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1 European Medicines Agency; PRAC recommendations on signals Adopted at the 8-11 July 2019 PRAC meeting;

(https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-8-11-july-2019-prac-

meeting_en.pdf). Accessed on 2023/10/4.

2 Food and Drug Agency ; Potential Signals of Serious Risks/New Safety Information Identified by the FDA Adverse Event
Reporting System (FAERS); January - March 2020.; (https:/www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-
reporting-system-faers/january-march-2020-potential-signals-serious-risksnew-safety-information-identified-fda-adverse). Accessed

on 2023/10/4.
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# 1. BEER

77U~k

= TR =T

V%= Ny R T A=F =7 o AlE VI 7 x=7 LR T A R VA =Ny =Y 5
BEH (N 13,082 5,657 16,870 33,849 20,276 15,141
A fey
0-9 7% 0 0% 0 0% <10 <0.06% 29 0.09% 0 0% 31 0.20%
10-19 7% 10 0.08% 0 0% <20 <0.12% 59 0.17% <10 <0.05% 181 1.20%
20-29 % 26 0.20% <20 <0.35% 71 0.42% 45 0.13% <20 <0.10% 290 1.92%
30-39 7% 108 0.83% 108 1.91% 239 1.42% 154 0.45% 55 0.27% 514 3.39%
40-49 5% 651 4.98% 386 6.82% 1076 6.38% 763 2.25% 210 1.04% 1,171 7.73%
50-59 % 1,764 13.48% 932 16.48% 2416 14.32% 2,689 7.94% 1,055 5.20% 2,117 13.98%
60-69 7% 4,434 33.89% 2,037 36.01% 5840 34.62% 9,441 27.89% 5,265 25.97% 4342 28.68%
70-79 % 4,587 35.06% 1,900 33.59% 5512 32.67% 13,795 40.75% 10,215 50.38% 4,618 30.50%
80-89 sk 1,475 11.28% 278 4.91% 1657 9.82% 6,695 19.78% 3,368 16.61% 1,807 11.93%
90 LA b 27 0.21% <10 <0.18% 43 0.25% 179 0.53% 90 0.44% 70 0.46%
el
o 3,357 25.66% 2,325 41.10% 4682 27.75% 7,475 22.08% 4,856 23.95% 5,756 38.02%
B 9,725 74.34% 3,332 58.90% 12188 72.25% 26,374 77.92% 15,420 76.05% 9,385 61.98%
BEATJEE
B RAFRE 40 0.31% 10 0.18% 24 0.14% 61 0.18% 30 0.15% 39 0.26%
DL FRA R b 293 2.24% 58 1.03% 237 1.40% 640 1.89% 758 3.74% 338 2.23%
) I S 7,351 56.19% 2,629 46.47% 7166 42.48% 17,574 51.92% 8,549 42.16% 7,311 48.29%
AR 2,408 18.41% 919 16.25% 2815 16.69% 9,270 27.39% 5,109 25.20% 2,617 17.28%
Ef2E N ehd 3,646 27.87% 1,423 25.15% 3944 23.38% 6,130 18.11% 7,610 37.53% 4,322 28.55%
I
A 364 2.78% 48 0.85% 1086 6.44% 607 1.79% 234 1.15% 1,743 11.51%
Jifi e 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
=R 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
e 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
K - FElE 0 0% 5,609 99.15% 0 0% 0 0% 0 0% 0 0%
RSl e 12,718 97.22% 0 0% 12,780 75.76% 3,851 11.38% 0 0% 8,988 59.36%
JHF e e 0 0% 0 0% 0 0% 28,373 83.82% 0 0% 0 0%
[N 5 0 0% 0 0% 1,108 6.57% 0 0% 0 0% 0 0%
1B R 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
IR 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
FOIR B 0 0% 0 0% 0 0% 1,194 3.53% 0 0% 0 0%
WL T ES 0 0% 0 0% 2,056 12.19% 0 0% 0 0% 0 0%
RIS 0 0% 0 0% 0 0% 0 0% 0 0% 4,616 30.49%
TR IE 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
R it K R 0 0% 0 0% 0 0% 0 0% 20,042 98.85% 0 0%




