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"‘r":iutt f\s"me 1 Orlistat.s Bgrch Mumber T128-A010-210533
Grade 1 AP Refer to ¥-TS-T17B-C1-02
Ea;cn size 202.33kg Quantity ) alkg
Manulacture Date g Z021,04.30 F:naéng ISk fdrum
Retest Date 2023.04.29 | 1 Tegt Date 2021.05.17
Test items i - Specifications Results
| White to off-white fine powder or fine powder wilh )
fppearance Conferms
NS - L
SpE:iﬁF flotation -45.0"---21.0¢7 -48.67
A HPLC The retention time of the major peak of the
sample solubicn carrespands 1o that of the standard Conformsz
ldentification satution, o
B IR The IR spactrum of sample is consistent Lo the o
- reference standard . B S .
Related Substances
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Compeund A Not more than 0.2% A%
| RelztedC Co mpound B Mol more than 0.05% m NE!
Ralated Lr;‘.rﬂ_DUL.rld C pot more than G.05% ) ;Ilf; B
Relatod Compound D Mot mare Tha*‘: 0.2% i i MND
Belated Compound £ Mot mare than 0.2% $05%
Formylleucine Mot mare th.;m 0.2% M
G lsi;l;f; e Mot more than 0.2% M
Drm:itrégﬁp s Mot more than 0,155 ND
D-Leucine C‘flllStat ) Not more than 0.2% O p03% -
"ﬂlmlﬁdlflm unidentified Kot rmore than 8,13 0.05%
_"“EE’I ual Solvents i ) 7
:':;—keuu‘:.jrru Mot more than E-ﬂ‘ﬂf'lp‘p“"l m.",‘:' Sppm
lzopropyl ether Kot more than Sl:‘-'lﬁpp"n - Jppm
Methanal Mat mc;;':f?ra' 3000ppm M f
tetrahydrafuran - “\3-:: ‘TIOTE tna F20ppm o] -
HBemmens _ hc:t more Lhan Zppm [‘..lppl o
P o E— o PR | e
mssay | | SE.OK~101.5% EE
o Watér Mat more than 0.2% . 0.02%
—____ Cn_r;'ciphs_ip_h a Canforms with LSPZ V - '




