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Clinical comprehensive evaluation of Chinese patent medicine for the treatment of chronic hepatitis B
SUI Shuying, ZHOU Yikang, YANG Nan, HU Ming (West China School of Pharmacy, Sichuan University,
Chengdu 610041, China)

ABSTRACT OBJECTIVE To compare the clinical comprehensive value of 15 Chinese patent medicines for the treatment of
chronic hepatitis B, in order to provide reference for clinical rational drug use. METHODS According to the Management
Guidelines for Clinical Comprehensive Evaluation of Pharmaceuticals (2021 Version for Trial Implementation) , systematic
literature review, meta-analysis and other related data analysis methods were used to perform qualitative and quantitative analysis
for the safety, efficacy, economy, suitability, accessibility and innovation of 15 Chinese patent medicines. RESULTS In terms of
safety, most of the adverse drug reactions of chronic hepatitis B Chinese patent medicines before the market were unobserved or
unclear; post-marketing safety took nucleoside analogs as the intermediate bridge for meta-analysis, there was no significant
difference in the incidence of adverse drug reactions among the combined regimens of Chinese patent medicines (P>0.05), except
that the combination regimen of Fuzheng huayu capsule, Compound yiganling capsules versus combination regimen of Jiuwei
gantai capsules showed statistically significant differences (P<<0.05). In terms of effectiveness, the results of network meta-analysis
showed that most Chinese patent medicines, such as Fuzheng huayu capsules combined regimens, had no significant differences in
effective rate, HBeAg negative conversion rate and HBV-DNA negative conversion rate (P>0.05); however, in reducing the liver

elastic hardness value, the combined regimen of Dangfei
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liganning tablet (capsule) was better than the other combined
regimens (P<<0.05). In terms of economy, the highest cost
was the Shuganning injection, and the lowest was Hepatitis B
qingre jiedu granules. In terms of suitability, most of the
medicines were capsules, tablets and granules, which only
needed to be sealed to store and taken orally or taken with

boiling water. Compared with injections and some similar
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products that required strict control of storage temperature, its suitability was better. In terms of accessibility, from the perspective
of drug price and affordability, Shuganning injection had the highest average daily cost, the number of days that needed to be
borne by the average daily wage was the highest; the average daily cost of Compound yiganling tablets was the lowest, and the
number of days required to be borne by the average daily wage was the lowest. From the perspective of availability, Compound
biejia ruangan tablets, Dangfei liganning capsules and Wuzhi granules were easier to obtain. In terms of innovation, the 15 Chinese
patent medicines included in the study were all domestically produced medicines with a relatively long-term theoretical basis of
traditional Chinese medicine and experience in human medicine, and had good industrial innovation. Among them, Compound
huayu tablets (capsules) and Anluo huaxian pills were protected varieties of traditional Chinese medicine; Fuzheng huayu tablets
(capsules) with more patents had 6 valid patents, all of which were patents for invention. CONCLUSIONS Wuzhi capsule, Sedum

sarmentosum granules, Compound yiganling tablets, Rhubarb buchong pills and Dangfei liganning capsules have high clinical

comprehensive value.

KEYWORDS chronic hepatitis B; Chinese patent medicine; clinical comprehensive evaluation; rational drug use
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1.3 ENABSFE
DU R DA R R 51 2 R AR W 24 e IR Z5 5 VA

EPRFE R (2021 AR T) )N R BER h Hem , 25 4 (rp
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Bt BRI R AT ST EREFH R R Meta 73
SN ]

EEtE AR ST ERZREER 8 0,
B

AREE RO T BAEE R TR BRRE AR R G,
T B AR B LA
B P DI R SR R AR A ERAR B ERR BRI
FEERER FEING
2 #HE
2.1 HETEEER
FEAS RS2 Sk 2 085 5, B SC S0k 48 5, B
A SCER G LT 1 879 SCiik , #ie RO A FHEBRFRUESES T
i Ve K AR VPN 5, B AN 214 5 SCHR A T TS 2207 o
22 ZEMITMER
PR 1o ol TN IR A R TR i: B U NS
TRIT NS T 48 Hh L 24 B AN B RN Sk v oA 4% 381 1
AN B, o A2 0 O e B IEAR R () (&F
JHF 7 PRSI P B R S Ok ) B s PR IL R IR
) R UL L RS s R G MU Y . 7E
T 2 Ay T, 8 3 A A 2 I A 24 M
Jay B AT B S 2R 15 B I, 25 SRk BR 2 i)

