BATCHNo. # &

Orlistat =554

ORB0131208 MANUFACTURING DATE =13 2014.01.18

QUANTITY & B 200kg TEST DATE

RETEST DATE %] 2017.01.18  REPORT DATE
tem I H Standard #5 #
Description White or elmostwhite crystalline powder,
B R e A R K

Solubility ¥

{dentification

% 4l

Melting Point J5 5

Specific Rotation M jEf
Water /K 4+

Residual solvents

BB

Individual Impurity 82245
Total Impurities 245
Assay(HPLC) & &

Bulk Density l’{z-ﬁ&_
Particle Size ki ff

D16

D50

Dao

Microbial Limits 248

Praclically insoluble nwater , fresly soluble

int chloroform Very soluble in methanol and

eﬁﬂanai JUEAETR. BTED, W5
WTHEZRIZ K,

IR

HPLC

42~45C

-31~-38°

£2.0%

Methanol B EZ<3000ppm
n-Heptane IEFEkE<5000ppm
$1.0%

£2.0%

208.0%(on anhydrous basis)
Perform and Report #3553 &

Perform and Report 418 3540 4
Perform and Report #8830 &
Perform and Report 563143 %

Total Aerobic Microbial Count £BE
W<1000CFU/g

Appmved

Rejecied

ke D3c4)4,

RBHAY 2014.01.26
MEHS 2014.03.19

Result 4% &
Almost white orysteline
Conforms fF&HE
Conforms #F&3lE
Conforms #&#E
A43.0~440°C

-35°

0.1%

<5%pm

1728ppm

0.3%

1.1%

- 98.8%

0.25g/ml

dum
17um
71um

<10CFUlg
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Hisun Pharmaceutical (Hangzhou) Co,, Lid.



