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Cangzhou Enke Pharma-tech Co., Ltd.

Add:40# Shuiyuesi Street ,Cangzhou City ,Hebei Province ,China (P.C. 061000)

Tel: 0086-317-5105699

Mail: enkepharma(@126.com

CERTIFICATE OF ANALYSIS

Product name: Dilthiazem Hydrochloride

CAS: 33286-22-5

Batch No.:20180618

Manufacturing Date:2018.06.18

Retested Date:2019.06.17

Quality standard:

Enterprise standard

Test items Specifications Results
Appearance White to off-white crystalline powder Conforms
Melting point 210.0-215.0C 213.1-213.8°C
Loss on drying =<1.0% 0.21%
Residue on ignition =0.5% 0.07%

Heavy metal ;§20ppm Conforms

pH {43-53 .‘ 5.1

Single impurity SOS% . 0.18%

Purity =99.0% 99.47%
Assay(by HPLC) ; 298;‘0% 98.9%

Conclusion: Cor

o ey ]
st
mplied :
;ﬁ% _ %

- F:-" N

AT 4

QA manager : M BT
) 2N fe? s :‘ﬁ.ﬂ_" ] y
A 7




