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Abstract

Objective: To establish the determination of finerenone in finerenone tablets. Methods: The deter-
mination was performed on AceChrom AQ C18 column (250 x 4.6 mm, 5 pm) with mobile phase con-
sisting of methanol-0.03 mol/L ammonium acetate aqueous solution (45:55) at the flow rate of 1.0
mL/min. The detection wavelength was 255 nm. The column temperature was 35°C. Conclusion: The
concentration of finalidone in the range of 2~100 mg/L has a good linear relationship with the peak
area, and the correlation coefficient Rz = 0.9998. High-performance liquid chromatography (HPLC)
was used to study the content of finalidone, which provided a rapid and effective method for quality
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control. The method is accurate, reliable, easy to operate, and can be used as a quality control method
for finalidone tablets.

Keywords

High-Performance Liquid Chromatography, Finerenone Tablets, Finerenone

Copyright © 2024 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. 51§

A HA® (FE 2T ) 2 — bl S A e 13 3k B2 S 3 2 AR HE BRI [L] E NG PR AT A 7 Hh S m] BELT 6 fe
JR R AR RS IE RN A (2] CERE PR R, R B UM R 2 A B R B i B AR
B IR 9 RE [ 31N L HEAL 1M 5 35002 1 1 3 e Ao I 38 A2 451 [4] . 2021 4F 7 A, %&F FIDELIO-DKD I il
PRAFFFELENSVE S i £k 2 ZU0H R i N B R IBH PR 25 SR [5] [6], 3515 FDA #kitkIE 7Rl (finerenone, Ke-
rendia®) b, HATIEZFIEE 278 AN 43K 2 AN HAR B SO X 28 BT i, IEEET HE . JESER
i v (A 208 5 9 AE ZE IR (finerenone) (S5 LI 1), HEEHh&E — AN HH UL —ANRIRE e,
EANR T T AEZERIEE AP . X PV TR R TR SKIWSEHRE, B RE FE T
(1) FE ML SR A (L 22 i

0 H 0
H
H

Figure 1. Structural formula of finerenone
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Table 1. Instruments required for the experiment
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e P& il 7
FRER K U-3000 B i1 RGHA 4% iUl ZRBR KRB A F
HF i R F7i8=s METTLER TOLEDO 1% 28/ &
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Table 2. Test drugs (agents) required for the experiment

%2 LWFFERBG)

) alifF = [HES
0.03 mol/L &R T P TE 24 S L AR 7 PR A 7
FH i PA T [T
I VAl (TEAN
PR Sy W8l (TEAN
EZERI [ 24k 7 HI20220057 FHEHRMEH R AR
A ZE IR X HEL
Atk

3. WRHECE fE RS
3.1 MEMBER

FEBRRICAEZEA BE &, ) F A R T AR s 1 mL S E 2R 100 pg.
3.2. HXMER

BUAEZERIER A 5 K (5 134 0.1389 g), A& FRE, W, R%FREL0.1g, BT 250 mL =+,
FEHEMANCNE 250 mL, FREERE, AL 230 W, iR 26.5+1kHz) 40 min, HEE =R, HH
FEANERCR I E &, RRE), FRUFLIERE(0.2 pm)sEid, BEIEMME A i
4. BIEFHSRSGIERA 4T

iR g FIRERL S AceChrom AQ C18 (250 x 4.6 mm 5 um), Vi g FH%-0.03 mol/L FFt ik 24 /K v
#(45:55), ¥iti# Ay 1.0 mL/min, KK 255 nm, HEE K 35C.

