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b Check No.: FP-09-1204019

Product Name: Erythromy\:ﬂ-*ﬁthylsugcmafe Batch No.: HS0920120410
Quantity: 460.0kg ™. "' " Manufacturing Date:  2012-4-24
Packing: 20kg/Drum Retest Date: 2016-4-23
Test Standard: USP34 Report Date: 2012-4-26
Items Specifications Results
Description White powder or white crystalline powder,odorless, tasteless White powder
Identification
IR The infrared absorption spectrum exhibits maximum only Conf

at the same wavelengths as that of the standard spectrum PR
Crystallinity Meets the requirements Conform
X-ray diffraction Meets the requirements Conform
Water Not more than 3.0% 1.5%
Residue on ignition ~ Not more than 1.0% 0.1%
Related compounds
Any individual related Notinore thti 3.0% 0.8%
compound
Exythromycin/A. enol Not more than 3.0% < LOD
ether
Erythrom?foln o Not more than 3.0% 0.6%
ethylsuccinate
Residual solvents
THF Not more than 720ppm 651ppm
Assay

On the anhydrous basis,erythromycin B is not more than 12 1.2%

percent Sl

On the anhydrous basis,erythromycin C is not more than 5 0.9%

percent i

The sum of the percen_tagés of erythromycin A,

erythromycin B, and erythromycin C is not less than 76.5  81.8%

percent '
Conclusion: The tests comply with the specification of USP34
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