Annex-V
INSPECTION PRPFORMA FOR CAPACITY ASSESSMENT INSPECTION REPORT

 M/S_________________________________________________________________________________

	General Information

	Name of manufacturer
	M/s.  

	Physical Address
	

	Enl. No.
	

	Date of inspection
	

	Purpose of inspection
	Assessment and confirmation of surplus capacity with reference to DRAP, Islamabad letter No.  ___________  
Dated: _______________

	Dosage Form/Sections Included
	i. 

	Name of inspector (s) 
	ii. 

	Name of Firm’s Representative (s) accompanying during inspection 
	i. 
ii. 



Manufacturing and testing record/data was evaluated from January XXXX to December XXXX for the said purpose. The details of capacity calculations are as under: 


	NUMBER OF PRODUCTS MANUFACTURED BY THE FIRM

	*Sr. No.
	Approved Section name
	No of products enlisted for self-manufacturing
	No of products enlisted for contract manufacturing
	Total

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	
	Total products
	
	
	


* shall correspond to the approved number of section(s).


	SECTION WISE MANUFACTURING CAPACITY

1. CAPACITY OF Section Name (XXXXXXXXXXX)


	Step wise capacity of Section name (XXXXXXX)
	Maximum production Capacity (dosage form)

	
	Per day
(8 hour working shift)
	Per month 
(22 working days)

	Machine Name (Make, Model etc.) -
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Machine Name (Make, Model etc.) -
Per Single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Machine Name (Make, Model etc.) -
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Machine Name (Make, Model etc.) -
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Packing Capacity –
Per single shift of 8 working hours (Load per Day)
	XX No. of Units
	XX No. of Units



Note: Limiting step in this process is that step in-which the firm has produced least number of units. This figure shall be taken as reference for calculating Utilized Capacity.

	Quarter Wise capacity utilized in Section Name (XXXXX)

	Quarter
	Actual Production
   (Dosage form)
	Capacity
   (Dosage form)
	Capacity utilized in (%)

	I (1st January – 31st March 2020)
	XX (no. of units)
	XX (no. of units)
	XX.XX%

	II (1st April – 30th June 2020)
	XX (no. of units)
	XX (no. of units)
	XX.XX%

	III (1st July – 30th September 2020)
	XX (no. of units)
	XX (no. of units)
	XX.XX%

	IV (1st October – 31st December 2020)
	XX (no. of units)
	XX (no. of units)
	XX.XX%

	Average Capacity Utilized for January – December 2XXX in %
	XX.XX%



	Manufacturing Capacity Utilized (average):
	XX.XX%

	Manufacturing Capacity Available (average):
	XX.XX%

	
	




	
2. CAPACITY OF Section Name (XXXXX)

	Step wise capacity of Section Name(XXXX)
	Maximum production Capacity (dosage form)

	
	Per day
(8 hour working shift)
	Per month 
(22 working days)

	Machine Name (Make, Model etc.) -
Per Single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Machine Name (Make, Model etc.) -
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Machine Name (Make, Model etc.) -
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)

	Packing Capacity –
Per single shift of 8 working hours (Load per Day)
	XX (kg or no. of units)
	XX (kg or no. of units)



Note: Limiting step in this process is that step in-which the firm has produced least number of units. This figure shall be taken as reference for calculating Utilized Capacity.


	Quarter Wise capacity utilized in Section Name (XXXXX)

	Quarter
	Actual Production
   (dosage form)
	Capacity
(dosage form)
	Capacity utilized in (%)

	I (1st January – 31st March 2020)
	XX.XX%
	XX.XX%
	XX.XX%

	II (1st April – 30th June 2020)
	XX.XX%
	XX.XX%
	XX.XX%

	III (1st July – 30th September 2020)
	XX.XX%
	XX.XX%
	XX.XX%

	IV (1st October – 31st December 2020)
	XX.XX%
	XX.XX%
	XX.XX%

	Average Capacity Utilized for January – December 2020 in %
	XX.XX%



	Manufacturing Capacity Utilized (average):
	XX.XX%
	2.77%

	Manufacturing Capacity Available (average):
	XX.XX%
	97.23%





	
CAPACITY OF QUALITY CONTROL DEPARTMENT

	Quality Control Equipment Detail

	Sr. No*
	Equipment
	Qty.
	Capacity per day (tests)

