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Abstract

Objective: To observe the clinical efficacy and safety of Peitu Zhibi Decoction in the treatment of
rheumatoid arthritis with gastrointestinal symptoms (spleen and stomach deficiency syndrome).
Methods: 60 patients with RA who met the inclusion criteria were randomly divided into control
group (30 cases, treated with methotrexate + celecoxib + omeprazole) and treatment group (30
cases, treated with Peitu Zhibi Decoction on the basis of control group). After 4 weeks of treatment,
the joint symptom scores (VAS, DAS28, TJC, SJC), serum inflammatory indexes (CRP, ESR, RF, IL-6),
gastric mucosal inflammation scores, TCM syndrome scores and adverse reactions were compared
between the two groups. Results: After treatment, the treatment group showed better efficacy than
the control group in terms of VAS, DAS28, TJC, SJC, CRP, and Traditional Chinese Medicine (TCM)
symptom scores (P < 0.05); the overall effective rate of TCM symptoms (93.3%) and the overall ef-
fective rate of disease activity (90.0%) were both higher than those of the control group (73.3%,
80.0%). There were no statistically significant differences between the two groups in terms of ESR,
RF, IL-6, and gastric mucosa efficacy index after treatment (P > 0.05), with both groups showing
comparable efficacy. In terms of safety, there was no significant difference in the incidence of ad-
verse reactions between the two groups (P > 0.05). Conclusion: Peitu Zhibi Decoction can effectively
improve the clinical symptoms and inflammatory response of patients with rheumatoid arthritis
with gastrointestinal symptoms and spleen-stomach weakness syndrome, and has good safety.
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1. 518

KPR % (Rheumatoid Arthritis, RA)Z — M HH %/ 1M B B e Mg, HOmBigRe i %
ROUNFTT I IOE KB SR, R ECE B A1), RASECHTHI “AInfert” o “ R
HURE” W, R 51Kk [2]. RA TEFRE MBI ER L 0.32%~0.36%, LALtEEE N, 4=

I3 [3] [4]o AW BRI OGS K « PR RABAE G IR, B 0 PR L AT H IO T W T B
fifie B Rk BRER. WAk RGAME RG2 RINRI[G]. HAWHLEIE R, BEANTRRIL RA K
WATRe SBE R R, HER R, RENEA K. FEFINIME EI52E RA KAWL, MEEE
WA, T RS, JEIE H UG R B A RZ, B 25240, Froliadr iR G E AR S o IRk
(10 75 2= S BT 9 R B R 8 R 2 VR R ) 2 IR B 92 307 1) R A R T H%ﬁiﬁ%ﬁ%%?ﬁ@@wﬁ
Ko RA BENIHTERE G2 R AESE, K R warEN 2, miRE R IEH R ERERD,
TR B R BTIR S SRS G R B T RSS2 80, A0 AR =40\ L, ﬁﬁTNHXWE%L%,ﬁ@ﬁE
RIEN PRI, NI 51 4 5 R [ORE[6]. BRI AR 57838 F 3% L i8S B & PE 2590 77 R R T R FE B

JTE SRR (1 R 55 1E) I 8 2
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2. ImFRER ST E
2.1. IHERR R

AT SR ()4 BB 1 351k V5T 2023 4F 11 H~2025 4F 3 Hphiz T3 bt RIBImREHMERE 5, HARRAE
18~65 % I8, FF&PHEEZRRIEILTT 22 Wibs e A o B0 5 R 59 IEHHE R . AT R OB ERE
ACHRZE A (IR LS . 2023-KY-NOO017).

2.2. HIERE

(—) HEEERE

Z: 8 2010 -3 [E KR 27 2 (ACR) AR I T KR 95 Bk BE (EULAR) F2 HE BT RA 73 28brdE[7]. Bk
WEIT:

F 1A RATRINIGIARNE 5, ELHG 5 A B FH ARG R s A R 2 DA B2k, gt —
WICLR 4 AT TS, sy 10 45, MEF RS S > 6 2B a2l RA. WA N AT :

(1) KT AREBL(0~5 47): 1 AN RFEFI(0 40); 2~10 M ksETi(1); 1~3 ANIETi (2 4); 4~10 4
INRTI(B 41)s I 10 AN SRAT(R D — AT (5 47)s

(2) IMiE¥4EFR(0~3 4r): RF AT CCP HuiAIIFAME(0 47)s RF Zibi CCP B M2 4); RF
5Pt CCP HUA i ik L BH I (BRI 1E % IR 3 %) (3 43)s

(3) TR R FFLLISA)(0~1 43): <6 F(0 47); >6 F(L 47)s

(4) Ak AR R(0~1 43): CRP Al ESR ¥JIEH (0 43): CRP &k ESR 7% .

