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[Abstract] Objective: To evaluate the clinical safety of Naoxintong (NXT) capsules after marketing,
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find out the potential risk factors of the drug as soon as possible, and reveal the incidence, nature, and clinical
manifestations of the adverse events (ADE) and adverse reactions (ADR) of NXT capsules, so as to provide a
basis for safe use of the drug in clinical practice. Method: A prospective, large-sample, multi-center
observational cohort study was conducted to monitor all the 7 345 inpatients and outpatients orally taking NXT in
14 hospitals in China from January to December in 2018, with at least one follow-up. The demographic
characteristics, disease type, NXT medication, ADR occurrence, characteristics, and prognosis of the patients
were collected. SPSS 23.0 was used for single-factor and multivariate logistic regression to predict the
influencing factors of ADR. Result: The male and female patients accounted for similar proportions. There were
5 081 patients (79.40% ) aged =60 years and 3 153 patients (49.27%) with body mass index (BMI) exceeding
the normal standard. There were 344 (5.38%) patients with a history of allergy to medicines and food,
9 (0.14%) patients with a family history of allergy, and 52 (0.81%) patients with a history of allergic diseases.
The ADRs associated with NXT occurred in 22 patients, with the incidence of 0.34%. The clinical manifestations
of ADR appeared in 31 cases, involving 10 organs/systems, of which gastrointestinal system damage was the
most common (17, 54.84%). All ADRs were mild or moderate. Most ADRs (19, 86.36%) occurred within
4 weeks after administration. The patients with alleviated NXT-associated ADRs accounted for 81.82%. No
indicators related to significant increases in ADR risks were found. Conclusion: NXT is well tolerated in the
general population. The hospital centralized monitoring for the clinical safety of oral Chinese patent drugs based
on HIS data and Web tracking and follow-up system is an essential means for the post-market research on the
safety of drugs.

[Keywords] Naoxintong capsules; safety; adverse reactions; hospital centralized monitoring

i o0 3 A (NXT) J2&: B R A 259 B 3% 5
Fir 2020 45 B AR N BRG] 2 i ) A S ) B
AR 2 7 0 30, 4 0y R B A K I AN 4 0 2 bR E
PP 2GR R B 16 R 25 41 K. 1% 25 B 25 G I
AR 30 265 0 VR I R 75 00 11 IRk ¥ 97 0T &
B F B IE 60 O SO ik A H S i I A e
5, AF B A T 1042 89 11 IR TP 2 K AR
NXT 1 2 fili I A8 952 995 B 36 19 BEAR & A rp 25 3L ik
FH 2, 30 4 28 i R BAF 5% 78 ok ik A2 85 00, 40 ot 5 ik R
2y PRI T RCR R BT T RO D I
PRI A5 80 75 BRI R K RS
2y R, A )R AR 8 B A JC 52 e R H i AN
T O = 2 I IR T8 5 B S MG TR
WEHE o U4 Ok A 56 NXT I R A B /AAS B35 7F
(ADR/ADE) i it 1 i ¥ 3 2 | 5 I 4= S 403
HX B A0 JE # 26 R et F IR R G 0 5 40 (HX
BB I PR 22 4 P Y A O BIF 5 K 2 O A 8 di 3B Sk
WEIE MG UE S5 A &, XTI IR o LA BR . A
R 2 T I DR 4 T e v G N A UE AR B 2 T
JE R AT = e 48 v W A 5, AH 3 SR W 58 7E v 25 3
SR iz FH A 2, A5 B Sk AN BT I 4, A0 A )
BN I NI 1 o 7 o ol R
FE IR R T B R Y 11 R P AR 2 L T I AR

- 158 -

A PR WS 58 0 vk . MR 2y 5 b 25 7R O
FUAH B AFAE FH 25 I (280 14 H BLE) (Bl U7 3
JE R Qe 3 FACAE A Be 0 1l L 0 iR 25 2 R
112 8 Jm R ) F D 6 B 5% 2 40 Wi 5 AT A
(12 B E ML IT 5 B o0 8 B A T4 e & ) 5%
R RUTC Y FH b 2 3 5 R0 IR B 4R v A DU UF 5
D5 B, AR SO A8 M U R T R (1) 2 90 op 24 1
SRPFR) (PR 20 0 5 VAR ot 3 3 R A ) b T S R B AR
w0 APF 9 0 56 1) FE Aty 006 o TF R NXT
75 B2 B 45 v W I AF 5%, & 30 NXCT A 21 55 3 v il
FHI 2 AV, Ry I DR 22 4 1k 1 24 S AR AR 4 5 TRl B, 2
SEF R o 2 TS BE B AR v I A 5 ek O
by F1 AR OB 2 B A ST AR R DT R AR

