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	SAIPRO INDUSTRIES PVT LTD



	Annexure-01
	BATCH MANUFACTURING RECORD TEMPLATE



	 BATCH MANUFACTURING RECORD

	PRODUCT NAME:

	GENERIC NAME:

	CUSTOMER NAME:                    


	MFG DATE.: 
	EXPIRY DATE:

	BATCH SIZE:
	BATCH NO.:  


BATCH MANUFACTURING RECORD

CONFIDENTIAL–NOT TO BE REPRODUCED WITHOUT PERMISSION

	PRODUCT CODE:
	SHELF LIFE:  

	FORMAT NUMBER FOR BMR: 
	EFFECTIVE DATE: 

	REVISION NUMBER:
	

	Document Issued By

QA designee Sign/Date
	Document Received By

Production designee Sign/Date

	
	

	BMR Submitted to QA By
Production designee 

Sign /Date
	BMR Received by QA designee 

Sign /Date

	
	


1. GENERAL INSTRUCTIONS:
	Sr. No.
	Particulars

	1
	Ensure that every equipment is cleaned, calibrated and qualified for use

	2
	Ensure that area is cleaned properly

	3
	Gloves, nose masks & safety wares are to be worn during manufacturing process

	4
	Every area and equipment shall be labeled for its status 

	5.
	Ensure proper Line clearance by Quality Unit before starting the operations

	6.
	Ensure that all the material weights will be checked before addition by competent officer of Production

	7.
	Containers used for manufacturing shall be cleaned properly

	8.
	All storage conditions shall be followed as per material storage specifications

	9.
	Each stage of process shall be reconciled and losses shall be reported in BMR

	10.
	If any deviation, Incident or abnormal process behavior shall be reported Immediately to QA Department

	11.
	Wherever necessary sieve integrity shall be checked

	12.
	Manufacturing is to be carried out as per requirements of current GMP

	13.
	Use clean and dry S.S. equipment at all stages of manufacturing 

	14.
	All equipment’s and machineries must be adequately guarded and earthed. The operators must use proper safety equipment’s like hand gloves, nose masks, ear muffs, etc. during all operations.  

	15.
	Ensure that general cleaning & utensils cleaning are carried out as per respective S.C.P. & checked for cleanliness before use.

	16.
	Before weighing operations, check cleanliness of balances as per S.C. P

	17.
	Batch size may be varied, depending upon the requirement. Prior permission of QC/QA should be obtained except in case of batches in which reworking is added.

	18.
	All the ingredients must have been passed by Q.C. Dept., prior to use and must be within retest date.


2. LIST OF EQUIPMENTS TO BE USED FOR MANUFACTURING:
	Sr.NO 
	Name of Equipment 
	Capacity 
	Equipment ID
	Cleaning Time
	Done By
	Checked 

By 

	
	
	
	
	From
	TO
	
	

	1
	BLENDER 1
	500 KG 
	
	
	
	
	

	2
	BLENDER 2
	500 KG 
	
	
	
	
	

	3
	BLENDER 3
	100 KG 
	
	
	
	
	

	4
	BLENDER 4
	 20 KG 
	
	
	
	
	

	5
	VIBRO SIFTER 1 
	
	
	
	
	
	

	6
	VIBRO SIFTER 2 
	
	
	
	
	
	

	7
	VIBRO SIFTER 3
	
	
	
	
	
	

	8
	SIEVE
	
	
	
	
	
	

	9
	MAGNETIC GRILL 
	
	
	
	
	
	

	10
	SAMPLING SPOON 
	
	
	
	
	
	

	11
	MACHINE DISMENTALING TOOL KIT 
	
	
	
	
	
	

	12
	VACCUM CLEANER/ BLOWER 
	
	
	
	
	
	

	13
	WEIGHING BALANCE
	2 Kg
	
	
	
	
	

	14
	WEIGHING BALANCE
	5 Kg
	
	
	
	
	

	15
	WEIGHING BALANCE
	50 Kg
	
	
	
	
	

	16
	WEIGHING BALANCE
	50 Kg
	
	
	
	
	


4.  LINE CLEARANCE FOR ALL STAGES:
      Reference SOP No.: 

	Date
	Time
	Stage
	Previous

Product

Name
	Batch

No.


