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The Collaborative Study on the Content Assignment of 1,6-anhydro Derivatives
of the 1st Enoxaparin National Standard

Wang Yue, Li Jing, Fan Huihong™ (National Institutes for Food and Drug Control, NMPA Key Laboratory
for Quality Research and Evaluation of Chemical Drugs, Beijing 102629, China)

Abstract Objective: The new draft of National standard for enoxaparin sodium has added the determination
item of 1,6-anhydro derivatives. The 1st batch of 1,6-anhydro derivatives of national reference standard should
be established for systematic applicability. Methods: The European Pharmacopoeia enoxaparin sodium reference
substance (EP enoxaparin sodium, batch 5) was used as the system applicability reference substance. The national
standard (batch number: 140810-201801) of enoxaparin was used to determine the content of 1,6-anhydro
derivatives by the new national standard draft "1, 6-dehydrated derivatives" examination method, which was
determined by 14 national drug inspection institutions and laboratories of enoxaparin manufacturers. Results:
The content calibration result of 1,6-anhydroderivatives was 20.3% in the national standard (batch number:

140810-201801) applicable to enoxaparin sodium system, and the laboratory errors were investigated. Among
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the 14 laboratories, the standard deviation (SD) of 1 laboratory (Lab1l) was 1.8%, the SD of 5 laboratories (Lab2,
Lab4, Lab10, Labl1 and Lab13) was 0.5%-0.7%, and the SD values of the remaining 8§ laboratories were all

less than 0.50%. When the interlaboratory errors were examined, the SD of the valid data was 0.6%, and the

relative standard deviation (RSD) was 3.2%. Conclusion: After approval by National Drug Standard Substances

Committee, the national standard applicable to enoxaparin sodium (batch number: 140810-201801) was approved

to add the content assignment value of 1,6-anhydro derivatives. This national standard could be used in the test of

enoxaparin 1,6-dehydrated derivatives in enoxaparin sodium Chinese national standard.
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elu; 14. 1,6—anhydroA TS-1S.
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