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Analysis of reference range for paroxetine steady-state trough concentrations in patients with depression
LIN Han, LIN Liping, LIU Yinfang (Dept. of Pharmacy, Longyan Third Hospital, Fujian Longyan 364000,
China)

ABSTRACT OBJECTIVE To investigate the reference range of steady-state trough concentrations in depression patients taking
paroxetine. METHODS Therapeutic drug monitoring data of 890 depression inpatients treated with paroxetine in our hospital from
January 1, 2023 to December 31, 2024 were retrospectively collected. Univariate analysis and multiple linear regression analysis
were employed to explore the influencing factors of the steady-state trough concentration of paroxetine, as well as the correlation
between concentration and efficacy and adverse reactions. The reference range of steady-state trough concentration was obtained by
receiver operating characteristic (ROC) curve method. RESULTS Patients with a greater degree of improvement in therapeutic
efficacy exhibited higher steady-state trough concentrations of paroxetine (P<<0.000 1). The steady-state trough concentrations of
paroxetine and the ratio of paroxetine steady-state trough concentration to dose (C/D ratio) were significantly lower in male patients
and those weighing 60-80 kg compared to female patients and those weighing<<60 kg, respectively (P<<0.05 or P<<0.000 1). The
steady-state trough concentration, C/D ratio, dosage, and concomitant medication all showed a positive correlation with therapeutic
efficacy (P<<0.05 or P<<0.000 1). Both the steady-state trough concentration and C/D ratio were correlated with liver function
impairment, and the C/D ratio was also correlated with urinary retention (P<<0.05 or P<<0.000 1). The critical threshold for the
effective concentration of paroxetine was 56.31 ng/mL in the overall population, 56.42 ng/mL in males, 44.91 ng/mL in females,
and 198.90 ng/mL in patients experiencing adverse reactions. CONCLUSIONS The reference range for the steady-state trough
concentration of paroxetine in the overall population is 56.31-198.90 ng/mL; for male patients, it is 56.42-198.90 ng/mL, and for
female patients, it is 44.91-198.90 ng/mL. Dosage of paroxetine should be reduced as appropriate for female patients and patients
with low body weight or abnormal liver function.
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PIARAE & — P & ELMEYGR AORS O 3 s . iR % B R TRONEY X AT RE 5 AR IR B PR TR S Ak
PUVTZIRITIVABIE Y — & 2z —"0 SR AP PUTT R RESA K, MAh, WA IR IS 7ETT
FAAE LIRS A 2E 5 R AN A SR R, 47 30%~50%  FaZS /A We i 5 ™ d AN B ISUR G 5- 8 6 e 4 A1 114 % A=

ABSTRE @A TR MR SRR R (No. e AR AR (it DR RRA YT 25y et Il PR L e R 3t
2024QNA09T) ; Jo AT RHE QIR A ¥ 4 A KRBT LU I E (2022 4F R ) ) HE 72 X8 00 22 V6 7T 08 47 1fi 24 e B W ol
(No.2023LYF17098) ‘ (therapeutic drug monitoring, TDM)™, A3k 5 i £ 57 5%
mlaoéi_cf B BRI Bl g R RUR R AT R i 4 € P50

SR B R0, BT pEkgses g, g 9 2D6(CYP2D6) U, BEAEMIE Eon , U AHE+ A
ma11:15880398926@126.com IIHEEEATEL R CYP2D6*10 I ZRAE R (C>T) B IR A

WPEZG 2025 4F5 36 455 16 1 China Pharmacy 2025 Vol. 36 No. 16 -« 2035 +



BERD 208 429 478 CYP2D6*10 878 M) i I Fa 548
W CYP2D6*10 ¥ A V45 F (C/C) # 3 R s
WU Al 2805 il 24 B2 55 2 RS Ao 2 B 23 (Arbeitsge-
meinschaft fiir Neuropsychopharmakologie und Pharmako-
psychiatrie , AGNP) (R ZEAE 1 25 B2 A7 25 1 W I i
FERE (2017 RO MR MA L PO T T RS AT VR BV 1 - 2 5
ERCYEPN 3 VAN IS B AT ST 7 f9EL U
BT A RSB 25 5 T AGNP HEZE VR B2
T (JAYT % : 20~65 ng/mL, Z5H{H : 120 ng/mL)"™ 7,
[5 1t , AGNP 45 B #E 75 1O Y0 L ol BEAS 3 b R
B L BT IE F T IR E AR AE B A A 2 T TR
.

