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Product N;-—.'r_ne T C}r[[gtat . Batch ]‘:J urmbes i T128-A010-210708
Grade Wse abl 5 Refer to | USP-NF 2022
—W—MWL;{L'i';s;a:,- 202.7tkz . l' . z M{;L:J;ﬂ iy ? 5_0_1«[, -
,—— ) ranufacture Dats 2021L0n1e Packaging ;"i:i:,;.g.-'f_i:um
' Retest Date [ 2023.07.15 4 - Test Date ( 0311200
Test tems - Spectfrcat:ons g I Results
o i Wihite 1o off-white fine podder or fine powder ' . )
Appearance P OF white powder
i B L Wl lum ]'Jﬁ ’
E_Spaciﬁc pptical rotation, 389 nm, . i
207G, £ = 3% {m/v) in ethono! -23.0° C -45 8%
; [anfydrous and solvent-free)
| 7 "1 The retention time of tie major peak of the )
_ HPLL sample solution corresponds to that of the Confarms
Identification stznda L’d sulution, 35 abtained in the assaw.
i IR Corfesponds to Keference Spectrum { unf o
Organic inrpurities ( HPLC + GC + TLE '
| ol li r:_JE- {organic impurities) 3 Mot miore th;nﬁ:: 0.41%
£ m- arr P|.JIF*;I compound & (| TLC) | Nt ﬂ‘:l:_}[f: than I‘.:'J,Z'z’;? Conforms
Orlistar related compound En: ac) bar more than 0,055, Mot :'.‘It:_l.;;h—_'r’]
C' mral related l'.;ll;::"l-;'] CIHRLC) . 7 Mot more than 0.05% N Mot detected -
Orlistat refated compound D :H;'L: : Not more than 0, 2% Mot detected
Criistat related --mmu. gl E \HPLE Nar more than 0.2% 0055
t:m,aalu e iHPl Hot mere than 0.2% Mot deterted
Crlistat npen ring epimar(H PLCJ Not fmase them 02% Mot detected
Orlistat open ring amide(HPLE) ) ot more than 0.1% Not detected
D-Lewscitz orhistar{ HELg) Not more than 0.2% Q03
Cther unidentified nmr;un E.sl"'i" Ll ' Mat mcre than 0.1% 0.0
Rezidual Solvents | GC ! - _
n fiuiiléfli‘ A fot maore than 3000ppm 2aipp m
lsnpropyl ether Mot more than S000ppm | Mot detected

hethanal Mot more than 3000ppm ' Mot detected
"_i“i:erlwd;a?i:‘Tu;;m Mot maore than 72 0ppo Me i}ﬂ?l«lu_- d
- Renzens Mot more than ppm O lpprn
Residue on jgnition Mat more tmnﬂ 1% S 0.05% I
Azsay {HF"LC‘J o ‘ o
TSR E—— 88.0% to 101.53*:'- 99.5%; i
- w.atef l Mat mare than 0.2'5*.’ 0.02% ;
Conclusion Conforms with USP-MF 2022 B | . E
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