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o White to Dﬁ-whlte crystalline powder Visual
Appearance or granules observation
i B o HiER T E STEm 3
e HPLC retention time correspondto HPLC
Identification
WRS
&5 Assay 98.0~102.0% HPLC
H. 7% & Specific rotation[«]3” +39.0° ~+430" (C2, H:0) USP<781=>
% # % Transmittance =05 0% # # In-house
—__' % % & Loss on drying =0.50% USP<731=
% %% Residue on ignition =0.10% USP=<281=
pH 6.0~8.0 USP=791=
5,157 Chloride(CI) =0.10% 7 5 In-house
LB #F Sulfate(S0.) =0.10% USP<221=
g & & Heavy metals(Pb) =10ppm USP<231=
7=k Iron(Fe) =10ppm USP<241=>
i 3=y 1% % # Single Impurity=0.5% HPLC
Related compounds E # Total Impurities=2.0% HPLC
4. Melting point 196.0°C~205.0C USP<741=
#:% & Bulk density j 7 & In-house
40 E Thru 40 mesh =98.0% Sieving
# Arsenic(As0s) =1ppm ICP-MS
+ Lead(Pb) =1ppm ICP-MS
# Mercury(Hg) =0.1ppm ICP-MS
i Cadmium(Cd) =0.3ppm ICP-MS
& % % 4% Total plate count = 1000cfu/g USP<61=
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i 0 F & Yeast & Molds = 100cfulg USP<61=

# F# & E. Coli %42 Hi/g Negative/g USP=62>

24T H & Salmonella %4 Hi/g Negativelg USP<62=

&% © 8 & 3 @ S.aureus 4= f Hi/g Negative/g USP<62=

RFEY: EFENERTREEFALZES,
Storage: Store in tight containers at controlled room temperature.
FUERH: 25

Recommended retest date: 2 years




