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Comparative Analysis of Adverse Drug Reactions Between Reduning Injection and Tanreqing Injection
HAI Yanjuan,WANG Xiangling ,GAO Xingxiao,CHU Mengyu,LI Shanshan,XU Yunkui,HAO Biao®
(Zaozhuang Hospital, Dongfang Hospital,Beijing University of Chinese Medicine - Traditional Chinese Medicine Hospital of Zaozhuang ,Zaozhuang,
Shandong 277000, China )

Abstract: Objective To provide a reference for the rational and safe clinical use of heat — clearing and detoxifying traditional
Chinese medicine (TCM) injections. Methods Adverse drug reaction (ADR) reports induced by Reduning Injection and Tanreqing
Injection as suspected drugs collected retrospectively by the ADR Testing Center of Zaozhuang City, Shandong Province from 2012
to 2023. The demographic characteristics, clinical manifestations, involved systems / organs, occurrence time and outcome, and
intervention measures of ADR reports induced by the two drugs were compared and analyzed. Results A total of 592 ADR reports
were included, of which 368 ADR reports were induced by Reduning Injection (involving 368 patients) and 224 ADR reports were
induced by Tanreqing Injection (involving 224 patients). The ADRs of the two drugs was mainly characterized by rapid type
hypersensitivity reactions,which often involved the skin and its appendages (46.67%,53.93%) and the digestive system (12.50%,
10. 11%). About 70% of ADRs occurred within 30 min after initial medication,85% of ADRs showed improvement within 1 h of
occurrence. The ADR reports of both Reduning Injection and Tanreqing Injection showed a higher proportion of male patients (P < 0. 05),
with a male — to — female ratio of 1.390:1 and 1.517:1,with no significant difference between the two drugs (P > 0.05). The
proportion of ADR reports induced by the two drugs in children < 14 years old was relatively high (72.28%,54.02%) ,and the
proportion of ADR reports induced by Tanreqing Injection was relatively high in the population > 45 years old, with significant
differences in age distribution (P < 0.05). Compared with Tanreqing Injection, Reduning Injection had more severe ADR reports
and fewer new ADR reports. The proportion of ADRs induced by Tanreqing Injection treated with drugs was higher than that of
Reduning Injection (56.25% wvs. 45.38%) ,and there was a significant difference in intervention measures for ADRs between the
two drugs (P < 0.05). Conclusion Reduning Injection and Tanreqing Injection were similar in the involved system / organs,and
the occurrence and outcome time of ADRs,but there were differences in age distribution, reporting ratio of new and severe ADRs,
treatment measures of ADRs. The ADRs of two drugs are mostly induced by allergic reactions, and clinical medication should
actively prevent and intervene in a timely manner to avoid the occurrence of severe ADR.
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HADR G2 B ADR #4570, W25 ADR #2453 K
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TH TSR EE T TS OA S R AR TR LR 1
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Tab.1 Comparison of ADR reports induced by the two drugs

[case (%) ]
. RETEMR  FMFERSR
S (o) ooy XEOPHE
ADR %7 —# 266(72.28)  155(69.20)
FE—f  41(11.14) 7(3.12)
_ 20.583  0.000
He—M 49013, 32) 54(24.11)
HHEE 123 8(3.57)
REHAN AR 2(0. ) 6(2.68)
T HE 298(80.98)  157(70.09)  11.400 0.002
T 68(18.48) 61(27.23)
ADR %2 B 120(32.61)  126(56.25)
Eir 245(66. 58) 98(43.75) 31179 0.000
R 3(0.82) 0(0)
REARL  EJF 212(57.61)  165(73.66)
¥+ 48(13.04) 28(12.50)  19.929  0.000
A 108(29. 35) 31(13. 84)
W KR EFHA 366(99.46)  221(98.66)
BELY 2(0.54) 3(1.34) L0 0T
(1.054 1:1) RS BRIST PG 7 7 S 40 AP 0 T 2

