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Abstract: In recent years, the lack of motivation for the creation of new traditional Chinese medicine (TCM) seriously hinders the
development of the industry. By combing the registration classification and evaluation requirements of TCM of the same name and
prescription, this paper analyzes and considers the scientific connotation of registration of listed TCM, and puts forward the research
idea of taking the clinical value as the orientation and the correlation research between chemical substance basis and clinical efficacy
as the main line. On the basis of revealing the differences of “chemical material basis” related to clinical efficacy and drug quality in
listed TCM, an analytical research model of “inherent chemical composition-in vivo metabolism-biological effect” was established to
characterize the connotation of high-quality and excellent-effect TCM. Quality markers were used to guide and improve the
development of TCM of the same name and prescription, so as to promote the inheritance and innovation of listed TCM.
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Fig. 2 Research and scoping of key quality attributes based on chemical substance basis

e, VRN FIESONREIEI . i A TS H00
RIS RS, 1T © L 17 25 WD) < B ot
BRI 2R RS DR R AR A RS
Ko KAAENUR IR B ARG, Rl E BTy
YIARR] R EARHER IR R £
B R L b TR AN L 7 B AR e FURIRAE, M
O b T 255 BRI Sh AL A W) B A At 5 SR 1S AR
FEVE L AF 25 25 o i 15 0 5 AR AU
LV RRS, AR R 2R BRI R BT
6 ET2HFNIZMNESRLHAR

FE W S B AL “A W R Al o B J E F itk
TR B R S B S HOKF B AT I, A B

JR IR T BT 25 5 B S A AT R G %
T2 T2 JERERIEA ] L 7= 1 % 5
TEZER GIFISHEARE, 26T sy
R EANFR RSN EOR, BER T T 2R T i =
F Mt RO B R e, ORI IR R4 R 7 R 2
ANE) T FK AT BARKE PR A ok T R34, A,
B X AN [ e 2 ) ) ot P DA B FE A R 2 A A 1O AT
FIFR T2 & AR 2k, 2GR IR . R A
T2 BT 2, $IFH RS T 23T 2G000
EL oA A e, LA 3.
6.1 ZHHEFIEFMITEL

PE 2 T7 (R JERRIR, 2G5 R kR B

7R
L
— A SR R ot
iR P = H T ETRSUY o [ . g
e WURHERT 5
PRI 25 PR A
R
» — S L S
%R : St o
T2 &, BHOR.
GG i WL
TREUE FEHLIN T a Rt . nak
W7 HRAE Ktk Lo . SR
TR :
[ 5t WRR T ZRI T EBH 5
(RE

B3 ETInMREMBNEEFTZMRSML

Fig. 3 Research and optimization of whole chain process based on efficacy material basis
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SR IL) A G I U H & 1 AR LT SE SO
$EWt, SR SRR R LB SR A ik i A Tt
O b2, AL ORI IR TR R, R
SRR A4 R 25 k], et OB iy e 24 )
IR TE4, A M A I PR S FH A (B AT DR S o
FIZEZGah R . ENAE. HLL IRIR 25 & 24
FAAE RS TEIRABE T, B FCh 2514 1 2- 25 3005
- AT IE- R A 2 Z RG], AR AR
fERRE . BD . s A R 5
FS A, HE— 2D TR AR A A R B R R I 8
iE, HEPERAER. ARG TS &
RHIESEAR 2R o RABUAR DM BRANEYVEAN T 11
B 25 B I R T R AL DR BT, s 25
PEFBURIRTR I 7 A i, SRR
IRHE IR S AR, TR . WG R
i B R 2R 1R e BB AT e B IR T .
82 RIBERAHHMNBHEFFEMERERS
EYIEE

S TS 77 7 oo N Y € R A R i
SEREPERIRL AR IR [R] 42 [R5 251 72 S5 4 (e
ZERTAE, X M 24 P AR H AR VAT A AT b 3
R, RN ARSCS Ll H bR WA . RECRAE
KSR [ SR 2k [ R e, BTl 2y
IR ZBEE I RIS HOE S OGS B SR
REURAR ALY, BME2 (hEZH) R

