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RIERBEMBES AR S X - &A fluoroquinolone A FREm A AR Tt
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{8 A fluoroquinolone $8%7 4= &% o 83 3 Sh AR B AK 2420 I B 2L RA R M -
BRIERBEHMBESHNEELE - BERIER fluoroquinolone BIMEREZ RN EE
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SRBHEMN 44.78% ; BRERNFERE
Kﬁ 50~79 MNP EFERER  HAEHMA
BRI 5476% - N\IR10 MZRE
K8 1.67% + AR 80 AV EHE = Al
5 11.18% - 5B 3.64% KB FEFIRF
RAZFRLHER - FRREZERA
52.23% mIFBREARNKE - HRAHEA

BEBNBHAB27 4 - ZEDREER mErEnE (BEEERFAEESM0)
BEBEBNEITEZEEOD WEFMBABRERE H2717% BT HABREEDEALSE
#) 68.73% - BIRE R UL M 53.67% BE BIREEI6.64% (K—) °
B 107 FEELMEEMARKEBBEREGFERER
Rl Eia B2 EE (%)
BRESD
BEAS 11301 71.92
EAE) 10799 68.73
B2RD 156 0.99
SEIHED 90 0.57
HitEEAES 249 1.58
REI 7 0.04
R 4385 27.91
E®R 27 0.17
EES el
% 8433 53.67
=5 7037 4478
FRHEI 243 1.55
EIEEE (5%)
0-9 263 1.67
10-17 330 2.10
18-29 913 5.81
30-39 1294 8.24
40-49 1978 12.59
50-59 2820 17.95
60-69 3396 21.61
70-79 2389 15.20
>80 1757 11.18
ReIRB/ BEEE 573 3.64
BRZARREER
FET 785 5.00
BREdm 258 1.64
ERRAFRSERBAERRRE 2181 13.88
SRR A MR 11 0.07
HtEEFARRE (BEEEHRARRRZSH) 4270 27.17
a5 KRG 1 0.01
FRELAERE 8207 52.23
FEBEYE 15713 100.00
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BB OEBEFNMIET  BRED -
BEARKIE - BREmSERPMED
BAEETFEEBEEH (designated medical
events, DMEs ) WZEH - #2107 FELE -
KEBFEIEFR LM 7,152 HFBIRIE R 25T
fty -

ERERHEARKENHERBEM (K
WHO-UMC pEMHE MR ) - 515

FoJgE, EH&RS - 555.11% - AMAE
EENAZYE AT 2 BREGSETS
15.65% -

X Anatomical Therapeutic Chemical
(ATC) "B BEBRERAVIREEEm
(RZ)  DUnBERREREAEE
BR G03942%; MEAFRHERZ
H17.49% ; IRBRAFRAESE= " &
10.16 % - E=HEMA ST BREE M
H 67.06% °

&k Medical Dictionary for Regulatory
Activities (MedDRA ) R E XA DR ( &
=) MBEAARREBEKREN - KB
(2276% ) ~ BB B & (1010%) ~ =5
BOESENL (9.22% ) ~ MAERME Z#K
(8.29% ) HHEAMEA S AR BIMAEMBILI AL -

R_107T FELDHRERARNBERRAHEITI LR ZREERD I

WM ATC D48

BLE (%)

Antineoplastic and immunomodulating agents 12039 39.42
Antiinfectives for systemic use 5342 17.49
Musculo-skeletal system 3100 10.15
Nervous system 2652 8.68
Cardiovascular system 1689 5.53
Various 1681 5.50
Alimentary tract and metabolism 1547 5.07
Blood and blood forming organs 1014 3.32
Systemic hormonal preparations 496 1.62
Respiratory system 412 1.35
Genito urinary system and sex hormones 296 0.97
Dermatologicals 114 0.37
Sensory organs 106 0.35
Antiparasitic products, insecticides and repellents 52 0.17
o 30540 100.00

CBHRERGZURERHETUEARTE - A@BRURERMEANBHREGH -
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K= 107 FELHRERARRBBRIERZBZERT D HE

ARRIEBEMRBZERA DR B Bt (%)
Skin and subcutaneous tissue disorders 6074 22.76
Gastrointestinal disorders 2695 10.10
General disorders and administration site conditions 2460 9.22
Blood and lymphatic system disorders 2213 8.29
Nervous system disorders 1783 6.68
Infections and infestations 1736 6.51
Investigations 1530 5.73
Respiratory, thoracic and mediastinal disorders 1112 417
Metabolism and nutrition disorders 913 3.42
Injury, poisoning and procedural complications 741 2.78
Musculoskeletal and connective tissue disorders 722 2.71
Neoplasms benign, malignant and unspecified 711 2.66
Vascular disorders 627 2.35
Cardiac disorders 612 2.29
Renal and urinary disorders 568 2.13
Eye disorders 557 2.09
Immune system disorders 464 1.74
Hepatobiliary disorders 445 1.67
Psychiatric disorders 300 1.12
Surgical and medical procedures 151 0.57
Reproductive system and breast disorders 122 0.46
Endocrine disorders 51 0.19
Ear and labyrinth disorders 38 0.14
Pregnancy, puerperium and perinatal conditions 34 0.13
Congenital, familial and genetic disorders 13 0.05
Social circumstances 11 0.04
HBEt - 26683 100.00