W 4 ADR %&%E’J%%é‘% 22 S G 23 0 1,390 1 A
L517: 1, ¥ 00 B 4k e 4] 25 K F &k (* = 6. 882,
P=0.009;x* =7.183,P=0.007) . £ W32,
R2 2THEGYPTHADR BE—RBERLLB[F](%) ]
Tab.2 Comparison of the general data of patients with ADRs
induced by the two drugs [case (%) ]

hAETIERSR FHF SR

R (n=368)  (nepsy X TR
%) 3 214(58.15)  135(60.27)

* 154(41.85)  89(39.73) 0.298 06012
LR <2% 35(9.51) 25(11. 16)
2~14%  231(62.77)  96(42.86)

15~44%  45(12.23)  28(12.50) 70.858 0.000
45~64%  33(8.97) 39(17.41)
>65% 24(6.52) 36(16.07)

ADR 9(2.45) 9(4.02) 1.167 0.280

THHEEADR BE TR N3N HE S,

%i’a( 17.15 £22.76) % s I FE ST B ADR 85 4
A8 dE 934, T (27.88 + 28.63) % . W 24 Ir £k
ADR e &5 4 Dh 2 ~ 14 2 H i £ (72. 28%, 54. 02%) , {H
PRI T R ) v 0 R R o LA T R R AR
A 22 (P<0.05) B2,
2.3 ADR %k 4Hfig]

P24 fir 3 ADR 2 2 i 2 Y, 29 70% 34 & A AE
X255 30 min P, B [B] 43 AR AH AL, O B 5 25 5
(P>0.05) .7 ILF 3.
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Tab.3 Distribution of the first occurrence time of ADRs [case (%)]

*6 ADREEFMES[F(%)]

Tab. 6 Distribution of cutcome time of ADRs [case (%) ]

E2ELG BAETEMR(n=368) HBFEMR(1=224) Y PH

KARE  AETEHR(=368) RAFEHR(=224) YH PR
<5 min 29(7.88) 20(8.93)
> 5~30 min 239(64.95) 138(61.61)
>30minZ1d 40(10.87) 31(13. 84) 5.084 0.279
>1~3d 19(5.16) 18(8.04)
>34 41(11.14) 17(7.59)

<30 min 212(57.61) 134(59.82)
>30minZ1h 103(27.99) 56(25.00)
>1h~1d 28(7.61) 21(9.38) 1.469 0.832
>1d 17(4.62) 8(3.57)
Rif 8(2.17) 5(2.23)

2.4 ADRERZ% /RBESIKKRNR

W2 R ARG [ g E AL, o #2257 (P >0.05);
B IR K FLRRA 5 107 R A 22 48 S e 8% UL o 1R L3R 4
2.5 ADR TFuiEiE

PRIV 1 5T W B ADR i FH 25 0367 1 L A8l 45 v
JUH I I Dk 35 25 0697 i 2, P25 1) ADR 1+
it 22 F B (P <0.05) 3 L#ES,
2.6 ADR #3rtH]

P2 2947 85% 11 ADR BB TE 1 h %I, AL Ry
LR EZES(P>0.05) 1 EWFE6,

2.7 BERHGER
TGRS P I T BRI B ADR R4 R

BCA FH 245 890 A 53 91 (14. 409 ) 142 151 (18. 75%) .
B 2GRS AL SRl YLK R S5 & R
R FEMIURE Y R L LR T,
2.8 /™E ADR

T TUES R A ™ ADR 4 o5 LA ps Hs 1 5t
W, H2E RSB (3 =10.427,P < 0.05) . 2 Rk
A8 B B0 T B 4 L AR T R R A fE e A A
ADR R4 241 (3. 77%) , T BRI M itk 7e AR5 |

=4 ADRERZZ/BESIHERRI

Tab.4 Systems / organs involved in ADRs and their clinical manifestations

AT IR (n=480)

FHFER R (0=267)

