
ffi ffi

BATGH No. W €
I

QUANTITY ffi g
RETEST DATE €&ffi

:

ttem ]n H

:

Descrípiion,lll fi

TEST DATE:

REPORT DATE

&stHffi 2011.1{.10

ffi#Effi 201?-02.28

Result * R
{most wlrite crystallíne
póader 4EÉ,ffif i*&
*.
Practically insolub{e irr

v'ate¡ , freely soluble in

d:rloroformVery soluble in

meüranol and eúranol./L$

TiBfzJ<, hW+§úfr, tY{

¿$ryrysEfn¿BB
Conforms +{áy}fl.
Conforms f+á*flÉ
43.0-44.0C

-36"

0.0%

<59ppnr

2010ppm

0.60/o

1.5%

¿1,{-

EI

Solubility WÁ4{É

ldentifícation

sfiü
Melting Point H*.
Specific. Rotation bL)ift H
Waterz& ll
Residua'l solvents

WW\#lrt)
lndividual lmpuri§

#+/Éffi.
Totaltmpurities

,É,*É

Assay(HPLCj á É
Bulk Densi§ 1S

CONCLUSION

Storage cond

QC MANAGER

FTNAL BATCH DISPOSITION

ih

KED BY Ht 
^ilIL,&a.-ANALYST 

,twtuWb

By: 4"4W
Rejected

Version 1.0 SYB4
azt11111

Hisun Pharmaceutical (Hangzhou)Co., Ltd.

'/-Approved

Orlistat EñüÉl&

oR8111008

táoxg,,

2014.11

Standard ffi Ifi

Wtrite or almosl wtrite crysta I I ine
pouder. É ÉEli# ÉÉ, 9# ñ,tt,ffi X

Pla$cally:tlsolugg 
!n u"ler , 

frryly
soluble in d¡loroform.Very soluble in

r¡1efirar1q! 3nd dflranol.IL*Z$-Iz.l<,

h#ffi.ffi ,'tM¡idTFffi{¡zBS.

IR

HPLC

42-45"C

-31- -380

<2.0%

Methanol FEF{3000ppm
n-Heptane Eftffi(5OO0ppm

<1.0%

(2.0o/o

)98.0%(on anhydrous basis) 98.5%

and Report táiflü#iE# 0,28g/ml
th client standard.

Ift.

between 2-Be, away from light.

MANUFACTURTNG DATE &FEI#l zorr.rr.oz