PEREAZARRBERBEUREAR IR - AEBARREEREE AN BREGEH -

BRA_TABBARKBEBERER HE - - BEASERUCBRHOE - HE
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xR~ 107 FEBWAT 20 BARKRBIEAR RO - 107 FEBHA 20 BIRFEES

BIERAEAR BB  ADEE (%) ) BWE B (%
Rash 3017 11.31 Sunitinib malate 925 2.93
Pruritus 636 3.38 Denosumab 864 274
Diarrhoea 571 2.14 Cisplatin 603 1.91
Leukopenia 530 1.99 Adalimumab 588 1.86
Rash pruri’[ic 478 1.79 Bevacizumab 572 1.81
Anaemia 474 1.78 lopromide 510 1.62
Thrombocy-
topenia U 464 1.74 Fluorouracil 505 1.60
Death 409 153 Diclofenac 458 1.45
Nausea 404 1.51 Nivolumab 420 1.33
Dizziness 395 1.48 Ketorolac 403 1.28
Vomiting 387 1.45 Etanercept 380 1.20
Pyrexia 339 197 Levofloxacin 337 1.07
Neutropenia 301 1.13 Acetylsalicylic 336 106
Fatigue 297 1.11 selel (@i
Pneumonia 206 1.11 Pembrolizumab 318 1.01
Dyspnoea 286 1.07 Piperacillin

o and enzyme 318 1.01
Urticaria 248 0.93 inhibitor
Stevens- Cetuximab 314 0.99
Johnson 242 0.91 _
syndrome Vancomycin 301 0.95
Diabetes Carboplatin 283 0.90
melhtus 537 0.89 Rituximab 282 0.89
inadequate -
control Amoxicillin

and enzyme 265 0.84

Headache 221 0.83 inhibitor
Mgt 10232 38.35 INET 8982 28.45
st 26683 100.00 HEH 31563 100.00
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o BEABSNBEREZHEIFTE 10,000
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cutaneous adverse reactions * hepatic
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m) > BENE - SRENZERS - U
HEABERARIZREEANZERLZ MR
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% s & 1 5t & ( disease management
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L Medical Dictionary for Regulatory 4 %8 ( System Organ Class - SOC ) [
Activities (MedDRA) :RE ZM D B2 " General disorders and administration
BABERVMARREBEREZENHEAR 28 site conditions ( & 5 M & & & %45 2 50
ELRFER - E5HEAEVMARRE UZERE), % st264 %R 5
BHEGHDP BINTHEE—EARE 29.7% - H R % "Surgical and medical
¥ 146 HEEE_BLARBI  47H%% procedures (MBI R AR R ERIEA
—EBAREBE 204 RUNEARER: BE) GFBE14HER 5164% M
SHLHAELARENR 564 RBEARE Cardiac disorders ( 10\ 28 B &% ) 4
F 1465 tEAREBE MABSTHEAL Bme6HR  H75% MR\ -
RIBEFEHB2HR - BDHT - RME R

x=)\ - BABESRMARRBERERZGZERA DR

FRREERGEERFDE HR > Bth (%)
Blood and lymphatic system disorders 4 05
MK MHE R Em '
Cardiac disorders

DRBEET e6 7
Ear and labyrinth disorders ’ 0.1
H R = w '
Endocrine disorders 5 0.2
AW R IETE '
Eye disorders

LS 23 26
Gastrointestinal disorders 5 06
BB RFER '
General disorders and administration site conditions 064 59 7
EEMERKMGEBUSTERE '
Hepatobiliary disorders 1 0.1
FTAE R R =TS '
Immune system disorders 8 0.9
TR R RETR '
Infections and infestations 5 06
R RIS '
Injury, poisoning and _procedural complications 20 8.2
BIREE - B RFMHEE '
Investigations

=iEipe 13 15
Musculoskeletal and connective tissue disorders 5 0.2
BB B B R 42 4 4B 48 = T '
Nervous system disorders 13 15
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ARREBIERZRE 24018 Bt (%)
Product issues
ERmE ® 09
Psychiatric disorders y 0.1
15 s 48 '
Renal and urinary disorders 5 06
B AU R 2 FER '
Reproducti\ie system and breast disorders o6 30
GNP EIN T RS '
Respiratory, thoraclc and mediastinal disorders 8 09
IR %48 - MK AR = '
Skin and subcutaneous tissue disorders 31 35
=Yl N RIS '
Surgical and medical procedures 145 16.4
SRR AR B IERIFE AR '
Vascular disorders

s £ Sk [0 o 6 23 2.6
ME B NE E B ER
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1. Uppsala Monitoring Centre (2015) The use of the WHO-UMC system for standardised case

causality assessment.

LB http://www.who-umc.org/DynPage.aspx?id=97224&mn1=7347&mn2=7252&mn3=7257
2. Jeffrey Frentzen; New miraDry Protocol. THE Aesthetic Guide January/February 2015.
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