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Introductory Guide for Standardised MedDRA Queries (SMQ)

B X
BT AN IE TR oo RS ARSRRSRSRS R SRS R R S0 viii
1. [XC®HIC
11 MedDRA RBEERRTRICIITEZR . oooooeeoeeseemssesssssssssss s ssss oo s s oo s oo ssse s 1
L — OSSOSO 1
1.3 SIMQ DIBHZE e 2
14 SMQ I E L TR T AL ZE R T e 2
1.41  3E315 (Narrow) ETLIF (Broad) D A TI—" (SCOPE) weeeeieeeeeeee et reee e e 3
142 FILT ) R LERR ottt 3
143 ATTUV—=(TILTURLRRID) cooeiieeeeee et 4
144 DIARFEEEDER) ooooeieeeeeeee ettt ettt e e 4
145 B BREIE ...ttt 4
L3 T = 1 T I 4
I A == 1) 7 G et 3 RPN 5
15 BREOERMERRERD T RIIBIT BT e ssss s 5
151 AFHET BHEREAEL T SMQ ZARFRITEF T B oo ssssssssssssssssssssssssssnes 5
152 EBRESNTI-BEEELHIT SMQ ZRRFEITET B e 6
2. @A%< ® sMQ
21 TEHELVIEE (Accidents and iNJUFES) (SIMQ) 1 ooveereeeeeceeeeeeeeeeeeeeeeeeeeeeeeseeeseeesseseseessee e seesseseseess s 8
22 T2 HDE (Acute central respiratory depression) (SMQY) L. eoeeeeereeeereeeceseeeesneens 10
23 TRMER (Acute pancreatitis) (SIMQ) 1 .. ooeeeeeeeseeeeeceeseeseeeeseeeseeessessssesesssssessessssssesssseessessssssess s 12
24 TEMETRL (Acute renal falure) (SIMQY) L oo eeeeeeeeeeeee e e e ees e ses s seeseeeesseaeeseeseeee 14
25 TEEEERIIRIE (ASranulocytosis) (SIMQ) L eooneeeeeoseeeeeessesseseesesssseessessseesesssssessesssssssssseeessesssessess s 16
26 [7F745F%>— K (Anaphylactic reaction) (SMQ) L. ceeeeeeeeeeseeeeeseeeeseeseesseseesessesesseeseesssseens 18
27 THERIE (Angioedema) (SIMIQ) | ......ccoommeeeeersseeeeeeeesssssssssssssssssssssssssssssssssssssssssssssssssssssssssessss s 20
28 T3 AEENESEIEEE (Anticholinergic syndrome) (SMQ)  cooeeoeeeoeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeseeseeessessee 22
2.9 TBEETZE (AFENHItIS) (SIMQ) Lucoovoooiooeeeeceeesssoeeeeeeesssssessesssssssssssssss s ssssssssss s sssssssss s ssssssssss s ssssssess s 24
210 RE. /fEXEE (Asthma/Bronchospasm) (SIMQ) | .. eooeeeoseeeeoseeecesseseesseseeseseesesseesesssesseees 26
211 THEERIEZE (Biliary diSOrders) (SIMQY) L eeooeeeeeeoseeeeeeesseeseeeeseseseeessessssesesssesessessssssesssseessessssssesseseen 28
212 TEUBIUFEHATBHOIEHEY (Breast neoplasms, malignant and unspecified) (SMQ) |32
213 TFRERR (Cardiac Arrhythmias) (SMQ) | ...cooueeeerieeerrsseeressssissessssssssss s ssssssss s assssses e 34
214 TIDASE (Cardiac TAIUIrE) (SIMIQY) L oo eeeeee e eee e ee e eee s eeeeeeeeeeeeeeeeeeses e ees e ses e eeeseeeeeseaeeseeseeee 37
215 TiDERAE (Cardiomyopathy) (SMQ) L ...cooeeccoeerrseeeeseeesssesesseesssssesssssesssseesss s sesse s seeees 39
216 [HiR#HE 2 M EFESE (Central nervous system vascular disorders) (SMQ) J oo 41
217 TEMZEERE (Chronic Kidney dis€ase) (SMQ) L oo oeeoeeeeeseeeeeeeeeeoeeeeeseeeeeseeseesseeesseeessee e sesseseesssseens 44
218 THEIEFEZE (Conjunctival diSOrders) (SIMQY) L ecoeeeeoeeeeeseeeeesseeseeseeseseessessessesssssesses s esesssesessseseessesseees 48
219  TEEEE (CONVUISIONS) (SIMIQ) L oo eeeeeeee e ee e eeeeesee s eee e ee e seee e eeeesses s eeseaseee e seseeseeseseesmmsseees 50
220 [TAIEFEZE (Corneal diSOrders) (SIMQ) Lo oeeeeeeeeeeee e eeeeeeeeeeeeeseeeeseeeeeeeesee s es e seseeses s seeseeeeeseaeeseeseeee 52
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2.21
2.22
2.23
2.24
2.25
2.26
2217

2.28
2.29
2.30
2.31
2.32

2.33
2.34

2.35

2.36

237
2.38
2.39
2.40

2.41
2.42
2.43
244
2.45
2.46
2.47
2.48
2.49
2.50
2.51
2.52
2.53
2.54
2.55
2.56
2.57
2.58

TCOVID —19 (COVID=19) (SIMQY)  corroorieeeeeeeeeeeeeeenesssessssssssssssessesssssssssssssssssssssssssssssssssssssssssssssssssssseeee 54
TR 7K (Dehydration) (SMQ) L. ceeeeeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeees e eeeesesseeeeeesesssseeeesesssessseeesessssssseeesesesmseseseeeeees 57
[EBENSE (DeMENtia) (SMQ) I ooooeoeeeeeeeeeeeeeeeeeeeeeeeeeeeesseeeeeesseeseeeesseeeeeeseeeesesessesesseseeeseeseseess s ssessseeessesesessessesesseee 59
TR BE (Demyelination) (SIMIQY) fvveeeeooeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e eeeeeesesseeeeeesesessseeesessseseseeesessssssseeesesesessesesenees 61
S52EH LU BFR. B15 (Depression and suicide/self=injury) (SMQ) eeeeeeoeeeeeonseeeesseeeeresnene 63
ME=ELH . IKES LUBERT (Drug abuse, dependence and withdrawal) (SMQ) J.ceveoveeeereeeeenne. 66
MFEERIEME LU L B ERKE S EY R GAEZE (SMQ) —DRESS fE{ZE —

(Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) J.oveooevooreconeveconeens 69
MRS E R HAE (Dyslipidaemia) (SMQ) 1 ...ooeeecooeeeeeseeeeseeessseeessseeessssseesssseesssssessssseesssseesssssessssseesssseees 75
IFERH KU M2 (Embolic and thrombotic events) (SMQ) 1 .....vveeeeoooeeeeeeeeeeeseeeeeeeesseeeeeeeeesssseeeseenes 77
I FER TR 14 it 2% (Eosinophilic pneumonia) (SIMIQY) 1 oo eeeeeeeeeeeeeeseeeeeeesseees e ses e seseseeesneens 79
I 84K 5\ BB IE (& B¥ (Extrapyramidal syndrome) (SIMQY) 1 o eeeeeoeeeeeseeeeeeeeecesseeeeseeeeesseessseseeseeseeseseesee 82
FmESNRE CEST. EAS I UEAHERL)

(Extravasation events (injections, infusions and implants)) (SMQY) L. eoeecoreecoreeeeeeeeeseeeeeseeeeseeens 84
I FEREFEDE (Fertility diSOrders) (SIMQY) L. eeeeeeeeeeeeeeeeeeeeeseeeeeeesseseseesseeseeeseese s sseseseeesseeseessessereeseee 86
DHIEEDIEFEMRES KUKEEES

(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) J.....coccovevuecence. 88
DHIEEDZETL., BE. HlnH 5L EFAE

(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) | coveveeveeeveveeee 90
[BENEERDEBESFHKE

(Generalised convulsive seizures following immunisation) (SIMQY) 1 c..oeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeseseesenes 92
THERPIFE (GlAaUCOMA) (SIMQY) I oo eeees s eeeessssseesesesssesseessessssessseeesessensseeeseenes 95
[XS2 - /\L—EZEE (Guillain—Barre syndrome) (SMQ) J ..ooooococeeeoveeeesseeeeeeeeessssseeseeesssssssssesssssnnne 98
MEMmEE - L5 MmEKE ME (Haematopoietic cytopenias) (SMQ) Lo eoeeeoeeeeeeeeeeeeeeeseeeeseeeen 101
FMiTENRERYEIE. BEKBIUERBBE R

(Haemodynamic oedema, effusions and fluid overload) (SMQ) L. 103
A MM MEFEE (Haemolytic disorders) (SMQ) 1 . oeeeeeeeeeeeeeseeeeeeeeeeeeeeseesseeessessesesseeseessesseeeeseesseeen 105
[H I (HaemMOorrhages) (SIMIQ) 1 eeeeeeeeeeeeeeeeeeeseeeeeeeeseeseeeesseesesessessessessessesessssssssessessesesssessesessessesessesssenessess s 106
[FEEH LU HIEREE (Hearing and vestibular disorders) (SMQ) 1 .eoeeeeeoeeeeeneeeeeeeeeeeseeeeeseeeeseese 108
[AFPEE (Hepatic diSorders) (SMQ) L. oooeeeeeeeeeeeeeeeeeoeeeeeeeeeeeeeeseseeeeeeeessseeeeeesesssseseeesssesseeeeseeseessseeee 110
IR ETE (Hostility/aggression) (SMQ) I . eeeeeeeeeeeeeeseeeeeeeseeeeeeeseesseeeseesseeessesseessesseseeseesseeeen 116
ISMm¥E FERBDFEIE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) J v, 118
M BUE (HypersenSitivIty) (SIMIQ) 1 eeeeeeeeeeeeeeeeeeseeeeeseeseeseesseseseeesesseesssssesesseeses e ses s esesseesesseesessesessees 121
(S MNE (HYPertenSion) (SIMIQ) Lo eeeeeeeeoeeeeeeeeeeeee e eeeeeseeseesseeseeseeeesseseesesesssssesessesseseseeaesss e seesseesseseseesnes 123
[ME MM KE (Hypoglycaemia) (SIMQ) 1 .. eeeeeeeeeeeeeeeeeeeeeeseeeeeseeseesessesesseesesseesssseeesesseesessesessseses s esesseesessesessees 126
MEHY) ™7 L M5E (Hypokalaemia) (SMQ) L ..ccccoecereeeeseensieessseessseessssssessssesss s sssss s ssesessseseess 128
MEF k1o L MYE ~ SIADH (Hyponatraemia/SIADH) (SMQ) 1 .coooeceoorieeeerreeceeseeeesssseeesssneee 130
[FRERERIE T — RIGTHEIE T F/E (Hypotonic—hyporesponsive episode) (SMQ) | cooveveoreveereennn. 132
[BENEEREE . BCREESE (Inmune—mediated/autoimmune disorders) (SMQ) ]J........ 135
I B4 i 2% (Infective pneumonia) (SIMQ) L oo eeeeseeeeeseeeeesseeeesseeeeseeeeseee e sseeeeeseeeeseesees 138
I8 & 14 & 2 (Interstitial 1ung diS€ase) (SIMQ)  coueeeeeeeeeeeeeeseeeeseeeeeeeeeeeeseseeseeeeeseesseeses e sseseeseseeesessees 140
[ M0 1% KB 2 (Ischaemic colitis) (SMQY) [ woooeeeeeereeeerssseeeeessseesssssssesses s ssssssss s sseeeee 142
I3 MM D& B (Ischaemic heart disease) (SIMQ) L ..o eceeeeeeeeeeeeeeeeeeeseeeeeeeeseeeeeesseeeeeeeseseeeeseess e 144
[ShEe, hER O KA (Lack of efficacy/effect) (SIMQY) I oo eceeeeeeeeeeeeeeeeeeeeeeeeseeeeseeeesseeesseeeeessesen 146
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2.59
2.60
2.61
2.62
2.63
2.64
2.65
2.66
2.67
2.68
2.69
2.70
2.1
2.72
2.73
2.74
2.75
2.76
2,71
2.78
2.79
2.80

2.81
2.82
2.83
2.84
2.85

2.86
2.87
2.88
2.89
2.90
2.91
292
2.93
294
2.95
2.96
297
2.98
2.99
2.100

[RESFEE (Lacrimal disorders) (SIMQ) 1 . eeeeeeeeeeeeeeeeeeeeeseeeeeesseeeeeeeeeeseeesses s sseessseessess e esesseenessessenen 147
MELEE 7 L F—2 X (Lactic acidosis) (SMQ) 1 cuccweerieersieensseesssessssssssssssesssssss s ssssesssesees 149
[7K GRARFEE (Lens diSOrders) (SIMIQ) L. eeeeeeceeeeeeeeeeeeeeeeeeeeesseeeeeesseeeeeeessesesssseessseessess e esesssemssessene 151
M)7RD AR T4 — (Lipodystrophy) (SMQ) | .occcooeeeereeersseeesseessseessssseessssesss s sssssesseeeees 153
MEEE FE (Malignancies) (SIMQ) L e eeeeceeeeoeeeeeeeeeeeeeeeeseeeeeeesseeseesessesseeesssesessessessssesseessssessessesessesssenssess e 156
FZE 1) 27 \E (Malignant lymphomas) (SMQ) J..oeeeeeeeeeoeeeeeeeeeeeeeeeeeeeeeeesseeeeeeeeesseeesessssssseeesesssessseeee 160
M52 ZE B IR (Medication €rrors) (SIMIQ) L. eeoeeeeeeeeeeeeeeeeeseeeeeeseeeeeeesseeeeseessesssssseessssessess e sseeseenseesseeen 162
[ EREE L EIZEE (Myelodysplastic syndrome) (SMQ) I ...eeeeooceeeeeeeeeeeeeeeeeseeeeeeeeeeessseeeeeeeeessseeee 164
I ZE 4 SE1%FE (Neuroleptic malignant syndrome) (SIMQ) 1. eeeeeeeeeeeeeeeseeeeeeeeeeeeeeeseeeeeeeseeeeeeseeeeeen 167
I IE R 214 T H1 (Noninfectious diarrhoea) (SMQ) ....ceeeeeooeeeeeeeeeeeeeeeeeeeeesseeeeeeeeesseeeeeeeseessseeeeeeseesssseee 170
I IERE A 2 (Noninfectious encephalitis) (SMQY) L. eeceeeeeeeeeeeeeeeeeeeeeseeeeeesseeeeeeseeeeeeeeseeeeeeeseeseeeeen 172
I IER% M IXSE .~ #& % (Noninfectious encephalopathy/delirium) (SMQ) 1 v, 174
I IER% M4 BEIE 25 (Noninfectious meningitis) (SMQ) L. cveeeeeeeeeeeeeeeeeseeeeeeeeeeeeeesseeeeeeeseeeeeeeseeseeeen 177
MIERE LMD TR 2 1D IR 2 (Noninfectious myocarditis/pericarditis) (SMQ) J ceeeeveerveeeeereeecereeeenn, 179
THR R (Ocular INFECTIONS) (SIMQY) Lo ee e ee e ee e es s eeeeseeeesseeeeseeseeeeseseasee e ee e eee e 182
TERBREENFEE (Ocular motility disorders) (SMQ) I .occceeeereeereeesseeessseesss e 183
I BF0 R B (Opportunistic iNfEctions) (SMQ) J . eceeeeeeeeeeeseeeeeeeeeeeeeeseeseeeeeseeseesesseeseeeseeseeeeseeseeeeen 185
IR 20§32 [EE (Optic nerve disorders) (SMQY) J.....coooceeeeoeoeeeeeeeeeeseeeeeeeeeesssseeeeeessssesesessse s eeseeseessseeee 187
IO REIREEFEZE (Oropharyngeal diSorders) (SMQ) J o eeeeeeeeeeeeeeeeeeeeeee e eeeeeseeseeeeseeee e ee e see e 189
[ B IEFE (OSteonecrosis) (SMQ) | ... oeeeeeeoeeeeeeeeeeeeseeeeeeeeeessseeeeeeseesssseeesessssssseesssssssssesesessssssseeesesssnsssenee 191
[ BHERAE. B B E (Osteoporosis/osteopenia) (SMQ) ... eeoeeeeeeeeeeeeeeeeeeeeeseeeeeeeseeeeeesseseeeeen 193
[EMSIUFATHEOINEHREY

(Ovarian neoplasms, malignant and unspecified) (SMQY) | ..o eee e eeseese e 196
[AR &5 B B & K U BRBRE S (Periorbital and eyelid disorders) (SMQ) J....ooccooeerrecrseeeseerseeene 198
[ RAHME=21—0/3F—(Peripheral neuropathy) (SMQ) J ..o 200
MEREFH EIRDRE v (Pregnancy and neonatal topics) (SMQ) 1 oeeeeeeeooeeeoeeeeeeeeeeeeeeeeseeeeseeeen 201
[HIEE IR EE (Premalignant diSorders) (SIMIQ) o eeoeeeeeeeeeeeeseeeeseeeeesseseeesesseesesssesesssesses e ssessesesseesssseen 205
[EMSIUEFATBEORIILIRFEY

(Prostate neoplasms, malignant and unspecified) (SMQY) J ..o eese s 208
TEEFR (Proteinuria) (SIMIQY) J oo eeeeeeee e eeseeeeesseeeeeeses e eesesssesseeeeseesenssseeee 210
AR KRG % (Pseudomembranous colitis) (SMQY) L .eecveeoeeeeeeeeeeeeeeeseeeeeesseeeeeesseeeeeeeseeeeeeseeseeeen 213
MRS KUFEHIRMEESE  (Psychosis and psychotic disorders) (SMQ) J oveeeeoooeceeeeecce. 215
[fhE M EAE (Pulmonary hypertension) (SMQI) L. eeeeeeeseeeceseeeeeeeeeeeeseseeeseseeeseessesses e ssesseseseeessese 217
B MEEE (Renovascular disorders) (SMQ) J ....oveeeoeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeesseeeeeeeeeessseeee 219
[MEIE A E (Respiratory failure) (SIMQ) 1 e eeeeeeeeeeeeeeeeeseeeeseeeeseeseesseseesesseeseseseses s sses e ssesseeseseeeseesees 221
[HEREFEE (Retinal diSorders) (SMQY) | oo seeeeeeeeesseeeeessesssseeeeesssesseeeeeeeseesssseee 223
12 BE IR #RHESE (Retroperitoneal fibrosis) (SIMQY) 1 e eeeeeeeseeeceseeeeeeeeeeeeseseeseeeeeseessesses e sseseeseseeessssee 224
ME AR ERSIE .~ 34 7 Y F— (Rhabdomyolysis/Myopathy) (SMQ) 1 .ocemeeeeeomeeeeecesreeeeeeseeeeeessesseeeen 226
[ERIEFEE (Scleral diSorders) (SIMQ) L. eeeooeeeeeeseeeeeeesseeeeeesseeseeeeseeeeeeseessesssesssseessess s esessseeeseess e 228
[TESUIMAE (SPSIS) (SMQI) L oo eeeeeeee e eeeesseeseeeeeeessm s eeeeeesss s seeessse s eeeeesseesssseee 231
' EJiE F% [§ 8ll4E F (Severe cutaneous adverse reactions) (SMQ) J......cooooreeeeecoomoeeeeeeeeeeeeeeeeeeeeesseee 233
THEREBEA 2 (Sexual dysfunction) (SIMQ) J oo seses e 235
T3/3Y%7 (SN0CK) (SIMIQ) Lo ssssssssss s ssssssssssss s esssssssssssssnsss 238

TEMBLUVEFEATHORETREY (Skin neoplasms, malignant and unspecified) (SMQ) ] ..241
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2.101
2.102
2.103
2.104
2.105
2.106
2.107
2.108
2.109

2.110

8%
5%

F€5MT)T<h,—T X (Systemic lupus erythematosus) (SMQ) J oo
RERLLUREEE (Taste and smell disorders) (SMQ) 1 o eeoeeeeeeeeeeeeeeeeseeeeseeeeeseeeesseeeeseesen
[BEEEH LUV EFFEE (Tendinopathies and ligament disorders) (SMQ) 1 eoveeeeeeeeooneeeeeeesreeeeen

[ M 4214 8%k % (Thrombophlebitis) (SMQ) | ..............
[ B R BSR4 BEFEZE (Thyroid dysfunction) (SMQ) | .....

[FLY—F K R72R/QTIEE (Torsade de pointes/QT prolongation) (SMQ) | ...,
IR E T B M 2B (Tubulointerstitial diseases) (SMQ) J e eeeee e ee e seeeeee
lFES AR IESEMEEE (Tumour lysis SYNdrome) (SIMQ) 1 oo eeeeeeeeeeeeeeesseeeesseeeeessessesseesesseeeeseesees

BB IVFRTACFE NEHEY

(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) 1 ..ovoveoereereereeneenrnn.

I8 % (Vasculitis) (SMQ) J oo

I= REROREE—E s

- 47 SMQ Z&&H1-FIFATIREL: SMQ #2 & Rk

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

v



Introductory Guide for Standardised MedDRA Queries (SMQ)

B4 D SMQ(BAREEMOA+FIR)

SMQ EF4 SMQ J3E4 H
Tk 35 L OSSR O 75 IV Srt]iggiiggg fallopian tube neoplasms, malignant and 261
TR IS L OGERIAS B O RISL BT A4 Prostate neoplasms, malignant and unspecified 208
BN LOGEA B O FLE BT A Breast neoplasms, malignant and unspecified 32
BEME 35 ORI AR Bl 0 B2 & 8 A2 ) Skin neoplasms, malignant and unspecified 241
TR IS LOGERIAS B O PR B8 A4 Ovarian neoplasms, malignant and unspecified 196
T AR Malignancies 156
SMESE e Neuroleptic malignant syndrome 167
SEMEY N Malignant lymphomas 160
TFT4T7F% T — s Anaphylactic reaction 18
SOMBLOHEK B Depression and suicide/self-injury 63
R B ARE XA /3T — Rhabdomyolysis/Myopathy 226
£ B Corneal disorders 52
B FEE Hypersensitivity 121
AR 75 i B o L VR e Periorbital and eyelid disorders 198
AR Y Ocular Infections 182
R ERIE B Ocular motility disorders 183
B AR R Interstitial lung disease 140
JHFREE Hepatic disorders 110
EEIIPS Arthritis 24
YR i g% Infective pneumonia 138
IR 2% Pseudomembranous colitis 213
2B AR Acute renal failure 14
BMEESR Acute pancreatitis 12
VM FROR AR I AT ) Acute central respiratory depression 10
SRR Scleral disorders 228
2 A DR A Ischaemic heart disease 144
AR DN Ischaemic colitis 142
X7\ —ERRE Guillain-Barre syndrome 98
i BEARAR T — ROS AR T8 AE Hypotonic-hyporesponsive episode 132
SR gt Convulsions 50
K=/ Vasculitis 263
M AR GES, EABIOMIALEL) |Extravasation events (injections, infusions and implants) 84
1. v Angioedema 20
MATENREAYIRIE, ZEKBIOMKIREART | Haemodynamic oedema, effusions and fluid overload 103
JIIRER 7 Thrombophlebitis 251
it M Conjunctival disorders 48
iR 5 s L OV B 5 Tendinopathies and ligament disorders 249
ZhRe,/ RO K a0 Lack of efficacy/effect 146
1 [P MR B e Oropharyngeal disorders 189
e I Hypertension 123
e LB PR 93 0D 560 Hyperglycaemia/new onset diabetes mellitus 118
PV AFEMPEIE R Anticholinergic syndrome 22
LB ER P i 2% Eosinophilic pneumonia 79
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SMQ BEFH SMQ GBS TR H

A R N 36 KOV B e MR A 140 FEM IS | Drug reaction with eosinophilia and systemic symptoms 69
SEAERE (DRESS SEBRE) syndrome

SN e Thyroid dysfunction 252
1% NG NESHRAEE Retroperitoneal fibrosis 224
AN 4 Respiratory failure 221
HIIE Osteonecrosis 191
B HLERIE I E Osteoporosis/osteopenia 193
B B E R Myelodysplastic syndrome 164
COVID—19 COVID-19 54
FBIOHRE Accidents and injuries 8
REE ST Dyslipidaemia 75
et P Optic nerve disorders 187
FE B IR Severe cutaneous adverse reactions 233
HH . Haemorrhages 106
JELI5% A SR E A A Tumour lysis syndrome 258
WALE DL . b5y N OGt;';\ssttrrJ)égLenstlnal perforation, ulceration, haemorrhage or 90
BICEO IR R KON | Soromestinal nonpecic nfammaiion and a8
avy Shock 238
DRIE Cardiomyopathy 39
Y I Renovascular disorders 219
DARA Cardiac failure 37
K AR Lens disorders 151
BRSNS E Extrapyramidal syndrome 82
PERERE AN 42 Sexual dysfunction 235
A GHRE R Fertility disorders 86
FEAIR 3 KL OV i 1 P Psychosis and psychotic disorders 215
[FURERING S Premalignant disorders 205
EHMTYTvh—T 2 Systemic lupus erythematosus 243
M 12, 5B S Asthma/Bronchospasm 26
T 1. PR L2 LB i Bk i Haematopoietic cytopenias 101
B SANONIIbES Embolic and thrombotic events 77
il Dehydration 57
it Demyelination 61
JIELTE % R Biliary disorders 28
E=lS Proteinuria 210
PP SR I Central nervous system vascular disorders 41
ST B L ORI ERRE = Hearing and vestibular disorders 108
B A Hypoglycaemia 126
AU M E Hypokalaemia 128
R AlfLfE,SIADH Hyponatraemia/SIADH 130
=l & s Hostility/aggression 116
i SINES Medication errors 162
My —K K R7Uh QT R Torsade de pointes/QT prolongation 254
HBET I R—T R Lactic acidosis 149
IR EF AR DI Y Pregnancy and neonatal topics 201
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SMQ BEFH SMQ GBS TR H
FRENE Dementia 59
PRABAE [ M AR Tubulointerstitial diseases 256
R AE Sepsis 231
it i 1 Pulmonary hypertension 217
FERRGNE T Noninfectious diarrhoea 170
RGO 2% DS Noninfectious myocarditis/pericarditis 179
FHIE YN EREREE I Noninfectious meningitis 177
FEIREGE i I Noninfectious encephalitis 172
FEIRRG A% Noninfectious encephalopathy/delirium 174
BRI Opportunistic infections 185
AHENR Cardiac Arrhythmias 34
8 i Chronic Kidney disease 44
K= 2 —m /R — Peripheral neuropathy 200
R 36 L OMR T i Taste and smell disorders 247
SR b B Agranulocytosis 16
SR T AEMEREE A O R Immune-mediated/autoimmune disorders 135
P RLIE 1% D4 By AR A Generalised convulsive seizures following immunisation 92
e AL Retinal disorders 223
S EL | A7 L OBERL Drug abuse, dependence and withdrawal 66
TR R Haemolytic disorders 105
VRV AR f— Lipodystrophy 153
kP Glaucoma 95
TR E Lacrimal disorders 147

JMO E: TSMQ F5[3 ] TD SMQ DELFINIE SMQ A FDT VT 7~y METH S, HAGEEHEL

TT 7 8ATHFEDO—DLLTHEHIAD A ARGE B kZRZMET 20 TCTRHTEIT LT W
Thbd, ZOHARFEHKITIL L 1 O SMQ("Inactive”® SMQ 1ZER<) DA THEELL TED,
HFRDO BRI TS (SMQ) / (SMQ)IFEREL Td, /N—a 28.0 £TIZVY—AS
iz~ 1 ®© SMQ 1% 110 4T, 7 SMQ(120 1) =& 555 230 4 THH, SMQ
BT 2R AR KR T HIZIE MedDRAN O7 Z0F—inFG HTh 5 (474D MedDRA/J
FsRY —/L Tt SMQ DOFEfEEIE L FEMITE RO S DL ATEE) .

F72, SMQ OHfi 2 E#HiEL T IMO @ website[ B DX— 1025 FRlOERN AT TEDHD
T SMQ OEROZE TSI,

SMQ_spreadsheet_28 0 Japanese.xlsx: ¥~ SMQ % & 7= SMQ &0 %K (=/& L7 7
AW) o %2 D SMQ IZEEND PT OUARHAGERKR, Pl K OFHp L2 r 1y
—MZEBLZH0) T, IV ERRZ: SMQ ONEZIERTHZENHRD, 207 7AW
SMQ &R g L IR T — MO S TOD,

JMO 7E: SMQ_spreadsheet 28 0 Japanese.xIsx 12272 B DA AT AJRE,

CIOMS-WG OA YV F /)L E: ZDOLET SMQ F5lEDY —AERD1EHR T, WG 235EhEL
727 == | TAMDFERIREBEALSN TR S TS, T (330 OEFORMETH
D3, MEIZEOZ I, —#80 SMQ TIEFSIFEOHF THHEITSAHEREL T
DA DD, 728, MedDRA /S— =y 23.0 KW AA VDL SCEFERSZR,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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FHE~DEE

AKF5]2E MedDRA FE#ER 270 (SMQ) 13, MedDRA &% D AA—Va N IRFIS L8 E D SMQ %4 ]
THEODOHEDTHD, Zivd, ZHEND MedDRA VU —AIZE FNTEY, Fo, PR —hCEITHE
7T MedDRA OV =7 H A EOYR—ILES—UTT7EATED, MedDRA FEHEMFEA(SMQ)
I, DO FREMDMERRSILTERY, ZNE 1D MedDRA DOFHFRID/N—a DU — R ZE FI T
%,

JMO £ :SMQ DB 1EZEITHEERR D MedDRA 2 HL . 7>, #5ER MedDRA Ta—R k=7
— RIS NWTEESINT-Z 2 L TUND,

SMQ I, T RTDEZER I 7 LR 2 MEE 1 S—L QRO TTEE SN, £, 3%
T? SMQ 1% MedDRA DEf/S—Tar Ok et B&517 50T, SMQ ONAEIL, FHEZRITE
HENDHZEND D,

FRF EI T2 — =285 T SMQ O HEECHEE IME EN N BN E . EAUTHIER"SMQ" LI
SIENTER2VON, ALDODIZ"SMQ 1ZHSETE MedDRA R ERESRETH D, WVDRDIRILT
ThHoTh, HAMBORHED=—XIZIVBEINT=I/T)—% | ZOERREL-T"'SMQ"LIFELZ LS
TERUY,

ZHUTMO MedDRA —H—2Mi F 9554 ICH 2MEFET D SMQ LIRFEIA W2 &2 R4 57
D THD, BAEAINZ ICH AMEFET 5 SMQ LIRF T2 FTREMED 2 IRD | FAAR CHEZEL 7o/ =) — (&
DOREBEA T D LTRSS,

AKFFIZERC, B (72— X D7 AR %5 AL TS, SMQ BIFE S 4], BIFEETT AL 74— Ry 0%
13572012, 1R D MedDRA D o—H — RIS TR HY . 2 AT 72— | EFRL T
Ve, 2006 4 7 H O RC, T 72— X IEBE RS T,

ARLENTZE DT =T FAROF L, %2 D SMQ DB EBVANRBIOMhOFE A=
DG5S TWD, oD DT =7 A NIBEICH A TER) HAHNITE TSI TS ATREMENRH D A3,
JER AR B W TR O FFNFHS N TNDZ LT ES LN,

JMO 7% :MedDRA /3 —7=2-28.0 1, Bl SMQ (L~Ub 1) OIBATEHTIE20 N,
Z DM =32 28.0 TOZEEEHIL version_report_28 0 Japanese.xlsx %4 2 [,

JMO &% : [ 1% 78 = E (Neurodevelopmental disorders) (SMQ) J1Z. #0405 H 227 T, EWG
(Expert Working Group) CTHata B 7o i 5, B H (ke o7-, EWG ICXD TR R
(Neurodevelopmental disorders) (SMQ) | ®BAR M FTIZIR 2 & EF 1L, 4 % MedDRA
Website (Z#g# 7 & T 2.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1. (FLHIC

1.1 MedDRA ZE¥RERDER

MedDRA 1% #5555 (Standardised MedDRA Queries: SMQ) 13, &5 E S ZEF AR AEE T
1B L OB HMERICBE T % MedDRA FHEED Y L—7"T il 13 HAGE (Preferred Term:PT)LX
JVTHERLS D, SMQ @ B II%, B35 ATREM: D & H B BIE FI 22 s O R E LR E XE T
ZLIZDHD, BENDIFEIL, Bl FEIR, W SEBRE, S IRET R, BRR AT — 5 Z OO
BT — 272 LI BT 5, SMQ IZRE4LD TERE (Lowest Level Terms:LLT) 1% SMQ CTfE Hah
HPTIZV 7T HHDDHTHY, o LLT 1TT XTI S D,

1.2 HTE

SMQ 1%, MedDRA =——DH TLRENET — X DRFE LR TR % AR T DIEUEY — L DV B FE
RENDINNTI AT LB EL LD TH D, MM MedDRA (28~ 7= R Bl 35 17 =) — (Special
Search Categories:SSC) % HIIZIEEIL T /=23, MedDRA 73 [E 3 5h O BILR A GRENY B LY
e e SR £ 35 ) CRCAR B T SV . 20—/ WE T O ESR A 43077 Hb O TRV SRS RS
7o TNEZIT, MedDRA [E BEHE R BEF% BS (Maintenance and Support Services Organization :
MSSO) %, 2002 “E4JEHIZ MAG (MedDRA Analytical Groupings) DB 23 FL7=, MAG [Ixl5L
T DHEZANIRAE F2 2B ORI BE3E 95 MedDRA O H b B FEE L~ L FEE (7721, —f%IZ LLT
1EBRS) T, WLOMEITATD SOC IZE T HMFEDESIREERSIV, HiLEFHPRAEEIILR L
TR IR DD SER . FRPT L, BRIRRE T — %, ZOMOAERFHIRET —%, BLOBEETS
HRBREREZZLLOLENT,

MSSO (2&% MAG DBi% % FLITIEEIH 2, CIOMS (Council for International Organizations
of Medical Sciences: [EBEE M i) 14, MedDRA CTa—F 427 ST — A& xt G LT F;
W72V — TN =T DOERIZH AT D72 MEHORFEFRB L, 207V —7 i
Standardised Search Queries (SSQ) &FEiEAL7-, MAG & SSQ DHEEIT AV NZZ oo THEIL THY,
W o BHiYH, MedDRA FIIFICHEI BERY — L EL COERA =T 2L 2 D2 LT L Th o7z,
ZD7=H, CIOMS & MSSO (3, CIOMS V—% 77 )L—7" (CIOMS-WG) & MSSO N IL[F Tz —
NERFTHIEN =P 2o TORROFE THLHEV R THERE L, LFETHE T L0 L
MHIAPRIMAG & TSSQ) D ZRD | ZORERET L — I L WA AT 53 52825 B LT,
2003 4 5 H LI, CIOMS-WG & MSSO DI:[EERMI%, MedDRA % 7Ef# 32 2\ (Standardised
MedDRA Queries: SMQ) &M EILD 5D 1278572, 2003 4 11 H | ICH MedDRA & # % £ 2= (MedDRA
Management Committee) (32 DILFIVEZEL FFL . SMQ OFF D=2 ICH F'ue A% H 352
LERELT,

CIOMS-WG I # D EFEMLBLHI Y /., EERIEAZE MSSO, JMO (Japanese Maintenance
Organization : H A#EFF 2 BEFERE) . WHO (World Health Organization : T AR SRS 33 L O ol
OO E#kFE 4 (Senior Scientist) THERES L TUNVA,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1.3 SMQ DBA%

SMQ BHFE D) ] B i D 2 iR BT DA & 70 DB O EIE R E 528128 o 72, 100 <D Al RE
PEDH LN 7 D AN E ST,

AFGIFIL, ZNENDO SMQ OEFE, 15/ BRANEHED REHL, BEEREIE T /LT )X 2755 H]
SN TWDGEENLEFLEL TWD, ZOEROZIL, EA LS SMQ CIOMS-WG 723MERLT-
AV F IV SCEIZH KL, hitps://www.meddra.org/software-packages” J V¥ 7 0—RT&5,

—EH)72 SMQ DOBRFE B L OMEH O Fikimiy 7 7 a—F 1%, [Development and Rational Use of
Standardised MedDRA Queries (SMQs) : Retrieving Adverse Drug Reactions with MedDRA | &L
T CIOMS [Z&h ARSI, AEDOH R (2016) (B /Red Book| EFEIZiILD) DFEAIEHIZDWT
IZ. CIOMS D7— A~ — (http://lwww.cioms.ch/) & X720,

2020 4=, CIOMS SMQ V—F 7 7V —T71%, BR A AT T4 L TR A D SMQ DIFELZTE TS
. AR L7 SMQ Of%ia 107 LL7-, MedDRA /R—=r 23.1 ®ICOVID—19(COVID-19) (SM
Q) 1LAK:, MedDRA MSSO (3, #ifil24 m=C 6 RO E BRI R LEHEL T, FLyy SMQ Py 70
BN TR BRR IS T2 BB A > T\D,

JMO 5 FEFUTHOFIRRIL, 2004 4EIZFR TS, B4 A% CIOMS L0 ciR (2016 4E) . H
AFEBIUR (2018 4 10 ) BEIESNA T RAETH S,
SMQ D BAZEIE, 2019 4-FE T CIOMS Working Group THiFTS4L, ICH &% C/ARBTITTEN
TE723, 2020 ELD MSSO MHERFE FLATTH, Bi7=72 SMQ D PBHE A HixZ Do
MedDRA (F =2 Y7 = AR LIFHRIC £ S AL, MedDRA B SCH LIEIZ NS, MO
B, HERTIEY IMO ~F =2 PV I T ANEFTHIZENTED,
ZOBATITFENTSMQ CIOMS-WG {ER DAY 5L S0 I HR S,
BEAFDIMSSO 23t T 5 # DEA (X7 SMQ CIOMS-WG fERk DAV F /L3
£ 13, CIOMS AV /L 3rEEL T JIMO D Website (& B D~2— >MedDRA/J 7 —
B« BRI SCEE > 7 — A7 RE SCE > CIOMS A2 V30 b EUS Al e T D,

*:MSSO @ Website (https://www.meddra.org/software-packages) ~®»7 7t A{x MSSO O=—+
—ID D3 EL

1.4 SMQRBLLTHRESN=ZEZA

SMQ 1IHFE DA FHL MR T O R RIE A ORI A G 3 DR TR BRI HFEE E
MUFE R BRI CRWHEENRIELIZHEE L — 7 Th s, 5 SMQ IZEHEME T2 HEEOES ThD
N, ZDOMIT, — DL EDOZ =T b0 AFEOHAEDREZIE T IO SN THDLDOLH 5
(1M.4.2 7V LMEERI S ), OO ZERZRAE KIS 5720, SMQ 1T FRLICI ~_ D L5705
it Eofta AR > TD,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1.4.1 sk (Narrow) L/R35% (Broad) D 2=—7(Scope)

ZOZEZFIE, 22— F =L DO REIRSTRAEA 7R T ATREPED RS T &V VE Fl O H A B L
T 556 (k) & FTREMEDH 5T X TOJER] (2255 R TlEE A & FIT < BRIV LR
ENDIERIL B END) ORI ELELET 54 (R ) IZXHET 20D TH D, D72, [ ik
(RO TR M ) MR DD —T5 , TIRI R SR DIL TR | MG B0 5, DA BRIZIE, Tl HI3E
IBINESAV TR HEEAE AU TRY  BIHFE TR BRI LR Z W,

