Product name: Biotin
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Batch number CS1-2012007 Test No. 8022020313
Expiry date Nov.30,2023 Report date Dee.07.2020
Manufacturing date Dec.01,2020 Submitted date | Dee.05,2020
Puka 5kg per carton é ) !
ge , Batch size 300 Kg
10kg per carton i
Ref. pharmacopoeia(s) | USP42/EPY/FCCX Quantity 25Kg
Test Items | Method ] Specification ! Results
Descriptionand solubility Visuzl Practically white, crystalline powder
Very slightty soluble in water and in
isolble in other common omamc  Complics
Identification:
A Infrared absorption UsP<197> Tomatch with the reference IR spectum Complies
B.Specific optical rotation USP<781S> Meset the requirements Complies
| oy | CHPLC Usp Theretention time of the major peak
& ofthe Sample solution corresponds to
= thatof the Standard sohution s obtzined
Inthe Assay. Complies
Assay USP<621>HPLC  97.35%102.0% 9.2
Related Compounds:
1 Individiml impurity HPLC NMT1.0% 0.06%
2 Total impurities HELE NMT20% 0.06%
Residial Solvents(Tolene) ~ USP<467> <890ppm <20ppm
Optical Rotation USP<7815> +89°-+93° +30.7
| Characters Visual White oralmost white,crystalline powder White powder
Identification: A IR EP(2224) Tomatchwith the reference IR spectrum Complies
BTILC 2227 Mests EP requirernent Complies
C. Color reaction EP Thebromine wateris decolourised Cornplies
Appearance of sohution EPR2.1)222) Clearand colourless Complies
| & | Specificoptical otation EP227) +89°- 4930 1908
' | Related substanoes EP(2227) Meets EP requirement Complies
Heavy metals EP248) <10ppm <10ppm
| | Lossondrying EPR232) <10% 008%
|| Sulftedash EP24.14) <0.1% 004% |
| Asay EP(Q220)Titration  98.5%-101.0% 95% |
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Product name:Biotin :
Batch number CS1-2012007 Test No. ! 8022020313
Expiry date Nov.30.2023 Report date Dec.07.2020
Manufacturing date Dec.01,2020 Submitted date Dec.05,2020
5kg per carton ;
Package Batch size 300 Kg
10kg per carton |
Ref. pharmacopoeia(s) | USP42/EP9/FCCX Quantity 25Kg
Test Items Method Specification Results
Description Visual Awhite erystalline powder White powder
! Tdenification: A JR Appendix IIC Tomachwiththereference IR spectrum. Complies
i B. Colorreaction FOCX Thebromine water is decolourised Complies
Lead Appendix IIB <2mgkg <035mgke
Melting Rangg Appendix iiB 220-232°C 2315'C
Optical(SpecificlRofation  Appendix 1B +89°-+03° +908
Appearance of solution Clearand colourless Cormplies
% | Asay Titation 975%-100.5% 99.5%
E !
! Conclusion: This batch complies with the specification of USP42/EP9/FCCX
Reported by: QAManager:
Add:No.789 Renmin East Road .Tiantai, Zhejiang ,China Tel:+86-376-83993606 /83881111
P.C:317200 Fax:+86-376-83993701



