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Certificate O  Analvsis
—‘—;;;;;E Narme Orlistat” i Batch Numoer T128-4010- ﬂlCLT:J
".'7'_’-5'“?‘.... : | el Refer to ¥I-TS-TL "BTFE”-'C%;'
| Batch size ; 102.37kg Quzntity SC0kg
Wanulatture Dae ?021.54.50 Patkazing 25kafdrum
fotest Dae 2023 ﬂ;ﬂj_f | Tust Date 210517
_ Testiems ‘ ‘ - Specifications Res.ulta
- | Whits to off-whize ﬁns—’;:-m_ude ror fine powder wilh P —
TS
Specific Rotaticn -G:E.ﬁ; ~ -zl -39 .57
- ' A HPLC The retention time of the major peak of the ] .
sample solution carrespands to that of the standard Conforms
ldentification =alution.
B IR The iR spectrum of sample is consisient ta the P
reference standard . RS
Related Substances -
Total impurity Not more than 1.0% 0.61%
Relatad L_ﬂ*npf‘nund A T Not more than 0.2% =02%
‘_FIZ ated C"' mpound B B Mot mone than §.05% o - ND
Related Compound C Mot more than G.05% ND—
Related Compound 0 Mot mare than 023 - HD
Retated Compound E Not mo; than 0.2%4 U.U5%
rarmyileucing © Metmore than 0.2 MD
> '5::;:‘;2.5:1 e Moz more than 0.2% MO
o '5:ztr::5ir e Mot mare than 0,15 ND
D-Leucine cr[xstat ! Mot moare than (.2% 0.03%
il m:ilpk:_:f:“ i WNot more than 4,13 ] 0.05%
7 Re.-r,.i;j—uéii Solvents o -
A sr-::u ptane Mat more than S000ppm™ o 3%3ppm
B lsepropyl ether Nat mare than SCOCppm Tppm
rethanal Nat more tha ME-:ID[:;: m N N
Tetrahydrofuran - ’\la‘ more t:':a T20ppm (8] -
Benzens r'\ot micre t["._ar'rlppm C.ippm -
Residual on Igmtmn ‘ Mot more than 0.1% 0.04%
“nssay B  S8.0%T1015% 9933
R Water T Mot more than U.2% o o2
“f E‘andu;jgn : Conforms wilh USP4 -
m Wl 66 Reviewed by - 3 —
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