—
Narrow Narrow Scope
Search Terms
X Broad
Search
Broad Scope
Terms
_J

B 11 PRIIR AR L IR SR

1.4.2 7T XL
e, AR SRITINA T, T AV LZ i LT MER 3 alTaE e SMQ bivd, ZAu R 57 &

fixe OV T HTAV—IZK 3L TEDMA GO THRET LD T, BARDIRBHRE 7Y —L T
MG ETDIEB DR EE LV E T DHLD THD, 7/VTYR LR T IR 3R & L~ T LD @
D, o, IRBRRELE R TIVKRVIAVTER BN TED, M EY 7226113 T 2L R (Acute
pancreatitis) (SMQ) | T, KR EHGEITZ —>DOA 7V =/ Vv—7 k&b, 77U —B [$EEIR
RAEEDOHFEVANTHY, 173V —C 13 LIER O HFEVANTH S, [RMEES (Acute pancreatitis)
(SMQ) JIZB T DT NAYALTIE, BT DR OIERNT, 7TV —ACIR) HiEDD7e{sb—
DORFENT—T 4 TENIRER], F2iX, BTV —B OAFEO Vet —2OHiEETII—C O
FREDD 72— DD RFED WA NI —T 42 7 SPTER EEFRL TS,

FrED SMQ Z W TR L DOHLIEBI DR RZ P REIZ T 272012, 7YX LD T A ETH
Do TNAVALOME D b A MEEZADNDDIL, IR FEE AR TEEOIER N TRISID
BaThoh, T2 TNV ZXLIELOSHLDIER 2 FAERE TEMNT DM BEEZHS T LN TED,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1.4.3 ATI)—(FILTIYXLES)

TNAYRLEFFOIICHFE S SMQ Tl JMEOMERFEDE 2 DA 7T — T FHSIL TN T,
ERSNTALAEE TR TES, TVAVRLZFHEL TS SMQ Tl BgiRE HeE X, T 7 =
U—AThHY | REHEMFEILEICB, C. D, F0A7 TV —Th D, Hlzid, IBMHERER (SMQ) |
T, BB FE AR, 2O A 7TV =27 N —bEINTEY, A7V —B X TEERRAEME O HFE
YARTHY, A7 TV —C I I LIER DO HFEY AR T D,

[BPEREZ (SMQ) BT LT VIV AL T, BOLOHLREFNT, 773V —AFEA=—7) DO
FED—ONT—T 4T INTIEFIE LTI 7T —B OHFED — 2B IO 73aY—C OHFED—D
NI—T T ENTIEBI L EFRSND,

1.44 A+ AEDOEH)

SMQ HFEDT =A 1 (SMQ term weight) (X7 /LY X AEILIZHOBND, FHFEOY A NIT VTR
LEFIRAULIZBEOF AT TV — OB Z R L TD, B2 X, T2F )7 ~h—T A (SMQ) JIZE F
NDHFEE, PO HFECHI TV —A, BIWRIEOHFETATIV—B b | EFTCOI->DOH T
V=27 =TSN TS, [KIEOE ATV —I21E 1 255 3 FTOV=ARNEI G THN TS, T4
)T <vh—FT A (SMQ) IZBF T NVITVRLEFIH LI RFER T, xt%Re325 FEL0H D)
JEGNL, A7V —AGRIER) OHFENT—T 4 7 STER], BEON, IREHGER2—T 7 ST
DY EIE, AT AV =T oA N GFL T, 6 UL EERDGE OIEFIEERIND,

1.4.5 BEEHEE

—¥#D SMQ T, B4 5@t —% MedDRA [ 14D Wb & kg i | B L7~ P e B & 4 -
THALTHITND, ZIHIE, O SMQ OfAG LRI Lo L0 EfER7Z: SMQ Z KL
TW5, —EROREEN SMQ IZHEWTiE, FAZO SMQ (P SMQ) O H1iZ Tt | B L OB DX Sy
DR, FEE O FFEL, BB A FF> SMQ OB HOY 7 SMQ HIZ R AT —7 (el F7- 13 A1%)
P ESNTEESNTWDLIERD D,

ZOMEREIZ L) 2 —F =3 E D, FIAIE, 22— —id, T I R—ANOFEEFIR DL A
JEBIZ TR T 572012, SMQ w7 DA (F]: X TOH 7 SMQ & Lol fFEE (SMQ) | 1K)
ERIHTHZERTED, £o, 22— ¥ —1%, IFEE (SMQ) 1055, —H>DH% 7 SMQ D& (f: 7
SMQIEARBI#H O AFfEE (SMQ) J 2RI T2 L2 RIRL THEW L, HDWIFZ—P —D=—X T
UC, BN OEEOYT SMQ OFAGDOEEFAT2Z 4R IRL TH L,

1.4.6 PT/LLT

SMQ_Content 77 A/LOHCiE PT (Term_level=4) | LLT (Term_level=5) L EAEL TV e, —
P13 T — 2N PT L UL TEREISNTWDLDMR5 PT OAEFIFAL CHREE2 I 503, 7 —2 25 LLT
LUV TTEREESNTODYA X SMQ_Content 77 A/L 0 PT & LLT Offi 5Z2FI L TR 2 FE i3 2
VENDHD, 728725, TTO PT 1Z LLT L THIEET D05 Th D,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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147 HBEORT—FA
% SMQ BELOVEEEIND PT/LLT IZIFAT —Z AR 53 TDd, A7 —H AL Active”H 5\
IL"Inactive” TH 5,
“Active”’2 SMQ I MSSO (ZJV AT F U ASHTNAHL O T, "Inactive’” SMQ 1FAAT S5 SMQ
? ASCIl 77 AT — DDV —AUTITE ENDD, B R TIIA T T ASHTNVRNED T
D, =P —ITH R TRNESNTD, BIEDE 2 7 LA DRNEINTZY, RIIHLLERHHEEN
7254, SMQ 1T Inactive” S5 AT REME S B 5,
SMQ 1281 & X35 PT BEW LLT 1ZAT—X A7) Inactive”£72 > Th Y4 5% SMQ M HHIBRS LT ITFE
%o AT —H ANV Inactive” LS NHDIX FRRD LB N L THD,
PT »¥Inactive” LS 5DIE, FiEWTh 755550 ML SMQ O E SR Thalieo 156 (61
W AN EENE RSN GG 7RE)
LLT 2% SMQ O EE TRV PT (ZB BN 27256, 208572 LLT 1%, MSSO @ MedDRA 7
Z7 % —TlZ, MedDRA SMQ DFEEIZHR RINRN, L, AT —HF A “inactive” L7257 2D
LLT X, ZHRiD SMQ FOZD LLT 27 70% —THhHEFEM7RILE 2 BH< (Open Details
and Occurrences) | BE O 7T A~V —D HFEOFEMIE ) IZFRRSD,

JMO 7 :JMO D7 27>~ (MedDRA/J Bowser v.4.0.x) 8L WA T4 7774 —TiX"Inactive™
PT/LLT 13 REN72\, "Inacitve”® PT/LLT (23 AERN L2 5E 1L ASCI 771V
ERIALCHERT DL,

JMO #:SMQ D7 AFXF—T77ANDHFEDAT —ZAZDOWTIE, MedDRA /J BeART T 7 ANV T +—~
> MR (dist_file_format_XX_X_Japanese) D&%, AT — X ADZE FIHFHRIZHOWTIL,
version report_ XX_X.xlsx LT MedDRA/ EeAfi 7 7 AV 7 4 —~ v MEH
(dist_file_format_xx_x_Japanese) =%

JMO 7E:JMO M2 7 I —4 [FEEIC Inactive &7 -7 FEIT S 7%/ —Var DORTD/A—V a2
THRFTDHE SMQ DRI 13D,

1.5 RBREOEBEREBERDOFAICEETSHER
1.41—1.4.5 OP TGS TS SMQ D% G EORHEIL, SMQ O FEFE i3 L O &R 72
TG R EE 525, LLTIZ SMQ O BEEMIZET DN O0DOF T T a3l 35,

1.5.1 T 2H8RE72L C SMQ ZRFBIHEH T2

el b IR SR T VTR LR R, B E SV SMQ OREREIE SMQ AR L7 i 35555 SR O i
PEBEIMESED, HOL /AR 5 RE D SEHEVIZETHRER RO ME LM LS 522 R
ELTWD, ZHLOEEORH LR THY, 2 —F =132 L7 Mgz &L T SMQ @ MedDRA
HEEVANERI T 22 LM AIEETH D,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1.5.2 FWEShI-EEEELILic SMQ ZRBIFEH TS

1.5.2.1 PRIBMRFR &I R
P LU BT DRI T, FROVS N EEMT 5L WTHEThH S,
SEA5: SR D5 FME DR SR DT D\ I 38 RIS SR HIFE D 2 R I 7%
BB
A SR O SRR PE 2 180 8D 2 4 SR D T 8D (ISl 5% < SR Islodse 5% 3 & L i 5% A & 0D i 7 % A 3%
W%
KEB53 D SMQ I FIHR 3R & IR 2R O 7 D HGEZ £ TWDHA3, WD SMQ 138 25 H
FED R, TRERRS VTS, ZiuE, SMQ O FZEAERICTRROIH e EE 525,
B 28 353 L OVA R SR JHEE D W 2> TN SMQ: Belmiid 2 6 5 & i i 8 6 1%
T o IRIAR SR DOAE TN IIHITAR R OFE RV E ENDNE LM IR AR 57 A FE RS
TARbE T,
PR SR RO A TREFR S TS SMQ: IR 32 il e S BRI SR O fk 13, B INS B R
B SR DG RN | 7 —E705,

1.5.2.2 7NVIVALEFHLI-HRE

TNAFVALZ@EMA LI SMQ X, ISR HEEOFI IR DR [ /A X | 2 b S 52 8% HIIZ
HEFSN TS, TXTH SMQ BT NVFVRLEF L TODLIRTIERN, TV RARHEESILTND
SMQ ~DIEEFIHELL T, ZNENOT LTV X LE % (282> TWHDOTT LT Y X LOF] 1 #E
BNCFEMST DB DHDHEN) ZERBHIT HILD, FEBIZDOWTIIT VTV R LBFEESILTND SMQ 12
(X7 NTYX LN a Ei T CRLak L CWAD T, FIIZHT-->TUIB BT 5L,

1.5.2.3 FEREHEEZFIALRR
BEfERE IS 25D SMQ DIZEALE TR, EALITALET S SMQ EFRBRIZY T SMQ Az L7 kSR =K

ELTHIAT22EMTES, 22—V —1F EAIBEREHDIVIE FABEOWT LRI AT 2N TE, |k
PO 7 HAHNNE LD Y ZIZE#E T 5T X CTOHFELZEDHIENTED, LINLERDBG, FFED
W& A & A > SMQ Tl BRI 3R & IR SR DX 3 LU TR D SR ESNTWD7RE | AL SMQ 723
MEMEEZ RS GREISILTWDHEEDRHLO THEREDBLETHD, ZNHDWNK D00 SMQ % FELICR
ED

[IHE % F& 5 (Biliary disorders) (SMQ) |

[“R#&fk (Cardiac Arrhythmias) (SMQ) |

[%&fe 3 L O (Embolic and thrombotic events) (SMQ) |

[Tl 2 (Hepatic disorders) (SMQ) |
THLT- R OB EEE SMQ 28 DIITEAH D NIFIHT2RENIZONTL, 3% %40 SMQ DOFt
WNEEZZRT DL,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2. <D sMQ

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

21

2.1.

21

E#H LUV (Accidents and injuries) (SMQ) ]
(2007 4= 9 HIERXVV—X)

1 EFE

=3 S DA B T 5 H i R L OMRE

—  FRZEWIAT OO I

—  FRIC, BTERICAAVRZ THD), e SR T 585

— AR T DRI T AR T, HOAFEDEIE S (XY VTRV, T /T T UV,
BLROBDHDFR) IZTHIMOYV RS 7 74— ST D,

- FHUIDBEDOI AT LY T RE L LOBRFNIRB W TS, URZ DR, KA L5
RSN BE B W THLZ LN RSN,

i (Accident) |1 TRHEIH VNI K TIEZ2W A, LIRLIZ P22 EH kD55, PEE,

FIEWNRE B W THRBIZ DR MDA XU b, HDHNT, IFEROBE IR W TR ID R A R

M EERSND,

= H AL OBETIE, HRE RS (injury) NIFEF AR BEREE 35,

— A SMQ ®OHWTIE, HIZkE, 372bb, 515 (to injure) 1%, 1RG5, 521056
HUNEET S (to wound, hurt or harm) | & A5,

— A SMQ ORR¥EL, THHIIEE (metabolic injury) (toxicity, etc: TR L) |12 E X T5H0
TR MREAER, Bk, BB ITHRE D RLL TOM 42 AOEANRBEHLNETHE
HUCRT 26D THL (REDEEZS),

2 AE /R EYE

a5

— TEERICEEETLIHGE. T72bb, Fik, 855, T AME. i8], B, BIE, BB, IR
Gl7ey

—  PTIAE (Wound) | T, PTIAIEEY: (Wound Infection) | D X572 AE DA DHE I RE TIdZew
ik

— PTTHEN(S (Snake bite) |35 KUNZ 0B, LB (9 2 B KBS, RIS A K
<)

—  BEET DY T, TR RS T W HRE

—  SME (trauma) IZBE ST HNAE 1T O Rl EE

— HEBIOHREOIVAZ T 7754 — 1215 ik

— TR MR SOOI LA s L ORI B 5
— BRIV AR D ONE

—  RKEHEEBIME DT FFE

— BT OV TOMBRSE IR IBO R R R

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— BB O R X OGO -0 O FHRE

— O EREAMEIZRE T A HRE : O MR, B R EORERAIHELZ S T
- BETADIDOHE

—  BERA, EIRMEEE, B e G ICBT O HEE

— PFEHEBIOERICETHE

- [RYBRE O HGE

1 THils LU (Accidents and injuries) (SMQ) | (2B 2 fEFIOFBINCHH TH 5
ZEMEBEZONLD, B MIEIZ B E T D BRI 2 HFEDO NS DniE, b b EAK
SMQ IZEENTWER, ZThbDERIE, HFICRE SHR2WERORANLAET 5]
REMENS 5, A SMQ TEIRSN7-HIMAGEICINZ T, REEFHIL, =2 —PF—~DHE
WEfET HRgE LT THim (Haemorrhages) (SMQ) | 23, F7-Fild L OHEEOEIER
BRWEERFETLOOICAMTHD, ] ZLEGFOTND,

1 BE, 2<D MedDRA @ PT |%, SOCIMEE ., fEB LOLE S HE] O Trnkae, TEE
SOC @ FNLAFENIT IV r&iu, RflE | AME O T AEEDINTEN TN, - T,
Z0 SMQ ZFI AL TEGIRFREZ FEi T 2132028 (IR EN G T QD2 l) ITiE
BEETD,

21.3 REBEOEMERBEREROTRINCEETHER

[His JUMAYE (Accidents and injuries) (SMQ) |13 BIAR 3R &I 5 O R0 2 TV D, ZEHI

1$1.521 2252 L,

2.1.4 TEHBIUIEE (Accidents and injuries) (SMQ) | D& E &K R
Wadsworth, EJK, Moss, SC, Simpson, SA, and Smith, AP. Psychotropic medication use
and accidents, injuries and cognitive failures. Hum Psychopharmacol Clin Exp 2005; 20:
391-400
Tinetti, ME, Speechley, M, and Ginter, SF. Risk factors for falls among elderly persons
living in the community. N Engl J Med 1988; 319(26): 1701-1707
Oster, G, Huse, DM, Adams, SF, Imbimbo, J, and Russell, MW. Benzodiazepine
tranquilizers and the risk of accidental injury. Am J Public Health 1990; 80: 1467-1470
Stedman’s Medical Dictionary, 27th edition, 2000

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.2 244 b X 1 EEIR HIE (Acute central respiratory depression) (SMQ) |
(2007 4= 9 HIERXVV—X)

221 EH
M AR A R IR AR 2D —TERETH D,
R R I KRR ENEER MR & D T AR DR EL L CTERSIND,
—  ARERFR M 5 X PN A S oo
— @R AMAER S| &L T ABB) O E
it R E U CORERAMET 2 R = ZZAED R X OIHIE T RRIC KBRS LD,
- BMEOYE . AH R EFE S L OUEESMEIZ LT
— EBEOLE BEEIE, TV a— b B NEE R JOVEUR M o il e A U< A A 6 U A
B2 T o MR R R B = DSEIR I T
DMEIRER TR MAE 1T, DA, BIEE 5 X T2 EnR DD, Bk ZZ 2T MR, $5ELH K<
%
BMER RIS AMSET, FREREs XL 2endHD,
— B E MBI ORI LE LSS LB LN Vv a— R 2B B ET
— i A LIRS L O CSF JEHE N
—  FRME . FERFCIIARIED RO M8 IR 2B A QIR O AIHEE DR T AU L
ME | AR ESE ORISR A B R 35
HORX PR B ISR EEDRT A GREVETAER) | &2V EIEIR I BRI 2B W TR 2D,
—  REVHTE R O MEIR I BRI T AR AR R (FFAX) OREL, HOWITKOEPZEICL > THIEE
ZEINHZENHD,
— AR PEREAR AR SE (CSA) I2iE, 2D AT —03% 5,
o  HRBREN ) DIK T B DIIIENLAE S DK T 219 i e FR T A M, JRIK &L T, iMEe
FEZE, e, 77— VR <X TV DI 72 AR D o D,
o HSEREN /) AN TIHEL CUNHDS, RIERR A & M MR 36 JLOVE B REIR & o TN D R TE
W HDWIAKIREE A AMAE, T — 2« ARN—7 AR T, ZOTERE D HHK 1 R AR R A 1o
W SE DS T D, JRIKEL T, AR, @R, R, RERENRB2LND, (F
== s AN AR, TSI B E ORI R OB DO THHD) .

o

222 Ag/BRoVETE
G
—  RBARFRICE A HLTT g 7 A3 L Op HAR 2 (Blood gas and acid base analyses) | D%
EHFEOIHIZIEE (abnormal) | &) FGEE & Te Y % HRE
—  PTIEEA4 (Respiratory failure) | 728 O JRIR O O FERY 7 ) FFEA SRR ICE D D
—  PTIW T >N — A (Respiratory acidosis) | 72E OZ O OIEERIN a5/ 72 | FHFE
JEWHRRZEZ D

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

— AR BT DR 2 R

IS4

—  [IE% (normal) |1 &) HGEZ & Te PTs

—  (ERRER DI HEE

- WHRERT PTs Tho THEAMZ R THOTIER PTs

—  RWENIRILIE (Peripheral arterial vasodilatation) . /7.0 1.4 ¥ #fi (Central vasoconstriction)
FBLOWfZKE (Pulmonary edema) @ LH72RERMET o R — R/ AT BE L 72 FE 47 B E
EIN

— PRI BN (Respiratory depression) DAFIRIA, <D /A X ) 57T 5720

7 TAE PR R 4] (Acute central respiratory depression) (SMQ) | 1 JHFEE #7272 7 AN
BRACHSENRN—Va2 180 THH L7z, 2k LRI 81 (Acute central respiratory
depression) (SMQ) JIZB 3 2 H)DT AR, MedDRA /X— = 10.1 CTHEiSNT-, EBHERBX
OFEHFHEMED [ 5 OJRIRIZBE T HFEEZ & T AR SMQ ODAT—T % RTF 58D OB T A
M. BT AR, BETEOD 2 X M 4] (Acute central respiratory depression) (SMQ) | O
PT Z W CHEiS4v, EIZBRZF D L0 IRk Tk A< 4: (Respiratory failure) (SMQ) | D #i$z
ZPT Oy M HWTERINZ, 7TAMEROBMRFHILY B ORI 222 >, SMQ
OFFEMET D LT LRI S22 B2 DT /AR | D3ETERI A A R i) L 2 B 3%
HRXTEPE SR O SE B FF FE OB AEHEIC LT, A5, TR R 4> (Respiratory failure) (SMQ) | 73,
M7 SMQ LU TEBMBASE SV, ZOT ADORERZZT | [ 2k PAX MR- a0 (Acute central
respiratory depression) (SMQ) J1Z 28 FEDIEIEHFEA MedDRA 73—z 18.0 (ZAEDIA A TU
%o FERME I HOW TR, TR R MR 3] (Acute central respiratory depression) (SMQ) |
(B DT AMNE RN G ENTOD)ICET AV L LEEZB BRI,

2.2.3 RERDOEMERFRAME RO TFRNTE§HER
[ A s AR PE R 0/ (Acute central respiratory depression) (SMQ) J I3 3% & Jitli i 52 o F 55
A2 CD, BN 1.5.21 22 B3 52L,

2.2.4 T2MPAR MR IE] (Acute central respiratory depression) (SMQ) | DB EZ&E K A
The Merck Manual accessed online on 12 January 2006
http://www.merck.com/mmpe/sec06/ch065/ch065c.html?qt=acute%20respiratory&alt=sh
Harrison's Principles of Internal Medicine, accessed online on 12 January 2006

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.3 IS % (Acute pancreatitis) (SMQ) |
(2005 £ 11 A EEXVY—X)

231 E&

FERNFH R MERER T —IKIZ, BYEORIETH D, BIRIICAR BN FEONL GG, W2, AT

HIEE R L - CHERR T R&ETHD,

MR DES

—  FREEE F6 KOG M2 RF 1 L 3 DN O RAEMESR B BB EE O 13 MEEERE [FME, Bk
T TGS DEIH DT R TBDOHND,

— FEAEDYE P BIOIRFOMEESRE (77— BRIV —8) &£,

—  ZOMOE, PRI, BYE, TAVAVRAT 72 —EB B IO/ HAHVIE UL E N, AL
A, REK i, AR L AlfUE, H LEREEIE CTh D,

— IV EEREE OBEFEMEER EBHL TODIEN B D,

HEDORIEIZID, BBILOMKER 2L avZICEBLIEN DD, ZOTavy/ZiZih, FELEIZE

HTENRHD,

5

23.2 A7 /R ERE
B
— T (pancreatitis) | £V BLEEZ (1D PT (7720 1B HEORTREZ R T PT 13FR<)
—  [JEREERE (Pancreatorenal syndrome) | O SO 72 RERE F % 1~ 9~ PTs
—  [&VERES (Acute pancreatitis) | D ER K E <9 PTs
— R (R ERME) BT AHRER I OERICY T DRI T A E R L

— PR FEI IR AR O XS 72 [ A ES (Acute pancreatitis) | D 8L )72 5 0HEIZEE 75
FGE
BrAk:

BRI B
AR B SN RO R R (BT, B BT

2.3.3 TNAIYR A
A SMQ DT NIV L% AT 58, REBINTIERIN FTRRORMEOEA | EOREFILFEML E = — 2
VBB,
ATV —A BT D HGEE G TRER]
HHNT,
F1 73V —B (R BREEY AR b —2 L b BXOH TV —C (HlirB L OEKRYAR) io—D
PLEORGED W 525 Te e fi

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.3.4 BBOEMEBBREROFRICEETHER

[Z 2% (Acute pancreatitis) (SMQ) JIZBER 5K & ISR SR (TN A T, 7L X L% H-> SMQ T

b, ZOT NTYXNIIRBAR R FEDOTE # DX 53 DI AEHOE THRETDIEGZFFE T HZLD

FEEA M EEE5, ZOT VTV RLNILL FIRTLORRBEHROT AL LU CHIH TR TED,
AN RI G LT % SMQ DO,/ TR 3R CTR% 8 T RE B 21058 3% (1.5.2.1 Z )
MREBHEOMBLEL T/ 7 =7 % AV BRERSIVIIER 28R § 5720127 VIV X AL D A
B FEMMT D, R R DIRVEGFI OGS IIT VAV A LG~ =27 VLB T8
T&D, [EVEFER (Acute pancreatitis) (SMQ) |OT7 NVAYA LT, 7TV —A or (W 732Y—B
and #73V—C) Tho, 7/VAVALTERIRSHIIEGFN IV AL TH /T 52 LM TED,

2.3.5 (&M% (Acute pancreatitis) (SMQ) |D&E &R AL
Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for
International Organizations of Medical Sciences: Geneva, 1999, pp 53-54
Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York, NY.
1999. pp 701-715
Greenberger NJ, Toskes PP, and Isselbacher KJ.  Acute and chronic pancreatitis. Harrison’s
Principles of Internal Medicine (14th Ed). Fauci AS, Braunwald E, Isselbacher KJ et al (Eds).
McGraw-Hill: New York, NY. 1998. pp 1741-1752

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

24 T2HBT2 (Acute renal failure) (SMQ) ]
(2005 £ 4 HIEERVV—X)

241 EH
PR R4 (ARF) IZLL T O X722 KA A T DIEBERE Ch D,
Ky EERE ., BLOEERRBPOERNEHIN D, B 2H 2B HEEOK T
ZDMOEEKE 0.5 mg/dL B2 HIMLIE L 7 F = B OHNF LN 10 mg/dL A2 %IR35 %
FOREEI (FMEFRIMIE) . ZIR, IRITEOLE

BPEBFARRIT, R—=AT A OBERREN EFFIH O NIZ, BT LI LR HYD D, AT, BifF
TOEMEBF A ORI TEME AL 58 bHYID,

242 A7/ BRIV ERE

uE

— PR S BEB AR RIZR A O, HOWIXEHE SN L2 W B L OYERAE E TV,

— RIS 2 B0 HEEITEZ S T 5 (BtED) SERI A R T 5 I REME D & 5,

— I RFBIN O L7 EMEE AR I BB 3 D R A s 2R

- RAMBAREORETIACESR., Bl X2 RS ET

—  RAMEBAREOFEAFERMEOFHREIR ., B XM 5

—  FRARERMEAMEBE A ST RIS S D HEE., Bl XS B R SR 5T, B R A
A B VERE, IRAME P2

— SOCARBLUOWEMLE 125 LB ENTICEE T2 HEE. B121X, @&Hr, ik, M5
BT

—  EWBIUGHEAAZ A GE
PTIRw 255 i (Fractional excretion of sodium) | Z &< (FREDiEEZR)

- BB ARERT PTs

— BERH (TS mAYYAMAE, KT NTAME, A UT SN2 HEE) . 7
=— A I T ARDIEFIFHIIZ LY b O EME R F11T . RBI7ZE G 2R D138 kR
AR TITZ2 W eI LT,

—  BATEDIR K Z T 3D DV ML IEFEAITE FE M Zoe 35 RS (B PTIAME R BRI
%% (Glomerulonephritis acute) |72 &)

— 20O SMQ iF, AR TR BEIED ARV BMEIRRBIZE S Z Y TTWDIzs | Bk ok
ERAREAIE LW o 7o RIIAZ SOSIZ B35 FHER IZBRAN STV D, ZAUTE R ERIRITRR 2
AU DM R ERIREEALE | S ZHETT 97D R BRI 28 C L BRERE DIH R DO HEA T MR 28 135k
OB HIZED,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

T /3—=218.0 T, PTI R o A4 E HEHE =R (Fractional excretion of sodium) | % Al A=— 7"
FHFELL CIAMERE A4 (Acute renal failure) (SMQ) JIZIBAINL , B EEHET IE 5 B L OGEMAIAZL
A S OB L TBINLT, FRD L IRt R OFARIL, B AR B HME, B@ME, £
WA BT KA L T ONE I 5 L TRamEB AR 20O EFHThs, il PTI K
U K55 EiHEER (Fractional excretion of sodium) | i3S ER AR EDIEBIFFEDT-9H12, 20 SMQ
DL e FEHEL BT S AT REE D B D,

2.4.3 RBEOEMBERBEREROTHNCEETHER

MM R4 (Acute renal failure) (SMQ) J I BRI 58 & IR0 58 O HGE 2 2 TV D, sEIX
1521 &R T5H2L,

2.4.4 T2HEAR4 (Acute renal failure) (SMQ) | DEEE LI R
The Merck Manual, 17th Edition.
Cecil Textbook of Medicine, 19th Edition.

Harrison’s Principles of Internal Medicine, 13th Edition.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.5 I 4 2550 BRfiE (Agranulocytosis) (SMQ) |
(2019 429 HEE; I 2005 4 11 H EXYY—X)

251 EH
IERERIERIE 1, A% & S EFS EFMEEL ST E IR T DR E L THRILT D,
ST T DI A TUE T 2 28 (B EE) 12D Ema B DT 2ehb b,
— RN IIT DM EFERFEBLRIL, 10 T AIZ 1 ARG THD,
HE DL ERE (<0.5%10%/L DOFEBRERIER) TR D L7240 B R GL D185 36 L OYER O 272
RIEAFED, (HE:<0.5%10%L % 500/l Ali)
- FEEA BRI
—  OFENREES DV MIAL G O F 28

2.5.2 wOE /FROVESE

B

—  [ERERIERIE (agranulocytosis) | 2V ) HEEZ {494 T MedDRA FiqE

—  AMERICEEE KT T BB E LR HEE

- BIEKEESEGE, RO S ) HEE

GRS BRI ER O D BRI OWTEC E R LARWRA AR T NS0 AZEIT . R
REELCAEEND

— MRS X OYR kO AR A 2R R

BRot:

—  MERRIERIE O 5 kI JOVER 2R IR R R I RE (61 BAETR . JEBN, JESE BEY N
HEAR . RS, STV

T ATRE Chiud, AR KONk L 7o B ERBA A TS BRR. a—T 4 T ETORET
b, IR HAFETOT —F_X—2AD 7 ) —C, MIKFHIREET — 2R T 22 —F 7
ENT=T — B & INT 52 L TR S 20E F] O KO E 2R HIZ &AL D, T —F N — AR R
BAERT—T 4 7 SHVTWRWIGE | SRR ERAE 1R 02 B A W32 72 00 L8 B1UAE (5 F A 708
WL D,

T R ERE (Agranulocytosis) O EL FERY e 38 A& F2AT 3 2720 1 YRR ERE (Agranulocytosis)
(SMQ) |, THUIMAE (Sepsis) (SMQ) |, BE O HrE M — B fiE M=~ 7 1K & (Toxic-septic shock
conditions) (SMQ) | Zf1A B HOE DI ENMEIRG AR5,

2.5.3 REDOEBERBFEROTRNINCETHER
[HEHECRT ERSE (Agranulocytosis) (SMQ) 3B 58 & AR 58 O HEEZ i 2. T D, EAllE 1.5.2.1
BT HILE,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.5.4 [EEPRIEREE (Agranulocytosis) (SMQ) | D2 E &R R
Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS, Geneva,
1999
Harrison’s Principles of Internal Medicine, 15th edition, Eugene Braunwald [et al.], McGraw-
Hill, 2001

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.6 [ 7+ 2453%— I (Anaphylactic reaction) (SMQ) |
(2005 £ 11 A EEXVY—X)

2.6.1 EE
ROFFBEZES DTEMEDO RS MRS  EOFEIE . B IAL, SR, MR E5E | 155 Dl
VAR A ES AV N DN A BRI P MR R S AU BRI 8 B
Z OO FS LOEIR ok, B, SEREHE . Wiy, ML VRIE ., ik, <L, MEBREH DU
T SR T 2 R, R
— LU DR EEERAE LR  FAE, ML, BE AL, Sk

2.6.2 A7 BRIV ERE

B

— PTV~YLOMEET, 7T 747% L —OfRHHPICEBOONDFELE R THDT T

— Tx—RX 1 TANAT TR ZE L HHN Y R OB DV AN 7F747% 2 —D SSC (FFjl
R AT —) VANO HFE, 2D 3 5”@2‘% I top-down FATLE =—37c
20 SMQ DBHFETF — %, BEHFEO W E B/ POz gL i — B THEE

bt

— IR T, RIERB TED LN 3 FEO T IV — (EXGE MM, I RIE SR
B,/ EHFERE /WAL, D8 AR E) (2 A L2 WO FE R RRA S T-

T T 747F% 2 —IICBRT2 SMQ IZ =255, 1777 47% 2 — i (Anaphylactic reaction) (S
MQ) J &I av 7 (Shock) (SMQ) JDOL~L 2 DH 7 SMQ THA T F747%— /T FH745%
—kkvav 7R 1 (Anaphylactic/anaphylactoid shock conditions) (SMQ) | T&H5, 2D —>D
SMQ D IT o TNND, [T F747F 0 — /T FH747% v —kkay kg
(Anaphylactic/anaphylactoid shock conditions) (SMQ) |1&, JVEE/RT F747% 2 —DHEBL,
BIHay 7B DL DIRERATHY | FIZ DL EE TROS DITIZZ DR RIEIT D72
W, [7F747% > — Kt (Anaphylactic reaction) (SMQ) [1Zay ZIRELIAMZ T LTV X L% H
W T 7 =BT DR IR I ECRER B T o B2 B T O T KV IRFIFHE S 2 TR,

2.6.3 7TNIYR A

(77 4Z% > — Kt (Anaphylactic reaction) (SMQ) J 1% Fred 3 #iiER TH 5,
PR R ITFEERT T 74 7% — RIS HFEZE® T2 PT THERLS D,
RIS SR BRI SR 23 £ FHEE I R B2 B BINL TR RS LD, ZUb 0 2 1) 35
i3 BEEKT F 747 —FUEERL TS EE 2 bNAHIFER L OIER Thd,
e A1) ESH L0V DD T F 74 7F% v —UMERERE G T D, TAITVALDE 2 J;
I AN SR TG BERSNDIEBNTILL T DOWT a3 A TORITIITRBR0,
- PEEARESDNIITIV—A IR T D HE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— A7 AV=BIIET DM (LRGE /PR | 220, BT —CIZE 4% 5E (2l =5
WRIE / EDFENE / TIAL)

—  AT7AV—D [ZBTHHEE (L E M MRILE) ( 230, [TV —B I[ZE T 25 (L<0E/
FRRAE) HDUNEH 72 —C (2 m 9% M 5R (I EVEIE S92 /2 DFEAE, L) |

2.6.4 BBEOEMEMBREROTFRNCEETHER

(77473 — it (Anaphylactic reaction) (SMQ) |13 B8 I 58 LIRSS FR 2N 2T, T/ R A

ZFD SMQ Thod, ZOT NVAVZNIIRM R HFEOTE 4 DX 5y DALAE D TRGET DIEG%

FETHIEDOIBEA W ESWD, ZOT/VITVXNILL FIORT LORMB#HROT oA L THIHAT%

ZEINTED,
AN G LT SMQ OBl /TR 3R Chk 2§ DIEBIZ MR 975 (1.5.2.1 1)
RBHOMPLLL T/ T Ny =7 % RSV E B 238 B 35720127 VTV X NI D5
BOEFEMT D, BEMRDNDIRVEF OSGEET VAV A b~ =27 VBT 4524
HLTED, [7F747% v — i (Anaphylactic reaction) (SMQ) |7 /LU AL, BTV —A
or (#79V—B and #7=2V—C) or (#¥7=2V—D and (»7=2V—B or #73V—C)) Thd,
TNV L CEIRSNIIEFNIV AL TH AT DI LN TED,

2.6.5 [7F715%—K)i% (Anaphylactic reaction) (SMQ) | DB Z &R R}
The Merck Manual. 15th edition. Merck, Sharp & Dohme Research Laboratories. (1987): 306-7

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.7

I in & 2 fiE (Angioedema) (SMQ) |
(2005 £ 11 A EEXVY—X)

271 EH
ZFRZ (CIOMS £

ZALNDIRIRITZER (B : s, &4, FA))
ZRMED—IBPERZE T BITFERZAED DR, fl 2 ORI Frfe i A SER A ZDTH
KLIEDTHILLHD,

mﬁ@ﬁ@(w D DN M E SRR IR S D) |

WRIZ EFRIL QDS R E R REIE T, 2 TRk CoRAEE S
J:ﬂj_@‘{qaﬂﬁ ZXDEE DM ESE OOFSE
FHIILE OYLRS L O U I k> CHIER 9 57 0E

SIS LM BRI B FE B, BV TR ET O M ML LD B2 FEER L L CIRIRFIZFE B

RS DB E ORISR, M7 m A TR
FAEO I AR IR K0 a B BTN

FHFRZ BLV HOWTMETHIEITIR OIS D,

IgE MR AFIE (B FEHy . W, KA, B, v ~F e SIS D8 BPURURSZ %)
FRATENE GEAGME 1 BB O 2 7 2 R 1 Al v 2 Y BEAEME M & 4% | I iEFi7e )
g M (7~ PUAEME . X BREREA, 7 AV T YRR L)

eIt

N

2.7.2 HE/RONENE

=l

G

I 1.5 147 & (angioedema) | &5\ M T I A & 47 & (angioneurotic oedema) | &) HiGE
i HEE

EEOME A CEEMEEE T HLUT T & V£ 1E (Angioedemas) |12V 7354 P

EIf, EXOERB I OB IBE &5 Dot S IREALIC R B2 KA TR REH DU ITHIE, JE
R7pE x5t PT

HLT I =£#892 (Urticarias) |12V 735 X TOIFHIZ (urticaria) | V) HEEEZ S Te PTs, 8
KO WHERALE DRI A BEIR LRV S D HOWITEEF LIS DR K &2 E %S 55D

=H

EATARERR , EASALRIE S DI, RIS EN @A OBz~ 3 H3E
AFRMESRE | ORI AU IEFHIE CH D=0
HLBIOWEM: (&7 T VICREET D A X I IS <A S IR BAYIEIR)

p=it

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.7.3 REOEMERBREROTFENCEETHHER
['1fi %% 715 (Angioedema) (SMQ) |1 I BEER 58 L IR 58 D FHEE 2 2 CUVD, 3EfllE 1.5.2.1 250
T BHZE,

2.7.4 [M%&72E (Angioedema) (SMQ) | DB EE K Rk
Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of
terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS) 1999 pp 12 -13
Dorland’s lllustrated Medical Dictionary, 28th Edition 1994 p78
Braunwald E, Fauci A and Kasper D. Harrison’s Principles of Internal Medicine, 15th Edition,
2001 p 341 and pp 1917-1918
Beers M and Berkow R. The Merck Manual of diagnosis and therapy, 17th edition, dated 1999
pp 1054-56

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.8 M) o YEENEE % BE (Anticholinergic syndrome) (SMQ)
(2006 4 9 H IEVY—XR)

281 EH

#:)/W@J MEJE e (Anticholinergic syndrome) 13 B 4 Bl 22 A% (=) VRSB ) 2 D RE
BIZFHET OMBFORHEE O SEELIRBED 2L TH D,

EL?‘:H%?L?I’Eﬁ?NZ@EK%%%ﬁ“é

PraU AEEME SRS (DA AEFEHER) 137 BT valr D= —na | RHET, B R RER

MDOZRETOVEM %, 2V AFB M A REAR R 18 BRAE O = AEEN R STRL A 52 1T 720 i o3 & [ARR

IZXBLT 52T HET S,

R P SLIZ TP D JSICEL a7 BV DIDIZE H T B DI TWT, B —RDEIITHR

MEFEDINTIE-> D EEBLEND,

FBUERIT 2 H R E CNS JER I/ SIS,

— A GRN) FEMR ., A& MRS, ST diEi o K an, AL Rz U 7o R L MY
BENR, M - SR, BB LORBREBEES LITUIER AT D,

— OB AEBMEE R (Anticholinergic syndrome) 1, Z)REIR, BLZE | R 4Gk FEE
HDOWNTLIHRE ORMEREPRRARTT AR5, EEV R, BER T 7 h—8 | MR A S
DT AR IRAEIRZ o TR BT 528005,

2.8.2 AF BRIV ESE
(R
—  PLERUAEBEEIR B L O ERRO L7 0 E B R BUE IR BE 95 PT
— 20O SMQ Tt et AR A X R EL TN D,
bRtk
—  FERNZRBRANEEIT IR,

2.8.3 TIVAURA
AT A= T FRRDOIINTERSNLTND,
T 72— A PR ER)  PTHHi= ) AEfhE B8 (Anticholinergic syndrome) |33 —7 42 7'
HUTIE B
B 7 AV —B (LK) AhRICEIEL 7 PT
A7 AV —C (R R) AR ICBI#E L PT
A7 AV —D (R R) : £ DOt oHi=) AFEMEGECB#EL7- PT

TNAYZLZRMA U TIE, A7) —A [ZVARSHTZ PT THRESNIIES], HDHWNIH T —
B. C. D (TUAISND PT Z AR Z 1L E N1 DFFDIEFI & S H2R DRk GHE G &2,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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WS E Lo TUE HHER DO H A WAL ﬂﬁUﬁ&i%T“ I CNS B0 FIFELISN D H A §%
LAV, ZIVHDIERIERFE T H720121F, T/VTV R ARSI LB R E B BT HILE
FLEZBND, LLRNG, 2O ;‘E@&’)T%’rb MEBIZRFE D AT REVEDS D,

2.8.4 BMBOEMEMBREROTFRICEETHER
=V AEEhESE R (Anticholinergic syndrome) (SMQ) JI3 Bl 38 & IR R 1IN 2. T, 7=
YA LZFFD SMQ Th D, ZOT VA VX LTIEHEFR FEOTE 2 DX 55 O E DR TRHRLET DI
Bz E T HZE DR E A LS5, ZOT AR NTLL FIORTERBBRE O 7 a2 L CTHIH
THIENTED,
AN G LT SMQ OBl /TR 3R Chk 2§ DIEBIZ Mk 975 (1.5.2.1 1)
FRER I DILELLL T/ 7 My =7 % W SRR SV F 2385 3572127 LAY X AL DR A
BOEEMT D, RBHERDNDIRVEG O EIET NVITVA b~ =a 7 VA CHEH 352k
HTED, [HraV AEEMERRE (Anticholinergic syndrome) (SMQ) |7 /LY XL, AT
U—A or (#7=2V—B and #7=3VU—C and #73V—D) Thb, 7/LITVALTERINIIE
BNIVARELTH AT HZENTED,

2.8.5 [HiaV VEEWMEEZRE (Anticholinergic syndrome) (SMQ) | D& E& X Rk
Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of 1.
Terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999. Pages 24-25.