FREZ D 2023 4F5 34 445 51

TSR IR I, TR A S HT ) SCRk R 4
T ) B R ARG S e DD R R RS
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(R4 ) FAS B BV SCHRECR 17

R — BN B TTIRYT SR, SOk KA
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NAs) B TR o R, OARIFFE LI NAs FI TR &R
o 25 R A AR R A7 IR Meta 23 #1T . LA NAs Ry
(AR R A T AR Meta 2387 , HLA8 A 42 55 SCHR, 5 S 10 Fif
YNARIT I R Z A BN KA SRR R, 25 R BN,
4R IE AL #E+NAS[OR (95%C1) =0.29(0.13, 0.64)]
AP NAs T RAIA KRR KA R A% (P<<0.05) , HiAx
T2 +NAs 5 HUH NAs e, AN BN & AR 22 5T
Giit#E X (P>0.05), WL 1,

Compared with A ORISEHCH
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——O——————————  2.50x10°(8.00,1.80x10%)
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ERBTG AR L (P>0.05) , K.
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NAs NR NR NR NR 029(0.13,0.64) NR NR NR NR NR
1.13(034,3.27) TR MR NR NR NR MR MR MR MR
1.68(0.69.429) | 1.50(0.37,6.97) B NR NR MR MR NR MR MR
NR MR MR KA MR MR MR MR NR MR
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231 ARCE BLUABCR AL )RR TR o 2
2 SCHR A D UL NAs Sy e [a] 4 22 i ”‘Wﬁ
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) A7 R0 LA ﬁﬁ‘éim%ﬁﬁaﬁ(%ﬁ&)mm
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Compared with A

D — 4.30(2.90,6.60)
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A INAs; D: 2 A LT ALA+NASs; F o 58 R AL+NAs; G : T 4 B
B CIORD)+NAs 3 T 25 CFIFT OB ) +NAs; K« 3R IE AL+ NAs 5
M 52 77 i HVRRJTF - +NAs; O 57 35 JIF 72 156 8 +NAs; P JIF 98 50k
NAs; R: JURHTFZE I 2E+NAs 3 S 75 B 71 1 (ks ) +NAs; Vi EF AT
TSR NAS s W o BUS T OB+ NAs : X : FLRRIEBE+NAs; Y : AP A
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B3 EHMA+NAsERANAsHRZELREER
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2.3.2 HBeAg#:BAF 1L NAs Ky v 8] BF 22 v 47 Rk
Meta 737, 44 A 56 i SCHR , ¥ S 1L BRI WiaI T T 8 2
6] HBeAg 5 1R b #s . 4550 TR, AL LF IL+NAs
[OR (95%CI) =2.00 (1.50, 2.50)]. % H! A AL +NAs[OR
(95%C1) =2.10(1.30, 3.50)]. % 1F 1k 5% i 4% +NAs[OR
(95%CI)=1.80(1.40,2.40)]. 5 J7 5 H 4 JiF A +NAs[OR
(95%CI) =2.20 (1.70, 2.90)]. #F #& i ki +NAs[OR
(95%CI) =3.70(1.10, 13.00)] . XL FZ i T kL +NAs[OR
(95%CI1)=1.80(1.30,2.50)] 5 5. I NAs [1#¢ , HBeAg 5%
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R: JUMR I ZR I N As s W2 B 7 ORI NAs 3 Y = 2 JH T $A i 47 5
Ki+NAs

