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109 FEZHEY AR KR EBRF /O
(T EEBHPL ) RBEEMEBER
BREBHRIL 13,753 4 - FEREREHRK
BUBEFENEBEAERE - 5 75.87%;
M BRELGG 23.06% ; KRERBHER
BB 234 - AN A B EHEBERNEE
BO - AEMBEREEMN 70.94% - B E
ZPULZ M 53.97% EERBEMHN 44.31% ;
BMERNEREER 50~79 MNP ESF
mE - HEFABEHRENN 52.34% - /R
10 2 REN S 1.45% - AR 80 %Y
BHEZRA S 10.19% - 5B 4.90% ByfEZx
HAIPFRIEFRBERR - BRIAR
RFERREME 5541% RIFREFRRE
HRXGEMBEARNKE (EEZ2HRKRER
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HEBBHRE 5.23% (F—) °
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BRESH
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E&EM 372 2.70
EIEEM 51 0.37
HinsEmAR 253 1.84
ARA 3 0.02

] 3,172 23.06
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Hfth/ ZER 123 0.89

(GEJT3:]
b8 7,423 53.97
= 6,094 44 31

R— 109 FELHEEMARREBRE
HERERN (F)

b

Al ZHE Both (%)
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IRIHARTE R
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IR ZREE
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RE:IHE12H 7 0.05
SME 12T 18 5% 8 0.06
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EEN: KR65% 174 1.27
KRR/ RUEEE 674 490
BHRHZARREREN
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o f@/\%%%m% 1,810 13.16
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HtmEARKE (B
sEmAEmoRe) 084 2600
e FR S R MRS T 0 0.00
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R 109 FEEHEMG A 20 R ZEm

m FEIWE BALE (%)
Cisplatin 455 1.81
Nivolumab 451 1.79
Bevacizumab 391 1.56
Fluorouracil 380 1.51
Diclofenac 352 1.40
lopromide 338 1.35
Paclitaxel 334 1.33
Piperacillin and

beta-lactamase 329 131
inhibitor

Ketorolac 327 1.30
Vancomycin 316 1.26
Levofloxacin 303 1.21
lohexol 292 1.16
Acetylsalicylic acid 280 111
Sunitinib 279 111
Docetaxel 269 1.07
Carboplatin 263 1.05
Oxaliplatin 258 1.03
Pembrolizumab 258 1.03
Etanercept 250 0.99
Rituximab 250 0.99
V&t 6,375 25.37
Wt 25,127 100.00

FRWEGZOREZERBE AR —IE - BILER
S EIP PR USRI NN GESES LS (i

BIWPOBETGEIET BRED
BEARKE ERERSERPMENR
ARRIEREEEE S (designated
medical events, DMEs ) 89 & 4 - & &
109 FELE - IBEIEFRE5EM 4,143 i
EBWEHZHE (R=) - BPIEEER
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BARREEMRRIHERE M ( #ik WHO-UMC
REMBE M ERE ) - LIFES T oEE .
EBERZ  G4777% ZMAEAERAZE
s AR Z B EE R EARBCE (drug-

symptom pair ) G5t 33.32% -

*=109 EFL%1§§Z:‘?&“E$F‘)§FL
WEH 2 B miE iR B Y S AR o

L= EmEIRECHE B2LE (%)
AL FHE M

WP RETF 52 0.41
B3 ol L 477 3.72
EES 6,128 47.77
758 1,406 10.96
RAERE 491 3.83
BERAE 3,204 24.97
RS Y 1,071 8.35
MmEt” 12,829  100.00
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PRREEZEm (RO ) - LnEBARE
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Rz (4513.05%) @ #4854 22
F=(H978%) E=HERNLMAE

BERREEREMM7341% - BREE
B Al 20 il 2 RBEmAIR MRS -
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KNI FELMEREERFARRBERZHFENER 2R Em ATC D4

R EEm ATC D48 FHH B7EE (%)
Antineoplastic and immunomodulating agents 9,317 50.58
Antiinfectives for systemic use 2,401 13.05
Nervous system 1,799 9.78
Musculo-skeletal system 1,062 5.78
Cardiovascular system 1,036 5.62
Alimentary tract and metabolism 865 471
Blood and blood forming organs 630 3.44
Various 467 2.55
Systemic hormonal preparations 308 1.69
Respiratory system 186 1.03
Genito urinary system and sex hormones 143 0.80
Dermatologicals 112 0.35
Sensory organs 68 0.39
Antiparasitic products, insecticides and repellents 38 0.23
st 18,432 100.00

