PURA
QUIMICA

del Grupo Todo Droga

Certificate of Analysis
Product: min Cert. No.:
Batch No. 012211020 Mfg. Date :
Weight: 23049g Cert. Date : Dec, 31,2022
Retest Date: Nov.08,.2027
Test item Specifications Resulis
Characters Dark red crystals or crystalline red powder  Compilies
Solubility Sparingly soluble In water and in ethanol(96 Complies
percent),practically insoluble in acetone
ldentification A (UV) Absorption mexima at278:inm, 361+inm Complies
and 550£2nm
A361/A278 om  1,76-1.90 1.78
A361/AS50 nm  3,15-3.49 3.34
Identification B (Chemistry) Positive Complies
identification C {HPLC) The retention time of the major pesk of the Complies
sample solution corresponds to that of the
standard solution
Loss on drying <12.0% 31%
Assay(on dry baslsy (UV) 96.0~102.0% 99.9%
Related substances
(HPLC)
Total impurities <3.0% 1.0%
7p,8p-Lactocyanocobalamin <1.0% 0.89%
50-Carboxyevanocobalamin <0.5% Not Detected
34-Methylevanocobalamin <2.0% 0.3%
32-Carboxycyanocobalamin <1.0% Not Detected
8-Epi-Cyanocobalamin £1.40% 0.07%
Any  other unidentified <0.5% 0.13%
impurity
Residual solvent (GC)
Acetone <0.5% 0.003%
Total plate count <1000cfu/g <10cfu/g
{ Plate culture)
Yeasts & Moulds <100cfu/g «{lefuig
E.coli Negative Negative
Salmonella Negative Negative
Staphylococcus aureus Negative
Pseudomonas seruginosa Negative
Bacterial endotoxins <0.3SEU/mg

Conclusion: This product complies with the specxﬁcntMof USP 2
Los datos del presente documento son suministados por el fabricante. Romikin no se responsabiliza por el uso incorrecto del producto.
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