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CERTIFICATE OF ANALYSIS
[ 54 ] Product Name: Alpha Lipoic Acid(o-Fi3EES) 1
[4rF3X] Molecular Formula: CsH14025;
[4>F&] Molecular Weight: 206.33 e
4£#33t] Structural Formular: ' FDA NO.: 13918555528
[##S] Batch No.: 2107012  [47=A#A] MAN.Date:JUL.01,2021
[#7% ] Quantity: 2000kgs  [BE%B#]) EXP.Date: JUN.30,2023
ITEMS SPECIFICATIONS RESULTS Method
[14K] Appearance Slightly yellow crystal powder Conforms Organoleptic
[421]] Identification Meets the requirements Conforms HPLC
[iA %1% ] Solubility Practileally insolubility in water and Conforms USP
, solubility in organicsolvent
[#%] Melting Point _ 60.0~62.0°C ' 61.7°C USP
(&4 /8] Heavy Metals 10ppm max . <10ppm USP
[$A] Lead " 3ppm max 3 . <3ppm USP
[##] Arsenic 1ppm max ; <lppm USP
[$%]1Cadmium 1ppm max ; T .. <lppm USpP
[5k] Mercury . 0.1ppm max <0.1ppm USP
[ Fi§4E] Loss on drying y 0.20% max 0.08% USP
[K45%5%iE] Residue on Ignition 0.10% 'max 0.02% USP
[HEAE] Specific rotation -1.0° to+1.0° 0° USP
[BE&1HRE] Limit of polymer content 2.0% max - <2.0% TLC
‘Related Substance (}B<4$1&) By HPLC :
[6 8- E E‘E#zi%].é_s_ﬁpltrlthmoctanouc acid(EPT)  0.10% max (e 0.01% ~ HPLC
[#—Z%FR] Single Impurity 0.10% max ' : 0.04% HPLC
[22%&] Total lmpuntleschromatographlc 0.50% max 0.06% HPLC
. [®il#HEE] Chromgtographic purity 99,50% min 99.9% HPLC
Resndual Solvent (FEi#Tl) By GC
[3,2#%] Cyclohexane : ~ 3880ppm max N « 1190ppm 3 GC
[ZE&ZBE] Ethyl Atetate 500ppm max 80ppm GC
[FA%] Toluene : 20ppm max _ Not Detectable GC
[ZE5 23] Total plate counts 1000 CFU/gmax . <10 CFU/g USP -
(% EF1E4 3 E] Moulds and Yeasts 100 CFU/gfax 8 <10 CFU/g USP
[ KBA#FE/iP1 5] E.coli/Salmonella Absence/g : Not Detectable  USP
[4 %t #%)1kE] Staphylococcus aureus  Absence/g Not Detectable =~ USP
[R% 487 ] Enterobacteriae Absence/g Not Detectable  USP
(4433 # A ) Presudomonas aeruginosa Absence/g Not Detectable ,USP
- [{B££E# & ] Candida albicans Absence/g Not Detectable ~ USP
- [#2E] Clostridium : Absence/g Not Dete¢table  USP
© [EEyRercreSie 100% through 40 mesh Conforms USP
MR d?@ W Density 0.36g/ml USP
- Assay '.;é;a _ 99.0%~101.0% 99.2% HPLC
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