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Basica

Certificate of Analysis

Product Name: Vitamin E powder
Standard:BP/USP/FCC

Origin:China

ITEMS METHODS SPECIFICATIONS RESULTS
Deseription |Wisual Clear, colourless shghtly greenish-yellow, Clear, slightly greenish-vellow,
Wiscous, oily liquid, EPUSPIFCC Viscous, oily lguid

Identification

Optical rotation IPh.Eur2.27 001%-4+001°, EP 0.00°

IR P Eur.2.24 To conform, ERUSPIFCC Confm

Color reaction ILISP To conform, USPFCC Conform

Retention time 1GC To conform, USPIFCC Confiorm
Related Substances

Impurity A IPh.Eur2.228 [=0.5%, EP <. 1%

Impurity B IPh.Eur2.228 =1.5%, EP 0.49%

Impurity C [Ph.Eur2.228 =0.5%, EP <. 1%

Impurities D and E IPh.Eur2.228 = 1.0%, EP ={, 1%

Any other impurity [Ph.Eur2.228 =025, EP <(0.1%

Total impurities [Ph.Eur2. 228 =2 5%, EP 0.49%;
Acidity LSP/FCC = 1.0ml USHFCC 0.05mL

Residual Sobvents

lsobuty! acetate Ph.Eur2.4 24 USP<467= [=0.5% (in-house) <{.01%
Heavy metals

Ph AA =Img/kg FOC <(.05mgfke (BLDY)
Arsenic IChPO§22 =lmp/keinchouse) <Imglkg
Copper P-MS =2 Smgke( in-house) <Imgfke
Zine EP—MS =2 Smplke( in-house) =Imgfkg
Falladium |AA = Sppmiin-house) <lppm
Assay

Assay(l) [Ph.Eur2.228 B6.5% ~ 102.0%, EP 99.0%

Assay(2) [Ph.Eur2.228 D6 0% ~ 102 0%, USPFCC 90.0%
Microbiological tests

Total aerobic microbal — [USP<@ 1> = 1000cfu/g, EP/USP Certified

Total moulds and yeasts  [UISP=a 1> = 100ciug, EPMUSP Cenified

Escherichia coli [LUSP<nl=> n.d/g, EFUSP Centified

Pseudomonas acruginosa [UUSP<62> n.d/g, EFUSP Certified

Suphylococcus aureus  [USP<62> h.d/g, EFUSP Certified

Enterobacterial [LISP<h2>- h.d/g, EPUSP Certified

Salmonella [LISP<62> h.d/lg, EP/USP Ceniflied
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