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Abstract: Objective To mine and analyze the adverse drug events signals of Articaine Hydrochloride and Epinephrine Tartrate
Injection by using the EudraVigilance database, providing reference for clinical medication safety. Methods Adverse drug events
data reported with Articaine Hydrochloride and Epinephrine Tartrate Injection as the suspected drug from January 1, 2002, to December
31, 2025, were downloaded from the EudraVigilance database. The data were described and classified according to the SOC and PT of
the MedDRA. Data mining was conducted using disproportionality analysis techniques including the ROR method, MHRA method,
BCPNN method, and MGPS method. Results A total of 11 043 Articaine Hydrochloride and Epinephrine Tartrate Injection-related
adverse drug events cases were obtained, with 190 positive signals mapped to 27 SOCs, 1 049 hypersensitivity adverse drug events
were screened at the analysis query (SMQ) level, including 22 PT signals, among which facial swelling and circulatory collapse were
strong signals. In addition, new suspected adverse reactions such as pallor, chills, hypertension, sweating, dysphagia, and sleepiness
were identified. Conclusion Attention should be paid to new suspected adverse reactions in the clinical use of Articaine Hydrochloride

and Epinephrine Tartrate Injection, with heightened vigilance for symptoms related to hypersensitivity reactions, especially for patients
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under 4 years old, to ensure medication safety for patients.

Key words: Articaine Hydrochloride and Epinephrine Tartrate Injection; EudraVigilance database; adverse drug events; facial

swelling; circulatory collapse
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Table 1 Basic patient profiles of Articaine Hydrochloride

and Epinephrine Tartrate Injection adverse drug events

reports
i H s Hul i EL/%
- & 2352 60.40
% 1361 34.95
(TS 181 4.65
i 0~1 AR 3 0.08
2 AW ~2% 3 0.08
3~11 % 211 5.42
12~17 % 135 3.47
18~64 % 2443 62.74
65~85 % 436 11.20
>85 % 20 0.51
(S 643 16.51
EHE BT AR 3445 88.47
JEEEIT T A B 403 10.35
KigE 46 1.18
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Table 2 Distribution of Articaine Hydrochloride and Epinephrine Tartrate Injection adverse drug events signals

sS0C PT 15534 PT 53k i Eb/%
BRME RGN 36 2582 23.38
A G VR T 4R 2 L A i 29 1965 17.79
B M R S50 43 1412 12.79
B ok B 2 R 4 AR 7 887 8.03
WEIR R S8 i e O B 9 618 5.60
I3 5 9k L 2880 9 595 5.39
DR B 6 476 431
G % R YRR 4 447 4.05
HR 2% B 5 14 370 3.35
KR E 6 353 3.20
BRPUA . P EIAREIERE 9 334 3.02
B ILIA B 8% I 45 4 e 25 6 306 2.77
EUE TN 2 284 2.57
S S T 1 102 0.92
L ]2 A7 G 4 87 0.79
7 il 1] 73 2 65 0.59
B B A PR 2R ST 0 31 0.28
L Btk B2 2R G e 0 30 0.27
BMFR KT AR 2 28 0.25
NS E=E = ST 1 27 0.24
LR 0 11 0.10
JFHE 22 G 9507 0 9 0.08
BEURIA . =4 B A B = AR L 0 8 0.07
A HE R G SR 0 6 0.05
B A e RN R M R P 50 0 4 0.04
P39 R GL IR 0 3 0.03
RAE. BRI CIEFRRALE ARO 0 3 0.03
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Table 3 Distribution of PT signals in Articaine Hydrochloride and Epinephrine Tartrate Injection by SMQ