PARIBE — 0 Ak BRAAHR) Wk Ak BRRAIL) v P
RRALRAE 24046670 1 RA(140) %&#(87) ;iiﬁ%“ 17),3R5012) s (1), RRAL (1), 55(2), & 144(53.93) 1 M‘(100),%9?(58),ﬁiﬁ%‘(lS),)ﬂiﬂk%ﬂﬁ/iﬁ/
57 (2), A (1), £74(5), 2 £754(2) 0), 2A5(7), KA A, KRR (1)
HHAs 60012500 2 &w(36),Eek(27), s (1 )ﬂz 9), HAREQ), 478 (1) o) 2 20) ek ( )ﬂ?ﬂh( ) B (2)
ShE A4 $3(1.04) 3 ﬂ@n 36), SE(19), 1 (4) w32 (2), 0 2R F (1), 028 (1), 0 RREQ)  176.31) 5 ﬂm( SHE(7), SR (3), LR
ERAAEEE  S1010.62) 4 KR(18),RA(13),%K(8) AR0),450),0%0) £R(0), AR LHE(1),  18(6.74) 4 X2(6), Iﬁx“m()kiﬂ JBRAQ), *A(2),#
mRAE(1), 245 (1), AR 0) AN (1) & BR() *‘ﬂ’% #(1) mm&(
Agik 356.8) 5 EK(8), A/, HA0),REQ),AREN),KAE(1), LA, & ( A0.87) 3 E&(12),5409),HR(4),£F03),240)
#5A% 5520 6 HRER(T),ARE),HFRARG), BAG),A%0), HRERF () 176,37 5 Wz 10) w%k )% A(2), B4 (), ¥R 12823 0.118
AR(02)
RE Y 102.08) 7 EEERE(9),AEKL(]) H41) 1 EsERE1)
R##HE SL04) 8 EARBAA(Q), RAREARQ), BAFELL(]) 1) 8 Jﬂ%%‘rxﬁw(1),}?125%@%(1)%%%»@%
1), BHA(1)
e 19(3.96) ISR (4), 55 (4), nF(3), BIIK(2), B4IIK(2), SRAR), £R-AR(1),  9(3.37) M’ ) (1), B 5 (1), Rk (1), BHR
FUR(), R EFF (), AFE () AHRK) FELE() DRRM), #(1),55(1) MMM,JMH FU),5%
B RRAA(L) #(1)
VE 1) BB TR R A 240 R 3 24 kA B ADR, ¥ B K BK T B B,
Note:One case may have = two cases of ADRs,so the total number of ADRs is larger than the total number of patients.
#xS5 ADRTHHEMEF](%)]
Tab.5 Intervention measures of ADRs [case (%) ]
nBF% ARETEHR(0=368) RAFESR(0=004) A FH Yl P
B D 159(43.21) $8(39.29) B RTRRG MR RR
B+ LA (11.41) 10(4.46) TRORE B 7 RAMGERER; S0k 21
Boh+ Bhba(am) 2(5.71) 12(5.36) AFWABL IR R RATRARL DARAATAS  LBEARR, G RRMASH RN R R BN 100 KA D 0
SARHA) FBER BN AR R AR B o LA REART P B AA AR ARLT s E
B+ Bk () 146(39.67) 114(50.89) EARMBRES | A (v fivegt); R AR EA (im) 2 5 C+ HABRE tvagt; AR TRRARARS ivgg; =

ARFHivegt; § LRE ;T AE SR n; DARAF A i BB v
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Tab.7 Distribution of combination use of drugs in ADRs [case (%)]

KAR A E AETESR(=58) FERFERR(0=47)
HEEHD 45(77.59) 39(82.98)
REHH 42(72.41) 37(78.72)
RmFHn 3(5.17) 2(4.26)
o R 5(8.62) 3(6.38)
ik 2(3.45) 1(2.13)
Pt 3(5.17) 2(4.26)
wE 4(6.90) 2(4.26)
i 2(3.45) 1(2.13)
k¥ 2(3.45) 2(4.26)

EBAOMBRFRY T 1A,

Note: The number of combination drugs should not be lower than one.
AL, 3 WL 36 8. T 265 ™ B ADR & A= FR B M0 0 B 3%
Z5(}*=0.009,P > 0.05) s (HAEAE W o0 Ay 122 5 b 3%
(¥*=11.885,P <0.05), A T W & EAE 14 5 LU
T ADR e 4h 2 TR S ST (HIR O
W R EFE 45 ~ 654 E I H ADR U EiR £ .
W25 AN [) ™ B FE . ADR & A AR I 43 A 34 0 I 25 25 57
(P>0.05) . 7ELFE9,