1 #RE5FE

1.1 Wit AMEETEES 3XEG

RS g S BRI 1R = K 10 KRR YT DA
B AT . 25 W0 B B iy 2 35 55 T NXT /9 85 8
moRtRR T M5 EE. ETERGEERS
(HIS) %4l , R A FLSE i B2 5 Bl Ja A B RO &
By W A I PR 22 4 P B e 4R M I A S T
7 T HE Y (2 RS B g BA S BF 5
1.2 WF5E ANHE W95 98 A 2018 4F 1 /] & 2018 4F
12 7,4 14 5 W B Be b HIR NXT /Y 42 384 B



2955 174
202349 H

HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 29,No. 17
Sep. ,2023

MITE B IR A 3R AT E R b
= 2 K2 5 — B = Bt L Tl R B 2 K2R 5
B g B T A B B e v IX 11 5 =) LR R
J7 TAENLRG 16 T AR B B R A A X A iR 5 o
DTN 20 3 P L s ERTININAND < o 3 o P L Y e
NI 7 3l P L 1 RTINS B o N N o |
RPN Y o S R R S NN < o S W R ERE
Hl VB AR TR R S5 T R DT AR IR 55
ol B A X AR S . BE AR )E
1R ELSRAZ 34 NI IR 3 30 B W
1.3 FEARRARIT AR E BRI 3 R e 7
B3 000 ] BB H A BE & B 1A Sk ADR, T
6 500 i H & A g 4k F 3 1~ 2k ADE, i JR K Ui %
10% fli 5, AR BF T /DB A 7 223 il .
1.4 UHEARAE A9 A bR ME BT AT (8 A NXT & 2 R
B W 1R, f 2 BRI AR 4 9K, S A W 0 RS )
90 d %55 51 A1 F NXT J5 1 28 ADR/ADE A P-4k 2
et FH 08995 190 4 > A 800 1) o

MEE bR R EH B2 | RIG KRR 1L, Tk IR
I ) 995 181

SR AR e - B3 A4UEE RGP 5 HIS $ HURL
P b A5 B — 29 B
1.5 WFRRNE WFSE 9 28 A0 468 B e 45 v 1 i 45 40
FES g HIS $d 24 i B= B 46 v W 0 450 9 0 455
QA B 2= A) A5 B R B R 1 8l . &
A FEW RBHENAEER AN st g
I G B 3 R A S ONXT il A B R SS
i . £ B EEW K NXT ADR/ADE 28] (%
A s R JE s ADR/ADE i T2 & L 25 5 4 1 75 =X
H1 ADR/ADE Ab #4545 . 5 g HIS £ 405 1 o b A7
fifg = 5 vh £ 38 I DR S B e 90 1 {5 8L ELAE 9
DI ARG AR T EUE R (R EER S
B AR RO B AR AR AR SR A X
AN KL s 2 W IR YT 285 AT
e IRIT AR B R BRI KBS ) PR R 5
b 54 Bk R A OGO ME B CABE IR 5% L BE e 5 L BB
I7 TAE S o 5 A A AR A D6 15 B (IR TR kB L it
JE AR B RO 45 ) L 259 88 B R g b i A B R R
5 R (25 W 44 FR/ABLRS /) 3 B L0k R0 g 45 2 0
RO NI M SE B E R AT R
B HEHAEBE) B RGE T 58X E
B K561 H A9 2 R 1 AR IS AR A R W B %
18 K505 45 R ) .
1.6 BHEUsE  AREFSR S = O 250 32 3h BR

W5 I Bt 375 3 YR 35 B ADR/ADE {5 &, , I 4515 Wi 3¢ |
JiE A B NXT 83 e A 245 U 32 20 W A (a5
TR EE BT 30, 4R Web M HF AHBEICRG),
WA F RIS s PR AR Se R T2
s BE NXT i L H it ST 2580 iz kg 2
7 & 4= ADR/ADE %55 &, I [A] B 05 (il 15 8. 3%
A)o ZITXFf FH NXT 9 8 78 B 2 /sl i i
B IS AT CRE A B R G ) BE X R E &
PUB E A7 HE R 3 2 R RR 22 BR R0 SR, B IR i2 ) 24
IS R I B 2R A I 3 B B R W, G
JEl W BE U 3 UK, A I AE IR 2 )5 5 15~18 d, 45~
48 d,90~93 d 5% i HLIE B U o He b (R B R S BE A
2 NXT, B B2 0 5 8 38 X1 (16 22 05 28, 4 01 R
HRTYT RE B WAL R 3 8] A AT ] iR 245 )
520U TR R E B2 2, 24 W R AT IR
SR € € Y O R NS S

