BATCH No.

Orlistat s34

QUANTITY % #

TEST DATE

REPORT DATE -

tem JU H
Description

Solubility ¥Rk

Identification

L

Melting Point J4 /4
Specific Rotation kjEns
Water /K 4

Residual solvents
v

Individual Impurity B./4% i
Total Impurities S 445
Assay(HPLC) & &
Bulk Density HEsds

Particle Size IikiAr
D10
D50
D90

Mi_ of @Iﬁi‘fm YR

FINAL BATGH DISPOSITIO

3

Standard 4R

White or almiost white crystalline powder.
kg @:%;ﬁr%} 7

Pfagﬁcaiiy inso uble inwater, freely soluble
in chloroform.Very soluble in methanol and
ethanol JUPANETK, SWETFEN, W5
WTHRAIZE.

IR

HPLC

42~45C

-3~ -38°

£2.0%

Methano! FFiE<3000ppm
n-Heptane T BEi<5000ppm
£1.6%

$2.0%

298.0%{on anhydrous basis)
Perform and Report }JlI 345 &

Perform and Report BI04
Perform and Report 1% 31474
Perform and Report 18 )17 %
Total Aerobic Microbial Count B34
H<1000CFU/g

Appm?\\fed

Rejected

& 020;2)3

# % ORB0130505 MANUFACTURING DATE ZP=H#l 2013.06.05
RETEST DATE &8l 2016.06.

RWEEM  2013.06.17
WEHM  2013.0880

Result 4 &
Almost  white  crystaline
powder JSEALER IR
Practically insoluble in
waterfreely soluble in
chloroform.Very soluble in
methanot and ethanol JIFFR
VT BT, W
THIEI B,

Conforms &3l
Conforms H&¥lE
43,0~44.0°C

~35°

0.0%

<89ppm

16806ppm

0.5%

1.3%

98.5%

0.30g/mi

3um
13um
50um

<10CFUlg
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