WWEH 2014.05.26

WEAYE 2014.08.16

Result 4% &
Almost  white  crystalline

#
Orlistat sx|=4

BATCHNo., #t & ORB0140408 MANUFACTURING DATE &7=H# 2014.05.12
QUANTITY % & 200kg TEST DATE
RETEST DATE /]  2017.05.11 REPORT DATE

tem I H Standard {7 #

Description White or almostwhite crystalline powder.

MR et R

Solubility #fiRit:

ldentification

®oa

Melting Point % &

Specific Rotation” HjiF
Water 7k 4y

Residual solvents

PREET

Individual Impurity 8225
Total Impurities JZ4 /%
Assay(HPLC) 4 &

Bulk Density Measpy
Particle Size Fiji i

D10

DBO

D90

Microbial Limits #2441 p s

Practically insoluble inwater , freely soluble
in chioroform Very soluble in methanol and
ethanol. [LPNETK, ZWEFEl, 5

Ve TR B,

IR

HPLC

42~45°C

~31~-38°

£2.0%

Methanol HE#<3000ppm
n-Heptane iEEkE<5000ppm
=1.0%

£2.0%

298.0%({on anhydrous basis)
Perform and Report #r il 3£ &

Perform and Report }6 36 354 &
Perform and Report 16 33545
Perform and Report 2514 34 &

Total Aerobic Microbial Count 84,

K<1000CFU/g

CONCLUSION: The resuiits conform with client standard.
% W AR B A

Storage cgﬁfdi_‘
QC MANAGER!

'CH DISPOSIT
A

Rejected

powder 8RNk
Conforms #&4is

Conforms &=
Conforms &5
43.0~44.5C

-35°

0.1%

<8%ppm

1834ppm

0.4%

1.1%

98.6%

0.25g/m!

4um
19um
96um

<10CFU/g

ddn '\fgmperature between 2~8°C, away from light.
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