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Shandong Xinhua Pharmaceutical Co., Ltd.

East Chemical Zone of Zibo High & New Technology Development Zone, Zibo, Shandong, P. R. China
Tel:0533-2166666;Fax:0533-2184991
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Name of Product:  THEOPHYLLINEANHYDROUS | Sampling Date: Report Date:
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Reference Standard: BP2021/EP10.0/R1-CEP1998-004-Rev(7 Product code:
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Characters White/almost white crystalline powder White crystalline powder
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Identification: IR Conform Conform
L TRERE %) =0.5 0. 07
. Loss on drying (%)
Appearance of solution Clear and Colourless Clear and colourless
Acidity Conform Conform
EXWA. RIRA%) <0.1 Iy i
Related Substances: Impurity A (%) Not detected
. KFEBG%) <0.1 | 288 A (€0. 05)
. Impurity B (%) Disregard(<0.05)
. ZEC®) =0.1 R
. Impurity C (%) Not detected
. ZRJIAD () =0.1 R
. Impurity D (%) Not detected
HEBARF (%) =0.1 | R A it (0. 05)
. Other single impurity(%o) Disregard(<0.05)
. Total impurities (%) Disregard(<0.05)
E&RE (ppm) =20 1<<20
Heavy metals(ppm)
TiERE (%) =0.5 0. 07
Loss on drying (%)
HER ER R AR (%) =0.1 0.01
Sulphated ash (%)
Assay (%,on dried basis)
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Conclusion: The product is tested in accordance with BP2021/EP10.0/R1-CEP1998-004-Rev07 . The above items meet the requirement.
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