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1.0 PREPARATION OF SOLUTIONS:
Preparation of  5-Amino-4-Imidazole carboxamide lactose adducts stock Solution: 
[bookmark: _GoBack]Step-1: Weighed and transferred ________(10.0) mg of 5-Amino-4-Imidazole carboxamide lactose adduct in to ________(20 mL) volumetric flask containing __________( 5mL ) diluent, sonicated to dissolved and made up to volume with diluent and mixed well.
Preparation of 5-Aminoimidazole-4-carboxamide hydrochloride stock Solution (Concentration 0.5mg/mL):
	Weigh and transfer 25 mg of standard into a 50mL volumetric flask. Add 30mL of diluent, shake to dissolve, dilute to volume with diluent and mix.

1.1 Preparation of sample solution-1:
Weighed and transferred ________ (100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved and made up the volume up to the mark with diluent.
1.2 Preparation of sample solution-2:
Weighed and transferred ________ (100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved and made up the volume up to the mark with diluent.
1.3 Preparation of sample solution-3:
Weighed and transferred ________ (100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved and made up the volume up to the mark with diluent.
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1.4 Accuracy level-1 solution (LOQ Level-l) Preparation -1:
Weighed and transferred ________ (100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________mL step-1 standard solution to LOQ level as per establishment of LOQ and made up the volume up to the mark with diluent.
1.5 Accuracy level-1 solution (LOQ Level-l) Preparation-2:
Weighed and transferred ________(100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________mL step-1 standard solution to LOQ level as per establishment of LOQ and made up the volume up to the mark with diluent.
1.6 Accuracy level-1 solution (LOQ Level-l) Preparation-3:
Weighed and transferred ________(100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________mL step-1 standard solution to LOQ level as per establishment of LOQ and made up the volume up to the mark with diluent.
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1.7 Accuracy Level-2 solution (100%) Preparation -1:
Weighed and transferred ________(100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________(0.5mL) step-1 standard solution and made up the volume
 up to the mark with diluent.
1.8 Accuracy Level-2 solution (100%) Preparation -2:
Weighed and transferred ________(100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________(0.5mL) step-1 standard solution and made up the volume
 up to the mark with diluent.
1.9 Accuracy Level-2 solution (100%) Preparation -3:
Weighed and transferred ________(100 mg) of sample into a _______(5mL) volumetric flask containing ________(3mL) of diluent and vortex for __________(2minutes). Dissolved, added __________(0.5mL) step-1 standard solution and made up the volume
 up to the mark with diluent.
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2.0 Acceptance Criteria:
1.  Shall meet the System suitability requirements.
2. % Recovery of Monosubstitute 1 of DCP for Accuracy Level-2 should be between 80 to 120. 
3. % Recovery of Monosubstitute 1 of DCP for Accuracy Level-1 (LOQ) should be between 70 to 130. 

3.0 CALCULATIONS:
3.1 Amount of  Monosubstitute 1 of DCP added at LOQ level:





3.2 Amount of  Monosubstitute 1 of DCP added at 100% level:
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            Monosubstitute 1 of DCP	:

	
	Average Monosubstitute 1 of DCP peak area of standard solution (As): _______
Concentration of Monosubstitute 1 of DCP in standard solution (Cs):_____________
	Injection name
	 Area obtained (Aspl)
	Sample weight (mg) Wt
	Volume of diluent (mL) 
	Content  (%)


	Sample solution-1
	
	
	
	

	Sample solution-2
	
	
	
	

	Sample solution-3
	
	  
	
	

	Accuracy level-1 solution-1
	
	
	
	

	Accuracy level-1 solution-2
	
	
	
	

	Accuracy level-1 solution-3
	
	
	
	

	Accuracy level-2 solution-1
	
	
	
	

	Accuracy level-2 solution-2
	
	
	
	

	Accuracy level-2 solution-3
	
	
	
	


	


	Analyzed By: 					Checked By:
	Date: 						Date:
4.0 OBSERVATION / RESULTS:
	S.No.
	Accuracy level
	No. of 
Preparations
	Content Added (%)
	Content
Found (%)
	% 
Recovery

	1
	Sample solution
	Preparation-1
	
	
	

	2
	
	Preparation-2
	
	
	

	3
	
	Preparation-3
	
	
	

	4
	LOQ
Level-1
	Preparation-1
	
	
	

	5
	
	Preparation-2
	
	
	

	6
	
	Preparation-3
	
	
	

	7
	100% 
Level-2
	Preparation-1
	
	
	

	8
	
	Preparation-2
	
	
	

	9
	
	Preparation-3
	
	
	


            			 
5.0 CONCLUSION:
The observed values are within / not within the limits of acceptance criteria for Accuracy.
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6.0 DETAILS OF ATTACHED DOCUMENTS:
	S.No.
	Details of attached documents
	No. of Pages
	
Sample Set No.:





	

	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


7.0 CROSS REFERENCE :
	S.No.
	Particulars / Details
	Reference parameter
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8.0 INCIDENTS / DEVIATIONS (IF ANY):






	
9.0 OTHER INFORMATIONS (IF ANY):
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