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BATCH No. 'ffi E
QUANTITY W E
RETEST ome E*OJfi

ltem ]A H
Description

{r {

Solubility {dlfiq.'Yl

Orlistat Efllf,,ft,
ORBO1212O3 MANUFACTURINGDATE EFHffi 2013.01.03

200K9 TEST DATE

REPORT DATE

ftt&8ffi 2013.01.16

2016.01 *[6Hffi 201s.02.06

[r-r{c: erl: S:'bjij3

ldentification lR

# t'il HPLC

Melting Point i6,*. 42*45'C

Specific Rotation ll,iftN -31- -3Bo

Water zK A !2.0%

Residualsoivents Methanol FASsaOO0ppm

,tHWfrU n-Heptane iLHriss0ooppm
lndividual lmpurity 4t/t1ffi. s1J%

Total lmpurities,H/rYffi <2.0%

Assay(HPLC) 'ft E >98.0%(on anhydrous basis)

Bulk Density W.#'fY. Perform and Report f0irillr{'fftH

Particle Size flIitjlE
D10 Perform and Report +fi]J0ii'+EH

Dso Perform and RePort tt40#'+8fr-

D90 Perform and Report +di0-it+RH

M icro bia r Limits,rifi.ktf, ttp N I?:1$:'Jff 
{r/ i crob ia, co u nt,ir fl-usi

_ ,j,&1n:'-'--3-ii- -!
"'CONCLUSlON: The results conform with client standard.' rf \'\ "'i,; i ,. "r.
, 'r-!i'J "ti,titt. i 4 ,ff flt # *,tr &rr }tt"' .'jl \ 'ill 

',
Storaoe cohOitions : Stored in temperature between z-B'C, away from light.

,,, ;; ;;ry;; u*;; ; ;W.,,.n=, av nv. x al&,lwANALysr tL'k F, F# Y
'rrr'rflL,pnicu'otsPostrtoru t

'-J BY: -'-Y*

Standard f,n Y#

\A,hite or almost white crysta I I in e powder,

AEEWfrWiffi't4rl,)X

Practically insoluble in water , freely soluble
in chloroform.Very soluble in mehanol and
eflranol,/f,$ffia1<, DtW{6"ffi , tllS)
5dTrys*#uzilF.

Result gfr R
Almost white crystalline

powde r 4 E {!,f#'ffi 'l.{)il}rF

Practi<xlly insoluble in

wate6freely soluble in

chloroform.Very soluble i,n

mehanol and efi anol. JL{.6
i+T-zl<, Di?i1tlufi , +&Dtw
_TryT#[ZEg"

Conforms trli$fi,ft.
Conforms fSA*JlE
43.0*44.0C
-35'
0j%
<59ppm

92Bppm

0.5%

1.3o/o

98.5%

0,26giml

3um

15um

69um

10CFU/g
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