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Abstract

Objective: To establish a high-performance liquid chromatography method to detect the content of
levonorgestrel and levonorgestrel tablets with dextral isomer impurities. Methods: CHIRAPAK IC
(250 x 4.6 mm, 5 pm) chromatographic column was used, the mobile phase was isopropanol-n-hex-
ane (25:75), the flow rate was 1.0 mL/min, the detection wavelength was 237 nm, and the column
temperature was 30°C. Results: The established detection method could effectively separate levo-
norgestrel from its dextro isomer to achieve baseline separation, and detect the content of dextral
impurities in levonorgestrel. Conclusion: This detection method has good separation effect, simplic-
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ity and good reproducibility, and can be used for quality control of levonorgestrel raw materials
and preparations.

Keywords

Levonorgestrel, Dextroisomer, HPLC, Impurity

Copyright © 2025 by author(s) and Hans Publishers Inc.
This work is licensed under the Creative Commons Attribution International License (CC BY 4.0).
http://creativecommons.org/licenses/by/4.0/

1. 518

e ZEIR, A4 N(-)-13- 2. 0E-17-F8 3518, 19-W 2 F HE-170- 2 S -4-15-20-0 -3, 1k 2245k X
w1 . AEBHEZEVE R TN ORI, BRRRAR A 2 ORISR R AR A R K T,
HeOP B - ORVE R, PR EZEFE R SOl 24 (1] [2]. 7o BRidZmi Fr Dy 2020 4FFi HH [ 25 SUsc3 ) O ik
WEZAITR o 0 BRE A B T, ORI e TEIE M, e B A e R g i R n 1 2 B .
LB 1) S R AR 2 o 1) 2 B v e o v 2 FH 24 2 A P BT B, DA 0 BN 7 e v 2 I S )
BEAT B ], PR — b T (5 A R4 mT S ARG I J7v25 2020 £ i Hh ] 24 SR FH = 50 e T8 A e ok V5 22 T i
AT LU FEE 1) 7 v SR 1) e i 2 B S A ks B HE[S1SR A - MRS R Sl AR N7, ST T e B 22
SHA R B RIF @7, FHEAR[4]RH CHIRAPAK IC (4.6 x 250 mm, 5 pum) P ik, LUIE
Ot - To/K SEERTRANAR, G SL T DA e e v 25 ] v S ) A B P o RO i s AR AR S [
DAICEL IG (250 x 4.6mm, 5 pm) &4 3% 4, LAUIEBESE . ABE. =S SERNTANAR, A 7o Bk 2 B A7 Tie 54
(NS DR

AICAE HPLC Jrydisimth b, ARmanM AR R, DUREAR A > 5> B, TR B RT3,
S P AN G 1 1% S AR AT 7 VR F IR RES ,  TAT B SL T R K 72 e i 2 I 5 ) 245 R e e v I
e s R A T B BRI I 7, e et 2R ) o A A SR A T SR A B, W E A
B

)

Figure 1. Levonorgestrel chemical formula
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Figure 2. Chemical structure of levonorgestrel dextroisomer
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Figure 3. Chromatogram of levonorgestrel dextrorotation isomer
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Figure 4. Specificity investigation map of levonorgestrel dextroprogener (from bottom to top, solvent, levonorgestrel locali-
zation solution, levonorgestrel isomer solution, and mixed solution map)
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