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BABRTET 57774%  BBEBHEEHS

SRBEMR44.02% ; BREXZRE (F
/R 18 3% ) &5 340% - BEA (18 E 64
% ) & 5740% - 1M 65 % L ERE A RIS
35.86% + A 3.34% (EEFERAFETH -
FrEREZEBRE 55.74% RIEBEARK

=

2219%  RERJWOBHRAB 1L - HE B ERAHMNBREFAERE (ASSHK
MABEREBRNIESN  WEFAR SHEIEMR) S2451%  FraBREDE
R 72.86% - BHEZLIL M 5445% B Bl SAEBHBIN 546% (=) -
=— 106 EE I HHERFEREBREGEAEH
% 5 =HH BER L (%)
BREBD
BEAE 11,989 77.74
2 11,236 72.86
%Eﬂi 256 1.66
EFEED 193 1.25
Hﬁﬂ SEAB 297 1.93
KA 7 0.05
[Eg5] 3,422 22.19
E®R 11 0.07
EE 3]
k8 8,398 54.45
S 6,789 44,02
KA 235 1.52
FER (5%)
0-9 280 1.82
10-17 244 1.58
18-29 1,109 7.19
30-39 1,450 9.40
40-49 2,003 12.99
50-59 2,676 17.35
60-69 3,162 20.50
70-79 2,187 14.18
>80 1,796 11.65
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TEREER
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BHR A ERR IR R A E R 2,183 14.16
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el N o 3 0.02
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EHEYARREBEBERPLOBLIMGE MH(E=Z)  BRIREEmBARKERHEEE
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VIR IREREE R

MEMZBEARKRE - (&K WHO-UMC REAMHBEMGIRE ) -
BERPME . BEEE HA Tl BRE - 4 5933% 0 "HBA

B & 3 1+ (designated medical events, TJgE ., RILL 16.68% X2 ; 59 - 9.98%
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*_ ECBEEREMH (AR CHEEmBRSHEEMZEERSMT)

ok EEBESH
Agranulocytosis, haematopoietic cytopenias affecting more than one
type of blood cell, haematopoietic erythropenia, haematopoietic

mi& leucopenia, haematopoietic thrombocytopenia, haemolytic disorders,
disseminated intravascular coagulation, thrombotic thrombocytopenia
purpura
Hepatic failure, fibrosis and cirrhosis and other liver damage-related

pram conditions; hepatitis, non-infectious; cholestasis and jaundice of hepatic
origin; liver related investigations, signs and symptoms; liver-related
coagulation and bleeding disturbances

10y B Ventricular tachyarrhythmias, torsade de pointes/QT prolongation

IS Severe cutaneous adverse reactions, drug rash with eosinophilia and

- systemic symptoms

H Hearing impairment

AR Blind

BEE Acute pancreatitis, intussusception

IEIR %4t Acute central respiratory depression

B Acute renal failure

4 Convulsions, noninfectious meningitis, noninfectious encephalitis,

= demyelination, myelitis
%= Anaphylactic reaction
=54 Sudden death
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BEEEE]oRx
LTWEE 150 0.87
B oI BE 2,892 16.68
B3 10,287 59.33
Z5E 1,440 8.30
iéla 842 4.86
BifAz 1,220 7.04
ARG 509 2.94
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X Anatomical Therapeutic Chemical 31.15% ; iREAZER Y - 5 20.33% ;
ATOELIMBHERZNERZEZm (= NRNERAGHES= 51227% 5=
Iy - UnBeekeERaREEER & BEMOPMERFZERN63.75% -
=M 106 FE LMEBEERARNREBAREGATLEZERER DS

Antineoplastic and immunomodulating agents 8,508 31.15
Antiinfectives for systemic use 5,552 20.33
Musculo-skeletal system 3,352 12.27
Nervous system 2,766 10.13
Alimentary tract and metabolism 1,596 5.84
Various 1,542 5.65
Cardiovascular system 1,530 5.60
Blood and blood forming organs 878 321
Systemic hormonal preparations 447 1.64
Respiratory system 428 1.57
Genito urinary system and sex hormones 336 1.23
Sensory organs 163 0.60
Dermatologicals 155 0.57
Antiparasitic products, insecticides and repellents 58 0.21
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ik Medical Dictionary for Regulatory  (25.04%) iS58 (11.04%) - =5 KT 5
Activities (MedDRA) g8 E 2 # 7 #8 ( = EBAI (8.74%) - W& Z 4% (8.29%) HHEAME
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O 106 FELTMEBEERARKREBERERZZELRADE

FRREBERBERRDE LRI B7ALE (%)
Skin and subcutaneous tissue disorders 6,141 25.04
Gastrointestinal disorders 2,707 11.04
General disorders and administration site conditions 2,143 8.74
Nervous system disorders 2,032 8.29
Blood and lymphatic system disorders 1,905 7.77
Infections and infestations 1,313 5.35
Investigations 1,242 5.06
Respiratory, thoracic and mediastinal disorders 944 3.85
Musculoskeletal and connective tissue disorders 759 3.09
Injury, poisoning and procedural complications 684 2.79
Eye disorders 646 2.63
Metabolism and nutrition disorders 590 241
Cardiac disorders 469 1.91
Renal and urinary disorders 468 191
Hepatobiliary disorders 452 1.84
Vascular disorders 452 1.84
Neoplasms benign, malignant and unspecified 419 1.71
Immune system disorders 388 1.58
Psychiatric disorders 357 1.46
Surgical and medical procedures 159 0.65
Reproductive system and breast disorders 89 0.36
Ear and labyrinth disorders 54 0.22
Endocrine disorders 50 0.20
Pregnancy, puerperium and perinatal conditions 30 0.12
Congenital, familial and genetic disorders 20 0.08
Social circumstances 11 0.04
et * 24,524 100.00
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REFZEmUNTR /N ~ R CFA/R - BWEMRZ  EE - NSAIDs -
UNBBEKRE IR BEEBFERS BE
F=/N 106 FEBHAI 20 BARKREEAR Rt 106 FE@EHAT 20 2R EEm
BIRIEA BHRE B (%) Zm BB BHLE (%)
Rash 3,051 12.44 Denosumab 841 297
Pruritus 697 2.84 Etanercept 662 2.34
Leukopenia 543 221 Sunitinib malate 636 2.25
Diarrhoea 513 2.09 Adalimumab 422 1.49
Dizziness 488 1.99 Bevacizumab 405 143
Nausea 486 1.98 Ketorolac 401 142
Vomiting 475 1.94 Iopromide 396 1.40
Rash pruritic 453 1.85 Nivolumab 278 0.98
Thrombocytopenia 426 1.74 Diclofenac 275 0.97
Anaemia 334 1.36 Levofloxacin 256 0.90
Pyrexia 331 1.35 Paclitaxel 254 0.90
Death 292 1.19 Iohexol 235 0.83
Headache 287 1.17 Cetuximab 232 0.82
Dyspnoea 286 1.17 Abatacept 206 0.73
Urticaria 262 1.07 Cisplatin 199 0.70
Eye swelling 223 0.91 Carboplatin 196 0.69
Extrapyramidal disorder 214 0.87 Rituximab 187 0.66
Myalgia 214 0.87 fr‘frif:trﬁgét‘i?nxazo'e and gy 0.66
Neutropenia 213 0.87 Tofacitinib citrate 186 0.66
Fatigue 211 0.86 Oxaliplatin 184 0.65
INET 9,929 40.77 INET 6,638 23.46
#act* 24,524 100.00 Mt 28,291 100.00
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