	Temp.

(°C)
	Humidity

(%RH)
	Area

Clean

By
	Checked

By
	Line

Clearance

Given By

	
	
	Weighing
	
	
	
	
	
	
	

	
	
	Blending
	
	
	
	
	
	
	

	
	
	Sifting 
	
	
	
	
	
	
	

	
	
	Primary Packaging 
	
	
	
	
	
	
	


5. WAREHOUSE DISPENSING:

Line Clearance Instruction 

	Sr. No.
	Description
	Remark

	1.
	Ensure that dispensing area & pass box are cleaned properly and there are no traces of previous product/dust
	

	2.
	Ensure that balance being used are calibrated and verified for calibration 
	

	3.
	Check the proper gowning of personnel 
	

	4.
	Check the present status label which shows the detail of Activity
	

	5.
	Check the raw material for the name, material codes, appearance, AR. No, expiry/ retest date etc.
	

	6.
	Ensure the cleanliness of the container in which dispensing is to be done
	


5.1 Dispensing of Raw Material

Line Clearance checklist for RM dispensing.

	Product:
	Batch No.:

	Previous Product:
	Batch Size:

	Area Cleaning Done By:
	Checked By:

	Line Clearance

Given By QA:
	Date:

	Line Clearance SOP Ref No: 
	Time:


	Sr. No.
	Check List 
	Ok/Not

Ok/NA 
	Checked 

By 
	Verified 

By 

	1.
	Visually  c         heck and ensure that the area/equipment are cleaned 
	
	
	

	2.
	Ensure the area is free from previous product and unwanted materials
	
	
	

	  3.
	Ensure the temperature and relative humidity are within the specified limit
	
	
	

	4.
	Check the personnel is wearing proper PPE
	
	
	

	5.
	Check the present status of label which shows the details of RM
	
	
	

	6.
	Ensure that the weighing balances are Verified
	
	
	

	  7.
	Check the Previous batch Raw Material not on the floor
	
	
	

	8.
	Ensure the cleanliness of the container & accessories in  which the dispensed material is to be kept.
	
	
	

	9.
	Ensure that the Riser filters Grill are cleaned
	
	
	


Dispensing Record (BMR COPY)

	Dispensing Date
	Time

	
	Start

Time
	
	End

Time
	


	                                                                    Material Dispensing Record:

	RM

CODE
	Material

Name
	Grade
	LOT

No.
	Batch

Qty.
	AR. No
	Weight in KG
	Done By 
	Checked By 
	Verified

By IPQC

	
	
	
	
	
	
	Net

Wt.
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Dispensed Material Transfer Details

	Transferred By Sign/Date
	Received By Sign/ Date
	Checked By Sign/ Date

	
	
	


5.2 Line Clearance Checklist for processing (Weighing/ Batching/ SFG)

	Previous Product:
	Batch No :

	Area Cleaning Done By:
	Checked By:

	Line Clearance

Given By IPQC:
	Date:

	Line Clearance SOP Ref No : SIPL/SOP/QA/05
	Time :


	Sr. No.
	Check List
	Ok/Not

Ok/NA
	Checked

By
	Verified

By

	1.
	Visually check and ensure that the area/equipment are clean 
	
	
	

	2.
	Ensure the area is free from previous product and unwanted materials
	
	
	

	3.
	Ensure that Blender B1, B2 & B3 with Vibro sifter are clean  and dust free.
	
	
	

	4.
	Ensure the temperature (25°C ± 2) and relative humidity  (<60) are within the specified limit
	
	
	

	5.
	Check the proper gowning of personnel
	
	
	

	6.
	Check the present status of label which shows the detail of                                                   activity
	
	
	

	  7.
	Ensure that the weighing balances are verified & calibrated
	
	
	

	8.
	Check the raw material/ packing material for name material codes, appearance, Batch No., Expiry date etc.
	
	
	

	  9.
	Ensure the cleanliness of the container in which the weighing material is to be kept.
	
	
	