*8 EEADRBREFERSH

Tab.8 Distribution of severe ADR impairment

B PEADRRERA 4l BRAAR)

AETRSR RALS 2 EEERAD), KA KRR (1)

(n=53)  FHBERIEEN 16 PREEE),THEREQ), FREEF(Q),
Rtk 42,5 ()Wm K1)
SHERTEES 35 KA, BB06),HR4), ER4),BEG),
g2 R EH(2) »r,u ), e (2), B (1), R

Z(1),%2(1),%%(1), s £H3(1), 08
BEN), AR, BREA ()

RAEER FRERIAERE 9 FREKGS), KA, 540, 5A0), £%

(n=15) LESS (1), &4(1)

SHARTEES 6 MAG),ELHFQ),BE),FRAKD),E
H B (D) &A1)

E 10 B HA S AN R AL, A KSR T AR
Note: One patient had multiple clinical manifestations,so the num-
ber of ADRs was larger than the total number of patient.
*9 AEEEEREADRREMNERD (%) ]
Tab.9 Age distribution of patients with ADRs with different

severity [case (%) ]

5 ADREE  <2F 1~MF ~MF S~04F 265 Pl PR
#ET  —H0=315) 3010.16) 201(63.81) 38(12.06) 27(8.57) 17(5.40) 00
R FE(=53)  3(5.66)  30(6.60) 7(13.20) 6(11.32) (13,
Fag o =209 23(11.00)  94(44.98) 25(11.96) 33(15.79) 34(16.27) T
B FEG=15) 203.3) 203.33) 30000 6(40.00) 2(13.33)
3 g
3.1 ADRE—MERSW
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U IR Y7 A OC o BL Ak , R T 1R SR 5 R HGE 1

SHRAE ADR GBI i AF e R 22 7 (P <0.05),

B TSR EADR B i e MR W RE T L
WJ%EJ , 22 BHIZ 25 0T B ADR B ) S5 o FH T
3.2 ADRIRELZEANEDH

MEBE MR, EE T SRS 5 s AW
I ADR #4519 58 2 L] 3 514 1. 390: 1 F 1. 517: 1,
TR 2 ] (1 S 2 PR A B TIE B 35 22 57 (P > 0. 05) 5 {H P4
AT R B, P25 B A ADR AT REYE Y K T &
(P <0.05) AE THIEEADR BEENZER S
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Yy 7= ADR, f5 i — 24 KEEA B 5HIE

MEBE Ak E , 24 1 ADR A5 14 2
PLUFLEE 5 e fse iy, AS ) 2 Ab e 1958 #4007 T i ADR
RIS B MBI 5) e = 45 2 E Ry L
W& 5 o 1 25T I, 25 R ADR fE I [N & 5 & B4F
BA X, B —aWim v, 78R8 L2 b R B B 8,
Hk AR N-3-141 L3 ADR 4 5 L, aTRE 5 L
HAONE ) 2 RN G He BB A O 5 T T
RE R B WA B, o 24 W S PR ik R D9 T PR BE ) 22,
o5 A E TR 5 AN, BAE NAFTEA R RE 2%
B UIRER AL, R RS HLHIE 1 AR 22 85 51 & ADR.
3.3 ADR & 4BEISHT

AT LS R TR, PG T TR S R A R
fif 3 ADR u@k@ﬁi,gﬁi?’fﬁﬁtﬁﬁ%)ﬁ 30 min
W, iR & ADR /> P 2 & 4= ADR (B[] 43 A G B 3%
Z5(P>0.05) AT T IS REGE & 7 ADR 23 23
TN NS B T (Ca2* ) R BE 5 3 AR B - AL OBk
TV A0 4 85 RAYEAN T = A0S A TR T
T A B S SR 1L A K AT v U 5
e & B ADRUO) R Al AR T 1R ST S 8 A
VRIS, 7 s X £ 3 FH 24 J5 B0 30 min A9 WE g, DAAE K i
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T, TCAE TR AR S I RS 19 1 R4, 2280 nT 3 o 45
A Ui o IR T SRR 7 T ADR iR B S T
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