i)
BATCH No.
QUANTITY # B _65Kg TEST DATE
RETEST DATE %43 12045641 REPORT DATE
tem I §H Standard #F %
. il . \/\mneoralmostv\mecrystal line
Description | Py .
pian powdler 8 535 545 45 B b ok

Solubility VAR

Identification

%5

Melting Point 4% &
Specific Rotation b
Water 7K 43

Residual solvents
R B
Individual Impurity
AR

Total Impurities
B2

Assay(HPLC) 4 &
Bulk Density lﬁ%fﬁr

wd 1

zk i

“A

Storage condxs\ nst: S‘fggre‘d»ih%i

. 2
QC MANAGER (52

FINAL BATCH DISPOSITION

i

//i/x

CONCLUSION : The results co/? or

Practically insoluble in water , freely
soluble in chioroform Very soluble in

methanol and ethanol.JLSEARETK,
FVETAL, WEvETREZ .

IR

HPLC

42~45°C

-31~-38°

<2.0%

Methanol FEE<<3000ppm
n-Heptare IEFELE<5000ppm

<1.0%
£2.0%

=098.0%(on anhydrous basis)

erform and Report 457l 4R &

Approved

By:

(ofe: cosom2

MANUFACTURING DATE AF=HE] _2012.01.18

BEEH 2012.01.21

MERS _2012.02.28

Result =

Alfnost white crystalline
powder 2% (5 5,45 &
R

Practically insoluble in
water , freely soluble in
chloroform.Very soluble in
methanol and ethanol. J1.F
ANETK, GETEDN, W
DT REAN B
Conforms 754158
Conforms & #i5%E
42.5~44.0°C

-35°

0.1%

<59ppm
1330ppm

o

0.5%
1.3%

98.6%
0.28g/ml

ik

Rejected

Version 1.0 SYB4
021111

Hisun Pharmaceutical (Hangzhou)Co., Ltd.




