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1.0 OBJECTIVE: 
To objective of this SOP is to establish guidelines for the proper operation and cleaning of the Cone Blender (Equipment ID: TA/SF/OB/05) to ensure consistency in performance, product quality, and adhere to safety standards.  
2.0 SCOPE: 
This SOP applies to all personnel involved in the operation and cleaning of the Cone Blender. It encompasses procedures for starting, operating, shutting down the equipment, as well as cleaning and maintenance processes at MAXCHEM PHARMACEUTICALS PVT.LTD.at Rudrapur, Uttarakhand. 
3.0 RESPONSIBILITY: 
3.1 Production Operator:

Responsible to for day-to-day operation. 
3.2 Maintenance Personnel:
Responsible for routine maintenance and troubleshooting. 
3.3 Quality Assurance:
Responsible for ensuring compliance with quality standards. 
4.0 ACCOUNTABILITY:
   PR Head
   Admin Head

5.0 DEFINITION:
  Not Applicable
6.0 REFERENCE:  
    In House
7.0 PROCESS OVERVIEW:  
Process Overview for Operation and Cleaning of Cone Blender 















































8.0 PROCEDURE:
8.1 Operating Principle:  
8.1.1 Safety Precautions: 
8.1.1.1 Wear hand gloves and a nose mask before starting the operation.

8.1.1.2 Check the cleaning validity of the machine. 

8.1.1.3 Take line clearance from In-Process Quality Assurance (IPQA).

8.1.1.4 Before starting the operation, fill relevant details in the equipment log.   
8.1.2 For Charging of Granules:

8.1.2.1 Switch “ON” the mains power supply.

8.1.2.2 Set the blender to the horizontal position or the required position.
8.1.2.3 Switch “OFF” the mains. 
8.1.2.4 Close the butterfly valve and open the manhole.
8.1.2.5 Load the granules through the manhole of the blender; manually lift       
               the HDPE container and charge the granules in a similar fashion.
8.1.2.6 Load the remaining granules in a similar fashion. 

8.1.2.7 Close the manhole and tighten the lid fastener. 
8.1.2.8 Set the safety guard railing. 
8.1.2.9 Set the time and speed revolution per minute as per the required Batch 
               Manufacturing Record (BMR) and push the green button to run the     

               blender.    
8.1.3 For Discharging of Granules:
8.1.3.1  Switch ‘OFF’ the main power.
8.1.3.2  Remove the safety guard railing.

8.1.3.3  Place double polythene bags below the butterfly valve.

8.1.3.4  Open the butterfly valve (Press and move the handle of the butterfly valve in  

             an anti-clockwise direction) to fill some granules into the double polythene    

             bag.

8.1.3.5  Move the handle of the butterfly valve in a clockwise direction to close the 

             butterfly valve. 
8.1.3.6  Transfer the granules in double polythene bags to an HDPE container.

8.1.3.7  Discharge the remaining granules in a similar fashion.

8.1.3.8  After completion of the operation, affix the status label as ‘TO BE CLEANED’ with the date and signature of the Production Officer.
8.2 Cleaning Procedure:
              8.2.1 Precautions:
                      8.2.1.1 Switch ‘OFF’ the power supply.
                      8.2.1.2 Check for the ‘TO BE CLEANED’ label on the machine. 

                      8.2.1.3 Before starting, fill in the relevant details in the equipment logbook. 

                      8.2.1.4 Keep dismantled parts on a pallet/trolley. 

                      8.2.1.5 Ensure a separate lint-free mop is used for contact and non-contract parts. 
             8.2.2 Type ‘A’, for Batch-to-Batch Changeover:

                      8.2.2.1 At the end of the shift/batch changeover of the same product and strength or ascending strength of the same color. 

                      8.2.2.2 Switch ‘OFF’ the main power supply.

                      8.2.2.3 Clean the machine body using a dry lint-free mop. 

                      8.2.2.4 Dismantle the manhole and use a dust extraction system to suck accumulated powder from the inner surface assembly and other contact parts.