WE i 3 18] JC ADR/ADE & A, 1% 5 & (0 W i) B
R 45 o3 W 3 18] 5 ADR/ADE % 4=, 75 5 2 &b 3
f R R AR R A BT e i R A B W B AT 2
B, A i IS (W {5 8 & B) A ADR/ADE )2 45 3%,
I b E &K 25 i ADR W & 45 (http: //www. adrs.
org.cn/) ; Wi 8] /5 ADR/ADE % 4= , i R A
0 24k 25 T 0 R B 3 H R % R W
BIA] 248 4, [6] i 455 U i 4% 23 B) Al ADR/ADE
R RO LR W25 S 1 — A~ A N SR ICHIS £
W I A AT BT R BOR R 52 BE A
I 2 B0 25 A B R A 57 NXT I R %8 4 s o 4
I ADR/ADE B4 5
1.7 G A OO R A E 5T Y T g A
Pt I, T TR R Y R R R A
58 M 00 3 R v R M N 5 oS o R 1Y BT o [
F 2 W BAF 5 3k B b is B A A O vk AR IR Y
S G i A s W B e — S B AR 4
O T T H W £ 5T A AR B AR
WFSE I BRI R 2, LAARIE B2 Bg 8 v s 00 BF 9 o
1.8 Ky B A ] EpiData 5 4 BH 418 £ 7. %0
it o BN BUSR W A5 B3R R T H Lk AT W] 25
S — BUMEAZ A TP S S . XS R AR — B
Hi T AR W 2 K B R OE . BHE St AL A
TAE &, BE AL BBURE AR K /N 2.5% Wil 3=, X 3
B AT 7 BE 5 8000 i 0E AT N TR, R o B AE
WIH RO, WEF BRI 03% N, &N,
AR ERERTFA . MR ERE T B R
e 1112 R BE e o B R AT BT A X R 14 T

- 159 -



520 B 17 ] HEXBAFZRS Vol. 29,No. 17
202349 H Chinese Journal of Experimental Traditional Medical Formulae Sep. ,2023

Wi R R iR iR [mwEmaTEns |

5 HAREGET— B A BHE IR I

|

v

7L 9 RN F I HIS (5 ]

ﬁ%%ﬁ%%%ﬁ&%#m| Hoxt 2 75 A7 R A 5
N T = 2t I 5
Py SIS AL RAR

REGZG I N & R I 1

AL B L % BHKRANXT e BAMEI R, 1] | 5. 4]
TE R NI e TR RS R
b
v v
’NBEHRGEE, A TAREMAGEE, HEEE
HERHED, SiLBEER BARRRREE, BiRBERER
v ¥ ' v

WWRENEE A F9 (R K

FANBENABITRS HEBER. ARG RANRGE

Fi5eE A R, e MR

| 3WHIEREYT: 15~18 d, 45~48 d , 90~93 d |

|%§W%:ﬁﬁ%§ﬁ$ﬁ&&| |ﬁim%:mﬁéﬁﬁ$ﬁ&ﬂ
I

|

v
B RNBENHBICRG, Hl 15

R: FNRG, B INBEN R RARE,
FHIHEG BR HEIRRGE HIHEG B R

B, kLR 251, M

B HEEN. gERE

Fig.1 Flow chart of data monitoring and collection
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Table 2 Baseline characteristics of study population (%)
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Table 3 ADR/ADE correlation evaluation results
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Table 4 ADR involving organ/system damage and clinical manifestations
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Table 6 Logistic regression analysis
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& BAB i ok BR ZEL I 0, A S AR IR R Ak Rk AT
1:4 VL, 75 295 1 41 22 491, 551 10 4], & 12 41
(°F #47 #% 71.38+10.67 2/ ) , Xf fE 41 88 i , B 14
40 19 , 4 48 4] (- ¥4 Y 71.39+10.67 %) o i Bl 41
X HE 2 M 0 R AR 0% 43 A AL 2H ) L 3 25 R RS
TeE S PR A A et . B R R logistic B9 43
Mrah B Wow , A A8 s % NXT & 2 ADR 22 % 16
Gt S R . Wk 6.

3 itig

3.0 HRH S b e i R e A R B AR
Jrik B E a2y S I R 24 M T

K% £ PRI R 2 Wald {8 oA H (OR) M (95%C1) P
BMI(H & 5 1E%) -0.089 0.480 0.035 0.915(0.357~2.341) 0.852
AN Yt 0.507 0.873 0.337 1.660(0.300~9.187) 0.562
WA 0.267 0.480 0.308 1.306(0.509~3.348) 0.579
PR R A R UL R -0.049 0.495 0.010 0.952(0.361~2.512) 0.921
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