration Status

Preventive Maintenance status

Checked By

(Sign/Date)

Note: Recording to be done in Process Validation Report


	
	

	10.0
	Sampling and Testing plan
10.1 Blending (Pillar type Bin Blender):

Variable

Sampling plan / time

Evaluation parameter

Acceptance criteria

i. Blender Speed
ii. Time of blending
Collect about ____ mg to ____ mg (equivalent to 1X-3X doses) each of sample from 10 locations (as per the diagram given on page 13) after 22 minutes at 8 rpm of lubrication in triplicate.

1. Blend uniformity
As per specification
Collect composite sample about 200.0 g at the end of lubrication in duplicate.

1. Assay

As per specification
2. LOD 

For  Data generation only
3. Untapped Bulk Density and Tapped Bulk Density

For  Data generation only
4. Sieve analysis % Cumulative retention on ASTM sieves #20, 40, 60, 80, 100 and below #100 mesh sieves.

For  Data generation only


	
	

	Variable
	Sampling plan
	Evaluation parameter
	Specifications / acceptance criteria

	10.2 ENCAPSULATION/Compression  (Capsule Filling and compression  Machine):

	1. Speed of Machine

2a. Hopper study

2b. Start, Middle & end of   capsule/Compression filling at optimum parameters


	 1. Collect ___ Capsules/tablets  each (composite sample) in duplicate at different speeds of machine  i.e. low (___spm) and high speed (___ spm) 

2a. Collect ___ Capsules/tablets  each (composite sample) in duplicate at half filled  hopper and one fourth filled hopper

2b. Collect ___ Capsules/tablet  each (composite sample) in duplicate at start ,middle and end of capsule filling at optimum parameters
	Description
	

	
	
	Average  weight 
	

	
	
	Individual Weight variation 
	

	
	
	Average weight
	

	
	
	Locking Length/Hardness/Thickness
	

	
	
	Disintegration Time
	

	
	
	Assay
	As per specification

	
	
	Uniformity of dosage units (by mass variation)
	As per specification

	Composite sample
	Collect composite sample of ___ nos. in duplicate at optimum machine speed.
	1. Complete analysis

2. Dissolution profiling on 12 capsules at 5,10,15, 30, 45, 60, minutes for first batch
	1. As per the Filled capsules and compressed tablet Specification
2. As per specification


	      
	

	11.0
	Environmental Control
Dispensing / Sifting / Blending       :   
Capsule filling                                   :   

Visual inspection                              :   

	
	

	12.0
	Batch Yield at Various Stages



	
	

	13.0

14.0 

15.0

16.0 
	Stability Study Requirement

Batches of finished drug product of ______ will be kept on stability as per the stability protocol.
Review of deviation, out of trend results, out of specification results and CAPA:
Revalidation Criteria

Summary and conclusions: 


	
	

	17.0
	Reference Documents

Master  formula Record                              : 
Batch Manufacturing Record                      : 
Blend specification number                        : 

Filled capsules specification number          :
Compressed tablet specification                 :
Finished product Specification number      : 

	
	

	18.0
	Abbreviation (s)

Sr. No.

Abbreviation

Definition



	
	


Product: ___________
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