ROR 33 MHRA % BCPNN 7% MGPS i

PT Eia=R - - -

ROR (RORgs) {55  PRR (4 5% IC (ICos) 5% EBGM (EBGMos) 155

B 206 4.88 (4.25, 5.60) Y 481 (62341) Y 226 (204) 481 (4.19) Y
T8 e 149  12.85 (10.93, 15.11) Y 12.69 (1601.95) Y 3.66 (3.32) 1 12.66 (10.77) Y
TP 136 6.64 (5.61, 7.86) Y 657 (64252) Y 271 (241> 6.56 (5.54) Y
FUKTIQE N 115 6.72 (559, 8.08) Y 6.66 (553.60) Y 273 (240) 6.66 (5.54) Y
WRMEMHRN 66 2.80 (2.20, 3.56) Y 279 (75.69) Y 1.48 (1.09) ¥ 2.79 (219 Y
PEIAE R i 66 1251 (9.82, 15.94) Y 1244 (693.11) Y 3.63 (3.05) 5 1241 (9.74) Y
Je 38 e 54 7.64 (5.84, 9.98) Y 7.61 (309.48) Y 292 (237) 7.59 (5.81) Y
TR K i 51 6.18 (4.69, 8.13) Y 6.5 (219.97) Y 262 (208) 6.15 (4.67) Y
WER 50 e fi: 29 7.20 (5.00, 10.37) Y 7.8 (154.19) Y 284 (2.04) 7.17 (4.98) Y
JE K 28 7.72 (532, 11.18) Y 770 (162.97) Y 294 (211) 7.69 (5.30) Y
g 7K Jp 20 6.81 (4.39, 10.56) Y 6.79 (98.72) Y 276 (1.78) 6.79 (4.38) Y
Jib 20 3.29 (2.12, 5.10) Y  3.29 (31.78) Y 1.72 (0.94) 3 3.28 (2.12) Y
AR Jif 19 3.92 (250, 6.15) Y 391 (41.2D) Y 1.97 (1.13) § 3.91 (2.49) Y
I i e 16 9.18 (5.62, 14.99) Y 9.6 (116.15) Y 3.19 (1.93) 9.15 (5.60) Y
| 248 R B 15 9.58 (5.77, 15.90) Y 957 (114.82) Y 3.26 (191) 9.55 (5.75) Y
RS 14 1881 (11.13, 31.81) Y 1879 (23489) Y 423 (2.35) 1 18.72 (11.07) Y
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3 )
- H ROR ¥ MHRA 2 BCPNN 2 MGPS 2

ROR (RORg2s5) &% PRR () 55 IC (ICos) ¥ EBGM (EBGMes) 55
AR MG 7K 14 3.46 (2.05, 5.84) Y 346 (2443) Y 1.79 (0.82) § 3.45 (2.04) Y
7K e 11 442 (244, 7.98) Y 441 (29.01) Y 214 (095 4.41 (2.44) Y
7K 11 459 (254, 8.29) Y 459 (30.82) Y 220 (0.99) 458 (2.54) Y
11 A firf 3 16.13 (5.19, 50.11) Y 1612 (4240) Y 401 (031> ¥  16.07 (5.17) Y
1 i 3 59.97 (19.20, 187.33) Y 59.95 (171.67) Y 5.89 (0.47) %  59.19 (18.95) Y
B K 3 2465 (7.92, 76.67) Y 2464 (6769) Y 462 (039) §§ 2452 (7.88) Y

Y REF LB T o
Y indicates the generation of a positive signal.
24 MERESLRFIFEFSREMEREOGOR  WEAE. JJH. RREFERHHICEE AR X
HEZ AT 50 4 PT Righ, BRI A TR SR 29, R
Bl RV ERREESA REF RS R m BRI, REREESE TR SR RN, Hhg
T 50 ALET PT MR 4. BRIGIESk®=. Bl P ANEES.

*4 WEFESLEREFIFHET REHREGIRET 50 4L PT
Table 4 Top 50 PT of Articaine Hydrochloride and Epinephrine Tartrate Injection adverse drug events reports

