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Progress of non-clinic safety re-evaluation for traditional Chinese medicine
injection
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Abstract: As an innovative dosage of traditional Chinese medicine (TCM), traditional Chinese medicine injection (TCMI) has been
widely used in clinical practice since it has the advantage of fast absorption and high bioavailability. However, it also aroused a
series of adverse reactions in clinical practice, which could be life-threatening. Consequently, it is crucial to establish a standardised
and comprehensive non-clinical safety re-evaluation system for TCMI to guarantee the safety of its clinical medication and advance
its progress. Herein, the research outlined the clinical adverse reaction/event (ADR/ADE) situation, manifestations and potential
causes of TCMI, summarized the current research methods and progress of non-clinical safety re-evaluation in terms of general
toxicity study, allergic reaction study, irritation and hemolytic test study, and safety pharmacology study. And the recommendations
of non-clinical safety re-evaluation of TCMI for the continuation of future research were put forward, which will provide a reference
for the continuation of relevant studies in the future.
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Table 1 Similarities and differences in mechanisms between pseudoanaphylactoid reactions and Type I allergic reaction

S RLFAE ESRA |ESOR A
PR B Ak R H IER/ A2
SR B RRE A T HE
E(Ig) N &
AL 24 e 5t R (1 7 5 e N=R Db TgE 45 A WA M , 28 A0 IR0 J5 75 ) 8%

HLZAH L Pt UL R TR ) ot

LR IR TR 1 =6 (LTS M/ A R

A1 UK R S LTS . PAF .PGD2

T (PAF) R 7}t % D,(PGD,)

IfipR— AR
Sy %

B 5K GEEVER I TR L iR BRI K BB RN T WU A

U %




$F47%5 FE6H 20245F6 8 %Kl"iﬂ'{ﬂ‘ti Drug Evaluation Research

Vol. 47 No. 6 June 2024 + 1403 -

J i OB (PCADP . F5 5 S T L% % 2 A7)
B[R] IS S 8 37 S 2 X L A [ e R A o B
K b T SR X B, AR A X 90 A 2 A S
IR BEAE G ik BN, B X AR 2 SR
B A AR IR R e A AT R R T, T AR
Pl R 8 I BORE R, AT TR 2 1 o ot
W5t o

2.2.1 ASA ASA I Z ik H K Rk 47 5. %
G SR D 1 TG T 24 3 5 7 B 77D 2R Ll AL 80
) ASA RIE B2 10 R, MERE 2, 45 T A
AR JE (2.5%-0.5%) 1) 5% 1l B4 T8 80 [7) B 18 B 4 %
R ity BB P B (IR R D o 45 R BRI =
(1 5% 1L AL 80 R AT 5] S 2 UK Rt B BH 14 3 i s
IS, e 7)o 2E B 0 B s B S T . R4, 1% T
WIS EHEAT T 0 B B I 5T, R [ 72 4 259K
J£(2.5%, 45 iR BUNEE R 1.0 mL) 75 20, 7528 11X
WOR BT BEAT M 8%, 4 B 7R S 56 I BR 3 H B s
UM . TR RS N2 A7 AR BRI A & 2=
S, TE H 2 S R0 (0 o e A, A IR R RS
(19056 25 A B8 56 4 S AR 1A S L, DRI e A
W7 N 0 SR A 2 B R DL b B Wk AT A O Wt
o VRLASHEESE DO 1 I0TPPA v S FH R0 i A A
JikE S VPR ASA H, A FH T Fh Sl 0SS B 3 AT AH DG A
5%, 43 54 Hartley J&K BRI BN KR . L4 BB oR 78
VE S FH OO T B A DGR R, R 5 R RS R I
T 5GBS NERE AR, T 7 A Rk SRR R R, 50%
(1 S A U 2L 395 B 3L P 78 ALK BRI U 25
ZUR LS9 o F b ] DL, A [ 1 Sh 0t [6) — F
HR 2 S R e U B () B A AE — 8 2 R, DRI AE
PEAN o 24533 5 700 o o T 7 A R R B
VI SEER 25 LR G T

222 PCA PCA Z XH KR NN 57, da]
IR o BRPA T ZE0NI 1 3009 T 40 3 b v S )
PCA ", i Fil SPF 2% (Jo 4 72 I J5 44 ) K &R AT 0T
FT , 4L Ve B R B 6 41.(0.9% E AL BN VAE D < B
PR BB 2H (5% i 5 T 37 WD « 40 = i 3 56 U 7R =
#H(3.72 mg-kg ) ) B4 (7.44 mg-kg™) , ff FH g
B 9 92 W B0 56 CELIS AD B 77 A I 1 B i
(1 IgE & B o 45 B o, 40 5 b v 5 i v ) B 4L )
W) E LT IgE KT 2 TR, B SO TE
RELLA S 122 F0 118 B, 25 245 P A 571 = 2H R BH P 2
B35 BT AS [R] AR 1 88 B, K 77 41 1) i O
N B 200 51 66.7% 1 33.3% , o 75 B 4 1 3 A
JNEBH 243 5 R 100.0% A1 83.3%. F] I, 7E PCA

7% [34-35
7T ]

W 7o it F rp, B 7R R 50 B B R A s 2 A,
HH 24 Y S R 1 e U B R A R AR AN R BRI S X
FEORTEBEAT FH G AR IR PR 22 4 PR B VEAN B, 204G &
I PR ASE FH o 8 B 1 e B N, 12 v 3l A et vk
PRI FF AT 78 73 OB 9T, A 6 I 3B 0] LR AR R
R (R M LA A0 2 B et

223 JEEME LS (PLNA)  PLNA £ H ik
259 51 e 7 SR N 1) e R ) o =X, R
£ 25 B 24 i AR I B Uk B2 45 (PLIND , 5 4 i Ay
SR ) G g% N, AT 51 JEE PLN i oK, Joft 525 385 i, 4k
B4 B 3G A, AT = AR R AP AR d R
/N RS AT B 2R G, H AT 2 IR B L 2 M TR
e R N B TEIRAN = I £ N N
A4 (D-PLNA) AR 2 0 J5 M8 &5 itk 02 45 455 2 (RA-
PLNA)M1 . /N iR D-PLNA #5 7 f) ¥y 2 S 5 52 14
BB 17 3P 0 2 ik sc BI AT, 110 RA-PLNA A5 7 1)
B S 2 SR R R PR = A R - R
B% (TNP-FICOLL) B4 15 $ J5 = fiF ik 2Rk k- N 1 2R
[ (TNP-OVA) 3 [F] v 5 o 38056 1 18] 4 X000 5 /)N B
JEBEEBE 45 2 7 d i BUSU IE B bk L 4, AR = S
T 25 o) % PR AT O A2 o SO 1 B VAT A B
H, F R B AN [R] 20 2 T8 1 40 B 45 22 5, [0 i) {36
Tt 34 e A A 0 24 AR B CD4'T 48 i A1 CD8'T
IR BCR AL G R o BRAh, I m K 3R A5 0 I &
RIS G5 HEAT 2H 233 B 7 L%, W 5% 0 15 A7 A6 AH S50
AE DL 2P E RS A L%, D-PLNA I 72 i
1, REBUE R, HAE T 3T RSO R A . RA-
PLNA Il 7] DL 3 I A ELISA 5256 , 46 I TNP 4F 57
PR T 540 B i i, A 508 32 300 0 BCROp L ol
BEAT BRI ARBIRAETI 1 T0AH G 3R o B R
T B2 BT T WA, IR B 30 1% F BALB/c
ANBR o R FE (R A I 25 S 2O, #E D-PLNA #5241
AP g 4o ¥ S 9 2E bR B 5 A R L S T
B IR 25 50 TNP-OVA J5 , & 44 254 B BT
B AR R IR P TNP-FICOLL
J& 5 BT o5 25 AHL AR B0 5 A MR A 5 38 (2 3 T o, B OR
RA-PLNA Jz M g BHPE . ELISA SZ56 46 ) AH 5¢ 4 %
A7 1 45 B 52 7R, D-PLNA 54 oh %21 1gE Al k%
Yl AL 2R (-1 (MCP-1D (/K P38 6 8 35 A2 4k, T
7E RA-PLNA #5 BY o , 25 24 2H 1 1gE #1 MCP-1 1 7K
PR EF . P IR F SRR AL, v RE
SRBIAFEMRIGEE R . EAHSCSLIG B E R,
TEREHEFE R R, BT R A EN R B NE
I, HPH N FHEDFESEALE GG A6