Heller Brown J, Taylor P. Muscarinic receptor agonists and antagonists. In: Hardman JG,
Limbird LE, Molinoff PB, Ruddon RW eds. Goodman and Gilman: The Pharmacological
Basis of Therapeutics. New York, NY: McGraw Hill; 1996:141-160.

Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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29 BA &l % (Arthritis) (SMQ) |
(2013 £ 9 HIEERVIY—X)

291 EH
[BAE % (Arthritis) (SMQ) J1Z., EFEAL & BRE T2 I REME 238 2 B Fii 2 < B i 8 D AL DI AE
M7 —AEREETHIEE B ELTND,
RIE=—2LL LORIHI TORIEDFEREL T
- IR
]
—  JEIR
- E
- [RESN-EME
LT EELEEOFEOBEESIRNFETS:
—  ETVERIHEE (M R R )
— YRR
- By ~F
—  HEREPEBIRI S
— BEET A R E
B NEEF ISR T 20 43, LLFOREEDO ZRIEREL TRITDHIENHD:
—  RIEPEBIEI A (AT, EYE, RA, FESaILE)
—  FERIEMEORE (1 20, ZFEEBIHE)
RIEVERIHIRITILL F B el ehdDd:
— KPR B, TR 2 F
—  JEE B IO O 5 o BIER (B, UGBS, B, HERIEHE, A
RAPE D B 2 L BAF B EI RIZUA T D IR EDIRRZL O ZENEZOND:
— BRI PERIEIZE
- TALRBAEIR
ML Y~ T
— AFEAE DY B GEFIITANA) | DTV~ TR BOTHRBIEK TH S,
BPEL B Y~ T

- R
o ZEAEDEE . BT ~TF (RIENE) | EITE M BEEIE (KAEME) 128D
— /N

o (FLALDEE . FEVERFEIERERIRICLD
ZLOBEHE T, LIXLIE - BETHL), Bk LZHSFICREL £V~ FHIRBOE
TDIELGHT- L TR\ ZEbdHD

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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29.2 A% /BRI ESRE

(D

— YRR BOSHE U~ TR B A S Dok 2 2 RE D HIGE

- Bfiozbixniel Bélan@*f“@ﬁ%%%’fﬂ: (s p AR

—  BIEFREDHGE. BRI IOZEOEE #2555 IHE DM SIRE I T
%E

— BEfiOREDEED—HThHLEG D B O R EEZ R T HE

—  HRILT-$H 5780 (BO BRI BOHRE

—  PBIENCE A 5.2 HBERVEERRICBE 2 HGE

—  MTULLBIEIRICBIE L 22 FESE M D 5 K RS

—  BIEROBRERICE U MBS T W T~ TR RO F O FEE
- JRRZRS R

- THMITIAX | BRI DR R IR e

DRLEEFTH

JMO i - TR 7% (Arthritis) (SMQ) J 13, Bl sk & IR R DO HIFE 2 i 2 T\ 5, aflllid 1.5.2.1

2L,

2.9.3 [BIfiZ% (Arthritis) (SMQ) | DB E &K X
SR EREEEEOEDDOANI~v=aT )L

http://www.merckmanuals.com/professional/musculoskeletal_and_connective_tissue disord

ers/symptoms_of_joint_disorders/polyarticular_joint_pain.html

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.10

2.101

MR 88 X &8 (Asthma/Bronchospasm) (SMQ) |
(2005 £ 11 A IEERXVY—X)

2R

IS

AETEARAE , A EaER, T Vo SERDIBE - 2 KB O BMERIEMEREE Th D,

RIENZED | Bk 2 22 b D ROE SO PERTUHEL | R SRR U8 SRR S,
BRARFOICIE, B M C— MR FRER O | Mg, 80, M, ko5 1 (Rrlc & M &
DN R AR E T 5,

INHDOFRIEOREIL, FIEMEOKIEHIIR CThD, 2T, BIRICEZITIBRICE ST, B2
BHDHNNTIR I BNCIEE T 52 L0 H D,

SV SRR SR S -

2.10.2

KB SO OUHEIC LD KR HIR THY | KUE SCILIRANC Lo TR BT DI L2 W
IZARF R T D,

OB RIEZ 1D VB ST, Wi BB ORI HIBRO ZER TH D,

MU S SO SR G A | 36 KOV A S SR8 SO | 13, PR L9 ok A7 1
Y IRIRIZED T RS O KUE SR /A SONHME AR BT G S IS D HEETh
5o ZOFRVEDOFRIL, W AT EHHEZT 0 )VF (B RIS 8D\ X ESINAN (2 X5 H)%
DWT NI T D,

g /BRI

aE:

2.10.3

R SRR OB 2 72 R % 29 IR (PT TR £, (Cardiac asthma) | % 5<)
ENTIENEDORE 2 75 s LOVERZ 7~ 4 Gl
HWBhROM A R, ISRERA B 2R 2 Ot E M

B g % e Y M e

BBV BT PR A E

IR R TH T2 | i B RUE SO O SEF I I3 T D IMEE A 2 e B 25
MR % TR 2 b 36 JUMIEAR

RFEDO R ERFRE RO T AR HER

M B, R 35 (Asthma/Bronchospasm) (SMQ) | Il 52 & i i 52 0 FEE A 2 TV D,
HHNEX 1521 2B HIL,

SMQ F

7|#E& MedDRA "— 3 2 28.0 ik 20254 3 H (JMO)
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2.10.4 g R X EXEEE (Asthma/Bronchospasm) (SMQ) | D&E &L R}
CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for
their Use’, pp 89 — 90, 1999.
The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.
‘Harrison’s Principles of Internal Medicine’, 14th edition, pp 1419 — 1426, 1998.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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211 TpEE R [EE (Biliary disorders) (SMQ) |
(2007 £ 9 HIERVY—XR)

2111 ERx
20 SMQ IFEEIZEAT DR TOIA T OIEF L TED IR I NI QRRBEEDH DV NI E
L),
ETOXAT DIAFERS JONAE R EE IR AR,
IR RICEAT2H AW B L OV E R EL2 T E T 5,

2.11.2 B& /IR
B
—  [HEXFEE (Biliary disorders) (SMQ) J (L ~L 1) 1%, RIERIEE TR T 22 TOXA T DIREE
I N—L, RObDEZFTe,
o HAEW
o ERMREE
o BRARMARR
o  JHIERFEE DO LAER
— B SMQIEEREM:, ZIEME R L OWEA 23 B 92 H1E & 5 2 (Functional, inflammatory and
gallstone related biliary disorders) (SMQ) | (L'~/L 2)
o  ATORERENE, KIEM: I JUNEA B oD A S R e
— U7 SMQIHIE R IR DR R A | 8 3s LOYEIR (Biliary system related investigations,
signs and symptoms) (SMQ) | (L~/L 3)
o BRAMARR
o EBIUYER
— %7 SMQI H5ERS: %S (Gallbladder related disorders) (SMQ) | (L1 3)
o JHFEITHRr AR
— 7 SMQIH;EESE (Biliary tract disorders) (SMQ) | (L1 3)
o IR RAVRIEE
— Y7 SMQI&YLt R TE R 5% (Infectious biliary disorders) (SMQ) | (L1 2)
o NHEDKYE
o JEBORE R THD ATREMED DD RAEDIKTE
— Y7 SMQIEA 23 BEE 3% 2 (Gallstone related disorders) (SMQ) | (L~/L 3)
o NMHAIZBHESLIRAEE
— 7 SMQIH;E# 4 (Biliary neoplasms) (SMQ) | (L1 2)
o JHEDFAY (RMER L OHEM)
— 7 SMQIEEM: I X OFEMA A o JRE # 4= 9 (Biliary neoplasms malignant and unspecified)
(SMQ) J (L1 3)

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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o EMERHENEE
o RYE EMESFFEIILTCWRWWIRIE R Y
JMO %7 SMQT EMEF L OFER AR B o IH3E % ZE 4 (Biliary neoplasms malignant and

unspecified) (SMQ) | (L~ 3) D FALIZIE, L-UL 4 @O SMQ &L C 1M E Eg
(Biliary malignant tumours) (SMQ) | & I #4480 I8 5% (Biliary tumours of
unspecified malignancy) (SMQ) |23& 5, B, BEMERREESIL TR W HE %ﬁé%
VT EENME BRI o IR E S (Biliary tumours of unspecified malignancy) (SMQ) J1Z
wIhb,

—  ¥7 sMQl B EST A (Fls L ORY— 7% &) (Biliary neoplasms benign (incl cysts
and polyps)) (SMQ) | (L~L 3)
o BIEDONER LY
—  $7 SMQI % KMEAHE & 2 (Congenital biliary disorders) (SMQ) | (L1 2)
o ERMONHEREE
FAN
- IR RAOER R R ARG R
— 7 SMQIHERENE, 20 M 3 KL OVE A 23 B 9~ 2 IH1E % 5 (Functional, inflammatory and
gallstone related biliary disorders) (SMQ) | IN2>HEL F O HFE
o B
o JERMMEE

o — =3 RAE B L OV TR B AR R A HRE O B R R A L LT 55513, 7 SMQ
[RHE R BEE 9~ DR AR . 18035 L OYE IR (Biliary system related investigations, signs and
symptoms) (SMQ) | L3 TR E (Hepatic disorders) (SMQ) 1%~ SMQ Toha [l Rg
B R AR AT | ﬁﬁ@%i?ﬁﬁﬁ:{k(bver related investigations, signs and symptoms) (SMQ) |zt
THIENHELES LD,

7 SMQIHE R IZBEE T DGR AR A, et L OVELK (Biliary system related investigations,
signs and symptoms) (SMQ) JiZ. CIOMS-WG DAV F L SrETIE, [BEROME., #MliEk X
OYEIR (Bile system related investigations, signs and symptoms) (SMQ) | X TV 5,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.11.3 BEHE

AETE R B

(20000118)

FEREME . JEMERB L ORA b 3 7 - [P
IR L JEYeE IR TE R 38 B S R MRS R
(20000119) (20000120) (20000121) (20000122)

JHERIZEE TS | | IEFERSEfEE | | MAA 23Rl JiERvE =S HEME S LONGE BMEARE A
FERRR A, ik B FRBF O fIRE (MBI OWRY
v (20000124) (20000125) o RPN
FOVELR (20000127) HAEY TEET)

(20000123) (20000128) (20000129)

S NELE B (SMQ) AEPEEA O
JE R (SMQ)

X 2-1 [HEERFEE (Biliary disorders) (SMQ) | DR JEH#E

2.11.4 BEROEMERRAE RO TRANCEITHER

[ %% (Biliary disorders) (SMQ) JITAelsds 38 FHRED 2D 11 fH>H~7 SMQ S 27 &Ik
RO HFEEZRD 1 OV 7 SMQILERIZBE T DGR MR A, 353 L OYE LK (Biliary system
related investigations, signs and symptoms) (SMQ) | TSN DB EREEA £ SMQ THD, i
ST, 1M fHDH7 SMQ Ti& Az SMQ LUV FZ SMQ THdslofi 38 & o 3R LR URE R 3 561
%o PEEREIEZFFOZELIAME, 200 SMQ ORI I3k 36 K OVA R 38 F 55 CRERLS MM T i & 2 17
72720y SMQ ERIFRICHEM TE 5 (1.5.2.1 Z2), LA E D SMQ OFIRIE TR E D SMQ D H#E
EREGTHIETEMTED,

R IR AR R &R B LOMERIL, 7 SMQ TH 5 THE RIZBH 3 DR IR A L {8 36 L OYER
(Biliary system related investigations, signs and symptoms) (SMQ) | {27 /b —7 LSV TN D720,
[H3E A& (Biliary disorders) (SMQ) J|DH 7 SMQ 13457 L= B & 132070, Flz 1T, THRA
ISBEE 72 | ICBE T AR R A FE T 5720 11X, TG 2B 4 5% % (Gallstone related

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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disorders) (SMQ) | #F 1957217 Tld+4 TRVLDS LR, PTIEYE (Jaundice) | 0 K721z,
EUVE R AR O L0 B R R A A F (S B IR TIEE R B - D ER R e A L 06 36 L OVE IR (Biliary
system related investigations, signs and symptoms) (SMQ) | |Z& £ T %) THRRERS IV B
WA DRER 2T X CTETTZOIITME LR E LR, - T, TALD SMQ A5 H 3 2B81% B B
BN 2D TR R HIBT ATV IE DR D23 IR 2 003 D,

2.11.5 TRE %2 (Biliary disorders) (SMQ) | D& Z &K} Rk
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-1891.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

31



Introductory Guide for Standardised MedDRA Queries (SMQ)

212 [EESIUVEETHOIEHLEY
(Breast neoplasms, malignant and unspecified) (SMQ) |
(2008 4= 9 H IEXVY—XR)

S LOREM AR DGO § X T T 572D IR L7,
'Tiﬁi@ﬁi#ﬂi*%@%ﬁi%@ﬁ“\f [MA TR e E T2,

%E@i@@‘iﬁf&k%&%ﬁ@%?ﬁ

212.2 A7 BRIVENE
I
—  EMEEITEE A OB AMICEE T A HFE THOMICHAEIZE KL TWDH 0,
—  TROHEAZE OEMEFITFEMARH ORI AW Z B 3 50 RE 1B 92 F R,

o FH
o R
o [JEE~——

o BT ORAEEE R TEEILLOVER
- BYEOHFEREWCET L HEE
—  PTIEERES (Phyllodes tumour) | (FTEELTRMETHLINEMLOL AL H D)

—  EMEFIEEEM A OB EMICE T2 HRE THD DR E/RLTORNED

—  ERALAEA OB R B ?“%.’)/“f«?&:ﬂﬁmiﬁkotvﬂéﬁ,?v?-ﬁ% (B2 R

—  HB~OEBIZEE T HEE

—  PTILEF4#7 (Breast operation) | . HEM: R BUZH; BRI FIETIE W= (727210, 3
FAZIRIR DB DB G I IR HREZBIL TH IV,

T FERE FL A7 S S BEEDIR B 3 L OMEME R B B DR IR &2 M O FHED IR R ITIE, SMQIEMERR
£ (Malignancies) (SMQ) | D FZIZHHENZ DT SMQ %ﬁiﬂﬁ‘éq‘:ﬁ)%ibb\o

1 PTI$LE Fiv (Breast operation) | i3A SMQ MHERINLTZAN, FEFITIAIRO MR DAL IEIRIG AT
ITBALTHEW,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

32



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.12.3 [EfEtsE
M L OGEIARH O LAY (SMQ)
(20000149)
|
wME L A E (SMQ) BEMEBE R O FL5E HEE (SMQ)

(20000198)

(20000199)

2-2 [EHEBIUFHMAHAOILES LY

(Breast neoplasms, malignant and unspecified) (SMQ) | Dpg/E#EE

2.12.4 BRROERMERFAERDO T ANEE§HER

M B ZOGEHI R O FLE #r4=4%) (Breast neoplasms, malignant and unspecified) (SMQ) | 13584

R LIRS O FEZ iR T D, 36l 1.6.2.1 2RI 528,

2.12.5 TEMRBIUHARADILED LY (Breast neoplasms, malignant and unspecified)

(SMQ) | DBEEHYRT

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th Edition,

2005

Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-muenchen.de

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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213 T[FEfR (Cardiac Arrhythmias) (SMQ) ]
(2006 4 9 H IEVY—XR)

2131 EH
AENRIE, WIS DI O AR FI B E DR ETH D,
FREARITBZL —RMIITER A FEHREEICEAL O T, ZRIICITIMATENE R 5 o2 ofth
DEEIZEDLDOTHD,
REEARIL, DO FET NV —T TSN D,
- RIRMEAEE R
- BRMEAEE R
2.13.2 A7 BRI EHE
g
—  [REEESHOME T 25 T NERICBEE T 56000 OR B FE, 32472 ECG. &
B, BXOHEHGE
Brt

— DR AR — [T A ALE SR A B L OV AR BT A R CIEFEEICE KT 5D
DT, 2t R TR D

H: TV —R K R7 8/ QTHEE (Torsade de pointes/QT prolongation) (SMQ) | iFH.H D SMQ
(L)L 1) ThD, RENROIEFIRFZTDEIIT. 2T —F K K70 QTR
(Torsade de pointes/QT prolongation) (SMQ) | 2 ZRIZE HDHZ EMHELEXILD,

JMO #E: [hvH—R K A7/ QTHEE (Torsade de pointes/QT prolongation) (SMQ) J i3 2004
£ 12 HIZHEMO SMQ LTI —2SH, IRk (Cardiac Arrhythmias) (SMQ) J53)) —
ASRE (MedDRA /S —a 9. IZIEZ D SMQ DL~ 2 D¥ 7 SMQ L3z, £D
#BoOBFTIMU—R K K7/ QTHEE: (Torsade de pointes/QT prolongation) (SM
Q) IIEZD SMQ LBRFEDRRMELHIRAGE INARED B 2 3% Fled7-0 . MedDRA
N—=var10.1 D) —RBHI A EIS A, BRI WD e o7z,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.13.3 HEtEE

REERR
(20000049)

AEENR A FE (BRI A EERR S AFERIZ B D R AR AT s
KR I O A IR RER
QoY RN e 1Y) e B L OYE R & d Ik
(20000050) (20000051) (20000052)
|
| |
?%%i%f%ﬂﬁﬁﬁ%ﬁ%%iw ;Lizq%—:ﬁéé/\jz:%%)ﬂ%g %Hﬁ‘fﬁK%ﬂﬁ(Li‘%\%iUﬁ
IS B RERE B4 T e) SEMEBEIRE AR RE S T0)
(20000053) (20000162) (20000054)
| | | | | |
(g R E TS B RE R = é‘FfF#,E:EI"Jf%EﬁE SRR R OySEPEARRA: }F%,ﬁsé"ﬁﬁ%
00000056) || 2000005y || HEFHENRIREE || AR TR PR R AR 75
(20000163) (20000057) (20000058) (20000164)

X 2-3 [REfk (Cardiac Arrhythmias) (SMQ) | DFEEREE

oL~ 3 OH 7 SMQ Bl Z 1 TR IRME AR (SR E R L ONAEESERELZ S )
(Bradyarrhythmias (incl conduction defects and disorders of sinus node function)) (SMQ) | &1 5
720 TR BRI F 35 (Cardiac arrhythmia terms, nonspecific) (SMQ) JIZE o SMQ M7 T
3720, Bfrb~L 2 o SMQ O TARBENRATGE (RIRME AR NR IS L OBENRME A H4IkR% 5 2¢0) (Cardiac
arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias)) (SMQ) | O—#E L TOAFIH L7
BRI RALAN

[FERD BT, TERIRMEAEE R (538 [ 5 s L ONRGS Bt seR= 55 4 5 ¢») (Bradyarrhythmias (incl
conduction defects and disorders of sinus node function)) (SMQ) JIZIE#2) 7L T = PT 28371
—7 et SMQTIEFRE B ARIRME AR A 35 (Bradyarrhythmia terms, nonspecific) (SMQ) J &
LTL~UL 4 ITBMENTe, TR AR (LEM s LU0 S IR Rk E & 1)
(Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias)) (SMQ) JIZE#2) 2L
TWe PT b7 v —7fbEnz %7 SMQT I Fr 2 i 8 ikt A5 Ik 1 55 (Tachyarrhythmia terms,
nonspecific) (SMQ) |23 ~UL 4 [TBINENT-, ZNHEMNSNz 2037 SMQ 1Mo SMQ
vy 7Tl BV 73537 SMQ EOMAE TOARFHTRETHD,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.13.4 BRBEDOERMEBBREROTFRNE T DR
[R#fk (Cardiac Arthythmias) (SMQ) JI3BIs R 3 & IR 3% 00 38 2 RO B E 0 SMQ Ths.
TFRED 5 DV T SMQ [ IHd R 3 L IR R 3B 2 770, BEEME AR 2L LIMT, 2o
SMQ i, el R AR B L OURIER ZE HRE (1.5.2.1 2R) TS, BB EZ R0 SMQ @
FIFNZEPIL TS, BN O SMQ OFI L FAZFREE D SMQ O FEE #6322 TERTED,
[RIEARIC B84 B R R AL 38 L OVER (Arrhythmia related investigations, signs and
symptoms) (SMQ) |
[R5 (TR IR A FE R L OB AR A #E k% & T¢) (Cardiac arrhythmia terms (incl
bradyarrhythmias and tachyarrhythmias)) (SMQ) |
[ R 3 KO A AR #E NIk (Congenital and neonatal arrhythmias) (SMQ) |
[ _E s MRS AZE R (Supraventricular tachyarrhythmias) (SMQ) |
MR M A R (3 s KO0 = M B IR A~ B8 IR & & 7o) (Tachyarrhythmias (incl

supraventricular and ventricular tachyarrhythmias)) (SMQ) |

TRED 7 oY SMQ I3HEAR 5K HFED A2 R0, 16T, Pk &I 8 Tl [l — D5 R
L% GENE 1.5.2.1 25 H),

[ R B AR ARME R FEHR A 75 (Bradyarrhythmia terms, nonspecific) (SMQ) |

[ 45 B A FE AR FH 55 (Cardiac arrhythmia terms, nonspecific) (SMQ) |

[ [ (Conduction defects) (SMQ) |

[1[#E B BERE 22 (Disorders of sinus node function) (SMQ) |

[ 5 B A BE AR ME R FEWR A 55 (Tachyarrhythmia terms, nonspecific) (SMQ) |

R AR R HFER (3B 2 3 L ONRAS FidkBe R 554 & T¢) (Bradyarrhythmias (incl conduction

defects and disorders of sinus node function)) (SMQ) | *!

LM AZER (Ventricular tachyarrhythmias) (SMQ) | #2

JMO 731 Ver12.0—12.1 T D A

%2 Ver16.1—17.0 THH® D 7

[RH#EHR (Cardiac Arrhythmias) (SMQ) J® FAL SMQ (2, 24 . a0/, JEk, BB A
il R THE S LTV D Y7 SMQ O TAREERIZ B 3 D RE R IR A, s ds LOYEIR (Arrhythmia related
investigations, signs and symptoms) (SMQ) | 2395, ZDOH~7 SMQ (IS L7 5B eI e b7eu,
Bl 21, B R 2 BE T DIEF 2 B2 572012 T2 SMQ Th b [MzE [ E (Conduction
defects) (SMQ) | THZR L7272 Tld+53 Tid/e< D ERIRA D &5 70 BH# 4 2 ER AR B ARG R (TR
FERIZ B S DR R, s L OYE IR (Arrhythmia related investigations, signs and symptoms)
(SMQ) JIZEFNTND) TREBESNDIEGIZ & T I ENEE T 5T X CTOREFOT — 1y NG5 7-
DTN TR D THA,

2.13.5 [REJR (Cardiac Arrhythmias) (SMQ) | DB EERI R

Harrison’s Textbook of Internal Medicine

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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214 TilF £ (Cardiac failure) (SMQ) ]

(2007 & 3 H ERVY—X)
2141 EF
DB AEAR DT B L OV B AV B A3 72 9 7= D I W) 72 R A 0 9 2 &3 R Al e
TRRAER N,

BIEEDO T =2 —a— 270 (NYHA) 238 8 LT A HE ISV T T,

— DERESEIT I BIVETO 4 BAHY | HIRIEEOHIERAN 2\ IREED | B D By RTE )
HIRRLZE LS IRTEE I R4 2 DURRE . SHIC, R UIC S KRB Z1TH 2 AN EET
bOREETITHTEHSND,

BRI IS ESETHL, BPEIE, SRR O L5 IFER, flid- i, 7K, SR, OIER,

BLOWE N2 E DD,

LA HE 2R 2N 35% ARl Z72 D,

214.2 AE /RO
Z0 SMQ I EBARRLAERLICHBTHS,

B
- P
o H/SIELEOREOHEIZNDNDLT, Hx OIEREICS W TEFET LA 2L TR T
% G5
o DA EDIREOREZ RIRER, #lE, AR A, BLOLEICET 5050 A
— Rk
o LAEORIENBFTHIE, Foid, B EIT/FELIZEOFEILE R 3 2105, eIk
FlFTRAERT R
o LMEMENTREZ
Bro

— DEPEIRERRIRE LR IE A DR A DR R B A R

— AR S TR BB, BRI TR F R 5 X b DEEX LN
DD LK DIFIR (1] 56 2 VTR R 45 J OV P AR L 5400 W0 R ) 1 S35
B LU

— R R AR & O R E S 7

2.14.3 RBOEMERBEROTFRNICETHER
044 (Cardiac failure) (SMQ) JIFFIAR 38 &AM 3R O FREZ i 2 T D, sEfllE 1.5.2.1 2%
42528,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.14.4 1. R42(Cardiac failure) (SMQ) [IZBI+ 52 % CERDOU A F
Council for International Organisations of Medical Sciences (CIOMS). Reporting Adverse Drug

Reactions. Definition of terms and criteria for their use. 1999: p 64-65

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.15 TifREE (Cardiomyopathy) (SMQ) |
(2008 & 9 H IEXVU—X)

2151 EH
OFRE . FREORRBZ T — A2 HFE Ch D,
—  JRFEVEDIERAEME LR B
—  LIEURIBRRHEWD, HLITAH
—  TRICERT LD TITAR,

o I
o =i
o JEREF
o FHIRDLE
o DEDEE
— EH. FRROBRIZEISND,
o PRI
o JEXT
o AR

AR AEREBS (WHO) 12 k58

— DA OH ORI R I LD EE IR ES D
- JREARH

— iR AR T DB O EE TIE e

—  [FERMOFE ] EBIEEN D,

2.15.2 A /BROVEYE
A
— b (cardiomyopathy) | E72 1% 0l % (myocarditis) | &) fiFEZ & e PT
—  LOFREIBED PT @955 HLGT L lEE (Myocardial disorders) (2273580
— I EMEOEEICE T D HEE. L0V D BERT RIZB T 5 HEE
- RIEMRBOIL DHIEICW =D AT REME O H 57 BSR4 5 FGE
— DFREOHFEICET D PT
—  HLGTILME BT (B 74 FR<) (Cardiac and vascular investigations (excl enzyme
tests)) JIZU 742D AAERED PT
—  DEALE (cardiac procedures) (2 B 25 H R
— RO R TS I RE
—  DERARRICRE T D HEE
Brak:
— BRI BICEE 5 R

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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H

—  FRIROKEEIZETDHGEE

—  LIROEEIZET D HGEE

- DAMEOE BT L HEE
— DO BT L HEE
- ERMRBICE T2 TOME

— DA RITR R TROERR IR AT W36 LORAE RS A

T PRI R IR R IR BBV DRI — FOMENB LA EF LRI —T 17 OBLEDD
DL — LT E R BRI m OB LOYERZ 720, FE N #E (Dyspnea) 13, JEFI#R 5K D
BRI S ED T /AR | E LD Z DD, 7Y —InBERAL THEU,

T, 22— L, DABAE DJEFIFR B T Hl & I BEE 32 AT HEME D H D D AR EDEUELIER D LV
MR 72U ARE L TR 4 (Cardiac failure) (SMQ) | DRIz 3R HGEE e TH 5055,

2.15.3 MR ERLRRFEROTRNCEETHER
[LMJE (Cardiomyopathy) (SMQ) I3 5 L IR 2R 0 FE & i 2 T D, 36X 1.5.2.1 2%
B3nzl,

2.15.4 [.L%JE (Cardiomyopathy) (SMQ) | DB EE K Rk
Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000
Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin Cardiol. 1999
May;14(3):250-62
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216 [hiF##R R M0 EEE (Central nervous system vascular disorders) (SMQ) |
(2006 £ 9 AERX)Y—X;
2015 £ 3 A T &&= (Cerebrovascular disorders) (SMQ) 1 &Y B TZER)

2161 EH
HRRE AR A H I s 1OV 1ML 8 %8 7 (Cerebrovascular accident/accident Cerebrovascular: fixz:
) IZBET 500
— R PR SR 1 AR R d O LR AR AR SR M B R T 0D o D EET L —T IR
Eha,
— RN N—TIE, SNBO BT N —T PN — L TR HRERE END,

2.16.2 A7 BRI ERE
(D
—  JRESEME A BYEIZ) )BT BNl B I B SRR I B 3 SRR
SR 1. A5 5 oD FH 35
YL B S 2K . P 5 D FH R
— A B O AL E ARk A HEE
bt
— FHBLOIMGIZH O BI 3 2 I i 45 FE o HEE (B : PT T AME M BE 2 N H i

(Traumatic intracranial haemorrhage) |

TR AR S R A2 (B A R AT A A IAE 1L, (8RS (Retinal disorders) (SMQ) |<°
€423 L O (Embolic and thrombotic events) (SMQ) |2 & O SEXFA A7 ar 3 HT
% Ho> SMQ IZf~>7-1& 1F MedDRA @7 =V —DRRFGFH ATRETH 5,

2.16.3 gtEE

FRA PR TR I A e

(20000060)
|
R A% A L I 3 2 OV I A% 1 92 ER IS DV NI IILME SR ES L7
- A R AR
(20000061)
(20000165)
I AR AR R HH i HRAR e R SR FRRR AR R S KO
A e I FE B i A PERR S RED R B
(20000063) (20000064) (20000166)

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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X 2-4 [HHXt#ER MR E (Central nervous system vascular disorders) (SMQ) | Dpg/E1E 1
D050 SMQ HEEZIVEND, FARARER DI L OFBEO M 57 I ZB%R T 52 L2 KV IEfEICREL
TH7-H1Z MedDRA /3— 5 18.0 T, AL FE2{T-o7-,

B SMQ 4% # SMQ 4 Fr

PREHRER M B E (SMQ)
Central nervous system vascular disorders

(SMQ)

i Bl (SMQ)
Cerebrovascular disorders (SMQ)

HLED & b TR ML & FFE X720 PR
FERIMEFEE (SMQ)
Central nervous system vascular disorders,

not specified as haemorrhagic or ischaemic
(SMQ)

MILPED S 0 FIE ML 1F & FFE XF1 20 i
M (SMQ)

Cerebrovascular disorders, not specified as
haemorrhagic or ischaemic (SMQ)

S ML E RN M B (SMQ)

S M ER I B (SMQ) :
Ischaemic central nervous system vascular

Ischaemic cerebrovascular conditions (SMQ)

conditions (SMQ)
Ml fER I Bl (SMQ) M P PR R L B (SMQ)
Haemorrhagic cerebrovascular conditions Haemorrhagic central nervous system
(SMQ) vascular conditions (SMQ)

# 21 N—Var 18.0 ITRITAFX MR M EEE (Central nervous system vascular
disorders) (SMQ) | D FALDYT SMQ DA FHER

UL 2 o7 SMQ T H AR B % % HY i d5 X OY K 1 & % % f& (Central nervous system
haemorrhages and cerebrovascular conditions) (SMQ) | 1%, “Bisk” &35 D HRE Iy FASFL, S
XL ~UL 3 O " ooH 7 SMQ, BIH TR 4 Hp X fh % % ifn 4% 5 5 (Ischaemic central nervous
system vascular conditions) (SM Q) | & I H if % H X 4 #% % 1in 45 & 55 (Haemorrhagic central

nervous system vascular conditions) (SMQ) JIZ53HFISiL TS,

2P —=INLOEFEICLD, N —Ta 12.0 T M E %55 (Cerebrovascular disorders) (SMQ) JiZ
B 7Lz PT 37 0—7 k&, 37 SMQI RS DV I i & E S ey A fe
4 Ifi. %% [ 3 (Central nervous system vascular disorders, not specified as haemorrhagic or
ischaemic) (SMQ) |23 ~L 2 LLTEMSVz, ZOH 7 SMQ I fholL-~/L 2 o%7 SMQ i3
20, B SMQ RE w7 TiEZe, BALU 7 oo AR R i 4 F £ (Central nervous system
vascular disorders) (SMQ) | O—E8EL CORFIHTR&ETH D,

[AARD H YT, THAXARRE R H i KOV & 4% 28 (Central nervous system haemorrhages and
cerebrovascular conditions) (SMQ) JIZ[EHZY 7L Tz PT 7/ —7{bSiv7 SMQI AR #f#%

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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S I S OV I 45 14 8 55 12 £ 9 1Rk B8 (Conditions associated with central nervous system
haemorrhages and cerebrovascular accidents) (SMQ) | 23L~UL 3 1ZiBN&z, ZOH 7 SMQ b
B SMQ R 7 TIERW 2D, B SMQ O— L L TOHFIH T RETHS,

2.16.4 BREDEMLRBRERDOTHNEE T DR

[ PP AR A% S 1L 4% 5 52 (Central nervous system vascular disorders) (SMQ) J i, Pétids J OV i
RO MHFEAFFOMEEREIED SMQ Thd, MBI ELFF>ZELSMNE, 20 SMQ OFHIFHIRIB IO
JE3 R 5 FH RE CRE AR S U R & A FF 72700y SMQ ORI FIHERIL TS (1.5.2.1 2 ), gD
SMQ OFIIE I E D SMQ O HEEE RS G T 52 TEMTED,

2.16.5 AR R M & [EE (Central nervous system vascular disorders) (SMQ) |D&%&
BRI AR
The Merk Manual (Seventeeth Edition). 1999

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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217 TEHEB SRS (Chronic Kidney disease) (SMQ) |
(2013 4 3 HIERVV—X)

2171 EH
T PEE igpi (CKD) = BRI PR BRI B 5.2 DF 4 DR7p o7 fEE
JERIRL, g BR A | O R SOMET TR 1 L 2 Ak
LLUFOfERZ S e BACRIR, ol Mg, ONZE, BRTFEE R MHEIR, BRI, 57, ZO%E
iE FIA DA T | MO RR KA REA R LTRG-S, R E == —r /3 F
—. FEEFEIE
FEREDRE R AT, FRICIZB AR EE SV TR 5
ELHEELHE I BT DIRIRAATO NN, IR - BB E O HL, A M 2V AR = F R IE, %
ProBEb T4
&M i (CKD) LA F D %L DB IZE > Tl ZS:
— DEEE A
o 'BEMREAE
o C-ANCA BtE, P-ANCA B5f:& ANCA FEMED I 2%
o T Tr—LIERIE
o Rl EMEB AL
o EWIRMARAE

—  JRIEMER BRI
o FREMERE

o HE/u7Ur AlgA) BIE

o BRI ENERERIAREILSE

o fUNEALEE

o MEVEHFENE R BRI 2%

o HHEITMEARERIRE K (MR ERIRE K)
- TIRMESRERIRSR

o PERIR

o &HMTITFvh—TA

o MEfIVY~TF

o IRAVER AR

o HREE

o TYRNAT y—JEfERE

o UxF T —RIFEE

o RAMIIAT BT I MAE

o IEYLRARERIRE &

o DLPIIES

b
S

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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o BABIOCAETFH
o M=
o EMUERETA/LZ(HIV)
o ArAE UYL
o ~BEAUEH
o &R
o NR=UIIv
o TIAR—TRA
o L #HILAEYE(LCDD)
o HAEW
o AR/ MR MEER BT
o WWILMEIR FIEIEMERE
o ANIVIRY—U TV EEBER
o T IVIR—MNEERE
o WRMEEIE
—  DRME VMR A
o W WIZIE, AVTF=ATIR, TaFY =)L)
o JERYME (AR, A, FAER)
o Yax—JVLIERERE
o IBMERAYD AMAERIENE R LT ALSE
o WIHaAfR—I A
o HBHOFHEY v ANEIE
o H&RE
o HUHRER
o ZHIMEZENE
o VAFUERHE
- REEPAZE:
o REEHEA
o  RYERISZHRAEK
o JESE
o  TRIEMHHELE
o JRERAE
o PRIERKIMEREME
Z R ROMEL T OB RGO~ —T1—% &t
— RIS
— R R
CKD D ZH> D FEZRHRIRITIROLFD :

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— BRI ORNDEHEREOEL

— D E R BAOHEST

mIMEIX, CKD OJRKTHHY | FloAIHETHLHY, LK
Pt A I

ZOMMDOEHHEIL, IRDEFD

i

L%E’Jif_iffxlé ERYILHY) D35t
o JRELERIZRIE EX

ROLNLTE

VR RE

ORIl B R B OEEST

o B~ —I— (RLMIEDET | £/ IXEGHRE TORE)
i 11k 2

— BEREOR EILRH T, 3 2 H LU ESRERIAEE 23 60 mL/min/1.73m2 K ChHHI L

AT 3 H GFR(mL/min/1.73m?2)
1 B hEE Bt GFR >90
2 S IER | GFR 60-89
3 R | GFR 30-59
4 #HE | GFR 15-29
5 SN <15(/&EHT)

#% 2-2 CKD ® 5 DDATF—

217.2 BE /RO LT

g
- 1&@(/7%») SERB LN CKD O E #7384 4 o B 351
- 1 LV EEREEAM - R B e U) 22 B R R A O F R

— CKD (253 21RO FIAD H5E
52

CREES D R

—  EILEECHE R E D CKD Z k3 AR ZR IR LU 27K -0 HGE

o  EIREICIE BB 9D EE F L OO IR R RSB S+

- ERBLOLITIF BRI RO
- ERMBIOHAE RO M

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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—  PTIHEMERAEEE (Chronic allograft nephropathy) | & BR< B REAE O A OHIE RSOGO FRE

JMO i MEMEB g (Chronic Kidney disease) (SMQ) J i, Heluifi 52 & AR 38 0 HFEA i 2. T
%o FEMIE 1.5.21 2B BT 5L,

