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FE b4 (Product Name) :

HIEEE (Pritveai

#2 (Batch No.) 20161202

A7 H #(Product Date) 2016/12/05

%% Hil(Report Date) 2016/12/11

A % (Expiry Date) 2018/12/04

PATHRAE (Perform Standard) : USP36
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Item of Analysis Standard Result of Analysis
5N SRR T SREREYE N KEBHR
Description White or almost white powder White powder
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Gldh i The infrared absorption spectrum should be Conliiis
i consistent with the reference substance
el <0.5% 0.3%
Water
FEZBAEEE PR S %, KPR
YRR EL : ; frae
@y Very soluble in ethanol and acetone, slightly
Solubility : : Conforms
soluble in water
HRYE A 0
Related substances A <0.01% =00
AT B — 2R <0.2% & IE
single impurity <0.2% Conforms
i 0.1% %4 5T AN s
XM i 0.1%KREARL T : e
Related siibstances The impurity number exceeds 0.1% should Conforms
be not more than one
B2 <0.5% Total impurities <0.5% 0.11%
YR  NRAMLE HaHsE
Residual solvents Should be match with the standard Conforms
RgERR <0.1% 0.07%
Residue on ignition
¥ . Melting point 36'C~39C 37.2°C~38.6C
CP 98.5%~101.0% il
Assay (on the anhydrous basis, LA & it) el

2. 54 USP36 Conclusion: * Conforms to USP36
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