-+ 1404 - $F47%5 FE6H 2024F6 8 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 47 No. 6 June 2024

75 R B S, IR i i RA-PLNA 5 R A 5%,
7 BE B 78 oy b VE A o 2 S AN IR I R
N o

2.2.4 R0 HL BRI E AR K 4E YR B £ fg
ATV i I 4 B 5 A A &0 e %) e R e R 12
B0 Bk AE I 32 B IR, SR T RR R Y Fe 2
A& (FeeRD Xt IgE 5 Ry sE Al 11, — 3 454 5 vl |
TR K 200 i 53 s ARVRE TR JRE 3% M 4 T G 2L Y%
5-F2 Ul S A 0 K AR BN R R IR BE R S
PR 7, LR HLAR R A G0 <08 B R & 9Kk L (1
RN SNy AR S i VA AR | | N S
T S R 2R U N PR SR AT A 24 ) T B R I K
I 5 50 M RORE 1) R A 5 DA R 3 e I R ik AR B
SF Al 345 47 1] 42 o) 0 A R 4 oL o SR 54, R b, 7
e 23 S R 0 R I DR I MR A e, SR R AR A IR R
S B I8 FBUR SI 565 R 360 A2 3R (1 i o . f N R
& B I R K A B RS2 AR TE R b L — B
) Ji5 , K 2 L A e A0 At — S A bR B
&, AT R3Z 25 00 i B A e B, mhiak
U1 TUAE GBS R, A A R &R
¥ (2.500. 1.250. 0.625. 0.320. 0.160. 0.080 .
0.040 . 0.020 . 0 mg-mL™") {193 5} F X% 3% A1 RBL-
2H3 20 T 5 R b AL, Jd 0 B-2 B OB 1
ELISA A I« AE K 4 A J5d S50k 41 i v 5 00 82 R AE K
2 it P B R R WO SRR R R A =X ok
BEATARME R A LR 7T 25 5B R R &
WPEIKF-(0.080 mgmL D H VRS FHXGERIB T, BRI AT
7] 2 RBL-2H3 40 i J 75 2% B o048 s 72 258 v o IR
F(C=0.080 mgmL™"),RBL-2H3 £ il B il p-2 %k b
HEGKRER S, R T RSB KA. @
Tk 240 PN A A I T % B RBL-2H3 4 fifd
2 T R N D LT A 4 L PN IR
(1 30 35 T e o X 3R B AT B A I K 4t A i ROk i
TP R T B AR, X A 257 5 7R AR IR K
2 B JBE UK S B BRI T AT RE R A I AR AR . AR H
24 3 B ) TS A 4 L it ARORE S 5 v , tA AR 22 A
o A sh P, oK /N RO 7 2 AT AR P s
BRET . AH R B R AR A SIS 0 12 52
A ) Y K 4 i ) 288 OO, T SR IgE
Z 5 BUR L, 5w BT AR A SRR T . AR
R 2 S A R I R 2 A M FE VP AR I R e, RSR
A N R A 2 Foft BIE K 200 e B O R iF 5 7 5K, T 4
AT AT 583 50 2 14 i A= LA

2.2.5 I3 R M IgE PR AN SORE R T 0

FH T 24 9 9 5509 S0 Bk O R A TgE W4
it AL A 4R 220 A A R -4 L-4) IL-12.
JEIRSE R F (TNF-00 55 10L R 2R i 1 =0 I 36
SR PN A AR e TR G TE S I PR BT A A
H JEEI RE TgE B A AR G TE R IR IR B T
VAL 25 R B R A IR &S S %N E . 1gE
FEA G U, 3 BT R A2 R, —
Foft 2 I 375 5 TgE A 5 5 — i i i e 5 P TR A
Do AEFFE RS2, X 37 = TgE (AR I 7 302 1%
T AL A TIgE, R AP AE IR R b, IR 2 i ik
B ILIE 1B KPR IE R 1. Al WL, 40 iR 45 & 1gE
(1) 7K S 6 Jo g S N [ R A S B T AN 2R AR A
e QiuSE Iy 1 WU 75 i i 4 41 i 45 4 1) 1gE F)
FH LR V5 ff 25 b B2, 75 ) ELISA ¥ A 3 41 JA i
IgE /K-F , 3 FE AR A8 375 H 1gE FO 41 i 45 & 1) IgE 3
PRSI S R OKHR T T AW T B Sk S I R
B A B AR m S0, e B RN
DR R A A W S2 R o e . BR T H AT
T2 A% I ELISA AR I 4% A AR+ H w5 FH A A6 31
TgE 1) 7 ¥ 3 G0 48 JC S 3ok 550 i W B 2 ' 4 92 o BT
SRR . LE R 2 S R G R A LA R AR e A s
(R e H, T 4 A A &40 0 ol e 4 Y 25 B A
AN T 1R 38, 5 B2 b AR D T TR T R, TR
TE ARG ARBI 9T, S5 3l 4 138 A AR S R 1 2 U
SE AT B RAE R S Li S5 1 T A8
A W EE B (PCRO 1 7 200k 48 i 8%, 4 TL-5
TL-13 25 A 26 56 R 1R AT A0, SR VAN 25 W0 9 18 1 B
B
2.3 RIBMEFLS MR IS

[ 5% 24 i M5 L RS 7E 2005 4 AAT I 24
T ARG B I N I P AT A R 4R S R U ) AN
2014 A AUAR 1 €25 W ) S PE ok B RN T PRI AT
BRI S E W) R ¥ 48, % F IR RS R4S 2
25, T BT R A R e X
TG, — S I B 5 I PR 45 25 A AL 1) 3
AL, — 8L 5 11 R FH 2438 12 — B, JE ik PR R WL %2 S
0 I A B 21 4075 S A A Ay AT W . O TR
ST T R 2 3 S R A A L L S DR ) R g A
TP iR FE A AT g A HAh T VR R B R . A AR A
RIS L R B, v A T AN IR E S G ES
o5 25 B R IR HF 7T, IR0 3 1R) S22 3R 4T R 9 40 2 i
THH I B SR AT VA I i bR O S 2T 20 L 2 20
JHLT & R E SO MK . Rk, 76 o 259 957 3k
e R 22 4 1 VP AR BB 90 o, T 4k S IR N 3R AT



$F47%5 FE6H 20245F6 8 %Kl"iﬂ'{ﬂ‘ti Drug Evaluation Research

Vol. 47 No. 6 June 2024 + 1405 -

T A R

FR A HH 24 VR B A48 iv B 45 255 A, IR AT I
BRI . — MR UL, S ) S S B, 2
AT RIS W IR 30, B ATECH R R
BB = RAHARKE QRS RIEITLFE AR
r 24 2 S ) P L A R A et AR B o A 4 B
MADT 3R G — R E N3~5d, B RE
25 LI B T BRI AN, B R A A2 A HE &6
MR 7 AT e . ER IR 2 DL ORI 2
J&5 4896 h ML EL B W) A S EBAL I L . WL B 4
WG S KEFE B FE R S50 A A s BE D) Fr 3k 4T 2H 44
WEEEAT A . AL, 1R T S PO e R — e 2 3 YY)
A 2 BAT AR HE ST BR G O B — R K 2
W 2~3 J&D , LA I 40 2047 H 30100 SRS T R
5 0 DA e ] 3 TR B, S TE R IR 4 2 WL 4% 4
JG A B8 T AR, OR B — 0 5 sh W i A7 Tk 2
MEL.

