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Abstract: As people’s attention to health continues to increase, the market demand for traditional Chinese medi-

cine (TCM) is growing steadily. The quality and safety of Chinese medicinal materials have attracted unprecedent-

+EETH: BEE LA AR (2023YFC3504103 ) B R B R A G R BERF LR ELEZREH — M HRA
(2023SKLDRS0103) ;2024 F & B K 25 Jb AR A 53T AT 20 3742 (2024701 ,2024702 )
E—EER/N L2, L, AR AT O PHRTEHNAAERGHAR, E-mail:wayi_1986@ 163. com; ¥ ¥ &, 5
F,EEHT ARG G P HARMER R EARL , E-mail ; shenmingrui@ chp. org. cn
# ok WIEEERN 2L F, EEHFMAFT 0 : PHRAEL X4 A, E-mail: jhyu@ nifde. org. cn; 304, 2 R ;AR 7 @
PR %A, E-mail; weifeng@ nifdc. org. cn; I W, AR AE, AR R, A FIW ;R F
WM B AR AR R . Tel :010-67079501 ; E-mail ; masc@ chp. org. cn



- 84 - vb [H 245 W B 4E Drug Standards of China 2025, 26(1)

ed social attention. In particular, the issue of exogenous harmful residue pollution in TCM has become a hot topic
of concern for both regulatory authorities and society. The Chinese Pharmacopoeta 2025 Edition further refines the
detection methods and limit standards for exogenous harmful residues in TCM. This not only reflects China’s high-
level emphasis on the quality and safety of TCM but also demonstrates the continuous progress made by China in the
field of TCM safety supervision. Basis on this study, by systematically reviewing the development history of the
detection standards for exogenous harmful residues in TCM and analyzing the revisions and updates of these detec-
tion standards in the Chinese Pharmacopoeia 2025 Edition, deeply explores the key points of the changes in the
monitoring standards for exogenous harmful residues in TCM in the Chinese Pharmacopoeia 2025 Edition. Moreo-
ver, it interprets the future development directions of the detection of exogenous residues in TCM, aiming to provide
a reference for the formulation of TCM safety supervision policies.
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WP0212 25 MK R K el W™, 25 8 R 2 1 A
AV AERRF B A 17 D0 R, X6 T _E ol a] A o
AR, SR b T e R o LR,
G R R e, MY 24 4 M
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R3OREAW T EHISITA S
Vi S P2y 2020 ARAR
3. 4 FEFR G BRI il SIIMATR A X R AR 10.20,50,100,150 200 plL
4.1 HHRUR: WA 22 3 ~5 mL, 0%, MBS 10.0 mL

2025 AR HPEIZH) AR
MR A X IR SL 7S 10 .20 50,100 200 L
VRS 295 ~ 10 mL, 58 H ZJERBEE 25 mL

4.2 P AR

B0 (B35l 4 000 5)5 min B 9 mL

BP0 (BE7M14 000 F)5 min, M SR HEHTR

B (RESM 4 000 )5 min K5 #IRIR IS mLL, B WUEHR O mL
BRI ET 40 CHRIBHARZL 0.4 mL, MZIEFHRE #0284 000 5%)5 min, I EIH L AIFG
1.0 mL, IR AT kit g, Bs

4.3 [ AHZEIR:

L AAEIE- PSS OHRERIT

T B ROE S & A A 3 ~5 mL
T RO 2 A A 3 ~5 mL
JrA = A HAR AR A A 2 mL

IR L 60 C, fR5 1 204h, L 30 C

T3 o B 4 i Ik o] o ) 3 7 R
QuEChERS AR 3 ~5 mL

T o O Ok o) o ) R 3 T R
QuEChERS 73 HUAR 3 ~5 mL

i = i HOE Ok 1) o ) A 3 VR
QUECKERS 3000 2 mL.

- minT' A FE IRIRE 60 C A% L min, LIRS 2 CRHERET

120 °C, FLIMSMH 10 CHIERTHAE 160 °C, FLA 3230 C, )7 LA ph 15 C A9 R TR =
A2 CHEERFHRE 230 C 5 LAaiah 15 g 300 C,f#F§6 min

FFHEZE 300 °C {7456 min
2. VARG RIS g A

HER 10 em, 2D 2.1 mm RiAE09 2.6 pm

HER 10 em, 942D 2.1 mm RiAE0 1.8 pm

LLZJE-0. 1% HRRHR (% 5 mmol - L™ HIRREZ) (95:5)  LIHIEE0. 1% IR (% 5 mmol - L™ HIREZ)

i EAH B
IEB R
FEENAPIARAEH 0.3 mL

3. WA IR BUE AT
5. M A PIRRGEE

(95:5) Jyifisht] B
IE SR TR
R MMAPPRARO. 1 mL

4 HEFERBSREERAR

IR 2025 AERRCH E 25 81) sk T X T 24
TEAEA 5 ok B Y A (RLRE A A T SR g
TERRESE 35 SN B A S J 5 1A 7 O — L6 T i
Ji Tl o
4.1 2EESRRETEHT BB PR B
K%

Hh 24 Al 2 A R B b 2 R 2 4 et
257D AR A SR G2 o R TS I 51K
T 254 P AR R BRTY, A e e rp i I AC 2
AL A A 50 A R A 1 LT B SO B AR T
SR MBI A0 P 1SR AL A R S T Bl S ke
I SR RS Hh 24 b SMIE SR B P e e A A
SRS I A A R B A LS BB R A
o FE TRA AL RN R B B,
AAAEREN S AR A FEMT AL F R IR Tk, Kk
JEBLG PR TN B A PRIX A ) S B, % T4
o I RCR e P 2y AR A A R

