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Risk Assessment and Analysis of Traditional Chinese Medicine During Pregnancy Based on
Efficacy Evaluation®

DU Boran', SHI Xiangjun®, ZHANG Xueyan', WANG Jiandong' , FENG Xin'(1. Dept. of Pharmacy,
Beijing Obstetrics and Gynecology Hospital, Capital Medical University/Beijing Maternal and Child
Health Care Hospital, Beijing 100026, China; 2. Beijing Tiantan Hospital, Capital Medical
University, China National Clinical Research Center for Neurological Diseases, Beijing 100070,
China)

ABSTRACT OBJECTIVE; To analyze the efficacy of traditional Chinese medicine related to pregnancy risks, and
evaluate the pregnancy risks of traditional Chinese medicine based on contraindicated traditional Chinese medicine
during pregnancy listed in Part I of Pharmacopoeia of the People’ s Republic of China (2025 edition, hereinafter
referred to as “ Chinese Pharmacopoeia” ). METHODS . Based on the data of traditional Chinese medicine recorded in
Chinese Pharmacopoeia , the basic efficacy of each traditional Chinese medicine was separated and formed, combined
with the contraindications of traditional Chinese medicine in pregnancy, the risk and efficacy of traditional Chinese
medicine in pregnancy were analyzed by statistical methods. RESULTS: Among the 616 kinds of traditional Chinese
medicine recorded in Chinese Pharmacopoeia , 353 kinds of basic efficacy were sorted out, of which 17 kinds of efficacy
were significantly correlated with pregnancy risk (P<0.05). In addition to 38 kinds of contraindicated traditional
Chinese medicines in Chinese Pharmacopoeia, 113 kinds of traditional Chinese medicines with pregnancy risks and 13
kinds of traditional Chinese medicines with anti-abortion effect were evaluated based on the risk and efficacy of
pregnancy. CONCLUSIONS; Based on efficacy evaluation of pregnancy risk, the pregnancy risk of traditional Chinese
medicine can be effectively evaluated, which can provide reference for the further construction of the safety evaluation
system of traditional Chinese medicine and Chinese patent medicine during pregnancy.

KEYWORDS Traditional Chinese medicine; Efficacy; Chinese patent medicine; Pregnancy; Risk evaluation

A FETH K A RBFE IS A H (No. 72204170) ; B #8 A & L 3 (No. Tk 2024-2-2115) ; H E 252 S R B 22 Ll 22 B &5 R Bt
252 BHIFL T B ( No. CPA-Z05-7C-2022-002) ; HhAR BE 2223 IR R 25243 25 2023 4RI BR 2524 75 4E 351 H ( No. Z-2021-46-2101-2023)

* B FALZE, WF57 0] 255005 I R25% . E-mail : dbr@ cemu. edu. en

#BMEMEE 1 FATEM, #5710 077F, E-mail ; wangjiandongxy@ cemu. edu. en

# (SRS 2. FAEZHIW, WFIT T I . IR IR 252 E-mail ; fengxin1115@ cemu. edu. cn

- 266 + Eval Anal Drug-Use Hosp China 2026 Vol. 26 No. 3 rpE B B 2T S5 40T 2026 4E5R 26 B58 3 1



TEYRI 25 W) B2 EE AT TG LB 0 5 )2 5~ T 50 1) o 45
W P B S AR YT IR YR 2 RO A O TR B Tl
IR AEEHITAG R 2 B v s 24 A0 OC LR X T 4 U 9 22 4
B2 G — W FRABAR I, 50 P 2y B 24 it A 3 ke = A R )
LAPEFRA | AR RTIE FE 505 Fh 2 HEAT T
UEURIN 2 AV VEAY , Fhvh 47, 5% 0 v B 24 1 24 it Uk W 43 77 1
SRR 2 2V e 2 i Ry i A A A L

Fe [ oy AR R 2 S O AR ORI S B IR I W R T
PER ML (AR R TCR TIRIT sl A%
Bt R TS 05 R T e 2 R 2 ) e ik
JFIAR T A T 242 W X TR IR e A e T
T T v BR 2 S RS ST A P 2 R R 2
TR AR , i Al P 25 B v 24 G W ) 2 4 P DAl P T i
IR — B3 3 X (A N RG24 4L (— 3 ) )
(2025 4Fffe, LA fig w2 1) 7 ) A 24 A0 56 D skt 47 4F
3 U A P 2500 L B RERE D2, 455 AR A S b 25 0 2
SRR L, PP AT GETT27 T8 SO0 2 4 RSO0 XU D25 5 T 4
U XS, Dk, e — 20 DA o 25 B AR IR 22 A, iR TR
TG ULIR I I 245 % R BHR S e 2%

