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PHARMACOPOE [ A

EP8.0

"GROSS WEIGHT

20.0 Kg/Drum

" BATCH QUANTITY

MANUFACTURE DATE

ANALYSIS DATE

320Kg NET WEIGHT 24.5Kg/Drum
QEP 17 2015 RETEST DATE AUG.2017
SEP 132015 REPORT DATE SEP.21,2015

TEST |ITEM

STANDARDS REQUIRED

TEST RESULTS

Characters
ldentification
IR
Test
Appearance of solution

Absorbance

Related substances(HPLC)
Impurity D
2
Any other individual impurity
Tofal impurity
Residual solvenis:
a)Acefone
byvlethylene chloride
c)vlethanol
dYToluene

e)Benzene

A white or almost white powder

IR Conforms to the CRS (2.2.24)

Selution S is clear (2.2.1)

The absorbance is not greater than 0.10 at 440nm

(2.2.25)
{2.2.29)
Not more than 0.15%
Not more than 0.15%
Not more than 0.10%

Not more than 0.5%

Not more than [500ppm
Not more than 100ppm
Not more than 1000ppm
Not more than 300ppm

Not more than Ippm

almost white powder

Complies

Clear
0.02

0.006%
Not detected

0.05%

0.06%

75%ppmi
Not detected (LOD=1.4ppm)
164ppm
61ppm
Not detected (LOD=0.2ppn)

{Loss on drying Not more than 0.2% (2.2.32) _ 0.06%
Sulphated ash Not more than 0.1% (2.4.14) K 0.04%
Assay% on dry basis CysH1oN30:S conforms to 99.0%-101.0% (2.2.20) 100.3%
Particle 814 100% ass. lOmlcrons B Coniplies B
Results: The commod:ty meets the standard of EP8.0.
Examiner: Ma Qi Checker: Zhang Guogiang QA: Sun Vei
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