HATSNIEEA 5% B PR B A BoR 20
AR T3 0, WA S BE TR M I (IR R 95 5
W2y IR HAT PO R (R k)
R —H—+ T RHE " B BN REUG R %
B LR I A R 2 A R B AR T DR
PR SR A2 0 bR A 0 77 3k XoF 80 i 220 47 il 5 A6
D™ o BT v 24 5 B ARG DN U, 985 e PR AG I AR

AIBEFEE D o A PIRIN I A DR | R R 1E
WAFFERE SR AN R B FH 5 g A T, ]
AR 25 o AN A ) S B ) PR
R S OO i PR o B BT R A B, An 2R
IR R BOR KBRS RIS, S A
Bk B S DU ISR AL TR SRR, O T e ik
2 A R AR 2 PRI A, B DO A A
WETT i BSOS AR R R T I 2 —
4.2 [REVAER SIEEIETARSE o

2025 AR RRQ H E 24 ) X SR A R R
EARESEA TS (BB SR e R — 2P 58 . W
A ARG B b v T A0 45 v 2 R AR P B A 2
4 R AR T , (E B 77 B A 28 A i AR A ARG
T, EE AN e | RS A RO AR
2510 RAT RS R IBEA M A B A 2 A )
AFLA Qe R AT . 2025 AR A AE DU RSB 1R
P A ARSI BRI T 1, (ELAE AR T 1 R
FORR AR, AXAE 0212 254 FIER b A 38 0] FEL AR
TE T AP IR . P2 P AR A A
FRGk B AN T 24 22 4x 3 R W, B R A R AT
PN O T RN S @ id N EE -2 Rt |- E 7
KI5 A FRE AR HEDF T J5 2] BB HA d A 2y
A AR, i 2 — AR R
4.3 XU PG T R K B B HERIA T HE— P R

245 YA Y ) S AR XS DA K , i e 24 2 P
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2 RE RPN T (P E 25 ) 2020 4R T
“9302 HP 24 5 BE W B E 4 S U0 7 o
KRR SRR op W0 18 T P 2 i AR R A
JHAE B4 R 22, LAt B b v o R B vty 7
P (EA ARG Z T R R P2 Oy Aok
22 SR L B TR SR8 . RIS T
CSECERE EYR, N EEHE R, Lo
TR SHIES NS EFEHEN TSR, T E
R 1 R BRI AR A TP 2 h R
2GR IO, A0 % 24 106 £ B SR Y SR 11 f
5 XU, T T o o 24568 ) 22 4 1 B R ofe
AT 49 B 2 LA A 3 PR . % T, 1 UE
ik P24 Tk B RO P S W 2R G I 3
BT IS A AR L, 45 4 7 B2 B0 1 1 5 LA 52
IR APAit 7 127 R e o A 2 PP B T
4.4 sz ANIEE A E AR B TR SRR
iy

A P 2 v SNIR A S ) R B bR v T
X5 g T2 RE B R ACTE AR A 387 090 350 F
SETHER G RERA, HRZRE2 A
7 by LR A 3 R R R Y B G
R A G0 P 2 M AE e AR 5 e TR A
FEFN T R AT R e B S b 2l vpr S ST
2B W3 I L0 R A S v 2l BT R R i
96% , NS FFALPA SRR Y L (FH AT
FofR 2y e P B B bR A E Y R RS
MUEEDFEA L . RT25 b B2 5 Rl R i 4
JE TR 22 H0E v [ 245 ML) 2020 4F iR i 5 L I 45
3 R BERAT 15 0 69 151 651 1L B 245 s o g
ETTBUIR, QREEIB T 58 AR 2G  SNR A 54
SRR bR . FEEL, AN 25 0 i R A% 2T
WIS MU BIE TS, 45 4 v 24 e D ek 175 00, A v
SR AN TS AR ) R B2
4.5 PREWRIESFREETY A A Bk v T —
W

H 2 iR o AR R R R R L,
FITE LI KRR TS P B2 2o 27 IR
FIHLX 1P R SRR A B 2D, — s
X4 49 o R e A, B0 2 e TR A
FHAC SRR , Pl 14 1 o 25 b1 AT T e A7 16 T 4R
FRRIA 73 Pl B 85 AR IR (B At s M S 0, 4
] 5 PR 52 FR AR V(AR R ; RIS, BB T 256 Fl
FEFRB AL (A -F 39895 Y i 2 9 I8 /K R ) A
PR 07 SIS (IR AR R AR 25 ), T4 R

AFEITTRAPRUFN G Bl R B T, di
IO A AR R A, SR T g o 24 A o 1Y
b IE RIERI A RUBEE, DARCR 2 R HE A4 5 17
Ot Bt BRIt e[

5 45iE

(24 ) 78 Hh 25 AR A AR BE O A U
PRUERY S8, R T 3 [ XF e 24 0T o 28 4 ) ey 8
P, AR T R 1 FE b 2508 5% A 403 1) A 1 0
o REEBAR B 3 A BOR TN 2500 5% i AS
TR ARAE CHb 25 30 B K AS BT 56 3 B0, 4+
B IR SR AR SRR SR 5 ARAE TR C o [ 245 340) s o 1Y)
P, s 2k — v A8 B 1 B 5 7 B AR e
LB IR 06, AR ORI N R (dRR B 22 55 A e
A S A Tt 45 5 T A FE T I e S o
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