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BATCHNo. # & ORB0141201 MANUFACTURING DATE AHB 2015.01.04
QUANTITY % # 75kg TEST DATE B HEM  2015.01.19
RETEST DATE Z#: i 2018.01.03 REPORT DATE WEHB  2015.03.24

ltem J1 H Standard 5 , Result 4

Description White or almostwhite crystalline powder.  Almost  white crystalling
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Solubility ¥tk

Identification
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Melting Point #% 5
Specific Rotation ke
Water 7k 4+

Residual solvenis
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Individual Impurity 2424 5
Total impurities & 245
Assay(HPLC) & &
Bulk Density Hi®s)i
Particle Size Jii i
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Practically insoluble in water , freely soluble
in chloroform Very soluble in methanol and

Ve A
ethanol JUPAAT7K, ST fug  Conorms FERLE

VT PRI .
IR Conforms 7545
HPLC Conforms 14 &¥5E
42~45°C 44 0~44.5C
~31~ -38° -35°
<2.0% 0.0%
Methanol HEE$3000ppm <59ppm
" n-Heptane I B#%i<5000ppm 2956ppm
s1.0% 0.4%
<2.0% 1.2%
298.0%(on anhydrous basis) 98.7%
Perform and Report &l 314 4 0.31g/ml
Perform and Report 1848 31354 3um
Perform and Report %8 {4045 23um
Perform and Report #1# I3 45 83um
Total Aerobic Microbial Count BFEH <10CFU/g

#<1000CFU/g

rm with client standard.
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‘ R
red in’ temerature between 2~8°C, away from light.

g L .
HECKED BY ﬁiﬁ%‘}\% ANALYST 4&%&@5

Approved

By: ?ﬁm

Rejected

Version 1.1 SYB&
02106113
Hasun Pharmaceutical (Hangzhou) Co., Ltd.