B R & TS EUI R T s ARk &
(5 BEARERE, BRI TR VA LU sk
FEANFE I = R R 25, WnREESEth PH 2, a4k
A NLEFES 25 WRPZ54a, RA/KRE 2
R, BFHR 1.5 h, HERX K EFATHRE, HRER
HEXTPES . RREIHER . UK K3E &R KREMmkT
Y e, SR T RTINS A v 43 1 X ¢
AR Boy NLEFEIAT T S &ME, 10Xl i
B AR FEEF T MRS 19 BRZGRR BT R
P, A DAATHORRR = SR A 1T E R, =
21 45 8 W24 RIS R 36~ SR 2 R R T s L4
SRR AE R 1) 70 Ak T v 2 R R AR S, 2R
LR MR B i I J T 2 AL R 5 1) 77 Ak
i AiM R, RS R AR S B
RrBURAE JGHB T IR FE AR THAT x5 2R i 4
P, SRTEE EE IR S R R AR, T
2450 HR IR AR = Al B 22 (1) B0 S, Qe v Bl
P 2 R i I N £ H 355, RIS B B 5 3
ARSI H 3%, V)i s A 4 [F 75 249971
RG] R
83 ik “EBULERS-ERKIE-EIHL” h
AR AL S BERRAT, RHE SRR A FIER L
“CONT-THhRL” I A R 2 K R 44 R 7 24 PR
FZG A% ORISR, TR s AE F ML 2 — B
S 7T A AL S FIRIF F0 B A i 113610, I 243K



* 5418 «

FED 20236FE87 $54% B 168  Chinese Traditional and Herbal Drugs 2023 August Vol. 54 No. 16

ol 24 A B S LU A T R, sk = BRAE
BIE AR BEAR R ANIE AR, ANREXS i 25 PRIk A4
PARHT TSI S PR R, ML R G R T2 Th AL
P o Rt 5 AT SR PR R P v RIOBUAH Ea i o i B
FH S0 3 B 5K FH S5 AR 45 20 AR K o
DPRETTRHAT RO ST ANRAE, AR i
o MR HEA. RRARAEAE f AR N AN ES A KT
XHFRBRM AR 257, TR E h gk
BRI o FE, BETITEE ST o 2 2 5 PR A 22
2 A TR AL, (R A 2 S7AH SR A AR A AL I A
IRV AR, WEEAAZNY). HEVERE . 2 A%
ZARIRIEYIRNAIE T FL IR RE, 18I R4t
WAL MR AR RS RORA i
PASCIBRANBIE,  #87 mF 24 5 it JoE A i S 00 Do 2
FHEARIT, b 25 DR s it B S b 24577 200
R B R RPED) SR AT (K A2, 8 I 2 e 2]
A AR B AR -ZE RN A ARG, 9
i T R T TR B DR A A B L, Ltk
RIALTTFI T ZSH, Ftemh 2RIz 4™
TR A DAL R o oA ) 5 B R AR A
RBAR ALY FAREEAGF R

SE K

[1] k&%, ¥R, mE, 5. PZRSHRERER
FHOFFC B S sk (1] Kb EZ, 2017, 34(1):
4-12.

2] PR, REL, EML. A OO R REE SRR R [J].
HrEiZl, 2021, 52(13): 4107-4113.

3] mtA, XiF, ke, & BRFL R IR
PRE L B iR A (7). h Bl R PR ER A A A&, 2008,
28(10): 939-940.

[4] ¥#7, HARR, HiEME, & FER-IHEA ey
FH R A B RRHE R AR B (7], FEZHES
FHIA A 2020, 34(4): 241-260.

[5] HER. & (b)) REEIER “RASH B TE
EFIERT A [D]. Kb IR R BEZG K2, 2019.

[6] #R/ANE, kiE, Zik, & DURE SR SHKHE
B A RE AR M A S R [J]. PEPARE,
2019, 44(22): 4786-4792.

[71 9, %8, AW, % RA—SHEITE R AR
HZTE - RGIRSUE BIE VA e A (0]
FREE 2%, 2021, 19(11): 2245-2252.

[8] KXUpE, B3, 5k PAR: F IEGUH b E 8 603 24
[N]. HEER, 2022-08-08(3).

[9] B¢, Bk, dhhs, & 2R —SUEIE IR R
[0]. tFREE AR — R EHIMAA, 2017, 19(11):

[10]

[14]

[15]

[16]

(19]

(23]

[26]

1781-1786.

BRELSE, KPR, th g S 250 (0], hEE
M2 2022(8): 4-13.

wAAAL. BRI EN (e B (1]
o E 2 IR, 2012(3): 18-19.

SEAE, SE . AN TR DT R B e i g ¢ =
27 [J]. WARAEGEZ, 2022, 18(10): 225-228.

Song X Y, Li Y D, Shi Y P, ef al. Quality control of
traditional Chinese medicines: A review [J]. Chin J Nat
Med, 2013, 11(6): 596-607.

gk, B, SRR, BT AEME S RN HEAE R 2
FRRIFN AR R IR S RE [J]. A&, 2020,
15(15): 2234-2239.

Zhang H B, Zhang Y, Zhang T J, et al. Research progress
on quality markers of traditional Chinese medicine [J]. J
Pharm Biomed Anal, 2022, 211: 114588.