	1
	HPLC
	
	

	2
	UV Spectrophotometer
	
	

	3
	pH Meter
	
	

	4
	Polarimeter
	
	

	5
	Dissolution Apparatus
	
	

	6
	Balance
	
	

	7
	Moisture Analyzer
	
	

	8
	Melting Point Apparatus
	
	

	9
	Karl Fisher
	
	

	10
	Cold Incubator
	
	

	11
	Hot Incubator
	
	

	12
	Filtration Assembly
	
	

	13
	Stability Chamber (Accelerated)
	
	

	14
	Stability Chamber (Real time)
	
	



The details of the total enlisted products of the firm with respect to the method of testing is provided below:

	HPLC Capacity Calculation Quarter Wise
(Average XX tests/day/HPLC)
TOTAL 01 HPLC

	Quarter
	Average testing capacity / Quarter
	Raw material tests
	Product tests
	Stability tests
	Total tests
	Capacity utilized
(%)

	I(1st Jan – 31st Mar 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	II(1st Apr – 30th June 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	III(1st July – 30th Sept 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	IV(1st Oct – 31st Dec 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	Average capacity
	XX.XX%



	HPLC Testing Capacity Utilized (average):
	XX.XX%

	HPLC Testing Capacity Available (average):
	XX.XX%






	UV Spectrophotometer Capacity Calculation Quarter Wise
(Average XX tests/day)
TOTAL 01 UV

	Quarter
	Average testing capacity / Quarter
	Raw material tests
	Product tests (Dissolution)
	Stability tests
	Total tests
	Capacity utilized
(%)

	I(1st Jan – 31st Mar 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	II(1st Apr – 30th June 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	III(1st July – 30th Sept 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	IV(1st Oct – 31st Dec 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	Average capacity
	XX.XX%



	UV Testing Capacity Utilized (average):
	XX.XX%

	UV Testing Capacity Available (average):
	XX.XX%





	Dissolution Capacity Calculation Quarter Wise
(Average XX tests/day)
TOTAL 01 DISSOLUTION

	Quarter
	Average capacity / Quarter
	Raw material tests
	Product tests
	Stability tests
	R&D
tests
	Total tests
	Capacity utilized
(%)

	I(1st Jan – 31st Mar 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	II(1st Apr – 30th June 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	III(1st July – 30th Sept 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	IV(1st Oct – 31st Dec 2020)
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	xxxx
	XX.XX%

	Average capacity
	XX.XX%




	Dissolution Testing Capacity Utilized (average):
	XX.XX%

	Dissolution Testing Capacity Available (average):
	XX.XX%





	Sterility Testing Capacity Calculation Quarter Wise (Average XX tests/day)

	Quarter
	Average capacity/ Quarter
	Test
Performed
	Capacity Utilized %

	I(1st Jan – 31st Mar 2020)
	xxxx
	xxxx
	xx.xx%

	II(1st Apr – 30th June 2020)
	xxxx
	xxxx
	xx.xx%

	III(1st July – 30th Sept 2020)
	xxxx
	xxxx
	xx.xx%

	IV(1st Oct – 31st Dec 2020)
	xxxx
	xxxx
	xx.xx%

	Average capacity available:
	XX.XX%



	Sterility Testing Capacity Utilized (average):
	XX.XX%

	Sterility Testing Capacity Available (average):
	XX.XX%




	Bacterial Endotoxin Test Capacity Calculation Quarter Wise (Average 10 tests / day)

	Quarter
	Average capacity/ Quarter
	Test
Performed
	Capacity Utilized %

	I(1st Jan – 31st Mar 2020)
	xxxx
	xxxx
	xx.xx%

	II(1st Apr – 30th June 2020)
	xxxx
	xxxx
	xx.xx%

	III(1st July – 30th Sept 2020)
	xxxx
	xxxx
	xx.xx%

	IV(1st Oct – 31st Dec 2020)
	xxxx
	xxxx
	xx.xx%

	Average capacity available:
	XX.XX%



	BET Testing Capacity Utilized (average):
	XX.XX%

	BET Testing Capacity Available (average):
	XX.XX%





Observations by the Inspection Panel:














CONCLUSION
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