                      8.2.2.5 Wipe out all contact parts with a clean dry-lint free cloth.

                      8.2.2.6 Clean the outer surface of the blender with a lint-free cloth.

                      8.2.2.7 Clean the surrounding area and affix a ‘CLEANED’ label on the machine. 

                      8.2.2.8 Fill the relevant details in the equipment log. 

            8.2.3 Type ‘B’, for Product-to-Product Changeover:
                      8.2.3.1 During changeover of a product with a different active ingredient, color, descending potency, or post-maintenance of contact parts. 

                      8.2.3.2 Switch ‘OFF’ the main power supply. 

                    8.2.3.3 Fill 40 to 45 liters of water in the blender through the butterfly valve and close the butterfly valve.
                    8.2.3.4 Connect power supply and rotate the blender for 5 minutes. 

                    8.2.3.5 Disconnect power supply.

                    8.2.3.6 Open the manhole of the Cone blender.
                    8.2.3.7 Clean with 70% Isopropyl Alcohol (IPA) and scrub using a scrubber.

                    8.2.3.8 Rinse the mentioned parts with sufficient purified water. 

                    8.2.3.9 Clean the outer surface of the blender with a lint-free cloth.
                    8.2.3.10 Wipe all parts using a dry lint-free mop.

                    8.2.3.11 After cleaning, inform In-process Quality Assurance (IPQA) to take swab/rinse water samples if required.

                   8.2.3.12 Fill the relevant details in the equipment log.

                   8.2.3.13 After obtaining release of swab/rinsed sample water from Quality Control (Q.C.), affix a ‘CLEANED’ label on the machine.

                   8.2.3.14 If the machine is not used within 48 hours, re-clean the machine as per Type ‘B’ cleaning. 
9.0 DISTRIBUTION OF SOP:
    Department

    Production   :  01 Copy

10.0 TRAINING OF SOP:

 Department         :    Production
      Trainer
       :    PR Head

Trainee                :    PR and Admin Heads/Designee and
                                 Employee of Quality Assurance Department 
        Period                :    30 Minutes
11.0 ANNEXURE:
     Not Applicable 

12.0 ABBREVIATION:
No
:  Number
PM
:  Packing Material
PR
:  Production
QA
:  Quality Assurance 
SOP
:  Standard Operating Procedure
QC
:  Quality Control 
13.0 REVISION HISTORY:
	Sr. No.
	SOP No.
	Reason for Revision
	Reference Document No.
	Effective Date

	01
	SOP/PR/0011/00
	New SOP Preparation
	NA
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Wear gloves and nose mask 





Safety Precautions





Charging of Granules 





Fill details in logbook 
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Set time, speed, push green button to run 





Discharging of Granules 





Set safety guard railing 
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Cleaning Procedure 





Switch OFF power supply 





Check TO BE CLEANED label 





Precautions





Keep parts on pallet 





Use separate lint-free mop for contact parts 





Fill details in logbook 





Type ‘A’ Cleaning 





Clean machine body with dry lint-free mop 





Switch OFF mains 





Affix ‘CLEANED’ label 





Wipe contact parts with dry lint-free cloth 





Dismantle manhole, use dust extraction system 














Switch OFF mains 





Type ‘B’ Cleaning 





Fill details in logbook 





Rotate disconnect power 








Close connect power 





Fill water through butterfly valve





Scrub with scrubber 





Open manhole, clean with 70% IPA





Rinse with purified water 





Inform IPQA for swab/rinse 





Wipe all parts with dry lint-free mop 





Clean outer surface with lint-free cloth 





If not used in 48 hours, re-clean as per Type ‘B’





Affix ‘CLEANED’ label 





Fill details in logbook 








	
	Prepared By
	Checked By
	Reviewed By
	Approved By

	Signature/ Date
	
	
	
	


  Page 1 of 7                                                                                                                                          HRM/QAD/001-F01

	
	         Prepared By
	            Checked By
	            Approved By

	Name
	
	
	

	Designation
	
	
	

	Signature/ Date
	
	
	


Page 1 of 1                                                                                                                                   SOP/QA/001-F01/00