	10.
	Ensure that the Riser filter Grills are cleaned 
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Sieves/Mesh Size #
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Cleanliness

Integrity

Cuts

Gaskit 

Sieves/Mesh Size #

10# 20# 30# 40# 60# 80#

Cleanliness

Integrity

Cuts

Gaskit 

Sieves/Mesh Size #

10# 20# 30# 40# 60# 80#

Cleanliness

Integrity

Cuts

Gaskit 

Cleanliness

After Change 

over 

After Change 

over 



After Change 

over 



Humidity (<60)



CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) B  Blending Room 1 



Temp (25 degree +/- 2)



Humidity (<60)



Temp (25 degree +/- 2)



Temp (25 degree +/- 2)



Humidity (<60)



After Change 

over 



MEGNETIC GRILL  (OPRP 3)



200 KG  BLENDER + VIBRO SIFTER  B3  (OPRP 2, CCP 2)



After Change 

over 



500 KG  BLENDER + VIBRO SIFTER  B2  (OPRP 2, CCP 2)



After Change 

over 



Humidity (<60)



500 KG  BLENDER + VIBRO SIFTER  B1   (OPRP 2, CCP 2)



Temp (25 degree +/- 2)



After Change 

over 



CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) D  SFG Room



CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) C  Blending Room 2



After Change 

over 



                                                                                                  

 SAIPRO INDUSTRIES PVT. LTD. 

Gat No.286, 287, A/P – Kasaramboli, Tal-Mulshi, Dist- Pune 412115.  

DAILY OPRP & CCP CHECKLIST (QUALITY BMR -SHEET 1) 

DATE  CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) A   Weighing Room


SIFTING 

Equipment No: _______________
	Material
	LOT No
	Weight In Kg
	Sieve
 Size
	Time
	Sieve Integrity
	Done By
	Checked By

	
	
	
	
	Start Time
	End Time
	Before
	After
	
	

	
	
	
	30# Mesh
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


6. Manufacturing Procedure / Operations:
B) BLENDING – 
· Check the material in the Blending room & Unload in the Blender.

· Mix the content by starting the blender for 45 mins.

· Mix the content Clockwise & Anti-clockwise for every 15 min.

· Note: after uniform mixing of blend, transfer material to                                                                                    vibro sifter.
	       Batch Size in Kgs
	

	BLENDING DETAILS EQUIPMENT 
	  BLENDER 1  (      BLENDER 2  (     BLENDER 3  (    BLENDER 4  (
   

	          Processing
	Lot       1
	Lot       2
	Lot       3
	Lot       4
	Lot       5
	Lot       6

	BLENDING START                 TIME 
	
	
	
	
	
	

	BLENDING END TIME 
	
	
	
	
	
	

	BLENDING DETAILS EQUIPMENT 
	 V. SIFTER 1  (    V. SIFTER 2  (       V. SIFTER 3  ( 

	SIFTING START TIME
	
	
	
	
	
	

	SIFTING END TIME
	
	
	
	
	
	

	QC SAMPLE  TIME:
	
	
	
	
	
	


SAMPLING OF SEMI-FINISH PRODUCT 

PRODUCT & CUSTOMER NAME: 

BATCH NO:

DATE: 

· ENSURE THAT THE BULK SEMI-FINISH GOODS RELEASED  

	PROCESS
	NAME/ SIGN &DATE

	SAMPLE INTIMATION RAISED BY
	

	SAMPLE COLLECTED BY 

          …………………. GMS
	

	SAMPLE CHECKED BY
	

	SAMPLE APPROVED BY
	


· TRANSFER THE SEMI-FINISH GOODS TO PACKAGING HALL

	PRODUCT QUALITY & SAMPLE CHECK

	Name of Product
	

	Batch No.:
	

	Date of Mfg.
	

