BATCHNo. # &

QUANTITY # B 200kg TEST DATE

RETEST DATE Z42J] 2017.01.18  REPORT DATE,
tem i H Standard {5 ¥
Description White or almost white crystalline powder:
R SRR

Solubility ¥t

Identification

iy %U

Melting Point 455
Specific Rotation L i
Water 7K 4+

Residual solvents

FREER

Individual Impurity S22

Total Impurities #2485
Assay(HPLC) & &

Bulk Density l’i:&,g
Particle Size JBUtLE

D10

D50

Dao

Microbial Limits 2= fir

FiNAL_BATCH Di ‘“Posmom

Appmved

Practically insoluible in water, freely soluble
in chioroform Very scluble in methanol and
ethanol JLPNETK, BTED: 115
TR

R .

HPLC

42~45C

-31~-38°

=2.0%

Methano! FFEZ<3000ppm
n-Heptane ERESi<5000ppm
£1.0%

$2.0%

288.0%{on anhydrous basis)
Perform and Report 83545 &

Perform and Report ik JEiE &
Perform and Report JF%H#?{%“‘
Perform and Report 151859148 &

Total Aerobic Microbial Count L"rﬁ‘}'a‘%ﬁ,
E<1000CFU/g

he results conform with client standard,
y= v‘l:’“ .&h ﬁ_ }

.

Orlistat z#s5141

ORBO131208 MANUFACTURING DATE Z£7=FH#  2014.01.19

HWHEE 2014.01.26 |
#E5HE 2014.03.10

Result & &
Almost  white  crystaline
powder e tasE BRI

Conforms &

Conforms #&#i%E
Conforms #&#lE
43.0~44.0°C

350

0.1%

<58%ppm

1728ppm

0.3%

1.1%

898.8%

0.25g/ml

4um
17um
71um

<10CFUlg

: ored in temperature between 2~8 <, away from light.

g 1 792 L CHECKED BY S# A, 7% &«w ANALYST 158 5 "2{5‘2 i

Raejected

By, 39??%7‘“53
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Hisun Pharmaceutical {Hangzhou) Co., Lid.