(Z) FESErE:

Z: [ 2018 4EH AR R 2 2 IR 73 S AR 1K) (RGBT SOmIESE SrisdT Fam ) [8]HE

FRE: O KATEIE. MK, B @ KATHEMAR. UK @ BkkE: @ SEHS: ©
[

YiE: @ #E=71; @ BRIE; @ Nkl @ KIEMHE.

K Fik, BE, BKITAEEs .

BT 3 + JORE 2 T, 456 Bk s R ET 2 .

2.3. ANKFHE

(1) & BTSRRI A LI b

(2) 5 Ed s DS (VST o P S s

(3) 4EHOE 18~65 %, PERIANR, HESARH (R A ZTMBAST IO AHE A BT AR 20 30
R I ELAE LR I7 SRR . B SR ZMIRCN b 9 252 o AT 30 LAk

() HIES e B

2.4. HEBRERIME

(1) AFFEANIRAEE

(2) F1E 18 ZLLT, 65 % LL R

(3) A Wiy . L BRI I R G R R R

(4) GIFHMNR RIERR L, WG, RAMEABIVE. B X1 %%,

(5) A FFHAM ™ E TE ARG, WTH AR . AR BRAR S R A L SRR 4
B F ARG
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(6) & IHEIPIIINARERL &4 5

(7) RIS 1Bk

(8) i 3 H &S hnH Al ARAR K B £ S N s
(9) AU s P L

2.5. BIFRHRAE

(1) MNJE KT & LRI HERH
(2) RAEZIEIRIT BOIN A HeAh 5 S0 7 ¥
(3) AR R

2.6. lRERE

(1) LB EFERMNIEZE, ARELERIRY, R ss R
() R I EA RN B RORE
(3) PRIFAd R A B AT IR ke . 2R V7 BRSO NTRE

27. AR

27.1. #wBlI5E
218 Doll’s I RIs BIBENLER, K AFE N APRHE 60 438, BEHL > Juxs IALAGST 41, #:4 30 4.

2.7.2. ®&ITR&E

WEIRNAIT T RN BIRVEZIRIT: O FERE A0 IR FE (V8 SR A48) (VR il 245 A B A ) 2036 % - 200
mg x 6 FL/&L, H 25T J20120063) ik, —R—IK, —ik200mg. @ MM (HEHE AR~
A FRG: 10 mg x 10 Fr/fr, [E 25k H22022674) IR, ——&, —ik 10 mg. @ Mg (K
JIAERNZI R B PR A R A 775 Bk : 5mg x 100 Fr/f&r, [EZ5#E H12020215) Ak, —E—IK, —IX 5mg.

XPHRAL: JERATT + BRI IR BE (L AR TR AR R G BR A =T A7 Bk : 20 mg x 28 Fi
145, E 27k H20033444) K, —H—WX, —k 20 mg.

HITH: ERAYT + KRR (R 30g; WE 159; HAA159; #1595 B 10 g5 1R
%109; 41 109; WiE69; FEi510g; Mg 159; FiM109; HAT159; K HE 109; B Rl 15 g;
JNAE 10 g; HEXEE 12 g; A9 10 g; &M% /5 10 g; HilE(WFK) 9 g)-

HIRGERIZG = 48— R, FEFRIHFIDN =48, A48 200 ml, A H R R ERRE RN & 1ASERR. Pidl
MG 4 .