	Parameters to Check
	Complies (✓) & Not Complies (X)

	
	
	Lot 1
	Lot 2
	Lot 3
	Lot 4
	Lot 5
	Lot 6

	Uniform Mixing / Blending of Powder
	
	
	
	
	
	
	

	Appearance & Color of Powder
	
	
	
	
	
	
	

	Foreign Matter
	
	
	
	
	
	
	

	Aroma of Powdered Product
	
	
	
	
	
	
	

	Aroma After Mixing in Water
	
	
	
	
	
	
	

	Mixability /Solubility in water
	
	
	
	
	
	
	

	Consistency after Mixing
	
	
	
	
	
	
	

	Sieve Integrity 
	
	
	
	
	
	
	

	Colour , Taste & Time Required for Mixing in Water
	
	
	
	
	
	
	

	Overall Product Remark
	
	
	
	
	
	
	

	Moisture
	
	
	
	
	
	
	

	pH
	
	
	
	
	
	
	


	  SR.NO
	DATE
	PRODUCT NAME
	QTY INWARD IN SFG (KG)
	QTY IN HAND SFG (KG)
	Done By


	Checked By

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	  SR.NO
	DATE
	PRODUCT NAME
	QTY TRANSFER FOR FILLING (KG)
	QTY IN HAND SFG (KG)
	Done By


	Checked By

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


5.4 Line Clearance Checklist for Packaging Area

	Product:
	Batch No.:

	Previous Product:
	Batch Size:

	Area Cleaning Done By:
	Checked By:

	Line Clearance

Given By QA:
	Date:

	Line Clearance SOP Ref No: 
	Time:


	Sr. No.
	Check List 
	Ok/Not

Ok/NA 
	Checked 

By 
	Verified 

By 

	  1.
	Visually check and ensure that the area/equipment are clean
	
	
	

	2.
	Ensure the area is free from previous product and unwanted materials
	
	
	

	3.
	Ensure the temperature and relative humidity are within the specified limit
	
	
	

	4.
	Check the proper gowning of personnel
	
	
	

	5.
	Check the present status of label which shows the detail of activity
	
	
	

	6.
	Ensure that the weighing balances are verified & calibrated
	
	
	

	7.
	Check the raw material / packing material for name, material codes, appearance, Batch No., Expiry/retest date  etc.
	
	
	

	8.
	Ensure the cleanliness of the container & accessories in which the dispensed material is to be kept.
	
	
	

	9.

	Ensure that the riser filter Grills are cleaned
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Frequency Time  Obserbvations   Remarks 

Cleanliness of 

Hopper  

FE (0.8 MM) 

NON - FE ( 1.0 

MM ) 

SS (1.2 MM)

Cleanliness of 

Hopper  

FE (0.8 MM) 

NON - FE ( 1.0 

MM ) 

SS (1.2 MM)

Heater is working 

properly 

Time  Obserbvations  Remarks

Heater is working 

properly 

Time  Obserbvations  Remarks



WAD SEALING  SP1  (OPRP 5, CCP 4) 



POUCH SEALER   (OPRP 5, CCP 4) 

TEST PROBES 



Seal Cleanliness

Film Folds are sealed 

properly

Seal Strength through 

Squeeze test

After Change 

over 



Gat No.286, 287, A/P – Kasaramboli, Tal-Mulshi, Dist- Pune 412115.  

DAILY OPRP & CCP CHECKLIST (QUALITY BMR -SHEET 2) 

Cleanliness of Discharge 

Channel 

Air Pressure                                

(4 Bar Min-5 Bar Max.)

Sensitivity % (from 

Display)

After Change 

over 



METAL DETECTOR  M1  (OPRP 4, CCP 3) (PFS) TEST PROBES 

After Change 

over 



TEST PROBES 



TEMP (25 degree +/- 2)

Humidity (<60)



DATE & Time

                                                                                                  

CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) E Primary Section 1(PFS)



Sensitivity % (from 

Display)



Cleanliness of Discharge 

Channel 

Air Pressure                                

(4 Bar Min-5 Bar Max.)

After Change 

over 



METAL DETECTOR  M2  (OPRP 4, CCP 3) (AJF)



 SAIPRO INDUSTRIES PVT. LTD. 



CONTROL TEMP & HUMIDITY  (OPRP 1, CCP 1) F Primary Section 2(AJF)



TEMP (25 degree +/- 2)



After Change 

over 



Humidity (<60)



TEST PROBES 



Seal Cleanliness

Film Folds are sealed 

properly

Seal Strength through 

Squeeze test

After Change 

over 


PRIMARY PACKAGING SECTION (FILLING LINE)
· Ensure that all filling material received in primary                                                                                  packing section.