PT gk ROR (RORuzs) PRR (42 IC (ICos) IC{E 55 EBGM (EBGMos)
DT 357 3.80 (3.42, 4.22) 3.71 (711.82) 1.89 (1.72) L 3.71 (3.34)
Tl 256 1.76 (1.56, 2.00) 1.75 (82.54) 0.80 (0.62) 95 1.75 (1.54)
% [ 2 223 2.05 (1.79, 2.34) 2.02 (116.81) 1.02 (0.82) 55 2.02 (1.77)
=SIARIPR 215 8.20 (7.17, 9.39) 8.06 (1331.30) 3.01 (2.76) L 8.05 (7.03)
BB N 206 4.88 (4.25, 5.60) 481 (623.41) 2.26 (2.04) L 481 (4.19)
LR 206 1.42 (1.23, 1.62) 1.41 (24.64) 0.49 (0.29) 95 1.41 (1.23)
=K 190 7.23 (6.26, 8.34) 7.12 (1000.52) 2.83 (2.57) L 7.11 (6.16)
J RS It 190 5.76 (4.99, 6.65) 5.68 (733.58) 2.50 (2.26) L 5.67 (4.91)
TR PR 167 5.85 (5.02, 6.82) 5.78 (661.29) 2.53 (2.26) L 5.78 (4.96)
Ta” 157  17.34 (14.81, 20.31) 17.11 (237454) 4.09 (3.72) b 17.05 (14.56)
pli v 152 1.81 (154, 2.13) 1.80 (54.39) 0.85 (0.60) 95 1.80 (1.53)
THI 50 Jie fie 149  12.85 (10.93, 15.11) 12.69 (1601.95) 3.66 (3.32) b 12.66 (10.77)
M IH: 148 151 (1.28, 1.77) 1.50 (24.78) 0.58 (0.34) 95 1.50 (1.27)
= 146 5.03 (4.27, 5.93) 4.98 (465.06) 2.31 (2.04) By 4.98 (4.23)
A 7K 136 6.64 (5.61, 7.86) 6.57 (642.52) 2.71 (2.41) By 6.56 (5.54)
13 5 B 130  30.25 (25.43, 35.98)  29.90 (3609.65) 4.89 (4.35) b 29.72 (24.98)
I 1tk R A 128 3.48 (292, 4.14) 3.45 (223.29) 1.79 (1.50) i 3.45 (2.90)
I Je i Dl AR 127 4242 (3558, 50.57)  41.94 (5031.61) 5.38 (4.72) G 4158 (34.88)
IWSIIpURE 121 4.09 (342, 4.89) 4.06 (279.25) 2.02 (1.72) By 4.05 (3.39)
A7 121 2.36 (1.97, 2.83) 2.35 (93.90) 1.23 (0.95) 55 2.35 (1.96)
e 119 1.36 (1.13, 1.63) 1.36 (11.17) 0.44 (0.17) 55 1.36 (1.13)
2 TERL 119 0.89 (0.74, 1.06) 0.89 (1.68) -0.17 (-0.43) ¥ 0.89 (0.74)
T AR T 115 6.72 (559, 8.08) 6.66 (553.60) 2.73 (2.40) i 6.66 (5.54)
OE 112 3.89 (3.23, 4.68) 3.86 (237.49) 1.95 (1.64) By 3.86 (3.20)
RS IR AT 105 172.24 (141.63, 209.46) 170.61 (17074.40) 7.36 (5.73) b 164.56 (135.32)
IR 57 105 0.71 (0.59, 0.86) 0.71 (12.20) -0.49 (-0.76) x 0.71 (0.59)
SR 101 1.25 (1.03, 1.52) 1.25 (5.13) 0.32 (0.03) 55 1.25 (1.03)
RE 55 100 1.31 (1.08, 1.59) 1.31 (7.25) 0.39 (0.09) 55 1.31 (1.07)
8RS 98 1.95 (1.60, 2.38) 1.94 (45.01) 0.96 (0.65) 55 1.94 (1.59)
2" 92 3.30 (2.69, 4.06) 3.29 (146.52) 1.72 (1.38) 55 3.28 (2.67)
S A 90 2.66 (2.16, 3.27) 2.65 (92.34) 1.40 (1.07) 99 2.64 (2.15)
FEHE 89 1.86 (1.51, 2.29) 1.85 (35.17) 0.89 (0.57) 55 1.85 (1.50)
i I 88 2.04 (165, 2.51) 2.03 (46.01) 1.02 (0.70) 55 2.03 (1.64)
522 87 0.84 (0.68, 1.04) 0.85 (2.46) -0.24 (-0.55) x 0.85 (0.69)

DINERES e 83 5.41 (4.36, 6.71) 5.37 (295.47) 2.42 (2.03) H 5.37 (4.32)
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x4 (8
PT HEH  ROR (RORozs) PRR (y») IC (ICos) IC{ES5RE EBGM (EBGMos)
ik 1L & 83 1.98 (1.59, 2.45) 1.97 (39.82)  0.98 (0.65) BE 1.97 (1.59)
FUEZE L0 76 42.78 (34.11, 53.66) 42.49 (3051.72) 5.40 (4.45) G 42.12 (33.57)
LilNEES 2 o= 75 3.16 (2,51, 3.96) 3.14 (109.63) 1.65 (1.28) 55 3.14 (250
7 MIA] PR 3™ 70 4.47 (353, 5.65) 445 (187.00) 2.15 (1.74) 2l 4.44 (351
i it 67 3.31 (2.60, 4.21) 3.29 (107.20) 1.72 (1.32) BE 3.29 (2.59)
AR E I AU B 66 2.80 (2.20, 3.56) 2.79 (75.69)  1.48 (1.09) 55 2.79 (219
AEFR M R 66  12.51 (9.82, 1594) 12.44 (693.11) 3.63 (3.05) G 12.41 (9.74)
W HE" 62 1.50 (1.17, 1.93) 1.50 (10.34)  0.58 (0.21) 5 1.50 (1.17)
LEET 55 3.61 (277, 47D 3.60 (103.24) 1.85 (1.39) 55 3.60 (2.76)
JEHB K 54 7.64 (5.84, 9.98) 7.61 (309.48) 2.92 (2.37) 2l 7.59 (5.81)
THIFB K i 51 6.18 (4.69, 8.13) 6.15 (219.97) 2.62 (2.08) e 6.15 (4.67)
O I IR 48 1047 (7.89, 13.91) 10.43 (408.65) 3.38 (2.71) i 10.41 (7.84)
USTISIGS 48 1281 (9.65, 17.02) 1276 (519.12) 3.67 (2.95) G 12.73 (9.58)
LA 47 2.33 (1.75, 3.1D) 2.33 (35.70)  1.22 (0.76) 55 2.33 (1.75)
JilEEES 47 1.87 (1.40, 2.49) 1.86 (18.80)  0.90 (0.45) 55 1.86 (1.40)

TR UL B AL A R P

“indicates adverse events that are not described in drug instructions.
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