CERTIFICATE OF ANALYSIS
	Product Name
	Carvedilol
	Batch Size
	100kg

	Batch No.
	KW0150502
	Report Date
	2015-05-02

	Manufacture Date
	2015-05-02
	Expiration Date
	2018-05-01

	Test Item                   Specification                        Result
Appearance            White or almost white crystalline powder         Qualified
Solubility      Practically insoluble in water, Slightly soluble in alcohol,   Qualified

Practically insoluble in dilute acids
                                                                                                                                         Identification

-IR                            -Similar to standard                      Qualified
-HPLC                         -Similar to standard                      Qualified
Melting Point                     113℃-116℃                      114.1℃-115.3℃
Heavy Metals                  ≤0.001%                         ＜0.001%

Sulphated Ash                       ≤0.1%                             0.02%

Loss on drying                    ≤0.5%                             0.36%

Related substances 

Impurity A                           ≤0.2%                             0.17%
Impurity C                         ≤0.02%                            0.01%

Any other impurities                ≤0.10%                            0.07%
Total impurities                ≤0.50%                            0.32%
Residual solvent 

Ethanol                       ≤5000ppm                        1980ppm

Assay                        99.0%-101.0% of C24H26N2O4,                99.57%

CALCULATED ON DRIED BASIS
CONCLUSION: CONFORM WITH SPECIFICATION AS PER EP5.1.


Analyst:                   Checker:                   Supervisor: 

