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medical events, DMEs) WZE# (=) - &  "#AOEE L BRI 1299% K2 ; H -

Z105FKEILE - BRPOLGKELIERFSTR 7.17% ZBREGERAZHEETML -
xR ETEBEESMH (KR THERARSHEM ZEBESH)
748 EEBESMN
Agranulocytosis, haematopoietic cytopenias affecting more than one
type of blood cell, haematopoietic erythropenia, haematopoietic
Mm#® leucopenia, haematopoietic thrombocytopenia, haemolytic disorders,
disseminated intravascular coagulation, thrombotic thrombocytopenia
purpura
Hepatic failure, fibrosis and cirrhosis and other liver damage-related
.. conditions; hepatitis, non-infectious; cholestasis and jaundice of hepatic
FFF B o . I . T
origin; liver related investigations, signs and symptoms; liver-related
coagulation and bleeding disturbances
Il Ventricular tachyarrhythmias, torsade de pointes/QT prolongation
SIS Severe cutaneous adverse reactions, drug rash with eosinophilia and
"~ systemic symptoms
B Hearing impairment
iR Blind
Bl#E Acute pancreatitis, intussusception
IR %4  Acute central respiratory depression
B Acute renal failure
- Convulsions, noninfectious meningitis, noninfectious encephalitis,
"~ demyelination, myelitis
%% Anaphylactic reaction
5t Sudden death
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Antineoplastic and immunomodulating agents 8461 32.53
Antiinfectives for systemic use 5212 20.04
Nervous system 3108 11.95
Musculo-skeletal system 2421 9.31
Various 1570 6.04
Cardiovascular system 1484 5.71
Alimentary tract and metabolism 1376 5.29
Blood and blood forming organs 873 3.36
Respiratory system 471 1.81
Genito urinary system and sex hormones 278 1.07
Systemic hormonal preparations 265 1.02
Sensory organs 211 0.81
Dermatologicals 198 0.76
Antiparasitic products, insecticides and repellents 78 0.30
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fix Medical Dictionary for Regulatory  (27.88%) ~ & 5 & (11.84%) « # & R #
Activities (MedDRA) s E 2 F 0 8 (& (9.25%) * B FOF G (8.21%) HEAAE
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Skin and subcutaneous tissue disorders 5,131 27.88
Gastrointestinal disorders 2,179 11.84
Nervous system disorders 1,702 9.25
General disorders and administration site conditions 1,511 8.21
Respiratory, thoracic and mediastinal disorders 891 4.84
Infections and infestations 881 4.79
Investigations 871 473
Blood and lymphatic system disorders 848 4.61
Musculoskeletal and connective tissue disorders 625 3.40
Eye disorders 565 3.07
Metabolism and nutrition disorders 430 2.34
Vascular disorders 405 2.20
Cardiac disorders 371 2.02
Injury, poisoning and procedural complications 366 1.99
Psychiatric disorders 361 1.96
Renal and urinary disorders 305 1.66
Hepatobiliary disorders 275 1.49
Neoplasms benign, malignant and unspecified 242 131
Immune system disorders 198 1.08
Reproductive system and breast disorders 78 0.42
Ear and labyrinth disorders 60 0.33
Surgical and medical procedures 50 0.27
Endocrine disorders 34 0.18
Pregnancy, puerperium and perinatal conditions 16 0.09
Congenital, familial and genetic disorders 6 0.03
Social circumstances 4 0.02
5t > 18,405 100.00
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ERAI_TABRARREBERENRK WAL D ZEm IR E - NSAIDs ~ 0
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®/AN 105 FEBHA 20 BARKRBIENR &t 105 FEBEHRAI 20 BIRFEZEm

FERAEAR BRE B (%)
Rash 2,526 12.03 Iopromide 420 251
Rash pruritic 577 2.75 Diclofenac 405 242
Pruritus 498 237 Ketorolac 325 1.94
Dizziness 459 2.19 Etanercept 304 1.82
Nausea 451 2.15 Bevacizumab 296 1.77
Vomiting 425 2.02 Fluorouracil 283 1.69
Diarrhoea 385 1.83 Iohexol 269 161
Dyspnoea 282 1.34 Levofloxacin 255 1.52
Headache 260 124 Piperacillin/enzyme 244 146
inhibitor
Leukopenia 220 1.05 Irinotecan 210 1.25
Eye swelling 214 1.02 Vancomycin 205 1.22
Urticaria 199 0.95 Metoclopramide 189 1.13
Pyrexia 195 0.93 Am.0)1<ici||in and enzyme 184 1.10
inhibitor
Myalgia 192 0.91 Cefazolin 161 0.96
Extrapyramidal disorder 176 0.84 Acetylsalicylic acid 155 0.93
Stevens-Johnson syndrome 175 0.83 Ibuprofen 147 0.88

Sulfamethoxazole and
Thrombocytopenia 172 0.82 . ) 146 0.87
trimethoprim

Eyelid oedema 169 0.81 Ceftriaxone 144 0.86
Fatigue 156 0.74 Ciprofloxacin 144 0.86
Decreased appetite 154 0.73 Cisplatin 141 0.84
INET ¥ 7,885 37.57 INEE* 4,627 27.64

20,989 16,743
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BH : (02)2358-4100

URL : https://adr.fda.gov.tw
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