ISO 21446:2019 (E)

Infant formula and adult nutritionals — Determination of trans and total (cis +
trans) vitamin K1 content — Normal phase HPLC

Contents

Foreword

2 Normative references
3 Terms and definitions
4 Principle
5 Reagents and materials
6 Standard and solution preparation
6.1 Mixture with volume fraction of 10 % isopropanol in iso-octane
6.2 Mobile phase
6.3 Post-column electrolyte solution
6.4 Vitamin K1 (phytonadione) stock standard solution
6.4.1 Vitamin K1 (phytonadione) stock standard solution
6.4.2 Stock standard concentration (for non USP standard)
6.5 Vitamin K1 (phytonadione) intermediate | standard solution
6.6 Vitamin K1 (phytonadione) intermediate Il standard solution
6.7 Vitamin K1 (phytonadione) working standard solutions
7 Apparatus
8 Procedure
8.1 Sample preparation
8.1.1 Liquid samples
8.1.2 Powder samples
8.1.3 Dry blended/non-homogenous powder samples
8.1.4 Wet blended powder samples
8.1.5 Extraction
8.2 HPLC analysis
8.21 Instrumental operating conditions
8.2.2 Instrument start-up
8.3 HPLC of standards and samples
8.4 Instrument shut-down
8.4.1 Short-term shut-down
8.4.2 Long-term shut-down
9 Calculations
10 Precision
10.1 General
10.2 Repeatability
10.3 Reproducibility
Annex A (informative) Example chromatograms
Annex B (informative) Precision data
Annex C (informative) Comparison between this document and EN 14148

Page count: 20

-1-



		2026-05-19T12:13:36+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