X T MV ST, AR ARS8 B AT A
PAJ HIR W 5% 3 6 s B 2 R0 R b 21 40 g T B 2
PRGBS S5 1 TO0T T B B 26 64 S v S VR A
AR I kSRS B T, S AR O IR I )
ST 2 B VR ARV, I AN [R) 94 B2 (1) 52 404 (4,00, 2.00
1.20.0.94.0.76.0.60 mg-mL™") A1 [ 1 %} 1 i (0.9%
SACENTE SR BB A KO, IR W82 02 75 A Ui 7
A FEAE 2 06 BETHIN E OB RE , TH B I, 4
3R W 43 60 B 1k ) 5 Y I PR 9 I 2R AE 5% ~20%
I PR IR U %292 1] g 2>t B i I B %, TR ) T
M e PR A E2 45 1, AT LR 43 6 e VA
RANTE o TR ANFIZETS) 1 T S T G R SR
I FE R, A AR 56 23 7E 2% (1 H 2140 i Vi &
T I NAS TR BB ) 523804 O B3 D 9.09% , 4
FN 0.5~0.1 mL) FH X HE S Ak B 3 v B 2K T
a7k, R L%E 3 h N AT TG I b 2140 Jf 3 5%« A
PRSB804 5% i e I HE S K 23l iv 0.167,0.333
0.667 mL-kg™ R AIEVESHR , EH A 253 d, K1
U RIREE 2 J5 72 bk i S 0 o7 a3k A7 9 B 20 224G
o 45 BT IR BT VR SO I A R e
T R TR BL R . T I s B AL A
TR, BAHIAR E A IIE R, 7RI S50 N 45
AT R 5 52 IR DU BE iR 5 R S IS ) 8 SR AR O
PN SEIR 45 AT RE S48 20 R R IR 54 G
Ko BRI, HEAT A TH I Hp 24 3 5 ) ARG PR 22 4 1 75
PPN, 8 T B R AT A4 S R4 P S, R AT RE £R B
BIF FEVPAY I T 55 1 O A A 2 o

24 REWEFNE

Hh 24 S AR AR I R 22 A 2 3 AE T L R B
TP 167 7 & R 9T 5 & L 16 SR X
T R G R G0 LA RO A RS AR
] 5K 24 i M B A L= A TR K 24 ) 2 A 2 B AR AT
FEARTE T N, oo 1 22 2 40 A 5C i 58 H T oF
W BN WAE %2 2 AW G 12 3 Th e AT ek 28 i
e /18 B RS FIAR TR AR o 12 00 56 3
RN RAE SIS . AR B 1 I N
2 22 WHIE BN TR R R 2 2R G 1) 22 4 25 T 24 R 5
H AT TN R PR IE BRI A B g s . 7E
T2 2577 R S N R A B 1 PR 2
P . O I R G A SR8 FH T ATAN sh P 7
22 R L G H RO F AR A, 7 SR
T B B4 LA S8 I AR BEAT IR U 5, B il T 2 0
FUAXHR LA I RST PR ), e {8 F K204 , W Beagle
RABATRIS . AR 555K T NS 2 0 5 i
Jik %3 X Beagle R0 LA 28 48 5 1 1) S 56 A, 48
H & DSI(Date Sciences International) 3% il #5 N\ T 1Y
Beagle R BT 7 SL56, ¥ 52 i W 00 2 %0 F B 35 1L
J& QIR &7 7 e P 35 1D At HL ] GOy 28 (PR [
QRS BHET PR QT (A AN IE /T QT [l )« %
PRI (8] 233 TN ER 2 AT 45 25 15 min SR 25 45 R
K 2545 )5 0.5.1.001.5.3.0.6.0.10.0.24.0 h. £
56 39 150 UL 5% 30 420 PO s R AR AR, 5 75 52 365 485 B Jim ot 4
PEREAT M A, 45 R B iv 45 T AN T 77 & (1.6
5.0.15.0 mg-kg DI AN Z WEEG, BT A sh 35 &
HH 5 Atk A G I S I R AR AR AR A, if s O
HL 2 P W 48 Bk A L 55 4K A DG 1 B B S .
Wi 2 40 AH D¢ S5 F T VR 0 3 4 45 52 2 1K) Ja i
AR WS R IR R R R A IR AR K SEEG B ) TT 3k
FI K BB Beagle Ko FEIR A2 1 0047 5% 7 >
TV S YRONT VI 2R G 1) 2 e AR 6 A KRR D sk
SR, B 2R 1 R SN A B AR AR A A
7 3E B LA B R R DOIRAS R IR <&
SIS EEE . 4525 5 R R0k S P el RS
KE2h ) BiRE R . 45 R B O TSR 4.8,
16 mL-kg™'3 /771 5 2H % KGR RF I S 6 L0 < B AN
S ERE TR . LE 23 B 0 R I PR
PN SRS, MiEELS AR LS I
ADR ZE B, S50 4 b 15 T 22 42 24 B 22 0, 4 LI
T BEAT I /AN 78 1 22 A 2 B IG L X 3 K RS
AR A IR R4 H EMAERG L LB HIE RS
BAT R WA



+ 1406 -

$F47%5 FE6H 2024F6 8 "é""#‘[ﬁt % Drug Evaluation Research

Vol. 47 No. 6 June 2024

3 45iE

HZ R RE ML I E, & TH1%
56, HA s G N A . T R b 2533 53 750 1 R i
PRz 41t BV B 21, ) 2R e R I 245 1078 A2 1
224 XU 35 7% IR S ADR 77 28 1 5 ER] R b i AR
22 A PR AR AT SR R A, of T 4 s Il PR R 22 4
P BRARING PR RS 36 B . Bl R
ARAWT 3 508 b 2573 55 R T R AP T8N
G — AUAR AL PR IR, MR 0 )t MR I PR AT 7T
e PRAEFE A2 7= T2 o s 4 il RS 3 o) 55 2 AN T
T 5E T 2 48 B B VRN 1 I 0 o SR, Hp 2 3 B
T2z A P ) R 20 B A L v S O R R R B A T
Bl v 2 3 S5 R0 A ST L T8 B R AR IR 2 A M
PR A AR 2 DR B I ol PR ) 24 22 4, 4 30 v 24 33
TR e 1) S

SRS, BT AR R R A B a4, B
D] B8 3 52 24 L6 AH S5 93 16 97 I G A 208 43 A HL A
VE FLHIA IR R 22 5, AE R AT AR I IR %2 4 1 T AR
(13 2 P A i A 48 A 8 Ji DU R b A, R AR B S B
15 L EAR G B o T 23S TR IR AR I R 22 4 M T
Y BFF FC A — TR GE 1 1) A S WF 90 06 20 B 1 25 5 [
FANIE ] GLP HUAE BEAT AH 56, % AH S 98 N 17
AR I N G300 8 R A T e ™ b S A T E B
ST, W T TR B 46 248 < GLP AV A& T 72 A
K Fa T JE N, 56 BT A SR A 1 R 46 TR AN i )
REACsRIFOREE , LB IR B FE 45 R sl §E .
XFE, R IR 2 A Ve T VPAN TAE R A B ol {5
MBENE

¥ 2R S R AR I R 22 A PE PR, B 7
I3 T R RRE o 2 v R R ORI, LA
FRr mURRUYE | e B AR IR 22 Ve I A &R
X0 TR 2 FRAT W A R, AR B AR 24 3 S )
I R 2422 4 B B R X

MBEHRR AL FARAEEA G R

SE Ik

(1] ARERAA . b B Bedw X vb 2433 4 70 i AL T 20
[7]. R A FL 2524 &, 2022, 15(1): 161-163.
Lin Y S. Analysis of clinical use of traditional Chinese
medicine injection in ward of a second-class Chinese
medicine hospital [J]. Chin J Clin Ration Drug Use,
2022, 15(1): 161-163.