233 B B AE SR L (receiver operating characteristic,
ROC) M £ B8 X 73 A 80E 5 TRGE A RS
A G FHE A EARS R ES R LR, 3
C B T 0 S R BT R A SR R S A Tk
FES R, XTI P T R AR TR AU R i 2
Y1, ROC £ 58 5 AR A HERn 1) L BRBIE . Ut , A A
FERHIROC fZEES T IS PT RS AR E S %
I, B TE NFRE RIS PUT 1) TDM 4L 2%
Il RIGYT 5 22 (T TR AR AT
1 AMETE
1.1 HFEBERIE

Bl JE U4 2023 4F 1 H 1 H £ 20244F 12 A 31 HF
I B 12 52 W0 2 PG TT IR T WA AR AE £ 52 855 (1) TDM 4
it o ABIFGR 7 58 O AT L e R BE AR 22 51 24t (Hik vf
S A84[2023]10 5 ),

1.2 NEHERRRE

SEE I NARRIER « (1) ARE I BRYR 5325 (Interna-
tional Classification of Diseases, ICD)-10 #rifE#f12 Al
ARAE""; (2) 4F1% =18 % 5 (3) 24 T9L 15 /1% i 41 i e 3%
(Hamilton Depression Scale-24 , HAMD-24) 114322043
(17 [RERAEIRAS P R P4 <577

S BYHEBRARAE R - (1) 5 R CAn v i 4 45 )
A ) MR FLI A 2 5 (3) A ™ H s FRUE 1Y B
PP CAN AR B J5 380 0E 25 ) 5 5 (4) IR PR TT 48 Mk B R
RS (4 ) F 5 (5) 5 HABBTIIAR L, Py S ARIE T 7 k15
A (BR P I BIRAE AR A9 B8 1 SV /N B
PR PR RIR ) B0 28 A R TS RIAB YT AN ) 5 (6) BEkHER
K&

1.3 MREEITESERENNE

A R 34 IR ER RO 2 PETT R [ VLA 24 Ml i
Oy A5 BN ], 2 1fE 7 H20031106, A% 20 mg (%
CisH.FNO:3)]110~60 mg, 5 H 17k, IHE PHIT AR
(4J) )5, B RR S 251K & it £ 1R —#idi st
EORERIKINL . 2% SCHR[12]/9 77 1% , >R H Qlife Lab
9000 71 i 3 YR AH €00 33 - R IB o A (L3 i 2 BRI P R
AR FD HEA TR

+ 2036 - China Pharmacy 2025 Vol. 36 No. 16

14 #ERE

L BE B R DT R R R I AR (D)
FEARGORL A FE RIS B AR E IR YT R HAMD-24 11
a5 ()W PEIT i A FH 2GRSO (DI PEIT R
AU 5 (4) A B B DR SZ 31 Ol k4l O 1 259
PEIF I8 16 5 55 (2023 41 Ji ) ) 5t BFR 5 4743 20
T 5 57 Cockeroft-Gault 2y 238 LG 5 % (creati-
nine clearance rate, CCR) , CCR<<80 mL/min & '& I HEA
G A R N B B 1R S G 25 G A L B R A 2 R, A
WWF 2 75 A 2540 I S50 I B 454
L5 IERTHEARRMTEE

K HTHAMD-24 P (& 1R T7 BT FIRYT 4 F8 5 i 4
ARFEE . B> <83 A TCHEAR BCREAR 22 , 8~ 19 43 W%
JE,20~34 50 R, =350 NEE . IPRGTMbRIE R |
HAMD-24 §§ 73 %8 <25% } TG, 25%~49% h L3 ,
50%~175% } 33, >75% Fpfr. HAMD-24 J85%
= (JGYTHI HAMD-24 174> — 697 )5 HAMD-24 1743 )/
JBYT T HAMD-24 343 X 100%"",