2.17.3 [2#:E %S (Chronic Kidney disease) (SMQ) ] D& Z &5} 2k
Levey AS, Coresh J. Chronic kidney disease. The Lancet published online August 15, 2011.
DOI:10.1016/S0140-6736(11)60178-5
Merck Manuals Online Medical Library for Health Professionals, Chronic Kidney Disease,
accessed 2011-09-26:
http://www.merckmanuals.com/professional/genitourinary_disorders/renal_failure/chronic_kid
ney_disease.html
Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:
http://emedicine.medscape.com/article/238798-overview
Harrison’s On-line (Harrison’s Principles of Internal Medicine, 17¢e), Ch. 280, Chronic Kidney
Disease, accessed 2011-09-26
http://accessmedicine.com/content.aspx?alD=9130075&searchStr=kidney+failure%2c+chron
ic#9130075
K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease: Evaluation, Classification
and Stratification. Am J Kidney Dis 39:5S1-S266, 2002 (suppl 1)
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218 [#EEPEE (Conjunctival disorders) (SMQ) |
(2009 4 9 H IEXVY—XR)

2181 EH
el = T FLa O R
— IRoOATH (RERF )
— IRBE O i (RS )
(5 A7 g
— SRR (T AV ANE RIBEPE, BRI, ZREIME T L L — 1)
— BHEREIRK (Fa—~ BT LY — | R R AR)
— IME GREREE T i, 524, Z45)
— ZEPEIRTE (Cogan  ABE, B ddbt, BR T, #hA ., BT 2Ei0)
—  IKIETERME B S RE SR R, CRER M RIEIE | AT 4 — T v A Va Y AEfERE)
— BRMRE
— fEE
FER T EAER BT TV B2 % Ll T DR O — L T RLOBY Th D
— IRORHDFFZ
—  VRIRAE CERIFEHR)
o M EITHAIADFEICIDEMEIRE DRI
o B TUNX—MREER ORI THDA, IRMJR Fi- 138 M SRR CHL BT 52
EDDD
o KW : KT THD, IMENFBOLIRWEAITIE, FLVWIEFITEN THS
o MRAWHDFFZ

|

2.18.2 A BRI ENE

aE:

— R, RIE, M, TREY . 2 OMOIESMEM: I LOFERAME OB O IR BB IZBE 35 FFE

— FEBCREE I DR A O FGE

— XTI A ALE BT A R

— T AEYICEA TR

— PTI7 UL — £ % (Allergic keratitis) | : LLT [ 77 L /L — 1 £ §& 5 2 (Allergic
keratoconjunctivitis) | 2320 PT 12V 7L THY, BEEFIZHE 132 rTREtE R s e B 2 6

NAHD
— FOELOFRDIEGEFITIFR LMD NT N TH ARSI A R (FISMZ oW TIE
FROMEHELE 2 IR)
FRAk

— FERPEE OB I OIER DI OIRMEEF IZLEBOLNHLE 2 5NLb DI 5

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— AR OB O JF K E 7 3 IR T IR E A S B T D MR

— ARG R R T R

— ARG B D IR HL . IR SRS O IS REREE 95 W REMEDSH D55 5 2 BR<
— SERMIREICEE MG

— GEIRICBET D HER

2.18.3 MEDOEMMEMBHRERO T RNICETHER
[FEEFEE (Conjunctival disorders) (SMQ) |13 B&E% 58 HFED 2 TRERLS IV TS, 16> T, SRR
REBIER R IIFECAERNEDND, ML 1.5.21 2R T52L,

2.18.4 T#5MEREE (Conjunctival disorders) (SMQ) | D& E &R R
Scott, O. Conjunctival problems. Patient UK,
http://www.patient.co.uk/showdoc/40025324/, May 2008
Conjunctival disorders. Merck Manual, 17th edition, pp 710 - 717, 1999
Stedman’s Medical Dictionary, 27th Edition
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219 T8 (Convulsions) (SMQ) |

(2007 & 3 H ERVY—X)
2191 &=
FEAE PR R (CNS) =2 —a  OEHEN LI T 5 [FI MO B 7@ R iR (2R K32 5 E
PHEHTHD,

— JERIT BRI = DDA B T TERWRBRIBIRIZET M5,
Thirh ABVERYEEIEIR ISR 2 IR B ORIk ThH D,
TR I PEFE VRIS 1T DIEBME L SR TH D,
— BRI OGRS RIS RBEEITEZD,
— I EIRME B LU RIEOWT N 3HY | JHFTEE TS PEITHE IS,
ThPAFEIEDIEIER 7 $H (1981 4F)
— BT FELE
o  HHLERFEIE GERY, KT, B AR, MR EEZL Sb0)
o HMER SR
o  IRMEERFEEE DS FAE
- R
o  KthFELECIIETE)
o  FREMERAMETEME CRFELE)
o HREMERIE

o MiJIZESE
o IATm=—MRAE
RITHFENE

o HIERFEIE
o  FLIdsiE

2.19.2 A BRIV EYE

(R
M1 (convulsion) |, [CANA (epilepsy) 1 DU TR E (ictus) 1L ) AIREE & Te PT Th
0., AR EBN S TERE TH D E 20T 720 (B PTI/NEVET AN A (Petit mal
epilepsy) |)

— B OAIHELZ SRS 5 R

— R ClIL, SOCTERARRE 112V 73 5T EE (abnormal) | R EBLZE S ESH A GE

- EFEETRE ORERGOR « OEL I OERER T HEE

—  RENZORBHDODIIEGEREO FHEAREF O KRB I OE M REE

— BRIV EITRACEE S R

—  FEAEL DRI N 7272 b

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

50



Introductory Guide for Standardised MedDRA Queries (SMQ)

IS4

—  [EH (nomal) | LW ERGFE A& B LOMERRE R D72\ SOCT IRk A | O HFE

— 2% (incontinence) | Z 7Lk 3% PT 1Z3E4H E /2 MEBHROIEBI 2R LT

— PTIEH K (Loss of consciousness) | 331N PTIE&L ~/L DK T (Depressed level of
consciousness) [ {F720 DT /A X | D—[K g7

- FEEERH G LR WER O B2 Flalk L7z PT

2.19.3 MEBEOEMERBR RO TRICETHHER
[ 4# (Convulsions) (SMQ) X BRI 5R L IRl 38 DO FHREZ A 2. T D, sffll: 1.5.21 2575
&,

2.19.4 [7E# (Convulsions) (SMQ) |OZE&EIY X}
Harrison’s online, Chapter 348, accessed on 29 May 2005
http://accessmedicine.com/public/about_am.aspx
Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of 1.
Terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999. Pages 24-25
Commission on Classification and Terminology of the International League Against Epilepsy.
Proposal for revised clinical and electroencephalographic classification of epileptic seizures.
Epilepsia 22:489-501, 1981
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2.20 [fHJEMEE (Corneal disorders) (SMQ) |
(2009 4£ 3 H IERVY—XR)

2.201 EH
AR E T FRRoMEIC TSNS,
—  AEZRMERICED TR GO, ERL BLOELH)
—  AMEICEETAREROWRIE (T LAX— FEEE, o= — L U fEERE)
- AEEE:
o NREY
o MAEIANT 4—
o MWK
0 AT LR UAEGERE R E O FKF BEEK B
A SMQ X, AMED—DLL Fo g 2B 2 R 5 36 L OSBRI 7= FE g A7 18U 36 L OYE IR
EETDEERSND,
— AR Rz
— R
- AEFEE
— TAAE
— RN

2.20.2 AF BRI EHE
(R
—  ARICEET LT X TOHGE
BRA
- SERMEAREEREE
— AR B DY
—  ABICEE T oW AR

1 :PTI 2 (Blindness) | . PT i /12 (Visual impairment) | 33X 0% PTI# J4K T (Visual acuity
reduced) | 72 E OIERF RV FGEILT ANORE R, ZBED [ /AR |2 AU T2D R LT,

2.20.3 MREBEOEMERBFAE RO TRNCETHER
[ [Ef% & (Corneal disorders) (SMQ) |38 58 & A AR 58 D HEEZ i 2. TV D, sEAlllE 1.5.2.1
ERTHILE,
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2.20.4 A EfEZE (Corneal disorders) (SMQ) | D&E&EEY A

Anon. Facts about the Cornea and Corneal Disease. National Institutes of Health, National
Eye Institute. December 2007.

(http://www.nei.nih.gov/health/cornealdisease/index.asp#0/)

Hollander DA; Aldave AJ  Drug-induced corneal complications. Curr Opin Ophthalmol 2004
Dec;15(6):541-8.

Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious disease. Eye
2003 Nov; 17 (8):886-92.
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2.21 TCoVvID—19(COVID-19) (SMQ) ]
(2020 £ 9 A EERVY—X)

2.21.1 Ex
a7 A VA% 2019 (COVID-19) %, FAE2MERER SHE B2 =) A /LA 2(SARS-CoV-2) 12
Lo THIFEZSNDIEYE THH
2020 4 3 H WHO 230 F /%8BS
FATHER IR AT LT, 8 OARBERFIZ NN A~EYEHT D
PEBUTR 2 PROERIE L LT Fe, v~ 2708 L IR IEREZ RO B B TREE, XU
ZDOMDEGEx RN E b
IRFE D DIEIROFBLE TOHIRIL 2~14 A
SiE 51 D T 3 I X AN T o0 BREDFER THHM, — 7, BEEEIL, BIEAI7RIEYE 2%
fET 5
—fRARERIE, TRDEFEY
- FEL
%
— T R
- EE
- P
N R PSS REPS
FIERERRAT REL CLL N E END
- %k
— ARDS
— DR, BB AR SRR ED AU BRORIEME A OHEE & T 2l - 2 H HERE A
£
BRRAZE H L, FITRHER A B LOSRHRIEICE A BV TN
2020 FHT O R T, SES FERFERAIRDIGIFERST 7T DA 7ESITND

Z® SMQ X COVID-19 BEHIZT A S THY, SEIFRT VA T&, SARS-CoV-2 J#k YL
/COVID-19 DIEBIZFFEFEIMHE A CTE, FEMESRBEREEZE D, T Iy 7 &Ml 2B
THEREHEDZDZEITHE A ATHETH 5,

7Lz, BARRBRCIE, 20 SMQ 1%, COVID-19 MDA EHE G SR i IS, B FH
DOHWE B OEREIEOZDDIEN S, BIZT77—~vab YT ATOIGHEL T, COVID-19 DR
T BB D EEF RS Ow S AME FH OF B OFEERE E T I LN TED,

A SMQ 7T —H =L T, EBISEEE | BEEEE, =2V VA, VAV DR EICET 5
L SNV OT —HEIEB L OO T 52 8L A HETH D,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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[COVID—19(COVID-19) (SMQ) JIZ. E2FHIHIKHIZEES T MedDRA MSSO L [E B/ B FH S
TN —T Lo CRIERIZBRE SN T, ST 97D | a—F— N TEH721 B SMQ OF| % ml#E
(2T DM LRI D72 FFEYARD T —H R =R ZLDHT AMIZN TR,

2.21.2 B/ BRoVEE
(=
— COVID-19 #f57 H3E
— SARS-CoV-2 B DA FHRE
—  EMRREAMTNTORWRATE B 4 O HEEIEL, DA VAR DME AN OGE O IR R AR
D3, R SCHEARE IBIFAE T 1T ADO— BT DG 05T E S, Eio Rk
mELTHEIN TV
— SARS-CoV-2 X°am v AL AfattOmARE R HEIL, ML TaEEShd, Zhbo
FFEIE, BRI COEERIMNEREL L TOMA T 1/ 7 LD RMIEF OBEEDE=4Y 7
THMHTHS
—  FFE®D COVID-19 HFEMFIH ATREIC AR H RN —TF 4 7l S - Al e H D IR E
DIaaF AN A BLRZEOMO 72 HGE,
— SARS-CoV-2 I&# B89 5 HFE
IEF4N
— COVID-19 DO, ek, & 0HE! iﬁ?%ﬁ‘é IRERFTIETCRESENT H—HOFMERTZ
CIXEBERTIIRW o, IR OB R E | PR A4, BEE T, UUEE S ay 77l
COVID-19 DB HEMENEWHRETH, 7 — Xy M AR I BRAEUD ATREMERH DT TH

%
—  WROTERAT R BEE B L ORIE~— I —RARE D SARS-CoV-2 |ZH:FrEEHY 72 R R IR A
FFECZ DA T R

- —REYZRSCEHER OB IRIEIL, COVID-19 (TR ERAYTIIRW 2o | BRIV IND, 21Tl
W, R ED . B AN TR E D& F TV,

— ROV RGO BEIEAL OV AZ NN BE § DY A7 K+ £ 3R A8, BIAIE, Sl
Bl R Ipi

2.21.3 BB OEM LR RO TRIET T AR

[COVID—19(COVID-19) (SMQ) 1%, Ff#é U CTpeEori 58 & IR 58 O Rl REA R T80, k- s
BOFEMITE S ar 1.5.2.1 IZRRHESH TS,

[COVID—19(COVID-19) (SMQ) |2 A EHEHERT — 47— /VREH T 555, ZD7 41—/ R7ETT
2R TR . W IEE | Eﬁrﬂﬁﬁf;E‘@{m@F%?Ji_a“éff“w-&www%%r%a“éﬂz ERBHD,

Fo, 22—V =13 EGIRREITOEA . BIRH (cutoff) DX EEE BT HMENDHD, Hl2 1%, B
BB %G LT D ATREME DB D RERIIE, ﬂéﬁi@:ufﬁ%zvxmmfﬁ)}@ﬁﬁfﬁl IS 2019 AR LI
DOHfMFOLDEIRD,
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X SMQ 1% COVID-19 IR RANIZ 2D IR FF SN TRY, 22—V —iF, B OSFX R R E
VAR R ZATOTDIZZ LD SMQ M B ORIk IS TICOVID—19 (COVID-19)
(SMQ) | &> SMQ LA HEDLIENTELIDNILTND, BIZITUL T2EE 5 AR
(Acute renal failure) (SMQ) | 0>/ 4x (Cardiac failure) (SMQ) | [ %435 X UL 42 (Embolic and
thrombotic events) (SMQ) J I i % X #h % 5% 1fi % F & (Ischaemic central nervous system
vascular conditions) (SMQ) | [ i % .0 %% f& (Ischaemic heart disease) (SMQ) | [ FEUE R 4
(Respiratory failure) (SMQ) | [ 33 L O[5 5 (Taste and smell disorders) (SMQ) | [ 8 —
FUfE M2 =27 4K E (Toxic-septic shock conditions) (SMQ) |

2.21.4 TCOVID—19(COVID-19) (SMQ) | DBEZKII Ak
Zhu N., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia in China,
2019. N Engl J Med. 2020;382(8):727-733. doi: 10.1056/NEJM0a2001017.
Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
(COVID-19) [Updated 2020 Apr 6]. In: StatPearls [Internet]. Treasure Island (FL): StatPearls
Publishing; 2020 Jan-. Available from: https://www.ncbi.nlm.nih.gov/books/NBK554776/
Zaim, S., Chong, J. H., Sankaranarayanan, V., & Harky, A. (2020). COVID-19 and Multi-
Organ Response. Current Problems in Cardiology, 100618. Advance online publication.
https://doi.org/10.1016/j.cpcardiol.2020.100618

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

56



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.22

[B#7K (Dehydration) (SMQ) |
(2018 £ 3 HIEERV VU —XR)

2221 EH
AR &L, ERKGDORRETHS

iK% K5y DB RIZ I - T, IS —RECIE, Bl B E . 3880 bif & o
KGRIy IR AT ENTIEAET Do AR ARSI SUTHNE N OIRFE, £7i3E DM J5
DIRFRIZESC B % 5- 22 P REMEN DY | Bk, K3 D B (BUR T HPHERE N 42) OB il
DIRGy PESIL T DFERDOATREMED &2, w7 MDA LSE (Na >145mmol/L) 28— THY |
K53 Mo TR TOD %A SR, RT3 L OMAE D 8 — iR IZRO b,

ERPR BT ISR D BIEEIZ L > TRR > TWDFREMRD S S

B ORIKIL, B O T 5L~V T, BMIE R RS 2 7, HLIZZNLL T TH
0 REIEE HR PR PR RS — I R B VT — L (B DY) | B K ONH
AR A (appearance of both eyes) | RPN ENEIVIER ThHI DR, LT T
DNTHEINL | IR &R 2385,

FEEEOBK T, BHFE L, IR, BMMLE RIS 2~4 BDa mU | REEITE2 I, Rk
WD | R W S 2 — 2 A DA, I 1T IEH GENZ D RITE DT NE) | IRFAIE
§5< &Y T — v (B2 DR 1XEIE 35038 H 02 RO O, RO, Z R
HD,

HEORAIERZ &9 281X, SifbL TEMILE FRmRFHE2? 4 L ETHD, fitd L
3 T=< KEED RSO OYEIR L, IR DR Z | S W /32— DHE N, it I 23
B, DA REEEINL , MEOK T | ARASIF DM TRUD R, FEEY =2 —
NV (B DIRY) 7 AT, FRtAI7R5RV 27" L SR OB B ANEZ IRD3IEHIZILIA ZIR
PREADN DD,

2.22.2 OE /BRIVERE
aAE

MEDYEE, A DWB|E, JEREORD | FEITEROWBAD 2L | BEENHHE DK DL LD
FEIRITARD HFE

A BIfR T 2 L0 A7~ — I — Ch LA R A EIR D HGE

HLT I 4 (K % & )8 /> (Total fluid volume decreased) | 2>5 PT [ Hi 4 =~ 2~ (Shock
haemorrhagic) | Z R\ To PT

B4

PRI T o s K OVEE AR B R A B 3 2 IR e A FIGE CL v 7 T MITRIL TEL DT A
R &3 LT DA ReE R 5D D,

BRE (TN AHINABRS) | MR 7837 A—5 — DGR A 5347,

PTI i ES a2 (Shock haemorrhagic) |14+
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2.22.3 BRBOEEBRFEROFRNICETIER
(it 7k (Dehydration) (SMQ) J &, $elfi#p 52 L IR 52 00 Fl 3B O [ 5 & > T D, SR 7 1
1.5.2.1 [ZEE#iSh T,

2.22.4 TJisk (Dehydration) (SMQ) ] D& EZ &K} AR
Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their Use; 1999.
ISBN 92 9036 071 2
MedScape: Drugs and Disease: Dehydration, updated 2016-11-27, accessed 2017-08-29.
http://emedicine.medscape.com/article/906999-overview?src=refgatesrc1
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2.23 T[EH%E (Dementia) (SMQ) ]
(2007 4 3 HIERVV—X)

2.231 EH

ARAEIL, B AETEENME (ADL) IZREE % Sk - 358 A fE O AL £ 338 R L E RS NLD,

ZHOBEMDJFIA :

— fREHE TR E (B 4 B12 K ZE)

—  REEME (B TV N —R)

— YL (1] HIV )

FEA B (— RV AT T VAR ISE, BEER A, e — VIR R IR DR R £ 72D,

Z DD IEZREDFRFNIE :

—  TINA I (T IRARBEE FHAFR R I T DR TR ME L 23 R0 .

— A MEEREE GEFID 10~20%) 1327 /LY A~ —IR & 735 i RN B 5,

—  —EBOIEA) (B BEIRA], BiaVAAERHEE, H2 7oy 1 —) 13t O s RN KA EE & B b s
HTENHBILTND,

2 0F =BT vINSIREY) I[ETAYEE=F

—  PRABERE - FNRUBERB DR OMELT | KLY ER ., FOIE - HIT - EPE O E | B LN RIEMED K
15 5 2Nk,

—  REBENOEAL WEICTTRE TH 7= ADL DFEE, Hlr | FRAE S, B4R FEEES . B
AR RBEMEEE ) K7, BROMTENTR BN ELLZENRHD, FATHERE (TTEYD G,
B3 L O B 2 5T Bh) O K48,

— AR GRE, R4k, SE5) | BREE B MO TR ARORE AR R D180 < IR (R, A
A BUEE)

DSM-IV (5 RO Z Wi Lk st D= D~ =T )VIETE 4 FR) OZRANE S WG A5 IE ;

—  FLIEREE

— ROBAFEED DL ENFENTHHA
o KEEIE
o KATIE
o WRHNREEIE
o FATHEREDREE
o FhEBYEIIIER e RE R

DSM-IV IZEDT WA~ — Tz Wi B HEAE IE

—  ZOfOJRE ORI

—  KIMEE - FE THESEICB =2 —ar Ok

—  FRIEREAL. HLWMEROBGAEE. SEEOME (FRICHLEE) | [ BifE. AKZ L, ADL 1T
RE IO, Fh RS T OIK T CHIK D O T Sy . BCE ., ol G55, R 22
B, BAERRTTE), THENRZEE . ITENO ML, B5EL., “4 BAVE BERE
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JMO ##:DSM-V TIET /W A< —Ii 2 Wi B EDNMEES N TWAZEITHER

2.23.2 A& /B ENE

s

—  FRAEED MR E R B 2 EE (RR oo

- TINAT RO (G EDPRBRIEL T VYA =R THOEREL, TOIITHE
T AREMED =)

— VR RE

S ANERIEES LD MDA AN S22, CIOMS-WG TH.Z L0
A SMQ 1232 LA E LT, FEIC, PTIH&SE 2 (Amnestic disorder) | 23BN AL7=,

— PTIEMEPTIEAMEREE  ZERIH 1320 SMQIZE 5, oo BAS 7 FiEEH o A8
fEE 2DV T, SMQ U #F 36 L OV #1993 1% 5 (Psychosis and psychotic disorders) (S

MQ) |EZ ST,
BRot:
—  WRAEVERER (1] 1B EKBUE) & 22 OMORE DA,
- ARPEREEE

/N —a 15.0 THTHL PT I E 5 8 MERS #9514 /5% 5 (Substance-induced psychotic disorder) |
PNBINEIL, ENET PTUE#FR MR E (Psychotic disorder) | O FALIZALE ST 22D
LLT (LLT I SR k5 45 . = Dl (Drug psychoses, other) |, LLT I S5 kS 15 . 56/~ B
(Unspecified drug psychosis) |, LLT A7 a1 K& ##J5 (Steroid psychosis) | 55) 232 O PT @
TALICBATEN 2, ZAUSEW PTUR R MR (Psychotic disorder) |13 At 38 RS L T
[F2401E (Dementia) (SMQ) IZEE SN TSN, ZhHO LLT IFEESH TR, Ziud, PT
[y % FE MR RS s 1 [ (Substance-induced psychotic disorder) J (358 AE D 5 ORERIZIA
EICBIE T HLILF R W EHIBIS N2 ThD, B L, BICE#E T 550V IIMETT o EE %
IR T 52— —03E X 2851, PT TR 78 MR w93 14 f % (Substance-induced
psychotic disorder) ] 2R L THRZERUICTE D TH R,

2.23.3 REBEOERERBFAE RO TRNETHER
[FREVE (Dementia) (SMQ) J IR L IR O [ 7 DR R AZE TSI CWA, 5T 1.5.21 25
a2,

2.23.4 T3%0fE (Dementia) (SMQ) | DB EEEIY AR
Stedman’s Medical Dictionary, 27th Edition, 2000.
Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 - 149
The Merck Manual 17th edition, 1999, pp 1393 — 1400
Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital Practice.

www.hosppract.com/
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2.24 TBifE (Demyelination) (SMQ) |
(2008 4= 9 H IEXVY—XR)

2241 EH
PR A B0 25 BB R 0D [ 2 ORI 2 PO MR SR D IR R DR,
RS IR IR E 25T 5,
BE¥ A T 5T AN = A NI B LY B2 B8 e,
WA TR TOYV T TV DIREEFEE TS,
JETE . BE, FRikH DV NI ORSRE DR E DJRIK 725,
Beb IR A2 IEE DR BI X RV LIE CTh D,
fl D & U OB A SEE | AT M 28 M VL IMIE B8 L OV HE D fi A R 5 S MEE 3 B 1T D
ha,
JLBE: HhSR-OBRAERS R MR- QOB BER O L%
—  HARPED BRI PR AR R N TR T D (B 2R PERELE)
—  RMYEO BB RS AR R IS D (B : X T - S —JEERE)
B i12)S
o BintE
o HOMENIE
o HIERIG
o REE-HIEE
o EHR GRS ZHmHIAlL AL E CHEFSL T Db OEET)
o

@ @

2242 B/ BROVEYE
I
— KRB X OO LR BICRE T2 HRE
—  FBIRIC“demyel’& & o HFE
—  JDUBE S R B A R R R R T oD
—  BEICERE S DM BE R A BN RS (2B 5 R
—  FEWITR A7 ER O HEE T, IR M=o —r/3F — (Peripheral neuropathy) (SM
Q) | BLOFT L —JEFERE (Guillain-Barre syndrome) (SMQ) JIZE EAL TV HFE
(FREDIERZZ M) 23R HFEL L TEESN TN,
—  PTI =45 (Trigeminal neuralgia) | 132 % MAEALIE <>t o it R R
DT KRB AR E TN TN,
—  ZRVER LRI IER IR R e E R E AR T
P
Je RMED HFE

Py

EBAHE D ATREME D

&

Yo
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— BT AR E MR R T o R

—  JHBEDOEIK LD R

—  [RKWtE==—nr,3F — (Peripheral neuropathy) (SMQ) | &H5WEFT L« L —EBERE
(Guillain-Barre syndrome) (SMQ) J1ZEEIZE £ TUVD I - SEWR D FHFE

—  AREWED T, JE T, NLFTREE FHEE 2 & T fbd TR A CHEAT L7 ik B2 R 771
foe -SRI B35 A58

— B FEF IR AW ORI L S D M A RE LA O BRI AR A FH RE I BRA

—  FERFRMr= o — T — B OV R B 9D AR

—  HIV BSE#H5E

B WBEO > 7 T N A BN OIRER T DD THIUX, 20 SMQ OBkl Ik 3= 78 &[RRI TR
==a—mn/3F — (Peripheral neuropathy) (SMQ) | B X OFZ - L —JEFE#E (Guillain-Barre
syndrome) (SMQ) | ZFI AT 52 L3 HELES D, Wi 67 oD 18l < SEMRAZ B9~ IR ek 5 FH R
[RAY M= =2 —n/3F— (Peripheral neuropathy) (SMQ) | BX T« L —JEERE (Guillain-
Barre syndrome) (SMQ) [IZ& FALTWDHT280, 20D SMQ MHIEBRIN SN TS, F72, WD
JRB IR CIRFF A THY | R LMK EELZ R T 2L HDLWEIT AMER DA+ Th
LIEDPLERASILTND, ZIHD RN ST HEE (R SMQ D CIOMS DAY /L 3ED Tablet
& Table2 2/ 1T —F — DB LR RITINZ D2 ENTED,

2.24.3 RBEDEMBERFRE RO RN TR
[ i85 (Demyelination) (SMQ) | 133 57 LI 32 D FAFEZ K 2 CD, 3L 1.5.2.1 23R4
Bk,

2.24.4 TH;i%E (Demyelination) (SMQ) | DB E &R Rk
http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902
Gale Encyclopedia of Neurological Disorders. 2005. The Gale Group, Inc.
Stedman’s Medical Dictionary 26th ed
Demyelinating Diseases. Walter R. Timperley, M.D. Lecture. 2000.
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html
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2.25 [52FEHLUVBEK. BIE (Depression and suicide/self-injury) (SMQ) |
(2006 £ 3 H IEXVY—XR)

2.251 EH
IONIE, RK T & IR E T 22k HIRIE CThH D,
2L DL G 2 OREEEIRZ D, FrIC, A%, B, MiEslofe sk, BRZERRE ., Bk LU
REDZAY., K EENEERE OB | MEARRE F d6 L O AR72 & IR 18 - EIR T D,
JERITE A THY, IOMBISEYE ., Frlo /v x 70y, kab=r | BIOR —330 0%
bR TNDHEE X HILTND,
HE O DB AR AZ 2T TRELTHIEDHBILTND,
2L DY A BB (FEIRIS . ODAEZE i, A7 d) 2089,
SESERIEH) (Frm B3, # OB IE, 2L FaxTaARRE) (B35,
BEIIARL, = ZEERIOT Va—)L - F-YEL e & O ORIk B2 S EIZH B T2,
FEDRE | BEEE., BROBZEKIL, 5 2IRICEZ<ROLILEGIHE TH D,
MRSt E DB LG~ =27 LH 4 BUDSM-IV) ISR S TS RIS 2R B2
WiEEHEIZIT, 1D OR . 2T, bLLIRFEAE R TOZ LR T 2R E T E OO F LD,
HDHNT B HAEE COIEEIMEOZE LMK FAE TN,

Ny

JMO V& DR E OB &G~ == 7 Vi 5 it (DSM-V) | 415 o[ E#E (Depressive Disorders)

2.25.2 A/ BROVEYE

A

— DSM-IV ORI DIFEEY =R RODIFIEE /N OMREE | Ko LRIERE . BLOEY T
MR EOBWEEL L L CRINSL5%Y PTs

— IR H LI DI BEETER 1D SR b LTSRS A H), FREEG UITARSRE, FrhES)
il S U <UXIREE, R A7)0 SR O BEIRFE S W ELH . B &%, BX OO 2RERIE
T OREHRIEIZBE T 5 PTs

—  PTI{EX A &1 5 (Intentional overdose) | 355 O PT i E @ 117 (Poisoning deliberate) |
3 ZNBOMFED AL LLT ICAREIIHEGIT A2 RRTob0THL0, THEER B
(Suicide/self-injury) (SMQ) | DI FRIZ A&

— ARIRESED PT ThHD PTI ] ERAAHRIE (Terminal insomnia) |, PTAIHIARSE (Initial
insomnia) |, BXO PTIHHIAIRAE (Middle insomnia) | 1%, 9 2R BF B W TESHESR
HARROFEFNCRORRF A THAHT20 , A SMQ 1285

— ELH (abuse) & 1F (dependence) D& &L~ L2047 SMQIHo% (H#% B 2R
(Depression (excl suicide and self injury)) (SMQ) | DAk HFEE L CTELE
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[E34
— OO, W, EDHEEDRE T BIOMEREZ L RO WA ZIZEET5 PT
—  PTIAIRJE (Insomnia) |, 7=—X 1T 7ANOFERID 2D PT IR /A X 124U D72 THHT=0D

2.25.3 REEtEE
IOWBIOBE% BE
(20000035)
|
EEEYEEEE 9095 (A% B 5%BRS)
(20000037) (20000167)

2-5 5o BIGERR HE (Depression and suicide/self-injury) (SMQ) | DFEE#EE

MHoRBL A H (Depression and suicide/self-injury) (SMQ) J1% 2 BEE CTHERRS L TERY,
25D SMQ % -TV 5,
+7 SMQIHo45 (H 7% H15%%<) (Depression (excl suicide and self injury)) (SMQ) JiZ. 9
IR DR AR FEZ L E L PRl SR R LA Sk RE O™ 5 136 D,
ZoH7 SMQ 1E, AL TOM AT 20 TIEARL ED 550 IO A E A (Depression
and suicide/self-injury) (SMQ) |O—EL COAFIHTRETH5,
7 SMQI B/ [ {5 (suicide/self-injury) (SMQ) 113, B ICBIY AR R L 0 E
LCHY, Pk HFED A AR > T, ZOH7 SMQ XM H D SMQ Th b,

2.25.4 BRROEMLBBRRERDOTRNEETHER

ZOREEMEE RO SMQ TiE, 192 LN E £ H 15 (Depression and suicide/self-injury) (SM
Q) JIE, BIER R LRI RO HFEE R, L Lenh, Zo¥ 7 SMQ Oo—>TharI AR B
(suicide/self-injury) (SMQ) JiZ, BRI R D aFF>, 1iE>T, SMQIH# B 5 (suicide/self-injury)
(SMQ) | DFellcds JOVREAM R IZFR TR R L7 D, BEEMEZ RS> ZELMNE, 20 SMQ OF Tk
S KOV IR 5% I RE CHE B S UM FE A 1 & 770\ SMQ OFIZERIL T (1.5.2.1 ), |
NEPERE > SMQ OFFIE FAZHEE D SMQ O fEE#E AT 52 TEMETED,

2.25.5 1H9oRBLVEE /B (Depression and suicide/self-injury) (SMQ) | DS Z & %KLY
Ab
Definitions and basic requirements for the use of terms for reporting adverse drug reactions
(IV). Pharmacoepidemiology and Drug Safety 1993; 2:149-153.
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Depression. Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their
Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for International
Organizations of Medical Sciences: Geneva, 1999, pg. 43.

Kando JC, Wells BG, and Hayes PE. Depressive disorders. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-
Hill: New York, 2002, pg. 1243-1264.

Major depressive episode. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 320-327.

Major depressive disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 370-375.

Substance-induced mood disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 370-375.

Dysthymic disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 345-350.

Minor depressive disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).

American Psychiatric Association: Washington DC, 1994, pg. 719-721.
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226 [EWIERA. KESIURRS
(Drug abuse, dependence and withdrawal) (SMQ) |

(2007 4£ 9 H EERVIY—X)

2.26.1 E3H
HWELH
—  ERpoEER
o VAW HBITIIANKERGE (B R EEZDHTD)
o HRHEEA AR LW T DA (B 4% T A1)
o HEHIDIEEFHIEM
— AN DERF OB LOE MRS AIEEDOELH I, W <O OH i CHIME R IZH 5
— SR ELH OB G LR TR O O 72 HER A A BAMRIC VIR ES NS
o FRELERYRFMECAE IR I DO ANTFRTREM:, = — T — O MR IR B X O H E
HESNDEREEE SR
—  ZIYOFLHIEELL TEX N5,
- RAMMEEENRE DD,
—  ERE, RO FRMEE | B, MRS TET D,
B
—  WHB BT DEROM AT IR
—  WYEICFRRAZERIE, FANCE AL QOSSR IO P Ik &I EiE DD,
—  BERLOJER X, WS QARSI IV RS,
o —RENTIE, EAIOBMHERFELII I THS,
o FERFEAIEIR, 72T, THRIBHDOWIERE, 2 BEORIT. FEFRE ORI, SR
D,
o HFEDIEIRIT, RE, BHHEEORE, ZRilTHME, RIE, FEEFRERETHD,

2.26.2 A/ BROVEYE
aE:
—  FEWELA L KAE
o [#LH (Abuse) ). =AM (intentional Misuse) |. [~ 1E#5A (illicit drug) 12V %
[f17 (Dependence) | & & 109~ TO HFEIT L2,
o ELHTRVWGEIZEBWTHBILEZNLD, SLAIC - THBIZE S0 FHEE (B : T
hny., R ERS | T3 RN F 123 sl ) XA A FEE 35,
o  HAERIBILEEERT HGE
— e
o [HRWBERNL 25 oA CoOHFEIIIEE T2,
o TEEWLIHDWEITI AT R ) OBEBZE T AR IR MFEE T2,
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o HERICBITLEHE T HE
BRAk
—  BEWELA KA
o  HMELMHDNTIEW T EOIERICBE T2 MEE
o FrEIEWO I IREOHINE R TR AEIZBE 95 HEE
- Tha—VELHBLO=aF ELHICEET 5 S
— BRI T ORI, RAICERASILTWLAD, BISLE L TRRS T, 7R o
TP 5 IR L OIWELA 2R b LV WA Y172 8 3K S o fif I BEE 32 A aR IS &
N5,
— B
o HEWBENL ORI T 5 HEE GEFFRANBE Tl /A X ZAF0IRE 57-0)
o TIa— LEElEB I ON=a T B BEE S RE
“HERL” A F e FE ChoTHAR SMQ OERICAELZRNEO, AL | S ERH
EMEOBLIEANONWT UL BE LW A

2.26.3 HEgtEE

AL | A3 L OB
(20000100)

FEMEL I L OMKAF SR
(20000101) (20000102)

2-6 FEWILA . KAFERLOEERD (Drug abuse, dependence and withdrawal) (SMQ) |
DFEfEHEE

H: (ON—=var 174 TE) Z0 SMQ 1ZIE, DFEW, EilkbEE , A EIR, BL UL RED MRS
D L 7oA BB O IR 2 5 o B EL A SARAFIE IS LR LI B 2 e o fE R 23 3 £ T
BHT, ZNHDIZEALTE, FIT SOCTHRE AR | B LY SOCTHH MRS FICE b, Zhb
DORFEDOZAT VL, /AR | ZBIATL A[REMERH D720 Y 5% SMQ IZIBMSIL TR, £, i
LR TWDTERRAT | THRELH ) & MAFIE | OTRIESR X IO RARD W RetE i d D, &
S>Th, HOFFEDRBITHEY ThHDHEZ ZONOG AT, TNDEBE LT UL D70,
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2.26.4 MRBEDEMELBBRERDOTFRNE T DR

[SRELA . K AF B O (Drug abuse, dependence and withdrawal) (SMQ) | 1382833 L OVA K
R B FE O M fE A& SMQ Thd, BEiEaFF>ZELSMNE, 20 SMQ OF A ITFdks LUt
RIS SR D I FE CRERR S LB T R 1 2 =72\ SMQ OFFIZERIL T (1.5.2.1 BIR) , EAZRE)E
® SMQ OF AL FALFEE D SMQ O fHfEE AT 52 TEMTED,

2.26.5 ZEWELA . KRB I OMER (Drug abuse, dependence and withdrawal) (SMQ) | D%
EEERN

Stedman's Medical dictionary 5th Edition, Lippincrott, Williams & Wilkins, 2005
Harrison’s Principles of internal Medicine, 16th Edition, McGraw Hill, 2005
Huang B, Dawson DA, Stinson FS, Hasin DS, Ruan WJ, Saha TD, Smith SM, Goldstein RB,
Grant BF. Prevalence, Correlates, and comorbidity of nonmedical prescription drug use and
drug use disorders in the United States: Results of the National Epidemiologic Survey on
Alcohol and Related Conditions. J Clin Psychiatry 2006 Jul; 67(7):1062-73
Isaacson JH, Hopper JA, Alford DP, Parran T. Prescription drug use and abuse. Risk
factors, red flags, and prevention strategies. Postgrad Med 2005 Jul; 118(1): 19-26
Haydon E. Rehm J. Fisher B, Monga N, Adlaf E, Prescription drug abuse in Canada and the
diversion of prescription drugs into the illicit drug market. Can J Public Health 2005 Nov-Dec;
96(6):459-61
Woody GE, Senay EC, Geller A, Adams EH, Inciardi JA, Schnoll S AU - Munoz A Tl -An
independent assessment of MEDWatch reporting for abuse/dependence and withdrawal
fromUltram(tramadol hydrochloride). Drug Alcohol Depend 2003 Nov 24(2): 163-8
Brady KT, Lydiard RB, Brady JV. Assessing abuse liability in clinical trials. Drug Alcohol
Depend 2003 Jun 5; 70(3 suppl):S87-95
Johnson MD, Heriza TJ, St Dennis C. How to spot illicit drug abuse in your patients.
Postgrad Med 1999 Oct 1; 106(4): 199-200
Widlitz M, Marin DB. Substance abuse in older adults. An overview. Geriatrics 2002 Dec;
57(12): 29-34
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227 THFEERENELXUVLESERETHESEYMRIGEER (SMQ) —DRESS fE{ZE —
(Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) |

(2016 4£ 3 HIEERVIY—X)

