QUALITY ASSURANCE DEPARTMENT  

                                              CERTIFICATE OF ANALYSIS                                page: 1 of 1
	Product:
	Amlodipine Besilate  
	Reference
	 In-house –BP Specification 

	Batch No.
	PPC/AML/07/02
	Date of Mfg.,
	April 2007

	A.R.No.
	PPC/AML/07/02
	Date of Report:
	15/04/2007



	Sr. No.
	TEST
	OBSERVATION S
	SPECIFICATIONS

	1
	Description
	Almost white powder.
	White or almost white powder.

	2
	Solubility
	Slightly soluble in water , Freely soluble in Methanol  &  Slightly soluble in IPA
	Slightly soluble in water , Freely soluble in Methanol  &  Slightly soluble in IPA

	3
	Identifications
	A. The IR spectrum of the substance is concordant with the IR spectrum obtained from   Amlodipine Besilate working  standard

B. The UV absorption spectrum of the substance being examined is exhibit the wavelength maxima as that of Amlodipine Besilate working standard.
	A.The IR spectrum of the substance being examined must be concordant with the IR spectrum obtained from  Amlodipine Besilate working  standard

B. The UV absorption spectrum of the substance being examined should exhibit the wavelength maxima as that of Amlodipine Besilate working standard.

.

	4
	Optical Rotation (ODB) 

( 1% in Methanol) 
	+0.004°.
	Between -0.10°and +0.10°.

	5
	Water content ( By KF ) 
	0.41%
	NMT 0.50%

	6
	Sulphated Ash 
	0.10%
	NMT  0.20% 

	7
	Related substances By TLC 
	Complies 
	Any spot, apart from the principle spot is not more intense than the spot obtained with reference solution ( 0.30%) 

	8
	Related Substances

By HPLC


	0.08%

0.12%

0.06%

0.20%

0.15%

0.68%
	Impurity : A   NMT : 0.30%  

Impurity : B   NMT : 0.30%

Impurity : C   NMT : 0.30%

Impurity : D   NMT : 0.30% 

Any other individual impurity : NMT 0.3%

Total impurities: NMT 1.0% 

	9
	Assay  by  HPLC

(On anhydrous  basis)
	99.2 % 
	NLT 97.0% and NMT102.0% w/w




Remarks: The product complies as per   In-House-BP specification.
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