	PRODUCT NAME: 
	CUSTOMER NAME:

	BATCH NO.: 
	MFG DATE: 

	FILLING QTY: 500 GM & 1 Kg 
	FILLING QTY.

	    DIRECT JAR
JAR+POUCH
DIRECT POUCH
SACHET
CAPSULE

             
 


 

	SR. NO.
	DATE
	START TIME
	PACK SIZE
	UNITS PACKED
	UNITS DAMAGE
	PACKING MATERIAL LOSSESS
	PREPARE BY
	CHECKED BY

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


SECONDARY PACKAGING SECTION (LABELLING LINE)
· Ensure that all packing material received in secondary packing section.

	PRODUCT NAME: 
	CUSTOMER NAME:

	BATCH NO.: 
	MFG DATE: 

	FILLING QTY: 500 GM & 1 Kg 
	FILLING QTY.

	    DIRECT JAR
JAR+POUCH
DIRECT POUCH
SACHET
CAPSULE

             
 


 

	SR. NO.
	DATE
	START TIME
	PACK SIZE
	UNITS PACKED
	UNITS DAMAGE
	PACKING MATERIAL LOSSESS
	PREPARE BY
	CHECKED BY

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


SAMPLING OF FINISHED PRODUCT: 
· INTIMATION TO QUALITY CONTROL:
	PROCESS
	NAME/SIGN/DATE

	SAMPLE INTIMATION RAISED BY 
	

	SAMPLE COLLLECTED BY QC
……………………… QTY 
	



SIGNE/DATE                                                                 
SIGN/DATE
PRODUCTION MANAGER                                   

      IPQC
	FINISH PRODUCT - PACKING QUALITY & SAMPLE CHECK



	FINISH PRODUCT - PACKING QUALITY & SAMPLE CHECK

	Name of Product
	

	Batch No.
	

	Date of Mfg.
	

	Parameters to Check
	   

	Foreign Matter Taste
	

	Empty Jar/Pouch/Monocarton Quality
	

	Product weight Crosscheck
	

	Pouch Packing / Sealing
	

	Spoon Conformation
	

	Wad / Foil Sealing Conformation
	

	Label / Monocarton Checking
	

	Batch Coding Primary & Secondary Pkg
	

	Sleeving
	

	Master Carton Count & Labelling
	

	Overall Product Packing 
	


TRANSFER OF FINAL PRODUCT TO WAREHOUSE 

	PROCESS
	

	FG TRANSFER INITIMATION RAISED BY
(PRODUCTION)
	DATE:

TIME:

SIGN:

	FG TRASNFER INTIMATION  RECEIVED BY 
(WAREHOUSE)

	DATE:

TIME:

SIGN:

	FINISH PRODUCT RELEASE BY 
(QC/IPQC) 
	DATE:

TIME:

SIGN:


FINAL QUALITY CHECK
· RANDOM UNITS CHECK BY QA/QC:

	PROCESS
	QTY

	NO. OF UNITS CHECKED
	

	DEFECT OBSERVED
	

	DEVIATION (If applicable)
	


DISPATCH DETAILS:  PARTIAL RELEASE (  )                 COMPLETE RELEASE (    )
	SR.NO
	            DATE 
	PACK SIZE
	QTY IN UNITS
	QTY IN CARTONS 
	CHECKED BY 

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	


            SIGN/DATE                                        SIGN/DATE                                          SIGN/DATE 

PRODUCTION MANAGER               WAREHOUSE MANAGER                   IPQC VERIFY BY 
         SIGN/DATE                                           SIGN/DATE               

     QUALITY HEAD                                   QA MANAGER                 
7. DEVIATION APPROVAL SHEET


	DEVIATION
	REASON & JUSTIFICATION
	PROPOSED BY Production Chemist
	APPROVED BY QA

	
	
	
	


	  
	Prepared By
	Checked By
	Reviewed By
	Approved By

	Signature/ Date
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