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Certificate of Analysis

Product Name Biotin
Batch Mo, 170733 Specification Raw Material
Sample Source | Plant 610 Package Dirum
Mg, Date 2017/07/21 Quantity 108.16ks
Expiry Date 2020007720 Test Standard LISP 40
ITEMS METHODS i SPECIFICATIONS |' RESULTS
Description use White or almaost  white White  crystalline
crystalling powder powder
IR Usp Conforms to RS Conform
Specific rotation usp +BO7 ~ 3 +91®
Retention time Usp Should be similar to that of the | Conform
reference salution
Loss on drying Usp=731= <0).4%, in-house 0.03%
Residual solvents
Benzene GC <Ippm, in-house =0.2ppm
Toluene G <| 00pprm, in-house <1llppm
DMED GC <5MHppm, m=hovse =5{Hppm
Related substances
Any impurity ISP =1.0% 0.33%
Total impurilies UsP =1.0% N.60%
Assay usp 97.5% ~ 102.0% | 98.5%
“Microbial test E
Total acrobic microbial count USP<al= =1000ctu', in-house Certified
Total moulds and yeasts count UsP=61= =100cfn'g, in-house Cerlilied
Escherichia coli ' UsSP<t2> nd./1g, in-house Certified
Staphylocoecus aurcus Usp<p= n.d./1g, in-house Certified
Pseudomonas aerginosa USP<62= n.d./lg, in-house Certified
Enterobacterial USP<62> n.d.f1g, in-house | Cenificd
Salmonella USP<62= n.d/10g, in-house Certified

Conclusion:Conform to USP 40

Femark: *Conduct every tenth baich.
*Centified"indicates data obtained by statistically designed sampling audits.
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