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Abstract: Objective To analyze the occurrence and influencing factors of adverse drug reactions (ADRs) in real-world application
of Feilike Mixture in adult population, clarify the risks of medication, and provide reference for clinical medication. Methods A
prospective, multi-center, large-sample, registered hospital centralized monitoring study method was used to monitor outpatient and

inpatient adult patients who used Feilike Mixture from December 24th, 2020 to December 20th, 2021. The basic conditions and
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medication characteristics of patients with ADR were analyzed, and the influencing factors of ADR were analyzed through single factor

and multivariate Logistic regression. Results In 25 research centers across the country, 93 of the 3 189 patients who used Feilike

Mixture had 121 ADRs, with an incidence rate of 2.92%.The ADRs involved seven system-organ damages, all of which were mild to

moderate ADRs. Univariate and multivariate Logistic regression analysis showed that concomitant medication and off-label medication

were the main causes of ADRs. Conclusion Feilike Mixture has a low incidence of ADR, has good safety, and has no serious ADRs,

which suggests that special attention should be paid to medication risks and avoid taking drugs beyond the label when combined

medication is used.

Key words: Feilike Mixture; adverse drug reaction; centralized monitoring of hospitals; study on post-marketing safety; Logistic

regression analysis
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Table 1 General characteristics of 3 189 patients

EAGEE KA ADR ABE (n=93) KEHA ADR ABE (n=3096) P

YRR CbEL/%) 5 38 (40.86) 1552 (50.13) 0.078
% 55 (59.14) 1544 (49.87)

PR % 52.83 55.13 0.220

FH 5 Ei/em 164.59 164.54 0.843

P I A B HE kg 62.83 61.84 0.386

P15 BMI/kg-m™ 23.09 22.79 0.244

R/l (i Ee/%) DUt 92 (98.92) 3058 (98.77) >0.999
HAh 1 (1.08) 38 (1.23)

AR Gl EE/%) H 4 (4.30) 80 (2.58) 0.309
& 89 (95.70) 3016 (97.42)

PP (SH%) 2 215 742 (2397 =000
& 91 (97.85) 2354 (76.03)

EIFBIRM ChE%) H 37 (39.78) 1196 (38.63) 0.822
7x 56 (60.22) 1900 (61.37)

I GhE/%) H 72 (77.42) 2245 (72.51) 0.296
x 21 (22.58) 851 (27.49)
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Table 2 Systems-organs involved in Feilike Mixture ADR and clinical manifestations
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Table 3 Distribution of 93 patients diagnosed with western medicine and top 3 concomitant diseases

FREL KA 4R RAEADRA/B (HE/%)  REAADRA/F (HE/% St/ (S P
FAER W St S % H 47 (50.54) 792 (25.58) 839 (26.31) <0.001
7 46 (49.46) 2304 (74.42) 2350 (73.69)
MR ZE MR A 13 (13.98) 680 (21.96) 693 (21.73) 0.066
7 80 (86.02) 2416 (78.04) 2496 (78.27)
Jiti ¢ H 12 (12.90) 481 (15.54) 493 (15.46) 0.492
7 81 (87.10) 2615 (84.46) 2696 (84.54)
S % H 9 (9.68) 302 (9.75) 311 (9.75) 0.987
7 84 (90.32) 2794 (90.25) 2878 (90.25)
S W g H 6 (6.45) 140 (4.52) 146 (4.58) 0.316
7 87 (93.55) 2956 (95.48) 3043 (95.42)
HoAth H 35 (37.63) 1203 (38.86) 1238 (38.82) 0.813
¥ 58 (62.37) 1893 (61.14) 1951 (61.18)
B IR RN A 17 (18.28) 354 (11.43) 371 (11.63) 0.031
PR IR T 76 (81.72) 2742 (88.57) 2818 (88.37)
e I H 9 (9.68) 424 (13.70) 433 (13.58) 0.656
7 84 (90.32) 2672 (86.30) 2756 (86.42)
2K PRI H 6 (6.45) 37 (1.20) 43 (1.35) 0.142
7 87 (93.55) 3059 (98.80) 3146 (98.65)

4 93 B BE AR b 10 & 5 89 AR 2545 iE

Table 4 Characteristics of 93 patients who used pulmonary cough mixture

fabn Hah

BRI 714 7 Gl /%) 78 (83.87)
AR R Q5 /%) 7 (7.53)
1525 )5 R/ (s be/%) K4 AE 10 (10.75)

ITRAE 2 (2.15)

HAh 5 A 13 (13.98)

YR AR R 68 (73.12)
MRZipd CRALED 3.00 (2.00, 5.00)
BRA T &M i /%) 150 mL 47 (50.54)

300 mL 28 (30.11)

450 mL 10 (10.75)

600 mL 7 (7.53)

750 mL 1 (1.08)

900 mL 0 (0

1050 mL 0 (0

1200 mL 0 (0

1 800 mL 0 (0

RRRAE T AR B mL CRAZHD
S RZy s /mL CPAED

60.00 (60.00, 60.00)
150.00 (140.00, 300.00)
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Table S Distribution of concomitant medication and reasons for top 3 concomitant medication in 93 patients

eI iR RAADRA/BI (HE%) R KREADRA/H C(HE/%) Rt/ % P
A4 EHRIER A 9 (9.68) 132 (4.26) 141 (4.42) 0.020
L ¥ 84 (90.32) 2964 (95.74) 3048 (95.58)

TRAFKE A 9 (9.68) 74 (2.39) 83 (2.60) <0.001
T 84 (90.32) 3022 (97.61) 3106 (97.40)
fithmE f 7 (7.53) 53 (1.71) 60 (1.88) 0.002
T 86 (92.47) 3043 (98.29) 3129 (98.12)
Vielnisi  H 6 (6.45) 87 (2.81) 93 (2.92) 0.052
i3 I 87 (93.55) 3009 (97.19) 3096 (97.08)
KEMRELE H 6 (6.45) 75 (2.42) 81 (2.54) 0.029
HEWT K 87 (93.55) 3021 (97.58) 3108 (97.46)
HIERZE kg H 17 (18.28) 641 (20.70) 658 (20.63) 0.569
H g A Ja 76 (81.72) 2455 (79.30) 2531 (79.37)
- H 11 (11.83) 386 (12.47) 397 (12.45) 0.854
Ja 82 (88.17) 2710 (87.53) 2792 (87.55)
R s H 9 (9.68) 184 (5.94) 193 (6.05) 0.137
T 84 (90.32) 2912 (94.06) 2996 (93.95)
# 6 ADRBIZEEZENHLER
Table 6 Multivariate analysis of adverse reactions
FSES R R OR (95%CID) PE
REHNHRAE 2.794 0.924 16.346 (2.67, 99.92) 0.003
i ESIaRS -0.150 0.076 0.861 (0.742, 0.999) 0.049
2 BUBE R 2.509 1.329 12.288 (0.909, 166.09) 0.059
HHEHHE —4.409 1.336 0.012 €0.0009, 0.167) 0.001
A Hb 7348 2.073 0.971 7.947 (1.185, 53.29) 0.033
IR IR I e S P 1.840 1.259 6.297 (0.534, 74.37) 0.144
Raf =] DT AR 3.587 1.442 36.115 (2.14, 609.47) 0.013
577 A R 3 1.767 0.888 5.855 (1.027, 33.35) 0.047
SKER 2.787 1.406 16.236 (1.032, 255.27) 0.047
F i 2.548 1.248 12.783 (1.107, 147.47) 0.041
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