2.7.3. VERIGHR

VRIT TG LA YT (ESR). C M 1 (CRP). KRR T (RF). EI4HMEA -6 (IL-6). FIEAN
FEALPE23(VAS) . KT8 I AN (TIC) R MIKAN4(SIC). DAS28 V145 B KR SOREFEERL /. A EEIE
ARGy, ST IR BUE ST
28. Gtk

K H SPSS 25.0 G il 5F, 543 2 IEAS A0 1T = BORER F B0k br i 2 (X £ 9 )ik, FEHWR
7RI L RECR FHBCRTREAS t 4656, 411A] AR BB REA t 4G 56 o AT IE A0 A0 (8BRS H 1Y 4047
FE M (P25, PT5){iid; A& IESAAIHER R B ZAFE RS ER AL, [F4H N EeE
Wilcoxon #F5 #AIKH:, 2H 08 Hui K Hl Mann-Whitney #EFIAG I . 5078 B EL R FH - D5 A6 36 B 1E
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RER, B

R, SFHGCRER RS .. MM « =0.05, P<0.05 B4il2#E L.
3. HEREDH
3.1. IRBISERRIER

AHFFEILAIN 60 B, WL 30 4, b Bk 9 B, ik 21 6 iR T4 30 1, L
SAEBE T, LiEEE 23 B,

3.2. —RREERELZLLLER

PR AERS . PR P REHEAT LA, PR — R BBl ORGSR (P > 0.05), PR
A ELPE(SE R 1),

Table 1. Comparison of two groups of general information
= 1. FmE—RREERIELER

4151 b4 A () PR ()
% P
o PR 2 30 9 21 57.43 +551 6.27 + 2.65
VAT 4 30 7 23 56.40 + 6.60 5.83+2.73
t/)(2 0.341 0.659 0.624
P 0.559 0.513 0.535

3.3. TR

(—) ERERIRLE

WA N E: ESR. CRP. RF. IL-6 $%5HT T %, ZRAGITH5E (P <0.05), PAHITIEN A
SR EARIR AT R WAL LB WAHAIRIT S CRP 2R A 41t % X (P <0.05), Jf Hifiy7 Xt
Ak CRP IR 3 {HIRYTJ5 ESR. RF. IL-6 ZREGiH3¥E X (P > 0.05) (45L& 2. £ 3. &
4, F 5).

Table 2. Comparison of ESR between the two groups before and after treatment (mm/h, X +5s)
= 2. W4RATTRTE ESR LB (mm/h, X £s)

2R % 6T (GHIRE] t P
GHEL 30 54.77 +19.65 37.70 + 16.47 8.631 <0.001
hIT4 30 51.27 +18.99 32.13+17.80 7.909 <0.001

t 0.702 1.257
P 0.486 0.214

Table 3. Comparison of CRP between the two groups before and after treatment [mg/L, M (P25, P75)]
7 3. FLRSATTRIG CRP EEE[mg/L, M (P25, P75)]

4151 (R RITHT BIT R z P
SR 4 30 28.75 (19.67, 39.06) 16.35 (9.84, 23.87) ~4.145 <0.001
BT 30 24.02 (18.79, 27.18) 9.21 (5.78, 19.01) ~4.165 <0.001

z -1.833 -3.704
P 0.067 0.000
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Table 4. Comparison of RF between the two groups before and after treatment [IU/ml, M (P25, P75)]
2 4. FRLRBTTREIE RF SFEE[IU/MI, M (P25, P75)]
1 1% HITHT BITIE z P
X HEZH 30 197.3 (153.90, 269.73) 91.35 (65.98, 149.50) —-4.515 <0.001
VRITH 30 174.60 (114.85, 3 37.63) 69.65 (27.65, 165.75) —-4.762 <0.001
z —0.266 -1.693
P 0.790 0.090
Table 5. Comparison of IL-6 between the two groups before and after treatment [pg/ml, M (P25, P75)]
%= 5. WRARTTRTE IL-6 XFEE[pg/ml, M (P25, P75)]
#1) 1% YRITHT BIT)E t P
X HEZH 30 25.60 (18.02, 33.45) 22.53 (13.45, 30.62) 2.872 0.008
VRITHH 30 24.50 (12.47, 41.26) 18.47 (4.96, 27.31) 4.194 <0.001
z -0.177 -1.538
P 0.859 0.124

(Z) KW KA RIPS3 Ha

PRZHZH N ELEL: TIC. SIC. DAS28. VAS V175 7 5 356 Gith % 5 (P < 0.05), 67 5 2% 19 AH AR IR
FAFr Yo . At 2 RIHE G (P < 0.05), 74T R T XIS R & 6. &
7. & 8. K9,

Table 6. Comparison of VAS scores between the two groups before and after treatment [points, M (P25, P75)]
Fz 6. FLAIBTTAIG VAS 14 LEE[4, M (P25, P75)]