2271 EF

HERER I NI L OVR B e R 2 D W )5 (DRESS) 1, F295, FEEL, Ik /) B 5T (R BRES N

iE . FEERIY L NER) L U EiE, B X O ELE RS 0O B 512 o TRAEAT T DAL OTRAN 72 | IHERY

(ZHEME T BREOEY S ThD, YPNTHT TAPAIE THESN TNDDY, ATEEREL,

D FEHITH G SV TND, ZAUT, BT AR A RIER AR 2RI ALY

R AREAR S BEEL T D,

ZDRER T OBWEEHEL FHFEA O 7 IR REL L THR A TIEARV Y,

DRESS OEDIAELFFETHZEIE, WEETHDHE53D>7273, 1000 43D 1 7>5 10000 43D 1 &

HEFtSnLD,

DRESS DFEM7RIR K AT = X AIARH TH L, BARF AR 02 PR R F DB S OFE R THD

LEZABLILTND,

% DARGGRANE F- LR CREN TUVD,

- URZEOMHHEEE TOMED R OR R BIEDOHLRHW DI LR | S BUG % 5 &
FEZLTWD ATREME D 8D,

— YOSV ELTET BT MRICE AR DY o NERO BRI O LA S SR IL TS
AIREMED D,

— BB AELIZY ANIA L ORUEA DRESS D5 AH = R LD — 5T D ATREMED
HLBIZNE A H—rAF -5 DI RRERZTE LD A REE D %,

— BB NAELTZ~IL AT AV A (HHV-6, HHV-7, =/ 2% A« R—17A )L % (Epstein-Barr) )
DOFEMHAL R OGN E S ZE T, FITIEE T 5 RetEn S5,

— IR, HDOENA MERGUR 6 LR - (HLA alleles) 23, £FED3Y 35| =27 DRESS LB
FRLTWDZEMR otz WL DIMOIER]T HLA alleles 73, B OFLBR L 7R E DI H%E T
A DIDTRZ D,

%< DOFEHIH DRESS IZPIRT DL MESNTWD, LL N DA G N b:

—  7u7V/—/ (allopurinol)

— I \<EE (carbamazepine)

— X 7v. (dapsone)

—  ZERF 2 (lamotrigine)

—  AX T LT (mexiletine)

— %A 27U (minocycline)

—  FREZE YV (nevirapine)

—  FUANNREE L (oxcarbazepine)

- 7= /73LE%—/L (phenobarbital)
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—  7=x==F> (phenytoin)
—  ANLT77HZTr (sulfasalazine)
—  TI7LE /L (telepravir)

—  raw A (vancomycin)

fLDFEFITD DRESS DLk E 1T, 1FEA L2 (RYAMNIZ2WY) , LU OIRAINE b

TEX VY -7TT7Z i (amoxicillin/clavulanic acid) . 7N 7T U (Amitriptyline) . 7 RLoSAK
F> (atorvastatin) . 7 AtV (aspirin) . 77 kL (captopril) . £ 7 7 Ku %L (cefadroxil) . &z
z% 7 (celecoxib) . 7u7 572V (chlorambucil) . 7uI 773 (clomipramine) , 27 A2Vl
(codeine phosphate) , = U EFH'—)L &7 1% A (cotrimoxazole/cefixime) . ~ 7 F~<AK
(cyanamide) , =7 7U X~ (efalizumab) , = 277> —/L (esomeprazole) , A RaFkT7amf
(hydroxychloroquine) . 177127 = (ibuprofen) . ~7 =7 (imatinib) , =7 ¥t

(olanzapine) , 7 ==/ 7 %> (phenylbutazone) , % =—=x3 L 'F 7> (quinine and thiamine) ,
W7 277 (salazosulfapyridine) | A4 2T Mg R A A7 L3 (sodium meglumine
ioxitalamate) , #N\/L 7 mfg R A= hAZ IR (sodium valproate/ethosuximide) . At 1 /Z 27k
(spironolactone) , AR h= A2 (streptomycin) . 74 /V AN F 17 I (strontium ranelate) | 2
V77 AN — /L (sulfamethoxazole) . kU X/ 2 K (tribenoside) , 35X =#3K
(zonisamide)

DRESS 13 ERRICEHISIL TSI ICERIRIEIR AR MLE L TR S 115, DRESS O Wi M B
DB HAE (A — VR RAZ A —R) 32018 SESERT N —T 128 THFRRERIE MBS L O &
IR 2D FE SOSE B RE (Drug reaction with eosinophilia and systemic symptoms syndrome)
(SMQ) | D72 D HFERITE JEIN L2 W A EDRIREZSNTND,
WOBWIEAEIZ BT 2L, A SMQ VYTV LEICEEFN TV REARERE 70 =7k
(Phenotype Standardization Project (PSP)) ;RegiSCAR; H AD it~ /L — 7 (the Japanese
consensus group)

TBRITLL T2t

—  RBERS TODIRFRRFRE IR | XPEFRIEEAT)

- FREERBLONIR A LS 272D R MR T A NEDME v Hg

DRESS (IFEL KR 10% T, FHI%8 R EFA 1 1k 23 e i OERIFPAE C T BHIC W TEHET
H%,

DRESS DO#RIZWITIZLL TR E END (LLFOLDIZIRELZR)

—  AEOHEERSS (connective tissues diseases)

—  FERMEAFERERHEIDSE (idiopathic hypereosinophilia)

—  HFEREREEINIEWERE (hypereosinophilic syndrome)

—  MAE S BRI o EE (angioimmunoblastic lymphadenopathy)

— AT =LA Var ) EERE (Stevens-Johnson syndrome)
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—  thEEPER L RLRSE (toxic epidermal necrolysis)

—  RMEPLREMERIS M EEE (acute generalized exanthematous pustulosis)

— JIlIE97 (Kawasaki disease)

—  I{EY (serum sickness)

— U xJE (lymphoma )

— 1AV /3JE (pseudolymphoma)

—  FEx OZMEVA VARG (various acute viral infections) (Bl 21X, =7 AZ AL /3= A LA
(Epstein-Barr) . ~/L X2 (hepatitis) . /> 7 /L =% (influenza) . A b AHT oA /LA
(cytomegalovirus) | 35 X OEMEEAR 4T A /LA (human immunodeficiency virus) )

DRESS i {5 fRURL

Gy

—  LASERE SHDSER:

o FEMNERBALED 3 o A IWITIER S FE B, LY
o EBIO FIITEBINEMR IR O, BIOY
o WDYIKEL ZONRRDOLND:

L Fever
AFRRERE N (B KON F T T A /R ER)
U/ HiiE

IS4

— LA OIEBNEERAN T 5

o HAI RISHEIO— KB 722 BIfR A WA L7cb D TIERVY;

7¥: DRESS &R 4 2 DO BECIEIR S A NT 1 7 A UINISH AL e - T23558 OIE
BilZ T E T D AREMEN DD (F 21X, V7 HIER 6 7 H 2 DOFEUTH K FDRZ)

o LFEOEBIEZENLILOE—ELLWN

o [HEWFHFHMERFIEFE | LU THBISITODD FTRENED @ W2 A 7B - 5 88 31)
TWT O, FINTE G (RSN TODIESIIER, Zhbid, FBOREE 1
VBB DIEGIZ W E T 50, BRRANFEM TE /e o7z, HLIUXFEMLRD 77280
(A D AR RN TR E S AL TR,

2.27.2 A% /BRI EHE

g

— DRESS JEfE#EZ B3 e P RzEE L TR ENOHEE. 473V —A)

— DRESS OJEFNZ—MENC R OND K FIER B L O E B G N ERE ORI B 325 4
RE. A HEEICHEY T OMREE G T, REHEEEL TR T, 172V —B)

— DRESS DJEBNZ— XA FLHAL D B R LD B G- (2 B3~ 2 oD B I 3E (LI RS L
Ta&ite, H72Y—B)

- UANVAFEVEIZBEE T 5 HEE (R HEEEL T te, 173 —B)
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—  EHVEOMBUEICBIE S5 MRS (L FREL T de, 72U —B)

—  EEMIBES LM (REHREEL TE T, 173U —C)

— UL NEHECBE T DR ORIHREE L TEa e, 473U —D)

— DRESS DJEFIZ — AN R HN D MLk ) 55 (R REEL Ta e, 172U —E)
[543

- JeRMENGE

ERRRE R D7 A 35

e SN

—  [EAL) OWRBUBEE S 2 HTE

2.27.3 7T/IYR A
HT I —ERDINTED 5!
TV —A Pl HEE
AT AV —B HMFEEIZBEE L7 HFE, BE G IHEIR, VA VATEIEME b, S5 SRR A 5 T
ATV —C FEPHE T 5 M
7173V —D Vo EiZBRE 35 HEE
717 7Y —E DRESS DJERNZ— XA FLEID ML ik i A B

UTZ2aETL5013, BICHET 272D BETERf LB 53 5:
K72V —A O G (i EE) OR
7TV =B 6D 7 bt — 2O HFER LU TTU—C,D,E D =2DON _20bHD HGE;
K9 5HE: Aor(BandC andD)or (Band CandE)or(BandD and E)

2.27.4 BRROERMEBRRERDOTRNEETHER

[ 4F e BR HS 0 d6 KOV By i R & 18 © 38 W KOS IE 5 B (DRESS JiE 5 #% ) (Drug reaction with
eosinophilia and systemic symptoms syndrome) (SMQ) J137 V2V R L& Fi->72 SMQ THY, ZD
TIAYZALL, B DO HDIEF OS2 ORI T 57280, WANWAZRA T3 — DR 0 [R5
FRAEALA B DETNWD, TATVA LA T 528 TIO SMQ ORI 3#OF| R ITH ERRD DI
%o 20 SMQ I3, B2 5 EZERIZRF QT O BREIEF OME 5282 HEL TRY, TORR, M
RENIIEGIOFHI TR TV 7 IEAE A T 528N TED, 22— — 13 E R ROIEFNZ AT 24+
(F%7-8%1Z DRESS @ RegiSCAR DRl L EDF|HZZET XETHD; Ll hilkEo | HE
POFLNDIEHIT, — AN IRA R HY | 2 CENLDOFANEHEL T 2D ELWDE LAt
AU CBEE T D IE R ARG RAVIZERINL CLED AIREMED D,

7 —%C DRESS #3356 . [ HIE X EHEI1EH (Severe cutaneous adverse reactions) (S
MQ) J . TFERERHE N d6 OV By i iR 4 14 5 369 IOSE B #F (Drug reaction with eosinophilia and
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systemic symptoms syndrome) (SMQ) | . PTI 34 #0UiE (Drug hypersensitivity) | 35K OF PT ik
Jit. (Hypersensitivity) | 2[RI 452 &% 8105

2.27.5 THERERMWMNB LI OLHEREZ M4 FKY KIS IER#E (DRESS JE{%#) (Drug reaction
with eosinophilia and systemic symptoms syndrome) (SMQ) | DZ&E &£ b
Cacoub P, Musette P, Descamps V. The DRESS syndrome: a literature review. Am J Med

2011;124:588-97.

Tas S, Simonart T. Management of drug rash with eosinophilia and systemic symptoms
(DRESS syndrome): an update. Dermatology 2003;206:353-6.

Bocquet H, Bagot M, Roujeau JC. Drug-induced pseudolymphoma and drug hypersensitivity
syndrome (Drug Rash with Eosinophilia and Systemic Symptoms: DRESS). Semin Cutan Med
Surg1996;15(4):250-7.

Pirmohamed M, Friedman PS, Molokhia M, et al. Phenotype standardization for immune-
mediated drug-induced skin injury. Clin Pharmacol Ther 2011;89(6):896-901.

Chaiken BH, Goldberg Bl, Segal JP. Dilantin sensitivity. Report of a case of hepatitis with
jaundice, pyrexia, and exfoliative dermatitis. N Engl J Med 1950;242(23):897-8.

Saltzstein SL, Ackerman LV. Lymphadenopathy induced by anticonvulsant drugs and
mimicking clinically pathologically malignant lymphomas. Cancer 1959;12(1):164-82.
Kardaun SH, Sidoroff A, Valeyrie-Allanore L, et al. Variability in the clinical pattern of
cutaneous side-effects of drugs with systemic syndromes: does a DRESS syndrome really
exist. Br J Dermatol 2007;156:609-11.

Walsh SA, Creamer D. Drug reaction with eosinophilia and systemic symptoms (DRESS): a
clinical update and review of current thinking. Clin Experimen Dermatol 2011;36(1):6-11
Sullivan JR, Shear NH. The drug hypersensitivity syndrome: what is the pathogenesis? Arch
dermatol 2001;137(3):357-64.

Shiohara T, Inaoka M, Kano Y. Drug-induced hypersensitivity syndrome (DIHS): A reaction
induced by a complex interplay among herpesviruses and antiviral and antidrug immune
responses. Allergol Int 2006;55:1-8.

Phillips EJ, Chung WH, Mockenhaupt M, et al. Drug hypersensitivity: pharmacogenetics and
clinical syndromes. J All Clin Immunol 2011;127(Suppl 3):S60-6.

RegiSCAR website. Heep://regiscar.uni-freiburg.de/. Accessed April 5, 2012.

Incivek (telaprevir) Prescribing Information. Vertex Pharmaceuticals Inc. Cambridge;MA.
June 2012.

Shaughnessy KK, Bouchard SM, Mohr MR, et al. Minocycline-incudes drug reaction with
eosinophilia and systemic symptoms (DRESS) syndrome: a systematic review. Drug Saf
2009;32(5):391-408.
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Ganeva M, et al. Carbamazepine-induced drug reaction with eosinophilia and systemic symptoms
(DRESS) syndrome: report of four cases and brief review. Int J Dermatol 2008;47(8):853-60.
Elzagallaai AA, Knowles SR, Rieder MJ, et al. Patch testing for the diagnosis of anticonvulsant
hypersensitivity syndrome: a systematic review. Drug Saf 2009;32(5):391-408.

Chen YC, Chir HC, Chu CY. Drug reaction with eosinophilia and systemic symptoms: a
retrospective study of 60 cases. Arch Dermatol 2010;146(12):1373-9.

Pirmohamed M, Aithal GP, Behr E, et al. The phenotype standardization project: improving
pharmacogenetic studies of serious adverse drug reactions. Clin Pharmacol Ther
2011;89(6):784-5.
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2.28 TPEE R ¥ (Dyslipidaemia) (SMQ) |
(2005 £ 11 A IEEXVY—R)

2.28.1 EH
MANEE (2L AT a— AV EBEL/ HHVNIN ZVRIR) RENENTHIE FEAE DL HEE
(2725, LEFEISND,
BRI FR R EI L ZRR R OFE R HOWIIWE DG LT R ThHD,
HODENRDHS,
- EavxFo—)UIiE
—  HRNZURIRIMAE
— AR MAE
— kMR AR fE
- RAE mE
Sl AT o—/ViERUARE AL, EOLEIZE->T LDL, VLDL, 3L HDL (2K, RN
(AFAET DAL AT — /LD EHDLWIIIEER T DRI 1O, FTIZZ DM ST NRIeHZENH D,
HDL ¥§inzfrE., M IEE (Frloalb A7 w—) V) IREOEINL, 77 v— LB IREELIE D E72)
AT KA D—D>ThHD,
AL AT a—)VIUE, & 27 URYRMUE B A3, IEE A 53 2lsas o5 & (1 %) LB
HLZRWRD | R DIEIREZTRE 20,
77— LB AREEACIE O EG R AR OV, BE M ISR BLL TR A B HELL Lo T
L7=%IC3 85,
HANORWER L CTRIE LAk maL A7 a— VIUE TSI TR,
LMERNZVRIRME L, BZOEEHR LT Va2 — L OEEIEIR (RREREDLH7) OB
N TCTHD, HOWIFERIE (FriZar br—/L R BOSGE) RCEREFHL TWDHIENHD,

2.28.2 AT/ BROVEYE

aE:

— [HEE (lipid) |, T 27—/ (cholesterol) |, T~ 27 U-EUR (triglyceride) |, [VARE H
(lipoprotein) | DFEARZF5o FH3E

— MPOIEE. VREH, aLxTa—/L NZVRUR B4 5 E 35

—  JHEEIE 3 D SOC (MR L USRS ) | [FaRRA . [ RME, FiEME B I OEIREE )
(ZH 3R

— JEEARHOBRIFEEREZRT 9 HOMGE HEEIISE L TREMEDOH L e RIEVRE M
REPEEZ R IEF LR 2729)

- ZELLC, NFERHESE IR T 5 ICD-9 /b i

— 18-24 » AL E2—(ZB\ T, CIOMS-WG DBiFTF — Ak, 7 AMNE RICESENRE T2
R MRARE R AR CTZO SMQ T84 T 501L: =L A7 m— b iR 72U RE SR
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MAE THDHZEZ TR LT, MMDONEE BHE DA TR OIEFITM B S Lh -T2,
IS4
—  JEEEREICB 95 HRE (B : PTI2— =% (Gaucher's disease) |)
— K SMQ o HEPHICEEEER U E S A R T HEE T, 2L A7 r— A (cholesterosis) .
fEN %42 (Fat embolism) | 38X OMUAR AR (lipoid) | 25 Te 4 HGE

2.28.3 MBOEMEMRBEROTFRICETHER
MiRE 25 9E (Dyslipidaemia) (SMQ) JIZHSHR IR DA EFF> SMQ THDH, 1> T, Ml iz &Rk
RBRIZFE A EANEOND, FEMIE 1.56.21 2B B+ 52L,

2.28.4 [I5E R %IE (Dyslipidaemia) (SMQ) | D& EE K =Rk
Harrison's Principles of Internal Medicine, 16th Edition
Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med 340:115-126,1999.
Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult Treatment
Panel Il — Third Report of the National Cholesterol Education Program (NCEP) NIH - U.S.
DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH Publication No.02-5215,
September 2002
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2.29 T[E#¥HELUMEE (Embolic and thrombotic events) (SMQ) |
(2007 4 3 HIERVV—X)

2291 EH
MARSEIXZ IO EOH EAERICE->TELSD, Vb ka—iX, MARTEDR LI ITH 2%
M RE | MRSy . BRI EI RO EE Th oLk~ e,
MARFET, f8 O M4 /TR PAZEL 2D FIBEL 720 L T Rtz 28V CER AR 23 257
MARZ TR T HZE TR SITON AR E Th D,
FERRIEIT, MIRIZ K> CHERES M7 B F72 1 X BT L0 Z DL O M DRI WT S DR 8 C
05,
(i) BRZS 1%, AR Ak (ke SE) (2 B 28 IRD 2E (FFAR%K) TH D,

2.29.2 A /BROVEYE

B

—  HLGTIZE#E B L O E (Embolism and thrombosis) |12V 2795 FEME 38 KON AR JiE

—  FEZER I ON A B O S

- FHEBEOME

—  FERIERB L OUMARIEICBIE S5 T o HE

—  ZERJERB L OUMARIE IS BIE 3 DA D HE

—  ZERRIEB L ONMARAE 2B 45 A2 R D

—  ZERJERB L ONMARSE L BRE T D Eh RS L ORIROD PAZE A 7~ 3 R

- FERJEBIOMEICBIE T D IBMRO EL 2~ G

- BAEO M

—  ZERRIE I L ONMIARNE (2 B 35—k (R M) OF G4~ 3 HEE

— ] JFR L (diplegia) | - & kB (hemiparesis) . 7 J#f 8 (hemiplegia) . — i P f7 J#f 5L
(hemiplegia transit) . Hi < 4 J#f & (monoparesis) . H.J#t & (monoplegia) . A~ 4 Jif L
(paresis) . R4k} FJE (paraparesis) | <K (paraplegia) . PU A~ 4 fk¥E (quadriparesis)
BELOVU RS (quadriplegia) 27~ 3 HEEAZ 05 35 (GERRIE I L ONMARSE L O BN A V15
7RV EEN BRI (palsy) . AR (paresis) | iR (plegia) 38 L V22 R (paralysis) &7~ 3

FEIIERSN D)

=h
[=]
=h
[=]

RT3 D IR S5 K OB 27 76

BRA} .
—  VAZKF-OHGE (B MR TiE F 7 3B RIS B4 Dk et i M 7213 B et
DIJFIA)

— RERERILWVEERREMEO HGE (T7ebb, EffifEa O\ R A RE
— HA EBAN BIONRBHEOZERE D AE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

77



Introductory Guide for Standardised MedDRA Queries (SMQ)

— RN MR B O HIRE

C HERE R L OUILARSE L 00 B N AT 05 B R . R4 R L RS L O 4 R A
PR (WTBRIEL . -5 RRR . BB, — B PR . BN bR, BRLBRIEEL | AN AR, AN 2 R
S, SREBRIE, DU AR AR 35 L ON IR bR AR 3~ R A L 2 37 5)

2.29.3 HEgtEE
FEM B IO
(20000081)
e . . 1.5 Z A7 RABHHLIE % FEdA d S A
DIER g DIE il
ENiIR eBL O mis IR L O b Rl BB L Ovumie
(20000082) (20000084)
(20000083)

X 2-7 TE£LBXUM# (Embolic and thrombotic events) (SMQ) | D ERETE

[ 3 L O (Embolic and thrombotic events) (SMQ) | (LU 1) 12k 3 FEEHDOL )L 2 D
+7 SMQ 1243 Bis,
[E RO ZEH B L OUAE (Embolic and thrombotic events, arterial) (SMQ) | R ZR D PT THERK)
[ kO ZEF2 3 L OMA2 (Embolic and thrombotic events, venous) (SMQ) | (ki 52 PT ©
HERY)
[ # A 7 RIAHDNTIR SR O 2R B X O (Embolic and thrombotic events, vessel type
unspecified and mixed arterial and venous) (SMQ) | (JAIkiRZED PT THERk)
FERRIE R JOMLARIE I ZBE 5T N COMGELARR 35720, 20 SMQ D7 SMQ ZAlA5
HHZEVBMETHLEZ R HND,
[ X #0085 1ML %7 52 (Central nervous system vascular disorders) (SMQ) | [ 25 5 if ; [ i & s 5
(Cerebrovascular disorders) (SMQ) |1, % %% (Vasculitis) (SMQ) |35 L OV i Ae P F ik 2%
(Thrombophlebitis) (SMQ) JIZOWTh /- E I ANDLRETH D,

2.29.4 RBEOEMMEMBRE RO TRNETHER
[FEfe B L O (Embolic and thrombotic events) (SMQ) J 1@ EZE > SMQ THY ., el
FEDIEEFO, LT23 o T, i R LIl SR RICAE & 70D, 5EiIE 1.6.21 25 R452L,

2.29.5 #E{eBI UM (Embolic and thrombotic events) (SMQ) | D& £ & EH Xk
Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A. 1st Edition
© 2000 Oxford University Press
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2.30 [HFEEBR1E R #¢ (Eosinophilic pneumonia) (SMQ) |
(2009 4£ 3 H IERVY—XR)

2.30.1 EFH
BFERERVE T 28 DOFFMIT . ITIEIE £/ XV, HDUVNTE DM T I BRER DO BB HNHILET
%o R MAFREERFENNIE N Z RO BALD,
JRIRIE FRLOEY Th D,
—  RRYYE (el M)
—  HEFIH RPN (B AR, 7= LN T T 7 0)
- wmRWA WA 1)
— LR (T —7 ANT T ASEERE)
- TUAX—MERE ST ALV REIRE
P EEX T RLOMWMY Th D,
—  RIH I OGFEREKHINE (>450/uL) | K& SR PeidHE (0B D>5%) . E7o i34
— W X AR Lok (PIE S i3 ez B RS o 2 b o D)
P A W B i 2%
— JFEARH, TLAX—FREGEDND,
— Ik, RN RO A EOIIER BT EBID 50%IZ I\ Thig B O FEFED DU NI FIE DT

HHND,
— FZEAEDOBA . WRIMERRRY R (iR O “photographic negative” EFRSiL5) M3 FH#EL
ROHID,

MR AT BRI i 2%

—  JREARBHZED B E TERWHUR O AR 2 BB BEUE KOG EE 2 BD,

— BZHK, PR IR SR, B PR T B LU & 1D S B R R

L7 L IVIERRE

—  PRREERIT IR EE TH DO R T, — i@ TEOR B IIZ 7 36 L O i 47 BRER I
IAEZAED,

—  JRRNFFFAE REGYE | IR R G THH LB ZSNDM, TR E TERNIEN LY,

2.30.2 A/ BROVEYE

aE:

—  BFEARERVENT R B B S 2 R R A7 HRE A SRR R 83 T D,

—  BRAZRIRREDY D | R AV AR ERMER BB CITR WS, iR A R T & 2 DL AR AEICEE T
DB Z NSRRI E 5

—  HODITHR OBEARIERZ R T HEEL AR R a5 5

— R MAFERERICBE T2 HFEDH S | [HF (abnormal) | 25 Te HEE (1] : PTTAF R ER S B
(Eosinophil count abnormal) |)
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IS4

—  YYIE, BAHEIE, Y aA R = AR IO I+ R COHEE
—  IRRORERL K B & it 2 D Iy A7 8 3 L OYE IR IZ B 92 RS
— WSO O AT EEER MR A BE 35 IR

— ORI EE BRI BT 2 HREDS S | TIEH (normal) |2 & T 3R
—  RMIMAFREERICBE T2 HFEDO D | EMiFEE L7 W EE

—  HANICEET AR

—  BisMEREEZ R

—  FOOMEE EITEMER A R IR

12 FEROFIER B 72 HGE . PTIHZ (Pneumonla)J?aJ:U\PTrEtPﬁF(Myalgla)J%fﬂZ*ﬁﬂe
B0, TATVALEF A FIRBRR R A FE T 556 1L, 260 HEEITIEE sy<®U4’/’<J
BIRAESEDLID, BRINTHVLERDDLHEE 2 HILD,

2.30.3 THEURA
[ ER M i 7% (Eosinophilic pneumonia) (SMQ) J i FRtlc Lk Eis,
BFFRERMEI A 2 7R R B0 PT 2 & il sk (173U —A)
PRI S8 FHRE DR 5k RE 2 BN U 72 IR 3R, TR sk FIRBIE N RRo 2 RO AT =125y
b,
— A7 FY—B A EEEREEANE RS
— AT AV—=C:iiRERTEEZLNLHFEBION _HOIER R AGE (PTI % (Pneumonia) |
& PTI#5 %R (Myalgia) |
MRFBROFER, T DT OISR T REJEFNL, TV —AGRIK) O PT 22—l E&TER], F21X
IR R AFED I TTY—B BLNC @D PT #D PT 2% oL E&TiER], T72bb AE-12B B
L C) DIEFIEE 2 HD,

2.30.4 BROFERERFRFEROTFRNICETHER

[ R BRI i 75 (Eosinophilic pneumonia) (SMQ) J I3 Blslifi 38 & I 3R 1SN 2. T 7L Y R L Z

2 SMQ THD, ZOT NAYZX LIRS RO 2 O X 53 DAL G HOH TR LT DIEBIZRFE

THIEDKEEZ M EEED, ZOT NAVXLNILL IR TIORMEROTm v RELTRIAT 5L

MWTED,
AN, K572 SMQ OB,/ TR 3R TRz T HIEF A58 375 (1.5.2.1 )
BERBEDILLL T, Y7y =7 % [V BERSIVIEGIZ RS 572127 VA Y XL LD 7
B ET D, BB RDDRVEGFOSGEIIT NIV A L~ =27 VA THEHAT 5280
TX5, [FEERYENZ¢ (Eosinophilic pneumonia) (SMQ) |7 VYR AE, 72V —A or (I
7=2Y—B and 773U —C) ThHbd, 7/NVIAVXLTRIRENTIEFNZVARNE L TH T HTENTE
D
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2.30.5 [{FERERMEATA (Eosinophilic pneumonia) (SMQ) | D& E & B A
*  The Merck Manual accessed online as

http://www.merck.com/mmpe/sec05/ch055/ch055d.html

Harrisons Principles of Internal Medicine, McGraw Hill accessed as

http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneu

monia+&rootTerm=eosinophilictpneumonias&searchtype=1&rootID=12837&gobacklink=1&d
rug=1
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http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneumonia+&rootTerm=eosinophilic+pneumonias&searchtype=1&rootID=12837&gobacklink=1&drug=1
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2.31

[ 8 {44} BB 5E 1% B (Extrapyramidal syndrome) (SMQ) |
(2007 4 3 HIERVV—X)

2311 €
FEHRNFHFEMEOEFEF 1L, VAR SEIEIN = UARB R IED DI FARME R — S 2 5K
TR ORI A T D34, Himl ARBEE, — oI BXOT 7 =4Il T
BT HTENDD,
TE T SEAIMEIEBN R O FI2I I AERRE (ICL > TR IS D EBIEREDIEE TH D,

B TTHE A BORIK T EE | £, BEEMEEE OERE 2280305,

HHFHERM R —F V=X L DAN=T  THAVYT BEOERMES AT 5N, BYHE
THEERAT AU, 20 SMQ I8 ENAH & TH D,
#7 SMQ D4

THYVT WEHFEEZORIO B REAEN, % HEZORIOMBAELE, 21X, 2O,
VAR T (BRME A AT HE ) AP m ., 5. BLIORIBICILS AL NH R FE
EVEOBREEIR T T N — 2 ARRER, B, B, BLOVEHOT T h—ERERL AL LT
DD,

VA=Y A O R E TR MR THY | B E T RBO R E AL 5T H DT,
W7V —8 $5, B A EE ., B2, MR8 — B AR=7", 26 TNZ, R LUk
AL=T BB E T,

IR PR R R Y IR LSBT TS D L R IR, B X
OSEENR IR D =k, Z DD/ =3 PR RERFEICIE, SRR GRIR72 EE) | MEK 5y
WITHE, J7ZHu, FIET BT NFIE BEAS BLOEBSHE F3b5,

2.31.2 A5/ BRIVEHE

=l

=

B R 5. OV A 207 5 5 1 T Sy 2 B2 35
IR R IZ B LR WERL ., R AN=7 (5] : £1$R) . 3K KBS o B s (] : 32
FAEZAR DT BLOTHL VT I8 E DX OO TGREO HEAS S

LR BT A A RIS BT o M RE

33 AT i

H IR
MR A VEIE
~F ¥R Vat7hE G/ NHZEPEIE 3 )
et P AE A

R~ —L MEE
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—  FESEMRONES B SR OHRHR (AR REMEIR R, (B HRHR, S HRER)
— HERONR—F KRG ARAHHEE

2.31.3 EEEE
SRS B IE R
(20000095)
|
THTT NZES SVe DAN=T IR—=F Y RS
(20000096) (20000097) (20000098) (20000099)

2-8 [@EfAIBAE(RE (Extrapyramidal syndrome) (SMQ) | DFfEtE s

2.31.4 BRBEDOEMEBBRERDO T RN T DR

[ IR BE (A (Extrapyramidal syndrome) (SMQ) 138384 KOV 58 0 H 5B % £ b JE 1
ED SMQ THD, E%JZT%JE%%’D_&U\% . 20 SMQ DOFH iﬁ%ﬁioi()\f”ﬂi*ﬁﬁﬂ% B ORERLS
MRS & 2R 7270 SMQ OFFIZEBIL T (1.5.2.1 ), EAZREE O SMQ OF A 1X TAzRE
JED SMQ D HIFEE G AT HZE TEM TED,

2.31.5 T8I BIEFRRE (Extrapyramidal syndrome) (SMQ) | D2 E &KLY Rk
Stedman’s Medical Dictionary, 27th edition, 2000
Harrison’s Principles of Internal Medicine, 14th edition, 1998, p 2356 — 63
CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30
Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical psychiatry, 8th
edition, 1998, pp 955-963
The case of the frozen addicts by J W Langston and Jon Palfreman — Publisher New York:
Pantheon Books © 1995 ISBN: 0679424652 OCLC: 31608154
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232 TIENRHEGES. FASLUIEAAIREL)
(Extravasation events (injections, infusions and implants)) (SMQ) |

(2007 4£ 9 H EERVIY—X)

2321 €&

FRNE G- lc SN 3 o & SNR L. BFTE IHE Th 5,

— TRALIERE O ZEN DD,

— WD (1] o DFEDAVFREA) 13, MAREEIEA & o LV BB IBIEZ B ZEnH D,

RDIDGE TS D,

— Wk EEIR

— VRGN O FRIREA 2E

1A AN A FR IS, K3 K OVE DO ERIR O M8 8D\ NEE SO F ARk~ DB 5

WAL CEFRSND,

— R SMQ BT, T EANRH X, T V) — GRS, BHZRE) HHV e IR
THEOHEICBERT 5,

—  MESNRHOZBEIED FTREMEE & T,

— VRN ALBER L OVERR SR I Bl S D,

2.32.2 A7 /BROVEE
e
— FEMT I AN =L BRI o NS 2040 3G
—  PTIiH (Extravasation) |
o PTH&H X, a7 23T V) — I L HERILR Th 5 (SOCT — ik« BH FEEFE B LD
Be 55RO IR RE (General disorders and administration site conditions) |126%) ,
o HEEBEFETOTANERIZESWT, M REFOHBREITV, WENE Y LR TESI,
— S EAHEIAL BT =T AR KO B A D FHEE CRERS , VI, 2 TR,
FIPR, BEFER LONEE A G DSV TV HEE
o YA BDEEEIE A ORFEN, K SMQ OFFHIZRIT D2 Y HIZHKSNT, &I
BIXhTuEsn,
o A SMQ DFERDASTF U AIZHOWT, Tl TG 218D PT (1. A SMQ DEFRIZE
BT 58130 ESEHTENHIRD,
o BEHHNLOERIBIORBEDT= D MGE (LT OIES )

BRA: -
—  PTlifniia Hi (Extravasation blood) | 3 X O PTI R iZHE (Extravasation of urine) |
SHHZS

—  PTI#E%I s (Contrast media reaction) |
—  [EHHEAL (Injection site) | 35 X OOl AL I | ZAIVHITFIERF R THHT-9,
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T G OPTR SALBE, ISR OSER Th D (BIfE, K SMQ IZEEIITND) A3, g4+
2 e<EBEINID, ZNHDOHFEIX, 2—T 4 7 HIEL > TUI FEDT —F_X—AT{Th
NTWAIVEBOFEFI BB TDIENDD, ZOZEIT. A SMQ ZHHATHEICEEL TR
T ThD,

T T EERAL FFENL. IERXVY—ALLRTOT AMZEBWTHEEOFHF AR H LI T, —RAIIE.
A SMQ DOFFAIZEHHHILITM Y TITRNEZZ BN TVD, MedDRA =—H#—(%, BC.OT —
HNZFEDWT, SN IR 2 F 2 — R 35 L &R B JHREDME DAL, MR HFED
VERBEDEL THESITCNDNEINEEETHRETHD,

o a—Y—1% LLTI A7 —7 VA DHE (Catheter related complication) |73 55 SR XAV 7=E 1] & %f
ZIZZOHILEZE T RXETHDH, ZOMFEITBMEZO SMQ IZFEND PT (IZiZV 7L T
23, B DIEMI LR 01F5 T REMED B D,

2.32.3 RROEMERRFERDTRNCEETHER
[ % /60 Y (RS, 1A B L OMEIA 2 5847)  (Extravasation events (injections, infusions and
implants)) (SMQ) JI3elalff 28 L IRt 3R O JHFE A 2 TV, 7EMIIE 1.5.2.1 23T 52L&,

2324 THENRH (EHN. BEABLOHEIAALENAL) (Extravasation events (injections,
infusions and implants)) (SMQ) | D& E&EY R

Brown, S. Complications with the Use of Venous Access Devices. U.S. Pharmacist.
http://www.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2FF9.cfm&pub_id=8
&article_id=131
Stedman’s Medical Dictionary, 27th Edition, 2000
Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin Oncol Nurs
1992;8,2(May):133-147
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2.33 T[THFERERESS (Fertility disorders) (SMQ) |
(2011 4 9 A EXVU—R)

2.33.1 EH
MRS FH AR O Y7 (SMQ) | OBRFEHIZ CIOMS SMQ WG (IR E 131~ 1 D
SMQ IZHBESHHRETHLHEREL,
AULE -
—  —AEEEEEL RV TR R R B AEIR L2 (R RIZ) D) o H )
—  AFEATREZR R D RAT D 15% DB L TS
— LD HED GRS B D —>
AALIEIZIT A ML O WO ZER 23R8 5L ThY, mitEDR BT TN ZIK 35% ThD
- BE MO EROMAE DRI RTIEDOEIA 1L 20% ThD
- FEV10%DOFEK IR THD
—EB D F T TIIARHE 2 AR IE R A OFE T IE T TH 5 M ESNDIFIN T
—  FE T LUNRE A B OB RERE
_ ﬂbﬁ@ ﬁ:ﬁb\
- BIRERLOD A
e, ZERAE B F T 1T BB T O K AP AHE D R K ThHHEH T2 LitZen
FEE DATE BRI B AIEAE DV AT |ZBEE#H T 5
— REZERBIO BEAHER
—  Zna =T ERIO Y BE T S E M E A

—  REOEH
—  REUREEIC LM AR E D £ 1T
—

AALSEOFE B B2 3 A X

—  HUEEEE QIR AT IR /a7 LT V)
— PUERAIBLOATaARHI OO A

- BEoWAEwE

- FRBEYTUA

- ZOfh

2.33.2 A7 BRI EHE
aE:
—  ASERERIEA ST DRI BT 5 R
—  AEFERBIZ B HALEICRI T M EE
—  ASERERIEICBEE T oM A () ICB T o HGE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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FRob
—  AEREICE R R 5 2 7 W RE R 2 B9 HEE (VE R — 2B 5 HEE
— Qe KB ORS RO REICE T AHEEEIT EBAILEENHYFOL 2R R RIS I EE

MR RE AN RO EG EFI DT — 2R T o2 — —3, BET21ELAE T~ TD MedDRA JH
FEIX o ® HLGT, ¥ 72 b HLGT I & F J6 L OV [A] — % & 5 (Sexual dysfunctions,
disturbances and gender identity disorders) | 331 0" HLGT IME#&AE S L OVAEFEAERE S (Sexual
function and fertility disorders) | |2 S AL TWDZ IR E SN2,

JMO 7 : [ FERERE S (Fertility disorders) (SMQ) |13, Belslofi 58 & A3 58 0 FRE %1 2. TV D,
131521 258352k,

il

k=113

2.33.3 [E5EREREE (Fertility disorders) (SMQ) | DB E &Y Rk
Puscheck, EE and Woodward, TL. Infertility. eMedicine, 21 December 2010,
http://emedicine.medscape.com/article/274143-overview.
Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin Pharm, 1984, 18(2): 122
- 32.
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234 THILEDOFBEMRIES JUMBRERES

(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) ]

(2007 ££ 9 H EERVIY—X)

2.341 EH
A SMQ D= —/UiL, —HOWLE OIFFRIEELER, BT L2LTHD,
—  UIRUIEEEANT R R 32 8 0wk (] B0 art Y Ab AR B H AnE i e 8 TR, (8
) D A gL ST
— RENLEBICELIWLE ~EHSNS
A SMQ TiE, [FEFFRME | 722581, OB B O MRS HBIEORELZEWR TS

2.34.2 A7 BRIV ENE
I
— LB OHLDHER T BE T D IER B AR RE IR RE
— LB OHLWDHE /B T D IR A JE M
—  {HLE DOHHPLERI B D IR A RE N RO EE
— BRI AT B S R
— SOCIEgKIRE |122bD H5E
—  SOCIHARIBLONEHMLE |17 HO HRE
BRA
—  OPENHBAE DA BERE R 2 DU NI RIE R E
—  MSZEC, ISERINTIEZIR 0 CTHORIEMEH DN IHERERE FMEDORAE (L T OES )

- ERBMEE IR

B SBICFEMRR A SO TRBETL720121F, kD SMQ 2B E T2 T&5, [BPERER
(Acute pancreatitis) (SMQ) J. [TH(LE O 2L, 85, b 25\ 1B % (Gastrointestinal
perforation, ulceration, haemorrhage or obstruction) (SMQ) J . 3B X OV {4 5 K15 %
(Pseudomembranous colitis) (SMQ) |

7 fE THEELA (Laxative abuse) OHE& L, BLE TIXITHLE O IER B RERE % (Gastrointestinal
nonspecific dysfunction) (SMQ) | O—#8Cl7ewy, ——3[5E FIEELH ) 2SEG O E A
H7250X, LLT % F3EELA (Laxative abuse) | &2 —F— DR AUTIMNZ D28 KD,
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2.34.3 HEtEE
AL DIERF A IE I LU RE R &
(20000137)
AL D IR FAO JNE WHALE DIERr B RE R & AL O R FLAIE IR 3 L OMLE
(20000138) (20000139) (20000140)

