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Orllstat B F]
BATCHNo. #t & ORB0121203 MANUFACTURING DATE 4/ H#§ 2013.01.03
QUANTITY # & 200Kg TEST DATE K HM  2013.01.16
RETEST DATE E##i 2016.01 REPORT DATE WEHH 2013.02.06
Item ¥ H Standard {7 # Result 4% &
Description White oralmostwhite crystalline powder.  Almost  white  crystaline !
R ARtk powder AL RIERIR

Practically insoluble in
Pracﬁcally insoluble inwater , freely soluble  water;freely soluble in
in chloroform.Very soluble in methanoland  chloroform.Very soluble in

Solubilty ¥ ethanol JUPANETK, S TEd, 5  methanol and ethanol JLTR
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Identification IR Conforms #F&#E

% HPLC Conforms #F&lE

Melting Point £ 42~45°C 43.0~44.0C

Specific Rotation FGJERE -31~-38° -35°

Water /K & <2.0% 0.1%

Residual solvents Methanol F##<3000ppm <59ppm

SRR " n-Heptane IEBE5E<5000ppm 928ppm

Individual Impurity B.4M245  $1.0% 0.5%

Total Impurities & 245 <2.0% 1.3%

Assay(HPLC) & 208.0%(on anhydrous basis) 98.5%

Bulk Density %35 r Perform and Report 4 Ji3f: 1§ 4 0.26g/ml

Particle Size JJHij¥

D10 Perform and Report #3318 & 3um

D50 Perform and Report #4 }-48 £ 15um

D90 Perform and Report ## }{:4% & 69um

| Aerobic Microbial Count £ 754
Microbial Limits 41 i Tlg(f)zo%?)&ﬁ/g lcrobial Count B&HH 440k /g
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CQS\I‘C/L l@N The results conform with client standard.
\JJ f/v\\ B A E R R
;’ &
';._’ Storage condlt}gns Stored in temperature between 2~8C, away from light.
)leG MANA?SER JQC % AEMCHECKED BY S A_ Yf‘ZZM ANALYST 1638 7 géﬁ
FINAL:pATCH’TDISPOSITION
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