Liu C X, Liu L, Guo D A. Quality marker of TCMs:
Concept and applications [J]. Phytomedicine, 2018, 44:
85-86.

Zhao J, Ma S C, Li S P. Advanced strategies for quality
control of Chinese medicines [J]. J Pharm Biomed Anal,
2018, 147: 473-478.

AN, R, ALTEME, & R T BIEIZIE K R 1
BRFEAER AWM HT [7]. HEZY, 2022, 53(18):
5786-5798.

BERE, BARH, SRR, 55 T HURIS I 2% 2438
R 2R T B R R (0] REETEE
74, 2022, 39(9): 1197-1204.

H2E, IR, P25 S iamE R A 2200 22 1) B
SHRAT [T eI EE, 2022, 37(15): 2702-2705
BORAE, frHike, BIZEAR, S5 BT HERIZHEAR e
TRIT SRR G MR RZ = 2500 (0], R R K
R, 2022, 41(3): 327-331.

TR, BREMS, Zeugne, S5 T RIS KM 22
T2 R T 2 R TG RIRTT LB R A T B Ky
FHLEI BT (3], HPEESEA IR E, 2022, 32(5):
426-431.

KB, Brbk, HAW, & B REREY
(Q-Marker): H 27 fin SRS A S [1]. 5y,
2016, 47(9): 1443-1457.

Bz, KUIE, BURIE, 55 YRR “ Aok
ISR AH 5 1] PEPZ4RE, 2013, 38Q21):
3603-3607.

fEai, 00, 24, 5. DO h 25207 %
PERE TS0 B8 5 T AR R [J]. R E S U5 R AR,
2017, 23(4): 203-207.

FEH], B, TKIRIE. AR BRI A B)
SR (1], 4%, 2021, 45(11): 855-861.



FED 20236FE87 $54% B 168  Chinese Traditional and Herbal Drugs 2023 August Vol. 54 No. 16

* 5419 »

(28]

[30]

[32]

[35]

[36]

[37]

FRAEFE, TFIEVL. HET P 25H RUR D S BAHREIR
frh g5y p kAt [0, b E R A REE, 2016,
46(8): 1023-1028.

Zhou S K, Zhang Y, Ju Y H, er al. Comparison of
content-toxicity-activity of six ingenane-type diterpenoids
between Euphorbia kansui before and after stir-fried with
vinegar by using UFLC-MS/MS, zebrafish embryos and
HT-29 cells [J]. J Pharm Biomed Anal, 2021, 195:
113828.

Shu X, Jiang X W, Cheng B CY, et al. Ultra-performance
liquid chromatography-quadrupole/time-of-flight mass
spectrometry analysis of the impact of processing on toxic
components of Kansui Radix [J]. BMC Complementary
Altern Med, 2016, 16(1): 1-8.

Qu C, Wang L Y, Lin H, et al. Hierarchical identification
of Dbioactive components in a medicinal herb by
preparative high-performance liquid chromatography and
selective knock-out strategy [J]. J Pharm Biomed Anal,
2017, 135: 206-216.

Liao M L, Shang H H, Li Y Z, et al. An integrated
approach to uncover quality marker underlying the effects
of Alisma orientale on lipid metabolism, using chemical
analysis and network pharmacology [J]. Phytomedicine,
2018, 45: 93-104.

El-Banna A A, Darwish R S, Ghareeb D A, et al.
Metabolic profiling of Lantana camara L. using UPLC-
MS/MS and revealing its inflammation-related targets
using network pharmacology-based and molecular
docking analyses [J]. Sci Rep, 2022, 12: 14828.

Teymouri M, Alizadeh A. Chemical composition and
antimicrobial activity of the essential oil of Mentha
mozaffarianii Jamzad growing wild and cultivated in Iran
[J]. Nat Prod Res, 2018, 32(11): 1320-1323.

HMERE, BXiE, 284, 4. UPLC-Q-Exactive Orbitrap
A PR T B AN F L MRS Lot 9
PR IS & (0], RIS Tk, 2021, 33(8):
1308-1319.

Wik, JHT-F, BRaafd, 5. KREBEEAEIT R
HRIFSENE [J]. P2, 2018, 49(21): 5170-5178.
FERE, WETE, WESiE, 55, BT UPLC-PDA 1R4UEE
Kz jigr S s AR R R B B R [J].
24, 2020, 51(18): 4755-4762.

R, P, EFR, 55 DNA 7 TAaid EoRIEH A
e RN SESE (1. FZM, 2015, 38(1):
188-192.