X 2-9 (LS DIERRARIE R L UHEEERE 2 (Gastrointestinal nonspecific
inflammation and dysfunctional conditions) (SMQ) | DR E#E

2.34.4 BRREDEMERIRAERDO TR THHER

[IE L& o FE R B 09 & IE B X OV K BE % & ( Gastrointestinal nonspecific inflammation and
dysfunctional conditions) (SMQ) |38k 36 L OVR AR ZR O HFEE FF O EEED SMQ TH D,
PEfERE A RO ELAMNE, 20 SMQ OF AT Add I OVATE: 38 1 55 CHERLS UM S 2 5 7
720y SMQ OFIZFRLIL TW5 (1.5.2.1 Z2 ) . EAZFEE O SMQ OFI AL FAZREE o SMQ O &5
EREATHIETEMTED,

2.34.5 T{H/LE DIERBRHRIEB X UOBAEREE (Gastrointestinal nonspecific inflammation
and dysfunctional conditions) (SMQ) | DZE& £V A
Harrison's Principles of Internal Medicine, 16th Edition
Medline database
The Merck Manual

Dorland’s illustrated medical dictionary
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235 [HIEEOFA.EE. HIHSHLIXEAZE
(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) |

(2007 ££ 9 H EERVIY—X)

2.351 EH
THbE 22 5L
— B SWEBEZEELUTILEI DI TAHLWIERE . MIRE Bl L THI k- 1L
— {HILEZIL—BIHE DT X TDORETDOZELL
o HEZILTWZRW (B AME) — IERERE I EHAEAL T D,
o FEINTWA BN — KiHDWITM ORI L > THESIL T D,
—  RIFHEH DT OEAMEEIER IZL > TRES T HND,
o AHVE, JEREREE., R B L OA LT REL TSNS,
- PESITCORWEELLI, MEEN OB ALV HERE C& D (BB ONIALERRRIE X M5 H) .
iy
—  WEOHDLIOITHRER BT D RFTO Kb D0 IR R
—  RIEMEEESCHER OB I X0 S ILD,
THARAE H i,
— i — A HDNTHFR DOV TN HO IR O
—  {HABE H i — A OV IO H O I R
TH L& PHZE
—  PAZE— WA LITREEDIT A, HOWITEEE-> TODIRNL, IREE
— LB PAZE —HLE WA O fEE

St

2352 B/ BROVEYE

W

- HEEDOWTNONOEAIZIIT L2 FLICE T2 H5E

—  HEEDOWTNNOEAIZIITDIREHCE T2 158

—  HEIEEOWTNOEIZ BT DIEE B L ORI AR T2 5 B5IC L0 L b O REE

—  HEEOWT N OORENAIZIIT D MBI 2 G

- ZEALO B, HLICRER T DER . PR LU IR A D720 D HFE

ot

—  EMEERE S OIHE BT EMICE T2 HEE

- %EB IR L MR

—  OENREEREE I CBEFR T2 HEE (e— P —1%, [ O FENHEAEREE (Oropharyngeal disorders) (SM
Q) %%Eﬁﬁ"\%f‘%é)

- ERVEREFEICET MR

=h

i
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2.35.3 HHgtEE

LB 2L, 85, DU IPAZE

(20000103)
VL& DL, B, HidhaV NI . AR Vg gL 5 gy g WA
B ML OPAZE THALE OIS THILE DZEAL THALE O i
(20000104) (20000105) (20000106) (20000107) (20000108)

210 LB, BE. HifihHs\ X2 (Gastrointestinal perforation,
ulceration, haemorrhage or obstruction) (SMQ) | D@ tEE

HALE OZRIL, I, il DWNIPAZEIZBE T 5 N TOr =22 BT 572012id, T3ToY
7 SMQ Z A A G o TR SR AT LML BIT/R DB R, SHITHIA T, T 1 s

% (Oropharyngeal disorders) (SMQ) | IZ2OWTHEET RETHD,

2.35.4 RFEDOEMERFERERDOTRNZBE$HHER

MEALE D2 L. 1875, i dH D\ I A ZE (Gastrointestinal perforation, ulceration, haemorrhage or
obstruction) (SMQ) JZ Bl & AR 3R O FHFEZ FF O FEEIED SMQ ThD, MEfEkiEzR->Z L
ST 2D SMQ OF Ik F KL OVATER 2R FHFE TS B E A Rz 72y SMQ OFI A
PILTn5(1.5.2.1 2H), EArREEO SMQ OFIHIEL FALMEE O SMQ O HFEE & 228 TEi

TED,

2.35.5 T{HLE ORI, BT, Hifdh S iXBAZE (Gastrointestinal perforation, ulceration,
haemorrhage or obstruction) (SMQ) | D& &Z &k R

Reporting Adverse Drug Reactions - Definitions of terms and criteria for their use.
for International Organizations of Medical Sciences (CIOMS); 1999

Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition

Council
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236 [REAEROESESREE

(Generalised convulsive seizures following immunisation) (SMQ) |

(2012 4£ 9 HIEERVIY—X)

2.36.1 EH
1% PE 7% i (Adverse Event Following Immunization; % ALE #% A7 5 542 ) D4 5 O 15 |
(Zx9°% The Brighton Collaboration o & 8 ZHif~ T I L £ 0D 4= By JE i 3¢ 1 (Generalised
convulsive seizures following immunisation) (SMQ) | %, foJEALE % DHEHGTHLZIDLD
IRBAT DFNEDFEANTKA DT DIZFFE S AT,
[RAE NI E OB M TTEIC LI = — o DB R ETHH, LLFOITIV—NEEND:
— BB FAEANS | BAMERIERT IR RS E)
- BHRAE
BHRIEIFTROIDNTHEIND
- BiAIEElE
—  GRELPEFREIE
- EREFRAE
—  GRECMERIARMETE
- IFrm=—%{E
- RARIELE
FAEIROFH AT
—  ZEREHY ANREE DI
—  HEREE
— B REREE
— ATENEE
— PR ET IR K
BE AR BE T ERRIE R L 2SS
The Brighton Collaboration ™ AEFI(Adverse Event Following Immunization; 45L& % H 5
HG) LL TORHEBEREIERIOE R TIE, MEEZROL -~ 2L FOIITREL TWD:
- TREEZW DL~
o ERILEHIHABLO(AND)
o AEHFRE MEMEIEAE, FIEFAE, SRIELHERAAMEFEE, F3 0 E B e
- MEEZWDOL~L 2
o Bk kDOFER LU (AND)
o AEHFREE MEMEIEAE, FIEFAE, SRIELHERAMEFEE, F3 0 E B e
—  HEEBZMrOL~L 3
o EiHKOWELIT(AND)
o 4By EBh ¥

0

 ©

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.36.2 AE BRAVELE

B

- REEBRIEIAT OLEEWTHHEE, 3T 0InEREa—T 7T HID I
SD A REMED 0D FHGE

— AL DR I8RO R D M FE THRIZER L ~L B KOV & S @) {8 (2 B
o HEE

— The Brighton Collaboration (BC)IZ531F 22 I RIED ERLEEIZE BT L2FH GO HGE

FAN

—  EEERIEH LN EB A DI W TADNADEAT D GE

—  JRINGRHENLL TR AEFI SIZBIE 2 WNTANADZ AT D H5E

— B RERAIEIC R T DR IR A S AL E O HIEE, RS OIRIUL, BC DOE MRS ALE #%
DL R AEITE B TR WX UL UIRIRE DO S H S EDFER I LD, T2, Idi
(EEG) DIHR BRI LIZEAE R ATHE T, EfiS-E L THRBEMETHLNHTHD
(EEG ORAEMIK NI BT DEEITH 40%) .

E: T NIV LEA TS5 SMQT 5z UL E # O 4 B &5 % /F (Generalised convulsive seizures
following immunisation) | D7 ZMERITED | 7 AR TR &L T2 5o R 3K A2 B R4
% PT HFENRZD SMQ MOHIBRENTZZENDL, AR SMQ ZEFHK G IZEA T 52 L3 Cidane
Zz2bh5b,

2.36.3 T/ AYR A
K SMQ % FREDOE&MEOT TV R L5 L CRBENTIEGIZZEIL B 2 — D55 E15,
AT AV—A BT HHFEEE T AES]
HHNE
73V —B (@ T D HEEE S TIER] (B~ LB IO oM FE4) 8L O 72V —C OH
B GEBh {5 o4 B g O BLIAGE R FHGE

2.36.4 RRDEMERIRF RO TR THER

Wl iR 58 . SRR RN 2 C [ L@t O & B R /E  (Generalised convulsive seizures
following immunisation) (SMQ) ] X, 73U XA %F>SMQ ThH 5, A7/L2Y XLlE, H
BIDGER % S HITK D IABT D700, SEIEoHT Y —[H TOJRIERREHFEOMAEG DY

Thbd, KT7AITYRXLF., UFICRT LT, —oDRE#R et R L LTEERRETHS ],
BOINC, SMQ 7 = U —Z 3l £ 7~ 13K SMQ & LT M LT, BT 2IEF A2 MRS 5
(1.5.21 1),

MBZHTatw A 7Y RLAOHLEDLEEZEALTY 7 hUx7 T EELOBREK LI 5ER
EAI ) == 05, BELEEFIDN/ NS T =2y bThHABEE, TLVIV X bkh~
—aT7 Vb Ba—(ZHAT S EnEE, [GELERO 2T EEEE (Generalised

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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convulsive seizures following immunisation) (SMQ) | @7 /L2 U X A%, TA, £721% B &
C)l THhHy, 7Na ) XLEHOTEFZFHEWICENTTT Y 87y N A RNT 252 ENAEE
Th b,

2365 [ BELE®R DL HER FKIE (Generalised convulsive seizures following
immunisation) (SMQ) | O&EZ &K 2k
Ko, DY. Generalized tonic-clonic seizures.

http://emedicine.medscape.com/article/1184608-overview

Bonhoeffer, J et al. Generalized convulsive seizure as an adverse event following
immunization: case definition and guidelines for data collection, analysis, and presentation.
Vaccine 22 (2004) 557-562
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2.37 T[# P& (Glaucoma) (SMQ) |
(2008 4£ 3 H IERVY—XR)

2371 EFE
IRANEDOH NN R DAIVDIRE R D7 Vv —T
AR FLIA DI 3 L O ) 20 B R 2 A2 U %
FHIOIREIZ LV EE O EEDH L NIHE N HERIFBASZENTED
FHI2 " ODHAT
—  PAZERA RN : IR O BER M K O BRI R E
o AR EKDOERICLHZHROIRANIED b5, GLARROFEE LA ) Je AN EE I T
ETD
o EMRSERRUICRNEFE D BAETLIE0HD
—  BIBUE A RN  PEES AT DA S LTV W, I BEEIERZRUICR AT 2N DD
o FKNETHRHZ
o EMEICITRRYMERR DL, B CIBMED TR, T, B~ OFREIREE, fTooFby
DA E END
ooz A~
— B @DOHET) IEORENR: IRNE EF S EFEH#HN CTh-o Th MR mEES NS
—  NREIEENEE T, JIR L NERHDWTEFREINIRIET S
o BAMUBARKNIEIEL D, REIOIERZ D ZLITIEEA LN
o IRELZRWERIIZED
o BEMTHHEZEZXDLILTND
—  ERMERRNEE OB IIAER T SICHBLIT O, —FELUNICRIET 228055
o BBEITITIRIR, SRS, AIROIRME S END
o IZZL HIRGDWITMIRIZH AT S
- ZRMERRNEE IR ERI R E I I DR E -
o IRAMEHDWIMMDEFIRERITR LD LN DD
o IREITE REDRKE BIRICL, IRNEDIK T2 HiE
ok P D JEE K]
— CKEIZBITDHH 10 FHIOFENEIZZ 08—~ 1 O GLC1A Eis FOZERIZLS (ZOBIE
T OEMPIRIEZHIEL TODEHEESITND)
—  IRNE RS FHERE, ANFERYTS 5, DN A7 2 NS w %
o T IZVUBRT AV NIRRT EDRENREE TIE T 2R3 EHN
o WIMWIOBRBBARENEILT 7Y ART AV N, TITAABIH A ORI TIT R DJRK &7
HZENH, BALD 6 76 8 fFm<, LILUIEEFETHIETD
— IRANED ERIT, FEAROEADHEMB D NTEKDOPEHOE FTOWT LR LR, JEH
IR OB ELRD
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IEHIRE DR B EH 2R 25 8 13O ZER G- L THL0bLIVR, Fo, miR

JETHHMR S HFERIELRNEALHD

o XOMOIERELTIZ, EEZIVE., BiER, JCISUSL2WE, IRFEM, FEH., A,
WL, JER | HRERZEH 2365

2.37.2 A5/ BRINEH

Al

HLGT kN = F L OVE BRJEE (Glaucoma and ocular hypertension) | D LD FXToD PT
W B LRI I B35 R

B OHEICEES 2 HEE

PR SR HRE - 2 W RS (e LR | B R AR A AS RFo KON RIEIC B4 2 H B TRk N IE IS
Fr A CHHfRICBEIE ST Db DA LTS

JRBRR SR 6« e, SESR . 2T, d JOVER IR M A R TRk BE D 20 | ZRF B A TIEZR VAN
AIREME DB DIEBI 25 7E T DMEZ S DB D

EH PO SR IE O MFEZ & T e RKIEO MRS

SOCTHiIRmRA | O HFE T, IEH LW BRE R F L OMRE R 2 Lo HIFHE

YAZ KT 5k

FH LSO “IRIEFKNFE ORI BIT2 H5E (B AR . SEMESR . ANE, (L3
FOWBEAIIRAMES)

SR MRS MR ZBE 90 FTEE (A3 &%)

RO HAZIGC T, FFE O CTIIEE O IREH (Ophthalmological) © SMQ A4 32 w22
Y SYSYIN Y O g WA AN

2.37.3 BREDOENE LRI RO TR HER
[kl (Glaucoma) (SMQ) I B 57 & XIS O B2 A 2. T, REfllIE 1.6.2.1 220852

Z&
N— (e}

2.37.4 T#PEE (Glaucoma) (SMQ) | DB EE R R
Dorland’s Medical Dictionary
Merck Manual, Sec.8, Ch.100, Glaucoma

http://www.merckmanuals.com/professional/index.html

http://www.emedicinehealth.com/glaucoma_overview/article_em.htm

http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html
Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004
http://www.nIlm.nih.gov/medlineplus/ency/article/001620.htm#Definition.
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e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last updated
December 1, 2005

www.emedicine.com/oph/topic141.htm.

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.38 [X¥S52-/\L—EEE (Guillain—-Barre syndrome) (SMQ) |
(2007 £ 9 HIERXVV—X)

2.38.1 EH
X T2 N —EGERE (GBS) 1, ol 3 E T D RMEDRAENE I 14 22 F bk % 5 (AIDP) TH 5,
FERIZ, W EREHDVIIIEE ~DTA N RHDHNII AT T T X< kY720 5| Xt TR,
ERAN
D BEAFF TIZHDFEDT 7 F AEFERES I TV,
TR DEBEORIEINE T, 255, =T HilaEE (AIDP L7e%) D\ il FR 5 (ko iih
SR G ARSI L AZ S E LT D TH A,
GBS (%, % ROFHEEA T,
— D ERRENT A DL EOF R A @ E A RN EE T,
— OO
—  BEAE R ORI E 7\ Bk (CSF) & H E5-
ZDOMOFFERIITIR D LD 72b DORHY 2 5,
—  EERBIOER RO 5
—  HAmEAARS DO o B 5
—  BiBEIZ oW COBERAE AR
2RO GBS I, BRI ~% B CHURIAICABIEIEL | W, 4 ERLINICER ) i IS
T2,
BEOIERD 4 B EHEEUSHT 50, F3HR T8 51203, BIELRIEMEDBENE 2 58k
[ (CIDP) L CHrfES LD, CIDP LU CO B IREEEIXIE T 2 - H INICTEAIZET 5,

2.38.2 AT /BROVEYE
A
—  PTIXZ - R —JEfERE (Guillain-Barre syndrome) |, GBS D7 # A7 sns ik (PTIR
F— T 4 —hEWERE (Miller Fisher syndrome) J) 3508 GBS L[RERE
— BRI OVR AR O FFE (Je R, FERIFRE A FEZ ERS)
— DR T B RO S R R
— B LUV R AR
— R R ESOIEB) R & ORI R 2R 5 d L OYE R
— GBS Z2bra ki3 DR A 8
Bro
- JERMIZEET O HEE
- IMEBIUHEEHE
—  RFOEIRHGE
— R RIS AR R

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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—  FAREREL A TR — AR B O A (PT TR RS #h % 2 1 B % (Biopsy peripheral nerve
abnormal) | % F&<)
— GBS miaH#

2.38.3 7TNAAYR A

G ET DIEGNIT ATV L% W ThiR K AT T D, CIOMS-WG DBAJE T — L TITBH%
DIHFE TV DD T NAY X L a AT LI, FHIENTZL DXL IR0 T, TOREREL T,
W — | ZHREE LD ASCIl 77 A MZIET AT R AT A 72— 13 & TR, Ll
TRING IRIBAR SR CREOIEGI DR RIND AIREMEDH L5 EITIIT VT A LE WD EN A H
ThHOHLNZR, 20 SMQ O7 /LAY X LFNCELEZ £ > 2 —H—|% CIOMS # VY F /L3¢
EEZRTHZE0ED HS (https://www.meddra.org/standardised-meddra-queries £ ) .
CIOMS AV F N LFEITIIT NAY X LT 25EMIE EA T TV — RO HFEV AR FEIR ST
[AYN

CIOMS-WG [Z7 VTV R LZERTE T HIENRNETH-7ITHEIDG T, MSSO IZ FRED LI 72T /1Y

RACET 2R A G A IO RD T D,

JMO 7 L2 MSSO @ Website ~D7 72 A% MSSO O =—%#—ID/PW RN THD,
JMO D =—#—(% IMO ® Website (= B D~<X—">MedDRA/7 — 4 - B S0 EE > 77—
AT R CE > CIOMS AV F L 3CE) O EAG ATRE Th D,

SOITFEAMZIRA T _ZIERNL, LT OEEDONT I — DA BT DIER Th D,
HTAV—AGRFE) DDV ARSI PT 07 —2 HDHIE,
T FV—B 507t o0 PT 28320 T OIEf], HDHW I,
HT7A)—B bbb —20 PT & 773V —C ot —20 PT ZE T 503w
DFEH]
H7HY—B, C, D DZxNLENND, D7peb—2D PT O3 LHIEH]
BB (Paresthesias) | Ji& 5 8k (Hypoesthesia) 35 X OV 4K T (Muscular weakness) D X572
HRECEBOBEDHIEOIEATIZT LT RX L 2B & 1B+1C TIE /AR INEL72D, ZDLH
PRI TIIRAS TR ERET D720 1B+1C+H1D O T VIV X LEZFHTHZENTEDHND,

AT AV —IFRDINTE RSN TND,

172 —A (Bedik)

— GBS BXU GBS O 7 # A7 %3 PTHEMERIEMENLRE M2 F AR = =2—r/3F — (Chronic
inflammatory demyelinating polyradiculoneuropathy) J . PT I fii#fith % 5% = 2 — /35 —
(Demyelinating polyneuropathy) |, PTIZ - L —JEERE (Guillain-Barre syndrome) |,
BIOPTIRT— 7 v v —JEWEEEE (Miller Fisher syndrome) |

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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J17 2 —B (JLI)

— BEBIUOBHYROT —FX—=2ANHDOT ANIFE SN THSICCEICE> TRITHEN
X7 N —JEERE B IO ORI OFEG] (RIS, 77TV —A) [TV Tl RO oE R
FOVERR, FERe 2 A7 OV T S 3 LOUEREBOR A B Te, 5L O HIFEIL, DUBEn i 5
HRREEGEB L =2 — X — 2R T D,

7172 —C (JRIK)

— TAMIESWTHAICLHEICL > TEITBINEF T - A —EER B L NZE O ZD
UNTIE T B HIVD T, R 36 KON R A A A

7173 —D (JAEK)

—  TANIESEENR RSN T 8 TER B L ORI L OF T S —E R
BLOZOHBNZDOWTRLNDD, TANSNIZT —F_X— A TIEFRO B> T e | E
B SENONTNZS g X

2.38.4 MEDOEMMEMRBHREROTRNICETHER
(227« SL—JEfERE (Guillain-Barre syndrome) (SMQ) |1 Betk 52 L IR 52 D FHFE 2 2 TV 5,
FEANT 1521 2B B4 DL,

2.38.5 [¥FF. L —JEFRE (Guillain-Barre syndrome) (SMQ) | D& & & EU Rk
Textbook of Clinical Neurology, 2nd Edition, pp1085-1089, 2003
Cecil Textbook of Medicine, 22nd Edition, pp 2379-2381, 2004
Harrison’s Internal Medicine, 16th Edition, pp 2513-2518, 2005
Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis and Treatment,
2006 ed. Available at http://www.mdconsult.com/php/231760506-2/homepage
Cha-Kim A. Guillain-Barr3 syndrome. eMedicine. Available at
http://www.emedicine.com/pmr/topic48.htm Accessed May 22, 2006.
Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal Chemistry. 2003;
10:1931-1937.
Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore, MD; 1995.
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2.39 [EMmPERFICKSMmERE A (Haematopoietic cytopenias) (SMQ) |
(2005 £ 11 A IEERVY—XR)

2.391 EH
RER R R P E IS TV DR LU RIEE A EICE T2 ERPH L, A SMQ
DEFZDOEMELLTHER T2 LT TE AR oT2,
- ZRIHLOSE T, BaMRE LG RMEDFELE DS XISV TR,
- ZIHOGEITIEL, WO DRTHREED DUWITEMRREEN B LTV D,
FBARBRM R, SRR, BB PERIERAE . B ERAE 47 BRI E L LI Bk
WD IEIZBE T2 CIOMS (2L HIFEE 3 JOME B HEITAFAE T 203, 2D E F IR | ZHEHL
FTHZETTE RS T,
- ZIHOTEFRITITIM BRI O TR BE D 36 LOVER DN E FH T 5,
—  —ENIZERRAYTHY, SMQ AR RIZB W TH A ER THLLITZ ALY,
— b, TNHLOEFRITIE MedDRA HIFEIZ SRS FUTU R N PR AR A B 0O B e 7ot 23 5
TWND,

2.39.2 A5 BRINEH
B
- EMOHAREEEW ST D HEE

BEN T O MLk 7 g d T OV W 44

— B RENHI O M R A R R

- FFEOZW L

— RS O AR R FEA TS (D AN ) &) FFEIT Y 52 A2 R BARMEDNZ RS
T LMW FTREIZ T HH D TR

—  RERRFRICIE, FE o B (abnormal) | HFEEZ G E

at
- "
H

BB D\ IR AL & OIRIE 1L (S b0 FEEIXIERF R ThDT20)

—  BEISEARYED (Z DT | FEHIFEFME Tl B iR A

— iMAPER L, PUARBIEE M, SRR Z MR, BEOERIFERMER IR 2 158

—  MERERIERNE (3B DML 72 SMQ (MR ERIE (Agranulocytosis) (SMQ) J) &L TR

—  JRAIEL T, BAEORTEIRE S LOVEMR RIS T D

- BRRERIS JOYER
i

N —var 161 [ZBWT, fix OEFEG T — 22 A LIS L S&  PTINE rE
i) (Haemoglobin decreased) | & PTI~%E7 bt %% (Haemoglobin abnormal) | D73,
(Y& I P L 2 L2 AR I ERIBAME (SMQ) | DRI 2R HFED PT &L GBSz, Zavb0 HEEIXE
L DHLIEFNZFRFE T HIENTEDH, UL U 5 72 LD AR M BRI & I X B AR 72 it 1
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HEMRTADTIEEINIZY,

2.39.3 HgtEE
& M 2 2 A M BRI E (SMQ)
(20000027)
i EEC LS 2L, Fo 1 M S| L AR E M fEEICLSH Y LA
M ERJE (SMQ) kg 4iE (SMQ) 1Bk E (SMQ) /NI IE (SMQ)
(20000028) (20000029) (20000030) (20000031)

2-11 [ ez X5 i BRI E (Haematopoietic cytopenias) (SMQ) | DR @S &

2.39.4 BRBEDEMLBBRER DT RN T DR

[ 1 i 75 12 &% 1 BR i1 (Haematopoietic cytopenias) (SMQ) J 383 JUVE AR 58 O 7k
FFOMtEEIED SMQ Thd, M IEEFFOZLLISME, 20 SMQ OF sk KOV 2 A
FETCHERL SNBSS E A R 72720y SMQ OFIHIZEEIL T s (1.5.2.1 ), EALHED SMQ OF]
MIT TACBEE D SMQ D RGEE#E G 5L TEfTED,

2.39.5 [ infEEIC L5 MR E (Haematopoietic cytopenias) (SMQ) | DS E & EH 2k
CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for

their Use’
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240 TOfTENEHZRE. EKEIVGREBRE

(Haemodynamic oedema, effusions and fluid overload) (SMQ) |

(2008 £F 3 A EERVY—X)
2.40.1 EH
ANFHFNE DRI Z K OFA TRUb S TD
FEHE T

- BEIRIZBIT DTN T LEKO IO S iR

— R YERIB IOy AT v v T vy 1 — (BIAE ORI E AT D)

—  FERTuARMEHIRIEA] (NSAIDS) B3 IZH1T DT RAR T TP DA A FLE

— R E L2 BRE T DAt o HE A
o  PHOAI
o TARESZ A
o WLFIRTEAR
o COX-2 [HEHAI

D ER

— AR 72 R E DR DAL

— I K TS OH AR EORIROF A T

— AP (FERSCY X R D PAZESH DI AE OFEPEDEEINC L D) HD VTR T (DR 2H
DWNTERBIZED) THL B LR

— Lz XZoftho AEE (B BNMERINHZENH 5 (EK (ascites) . fiazk (hydrothorax) . &5
WK E (hydropericardium) )

—  REORHVEZIEIT 2L E (anasarca) EFEIXNDZ L0 B D

—  [AFEFEEL T, F0E (dropsy) 35 L UK E (hydrops) 238%

B i (effusion) D E#

— ROV 7 SRBDNTIME DI D\ IR~ O H

— AN FEHNER O DORE R

2.40.2 AF BRIV EHE
g
- ERICETHHEE, FEOEEL LR K2~ T HiExate
—  FHEOBROE ISR T L HEE
— RIS (IR) B EOBAMHIREEZ R T HGE
— RO G B T AR IE R L ONB IR (BK) I35 HEE
[F48
—  AVEICPEORIEICERE L - HEE
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o ;PR IE S AR B T AR IE (51 : PTT 4L #% 7% i (Post procedural oedema) |
L)

—  YEBIELICEDTRE EBEME MR, LSV W RIEICES T A R

—  IRICPEEE L7, AR B L OB IR D FHEE

—  PTIEM##RYE £ (Peripheral venous disease) |

— AR IR X E A B 5 DB R L L CRUR S TUVND,

— T 7% )E (Angioedema) (SMQ) IIZHE SN TWHEL D G, KFISZ ORI A HBR I 5
HyLEnD TR HEE

2.40.3 WRROEMERFAERDO T ANEE§HHER

A TEIREAYTEIE ., /KB L ORI E £ 17f (Haemodynamic oedema, effusions and fluid overload)
(SMQ) JITSIgds 38 FFED A FF> SMQ Thd, 1T, BRIl R & IR 3R X A U R EH
%o FEANZ 1.5.2.1 ZBRT 5L,

2.40.4 TIFTEVRBEYTZE., FKIB L UEIKRIR AR (Haemodynamic oedema, effusions and
fluid overload) (SMQ) | ®&EY Rk
Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys Assist ,

www.jaapa.com/

Harrison’s Internal Medicine
Dorland’s Medical Dictionary
Stedman’s Medical Dictionary 27th Edition, 2000
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2.41 TAMm{4ERES (Haemolytic disorders) (SMQ) |
(2005 £ 4 HIEERVV—X)

2411 EFE
A I 2 A 0D R i BRAN I J K OM B M AR I BR SR T R DO e 2 £ B I L TEFR ST D,
B LT FREA R E 35,
— MR ERAE N
FEH B yEE YL E S HN
— AT e @ (FiE K an)
JRRNE FRED I A TED,
—  JRMERPYEEE (5] R RAE, B ~E/ mE L E)
—  IRIERMEEL (] 3SR BRI AR ML BRI | 8 17 ) i 2, 38 R AE | kR A2 i)
—  HNEREEIR (51 : R, HEAIEE T MERUA, B M A TEPERS L, JERYYE , 3R)

2.41.2 G5 /BRAVEYE
Belsl yA A R 9 HEE. 370 b 1A ML (haemolysis) | <A ML (haemolytic) | VW) BLGEE & Te
MFEN—ICEE SN TWD, MR A | 36 X OVA L2 7~ 3508 01805 DU AR AR
HEFEN TS, F/ERICEET 2 EREOERITEEIND,
JRI: BEOIRIMAZEDE D THL, T LHEIEITNZ R WERIRFR AT RO HEED, 5128
HEFN TS,
W T 728 DA MO IEFFRAPEIRIT, —KITERIN STV,
#JH (jaundice) . #YH (icterus) . MLAHER . LDH BEhN, 2 ifn GEHIARE) . B UL v fE GERIAR
B1) 72 & | H iR MR A T2 O o, SER, B KO AT RITBRSA STV D,
FFEO B ~F 7 ae AR I RERAA SV, 2O X 7RIL FOEIIL, SRR OB E S
TVDEVDIDHTe LA, FEEICH DR ~ES B MBI IDERIERD—D>TH D,
TG MR I BRI S L ORI BRI R B 72 & D F RN FRAA ST D, L, IR 372 OF
72O va—2A—6— Uik &% S K HRJE (Glucose-6-phosphate dehydrogenase deficiency)
DIRRETH DT 7 Va—Z— 6 —V Wik B RABNEICBE 32 AR IR S Tuvany,
[ 1f. (hemolysis) | &5 M T TS LM (hemolytic) | SRS AL TUWVRWEGLH DV M T # FHEE LR
SRESTUVD,

2.41.3 BBOEREBRFRMERO TR THER
[ 1.4 [ 5 (Haemolytic disorders) (SMQ) | 1T I8 5% & JA 8o 52 0 R EE A 2 T\ 5, FERIE
1.5.21 #5452k,

2.41.4 THEMmEREE (Haemolytic disorders) (SMQ) | D& E &AL
Council for International Organisations of Medical Sciences (CIOS). Reporting Adverse Drug

Reactions. Definition of terms and criteria for their use. 1999
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2.42 T (Haemorrhages) (SMQ) |
(2006 £ 3 H IEXVY—XR)

2421 EH
LR E 2D O MK O H T D, N HIM TR ESIZE > THFES L, sk GEF 12/hS
W) ERBE(Tom £T) L BER I (1em PLE) ERBEND, Mk oo R E DA &R EEFFH T,

2422 A7/ BROVEYE

B

—  Hiifn (hemorrhage/bleeding) . M, SRR i, SREE, AR, (7 HY oD VE R 3 LY
MAEMEZH AIORL TODHEE, 2V DBB IO EL & b,

— PTIRH M (Blood urine) |z I H if. B8 8 FH & (& R i A2 H 58 % FR<) (Haemorrhage terms
(excl laboratory terms)) (SMQ) | 35 J O H ifn. B HE i AR #: #x FH & (Haemorrhage laboratory
terms) (SMQ) | FUZEH D728, ZOMFEITR P MK BFAE T DL BT /RS TR0
Lo, BRIRRRE A LIRS N5 LR,

o ZOMEEZ. @, RPOMKET RalR <57l shd,

IS4

- BWEMRZEL ST HEE

— OB RO BB B IO LA R

—  IEFWEORERE RS, 72720, PTIRF M (Blood urine) | 1XER<, Ziuid, HICHAHHE %
T HEE TR, IRP O MR O R Al REERH 506 Th D (LS R) .

—  HMmEAGE, ZHOIREEFRIETHY, BIERICBEEL RN 20

2.42.3 EEHEE
HH fiL
(20000038)
HH ot BE e A R (B PR AR A RE 2 BR<) HE i, B i R S 2B
(20000039) (20000040)

2-12 [Hif (Haemorrhages) (SMQ) | DR E &

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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ZO SMQ 1213 2 BEIE DY, R MLIC B R (L~r 1) & FREUDRT Z>0% 7 SMQ (L&
UL 2) THERR STV,

[t i BEsE FH 8 (B PR s 3B 4 BR<) (Haemorrhage terms (excl laboratory terms)) (SMQ) |

I HH 1fin 8328 i PR 4 45 FH 35 (Haemorrhage laboratory terms) (SMQ) |

2.42.4 BBEDOERMEBBRER DT RN T DR

[t 1. (Haemorrhages) (SMQ) 1138k 3 LOVRIEE 2R D HGEZ Fi->T- Mg IED SMQ Thd, BE
JEREEZFFOZELISNE, 20 SMQ OFI IR d J OV A & 5E CHE B S AU & A FF 770
VY SMQ OFFHIZEBIL TS (1.6.2.1 Z2) . ENZFEE O SMQ ORI T ZFEE O SMQ O HIFE
HETHIETEMmTESD,

2.42.5 il (Haemorrhages) (SMQ) | D& E &KV A
Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000
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2.43 THEREHLUHIERES (Hearing and vestibular disorders) (SMQ) |
(2009 £4£ 3 HIEERVIU—X)

2431 EH
A SMQ IXFEANC B E T 2 A REE D 5D B R EEA A& T 528% HINEL TA,
TROFO 2 FEOHREICH LT, 2 FEOT 7 SMQ #Ek LT,
- BER
-
BEFEAME T B E130THET 5,
— K SMQ TIZHEERE SR F A X BIL Qe 2T — o BE CIXInoORE N EE T
LD ThHD,
A SMQ IZE & S A HEEL, JFRIMICN BB AL SRIEREE I BT 2 HEE CTh D,
EF R — SR T 580, TbbIRENI R 55 kT 5
— BEREEEORRIL T LOEY ThHD,
o  ANHEHDHIH HOFEZE (55 HEE) . £
o WHBHDUNIE 8 Mt DR 2 (% HEmK)
—  EE TSSO TROIDICEBIS D,
o M) | FX
o  PRERME (55 8 idthkiE)
TEF%  HIRENE — B ORTRECRE# 95,
—  AIEE(NE) EEE FRROFERESERITIENDD,
o FEMWEDEN, BEEMED FE, TR, B A L, Bl WS AL P RS OE
1w

243.2 A5/ ROV EYE

I

—  HOHOOFIHOMTE R E 2B 92 A (EEH L O TR R )

- WHICHRT L FlfEE I 2B 95 A5

—  PWNARD HREE PR R FRE U S T5

Rl R AL TS R EE R R DRI R IC A D 5

ot

- ERMEDJFRIZB 45 M

— UM RGN B o MR

—  HAEMICEET LM

—  PARARIRR (CNS) B T SR L CRRSE IR ({512 b e F8 1) 71 Vi s (f51 /it
&) w2 DM E

- SMEICEIN S DRRRICEE T D

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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B D FONTIF LD SRR DBV SN AKX B ELH—RER0H B3, TRIEEMH D F N & 77
FPED FN IR B HWSNAE 0B 5= PTIER@EE® £\ (Dizziness) | % 84 57 (3
7 SMQT FiifEfE 2 (Vestibular disorders) (SMQ) | D il 32) 105 2R R EI N7,

2.43.3 HEgtEE

R B IO HIERE
(20000170)

T
(20000171)

A JEfEE
(20000172)

2-13 [PERE B L UHIEREE (Hearing and vestibular disorders) (SMQ) | D& @&

2.43.4 BBEDOEMEBBRERDO T RN T DR

[ 3 L OV RERS 2 (Hearing and vestibular disorders) (SMQ) J i3, Bl L OVAIHR R DO HFET
M SN DM EREZ RO SMQ ThD, FEREHEIERFDZE U DOAR SMQ D FE i 7 1A TP LOVA
W R HAFENDRE RSN D& A FF =720y SMQ LRI THD (B7var 1.5.21 2R), FTALO
SMQ O HEEAEAAA G DELHIEIZEY EALd SMQ OFI A REIZ25,

2.43.5 [BERBIUBIERESE (Hearing and vestibular disorders) (SMQ) | D& & &k Rk
Stedman’s Medical Dictionary, 27th edition, 2000
Merck Manual of Diagnosis and Therapy,17th edition, 1999

Vestibular Disorders Association, www.vestibular.org

Otorhino-Laryngology, James B Snow, Jr., 1979
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2.44 TBFBEZE (Hepatic disorders) (SMQ) |
(2005 £ 4 HIEERVV—X)

2441 EFE=
[IFFE (Hepatic disorders) (SMQ) 14, ig#ss A7 A2 RICBIR T2 FLE X G LU TE T2,
PRI HEC D, TREDE FN TS,
WO N B 5 FTREME O A R 72 W IFIRIZ BISR 375 AT D 8 5 4 FIFE O Gl fE I 55
JF R BEE S 2 R A 72 ey 212 B9 5 85 o7 SMQ
AN BT 2 ATREME D B D I B2 FFE O 37

a—F +7 SMQ D4
[T ik B 28 i PR A A L 78804 5 L OVE IR (Liver related investigations,
20000008 .
signs and symptoms) (SMQ) |
20000009 [T figet 2 e K3 B RE 5 - i 36 L OV JE (Cholestasis and jaundice of

hepatic origin) (SMQ) |

20000010 IR YL AT ¢ (Hepatitis, non-infectious) (SMQ) |

[ S X OGEM A BH o 18749 (Liver neoplasms, malignant and
unspecified) (SMQ) |

20000208 [ AT iE %5 (Liver malignant tumours) (SMQ) |

[ R BH O B J5 (Liver tumours of unspecified malignancy)
(SMQ) |

[ EPERFETAEY (FEH B L OVRY —7 %4 T¢) (Liver neoplasms, benign
(incl cysts and polyps)) (SMQ) |

TRF AR 4, FFRRMESE . AT AE 28 38 X OV o il o> Tl i B 5 (Hepatic
20000013 failure, fibrosis and cirrhosis and other liver damage-related
conditions) (SMQ) |

CRFIE o Je K% . FiEM . B4 R B L OV % (Congenital,
familial, neonatal and genetic disorders of the liver) (SMQ) |

CRF MR B 3 2 e [ 6 L O L F 5 (Liver-related coagulation and
bleeding disturbances) (SMQ) |

20000016 [P (Liver infections) (SMQ) |

(BRI T b= — L B & 5 S U7 iF % 55 (Hepatic disorders
specifically reported as alcohol-related) (SMQ) |

20000018 MR B # o JiF &% (Pregnancy-related hepatic disorders) (SMQ) |

20000011

20000209

20000012

20000014

20000015

20000017

# 2-3/JIf[E#E (Hepatic disorders) (SMQ) |OE>Z

ERIFATHN SMQ ThDH, ZO—HBiE, 61T, FAIA FFLRLOBEMIZHEDSWT, BEIC
SEIND (LT OIS EE | DTHEZZ )

2.44.2 A5 /BROVESE
B EATO SMQ (L)L 1) ThA TR (Hepatic disorders) (SMQ) J @ HEJIE, & COFH#ERS

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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RO E T 528 ThHD,