2151 ik 677 RT g z P
XA 30 6.00 (5.00, 7.00) 3.00(2.00, 4.00) ~4.855 <0.001
HITH 30 6.00 (4.00, 7.00) 2.00(1.00, 3.00) ~4.884 <0.001

z -0.687 ~1.990
P 0.492 0.047

Table 7. Comparison of DAS28 scores between the two groups before and after treatment (points, X £s)
= 7. BTG DAS28 IS EEE(4, X £S)

2 1% LR BT e t P
xR 30 4.69 +0.48 3.67 +0.60 20.628 <0.001
hIT4 30 4.61+0.48 3.18+0.74 20.573 <0.001

t 0.673 2.844
P 0.504 0.006

Table 8. Comparison of TJC between the two groups before and after treatment [piece, M (P25, P75)]
5= 8. WLRATTRTG TIC EEIL[4S, M (P25, P75)]

A 1% BITHT BIT R z P
SR 4 30 5.00 (4.00, 8.00) 3.00 (1.00, 4.00) ~4.689 <0.001
BT 30 5.00 (4.00, 7.00) 2.00 (0.00, 2.00) -4.814 <0.001

Z -0.157 ~2.359
P 0.875 0.018
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Table 9. Comparison of SJC between the two groups before and after treatment [piece, M (P25, P75)]
9. FLHIATTHIEG SIC LR[S, M (P25, P75)]

215 ik ERAgil] e AgE] z P
XA 30 4.00 (3.75, 5.00) 2.00 (1.00, 3.00) -4.922 <0.001
HITA 30 4.00 (3.00, 4.00) 1.00 (0.00, 2.00) ~4.905 <0.001

z ~1.867 ~2.049
P 0.062 0.040

() FEIEER S HE
P 2H A R AE R AR R AT PR, 4N b 22 S Gt (P < 0.05); 4H Al LI S A 4t 2¢ i X
(P <0.05), JGI7 4 H BEARMEA 2 b e T 0 REZH (&5 R L35 10).

Table 10. Comparison of TCM syndrome scores between the two groups before and after treatment (points, X £s)
7= 10. AR AR PEIEER 23T (5, X+s)

A5 1% 1697 i ICHIRE] t P
bapisticl 30 23.53+5.28 12.83+5.71 17.313 <0.001
T4l 30 25.47 +5.46 10.13 +4.00 20.093 <0.001

t ~1.395 2.123
P 0.168 0.039

(1) P4 BRABRAAERR 2 EhR
PIAL 18 R AR SOEAR > BT PR, AN HEBE R A 2R (P < 0.05); Al ZER LS AR
X(P>0.05) (R4 11).

Table 11. Comparison of gastric mucosal scores before and after treatment in the two groups [points, M (P25, P75)]

= 11 MUIRTTRIE B AR LR[Sy, M (P25, P75)]

2H ) Gk YBITHT WwIT R z P
S 2E 30 2.00 (1.00, 2.00) 1.00 (0.75, 2.00) —2.887 0.004
TIT A 30 2.00 (1.00, 2.00) 1.00 (0.75, 2.00) -3.317 0.001

z -0.196 ~0.345
P 0.844 0.730

(F) HERIERST 8 W 1 3 B it

(1) FEEUEEIT RO T : X RRALEAE RN 73.3%, 1T ALIEH RER N 93.3%. K H Mann-Whitney
U Kk f7 lL#, Z=-2.020, P=0.043<0.05, KA MEMEZRAGGWHE L, HFHBTATE
UEAGST RO T HRLZE (45 SR L6 12).

Table 12. Comparison of the efficacy of TCM syndromes between the two groups
= 12. AEHREIHERTHLER

45 ik s AR 12 ) Bk L T B
X2 30 0 10 12 8 73.3%
EpEE:! 30 0 16 12 2 93.3%

z ~2.020
P 0.043
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(2) BIRIEBEETT A ARG 2Ry 80.0%, TRYTALIEA N 90.0%. K Mann-Whitney U
BT, Z=-2.490, P=0.013<0.05, RMAHALA MR ZER BRI FR IEHIRT ARG
BN ST AT 0 R AL (45 R L 13).