1 #MEHE
1.1 SEYRHEARUEE P25 B Th3 53 4

BERT R [ 2 8 B A S5 S0 AT B, HEBR AR ik IS A0
G NG B VS B R PSS NG SESE TP St
B PP 25 B IREATIR I3, JE B W v 24 X0 R A Sty D)2 [

I AR P R 25 L) PO T AR R AR A XU 70 A | X R
WIAS B 25 D RGHAT 0, B e 920 B B Gt 2 B
2 AR YR RS TR, I 1

®1 PAFRARB R ANGEITEDN

TiH TR (+) TR R (-) At
IERAE R (+) a b ath
R R (-) ¢ d c+d
&t atc bd N=athtetd
1.2 E T P25 iR KU 1

W AT URIAAE S 2 DR, AT o [ 2 ) T
2R S R RS, TP 1 R BT XU Th A A 3 3K 7, k1 4
IR A RS T8 A v 24 A AT R XU
1.3 ZEHE

N R Studio " STATS #BEHLHEATX® K545 K Fisher A&7
g, P<0. 05 HERA G4 L, P<0.01 HEFAW B
Gt TR OR
2 #HER
2.1 WEIREAREE 2R Th LS

(hEZ) hak 616 B 2y, PR R E T, S AL 353 B
SERNTh S, b R B R A v 1 A D A R T A (153 1R |
fAE (146 ¥) (LI (130 ¥R) 25, R A R 301 XU Zh g it v 24
TG0 AR B2 h 2 Thag Rk, A 5
R SURHE R DA R AR G 17 A5 ok P<0. 01 B9 T3
11 4~,P<0. 05 ZNECH 6 4, W3k 2.

K2 hAFREARKE IR RNRITFESHT

15 PIL a b ¢ d X2 OR p

1 157K 4 1 34 577 — 67.88 <0.01
2 T 3 1 35 571 - 49.46 <0.01
3 B 3 1 35 571 - 49.46 <0.01
4 i 7 3 31 575 — 43.28 <0.01
5 i 4 2 34 576 - 33.88 <0.01
6 B 3 3 35 575 - 16.43 <0.01
7 HE 5 10 3 568 19. 60 8.61 <0.01
8 e 10 37 28 541 20.06 5.22 <0.01
9 Al 6 24 3 554 10.42 4.33 <0.01
10 it 2 0 36 578 - - <0.01
11 b7 2 0 36 578 — - <0.01
12 big. 2 2 36 576 — 16.00 <0.05
13 iz 2 2 36 576 - 16.00 <0.05
14 E 2 4 36 574 — 7.97 <0.05
15 Fe5 3 9 35 569 - 5.42 <0.05
16 e 4 15 34 563 - 4.4 <0.05
17 W 4 19 34 559 — 3.46 <0.05

SRR X SRR Fisher R,
2.2 EFIHHH PR RE TS F3 HBERIRR R RRH G2
B G W I AU DI e, R 90 4 e 30 XU B 80t ¢ P ] TiH TR (+) TR R -) At
2i00) i) 616 B P25 T ST WA RO PAG e 2t SRS w 1 3
SO KU, T o 24 A 9 DL 9 BB 20 71 05% (27/38) fﬁ’fﬁw ) 1 o o
5]

W3, ChEZ ) TR 38 FE A RIS S b 2550 R
SRS XURS: DA ) VAl | A7 7 SR W RURS: B9 v 25 4 113 B
LG II P25 A 13 Fh W3k 4,
3 g
3.1 PEHERARBRL RIGE

FeE 2y A b, FLAE AR DURH (e AR B 22 ) BE 30K

PEBERBTIZS I 508 2026 £E45 26 55 3 1]

T:0R=10.1, X*=56.45,P<0.01,
R VBE BB IR A 6 M A BRI, 5
(RFRETE) (AR B ) SFEEXA IR AL & B IG iR
SN2 2ek
Wi 5 P 24 [ B A A T3 B, s vk 0 3 T 2 g 1k R

Eval Anal Drug-Use Hosp China 2026 Vol. 26 No.3 - 267 -



R4 GRERPES ERBRE  ZRIHHE

SEARIIAS B2 (38 )

ST REIA AR 25 (13 )

TR T2 (13 )

BF T A B G BRET
i3 N TR R N
AR SN N AN E S
LON S0t NEE TR ANE NP EAN
sl B (L) A 2% kK
B KA HE i SR L
KA RIESE BT H ST
NG T&1HE T4F