[2]  RIGEH] .8 I FO6f b 25 5 70 AN R SRR R LI
som 7). B2 ALK, 2021, 29(24): 106-108.

Wu X L. Effect of management intervention on the

(3]

(6]

(7]

(8]

occurrence of adverse reactions of traditional Chinese
medicine injections [J]. J Tradit Chin Med Manag, 2021,
29(24): 106-108.

XEE, D, B, 5 HEBE 2014—2019 4 296 11
2GS A RS/ AR 3 A B (0. b R 2 R
22,2021, 11(24): 137-141.

Deng Z Q, Luo Z Y, He S S, et al. An analysis of reports
of 296 TCM injection adverse reactions or events in a
hospital from 2014 to 2019 [J]. China Med Pharm, 2021,
11(24): 137-141.

] 2% 24 it B LR o 2 A ) 22 A M VR R
4 ] Z 55 [EB/OL]. (2009-07-16) [2024-03-08]. http:/
www.nmpa.gov.cn/wwwroot/gsyjb09359/f1 rar.

Medical Quality
Control Points for Safety Re-evaluation of Traditional
Chinese Medicine Injection [EB/OL]. (2009-07-16)
[2024-03-08]. http://www. nmpa. gov. cn/wwwroot/
gsyjb09359/f1.rar.

) 2 245 it B R R . OR THBUF 2010 4 o 25 R 5 ) 22
4P PP DA 38 %0 [EB/OL]. (2010-04-29) [2024-
03-08].
gzwjyp/20100429134501188.html.
Medical
Announcement on the Re-evaluation of Safety of
Traditional Chinese Medicine Injection in 2010 [EB/OL].
(2010-04-29) [2024-03-08]. https://www. nmpa. gov. cn/
xxgk/fgwj/gzwij/gzwjyp/20100429134501188.html.

] 5% 24 it M B B . SR TR 2010 4 rh 243 5 R 2
45 Pk BB A D AE (%) 38 %1 [EB/OL]. (2011-04-06) [2024-

National Products Administration.

https://www. nmpa. gov. cn/xxgk/fgwj/gzwj/

National Products Administration.

03-08]. https://www. nmpa. gov. cn/xxgk/fgwj/gzwj/
gzwjyp/20110406153901594.html
National Medical Products Administration.

Announcement on the Re-evaluation of Safety of
Traditional Chinese Medicine Injection in 2011 [EB/OL].
(2011-04-06) [2024-03-08]. https://www. nmpa. gov. cn/
xxgk/fgwj/gzwj/gzwjyp/20100429134501188.html.

T, PR, B, S bR RS IR 2 e
PEO B 5 0 S (0], R AR R 2 4k R 2021, 36(9):
5363-5367.

Ling X, Li C X, Li X L, et al. Reflection on the re-
evaluation of clinical safety of Chinese patent medicines
after marketing [J]. China J Tradit Chin Med Pharm,
2021, 36(9): 5363-5367.

GEERE, EVA BE, . 30097 G341 F I 258 (%
Fy b g h WA 0] T E g,
2020, 45(20): 5029-5033.

Jin X Y, Wang K Y, Zhai J B, et al. Post-marketing
intensive safety monitoring of Injection of Xuesaitong
(lyophilized) in 30097 cases [J]. China J Chin Mater



$F47%5 FE6H 20245F6 8 %Kﬁiﬂ'm‘ti Drug Evaluation Research  Vol. 47 No. 6 June 2024 - 1407 -
Med, 2020, 45(20): 5029-5033. National Medical Products Administration.
[9]1 RZE, BET, RAKZ, & PHIRGIKZ &R X E Announcement of the National Medical Products

[10]

[11]

[12]

[13]

[14]

WG 2 2R AE 2 B % (1] [ 254
2010, 7(12): 730-732.

Song J, Zhao J N, Wu C Y, et al. Non-clinical safety
study's role on safety reassessment of post-marketing
traditional Chinese medicine [J]. Chin J Pharmacovigil,
2010, 7(12): 730-732.

Dy¥e, g L, AR, & R 2GR S R IR R =
o P PR A S S REAH SR AT AT (D). v [ 25 P
2022, 19(2): 185-188, 204.

Yi Y, Tian J Z, Li C Y, et al. Pesudoallergic reactions
during post-marketing non-clinical safety reevaluation of
traditional Chin J
Pharmacovigil, 2022, 19(2): 185-188, 204.

L 2K 24 il A (R S M ety L ) R 24 i A RS i
4 AR 45 (2019—2022) [EB/OL]. (2020-04-20) [2024-
03-09]. https://cdr-adr.org.cn/dataReport/report _drug/.

Chinese medicine injections [J].

National Center for ADR Monitoring. National Annual
Report on Adverse Drug Reactions (2019—2022) [EB/
OL]. (2020-04-20) [2024-03-09]. https://cdr-adr. org. cn/
dataReport/report_drug/.

Pl 58 24 A RSB M e s L 24 AN R R A SR AR
(55 52 11) 2 15 I 25 [P o S R A 6 S5 R 1) 7™ B A
K /& M [EB/OL]. (2013-02-19) [2024-03-09]. https://
www. cdr-adr. org. cn/drug 1/aqgjs_1/drug aqjs xxtb/
201302/t20130219_36839.html.

National Center for ADR Monitoring. Adverse Drug
Reaction Information Bulletin (Issue 52): Warning of
Serious Adverse Reactions to lopromide Injection and
Safflower Injection (2013-02-19) [2024-03-09]. https://
www. cdr-adr. org. cn/drug l/aqgjs_1/drug aqjs_xxtb/
201302/t20130219 36839.html.

P 2 24t M B B R . K R R THE AT K IR E
FURL %5 o0 5 7 5 MR 24 i W 2 95 [EB/OL).
(2023-10-27) [2024-03-09]. https://www. nmpa. gov. cn/
xxgk/ggtg/ypggtg/ypshmshxdgg/20231122144859175.
html.

Medical Products Administration.
of the Medical
Administration on the Revision of Drug Specifications
for Wind-Cold and Cold Granules and Chuanxinlian
Injection [EB/OL]. (2023-10-27) [2024-03-09]. https://
www. nmpa. gov. cn/xxgk/ggtg/ypggtg/ypshmshxdgg/
20231122144859175.html.

K 2 dh B TR R 2 R Ok T B T VR T
SRR VR MR B A 5 [EB/OL]. (2022-01-07)
[2024-03-09]. https://www. nmpa. gov. cn/yaopin/ypggtg/
20220111102101146.html.

