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Abstract: Objective To evaluate the therapeutic effect and safety of Tongluo Kaibi Tablet (il 2% JF- /) in the treatment of arthritis
[rtheumatoid arthritis (RA), knee osteoarthritis (KOA)] in the real world to produce a large sample size of clinical evidence-based data,
so as to provide a basis for clinical rational drug use. Methods Using the prospective study method, 1001 patients with RA and KOA
were enrolled in 12 centers from 2021 to 2022. All patients were treated with Tongluo Kaibi Tablet. The visits were 0, 4, 8 and 12
weeks. Patients were followed up and evaluated for effectiveness [pain visual analogue scale (VAS) score, disease activity score-28
(DAS28) score, health assessment questionnaire (HAQ) score, traditional Chinese medicine (TCM) symptom score, Western Ontario
and McMaster University (WOMAC), etc.] and adverse event data for 12 weeks. The SAS9.4 software was used for statistical analysis.
Results The pain VAS score of RA group was 5.09 £+ 1.70 at baseline, and gradually decreased after treatment to 2.75 £ 1.51 (P <
0.000 1), DAS28 score decreased from 4.97 + 1.31 at baseline to 3.55 + 1.12 at week 12 (P < 0.000 1), indicating that most patients
were in the middle and high activity before treatment, and 36.68% were in low activity and remission after treatment; The clinical
disease activity index (CDAI) score with baseline of 22.45 + 13.35 showed that 82.03% of subjects were moderately active, which
decreased to 10.82 + 7.87 at 12 weeks after treatment (P < 0.000 1), indicating that 57.29% of patients achieved low disease activity
after treatment. The pain VAS score of the KOA group was 5.14 + 1.64 at baseline, and decreased to 2.95 + 1.33 12 weeks after
treatment (P < 0.000 1), WOMAC score was 63.44 + 33.91 at baseline and significantly decreased to 35.21 + 21.77 12 weeks after
treatment (P <0 .000 1). HAQ and TCM symptom scores improved from baseline in both groups, and the differences were statistically
significant (P < 0 .000 1). The main adverse reactions were nervous system (1%), followed by digestive system (0.7%), skin (0.6%),
liver and gallbladder (0.5%), cardiovascular (0.5%) and systemic adverse reactions (0.5%). Conclusion Tongluo Kaibi Tablets can
effectively reduce the degree of pain in patients with RA and KOA, without increasing the incidence of adverse events, which is worthy
of clinical promotion.

Key words: Tongluo Kaibi Tablet; rheumatoid arthritis; knee osteoarthritis; real world study; pain visual analogue scale; safety
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i H
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51~60 % 220 (32.12) 115 (37.22)
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Table 2 Medication and combined medication
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) (n=685) (n=309) V4 J&JH VAS PR (2.75+11.51) 45 (E 2).
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912 fil 162 (23.65) 50 (16.18) 1.12) 4 (P<<0.0001) (& 3), J&J7 4 )5 16.91%
>12 345 (50.36) 112 (36.25) 55. 523 VLI "P=00001
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Fig.3 Proportion of DAS28 score activity in RA group
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Fig.5 Effect of combined medication on curative effect of RA group
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Table 4 Secondary efficacy evaluation index of KOA group
Yifl WOMAC HAQ HR SRR
B 5] n/fgl ) n/f5l ) n/fl W
Vi 307 63.44+33.91 304 11.12£8.81 306 13.65+5.75
V2 230 55.17+31.42" 229 9.07+6.76" 231 11.81+£5.26"
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*P<0.0001vs V1



FED 2023F98 $54% B 178 Chinese Traditional and Herbal Drugs 2023 September Vol. 54 No. 17

* 5663 »

33

fao189

4,666 7 446
o B \5‘ 52857
= 185471379
= 4 54,0133
:g £3.7353~
z
>

3
Vi V2

VAL ]

—HUKIBZ
—o— AR IR 2
o JAth

—e— PN

o REFERMIT R 25

3.368 4

BR2~ 31080
== 3538
L o8
=20 %82
258061
V3 V4

Bl 7 &AM KOA HIFH#m
Fig.7 Effect of combined medication on curative effect of KOA group
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H DAS28. WOMAC. HAQ #1 VAS ¥4 FFH £
(P<<0.05) D05 B {ofi FH 38 485 58 50 P FH SR BRUK
RELE DG SR IS [H) . R DG 28 I G154k, VAS
P4y DAS28 P4y AL 4Pt C-IR M (C-
reactive protein, CRP). JEKR K17 HEN (P<
0.05) U, [ml B {4 i FL R BH, LK VAT IS RA
% CRP. A4/ %6 (interleukin-6, 1L-6). 2
KAE R 77K F B DAS28. VAS P88 16 7 1 K
HFFE (P<0.05), HIER. HITH Lg%
F020, GRS TR, AT B G
TS B S PR AN B R A B RRENIR YT, 1R S AR
# VAS. WOMAC V¥4 BUa 7 A8 w3 K (P<
0.05), HERAVAIT4L VAS. WOMAC 433 1K
TR (P<<0.05); VRITJE A IL-1B. MR AL
X7 -a (tumor necrosis factor, TNF-o) IL-6 J 35
4R A -3 (matrix metalloproteinase-3, MMP-3)
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K EIEGRITRT R TR (P<<0.05), HinyT4Uk
TREH (P<0.05).
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