BT SR B RO R L R BT TR B L T S B L
WL OUEE e DUBE I SRRSO BB IR AR SR R T L BURIT B CHE KEGR
B A DR L T OURE BRI AR R SLATRE SRR BB KA 0 R ST B
RIESEL AR JIAGE JIOUEE AR 8 Bt L& IS T BT R T R &b 55 T
FH B U RO R AR AN AR AL R R R AR S ERET ST
T ZLAE AR K IR B KT RNy CREERIN) (KR (2 el sk e 12
URE NNV SR RE NN SiV/EN S Nl Nl RS LN TN S Wl IS
I UKV ATERE R A2 SO (e 12 R KT

RUT FH ZHLED
1R TR UETNEE
ot EAE

2y ST T N RR S A 2 B A BER (FDA) (19 ABCDX
FRE 7328, (25 258 ) hPPAR T 716 Fheb 25 1 4T Uk
ARG, Hor 128 Rl 2P e A IR KR . &85 B ST A
XoF AR v B 24 Ak R VTR DL K AT A B IR 25 9 43 O K
LB Wi RS 26 RN ST
T AR 30 X 25 0 A DU A R R VA 2 R AT A, e KU 25
(4 DU AR AR TR FE P BRSO S L, IH 2 LURE
ZRE WS A BT 68 2 H W 5 51 Kk E R AR
—3,

e R FH A, B AT LA A BOE B, IR JEa . R ia v 5,
X T2 000 2 18 A U 2 22, e W32 =27 I AR IR A
20, B AU U 2 DL 25 W0 4 sl iR 06 R ife R B 7 o
25 RS A I , ok LT B B R A 2o dE
FFFE IR TER, 25 G AR = ) Bt T A
BRI, DOy 2 Ut B A T IR AN 18 FH 40 U S AR i 7L
WA,

ABIFE B E 2 ) 2 i Tk, AT R RS TR R
2SR Tk, 1 — b X A 2 A A A AR DD XIS 2 0 A SR
DRGHFATIEAS AL 17 A W] REAEAE R AT ORI RS T3k, P4
TBRCHEZG ) i A IR AR S P 254 113 B3R
W57 550 e A A RSy T 245 o ik — 2 i P 3 S 2 B 1A
T 2T R RS BRI S Je B %

3.2 HHRPRBERAGYREITEHEEROET

B 5 1 T AR A ASTBEER | LK BE 2527 KT B AN W K
J , R v 24 R v i 2 2 R 0 AU S R, A R P 2 %
H R 1 RV VA 1A RN R T I 7 R R — ) R
H R E 25 3 ) ot T AT R IR 2 250 O ek, (10
b XA 259 BRI BE T A D BT AT IR 3K
WS I8, REAR KT A I A XU v 245 A7 A O A B vt T 4R 4R
RS 25 B A SN T

JUE HAT A TR RE (AD) HARR )2 X T2y
Ko L2 B AT R B RS A b AT AR AN A, 2 () JBAE T vh
25 T v 24 S RS KUK, (LR BT R TR 8 S R 1
N FHEER 55, $E—25 Ky i B A s 2 R E e, R
T BUHETE AL B AN T 24 B v b 24 4 4 4 XU DA 10 iz v
J3U I AR B 2 AN, B B B AR B IR 8

YRR T2 B0 5T 2 1 X 2 7= 40 1 J 1) iy s P O 2 1
5%, 2 FDA T 2002 4EE 7 ROk 25 80 I ' AR

- 268 - Eval Anal Drug-Use Hosp China 2026 Vol. 26 No. 3

HE K RCOPEEIRAZBIC L Z IR BRI 28
I, FETIEYRA B0, e A ZOE h 2y Ko a2y
Y25 2 515 B ARG R (5 5, T 1T v 245 K v 24 (i e 4
WS AL A

