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[Abstract] Objective: To review the information and clinical studies of oral Chinese patent medicines

(CPMs) for chronic kidney disease (CKD). Method: The CPMs for treating CKD were retrieved from the
Pharmacopoeia of the People's Republic of China, National Essential Drugs List, and Medicine List for
National Basic Medical Insurance, Employment Injury Insurance and Maternity Insurance. China National
Knowledge Infrastructure (CNKI) , VIP, Wanfang Data, SinoMed, PubMed, Embase, Cochrane, and Web of
Science were searched for the clinical trials of the treatment of CKD by CPMs from their inception dates to
September 25, 2022. A database was established with the collected CPMs, and then the general conditions of the
clinical trials were analyzed and presented visually. Result: A total of 16 CPMs for CKD were included in this
study, including 5 classical traditional Chinese medicine (TCM) prescriptions involving Rehmanniae Radix and
11 new CPMs. The indications of the TCM prescriptions did not mention the corresponding western disease
names, and those of the new CPMs mainly included chronic renal insufficiency, chronic renal failure, and
chronic nephritis. Four CPMs were prepared with single Chinese medicine or active components. Specifically,
Bailing Preparation and Jinshuibao Preparation were mainly prepared with the powder of Cordyceps, and the
main components of Haikun Shenxi capsules and Huangkui capsules were fucoidan sulfate and the flower extract
of Abelmoschi Corolla, respectively. The CPMs mainly exerted tonifying and eliminating effects on the lung,
spleen, and kidney. A total of 892 clinical trials were screened out, covering all the areas in China and presented
an increasing trend. Bailing Preparation was the most studied, followed by Niaoduqing Preparation. Among the
892 studies, 475 focused on single CPMs without combination with other CPMs or therapies. These studies
mainly compared between conventional intervention and conventional intervention + CPM, which accounted for
75.58%. The 475 studies covered different kidney diseases, such as chronic kidney disease, chronic renal
failure, nephrotic syndrome, diabetic kidney disease, IgA nephropathy, and membranous nephropathy, and
involved a variety of populations including the elderly and children. Thirty-six studies evaluated TCM
syndromes, reflecting the characteristics and advantages of TCM treatment. Conclusion: There are abundant
oral CPMs for CKD, with varied efficacy and characteristics for different kidney diseases. However, the
instruction manuals of the oral CPMs are not detailed or standard. According to the clinical research evidence in
this field, the research on oral CPMs for CKD is characterized by a wide scope, rich study types, and wide
disease coverage, while the sample size and quality remain to be improved.
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Table 2 Effect and indication of 16 kinds of Chinese patent medicines
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Table 3 Specifications and prices of 16 kinds of Chinese patent medicines
No. 2 24 TR AR i #/ot/d 7 TR /T
1 ER 0.5 gx42 ki /& 6.18~18.54 8 J& 346.08~1038.24
2 e EN A 0.22 gx 18 ki /% 2232 24 H 1361.52
3 B 0.5 gx30 ki /4 15.01 8 JF 840.56
4 EAE AL 54 g/ 33 AR UL R -
5 EEEARA 0.02 gx360 KL/ 1.36~1.70 K UL T2 -
6 4K 5 i ) 0.42 gx24 K /82 61.08 AR UL T R -
7 7N I b # L 0.02 gx360/300 i /i 2.56~4.6 R ULWIIT R -
8 R 2535 7 5 gx184% /£ 10.69 AR AT AR -
9 HE 4 b 3 L 9 gx10 HL/& 2.47 AR ULWIYT R -
10 B T i 5 0.35 gx24 %i/%5;0.31 gx120 } /K 18.15~32.1 AR ULWIYT R -
11 o T 1 R 0.35 gx24 Ki /& 19.99 45d 899.55
12 B RBEE R 0.48 gx45 F /% 7.78 ESLibig -
13 B 42 4T il 55 0.27 gx36 F /% 13.05 AU YT R -
14 B 4% U Hi 551 0.36 gx120 Jy'/£1;0.3 gx72 Ki/ & 5.54~9.33 AU YT AR -
15 B 43 I 0.34 gx80 H /% 3.62 A BT AR -
16 IR M B AL 3 g/8 ALx240 JL/£ 1.61 ESI R -
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Fig. 2 Number of included literatures of 16 proprietary Chinese

patent medicines
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Table 4 Summary of the comparative types of clinical studies of 16 Chinese patent medicines
T35 %o iR B/ B/ %

R 2+ IR YT 15 3.16
TR 2+ IRYT H IR 145 30.53
PR 2+ 2+ RUA T R AT 6 1.26
R 2+ IR YT < P 25+ MR IT 28 5.89
TR 2+ IR YT A 1 0.21
RO 2+ P4 25+ IR TT P 2+ LR T 214 45.05
o B2 T R A IR YT o 2 A - MR T 1 0.21
PR 2+ IR YT < 2R R+ TR YT 1 0.21
o R G 23 BRI T P2 IR T B T 2 0.42
R+ BB YT HE AT B RA T s AT 8 1.68
PO 2+ G 2 1404 24 2+ IR YT P 25 1475 2 2 12 2.53
2+ IR YT R IR YT A 4 0.84
R+ IR T R R IR T R 1 0.21
TR 2 R+ LR T R R LR T RN 1 0.21
TP G 2+ HUR YT V2R LRI W AT 12 2.53
TR+ 2 BIR YT 2R BLAYT 1 0.21
PG+ 2+ AT R LR T T 2 IR T 11 2.32
TR i 388 L TR AT+ LA T ¢ e VR T RLYA T+ MG R I VB BT RLIR T 2 0.42
PR + LR BT+ LAY TS LAY W IR T 1 0.21
A2 R i+ BIA YT+ PO ZY R R BLIR T  RIAYT 2 0.42
PR 2+ G 2 1P 2 2+ RIA T PE 2 108 2 2+ HLIA YT PE 2 L RLA T 1 0.21
TR KR G 2 RLA T < v R R 7 2 RLA T T B N TS 2 IR T T 2 RLR T 1 0.21
PR+ 25+ HA YT L R YT Y 2 IR IR YT 3 0.63
TGS G 25 1+ LA YT TS R LRI PG 25 1+ LA YT P 25 2+ HLIR YT 1 0.21
L 3B T BIR YT < 2+ HLIAYT BT R LAY T 2 MR YT 1 0.21
£5 16MAMAERKARNREIERTNSEIRE
Table 5 Evaluation criteria for traditional Chinese medicine syndromes of clinical studies of 16 Chinese patent medicines
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