TE FIRETERAE T, o0 RO R AR A SIS S ul, . SR nlE 2 R, RIAIEZEF
M5 e 2% o 06 43 B 4, FRAB AR BCIE ZE R R I+ /0T 10,000 B AR AR By tmin, AR KR BA7 N mAU .
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Figure 2. HPLC chromatogram of (a) Blak excipients; (b) Content determination reference solution; (c) Test solution
2.(a) ZEHR; (b) BEMNEMNRRIER; () #HiXMIBEN HPLC &ikE
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FEHE MRS, #E5). #EFE 5 uL, okt K], DAARZERIEEMR AL bR, DAAEZE R R g I AR Y A AR 4
HilbRE M 2, HEAT R THRAS R SRR ) 1B 5 R

Y =0.2968X + 0.0495
R2=0.9998

g5 ARZEAIEIRZAE 2~100 mo/L HYE B P S A 2 RIFI 2R &R .
53. BEE

R VAL T IERIRS R L, RS “3.17 TR ARZERIF IR 5 L VE m RO G
ASC, A A8 DY VCERE AR )3 B AR A 28R 0 S VAL SR 2R R R A T AR PP 20408 11,942, ThiAH
X bRt 22 (RSD) A 1.32%.  1X R H U5 ¥4 H A 15 T R L o B AR 5 L

5.4, EEH

FEIX — ¥ 57, AEFAE RS B AR 2RI h (it 5 O FE 245 1E 5 HI20220057)#E4T 12 Uelllik,  DUE PR
OTIERE R . WA AR R & BT 4ME v 9.5612 mg/ v, 1M RSD 24 0.96%. XUt #1Z 77k A
ARIFRERE, H2RFE .
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A PRI - PPAL Bl i RAE — S I 1) A AR e P . F2I8 “3.27 T SR Al s Sl b v i, 12
0. 1. 2. 4. 8 A1 12 /NIFIHIGE 1 ARZE A AR AU TR AR . INAG AR 25 R B 1) P2 g i A8 11,792, RSD N
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Table 3. Sample content determination results (mg/tablet, n = 4)
#=3 HREENELERMYF, n=4)

bk A B 7 B
1 9.512
2 9.491
3 9.540
4 9.505
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BN SR PR IL D8 S A S A SR B, A SR P AR 25 M R AR AR V5 AR 25 A B AR v
W A% “3.07 TUF AR & Al AT, % “4” TR AR R S ul. A ST =K, 4Rl
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Bl AL AR A A tmin,  REALKR FLAL 2 mAU.
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Figure 3. HPLC chromatograms of (a) Reference solution for uncoated determination; (b) Reference solu-
tion for over-coated determination
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FERAN SR, BATRIC 7 A F DS IR AR ICICR R . 5, AT 2% 7 A2 A B K
PR, JFLLHE T DUARRAS T ROV EEAT BB, K. Wl AN 0, S AAFIAE A T 250 mL. B
Ja, FATM R SREAT T RE RS, K 5l B oE AT 2R . SEIREE RN, A KR
NI, ARZE AR R U 40.98%

1117 24 {5 FH P B A D R, 3 M b H B T T Pe e, X SR 4 RS R T T, AR 2 M R AT
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WA L #E AT LA A 2 7, (HER O IERE ROk U, O B BB S SR KA R RE ), IXTTRER
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FERX— B s, AT 7 2 Miah i R g Sl L A HPLC 7 BRI AL, AR
RIEE M. BATZK T HEE - K. L85 - K. HEE - BEERE A L - BRIRE S 2 Aish i R 4t &
M RBIRE, RATREWE 1 TR - BRI LU 2004 45:55, Jf HAEBEER#K 2y 0.03 mol/L
IR et BEAh, FATIEHE 170 BACRELF (93#E )y 1.0 mL/min, #EIEY 35°C.
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A SR FH o RO RV (HPLC) S Th A 37 1 — R T AR 2RI F v Al 2% R R 25 5000 5 14 3 b 7
o SIS I A N RIS RS AceChrom AQ C18 (250 x 4.6 mm, 5 um), JiiaAHA HE£-0.03 mol/L
P B B /K 5 ¥R (45:55), HitidA 1.0 mL/min, &K 132 N 255 nm, Al 7E 35°C .
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