3.3 HHRBFHGERAGZINSHEIS IR

R BEIT SO AR BTIR A 2577 T2 B BRI 252 A R

TR 2RSS W EEN AL —, EIRNZ = T2 ddh Ko

JRZG BRI RS A AR A IR 45 2 B 2024 4F

9 AAbi I RE2y =41 1M 2R 35 H 0 faf 8 57 4 0% 300 v 7L 3

2521192, AT v 24 B rb ik 24 O R 4 R 90 JXUIS: A | TR

Wik 2 N\ BT E M,

IS 2 IM R ST 8 H ML U IRIE 0 A 25 6 LA, IR TR

i B LA B SR A2 2 KU A 2 2 ok

25t T H 2 A 5 0 R 7 R 25 2 Al ik o AL AR

25 Tiak, L B AR TR AR S i vh 24 (81 AH BLVE T, 2 — 25 0P A A R

1 EZT ) AR

BT, X6 T rh 24 B rb sk 24 4 B 0 XUR SPAL B9 2527012, i

B2 AR AL IR 55 AR AR A B2, A B 35 A A

SRR R AR X H A5 K RS R, R R

7S DA

25 LT BT 2 T SRR A ASOPTAG v 24 4 R XU

Al B AR P 245 £ [ B R e e PR FH 245 22 4, il gtk — 2B vy 2l

K2 i PR & e PE PG R R IR HMESE S % |

[1]  BIRRU TALABI M, MILLER R, KRISHNAMURTI T. Medication
decision making under uncertainty; considering chronic disease and
pregnancy potential[ J]. Semin Perinatol, 2025, 49(3) ; 152057.

(2] /N5, PO Kb 25K 5 e A RV P 2 B K 22 S VE TP
FE[D]. Wb, mFRHE KA, 2021,

[3]  AhBEAR, SR, Sk, S Hrseh U] RIS 2 259
A SRR WG AT (D). P EZ AR, 2022, 57(12)
991-995.

(4]  H5x, B8, fI5a0k. (0755 st vh B2 28 SR 7 1 R B 4
()], FPAEFREZAE, 2021, 36(6) : 3416-3418.

[5] ZEfeE, RiE, PRELL, . (I A KRR TR s
NERSIRFEA[]]. WRIEGEEZ], 2021, 17(6) : 184-186.

(6]  TRIEDF. LRURES S b p 2y 22 2 PRV 0 95 b5 2 31 55 B Uy F 5%
[D]. B#B: BFRHE RS, 2024,

(7] B8, REZE D2 EREEEETOROC LT, v I IR 24 3 2

I BEBE 2SO S50 2026 4E5F 26 55 3 ]



ZriE, 2019, 35(14) ; 1537-1540. [16] ALHEEM, Mk, s, FEE FDA B2 10 25U Y 5547 M 5%
(8]  WhBRWF, WI/NDY, Mok, 45, WRURI 25 0 4 S MPE i W[I]. hEZEZE, 2016, 51(12) : 1049-1054.

HEAmE 1], BE25 SR, 2023, 42(6) : 858-862. [17]  ARFER, 228000 P EEERAZSIE L KR [T]. hEZ %
[9]  skvk. a2k M), dbat. AR DA HREE, 2015. 205- Zrik, 2021, 56(20) ; 1621-1630.

206. (18] JAHE, XM Hhzh LT fE Rk A 2t B &M i 4
[10] &8, 5%, BEW, 5% MR ST bri S5 REHR T[], hEPZZRE, 2011, 36(20) : 2776-2778.

RKON) : WIRM AR 25 #E[ 1], rPREBE R 24, 2015, [19] ZEEE, BRE, INHE, 5 REETFHIWZ% TSI R

35(17) : 1529-1534, 1615. PEWELT]. P EBE 2SR, 2025, 45(6) : 695-700.

(1] Z5ik, BRIB, BL5%, 5. T UM IREE 2 rh 25 Mk I 4 % [20] *HaBH. Zy2EMRS USSR . Wiy R FREAT[T]. hET

REAMHTLT]. HEEZE, 2017, 58(12) ; 1057-1059. H:, 2025(6) ; 50-51.

[12]  ARFERE, SE, TREEHE, 55, H ARy 25900 S R 31 R 2L [21]  FAR, Wik, AR, B2 40 Ui 25 2 8 IRUBG PE M 5 2 24 51

RV A Kot 3R B s 2 s [ D). A B R B 25 PR BROERELT]. REZYIER, 2023, 20(7) : 836-840.

ST, 2024, 24(7) : T78-782. [22] EF, B TR, S PLEGRNTZ % At ST
[13] 20k, skvk, SRERR, . 36T 4 FbLas 2 ) Bk i ki) v ()], PEPZEZE, 2016, 41(1) ; 150-153.

BRI [T]. hEZ ) 2021, 52(24) : 7596-7605. (23] R, hes. TSI SR T2 2% 12k
[14] R, Bk, K8, . DeepSeek-V3-0324 KA AITE 242 SRR ST, hEAEH R, 2025, 33(2) : 74-76.