[FFiE2E (Hepatic disorders) (SMQ) | CiZ774~U—SOC LLTCYU> 7L T5 PT OAUARL

TWDH, > SOC DELDHFEN B2 —L LT SOCTIFALE RFEE | 1T 7L T,

“BF” LV HEEIZREIER RS ICB O TUILIEUIER > TSNS, THUTHRRIRE OB OA

AT oo T O EELRTHELL TEHINTWD, ZimZOMEIX SMQ (25T

R CE DRI TIT RV DS SRR L ER IR R A RS RN BRSNS,

[Pl R E B R, B L OMELR (Liver related investigations, signs and symptoms) (S

MQ) |:ZDO% 7 SMQ DIFEAEDHFEIL SOCTEFEKMA | > HLGT I if fHE & M A&

(Hepatobiliary investigations) | D FiZ& 5, LNL723HZ0 HLGT O FIZIFE M7 E DR E )%

PEDRVER IR IR A O A 4 B LOUEH R EF IR AR RS ENTWD, HRINOLDO HFEIZZD

MRBRUTITE N TR, EHIZZO SMQ (2% SOCTFRE RREE | > HLTFIRE R

L OVEIR (Hepatobiliary signs and symptoms) | D3 _TD PT BLODETiidH s3> SOC

MHD PT &5 1e,

Mg R 35 H 5 -3 X ' JE (Cholestasis and jaundice of hepatic origin) (SM

Q) | : ZOMRBITITAFIRICE K F D IR AR5 > B BIE T 59 X CTOHFENE T TR, 1o

T, HFAMIKRE (exstrahepatc conditions) (22 K] 92 BIEILERAN SV TN D, KR & 722 At oD (R 1 XBR

HSHTVD,

MM X OB R B DT ET £ (Liver neoplasms, malignant and unspecified) (SMQ) | :
ZOHT SMQ OF N TOHIFEIL SOCT B, B JOFEMAH OF AW (BB LOR)—7
& 1r) (Neoplasms benign, malignant and unspecified (incl cysts and polyps)) |® F® HLGT

rﬁfﬁ%iUpiinT%ODH?ﬂﬁ B % #1449 (Hepatobiliary neoplasms malignant and unspecified) |

B LCD, AT~z lREs I (Metastatic tumors) [ZERAA S TUVND,

(R EHED (BRBIOR)—7%E ) (Liver neoplasms, benign (incl cysts and

polyps)) (SMQ) | : 207 SMQ (2@ T 5T <X TOHFEIL SOCI B, Htds JUGEM A D

Y (BB L ORI —7%5Te) (Neoplasms benign, malignant and unspecified (incl cysts

and polyps)) | D FiZH 5,

TR, FFRHEEE, PR B X O ZF oo fFRifafEE (Hepatic failure, fibrosis and cirrhosis

and other liver damage-related conditions) (SMQ) | : 2D~ SMQ L F B TR I

HZEEBEXL TR, il E 13T IR AT 4 (Hepatitis, non-infectious) (SMQ) | EfLA & o+

THIM T %,

JMO #:Zm SMQ i2i PTI.UMEMEFFEEZE (Cardiac cirrhosis) |13 & £ TRV, 22— —i%

HESUT, PTILE M FTEZ (Cardiac cirrhosis) |1 # 2 H 5L EET5

PTI AT+ (Liver injury) | IXTHFARA, FFRRHEE ., FFIE R B X OF O fth o fF#E it & (Hepatic

failure, fibrosis and cirrhosis and other liver damage-related conditions) (SMQ) | IZ& &

N5, ORI A—Tar 10.0 TBNENZHOTHD, “FHEE (iver injury) O EFIZLIZLIT

SRR TE D LU R G L BRI ND D, WLONDEGE TIEFEA~DMEE BN T2 055,

ZD SMQ ZFIH T DT, 20 PT THREBRINDIEGI A EERSGHIL T, SMEMEDFESME D T
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BETHLNEIRE T HUEN DD,
[ figeiZ BEE 4~ A %R 3 X OV L fE%E (Liver-related coagulation and bleeding disturbances)
(SMQ) 1: ZOH 7 SMQ IZIIAFHEREDAR T ITED BRI K DD . 38 X ONZAUTIEE IR 32 ik e [
RIA=H—DEALNEG ENTND, ZOHT SMQIZE FdHFEIL SOCTEGRIRT 1235 Th D,
BRI T Vo — )V EE L84 S - i 2 (Hepatic disorders specifically reported as
alcohol-related) (SMQ) | : =0 SMQ [ZIZAREIZT Vo — W B AR = IC B 32 HsE 2 & T,
ZNHOFEIMO YT SMQ IZIEE EeW, 7287257 /Lo — L B EE R EAE R Mo i
BERRTIEITEFERRINZ2NBDOTHD, 72—/ VIZBE T2 A e R3H 503 D JFIA 12
Lo abHLMEE., FIAITIFEEZ, 1ZZ0H7 SMQ IZIEE £heuy,
M-8R BAE D fFFEE (Pregnancy-related hepatic disorders) (SMQ) | : Z® SMQ @*ﬁ?‘é It
YRIZ BRI AR E AR D BRI HGENE TV D, TN HGEIIMOY 7 SMQ 12T & Eh T
W, BEAE R MEORFRE 2 ERR T HFBR1T, W o HEE *Béf%’fibiﬁb\ﬁ%f‘%éo
JEFEIS JONEAE OFEEFEIZO BTS2 HFEE RS TS,

il KA DR WA HFEH DWITIE R 22085 e s T HFE IR S D,
SMEZFED AT D IRAE (2 B~ D FIRE I RS S T,

JMO 1E: -3 —a2 121 TIRBdR SR HFED Z TSIV TV FREDT T SMQ 13, el & IR D
W5 O HEEZFF D JoIEIES T,
<Pl LRI O AR R HFE A FF O OB ESho 7 SMQ >
> TRl S Rk, et 34 R B L ON& s (Congenital, familial, neonatal
and genetic disorders of the liver) (SMQ) |
> [T (Liver infections) (SMQ) |
> Tl R 92 1E19 - 3 LUV JE (Cholestasis and jaundice of hepatic
origin) (SMQ) |
> THTHEB R R AR A, 1feeds JLOVERR (Liver related investigations, signs and
symptoms) (SMQ) |
> AR, FFRRHERE | AR ZE 36 L OV o fthod fiFfill fa f& 55 (Hepatic failure, fibrosis
and cirrhosis and other liver damage-related conditions) (SMQ) |
> [IERGMERT A (Hepatitis, non-infectious) (SMQ) |
Fio, AR R FFEIZ O A THRERES IV TV TREDH 7 SMQ 1, Belulofs 38 R 7 CHERK
THIEESNTZ,
<P R HFED B TRERL T 5 Y7 SMQ >
> THREICT va— L B L Sz iR S (Hepatic disorders specifically
reported as alcohol-related) (SMQ) |
> [HRESE O T2 (Pregnancy-related hepatic disorders) | (SMQ)
> TEMERBS XOEMRBH O ET £ (Liver neoplasms, malignant and unspecified)
(SMQ) |

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

112



Introductory Guide for Standardised MedDRA Queries (SMQ)

> TR AY (FRBs L ORY—7% 5 Te) (Liver neoplasms, benign (incl cysts
and polyps)) (SMQ) |

> THTHEGC B3 D %EE 36 L UM L& (Liver-related coagulation and bleeding
disturbances) (SMQ) |
N—Va17.0 THEMEB XOGEM A ORTETEY (SMQ) 11E, o3~ SMQ O T
MEFIRIESS (SMQ) | 23 AR 58 FHFED PTIIF7 7L —a> (Liver ablation) | 21l & L7z

728D | DSl IR D W SR 3R | 2o 2 &l o T,

X —g2 231 TPTIFT7T 7L — =2 (Liver ablation) ] 1% Inactive |2 E X4, [FEMER
FOGHHMARB O 2D (SMQ) 11, 73 Nl 58 HFE D 7 | THERLSIL TV DHD T,
A SMQ ZF T DERIE, MR ICEE DM,

2.44.3 HEtEE

TREOEKIL, [T (Hepatic disorders) (SMQ) | D&% R L TW5,

JHFEE (SMQ)
(20000005)

FEANCBIESDATRE | | AFlgeod Je Kk, FiE . Bl Z T L a— )L TR R
FoGEORE || B0 || (e || MEEsne || R
SMQ) {EEREE (SMQ) PR (SMQ) -
(20000006) (20000014) (20000016) (20000017) (20000018)
|
[ [ [ |
AN RIS 5 P i 35 32 s A A iR et N ) i e SR A Y
JFpEsE — B 1, s JOVE JHIH - E IO [ 3 L OV I fE
LD (SMQ) K (SMQ) #IE (SMQ) (SMQ)
(20000007) (20000008) (20000009) (20000015)
|
[ | | |
FERGMERT A MR L OGE R A BT Y (281 AR 2, IFHRHELE . T
(SMQ) DORFHT A (SMQ) BIOR)—T%5 THZE B L O DM DAT
(20000010) (20000011) 7¢) (SMQ) HMARFEE (SMQ)
(20000012) (20000013)
[
| |
FEVERT B AE S FE AR B D i i
(SMQ) % (SMQ)
(20000208) (20000209)

2-14 [jif[EE (Hepatic disorders) (SMQ) | D& E#E

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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[iflEE (Hepatic disorders) (SMQ) i1 FREIZRT IDICHWICHEEBIfRICHL—d# D SMQ T
HERLS TV,
i EALOTHTRES  (Hepatic disorders) (SMQ) JiZ, Il BEGR T 5 vl et D& 54 HFED TIFE
HIRRER THY . ZNHD HFEN Y O R B B 2 AT REME O A X 7w,
[R50 BE3EE 42 i — Al FE AU 52 (Drug related hepatic disorders - comprehensive search)
(SMQ) 1135 EALTFRESE (Hepatic disorders) (SMQ) |75, Jo KM, JEYBE , 7 /va— LB
L AEARBE I G e E DI IEAI BT LA TR T2 D TH D,
[R50\ BE3EE 42 i — Al FE AU 52 (Drug related hepatic disorders - comprehensive search)
(SMQ) | D FALIZEIERRF B IED T D OH T IR O TIAN P I L7 — EIEF RO A
(Drug related hepatic disorders - severe events only) (SMQ) | 355,

2.44.4 BBEDERMEBBRERDOTHNCEE T DR
[FiE%  (Hepatic disorders) (SMQ) |13t ds X ORI O i 7 D 3R iE & R o Mg iE D SMQ
ThD,
TRED 8 DY 7 SMQ VTP L R DR R HFEA RO, MG 2R > ZLLSMT, 2D SMQ OF]
MRS JOVRH 5 FE TR S NS @i & 2 Fr 72720y SMQ OFIIFEEIL Tns (1.5.2.1 &
), LAZREfE > SMQ OFI X FAZREE O SMQ D HFEE G52 L THEMTED,
IRl LK 3D ART-9 > 7 3 L OVEEJE (Cholestasis and jaundice of hepatic origin) (SMQ) |
DFFNR D S RV, ZEMeME . AR R d L ONE =M E (Congenital, familial, neonatal and genetic
disorders of the liver) (SMQ) |
[ |2 B4 5 T Fe 2 — Al FE A 5% (Drug related hepatic disorders - comprehensive search)
(SMQ) |
[SREAI 2 BsE -2 B 2 — EE 5D 7 (Drug related hepatic disorders - severe events only)
(SMQ) |
TR A4, RFRRAESE . BT 25 3 L OV o b oo BT i [ & (Hepatic failure, fibrosis and cirrhosis
and other liver damage-related conditions) (SMQ) |
[ IR Y AT ¢ (Hepatitis, non-infectious) (SMQ) |
[ (Liver infections) (SMQ) |
T ik BE T il P R . 13t 38 L OME R (Liver related investigations, signs and symptoms) (SM
Q)
TRED 5 EOY T SMQ TR 3R FFED A& R50, 16T, Pl ik &Ik 28 CIERIC#E R 035
BID, dEflEEZvar 1.5.2.1 ICiEib S Tnd,
(EARE 7 Lo — VS ST TR SE (Hepatic disorders specifically reported as alcohol-
related) (SMQ) |
[ BVERFET A (TR B L OVRY—7"% 5 T¢) (Liver neoplasms, benign (incl cysts and polyps)) (S
MQ) |
MM L OGEHI R B O iT 5 44 (Liver neoplasms, malignant and unspecified) (SMQ) |
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[T it 2 B8 8 3~ e [ 45 SOV L F% 5 (Liver-related coagulation and bleeding disturbances) (S
MQ) |
MR B E o fITF# 2 (Pregnancy-related hepatic disorders) (SMQ) |

BRIRFR AL O IR | PSR O JHFEIT Y7 SMQIITHE B R R A A, B ds JOMEIR (Liver related
investigations, signs and symptoms) (SMQ) |IZEDHHNTWAHD T, [iFEE (Hepatic disorders)
(SMQ) DO FALOH 7 SMQ T2 Wi LU O IR B RFHEA AR R LG £ NI LT
BRRLITR0Z0, BT, WO BEE T DIE R 2 H o 272012137 SMQI Tk
(Liver infections) (SMQ) | THisR 32721 TlEA+20 Th o036 Ea72wy, 7 SMQI i BEE i R
A et LOYELR (Liver related investigations, signs and symptoms) (SMQ) JIZ& 51T
RERR AL D L5 72 B 3~ 2 i PR AR A H 38 TR SR SHVDIE A3 58 4272 BREUE B DL B I TN DS FlAL 7R
W, FALL~ LD SMQ Z2FI 3 2BR121%, THIE %[ (Biliary disorders) (SMQ) | EFIC &S IZH D
BEO~=a 7 VBN LELIND, FIFIZERL CUIEFRHIEALE TH D,

2.44.5 TjifREE (Hepatic disorders) (SMQ) | OB E &Y R
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-1880.
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2.45 (@& MEH (Hostility/aggression) (SMQ) |
(2007 4= 9 HIERXVV—X)

2451 EH
WEPEIL, B OERICOBRDBDITEIO —TERE ; A N O XDOBR E/ITBR AR TD &L
THZD, ik, WEITE), BUE U E OB EZ o285 LI B O 328
el AR EL TBLILD,
B H ANBHDNET N —T IR ROERKL ., faF AN L5 &3 6m

2452 A7 BRIV ERE

B

- WESHEBEEORWIAYERT PTs

— BESHBEOBNIAEED LLT 251 PTs

—  —EANTIRR O TH DGR BURMEL E O BIEME O SER E R (1 SRR R 5 L2 B
95 PTs)

RS LI MRV L OB PE SRS . — R AICIR RO —ERCH DIEIR,/JEBERE (f51] - DG [ 55

(ZBEHE45 PT JHRE) Bsh-:

— HARBIOAHBGITAICBEE T2 PTs, BLOUGEBMIE, E2ICB#T 5 PTs I\ TiE, Zhb
DIRREIZET 5 SMQ 23HHD T, A SMQ MHIEER Sz,

— G BUBEPELEREME O S <A W RS AR B PTs (B> SMQ &L C UREAI 36 UMK fh 14
[EEH (SMQ) 12365) .

— TN L BXONEEIEMICEET S PTs, Zhbid, 2o ERIC L T EZS e
O

—  ZCHGE BRI D ATREVE DB D AX R v 7 v v R a— 2 F (RUR IR RE T E 2 2) 1
R R TE DD TERIMNLIZ,

— BEZLRESDOVIIEEBORMEOREER LU ORT HEE (BE DB ThHZ N e
e

—  JEF} (abuse) AREE VDO LV 4 EFF (Abused) | FHFEIE. 0 H S THWZLO TIHARWO
TERANL Tz, L, 7 —F_X—R 28> T, [E%F (abuse) 1100 [ EFF (Abused) | %
EEICa—FT 4TIV TWBIEARH DT, TNED A2 G OLZENLELRE AL
Do

—  WOEREPEICRURR R TRV S

*REBPEBERE A2 Ry 7 Ra—0)
2.45.3 RBEOEMEMBHE RO TRNCEETHER

[ B Bk (Hostility/aggression) (SMQ) | I3 BRI 58 & 138 58 O HRE 2 2 T\ D, aEfilE
1521 25T 5L,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.45.4 TEE /%M (Hostility/aggression) (SMQ) | D& E & Rk
Dorland's lllustrated Medical Dictionary, 29th Edition, 2000
The On-Line Medical Dictionary, CancerWEB project, Dec 1998
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246 [BIBE BEREORIE
(Hyperglycaemia/new onset diabetes mellitus) (SMQ) |
(2006 £ 3 HIEERVIU—X)

2.46.1 EH
BEPRIFORWIE, 1@ H P72 e R 2 0 Z2 R L AE 27 L o — R E 7 I3 RERR U L 2 — A D
ERAERAELTD,
PEIRIF I D MBE L, A AV WD 7 Va3 — 2B O | LT Va— R A R)
OHIMOFEFRLEL THBLT D,
1 BB PRI
- ZIEFIDOK 10%
— B B MROBIEICEIS (AT L LITRERE(IB A) oA AV R Z
2 BOE IR
- BREHIDK 90%
— SESERBEOAAVAME, A AV SRR T V3 — A RO INE RS E S5
S — AR O BB M
i e B AR A S B fR
— BT B OBRERTE O EAEH
- 27F VAZRT (IR L) 23 Btk
ZOMDENIZ RO :
— ARV WETIIER O R A BIRAY KA
— SN W R (BRI 72 )
—  AVANAEFARNVE B AT DN WEE (7 U TR GRS
- UANAREGE (A NAT BT AL A2 E)
- FEOHEHFL LML E
—  ZOMOBARBIIEERE (XD EERE R E) ITLE58
—  TEROK 4%ICBIT DA OHE
B DR IF D TR NE & AL 52 P RETE D 8 % ) S 25 2 & D &b B 3K Al
— AR LIE 2 BUSHERL LR
— AH=Z A
o AVRIAERDWLD AL AV WO B Ml EORED (e ARY 7R E)
o B MDA CAENEOMIEER IO RV HUR O LR (o F—n %2 7E)
o ANVEVHIEMES Va— 2 AERBIOA AV EZEOIK T (F vaarFarTal
72E)
o AVAVUEEMDIR T (FeT T —EREERE)
—  ZLOBE, RO G FIEICXY A ATRE HDV IR O FERFIRB IO Eid R
(2 Carha—/ LA HE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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FFROONDIER  ZEUE, R, ZIR, (KERD
ZOMORHEE  HaL AT — VIIER L E3 @& N 2R R fLAE
AR PR
— 1 BT AE
— 2 OYINIEE, EEDOEITIT VKT
A OHE
BERIFME R R —3 A (DKA) | Fiiz 178
—  FEThEREIRZEERAE (NKHS) | Frlz 2 7Y
o DKA BIONKHS 1ZEhIC, FHEICEAMRIERZ 5| S 2§ ATREME S HY
B OHET, Ui v (RERAEZ2E) | KifE M GEBIIREE B728) | BL =2 —m 39—
(R FH 72 E)
—  BUNMAEERE, @i O B
—  RIEERIL, B I L OZ O oA OHA F (EifE22 &) 12 B

2.46.2 B5 ROV EYE

B

—  FERI i O RO R BLA KT HEE

- BRI BIOEEREGIHELL T ZOMO HFE

—  BERIELLITE LA A T2 BN T IS DA R Eaidr L a— ARG R

— “diabet-,” “glucose,” “insulin,” “ketone,” 35 L O“ketosis” D REMR %A 95 5k

—  HLGTIBEfttkas (bR P% & T9) (Glucose metabolism disorders (incl diabetes mellitus)) |
\ZORDDIFENE D HFE
o ZOHLGT V745 PT OfstEaL ' a—

— PRI R AIRE IR, BT R BLOE IRIE D2 BEMEAL., 18 SESRIZ IR IR A B L T
WHEEZ BNDHHEE

— IR AFEIRERIE ORI BLARIE T 26O THDH, £ DR BTN EE

Bro

- RUIAOHEZRT M

2.46.3 BRFDEEERFREROTRNZEE DR
[ B B PRI O FJE  (Hyperglycaemia/new onset diabetes mellitus) (SMQ) |13l 58 & s
R RO AR E R 2 CVD, FEAIE 1.5.2.1 22T 22,

2.46.4 5 IkE ¥ R%E DRI (Hyperglycaemia/new onset diabetes mellitus) (SMQ) | D
BEZBYRN
Oki JC and Isley WL. Diabetes mellitus. Pharmacotherapy: A Pathophysiologic Approach
(5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York, 2002. pg.
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1335-1358.

Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th Ed).
Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York, 2001. pg. 2109-
2137.

Vanrenterghem YFC. Which calcerineurin inhibitor is preferred in renal transplantation:
tacrolimus or cyclosporine? Curr Opin Nephrol Hypertension 1999; 8(6):669-674.

Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis, myositis, and
insulin-dependent diabetes mellitus by high-dose interleukin-2 in a patient with renal cell
cancer. J Immunother 2002; 25(4):373-378.

Costa J. Corticotrophins and corticosteroids. Meyler’s Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.

Coates P. Miscellaneous hormones. . Meyler’s Side Effects of Drugs (14th Ed). Dukes
MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1520-1526.

Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-
Hill: New York, 2002. pg. 1395-1411.

Currier J. Management of metabolic complications of therapy. AIDS 2002; 16(Suppl
4):S171-S176.

Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential cause of morbidity
and mortality. JAIDS 2003; 32: 243-244.

Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS Drugs 2002;
16(2):77-89.

Citrome LL. The increase in risk of diabetes mellitus from exposure to second-generation
antipsychotic agents. Drugs of Today 2004; 40(5):445-464.

Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical

antipsychotics: literature review and clinical implications. Drugs 2004; 64(7)701-723.
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2.47 T@BUE (Hypersensitivity) (SMQ) |
(2013 £ 3 HIERVV—X)

2471 EFE

ZOSMQDHEM

—  URZEEGHE, PSUR (&M MBS )0 DO B RIEEN AR DR, T 7 F o h3
B2 ATREME DS B DIMBUE /T L VX — G DT —F RN — AR XETD

— WBUE T LT —ROSICBEEL TOD W REM RS HLETOIAT DIERIZRE T HILaE
L=

— U= LAGFRIRE OSSO R D8 A T % XHT HZ 8% B TR0

FEDOTLAF—EROTZHD SMQ 1%, T TITH 4 DL DONFAET D (Fl2I1X, SMQITF 747

> — i (Anaphylactic reaction) (SMQ) | . SMQT Ifi. & 7 & (Angioedema) (SMQ) J)

"EEOE" 13, LIZUIEEMI S 25 RO 72 SOS I BE S 22 < ORBA TR T 572D 121

DT FIETHEHSNS

- BETOIATOTVAFR =S AT 25830 EE I Vb

SMQ I EUE (Hypersensitivity) (SMQ) 112613 S5 <O HFEIL BEUEL T L LF — KR F

FORBLICFRDOFKEZ XL TELT | S HVZEFIZ- DT iﬁiﬁéﬁﬂﬁbm FEThD

2.47.2 B/ BROVEYE
A
- BH DT BROMOEIE S ICEE S DWBEUE, T L LR —GER A KT AR DD A
TOHGE
o IEMBAE=TLAX—NERFRERD Lo TWDHIRTE
o IR AFE= MO R A 5L TS RTREMEA @V IR TE
— RBUE TV IVX — A RS DR AR A AL RO R

T 2 HEOEFNBNT, FHUORMEE R T ERNHLIEND, A HDNTT 7 F 85 LO BN
DEARITIET T, #o0y PT 13- 3R 36 L VAR K HFEO M F IZHEIND, HDOWITNWT I
ICHEESNRNEVYFRENAETT,

[Z48

- HCOREREIZET MG
o LML, bLINGLDREZRBTHILERHILEAIL., 2—F =132 DI HFEO LR

HINZZ —T AL T HLGTT H C s b (AutOImmune disorders) | ZZ 4 25ZL

— BHEMHRRICICETAHE, DLLEL TS 413 HLT I B4 54 )& (Transplant
rejections) | TH/N—T&%

- FrRRROSIZEAT O EE
o INH(TULAF—RERKTIERL, EANR T 28R E UG R d BOR) BB RS 513

=N

l
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a—W— (% PTI Y HE BAAE [ (Idiosyncratic drug reaction) |2 24528
— MOERIZERE T L7 L —HEE (] 8, BW7eEIZL5b0)
- TBIHEE
- HH U TF AZBE LIRS R

IMO 1 : 5 D F M 55 e 0 TN B9 B VR DB BUE (Hypersensitivity) (SMQ) 138k i 5%
LIRSS O AR AR 2 T,

2.47.3 [@EHUE (Hypersensitivity) (SMQ) | DB & &R R
MR 2H D170

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.48 [BIE (Hypertension) (SMQ) ]

(2008 ££ 9 H IEERVJIU—X)
2.481 EFH
IR ZE AR E D B EE BRI ND,
JRIAL -

— R ORBEME /3R 5 1)

— MDA BIATREL 726 00 (R ME & ifUE)

E DN OZ & IE & T DM DV THE 4 OFEHENE 2 Hi0CTHsY, IUHE ML+ 140 mmHg DL 1,

PLoRHE 90 mmHg LA B &) EHEDLIGHE I fLE 200 mmHg P E, #EaE#fLE 110 mmHg

L EEWS BHEIZ B D FE TR IC bz oTD,

2003 AEEIOMN & 2 (ESH) /BRI CMiEw 72 (ESC) i ML AT A R T A 2 36 LUK E [E 7Ll

fii A 22 AT (NHLBI) Tid, i 1L 120,80 mmHg RKifiESiv D, m i EiE PHEEIE

I E 120~139,7/80~89 mmHg L& T 5,

B DEZ T, i MUE T A AT M A SR GRS RSO T D,

7 DBFIIIIER CTH D, &M E 2R 5 5 BT =R E I RO D,

i ds L OMELR :

— W (EEOGMEDSE D)

—  PBHHTHAREMEOHHEDOMOFFRZ R EED o BRI, 5% 57 R, B, B L O
W

—  MEEMICRRT 23 S, R, BLOER

—  EIMEBRSIEIC SR R R R, 35 ORI itk

—  PRRREIR R R . AN ZES LI ., BAAERRE S | 7R if M ANE

JEREE I T, ORI AT O DR, SR BT 42 B A B R A A e 73 %6 B

T O, FRCERRIZZ N,

L E VL O A ZEC AR A AE7 2 & DMLE A R NDYAZH - L L TEHE TH D, FHZW 1%

WEETHD,

2.48.2 AT /BROVEYE

aE:

—  JFIEMEARRENE RO R IMLE THDHEREN TS TR TOMHGE

- BMERAL LT FEIREBRLICEDL O, I N WAEOR RIS &5 oM & i £ T,
ZOJFHEBPRINTODED

— PTIA&RVy 7 Ru—24 (Metabolic syndrome) | . i IILE N ZDOFE B D EFHZDEFE THD
728,

— R BEE ) M PR

— L =T rUF T ROTEMAGIC G- 2 R E

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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—  SREARREAEEN AL b LI s IE Y B 0 Sl

— EIMEOBW~—h—FEE T RICE T D HE

— BRBEHREGEEWRTAIHEOY L SO Ll TIEmEN (hypertensive) | &)l FE
EETH O, BRBERGICE T 26 AR EET 72D, IR ROV SMQ &
W20 EENHD (B TRz 0% B (Ischaemic heart disease) (SMQ) |, [ HX A%
H I 5 OV o 2 1k 48 45 1 £ 9 JR & (Central nervous system haemorrhages and
cerebrovasculoar conditions) (SMQ) |7,

FAN

—  ERMEREBREECEMEEZED ., X mEICWBEN0HH D

— i EAE  FINRE TCHEE | 325 NETUHESE | ARJETTHE , 220 NC 2B O R B A 72 1 45
FOVER

—  REROBBIEZE LFIROI S @IMEICER T 282 00H 50 0 (F: D Hs%E | 25 %
VB, 77 a—2MEN R GIE) , 72720, a0 —EsE L C I EME (hypertensive) | &)
E e B e S

— MR d VT 2 v M BT OO AR SR (31 : A, A )

— DAY AZ R A (] D PERES . BEIR P, B, AR AE 7R &0

—  JIKBOENDE MO LRER (B : SR B L OB D F )

—  CURMEREMEE S EE I A RO D RIK AR HRE

HAR SMQ Oa—H—%, @IMLERFT/e> 7T THHGEITIE. R SMQ BERIS LT
(K], 18 SR 3 KON RICEE T2 HFE (CIOMS-WG OF VYV LEDSE 2 25 R) 2R 3R]
M HZeaMitd ~&ThD, £z, MmO E (Ischaemic heart disease) (SMQ) |1 14K
F R R i dS & OV I 2 PE HE 65 12 £ 5 IR B (Central nervous system haemorrhages and
cerebrovasculoar conditions) (SMQ) | *72E D fthod SMQ ZFI AL T, @il EDEEE R T 52
LERFTTHIELTED,
* FRCHGEFED : [ (Central nervous system haemorrhages and cerebrovasculoar conditions) (S
MQ) | *IZCIOMS = WG DA VY F )L LEDRFL TH %, H171% I Conditions associated with

central nervous system haemorrhages and cerebrovascular accidents (SMQ) |

2.48.3 MEDEMERBERE RO TRANCEETHER
[ 1f 1 (Hypertension) (SMQ) [ edslids S OVAIRR SR O HFEE £, sE/lIL 1.5.21 22 RT52
ko

2.48.4 [EIE (Hypertension) (SMQ) | D&E &RV R}
Journal of Hypertension 2003, Vol 21 No 10.
Journal of Hypertension 1999, Vol 17 No 2.
Harrison’s Principles of Internal Medicine, 16th Ed (2005). Part 8, Sect. 4.
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Dorland’s Medical Dictionary, 30th Edition, 2003.
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2.49

[{E 1 3% (Hypoglycaemia) (SMQ) ]
(2016 4= 3 HIERX Y U —X)

2491 EH
B B I ol 72T (B 20T KSR BB D ZAL) R AT HZENHDHL~L GEE . 50 mg/
dL Riifi) £ TITMES LV a— 2D R E LD, R I L@ 7 Va3 — ADRAL AL A
WA DA = XD B DI D,

R pEDZWEL T, MAEDIT | ZOIEROFFE, BEOMIHEL EF IR 856 D2
SOEIEFER 07 L0 = 1% (Whipple's triad) | & —fkE9IZ 82335,

BEOARFRFIL, ARMAEZ RBTHIERE 2T 2BE D 5~10% CThHod,

fRMBERER T, 7 Va3 —AL L OAR FIZHEE K 3 DA AP OTE AL - A e 5 2 BEE L
TWh, ZD7  FIT, BhiE, Bx . AL, 2RI D, 7 /va— A0 O (K
BEIE (neuroglycopenia) ) 185 EL, e R EE, Zy it 2158, AR B, fAEmIZI3sE
T OJIK E72% AT REEN 8D,

I E DR 2 72 RBEC IR TR D LY -

Wy - &)= ~aRYR =)L RUHIV o PUTF LR AL TR (T
V7 7H ) F L ORI & B 3~ 50 0 fUEE R F3EE L CEE DO IEY 1355,
RIEAR ANV =IVIRFEOMER /LA — ERAEFEE | FIIERPOFIROT 72T 55N T
BT 22N TED A ORI fpE,
SMRPEA L AV = BT, A R PEA RN D REE; (BB ESES) | M OV B i I 15
BOSPEARILYE - FpostE, MALOREIZES (B2 1E, BEHEE FIRL-BRERERSH D) |
F7T e R IR KABNE (B 203, e R R HE)
22 R A b
o MEEMMIAE L, B 2R BEMMEHE . BMET GO RE A O B MO R ERIE
KI§ 281 > AU AR RS (F O PRI (2D E 2 ARETHY., i Tt K
SRR L FRICE BT . BRI OSBRI Al A PED T2 RN i A A
MAEDIRREZ G T D70 ST D,
o ERAIEER KNECHENIEIE LR FHEI S L COD AREMER 8D,
IR ME DO FRIZIFK OB DB D,
o B fuEKimE

o HIEFA
o TIYHAXCHERIE B
o IR

o EYEKER
o /NRERFDT AR M

o HIFAE
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o  FHEMAREREIXTIE

o %

o [FRKRAE /AR (T—T4777)
IR DOTRIRIL, 73 —ATHY | MO ERE T ARRB 2R KL HHFER IS TRHEM 5
ZEDHHETH D,

2.49.2 A7 BRAVERE
B
— AKIMBED A 2 2R RISk HEE, HEEE L T HKIIEE | <o H 58 H OFE & 7R RE D I b |
RIS T
IIAE D2 W2 P78 — 4 2B o & JAC B2 1 EE
RES 78 AR AE O RER BT -2 3R
IR IAE O SE B D% 7~ T Rl REMED & D BEE R/ AZBE 92 R
Ak
I fbE O RN B35 F 38
I pE DS RYEREIZ B 92 HGE
FTHERIS (B35 78
M BEZ > TRAET DRFBE DRI AR WAERNC T A R ) 23 R RN 72 D IR R 72
FERZ T HEE (B R E1TE), BEUR, 5% 57 B & OEE)

2.49.3 BRRDOEMLBRRERDOTRNEETHER

[ME b (Hypoglycaemia) (SMQ) 11, Belgihf 3R 6 JOUAER 2R O FHEEE R D | FEIZ2 RN T
1%, 1.5.2.1 ITREHSH TV D,

K fbE O, RO — RN IR RO R T, Ny 7 7T 0 KA XBRAEL S alREMENR &
HI-, RERFERIT, EE L CGEATRETHD, 7 A M RIEHEX. AT 47y
fa— XHT47ar ba—LORRZRLE,

2.49.4 T{EIn%E (Hypoglycaemia) (SMQ) | BE& &KV R}
Hamdy, O. Hypoglycaemia. Medscape Reference.
http://emedicine.medscape.com/article/122122-overview#showall
Merck Manual, 17th ed..
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2.50 [{EAHY LISE (Hypokalaemia) (SMQ) |
(201943 HEER Y UV —X)

2.50.1 EH
KAV A fEIE, 3.5 mEq / L KD MAEIID A K) JRETHY, RE DIV LRTRO A R £z
1%, MR ~D AV LD B B @ K> T & ZEh D,
JRIAL:
— VY LEREOWRAD
— BIEEIE MEENDO RV LOEFEIIRE K
— BHVY AMIEZ G| ZRL T ZENBITWDIEMIZIL, FIIRIE, THI LRI, Ix71* B
FO vaavFasR BLOB-2 ZH/BIKTI=ANNEEND,

*IMO 73 : 950 F 50 CKEB) TlXIMineralo [ IZ3 27 /L Zm T RERIR PG4 THHD TIIT
IR xo L7,

IREABRII AV D DO OFEE IHLAFL, L T OIEREZ T

— KT (Muscle weakness) | #%5&%# (muscle cramping) . ##E S EIH (fasciculations)

—  FREAEAL T A

— R %SJ:UVEEEELJ— (AT A MUIENEE DA

ECG (D EX) 2 ki@, migE )y 228 3 mEq /L R0 EIcikE, U Ta5ETe

— ST F (ST segment sagging) . T i K (T wave depression) . 5L U 1K (U wave
elevation)

— FLWEDIY AMAETIE, T RITREINSKZ20, U ITET £ R&<hD

AT SMSEE, IRD IO IRAHTENRA 5| & 2 ATRENED B D

— DEMEHISIUH (Premature ventricular contraction) 33 & OV 52 M 81 44 IHE (Premature
atrial contraction) . L= VMEAA R A FE R (Ventricular tachyarrhythmias) 35 O B SR
MEARFENR (atrial tachyarrhythmias) , 35XV 2 EEE7-1X, 3 EDFEET vy

— DEMEN N RAEANZI AT DR DD

1A%

— RABITLOM T, BEITOLEM O EEOIERDRNERY, 20~80 mEq /A4 5-2%

— BNV LMERENRO GG HAL VY DOFIRN G135 D ERIRER I CREERY 72 Dlg o £
=RV T EITUND D Hfj( 40 mEq/h DA 525, @ OEIRNIEAIZ 10 mEq/h LI TIZ
FTARETHD

2.50.2 Ag /R EYE
=
— EBAUTAMIEFZIT. U LTEL A E R RS ARE
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— MPBICIRFOIVY LRI T Eoid, BELZEEIORTHRE

— ARBVY AMAEDIRBEI LB T DA, Fl 213, BBV Y MERF O AR ECGHR &R E

— BRIV AMAE RO 72 AN EE R

— {1 E (Hypotension) R2{&#25 (Hypoventilation) 72 &' 0D X5 AR AV 7 AMEIZUIE U IE BEHE 4
%% DO fERRER

BR4t-:

— EAVD AIMAE O A RO B RS BE T DRI (B #; Rk 7 7o o = —JE R
(Fanconi syndrome acquired) | & JR#fiI%E 472 F— X (Renal tubular acidosis) )

— R I B S D e e ds L OVER R L

(EAREDMT N TRV R AR

A VD I i LB~ 2 g 36 JLOMEIR

SERMEDIRH YD L jiE

2.50.3 MBDOER LR EDOTRNCETHER
MEA U o AfifiE (Hypokalaemia) (SMQ) | (Zid, Bk & Ik o5 O ZEHZEN & 0 | §FEl7e
FEFEHIZ1.521 IIEHFINTWAS,

2.50.4 BT LM (Hypokalaemia) (SMQ) | DBE &R R}
Merck Manual, Professional version; March 2018
Kardalas E. et al. Hypokalemia : a clinical update ; Endocr Connect 2018 Apr; 7 (4): R135-R
146. Published online 2018 Mar 14. doi: 10.1530/EC-18-0109
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2.51 [{EFb~YrH L MMEE .~ SIADH (Hyponatraemia/SIADH) (SMQ) |
(2007 4= 9 HIEERVY—X)

2511 E&H
T RIY AMAE T, RO EH 72 % O BICE E L THE STV D,
—  BIEHEREA A, oMt DA, IFREZE | B IEMRE . ORISR IR NE DIRMEZAE ., &
MR, BPEFI TR MR R4, IEH:, T L SIADH
TR AIMAE DN T,
—  PEBR MK BRI T RIT LIS LUVK S R ZAZBE S 2 (M E72 13 FRISE R 35)
—  PEBR MR BN AR T d T ONVEIEL B 32 (O MM O AN R E /3B AR E K]

‘a—é)o
— R BR A B () S R - TR & D VO FE M AR N L B 9D (b KB D IR
SIADH).,

SIADH (%, kD L5 7l 2 O RIZBEEH 35,

—  FEM (BRI . X eRRE R (CNS) IR E (AR H 38R, BREWN MGV MR, i ZedH D0
VEREEAE . 7T MERERRE) | RS (e, RRZ ., Wi 2, E7I @R P ZE MR IR )

K RID AlffiEE SIADH 1%, EBIZRD LD 723K L BE 5,

— CNS HiFHAl, ZBRIEHOOHI(TCA) . &/ 704 F 2 —PIEA (MAOL) | SE#IRA
=UFEIAZBLESL (SSRI) 7Y R FUERA (RN~ BE L) | 3B KOsz Al

— AT uARERRIER] (NSAIDS) BEOT BT /7=

- PATPARRRRAI B IO 72BN

— AT F=NVTLT A (RRZ7ar 7 assIR)

- TUVHATv RS (ACE) A ke X —

—  ZLOPIEEIE (FFlZ7m 7 427 73R)

KT RID AMAEIE, 38E . IIE R A53<135mEq EL CERIILTND,

- BELHDVIRECHRIE AL, BIERTH D,

—  HJE ({E TN Y A<120mEg/L) HAWTEMEDEA X, KT EHERETHROMEL LW
FERZ R,
o MMVRRERERR SRR . REAREEEL. MR, E IR, AR TRREE | | B L OVEE,
o ZOMOIENR: EL Mg BIOF K FIRRES DV L
o TOMOEFKRMRAER T (IIFHOFT U AMETICIZC) MRS KT JRIZ%E