% Fi UKU (Udvalg for Kliniske Undersegelser) 5 i
PG B 22, B 1 G B AN RO &
GO, AN B SON S 25 AR DG o I R 48
PR, FEAREARAT 5 ARREE, 0 Slic Sl 0~4 43,0 43
TR, 13 MR 2 5y R, 3 W EE 440 Ak
N,

1.6 SitERHIE

K HISPSS 16.0 B X B #1758 50 Hr o W R IE
Ao A Ho7 22550 T Rk D x + s R, AL A] H A
SR FHAM ST FEAS ¢ K56 5 22 41 8] Fudse R FH B IR R 5 22434
BRI A et S, Wi — R i N E 2 S
RIEATPIN ELE o ATl R IS A T 25 N SR T
i R LA M (Pos, Prs) 6, PO 4[] BL %5 SR ] Mann-
Whitney Ui % ; 2220 [A] LR H Kruskal-Wallis H 4G5,
AR 28 A G S W iE—2E 455 Wilcoxon A
Ko HEA T PR LA . THECFOR LR R 2R, R A x°
ks, R IRk HE a=0.05,

LR AR R A 2 R SRR
VA AR 2 VG T RS AR W S ) R A e (C/D
B, SR FH B R A A 2 i 250 P T T AR A A VAR B A 52 i)
&K, LAHAMD-24 )i 535 AR & 5 AR s
BURIE C/DAA SR A 2 A AR i, SR FH 2 on4t:
1S53 HTIA 2 PE T RS A VR B 5 FR T R A OGP R
FiNE 22 50 mP T RS RES AR R
N7 FRAR T

>k GraphPad Prism 9.0 {4, 4371l LA HAMD-24 Jik
3R =25% JEA LA R, 26 i BT
B AS BV ROC £, DA ) kg S22 AN [R) 4 3]
BH B ROC Mgk, i P VT T RS MESH M,
DL £k R i fH (area under the curve, AUC ) R TN fE
JIPFAbAERR , AUC> 0.5 I e A T RE 71 5 1155

thEZ 2025 4E55 36 4245 16 3



2 B 2B B, R KA N RS A MR BE R A R RR
B (st Ze i B PR, A RO th e 1 BR )™,
2 H#R
2.1 BEHN—MEN

gy A 890 il g3, Hovl J3pk 248 9], Lok 642 ] 5 4F
W4 18~91 %, SEI4ERE 19(50.89 +16.02) % 3 F- A H Hy
(53.33£9.37 )kg; FHIMAP PUT T RS UE R (105.21 +
45.02) ng/mL; *F- ¥4 C/D {8 iy (2.72 £ 1.29) ng-d/(mg-
mL), Z5RWFEL,

1 BEMN—MHER(n=890)

kit liBEL) fhi Tk ()
13 i
itk 48(2787) RRRT 6(0.67)
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it 499 799 —10.70~20.68 062 053
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NOWTRANRE 48 25 042~9.24 215 003
CDE 453 132 1.94~7.11 34 00006
il 0.69 0.12 046~093 575 <0.0001
TiiE 630 244 151~11.08 258 001

China Pharmacy 2025 Vol. 36 No. 16 + 2037 -



Ige 5 OoE 0N E R i 2 BRI\ KA AR

ST R T RE N 2 T BN T D e

2.5.2 P PEITRS R URIE S5A B RN (AT
A% VG 7T Fa S48 B8 I C/D (5 T ThRE % .C/D

{85 PRI B8 Y5945 A0 6 (P<<0.05 5 P<<0.000 1) , 45

W5,

x5 WMEETRSBRESTIRKEHEXESITER

KR _ BARIE _ (DI

TSR (ng/mL) P TR ngd/(mgemL )] P
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