FEHMEAZOUREREBE JBEAR IR - RIARR o R Em B E AR BREGR -

xKh 109 FEBREEHRFHPA 20 U 2R HEm

Zm B B7tE (%)
Nivolumab 472 2.56
Cisplatin 459 2.49
Fluorouracil 392 213
Bevacizumab 349 1.89
Paclitaxel 306 1.66
Pembrolizumab 290 1.57
Sunitinib 281 1.52
Adalimumab 279 1.51
Rituximab 258 1.40
Docetaxel 251 1.36
Etanercept 249 1.35
Denosumab 241 1.31
Carboplatin 234 1.27
Letrozole 228 1.24
Oxaliplatin 210 1.14
Tofacitinib 208 1.13
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RO 109 FEREFHREHPAI 20 U2 RREEER (48)

Zm PEEE B45EE (%)
Vancomycin 192 1.04
Ruxolitinib 187 1.01
Cyclophosphamide 171 0.93
Gemcitabine 170 0.92
INET 5,427 2943
#agt 18,432 100.00

& Medical Dictionary for Regulatory BKEMEZ#E ( 7.70% ) HEIEA S#REH
Activities( MedDRA ) @RERMDE( &R\ ) ERERNOMN - BREXHBHEPA 20 i1z
DITBEANBEARRBREZBHEN - K ARREEAABENERLE  MUKEZ - BPH
B (1488%) - BBEE(935%) &8k BHMKET - BHBEE - PE LK - B8R
TETERAI (8.89% ) - MEE (8.54% ) ~ M MEREFHE/ERBHIARKIE -

RN FELMEBREEMFIRREBBERERZBE A7 LEE

ARRBIERBE R D EE EHE B (%)
Skin and subcutaneous tissue disorders 2,743 14.88
Gastrointestinal disorders 1,723 9.35
General disorders and administration site conditions 1,638 8.89
Neoplasms benign, malignant and unspecified 1,574 8.54
Blood and lymphatic system disorders 1,419 7.70
Nervous system disorders 1,339 7.26
Infections and infestations 1,203 6.53
Investigations 1,117 6.06
Respiratory, thoracic and mediastinal disorders 807 4.38
Metabolism and nutrition disorders 669 3.63
Injury, poisoning and procedural complications 593 3.22
Renal and urinary disorders 480 2.60
Hepatobiliary disorders 468 2.54
Immune system disorders 449 244
Musculoskeletal and connective tissue disorders 408 221
Eye disorders 388 211
Reproductive system and breast disorders 322 1.75
Vascular disorders 321 1.74
Cardiac disorders 315 171
Psychiatric disorders 183 0.99

Drug Safety Newsletter 2021 September vol.75




EFE#E Special Report

KNI FE LT EBREEMFARREBERERZBERRDE (F)

Endocrine disorders 133 0.72
Surgical and medical procedures 53 0.29
Congenital, familial and genetic disorders 25 0.14
Product issues 23 0.12
Ear and labyrinth disorders 16 0.09
Pregnancy, puerperium and perinatal conditions 15 0.08
Social circumstances 8 0.04

*BREHZARRBEARBEJEAR—IR - AIEAARREBEAREETERRBREGE -

Rt 109 FEREBHRFEGTH 20 UZFRRELER

Rash 892 4.84
Neutropenia 367 1.99
Neoplasm malignant 341 1.85
Stevens-Johnson syndrome 295 1.60
Death 294 1.60
Nausea 276 1.50
Pruritus 253 1.37
Vomiting 243 1.32
Diarrhoea 223 1.21
Thrombocytopenia 223 121
Leukopenia 217 1.18
Pyrexia 206 112
Acute kidney injury 199 1.08
Anaemia 193 1.05
Dyspnoea 193 1.05
Fatigue 193 1.05
Anaphylactic shock 187 1.01
Decreased appetite 177 0.96
Rash pruritic 175 0.95
Pneumonia 162 0.88
INEt 5,309 28.82
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