B4 EHEA+NAsSHEHANAs FRZ A L% HBeAg

HIARHZNRE

AR o 22259 R v [aIHr G264 7 AR Meta 2047,
LA 6 5 SR, 25 S 4 R 25 W[ 25 AR T 7 (B )
HRIEALF I 2E 07 A R BRI VR T R 2
i) HBeAg %% 151 A . 4R R, 2 SR 7 (1
PE)+ T E a K25 [OR(95%CT) =3.79(1.36,10.68)].
OIE AL S B+ T F o 5254 [OR=23.47, 95%CI
(1.25,10.3)] 5 H TR « 25 ¥) Huis , HBeAg # B
R I G4 L (P<0.05) , ¥IHEME 7F HBeAg %
B, Emg . &+ TR a BAGY I RZ M K,
HBeAg 543822 5 o gi it 78 L (P>0.05) , K[ .
2.3.3 HBV-DNA#4FH3R  LINAs JyH a7 2 0EFTRIR
Meta 7387, LG4 A 112 55 SCHR 9 S 12 Fh 2003697 7 %8
Z 6] HBV-DNA % [ 3R 1 th At . 25 R 8w, L4 L er
FL+NAS[OR (95%CI) =1.90(1.40,2.70)]. % /! i JL+NAs
[OR (95%CI) =3.50 (1.90, 6.70)]. 4k 1F fb 5% i % +NAs
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[OR(95%CI) =2.20(1.70,2.90)]. 5 J7 ¥ H 5 A +NAs
[OR(95%C1)=2.70(2.10,3.60)]5 8./ NAs 1% , HBV-
DNA #3822 R Giit2e 8 X (P<<0.05) , ¥ REfE F
HBV-DNA % [], WK 5, £ 2 +NAs J7 2 Z [\ i,
B84 KA T B (5% ) +NAs X L5 F AT AL+NAs %
[OR (95%CI) =0.41 (0.17, 0.94)] 1 & J5 & W & AT
+NAs 77 % [OR (95%C1) =1.87(1.02,3.47)], HBV-DNA
R 22 3G G024 X (P<0.05) 4b, Hips 4% bl 2
+NAs K 2z i 22 R ¥ Ig it %5 L (P>0.05) ,
UL 6.
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Compared with A OR(95%Cl)
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F —o— 3.50(1.90,6.70)
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2.3.4  JFESCPEREEE (A PR DU St 0 oM 25 )
FEARI T2 o ZE2G WG SOk L /D U DA NAs Ry
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YL EACET AL AU Y R T R (e ) 4k
MR E NC-w LGN E ST A T Zal]
JF I S S B (%) H e o &5 01 s, AU P BIAL+NAs
5B NAs Fe# , AT v 4 2 (8 22 57 T AE T2 3 L
(P>0.05) , AT Z 50 HINAs tis, 22 53596 Geit#
H X (P<0.05) , Al i & FEAR P B e s 2, PRI . 4%
TS ZGHNAS IRYT T B Z [ A, B 2 AT R O
#)+NAs Lﬁﬂ?ﬁé%ﬁmm TRYT 5 S I A s
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FT MUK Meta 40045 A5 BN RR S5 & H ¥ i,
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A SR R R BRI T AR . A5 2,
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B TIESHR 24780 13412 200mL 15 3449701
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SV ET I 7 T A, RHB oA 2 1 IR sl 7K of
IR RAER . FEAEAE S5 T T, R 4318 1 & R 58
AT B B ORAT , B T T I T AL HA%
TR EEAE 20 °CLL R 830 °CLAR , {4k IEAR i H (Jie 4 )
S o Y 101 AR 3R AR A e 70 By — S T A
A P T ) ) AR =t T 5 T PR R
2.6 FIRMITMER

FEZ4 A T T e R 2 W B R B 2
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A 255 H MRS, LUE R G R 2020 4734
PSR A Y T %8 (97 379 70) AR I H ¥ T
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PR B £ (83.59 d) , B 3 IF R A 75 B H ¥ T %%
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U R B 1056 95040 356 NA
JliReril i 999 899.10 337 NA
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itk 289 260,10 097 NA
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