Table 13. Comparison of the efficacy of disease activity between the two groups

13, MBBKRIERNETELAL

2153 151% B AR Toak JSEER V&S
o fEZH 30 7 17 6 80.0%
HITA 30 17 10 3 90.0%

z —2.490
P 0.013

(3) BRI JE AR 207 R0 W BB 2 A R 0y 30.0%, VAT 2H ) A 208 )9 36.7%. 5% ] Mann-Whitney
U o7, Z=-0.541, P=0.588>0.05, RHAMHLAE WRER LG FE (SR NFE 14).

Table 14. Comparison of gastric mucosal efficacy scores between the two groups

14, MHEBHIETT RS AL

45 1% e A A ¥ AR TR AR
X 30 4 0 5 21 30.0%
HITH 30 5 0 6 19 36.7%

z -0.541
P 0.588

3.4. REMEER

BT, XTRRAA 2 B BUEIKRER, 1 IR EF DI R WITA R 1 G ET DR
S, WP USHEAE)S, EEMKER, WIKEEIER, HFREMEHT R, WEHARRRMNA
A, SRR, 42=0.268, P=0.605>0.05, %755 E (4R N7 15).

Table 15. Adverse reactions table

& 15. FRERMIERR

2R3 AR RN KL TR RN KA AR R 27 p
Xt 2 3 27 10.0%
0.268 0.605
MEp RN 1 29 3.3%
4. +ig

ML B2 GRS R I8 T “BHIE” JalE, JathBEZRYE RA AR AIRS RO AEAR, AN
FHEEX A TRIEAT 4, MOCH “JEBR” “THAHR7 MR ZRR. B CABIIER) KA DUESA R X FE
AR L, JCUARA N E, WA, SBWURAT, KYTPOREE, RERT, 5 EER
B, SEURN R E KA, AR, TS REIIE R RA FEE R ERIE R —, MRS N ER AT . 7K
IREMATHUR R, =BT, SRR, RN, FEE TR E, A MARN. iR
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R, BIE

FAEN G H A, WA, BT 2%, WIA] WO R i s RIS VR 4, ZEFEZR
%, MATSZEH; PRSI BUMBERKAN, BRI, FEIASS, B A A, i s A i bk
e BRI K RA B MO KRS . BRI N 1SR IR 4 .

BmEHLEE. 5. ARAEY. BEAEAANTM. FERIEAF. RKEM. AR 5D
X, fEATTRHERE, @AV AT, [EF S%ES LAY . AR, TTKE R E BT
e, MAERZ I SRR, PR E. ESAEH, HEME A, BPERZA, KE
MA@, N B ZHb. JEIE. HNE. HIE. T . SER. B, BB NEZY, JeimsEaE b
i, 4% BB KR, IR RIS TR . MR R, N KR, WAS M, BOERE, BiX
L%, Sel. B XBETHASTERH, RIS FERGIEIEA LR, Bk DR RIE L D BEBETS K, 15
MR, BRBEUEAL AR . W DARR S B AR, SR, SRR Ak, SORTAEAR 26 Z5 RN AR s AR RIK
BIE, @ ZHAR, ESSEME. BRI “EHR, MARGZESEHEEER” ; X
FE I R M@ 2 Wi N M S 2 5, RGBS NFRERE AT, AR, BRI, @E&4%, (§
BARBA: d-E2 oA, BsRIE IS L% (R 2 o, AF Mk, SOnTil 2034 KRR 250 TR g0
. AATRCHEEL, BHALB, ZZaubE, K HRENEAEMRA, WY, —HILRZ.

KT 45 B Bon, JRIT4HAE VAS, DAS28. TIC. SIC. CRP K BEIEBAR 23 J5 7 R0 T %k R 41
(P<0.05), HEEIE M A 2% (93.3%) R 05 1 20 B 4 A 3503 (90.0%) 441 v % HE 4L 1) 73.3% 11 80% . I HL.
PR RN R AE R 72 R TG4 (P > 0.05). $EoRE; LRz A TH 251897 SRR R A1 B iiE
R (B K 991UE) 5 B Al F PE 2590 T A LE, FESGE ST A OEIR . PRARSEEG AR bR . PR ERUE (AR 3
T BT BAW AR TIGARIE 7S, XT3 £V 87697 RA BB HI AR F#E A A B
i, HHAPR T2 TREEN RA B3, FEAKRER—, SR PHRRNAR, Z90 0L AL
B 7 LA IR LA P AL

=
HIRMTHRITERHLIIH, BH%5: djkjxm2023shmskjexywzd09.
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