e (OR0)13

Orlistat )=t
BATCHNo. #t & ORB0120915 MANUFACTURING DATE e HB  2012.10.21
QUANTITY 3. & 110Kg TEST DATE Krig H#  2012.10.31
RETEST DATE &l 2015.10 REPORT DATE WEHE 2012.11.27
tem W H Standard  #x Result 4 *®
Description White or almost white crystalline powder. ~ Almost  white crystalline
{ERNRUN F s PR powder FEEAERHINIAR
Practically ~ insoluble  in
Practically insoluble in water , fieely soluple  Waterfreely soluble i

Solubility ¥f#EE

ldentification

%55l

Melting Point /4 &
Specific Rotation LG
Water 7K 45

Residual solvents
iRl

Individual Impurity BA~Z2 5
Total Impurities & 225
Assay(HPLC) & &
Bulk Density HE%
Particle Size

D10

D50

D90

MlCI’ObJalALImltS

in chloroform.Very soluble in methanol and
ethanol, UEARET/K, GTadn, W
VT FRRERI 2.

IR

HPLC

42~45C

-31~-38°

£2.0%

Methanol F{E#<3000ppm
n-Heptane IEFEEE<5000ppm
£1.0%

<2.0%

>98.0%(on anhydrous basis)
Perform and Report # 34k &

Perform and Report

Perform and Report

Perform and Report

Total Aerobic Microbial Count
<1000CFU/g

3 nn ﬁ‘ %” ﬁ: B i {ﬂ?
? X

FINAL BATCH DISF’OSITION
~
Approved

Rejecte.

chloroform.Very  soluble  in
methanol and ethanol. JLTF-A
WTK, SETED, WEE
TR, :
Conforms & HE
Conforms #& &
43.0~44,0C

-35°

0.1%

<59ppm

1451ppm

0.5%

1.5%

98.6%

0.23g/ml

3um
14um
56um

<10CFU/g
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