TOHRE, M, IR PAMR T EEVTL B,
PRod 7 2 AR [A] /) SEBE T E AR
230 2013 RE[RIZL 25 GH B 25 Wit e i 1R SR

[41]

[42]

[45]

[46]

[49]

[50]

[51]

[52]

[53]

[Cl. BH: FEmAH A 7%, 2013: 3.

EMH, @R, TER, 5. 2020 G (b EZ )
SO 22 S e 2 S R RO TR L Tl R R 5
[J]. febzyztda ik, 2021, 36(2): 214-222.

Dong Y T, Pei F, Su A X, et al. Multiple fingerprint and
fingerprint-activity relationship for quality assessment of
polysaccharides from Flammulina velutipes [J]. Food
Chem Toxicol, 2020, 135: 110944.

B, BEE, HmaE, & B S T STk
BEHE (1], AR, 2022, 17(9): 1193-1201.
R, A T 2RO T R RS g (0], R
ER25%67, 2021, 19(12): 134-135.

TR, B, M7, & ARSI AL IR
(K177 J& 505 SR 7P 2R HIBUIR (], k2, 2020,
42(11): 2999-3003.

e, MR, 1R, . BTSN TS5
Frfu il — R ERBT T [0]. WK MR SEER 2y, 2022,
18(9): 57-62.

IS, IME, FEGE, & TR IEEGE S T
bR AR BT AUE B IR YT (7], 2, 2017,
42(23): 4481-4487.

Zhang C, Zheng X, Ni H, ef al. Discovery of quality
control markers from traditional Chinese medicines by
fingerprint-efficacy modeling: Current status and future
perspectives [J]. J Pharm Biomed Anal, 2018, 159:
296-304.

ZERERE, WWan, AT, S ) LE 2 R
RS AR R R BUR & B [J]. B R K%
224k, 2022, 38(9): 780-789.

HBUE, XUREE, 5T, 2. g O R E ) R
RGP RGN TR @SN [J]. T E 2 bR,
2015, 16(3): 163-166.

W, B, XNES®, & PhHRERED
(Q-Marker) AT 5t 1t & Joxf vp 2 51 & AT 5T i) 25 ).
HEEZ4, 2021, 52(9): 2519-2526.

Feng G, Chen Y L, Li W, et al. Exploring the Q-marker of
“sweat soaking method” processed Radix Wikstroemia
indica: Based on the “effect-toxicity-chemicals” study [J].
Phytomedicine, 2018, 45: 49-58.

Chen A Z, Sun L, Yuan H, ef al. A holistic strategy for
quality and safety control of traditional Chinese
medicines by the “iVarious” standard system [J]. J Pharm
Anal, 2017, 7(5): 271-279.

Liu C X, Cheng Y Y, Guo D A, et al. A new concept on
quality marker for quality assessment and process control
of Chinese medicines [J]. Chin Herb Med, 2017, 9(1): 3-13.
Wang Y L, Cui T, Li Y Z, et al. Prediction of quality

markers of traditional Chinese medicines based on



* 5420 »

FED 20236FE87 $54% B 168  Chinese Traditional and Herbal Drugs 2023 August Vol. 54 No. 16

[57]

[58]

network pharmacology [J]. Chin Herb Med, 2019, 11(4):
349-356.

iy, ZEF, XA, & ETFPAREREDNE
BT B S IR AT LS ], Ry, 2022,
53(6): 1868-1874.

XNEZFE. PR ENEY (Q-Marker) W KB 5 F
(B [J]. A5G, 2021, 52(9): 2511-2518.

WA, 5T “H-2-W=o0i” K WSROt
()5 A S B Tl B 24 U R L Rl 0 [D]. R K
EFRHR, 2018.

WERE, R, PEMN, & BETPY4RERE
(Q-Marker) HIJGHA LI AL “PE-20-4 7 =J0 R R AN
ERMLEINTZT [J]. H 524, 2016, 47(13): 2199-2211.
XIEERE, ULH, b#&HE, 5. T UPLC-Q/TOF-MS K

[59]

[61]

TR AL A S RN Lo BRIE S 7). th &2l
2021, 52(18): 5496-5513.
Duan S N, Niu L, Yin T J, et al. A novel strategy for
screening bioavailable quality markers of traditional
Chinese medicine by integrating intestinal absorption and
network pharmacology: Application to Wu Ji Bai Feng
Pill [J]. Phytomedicine, 2020, 76: 153226.
Chen L, Huang X B, Wang H, et al. Integrated
metabolomics and network pharmacology strategy for
ascertaining the quality marker of flavonoids for Sophora
flavescens [J]. J Pharm Biomed Anal, 2020, 186: 113297.
Brerdg, xigrn, EEAS, 5 T R EY-AY)
WEPE” RERD TR I 2 M4 (0] hEZ, 2021,
52(4): 1135-1142.

[ttt RERE]