National

Announcement National Products

[15]

[17]

[18]

[19]

[20]

[21]

Administration on Cancellation of the Drug Registration
Certificate of Lianbizhi Injection [EB/OL]. (2022-01-07)
[2024-03-09]. https://www. nmpa. gov. cn/yaopin/ypggtg/
20220111102101146.html.

I, AR, ShARAR, . O AR R X T A 7
TEC U N K EERE (1], 2 PR R R,
2022, 45(3):41-52.

Wan X L, Xia H, Han Y L, et al. Macromolecules in
Shuanghuanglian injection are an important cause of
anaphylactoid reaction [J]. J Yunnan Univ Chin Med,
2022, 45(3):41-52.

WV, B TR, R R, 55 . 2015—2019 4F bl PR 2
R 27 B T B O = Bt b 25 VR 5 AR AS R SR 23 BT [0]. BAR
Bk R, 2021, 36(12): 2655-2660.

Yao Y M, Chang X N, Gu C C, et al. Analysis on adverse
drug reaction of traditional Chinese medicine injection in
Shuguang Hospital Affiliated to Shanghai University of
Traditional Chinese Medicine from 2015 to 2019 [J].
Drugs Clin, 2021, 36(12): 2655-2660.

PN R B 2 N R P 24 v G R A R A B
B [0]. R EEZEFI 2% 3, 2021, 29(24): 103-104.

Xie L F. Analysis on the rationality of the use of
traditional Chinese medicine injections commonly used
in neurology department of our hospital [J]. J Tradit Chin
Med Manag, 2021, 29(24): 103-104.

R, SRS, sk T Ak . KERE 216 6 h 257 55 R A R I
LG5 B B R R AT AT (0], Hh B AR DT 24, 2021, 19
(5): 62-63.

Tan L Q, Zhou M Q, Zhang Y E. Analysis and clinical
study of 216 cases of ADR of TCM injection in hospital
[J]. J China Prescr Drug, 2021, 19(5): 62-63.

B B P 253 S RS RSORE R I ST FE (). v [ e
BEZG IR L E, 2021, 19(10): 202-204.

Liu J L. Research progress on adverse reactions of
Chinese medicine injections [J]. Chin Med Mod Distance
Educ China, 2021, 19(10): 202-204.

| 2 24 o M A L) . 24 RO 4 2 R TR AT T HOR $R
5 J& W [EB/OL]. (2014-05-13) [2023-04-16]. https://
www. cde. org. cn/zdyz/domesticinfopage? zdyzIdCODE=
0c935796de664b377759b4dcb6a2634c.

National Medical Products Administration. Technical
Guidelines for Single-Dose Toxicity Studies of Drugs
[EB/OL]. (2014-05-13) [2023-04-16]. https://www. cde.
org.cn/zdyz/domesticinfopage?zdyzld CODE=0c935796de
664b377759b4dcb6a2634c.

Bl o8 24 o M B LR . 24 ) A A 2 R TR AT A R AR
5 Ji Il [EB/OL]. (2014-05-13) [2023-04-16]. https://



+ 1408 -

$F47%5 FE6H 2024F6 8 "é""‘i‘ﬁﬁt % Drug Evaluation Research

Vol. 47 No. 6 June 2024

[22]

[23]

[24]

[25]

[26]

www. cde. org. cn/zdyz/domesticinfopage? zdyzIdCODE=
eb1121e208d15618fb0384d1e¢77edb8f.

National Medical Products Administration. Technical
Guidelines  for  Toxicity  Studies on
Administration of Drugs [EB/OL]. (2014-05-13) [2023-
04-16]. https://www. cde. org. cn/zdyz/domesticinfopage?
zdyzIdCODE=eb1121e208d156f8fb0384d1e77edb8f.
R, T, e, & A 25 R XINT R IR R 22 4
PEFRVFAN O SE[A] /o [ 2 B 2 o b 24 55 R AR 2 W) 25
5 2z RPN S IU IR (2019 4F) 2 R4 2 10 3CEE [C.
g v [ R A e rh 2 G R R G R L T R 4
2019.

Gao X C, Yu T, Hu J F, et al. Non-clinical safety re-

evaluation study of Chinese Medicine Injection XNJ [A]

Repeated

// 4th (2019) Annual Conference on Toxicology and
Safety Evaluation of Traditional Chinese and Natural
Medicines of the Chinese Society of Toxicology [C].
Haikou:

Medicine Toxicology Professional Committee of Chinese

Traditional Chinese Medicine and Natural

Society of Toxicology, 2019.

BT AR LV AR S o 24 3 SR RIR T B A RS
RSB A (], o [ e B 2 BLRGE R H A, 2024, 22
(7): 110-112, 124.

Liao B S. Analysis of adverse reactions of traditional
Chinese medicine injection for promoting blood
circulation and removing blood stasis in the treatment of
ischemic stroke [J]. Chin Med Mod Distance Educ China,
2024, 22(7): 110-112, 124.

A GE, BRAESE, PEEL, % . BT RBL-2H3 5 P815 41 i
PRAMETY R 5L BTG 80 AR K VRS T TS H W
PEBE R B A DS BUS RV E KU TR A (0], 250 9F
MFIT, 2023, 46(5): 952-961.

Xu M J, Chen H Y, Hong M, et al. Evaluation of tween
80, Vitamin K, Injection and Amphotericin B Liposomes
pseudoallergy in vitro based on RBL-2H3 and P815 cell
models [J]. Drug Eval Res, 2023, 46(5): 952-961.

HKEE . T2 IS R TE B S I R 4 F i i G T A A2
2 M2 2240 AT (7). 1l P B 24 4%k, 2022, 51(10): 1160-
1161.

Zhang X. Investigation and analysis on the stability of
Danshen Ligustrazine Injection after compatibility with
four common clinical solvents [J]. Shanxi Med J, 2022,
51(10): 1160-1161.

KRG PRI RAER 5 LA R I AL S
T 1t % 22 (1], S H R 25 0% &, 2022, 38(8): 1450-
1453.

Song H L. Study on the stability of breviscapine injection
mixed with several common solvents [J]. J Pract Tradit
Chin Med, 2022, 38(8): 1450-1453.

[27]

(28]

[29]

[31]

[32]

[33]

IRHO6, BREM, XUMNER, 55 . 3 M 2533 4457 55 2 AR
B Ve S T A A E P AL (] o E 25 R A, 2022, 39
(2): 157-162.

Xu C G, Chen Z H, Liu L X, et al. Stability study on
compatibility of three traditional Chinese medicine
injections and two kinds of sugar substitute solvents [J].
Chin J Drug Eval, 2022, 39(2): 157-162.

PG, SCSE, XN, A5 XU R B 5 22 1 R
et BN 7R R AR SRR BT A (0], 1R h B 2 R
%, 2022, 42(11): 1843-1848.

LiYY, Wen W, Liu HY, et al. Dose correlation study of
anaphylactoid reaction induced by Shuanghuanglian
Injection and Shenmai Injection [J]. J Hunan Univ Chin
Med, 2022, 42(11): 1843-1848.

Sun XY, Lv WL, Wang Y L, et al. Mrgprb2 gene plays a
role in the anaphylactoid reactions induced by Houttuynia
cordata 1injection [J]. J Ethnopharmacol, 2022, 289:
115053.

PEAE, £ 25, G, 45 . B PHES T BEE BU
J 53 9 36 K ML B4R (], 24, 2022, 53(20): 6500-
6508.

Pang F, Wang W W, Hao R R, et al. Screening and
preliminary mechanism of inducer of anaphylactic
reaction in Xiangdan Injection [J]. Chin Tradit Herb
Drugs, 2022, 53(20): 6500-6508.