IT2HZEE P R LT]. hEZ B, 2025, 36(17) [24] Apa, g, SEUsh. JbaT v B BE e Tk 0 rp 24 24 2 il 55 452X

2192-2196. WREE[I]. WIKRWIRIT I8, 2025, 23(7) . 78-82.
[15] E#E, kI, fkik, 5 TSGR E 2 E b2 [25] 4. BORGIES = FER D22 A AR 53196 T].

GPVE R G 2 s B [T]. PR, 2022, 19 FREE 2 PN, 2024, 32(4) ; 76-78.

(6) : 585-590. (ks H 11.2025-10-16 &Rl H #].2025-11-17)
(_LBE5 265 1) BZHl RIS TEXT BBFIT (D], M. B P2 K2,
(4]  AH, B9, PV alfbs EA AL K IRIT B 2024.

MLBFFEEELT]. P E PP ELS& B R AR, 2021, 22(7) . [14] RiF, TR, 22008 % FLT Markov BEAIPEAN % 10 ] fth

641-643. Xof HeE 20 AR £ 2 A 9T A 3B A AR AR B R AT 0 8 B 2 E R
[5]  HEAE, KA, MI0E, & 3T A TR0 B4 [J]. "PEERZ R, 2023, 43(4) : 409-413.

Bt (il FHAMRLLZAIT IBLR(T]. BT ZY, 2024, 53 [15]  xIMsFRE. 2 vb el B4l AR LT 40 M A iR TR YT AE R PR L R %

(1): 77-79. BT B P B 4 1 PR AR A [ 7] SRR PR IS 2 4%k, 2024, 28
[6] AEAME, HIUEK, THEWE. LSS K I EmE w5 (24): 121-123, 128.

BIT BT RS E R ()], R 2 AR, 2017, 26(22) : [16] #4525, B0, W% R H 2R A5 Hepeidin 7P A A SE P

2701-2705. WEEE[T]. WPESREZS, 2014, 21(19) ; 18-21.

(7] 2, A&/, 28, 5. PUal gy v s s i B B [17] STANCU S, BARSAN L, STANCIU A, et al. Can the response to

PR MG AT ROEM [ ], P E MR AL, 2022, 21(7) : 483- iron therapy be predicted in anemic nondialysis patients with chronic

486. kidney disease? [J]. Clin J Am Soc Nephrol, 2010, 5(3): 409-
[8]  TAT, %8k, ToRb. NEFELD Y wl bt A5 b7 5 P 2 a0 416.

BT R e vk g (T, P R B 25 1A 5 (18] P EEIGYME T NARHE 4345 B M2 i HE 7 TAEA. P EE

2025, 25(10) :1170-1173. PEFLIM ISR IG IR LR8I [J]. PR B2 205K, 2021, 101
[9]  HJEAMg. BV a4 AR LT 26 G # KGRI T 2R IR AR Y (20) ; 1463-1502.

MRGET R BT A B [ D], B, ERER K [19] MCHUGH M L. The chi-square test of independence[ J]. Biochem

2 2023. Med (Zagreb) , 2013, 23(2) ; 143-149.

[10] 7%, ®E, (s, ByhaMb 5 E A AL KR et [20] MANN H B, WHITNEY D R. On a test of whether one of two

MRGENT B E E R M AR, PEEZ SR, 2021, 18 random variables is stochastically larger than the other[ J]. Ann

(11) ; 137-140. Math Statist, 1947, 18(1) ; 50-60.

[11]  Bhgisr, Z=2s, R, 55 By EA AfEaRIRIT [21] UYANIK G K, GULER N. A study on multiple linear regression

Y RRMEMBGEHT BTN A S S BRI [T]. T E 2, analysis[ J]. Procedia Soc Behav Sci, 2013, 106; 234-240.

2025, 34(2) . 101-105. [22] LAVALLEY M P. Logisticregression [ J]. Circulation, 2008, 117
[12]  skiiE, %%, 43K, 2. 2 el fil e X)L 5 20 A AR 41 3 10 (18) : 2395-2399.

WIRT AR R LB AT B LT I A A b B e k[ )], EPR [23] CHAVAS J P. On multivariate quantile regression analysis[ J]. Stat

MR ARG, 2022, 42(3) : 394-397. Methods Appt, 2018, 27(3) : 365-384.

[13]  gkerMy. TLA AMRZLZIEA 2 V0wl B P 32 iy ORI 4 0 (ke B399.2025-11-25 &[0 H1.2026-01-20)

PEBERBTIZS I 508 2026 £E45 26 55 3 1]

Eval Anal Drug-Use Hosp China 2026 Vol. 26 No.3 - 269 -