*1. BAEER (k)

N RNy A= FSLINT L . LoNF =T HRF L F=T
NTA=T A AL Z) G AL ) WET T e ST 2L LERHE VL TR
BEH (N 102 278,722 73,593 25,691 20,359 0
A fey
0-9 7% 0 0% 347 0.12% <10 <0.01% 0 0% 0 0% 0 0%
10-19 7% <10 <9.80% 386 0.14% <10 <0.01% 15 0.06% <10 <0.05% 0 0%
20-29 % <10 <9.80% 1,150 0.41% 139 0.19% 51 0.20% <30 <0.15% 0 0%
30-39 7% <10 <9.80% 6,579 2.36% 986 1.34% 360 1.40% 82 0.40% 0 0%
40-49 5% 13 12.75% 23,140 8.30% 3732 5.07% 1456 5.67% 441 2.17% 0 0%
50-59 % 17 16.67% 46,357 16.63% 8861 12.04% 3771 14.68% 1400 6.88% 0 0%
60-69 7% 34 33.33% 95,495 34.26% 25848 35.12% 9104 35.44% 4937 24.25% 0 0%
70-79 % 22 21.57% 85,335 30.62% 28271 38.42% 8869 34.52% 8658 42.53% 0 0%
80-89 sk <10 <9.80% 19,558 7.02% 5661 7.69% 2033 7.91% 4606 22.62% 0 0%
90 LA b <10 <9.80% 375 0.13% 86 0.12% 32 0.12% 204 1.00% 0 0%
el
o 39 38.24% 143,338 51.43% 22818 31.01% 9455 36.80% 5805 28.51% 0 0%
B 63 61.76% 135,384 48.57% 50775 68.99% 16236 63.20% 14554 71.49% 0 0%
BEATJEE
B RAFRE 0 0% 215 0.08% 100 0.14% 55 0.21% 40 0.20% 0 0%
DL FRA R b <10 <9.80% 2,064 0.74% 1131 1.54% 301 1.17% 518 2.54% 0 0%
5 I 5 37 36.27% 81,269 29.16% 28622 38.89% 12699 49.43% 12094 59.40% 0 0%
BE IR Jpi 18 17.65% 33,487 12.01% 11902 16.17% 4814 18.74% 6580 32.32% 0 0%
Ef2E N ehd 16 15.69% 54,662 19.61% 17390 23.63% 5683 22.12% 5159 25.34% 0 0%
I
A <10 <9.80% 11,020 3.95% 3,613 4.91% 542 2.11% 151 0.74% 0 0%
Jifi e 0 0% 47,114 16.9% 13,695 18.61% 0 0% 0 0% 0 0%
=R 0 0% 0 0% 41,802 56.80% 0 0% 0 0% 0 0%
e 0 0% 32,932 11.82% 0 0% 0 0% 0 0% 0 0%
K - FElE 0 0% 158,149 56.74% 15,954 21.68% 21,426 83% 0 0% 0 0%
R e 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
JHF e e 0 0% 1,158 0.42% 1,215 1.65% 3,052 11.88% 15,934 78.27% 0 0%
[N 5 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
1B R 0 0% 5,283 1.90% 0 0% 0 0% 0 0% 0 0%
IR 0 0% 17,706 6.35% 0 0% 0 0% 0 0% 0 0%
FOIR B <102 <100% 0 0% 0 0% 0 0% 4,481 22.01% 0 0%
WL T ES 0 0% 0 0% 0 0% 1,089 4.24% 0 0% 0 0%
RIS 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
TR IE 0 0% 12,664 4.54% 0 0% 0 0% 0 0% 0 0%
R it K R 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%




