ANHUI TIGER VITAMIN INDUSTRIAL CO., LTD

m Address:Weisi Road,Economic development zone.Guzhen,Anhui,China
Email:tiger_ah@126.com/tiger_wm(@bbcatiger.com
Tel:0086-552-3160188/0086-552-4091318
Website:www.bbcatiger.com

CERTIFICATE OF ANALYSIS

Baich No. 01201111
Date of Manufacture: Nov.8,2020
Date of Expiry: Nov.7,2023

Nov.9,2020

Product: Biotin
Quantity:30KGS

Test According to Standard of USP37

Manufacturer’s Name: Anhui Tiger Vifamin [ndustrial Co., Et

Test Items Methot‘ - SpeciﬁcaﬁoJ Results
Description Visual ¥ “ Practically white,crystalline powder
Very slik soluble in water and in alcohol
e in other common organic solvents Complies
Identification
A Infrared absorption USP<197> To match with the reference IR spectrum Complies
B.Specific optical rotation USP<781S> Meet the Requirements Complies
C.HPLC use The retention time of the major peak
of the Sample solution corresponds to
that of the standard solution,as obtained
In the Assay Complies
Assay HPLC 97.5%-100.5% 98.94%

E Related Compounds:

3 | 1Individual impurity HPLC NMT 1.0% 0.62%
2.Total impurity HPLC NMT 2.0% 1.49%
Optical Rotation USP<7818> +89°-+93° +90.62°
Lead USP =0.5 mg/kg =0.5 mg/kg
Cadmium Usp =<0.5 mg/kg =0.5 mg/kg
Arsenic USP =0.3 mg/kg =0.3 mg/kg
Mercury USP =0.3 mg/kg =03 mgkg |
Total Aerobic Microbial USP <10 CFU/g <10 CFU/g
Salmonella spp usp = ND
Molds USP <10 CFU/g <10 CFU/g
S USP <10 CFU/g <10 CFU/g
E.Coli N ) Eg
S.aureus Usp
Characters Visual White or almost white,crystalline powder white powder
Identification:A.IR EP(2.2.24) To match with the reference IR spectrum Complies
B.TLC EP(2.2.27) Meets EP requirements l Complies
C.Color reaction EP The bromine water is decolourised Complies
Appearance of solution EP(2.2.1)(2.2.2) Clear and colourless Complies

% Specific optical rotation EP(2.2.7) +89°-+93° 190.62°

@ | Related substances EP(2.2.27) Meets EP requirements Complies
Heavy metals EP(2.4.8) = 10ppm <10ppm
Loss on drying EP(2.2.32) <1.0% 0.02%
Sulfated ash EP(2.4.14) =0.1% 0.1%
Assay Titration 98.5%-101.0% 98.94%

Conclusion: This batch complies with the specification of USP 37/EP8
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