Li Y, Duan J L, Xia H, et al. Macromolecules in
polysorbate 80 for injection: An important cause of
anaphylactoid reactions [J]. BMC Pharmacol Toxicol,
2022, 23(1): 52.

] 2% 24 it B LR L 2R L o A R o
WF 7T $ A 48 5 7 0l [EB/OL]. (2014-05-13) [2023-04-
16]. https://www. cde. org. cn/zdyz/domesticinfopage?
zdyzIdCODE=11ed1282dd1b35641943de34907b317c.
National Medical Products Administration. Technical
Guidelines for and
Hemolysis Studies [EB/OL]. (2014-05-13) [2023-04-16].
https://www.
zdyzIdCODE=11ed1282dd1b35641943de34907b317c.
Wi, e, 220, 45 ik iE 80 Ak I 80(TF AKX
B, 32 B0 4 B o U B e R IR [A] /7 v [ B B A o
25 RS 2 VRPN 55 DU (2019 4F) 2 R
FRWIIE [CL M FEFHE TS RARLY)
BHLZE G2, 2019.

Pan T T, Xing S Y, Jiang Y, et al. A comparative test was

Drug [Irritation, Sensitization,

cde. org. cn/zdyz/domesticinfopage?

conducted to evaluate active systemic allergic reactions
in guinea pigs to Tween 80 and Tween 80 (for injection)
[A] //4th (2019) Annual Conference on Toxicology and
Safety Evaluation of Traditional Chinese and Natural

Medicines of the Chinese Society of Toxicology [C].



$F47%5 FE6H 20245F6 8 %Kl"iﬂ'{ﬁti Drug Evaluation Research

Vol. 47 No. 6 June 2024 - 1409 -

[34]

[35]

[36]

[37]

[38]

[39]

[40]

[41]

[42]

Haikou:

Medicine Toxicology Professional Committee of Chinese

Traditional Chinese Medicine and Natural
Society of Toxicology, 2019.

B, T, B, & AMORFE SRR W IR R 4 5
F T BORIE T AL [J]. EFE2E, 2016, 40(5): 405-408.

Mao H M, Han C, Cui L, et al. Active systemic
anaphylaxis test of guinea pigs for four different types of
drugs [J]. Mil Med Sci, 2016, 40(5): 405-408.

D¥s, AT, Y, 55— MR/ RO BRI A Y
S ST R HAE v 24 S R B PR v R (0],
th24 2% &, 2022, 47(13): 3581-3588.

YiY, Li CY, Zhao Y, et al. A novel mouse allergy tested
model and its application for traditional Chinese
medicine injections's allergy evaluation [J]. China J Chin
Mater Med, 2022, 47(13): 3581-3588.

TASIE, S B, RS, A5 L VRS DR S AR ik
TN Hartley JK R 5 BN K B, 5l 4 B i 8% BB 52 18
[J]. Fh [ S8 05 7122 4 35, 2016, 22(14): 116-120.

Tan M H, Jin R M, Cui J G, et al. Active systemic
anaphylaxis to Shuanghuanglian and Shengmai injection
in hartley guinea pigs and BN rats [J]. Chin J Exp Tradit
Med Form, 2016, 22(14): 116-120.

WRSCHE:, 5k T4, GG, 55 . R B3l B ko B85 7 5
S AF LA [J]. v E 2582 5 3 2 2k 6 2016, 30
(7): 747-753.

Chen W P, Zhang Z Y, Zhou C H, et al. Optimization of
parameters of passive cutaneous anaphylaxis in rats [J].
Chin J Pharmacol Toxicol, 2016, 30(7): 747-753.

BRI, il IR, BRIGEES, S5 . 4 SF I Ve S 4 3h B Ik ik
B A6 J % ML TgE (s M [J]. ) 78 2 B4 K 2% 54k
2020, 36(1): 67-70.

Chen H G, Yang C B, Chen X R, et al. A study on the
passive cutaneous anaphylaxis test of asarone injection
and its influence on serum IgE [J]. J Guangdong Pharm
Univ, 2020, 36(1): 67-70.

Cai S J, Fujino M, Lu L N, et al. /n vivo priming of T
cells with in vitro pulsed dendritic cells: Popliteal lymph
node assay [J]. Bio Protoc, 2017, 7(17): €2531.

Lovik M, Alberg T, Nygaard U C, et al. Popliteal lymph
node (PLN) assay to study adjuvant effects on respiratory
allergy [J]. Methods, 2007, 41(1): 72-79.

IR, VLA VLR, A5 T RS ik O 6 A a2
FH %k v S Y TR TR R A % R R TR U Al
1. 259 AEIHR, 2022, 29(3): 234-238.

Wang J, Jiang Y, Shen Y, et al. Immune response risk
assessment of insoluble particles in sucrose for vaccine
based on PLNA mouse model [J]. Pharm Biotechnol,
2022, 29(3): 234-238.

KUYL YD, Jele b, BAER:, &5 . R/ BT B3 ik L 45 e

[43]

[45]

[46]

[48]

[49]

VAT 5 i B S o 2 3 I R SO0 e (0], s Uy
24, 2014, 20(8): 194-198.

Liu S S, Long X Y, Luo J B, et al. Experimental research
of sensitization potential of five kinds of traditional
Chinese medicine injection with clearing-heat function
by mice popliteal Fossa lymph node assay [J]. Chin J
Exp Tradit Med Form, 2014, 20(8): 194-198.

MRAR, 22303, JRALHE, 45 /) B ELERE g vk S A A
o B S5 B3k L A R R Y R L [A] /) T A
s E R R B \Un b RHOR 1218 S0k
[Cl. DL hE# S WHEE BHER AR 2, 2015.
Lin N, Mou W B, Su H Y, et al. Establishing a direct
popliteal lymph node model and reporter antigen
popliteal lymph node model in mice [A]// The 7th
National Congress of Toxicology of the Chinese Society
of Toxicology and the 8th Hubei Science and Technology
Forum [C].Wuhan: Chinese Society of Toxicology, Hubei
Association For Science and Technology, 2015.

Hu X G, Wen Y, Liu S S, et al. Evaluation of the
anaphylactoid potential of Andrographis paniculata
extracts using the popliteal lymph node assay and P815
cell degranulation in vitro [J]. J Transl Med, 2015,
13:121.

Kwast L M, Fiechter D, Hassing I, et al. Oral exposure to
drugs with  immune-adjuvant potential  induces
hypersensitivity responses to the reporter antigen TNP-
OVA [J]. Toxicol Sci, 2011, 121(2): 312-319.

IR, WA, FhER, S5 AR U IR 5 ik e A e vE
e S S S R BUerE [0]. 7P [ 2508, 2017, 14
(1): 4-9.

Liu Z H, Yao J C, Sun R, et al. Assessment of
immunosensitizing potential of Shuanghuanglian for
injection using reporter antigen popliteal lymph node
assay [J]. Chin J Pharmacovigil, 2017, 14(1): 4-9.

FRIR, YOG T, 2R AN, &5 /D U S bk 2 A R PR AN 3
e 2 SR R OV AR S B (0], AR - MR o SRR,
2018, 30(4): 275-278, 285.

Lin L, Fan X Y, Li E C, et al. Potential immunotoxicity of
three traditional Chinese medicines using the popliteal
lymph node assay in mice [J]. Carcinog Teratog Mutagen,
2018, 30(4): 275-278, 285.

Whritenour J, Cole S, Zhu X, et al. Development and
partial validation of a mouse model for predicting drug
hypersensitivity reactions [J]. J Immunotoxicol, 2014, 11
(2): 141-147.

KA, XIS, 4008, 55 . BRI Tl A B il v v
Xof S RRE K BRI K 4 I B 1 4R A 3 -33 g i) 3%
2 RIKIIFE IR [1]. EFRIBETT, 2023, 48(4): 311-316, 324.
Liu S J, LiuJ T, Li J Q, et al. Effect of acupuncture



+ 1410 -

$F47%5 FE6H 2024F6 8 "é""‘i‘ﬁﬁt % Drug Evaluation Research

Vol. 47 No. 6 June 2024

[50]

[51]

[53]

[54]

[55]

[56]

[57]

[58]

pretreatment of "Quchi" (LI11) and "Xuehai" (SP10) on
mast cells and IL-33/ST2 in rats with urticaria [J].
Acupunct Res, 2023, 48(4): 311-316, 324.

Jia B M, Zeng H L, Shang J L, et al. Inhibitory effect of
rosmarinic acid on IgE-trigged mast cell degranulation in
vitro and in vivo [J]. Mol Biol Rep, 2024, 51(1): 194.
Diihring L, Petry J, Lilienthal G M, et al. Sialylation of
IgE reduces FceRla interaction and mast cell and
basophil activation in vitro and increases IgE half-life in
vivo [J]. Allergy, 2023, 78(8): 2301-2305.

Kim H W, Ryoo G H, Jang H Y, et al. NAD"-boosting
molecules suppress mast cell degranulation and
anaphylactic responses in mice [J]. Theranostics, 2022, 12
(7): 3316-3328.

Brandolini L, D'Angelo M, Novelli R, et al. Paclitaxel
binds and activates C5aR1: A new potential therapeutic
target for the prevention of chemotherapy-induced
peripheral neuropathy and hypersensitivity reactions [J].
Cell Death Dis, 2022, 13(5): 500.

BAE, SR, Beaik, &5 0 A R L ALER 80 K7 T2k
% 5 R U R AT RENLE] [J]. 2 F F B K2R,
2022, 43(4): 385-388, 395.

Xia H, Han Y L, Duan J L, et al. Possible mechanism of
anaphylactoid reactions induced by polysorbate 80
macromolecular impurities in injections [J]. J Air Force
Med Univ, 2022, 43(4): 385-388, 395.

B, 22, £X, 5. SR BRI RBL-2H3 20t fit A0k %
82 R AL TT (7). 25T WF T, 2023, 46(2): 305-310.
Shen Q, Li Z, Wang Y, et al. Degranulation response and
mechanism of chlorogenic acid on RBL-2H3 cells [J].
Drug Eval Res, 2023, 46(2): 305-310.

BHAR, 20, BUORAE, 45 VRS FH XU R O I R4 i
SR 1 LT 2R W 2 BT (D). IR ER AR E 24, 2018, 11(6):
842-845.

Han S, Li C, Wei P H, et al. Early biological effects of
mast cell degranulation induced by Shuanghuanglian
Injection [J]. Glob Tradit Chin Med, 2018, 11(6):
842-845.

TR, BT B ER A L S AR IL-33 A SRR R
291 i RO AORE 2 98 5 R 2 R0 A /) BRI B 8 £ 2% 2 AL
#) [7]. P EE 25251, 2021, 39(11): 144-148, 268-270.
Zhang X T, Wei Q, Cai C, et al. Effect of Danggui Yinzi
(4 VHXT) on relieving allergic reactions in UL mice by
inhibiting IL-33-mediated degranulation of mast cells [J].
Chin Arch Tradit Chin Med, 2021, 39(11): 144-148,
268-270.

FEAEXR, B, HSRR . 45 H 7 24 i X IgE S
R G J5t RORE T 4 4 H ) S BT A (0], b P R 2R
Hi, 2023, 30(4): 649-653.

[59]

[60]

[62]

[63]

[64]

[65]

[66]

Jiang J H, Lu S C, Shao S S. Experimental study on

regulatory effects of serum containing Cang'erzi
(Xanthium) on degranulation of IgE sensitized mast cell
[J]. Chin J Tradit Med Sci Technol, 2023, 30(4): 649-653.
WA LT, A S, T DR UR, A . DU B 0 ST RSO IE D e
MER S =0y = it =3 778 A9 B2 el @ e L N B oA e
SUIA [J]. BRPE AR 2, 2023, 44(10): 1344-1348.

Chen S Q, Xu Y, Lin X Y, et al. Effect of Simo decoction
on low-grade inflammation of duodenum and
degranulation of mast cells in rats with functional
dyspepsia [J]. Shaanxi J Tradit Chin Med, 2023, 44(10):
1344-1348.

T3 . I B S 9 AR LT IgE SR JC A i Rl KSR
A B i SC (0], v B B 2 S0 HE SR B2, 2020, 35
(4): 243-245.

Xu Q. Changes and significance of serum IgE and related
cytokines in patients with allergic rhinitis [J]. Chin Med
Dig Otorhinolaryngol, 2020, 35(4): 243-245.

G, B0aE, s, &5 S H AL B S iU R
A & R[], HR RS 2 4, 2021, 19(12): 2525-
2530.

Yang B Z, Yang X J, Huang X, et al. Allergic reaction
p-D-
glucopyranoside for injection [J]. Cent South Pharm,
2021, 19(12): 2525-2530.

Starkl P, Watzenboeck M L, Popov L M, et al. IgE

effector

evaluation system of piceatannol-3'-O-

mechanisms, in concert with mast cells,

contribute  to  acquired host defense
Staphylococcus aureus [J]. Immunity, 2020, 53(6): 1333.
Qiu C H, Zhong L H, Huang C X, et al. Cell-bound IgE
and plasma IgE as a combined clinical diagnostic
indicator for allergic patients [J]. Sci Rep, 2020, 10(1):
4700.

FRPE, Bkibe ). B T7 H BRSO B A T N ) Lid B
PRI 98 (M7 OB A0 BT IR B2 0 (D). 1 2R R
%, 2021, 41(4): 17-18.

Zhang D, Zhang X F. Curative effect of compound

against

glycyrrhizin injection in adjuvant treatment of children
with henoch-schonlein  Purpura nephritis the
influence on cytokines [J]. Harbin Med J, 2021, 41(4):
17-18.

ARERE, VR . LB ok 5 28 ) LAM I Th1/Th2
FIE K PR = [T, b E A 4R, 2022, 37(3):
473-475.

Li M Q, Xu Q H. Th1/Th2 expression in peripheral blood
of children with allergic
significance [J]. Matern Child Health Care China, 2022,
37(3): 473-475.

LiY Q, Chen Q, Ji W, et al. TLR2 deficiency promotes

and

rhinitis and its clinical



$F47%5 FE6H 20245F6 8 %Kl"iﬂ'{ﬁti Drug Evaluation Research

Vol. 47 No. 6 June 2024 + 1411 -

[67]

[69]

[70]

[71]

[72]

[73]

IgE and inhibits IgGl class-switching following
ovalbumin sensitization [J]. Ital J Pediatr, 2021, 47
(1): 162.

P 20 ot M B A B ) . P g SRR 2 R ANV I
PRI 5T 3 A i 5 5 U [EB/OL]. (2007-08-23) [2023-
04-16]. https://www. cde. org. cn/zdyz/domesticinfopage?
zdyzIdCODE=0157baf91d4f939d610db1dca984feb8.
National Medical Products Administration. Technical
Guidelines for the Study of Irritant and Hemolytic
Properties of Traditional Chinese and Natural Medicines
[EB/OL]. (2007-08-23) [2023-04-16]. https://www. cde.
org.cn/zdyz/domesticinfopage?zdyzId CODE=0157baf91d
41939d610db1dca984febs.

A, 22 JE IR X IR A, 5 I R e BT 5 R
A/ T E S YRR e IR AR R
22(2019 £F) B 1 8 IR R X AR ) B2 24 7 b 35— e e 0
WIRW S [CL )M hEB LAY R 24
PEVEAT Lk %2 1 2%, 2019.

Lin H, An N N, Liu Z Q, et al. Exploration of the design
and methodology of the vascular irritability test [A]//
Academic Conference on Drug Toxicology and Safety
Evaluation of the Chinese Society of Toxicology (2019)
and the First Summit Forum on Biomedical Industry in
Guangdong, Hong Kong, and Macao Bay Area [C].
Guangzhou: Professional Committee on Drug Toxicology
and Safety Evaluation of Chinese Society of Toxicology,
2019.

TR, X, X3, S AR I SV SR UL AT R O B
A SR PR AR e B AT [0, o I 2 4R, 2016, 14
(20): 35-36.

Zhang J J, Liu W, Liu Y, et al. Experimental study on
muscle irritation and vascular irritation of Yinxingdamo
Injection [J]. Guide China Med, 2016, 14(20): 35-36.

BT HT, BRI, B AR AR TGS R A R
RIS AR DT [J]. A1 24 bRk, 2021, 22(4): 380-383.
Jia S Q, Wang L F, Feng R D. Investigation on hemolysis
and coagulation test of vinpocetine injection [J]. Drug
Stand China, 2021, 22(4): 380-383.

TRAEYE, Bk, XTI, A5 AR Py I S VR A A
FHBEFC (0], A 24 s AwitE, 2017, 18(2): 103-106.

Zhang D B, Luo J, Deng S, et al. Study on the vascular
irritation of Ginkgolide Injection [J]. Drug Stand China,
2017, 18(2): 103-106.

it R MLV SRR ROV 6 [J]. Wk 242, 2017,
29(7): 21-22.

Hou C. Vascular irritation of Yangxue injection [J]. Strait
Pharm J, 2017, 29(7): 21-22.

R, SRR, AR, A X YR R AR R T
JEUJU (2014 Fi) B 9 BE 22 2R K eSeidk s W (0], 4 H 2527,

[75]

[76]

[77]

[78]

[80]

2021, 31(8): 578-580.

JinY, Zang D Y, Cao S T, et al. Pathological study and
improvement suggestions on the guideline of drug
irritation study(2014 version) [J]. Pharm Today, 2021, 31
(8): 578-580.

Vit e, AR, sk Ogas, 55 . WEIR 115 R 5 51 0 ¥
I8 M 75 Rk 2R B R B L (0], AT 2 e AR
2020, 35(4): 397-401.

Yang H Y, Zhou J C, Zhang T T, et al. Hemolytic tests
and the mechanisms of anaphylactoid reactions induced
by Ligustrazine phosphate injection [J]. West China J
Pharm Sci, 2020, 35(4): 397-401.

KT, A, BRI, &5 EE BN B R AV I
WEFL [J]. Folk 24, 2020, 29(10): 200-205.

LiuJY, YuY, Zhang M, et al. Effects of alfalfa saponins
on the blood and hematopoietic system of mice [J]. Acta
Pratacult Sin, 2020, 29(10): 200-205.

B T, UG, S 0 GRS a2k By ARV I 36 T A AT
ARV [I]. AbJT 2452, 2021, 18(8): 119-120.

Ge L P, Yan H, Han F. Study on hemolysis test method of
Yinxingdamo injection and its result evaluation [J]. J
North Pharm, 2021, 18(8): 119-120.

PTG, Xk, 2 38, 4% 20 S oV S VR0 MR A L 5 e BB
BRI IRTFC [J]. WUk 2527, 2023, 35(11): 30-33.

Sun P P, Liu Z, Li H, et al. Study on hemolysis and
coagulation test of Asarone Injection in vitro [J]. Strait
Pharm J, 2023, 35(11): 30-33.

SRANR, B, BRI . R AT T S VR R I
et BB Bt 7T (0], LA BHELAE 2., 2020, 37(19): 66-
68, 79.

Zhang X L, He B, Lu F K. Experimental study on
vascular stimulation, haemocytolysis and allergy of
Tanreqing Injection [J]. Jiangsu Sci Technol Inf, 2020, 37
(19): 66-68, 79.

HAX i SRR . Y2 e AR
J5UI [EB/OL]. (2014-05-13) [2023-04-16]. https://www.
cde. org. zdyzIdCODE=
eabe80e6d8d90236¢7fde1cSf88999.

National Medical Products Administration. Technical

cn/zdyz/domesticinfopage?

Guidelines for Drug Safety Pharmacology Studies [EB/
OL]. (2014-05-13) [2023-04-16]. https://www.cde.org.cn/
zdyz/domesticinfopage? zdyzIdCODE=eabe80e6d8d9023
6¢7fdel1c5£8£8999.

HE T, EUR, IV, & ANS 2RISR 2
HREWTT [A] /) FILm SRR e o — i AR
BBOR « s « B i FEe SR [CL s o [EH 253
FRBEHHELNZ G2, 2019.

Zheng Z 'Y, Wang W J, Sun C, et al. Study on the safety

pharmacological test of Ginseng polysaccharide injection



© 1412 - $F47%5 FE6H 2024F6 8 "éﬁ-i‘ﬁﬁti Drug Evaluation Research  Vol. 47 No. 6 June 2024
in mice [A]/ The 9th Annual Conference on [82] FEIRH, ZAERE, B, &6 . ol O T ST =2 A 2530 %
Pharmacotoxicology: New Era, New Technology, New TFT [J]. 252058, 2020, 39(9): 514-516, 524.
Strategy, New Health [C]. Wuhan: Professional Cheng Z T, Yuan X P, Wu W B, et al. Study on safety
Committee on Safety Pharmacology of Chinese Society evaluation of Guanxinning Injection [J]. J Pharm Res,
of Pharmacology, 2019. 2020, 39(9): 514-516, 524.

[81] #S&5H, MB: R, B E%E . NS ZHET I W Beagle R # [83] XK, Jia%, XLl & . th ARG U R 5256 5

Wik 4 22 A 2 FAR G [A] /) P E S SR 5 RA
2B L 2 VRPN B DU K (2019 4F) 2 AR 1B 3
£ [ClL N hEFH LA S RARGYHH L
Z G142, 2019.

Zheng Z'Y, Zheng X L, Ma Y K. Pharmacological testing
of ginseng polysaccharide injection for intravenous
administration in Beagle dogs [A]// 4th (2019) Annual
Conference on Toxicology and Safety Evaluation of
of the
Chinese Society of Toxicology [C]. Haikou: Traditional

Traditional Chinese and Natural Medicines

Chinese Medicine and Natural Medicine Toxicology

Professional Committee of Chinese Society of

Toxicology, 2019.

[84]

IR TCHERE [7]. 29I, 2023, 46(8): 1787-1793.
Deng G Y, Zhou X, Liu H Y, et al. Advances in
experimental methods of anaphylactoid reactions related
to traditional Chinese medicine injections [J]. Drug Eval
Res, 2023, 46(8): 1787-1793.

XS HE, K H, X4 5, 45 . BT VOSviewer Ml CiteSpace

Br [J]. HHE 24, 2024, 55(3): 907-918.

Deng G Y, Mi H, Liu HY, et al. Visualization analysis of
hot spots and trends in research on anaphylactoid
reactions of traditional Chinese medicine injection based
on VOSviewer and CiteSpace [J]. Chin Tradit Herb
Drugs, 2024, 55(3): 907-918.

[T K]