JED EAELIHE T BRORFPFNTLO EFELITET
SIADH D2, KT A MEDO KUK 2 HER L T,

2.51.2 A& /R ELRE
(=
— WROWEEDHGEE:
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o AKFNTAMIE
o SIADH
o IMIFEFFITMETIZOWTORE KA
o  IMIEEEEM TICHOWTORE B A
o JRHTFTIITLPRE DL OV T D ERIR R A
o  RIRBEDOELIZOWTORERBRAE
—  PEERRZRIT, B KT R Y AE, SIADH, BXONULIE O F R LD EIHIRI R LVE
IRE DR DDV TICRET S PT 2512,
—  RERRFR I AK T N AE K OV X% SIADH 2R354, i EREE HDHWITIRETED
B RP DT RIY L HWTREERF I OWTOIBIN PT 25 L0,
B4
— K SMQ THRSNIEGNZEL XL TOEEZERTHIL,

AR NI AMSERS LD, XL SIADH OREIIX, 7% 24 3§ DM A5 OF(EIC IS ZhH Dl
IRIRARL, RIROGE | RO L TThbhb, TORE. K EERERE REH LV
BMED L572) RdHYE L SEBNL R FE AR R bbb TICEERBIEO A ZRE T LIE0 D
HDT, ZDIHIRGEITZDOREGNIA SMQ D HITFRASIND, [FREIC, FEAEFE DR M GELL,
M@, S5 EL. HDOVNTERE) A ME L TODA, 34 TR e S LA A L CORVWERFTG |
FNAHEL UL RTINS E R THY | S IERI ORI 1T KT Ry AfUiE,
SIADH O#&FNZ T DIZIIA+ 022 E BT ERWIEEFI LT, A SMQ BRI SD,

2.51.3 BRDOEMLBBRERDOTFRNEE TR
MR AdfndiE ~ SIADH (Hyponatraemia/SIADH) (SMQ) J 13 8kdsi i 52 & I8 ki 5% o F 5521
TV, iEflX 1.5.21 22 R3 528,

2.51.4 T{EF Mo AffE,~SIADH (Hyponatraemia/SIADH) (SMQ) | D& E &k R
Foote EF. Syndrome of inappropriate antidiuretic hormone secretion and diabetes insipidus.
Drug-Induced Diseases: Prevention, Detection, and Management. Tisdale JE and Miller DA
(Eds). American Society of Health-System Pharmacists: Bethesda, MD, 2005. pg. 611-624.
Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus homeostasis.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, and Yee
GC et al (Eds). McGraw-Hill: New York, NY. 2002. pg. 953-979.
Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of Internal
Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-Hill:
New York, NY. 2005. pg. 2097-2104.
Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison’s Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-
Hill: New York, NY. 2005. pg. 252-263.
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252 [HRERET -—RIGHEETRE
(Hypotonic—hyporesponsive episode) (SMQ) |
(2011 42 9 A ERXVY—2R)

2521 EF
B IRAR T — BOGHEAR T 3 4E (HHE) [ZIZ R O E D 5 -
—  EHRARHRIROKT
—  ARBOGSHE (FEOTFRAt O R Z %L C)
- KEoZEaGEA,.TFT7/—8)
FREDOUIF o PRI L 72T AL TS
- UI7TIT
— AR
— ANETATA ATV EAAT B
- BEFRUIF
FEAENEH BT 7T o OEGZ IR ESN TN
FOBEITREIL T DO
—  MERERLR 0 AR Y 2
- —RGFEEDO I, TR 5%
BESIVBIG N TRCICBIE 2358 13 TITRun:
- UITFUORE
- EHIR
- UIFUOERSY
- SESIFREROMAG O
KED 7T A EEGREHE (VAERS) 12BN Tk, BIELD ZMEDIZI MRR00m M E (53%) 12
HHE #&BRL CT\Wb, —HF. A7 X0 7F % —_AF A A7 A (Netherlands vaccine
surveillance system) Tl BMEIZE1T5 HHE O R E0 LS TnD,
TPHEEREL OEEO R BLE TOREMIT, 85 3~4 R THHS, TRIEME%R)D 48 % E
TRSEZELHD,
JER T2 6 4375 30 47 e,
353D 1 DIEGITRELZBDHILD,
The Brighton Collaboration (BC) HHE Working Group (HHE DJERE F4 B3 4) 1%, F1ERFD
FRIRBIERIZ DX 3 BRI OREERB W O T VLAY X LEAERL TN
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HEEBHI DL~
INTA—F— .
L)1 L)L 2 L~)L3

. RO F20E | BRI F20F | BRI £20F | BRI F20E "
SCPE I I I I I
R HERRIKLT HERRIC T ABH EE HERRIC T

oS . e . e . e .

e ) FT o~ | FT—t | FT—%

# 2-4 THBEBET — stEE T3 4/E (Hypotonic-hyporesponsive episode) (SMQ) JiZE¢5
HEZWOTNIYRLDL~)L

2.52.2 AE /BROVEYE
(=

—  2WEoRT G

— E#MPEEZMDT BC © HHE OEFRICHKSWIMEL I OERO HEE (BT /—8
(Cyanosis))

BRot:

—  HHE ORZ ML W HEE

b

F:BC DEFKITIT, HHE OB WrE HAHT 26 072 B MR A 1 X722 A ICRLAS T D, L,
Sk HHE DR Mreia g ORI Lo TR A M AIAEND W H DD T, Bk D HEE
AR SMQIZEE T RE TRV EWIE T RE TR,

B EHIL7Z 2T AROFER, BC OL~L 1 TOLTYXLBAR SMQ OHERENDT VTR AESFL TN
%)

2.52.3 THAIVRXA
[ BRARAK T — SUSPER T 58 /E (Hypotonic-hyporesponsive episode) (SMQ) | D7 VA YA LH T
V=R D IDNTERSILTND:

F TV —A: P R

172 —B: HERERT

J1 73V —C: FUGHEE T

7a)—D: HH/FT/—E
A SMQ OT NTVA LG T 5HE BEBRSIVIEFIN FReDO RO A . ZOREFITEEMIL E 2 —2
MBS D,
B L OB LIERNL T RLISE Y T500:

T 72V —A R R) (830 HiE % & T rE s

HDHNIE
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HFIAV—B + HTIV—C + HTIV—D Mo & —oLL o FHEEE G T JEW
2P TBE MO T VTR LERIRLTH R,

2.52.4 BRBEDEMEBBRER DT RN T DR
Pl sk & IRSRSR TN 2 T T BRI T — BUGHAX F%1E  (Hypotonic—hyporesponsive episode)
(SMQ) | FZ7 AT XL%ZFFHSMQ Th D, A7 /NTY XAALE, BROERZ S HITK VA
HT DD, SESERAT TV —RTOIRBMRBHEOMRAGDETHDL, AT /LAY XL
X DLFICRT LI, —D0ORFE#HE TR L LTEEMETH D,
BHINZ.SMQ 7 = U — & gkdik itk SMQ & L CiiE i L <., Bl 2 5ER 2 MR T 5 (1.5.2.1
ZH),
BMBHBEOTav A, V7 T EHNCT AT XAOMAELEEEA L T EE THRE
LTIERIZ A7 ) —=0 735, MR LTIERN/ NS 2T =42y NCTHLIGE, 73
ALE~v=aT Vb Ea—Z#MT 252 & aEe, [HHERRIK T — RS TRE (SMQ) |
DT NFY ZLE, TA £72i3 B & CED)) THY ., T3 Y X 5% TER Z #fiVic
BOITTY Ny NIRRT LI ENARETH D,

2.52.5 [HHBRET — KK T#4/E (Hypotonic-hyporesponsive episode) (SMQ) |D5&%E
BRI AR

Buettcher, M et al. Hypotonic-hyporesponsive episode (HHE) as an adverse event following
immunization in early childhood: case definition and guidelines for data collection, analysis,
and presentation. Vaccine 2007; 25: 5875 — 5881
DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-hyporesponsive
episodes reported to the Vaccine Adverse Event Reporting System (VAERS), 1996-1998.
Pediatrics 2000; 106(4): €52
Cody CL, Baraff LJ, Cherry JD, Marcy SM, Manclark CR. Nature and rates of adverse
reactions associated with DTP and DT immunizations in infants and children. Pediatrics.
1981;68(5):650-659
Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur Limited; 2008
Recombivax® [package insert]. Whitehouse Station, NJ: Merck & Co, Inc.; 2007
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2.53 [RENEUEE.BCRERSE (Immune-mediated/autoimmune disorders) (SMQ) |
(2020 4= 9 HIERXVV—X)

2.53.1 E%=
S EPEREE (Immune-mediated disorders) 13, B CAlfkiC M SN RIEZ G & Z L,
Mg OBIEZ 5 & 2 I EPHEEE  (Immuno dysregulation) #4595
H A (Autoimmune diseases) 1%, B CPUAE X OFEH OPUR R & 3 25 HUE R
() T FR O SR BUE DFIE Z FEVFFRIIZA U D
FIENTEMIRBOBHRRIIAATH L3, LFREEIND
- BEEMER
— Y
— IMEMEEGE
— S RITEEE 5 A DHY
FREE 2 5| & K 2 B M EREOREARIZIX, LLFOMARDbE TRIET DA N
7%
— BCRSET Mk
EERE/ NN
RIEMEFANA
MRS AL
GIENTEVERE SR, HEDOHCAEA N = AL E EOZ ERLT LHHALMNCEN TS D
SRS ECAA
FESIERIETIE, VA b A RT ) 7 a0 —F PR EORANT, ARBIEEEZIXE T
GENETHHENEEOFFFGZ LR L TND, A=A AE, ROLEY
— T RRIENAEE R
- BEfFORREEDHEAL
GENAEMERE T, REISEZ DD TDICHRT Va Ny VT2 7 7 F itk 5T
BENRBEFHTLD D
BIEILISEISETHY . HOODERVEL T D RN H D
— BT, RS, R, RUBICESNFEEL
—  ENRISITIE, R FHERON SRR R ENH D
R RIE T N LT S ER ORI TS S5 ¢
— aFaRT A RXD0EmH
—  JEGEESER T (TNF) BHEAZ: & OREE O i i

2.53.2 Ag BRIVEHE
g

— SERERSU 7 F U IZEET D AR D & D M EEREE S L OE 2 EE
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R G

— ERIHERINTWARLTYH, HERE I mENEROREAHRZN T e AD
SRVGEILS & D RAE (] : BAER Y o~ T, REEIERLEE)

o UITFUERBLEHETHRREMNH DT, BHBEMREE NS i, ORI FE
LTEEINLTND,

—  THECSE] F203 BN EE] ORBICHIGT 2EHM SN TWRWHRE 728 %
(X PT THF% (Hepatitis) | 1%, PT TH CAEMEATR (Autoimmune hepatitis) | 35 ZOF
PT T4 (Immune-mediated hepatitis) | (C6T 26D E LTEHEEND, =
O DM SN TWRWHEEL, BENMEME/H CREREL LT LHERLTND &
IR 7202, —IICRAGEE LTEEND, 72120, Zbi, @Myl
MEMEOBEEZRE E721E, 2—T 4 V7 T HBEORRIED I WBTEN 70 — X & fa
T DEITAED B Db Liv7auy,

o JEGIRE T/ARESIZRITRIREME N AT 3t T DIFEM O ik = BT E £
AU (1 PTTf Bk R iE (Neutropenia) |

— HOHUERREINE X N B B RSN 1t 2 OREFHAHGE, i bI3A
WHEE L TEENTND

FRotk

—  RIENTEMEREE R L OVE CE R E (S BT D BRSO I, FERE R R DT |
£7- T/ A4 X} ((F#i (Diarrhoea) | X° CA E%% (Urticaria) 72 &) %5 X ZJ [
MRS D720, —KIICERI SN D

— YR OSIE N TENEIRAE

—  RHBEIEE R — VI R

— B AT = A LDFEY] T & RV IBBUE, MEVEE, £72137 77 4 T % — U

—  JRPTHY e B RO

— ERMER CERE

2.53.3 BRRDEMLBERREROTRNEE T DR
[ A fEMEREE B O 5% % % (Immune-mediated/autoimmune disorders) (SMQ) J 1%, B ¥
F ORISR R FGEZ RS, FEIL 1.5.21 5B 52 L,

2.53.4 (@ rfEtEfEsE /B 4% EE (Immune-mediated/autoimmune disorders) ( S M
Q) | NBEERYAL
Brahmer JR, Lacchetti C, Schneider BJ, et al. Management of immune-related adverse
events in patients treated with immune checkpoint inhibitor therapy: American Society of
Clinical Oncology Clinical Practice Guideline. J Clin Oncol. 2018;36(17):1714-1768.
Champiat S, Lambotte O, Barreau E, et al. Management of immune checkpoint blockade

dysimmune toxicities: a collaborative position paper. Ann Oncol. 2016;27(4):559-574.
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Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R, and Sindic, C.
Optimal approaches to data collection and analysis of potential immune mediated disorders
in clinical trials of new vaccines. Vaccine. 2013; 31: 1870-1876.

Kieseier B, Mathey E, Sommer C, Hartung HP. Immune-mediated neuropathies. Nature
Reviews Disease Primers. 2018; 31 (4).

Kuek A, Hazleman BL, Ostér AJK. Immune-mediated inflammatory diseases (IMIDs) and
biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr; 83(978): 251-260. doi:
10.1136/pgm;j.2006.052688.

Puzanov I, Diab A, Abdallah K, et al. Managing toxicities associated with immune checkpoint
inhibitors: consensus recommendations from the Society for Immunotherapy of Cancer
(SITC) Toxicity Management Working Group. J Immunother Cancer. 2017; 5:95.

Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on newer
treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

Thompson JA, Schneider B, Brahmer J, et al. Management of Immunotherapy related
toxicities, Version 1.2019. NCCN Clinical Practice Guidelines in Oncology. 2019; 17 (3):
255-289.
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2.54 T[RR3A%F % (Infective pneumonia) (SMQ) |
(2017 £9 RIEEXY1)—X)

2541 EH
g1, YIEIZ LD B DO MO RIE Th D,
- WRIE, BEE EETTE, Reb IR BRI O BN b — St CRIN TH B,
—  KETIIHEE 2~300 5 ARSI ITHEEL T, £DN 60,000 AAFELL T,
- KETEAC 7V LIIR I, SECEROSE 8 (LICHVIE L O LYK T D,
RGN R OIFIA FESK TR, PRIRE., BLOTROZETLL FIKFLTWD
—  MERGEIEE, UAVA, DY FABRIZIAL O
—  Aa=7 ¢ (M) WP, EIO SRR E DR T DY)
—  REINEODD, EITRIER RO BE I\ TRIENGE D

W PR T 5. -

—  ERIRIEMRIZ. R OBERZR OE T, FBEIEEIL, BELONLBAMEE TIE
SETHD,

—  ABEE VRUVIEBEIRZ FEO BN, Si3mEL L TRER IO L3R iTEe /35560
%,

— MR, RLME, ERREOE BL08 555 MRS E L2 B D,

—  fhOFEREU TR, IR ST, B, BiPE . BTR . BLOFEBERDS DD,

—  HEEOMRO—EARE IHEICIL, PR A, BUENYES oy 7 B L O as A4, ke
EBIOOHFREOENNE NS,

— A I, MIENCEEEL (O ERRIE  confusion) DIEIELE DD JKEE LED 7R EEELD
iﬁﬂﬁ’i’ﬁ‘ﬁ“i}:ﬁi‘&)@ BERIE R DL ZO LRV ERDH 5,

W2 UL, W R N RO IR T RAZEE DV Tnd,

T DA W

— T TLY LRI

—  MiEREE

—  WRERFETUR B L OV A R ZHURI R D IR U R A

—  PRRERT ANV ARGk T D PCR(RUAZ — B RS) F AL

—  IM{EFRAE IR IgM fLiiffi oo B 5

— NAF=—— FIZIE, C R IV EB IO vl b=

b —MRAVZRIBIRIT, U HUE B LOHERIEZ SR 32,

2.54.2 FE /BROVEYE
aE
— JRYLMENT % A 29 FE BT 2¢ (pneumonia) | £721 [ iili&2¢ (pneumonitis) | DA %L
) AR B B LBE T 2 MAR R NG HEEE TS T D,
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— SRR TS EO MR ZNR YT R 250 | iz a2 WXL S [EE 3 RIEARIC B 3580 A
B REGe EE (B 21X, PTG 2 BR# & 4% (Pneumococcal infection) J) .

— FIIMRZ LI Z IR EARI, PR RICE T D, MiRIZEE S5 Al RENED H DD i
IRIE, IR ITE 0D,

— RIS OB JOVER

— MiZa UL [ E RIS EE TS HLGT MS/EY a0 36 KOG AR A
(Microbiology and serology investigations) | O N LIZ&H DR ARG R,

— R 2\ R T BT D 4 2 KT (diagnostic imaging) | LR A | BER2 I8 32 FHEE,
FIXEOMORAEFFE E@v‘*éﬂ%mo

3348

—  SRPEBEIT 6 L OGP IR ERYE AT 2% ([ 4FERERME T %% (Eosinophilic pneumonia) (SMQ) |2 T
FIETHILNTED),

— E. SRR BRI R ERAE DRI T D 2%, IR FII AL E R OIFRIT, 8|
\ZLDBENEGYER & D—FECh D78, PTIALE 1% HitiZ¢ (Post procedural pneumonla)J
br<, FE7= PTIRAHENE)T 7 (Pneumonia aspiration) | BRSNS HD,

— Wi %5 S Z 3R RO EA AR ORI FE

- KEXROMGE

— FRIZBET D ARREE O R LOVER (82U, HE2E (chills) | [E#E (rigor) | FEEL, R0 Al
) .

— S RMED HEE

— JRITFFE LW AR O 7oA F 3 A,

2.54.3 BRROFERERFRFEROFRNICETHER
YL 2¢ (Infective pneumonia) (SMQ) J 13, Bl & VA S2 0 FFEA £ D 1.5.2.1 I[ZFE/I7e
EEMNFLHEHSI TV,

2.54.4 TEYMERFZ (Infective pneumonia) (SMQ) | B2E &R AL

Harrison's Principles of Internal Medicine, 19th edition
Merck Manual, 19th edition
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2.55 [TEEEE R (Interstitial lung disease) (SMQ) ]
(2006 4 3 H IEXVYY—XR)

2.551 E#H

VB M At 2 (ILD) 13, it i RE Jo IOV i oD J&] PRAR AR (< B 40 S5k 4 DI R IBOREFR T D,

—  EMETIE L BRI ICEDD O TR,

W BOGIE, REE Ml faEE 2361 D RIE ThHD,

— BYEDOYE | RIEIZHE L MLE ROBEEEALIZIAAY , ZOfEREL THEMMHMEEZ 5| X
7,

JiAH AR DRHRAL I KO TGIT, T AAZHACHR B RE O B R R FEEIZ D703 D,

RIES FTo, FEKE I EE KT T TR B D,
AL RIS PAZEMEM R E XK I, B2 6< ILD OO — B ThH D,

#J 180 FEEA DT B M O BE (R ES LT Z R O O —E8, BEIRMEIRE %R B2 L)

ZRHHEL TWDT20, ILD 20T 201X EECThH D,

ILD 1Z = 2D F I —F I TES:

—  JFEERBESITNDEHD

- JFREAHDOLD

ENENDT N—T IV T I N—T T DHIENTED,

— VR 3 fEIR CO R B e T ANRHLH D

- RIFEEEDRVEO

2.55.2 A BRIV ENE
- WA

—  MaBRA. BVEMERIE, B ROBHEIEZ RS S DR BICE kT D MG

—  JFEMBRESI TS ILD BIOREREAHD ILD

—  AZEMEZLED ILD (HLaA R — 27 8) BLOWIEEE LD ILD (7Y R/ SATF —EERE

3E)
— PR R, BRI E MBS R T O EEIRIC I AR FCo ILD DAL
k%x%ﬂé%@%ﬁ/‘

o T AF—iBLOHBIKRT T DR E MG Z D ILD 205
o HBITKI T DMEMED RO SUSITBESNDLEB 2 DILD, FIUTIEAILOFHS L
FEFHR OB T DA F LT 2 BEME DY T OB RAEKEET S
BDRDD,
— RIS, A O FLR LS R CHOMEMMERIZE K T5b0& a8 ()
N IR g5 B RE B fE il e 7R E D lFE . 24613 ILD %ﬂw‘é)
bRk
— EVREME AR AR D R S L OVE IR
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— YIS L OREENERR IR | B D R
- BEDLWEMRIROEEEMES LT L —Pm I B LW R
— B X BRI H o R

—  HROSEVENK RO HFE

p=it

— TR OWREEIXMEMED M ORGSR TRBEINZRWVRIRAA SIS : TIaAR— A ]

PEDORVE MG, B M. TR, GVHD, HEREE LT J5 )V iR AR

2.55.3 MRDOEREERRFERDTRNCBETHER

[V M AR (Interstitial lung disease) (SMQ) | Bedalof 3% & IR 38 D HEE 2 2 T D,

1$1.5.21 22 R+T52L,

JMO 73 TRVE MM (Interstitial lung disease) (SMQ) | D& EE R}

FrRVERME N R OBWr « {WIRTA T4 > BAFREFER O E AR R

gl

BIRTA R 7 A ANERER S JBA T BB AT E R B RS O F AR AT

7e

FVEMEMRERZIR AT A BT A > REMEFSTA oA vV —X, 5§20

2003 /£ 5 A, BiiR : RIFsi+

ERL A R /NE &S ; BER2 T pp.938-949 39 4 8 5- 2019 4F 6 1

PENZE (IPFIUIP) —EERAT A KT A Y UGETIC L D BiGHOLHE

GIKES
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2.56 [EEniE K52 (Ischaemic colitis) (SMQ) |
(2008 ££ 3 HIEERVY—X)

2.56.1 EH
R I KRGS T MRS D E SN D Z LI L > TAELD KRGO TH S,
FER X DI O — @O LV AL S,
ZLDEFITEETHDHDN, [FIRFISRE BT SEF A | ME 2%, HDWITERE TTHER B I A e
IZHAELD
b PRA% L I 3 R DR P LB |2 1D
— MBI R A R R 2%
o HEEO MEEHYE. EELO ML, BE O T
o AEMBOYLEE (BEEH])
o MEMER O (FEAEF])
— AR MR
o [RBITIZETHD
o  FAUFETRIRWR AL H M (B A OB LS LB D)
REIMAE R SIE T EBYE LA o 2 & BIZZWRETHD
ZWHNI RN R SR A TRsiDd
BHEITEEMEORELEDOTICRIETS
B 5 EEK LT
- DMAEHEOKT
— Rk
— M5
—  F v (B RENR— B BARFIR)
—  MmE%E
—  BREROMREE
— 12 MEPAZEME AR AR
— B RE
—  FEEORA
353D 2 VL LD BEIIRAFHNERE FRARNEIRRE BORE., SUEME) IZBOGL . FTs
BLINDHZETH THD,

2.56.2 B /BRI ENE
. AE

b

JE ML R 4% 36 JLOMBL D TE D5 9%
—  HEMAERIGR ORE R E L THIRB)IZIE B 9D IR A8 IZ B 95 HIFE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— B DERR A T
IZ48
— B OMZE (stricture and stenoses) (B35 H 75
— ARG R IR B A7 BRI 2 B 92 R
—  PTIALF (Melaena) |
o HENHILE A E®RTD
o T —HAR=ATOTAMER TR TELDI /AR 2L LT

R R IC B W TCE, HIIC BT 2R /A X ) 2R T A0 BT, Bt et 5o A
DT ARFIZE SN, ZDT A X NI Z DO IFINTEACE DR B A SAZEITE R LIZ00
FNILRUN,

2.56.3 MEDOEMEMBHREROFTRNICETHER
[ if e KB 2% (Ischaemic colitis) (SMQ) J i etk i 58 & A fils 58 D I EE & 2 T 5,
1521 &R T5H2L,

FAmE

Tu

2.56.4 [EHERERK (Ischaemic colitis) (SMQ) | DB EY Xk
Satyaprasad V Alapati SV, Mihas AA. When to suspect ischemic colitis. Postgrad Med
1999;105 (4)
Michel Huguier et al.Ischemic colitis; Am J Surg 2006; 192: 679 — 684
Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of ischaemic colitis.
Aliment Pharmacol Ther 2004; 19; 729 — 738
Harrison’s Principles of Internal Medicine, 11th edition 1987; 1297
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2.57 TR E (Ischaemic heart disease) (SMQ) |
(2006 £ 3 HIEERVIU—X)

2571 EFH
DRI, DA ~DOAR TR I DB AR R DZEE N, BRFE DT D AR M5 X2

o

DR M O RS LD, DAMEEEN RO PAZENET 71— LB LR B TH D,

2.57.2 BE /BRI EH

A
— D MICBEE T H LD D IREE
BRA:

— DRI OBEE DOV AV K F-% 3T HE

— PTITRRIXUFRTI /NI A7 =7 —B B (Aspartate aminotransferase abnormal) | 35
KOPTIT ARTGE T/ NT A7 =7 —B I (Aspartate aminotransferase increased) |
X, 72— 1T 7 AMTTRR D72V E B2 ZH 5 3R L 7= D TR

SO R L PTI T ANRTGX BT I N7 A7 =7 — B R4 (Aspartate aminotransferase
abnormal) | BXO PTI T ARG U@ETI /hT7 A7 =7 —BHE I (Aspartate aminotransferase
increased) | &3 ATV e, ZAVHD FGEILT ANME R (BIFR D72V VE B2 Z B R LT2) IZ LRSS
iz, VT —# (-oFD 2000 FLLHT; MedDRA LLHT) ZMGET D56 . ZHLD HREE MBRICE
DHIELBET RETHD,

2.57.3 HEtEE

o i U R
(20000043)
TSR E S Z DA M LR R
(20000047) (20000168)

X 2-15 [ i L% A (Ischaemic heart disease) (SMQ) | DR EHEE

ZOH 7 SMQIZ Do & ifn 409 £ (Other Ischaemic heart disease) (SMQ) | I E D SMQ Dk
o7 Clidrevy, EALO T M 0% B (Ischaemic heart disease) (SMQ) | O—#E L COBF 4~

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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ETHD,

2.57.4 BRBEDERMEBBRERDOTFRNE T DR

[ e L% B (Ischaemic heart disease) (SMQ) J 13 8edkds IOV 58 D 554 7O M a1 3 D
SMQ ThH2, BEEMEEZFFOZELIAMT, 20 SMQ OF I3k ORI 3R FHRE TS, B
JERE &G AR 72720 SMQ OFFITHEBIL TWA (1.5.2.1 2 R) , EAZFEE O SMQ OF L ML D
SMQ DO HFEEAE G T 2ZE TERMTED,

2.57.5 [Einf A (Ischaemic heart disease) (SMQ) | D& E& B A

Harrison’s textbook of Internal Medicine

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.58 [#hBEZhEBR DO RN (Lack of efficacy/effect) (SMQ) |
(2005 £ 11 A IEERVY—XR)

2.58.1 EH
[%h8E (efficacy) | IZLL FOIDITERS TN,
—  EEMOERLCEAARRI T T, DELWA HAR R EL 25T ERIA (G5) /)
—  ERPEECIE, EEUWEREERZL LT 3KA, A 2rofis), B A R0 h
o EIEMIRE S (B ARDOONHDEFELNENE) LIX R THD
[2h 5 (effect) 1%, HDHIEMICL > THIZHINHREREERSNLTND,
W~ T3hRE > Kk hn (Lack of efficacy/effect) 138 SH DB ENHATFLL T CTHDHILERT
LD THD,
[he,/ #h 5o x40 (Lack of efficacyleffect) | DURZ M3 @\ R oy 82 H NFEAE T 5 ATRENE AN 5 55
B EDEITRIEGIZ R T D728 | FEE O FER W JIE D E DR P H LG E IR ESNHFHL
DFER A B G T D0EN DD,
—HDOREEDT —H_R— AT JEFIL SV TREBIR RO SO IRED KN 757 H3k
FTHNTNDLZELHD,

2.58.2 A7 /BROVEYE

B

—  WRIAVBERE DOFRACIEHSN 7 T AN T ED T FHGE
o A SMQ L. EAIRCHRIERMER, fayE s vV fiFKl AL MRSy, ik i kLY

AOBLA | PR TR, KRR, o L ONEAR IR AN S TE D RTRENE B D

— UUFr ERAR, BREBEOIEFNHDOTIEECEE T 5 [ Z O MO IRKIEEA O FFE )

Bro

—  FFREOHEANHDNIFNEUZ OB Y I EL HGEE (B LA, Hrii A% R 1)

— UIF U ORBITERSIVILG | F TR B RAMR T D TRRE, SR O RN REB D SR
WCBLR AR - D — — 121, CIOMS-WG ERRL 72T 2hkE /%0 o & (Lack of
efficacy/effect) (SMQ) | DAV TN ILEORRTLEH A2 RTLILENTEDEND,

2.58.3 MARDOFEMERFRFE RO T RNICETHER
[%he,#h F x4n (Lack of efficacy/effect) (SMQ) | 1T BIE SR D A& FF> SMQ THD, HiE-~T, Ik
W R IR R R CAE RGO ND, 7EE 1.5.2.1 224528,

2.58.4 [%hRE,/shE D /KR40 (Lack of efficacyleffect) (SMQ) | DB EE B AR
Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003. pp 590-2
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2.59 T[E/ES (Lacrimal disorders) (SMQ) |
(2009 ££ 9 H IEERVIU—X)

2.59.1 E#H
RIS L ORI SROREE
— SRR REREE (R RE N 42)
— RE A%
— RADZE s
— REHT Y
BRAIEIR -
— BRI
— IRFCR
JRAL
— BfV~TF el O H R E
— AN (B FURAD | BREZEROFER A S D W REPE D B D0 FNdL7e V)

2.59.2 A7 BRI ENE
B
— TRERALEICES 5 HEE
— RIRBIONEE OB AT 2 HGE
— RRBIOREE OFREBIOEEICET O HEE
— REsORIEL L OV B2 s
BRA
— FEEBHDHU NI A MERBEANIEZR E DO AMETRFER O FERF R AEIRICEI T 2 78
— SERVERRE BRI D HEE
— R R OIMEIZBIT 5 HEE

2.59.3 RREDEMERBER RO TRANCEETHER
RaskE 2 (Lacrimal disorders) (SMQ) J I3 58 5B D A THERS IV T D, 1E- T, Bl 58 &
IR R RICAE ENESND, 26T 1.5.2.1 2B RT 5L,

2.59.4 [RZ3EE (Lacrimal disorders) (SMQ) | DZEEEIY R
Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;297
(6646) :473-477
Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V:100 — 104
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Thampy, H. Eyelid and lacrimal disorders.

http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%20and%Z20Lacri
mal%20Disorders.pdf (BifE1L7 7 £ A4 HED URL)

Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999
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2.60 TZE7F— X (Lactic acidosis) (SMQ) ]
(2005 4= 11 A IEERXVYV—X)

2.60.1 EH

FLEET VR = AT =F X vy THERMEREMET SR — 2 A (RIEPEOHL R SN, FFIZ7 A~

VRN 245 1 H pH O T E HCOs D) D 1 TEHETHY . PCO2 (FREEHT A543 ) IR FIZE

D

WNIRPED LR REAME N3 282N 0RHL0, BT a— AT ORIIZED D2 TI1ERIE

BRI ERHD,

R EIRIL R & PP I B I AAFAEL DD, TR KO E = 7 T4 T o ADIE T IZEY,

JifiZKBEASEE Z D0 d <725,

HRX AR R RE MR N L, BER , RBHR, 53K, 5B IS Lo T IEA 11,

T RUBERTERFE BT DL 038D,

FRRETAS T (A B H2V IR MEDO R E (B B AR L O HHR L2 Te) ISHi R 7 D+ L-3L

FRYE IR P DY I RS T 5,

i P ELEREE IR EE S 5 mmol /L 22 72V RY BELNWT U R—L ATEN TH D,

B FLEET 2 N — L ADBEARFERIL FRLOE) TH D,

—  BAEENADTERY AR S S D D N IR R, B2k D0 IR, ik, HIRKRE, 18

—  JEIREEAEITIE E FEIRRBLL | Bk~ VO (£ OFRREL TR O EL~ B HEIC R O &
HI7eRg IR A FEH D) Z1ED,

— TIUR—VRAOFRKEIR ST HRET =4 LU CHEBE SRS A Z L2 L~ T EZ s
Do

2.60.2 A BRI ENE
aE:
— SOCTf#R M4 (Investigations) JIZ &L, [F % (abnormal) | &) BiGEA & 1o B FFEDN A
WS A S
—  PTI{REHET R — & (Metabolic acidosis) | 3L PTI 7R — & (Acidosis) | & JA iR
RIZHE

BRAb

— SOCIEEMAE NZEL., [EH (normal) | EWOERRREZ £ FRE. BLOMEARGEZ LDV
=K

— MET VRV AOMEENALBRT VR — A TR MOJRRIZE DL D THHZ L2 MR
4 PT

— BRBIOEAIBICBITAELICETAHE
- BEMoEELZRT PT

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— HBMT IR = AOXOMOREM DR N 2~ HFE (Cayr, &, B2 1235 H]

ZH.
A

—  ZOfMOIERFEA R

2.60.3 IO FEM LR FRE RO TRICEETHER
[FLE27 K — Z (Lactic acidosis) (SMQ) J I3 Bedof 58 & R Iikds 58 D HEE A 2. T\ D,
1521 25T 5L,

T

Tl

2.60.4 [9.EET T F—3 R (Lactic acidosis) (SMQ) | DB E &K}V Rk
Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th Edition,

2001 pp 285-9
Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third edition, 1996;

volume 2 pp 1541-44
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2.61 T[KEAFEES (Lens disorders) (SMQ) |
(2008 4= 9 H IEXVY—XR)

2611 EF=

BITHERS D Eeh — 7R K (RFIC AN ) o

BAIFEE DK 35%H %45,

Slalis

—  ZL<OWBRORE R (FEITNimIZBES2)

— EFEIIRAICERTLS, LU —EU EOBEEEIZEL TOLHLWITIREHHRAE THID
THtEhd,

—  JERIE. TR 2L B 3515) . TIEUIEMES] 00 B O [N B A, [R]45 00 5B O AR
NIEEZ YD DIT TIEAR,

- JERIE, ZvT B BREE ORI, B0, —IRMEHRRERE D,

BEERLUCERBI LR ESNT G EIE, BEICFEEL QOTREEDSBIE(L LI L ATREEN 5D,

TOUT I & FEANRIR D BA B2~ B ARl 3~ DI ITE BN LB TH D,

T (BLDIEHRIFELY)

— KA IRIR KR KD Z LT, e RMEHDNIIMEE TRAET DD, b EITANRET
DKBAEBREIZLDLDTHD,

- HENRE:
o ERIIBHDTE KL K RO O KN
o IKERRDIRE
o MNBEESIKINCED KRR IRIEDIRE

2.61.2 WF BRI EHE
(e
—  RERELUTAELLADHEICRD HGE
BRI LB B A i
—  HLT UK AEREZ A, 8 B R OVEME (B AREZFRS) (Lens structural change, deposit and
degeneration (excl cataracts)) | . HLT 7K dh {4 163% F-££ (Lens therapeutic procedures) |,
FOVHLTT B N2 BE (Cataract conditions) 112V 7 9°% PT
B4t
C SRR LT AR R KR B RS
—  SOC[tL4835% (Social circumstances) | O G5
- BAWEFRICE RN E OHEIC B 2 H5E
—  JETPERET . AR B M
—  HME (trauma) [ BEE 2 R

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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RO HHICE > T, FREDOMREZE THEEOIREL A SMQ &4 32 % ERH555 5 13605,

2.61.3 REOEMMERBFE RO TR TR
K i AR 2 (Lens disorders) (SMQ) J i3 8fdulors 57 & IRt 58 O H 55 % 2. T\ 5, sEflix 1.5.2.1 %
ZIRTHIL,

2.61.4 T/KFAEE (Lens disorders) (SMQ) | DB EZ &KV A
West S; Epidemiology of cataract: accomplishments over 25 years and future directions.
Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8
Abraham AG; Condon NG; West Gower E The new epidemiology of cataract. Ophthalmol
Clin North Am 2006 Dec;19(4):415-25
Robman L; Taylor H External factors in the development of cataract Eye 2005 Oct;19(10):1074-
82.
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2.62 (17RO ZXPAT1— (Lipodystrophy) (SMQ) |
(2009 4 9 H IEXVY—XR)

2.621 EF=
HIV BEU RS A a7 4 —:
— B PERR A R (REIAEKE) & BRJR R A R 2 (TR WA 2 E)
- Haﬂﬁﬂlﬂkfih FNEWHRRZEAGIE DO W T DD HBBEDHONLBE NS EDOMOEET
BYEDEEIR G DFRO HID BEEEIFER)
— Haﬂﬁﬁlﬂjﬁﬁkﬁaﬂﬁn’:ﬁﬁ%ffﬁﬁ TEBIOBBHALTHY | YAZ K T3 LOFEREO R FL A3 52
2%
A IERAE -
. NG YN
— SO M E MO

— FLEMEK
—  MEES PR A
HEMGREARZE A E -

—  RAYMERENGHEE
— B, i, THR, B R F RO K
— BEIHRDZ<ROLND (BEF I TS 0R AR EC GG 13 HD)
HIV AR AR a7 ¢ —EGERED £ DD R
eI I
— ARV ARGUE
— EA R ALSE
— B E
— BERIFB LT 7 o — LB REELIE O FEBLY A7 DR
AIEERED R BT 52 2T S L TnZan
HIV-1 707 7 —BIEE B LOXI LA R R B R R L E R T o I L BE T 5
— VT IAUTROPEAB IR Z TR REIA B O
— = RU7 DNA(MtDNA) KU AT —F y O
— FEERHOMRE
— HEN AR AE DRR R
AL AV AR B M RE R | AR N D = A 7 U S B R BLOX T L ¥ 2l —
AL ERBTHIE T U ANGD
EIETERTL b A L 25 (HAART) SEHES TR WA HIV-1 B IRAEE % 7ot 7480 C
M REEBLOURS AN 7 — 2B X T HA NS5
HAART %517 T\ % HIV GIHERE OIS URVAN T 4 — 03RO LA BE T, o7z
B LI LT, B L X — 1 BB L O E LA N5
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JERIZ FREO®BY THD

REDHEE NN (VR ET T = A A XD HAN)
REFBR I W T R
BRI ONRNIERE (BT /S YA X O
LR ZHED EI DRV FLE A X O (e b L E & & )
Z DD T2 NG &R
o R (IR
o a&HE I iR A X DOEEN)

HENRERRZEMEE DT L -

SIS F LOSBET AR NI R D B 1 0> 25 WA 7 b
P L IR D DU BB DY
R T BRI D (A il

bl R AR A T AL -

2.62.2

TR 7 VRV HE
EaL A7 a— LUIE
i LBV AR R B E
e B SE

e /BRI

aE:

YT AT g RN IRV IEIE ORI B 5 s
VRV AN ¢ — O LOYERIC R 32 FHRE

HIV B#H OUED AR ¢ — R4 O BIEA SR BRI BI T2 A 7E. BISMC O CHEBRA M
2

HIV B8 DUIRY AN T ¢ — I F D BRHMR AT L (55 1 OB R TE) 152 Fl

Ve TR LD B CIEM SRR AL S E TS

VRV AR T =D L& (2 B2 FEE

BRA
—  ERMKACET A HEE

2.62.3

PTIHIVYSFEREWERE (HIV wasting syndrome) |, HIV BIifEUAR Y A7 ¢ — LI IR D725
DIEFERECTH DT

7T — AMEERAEAVAE | BB R EE R E DURY ARa 7 ¢ —IZLES R HIAR R 2B
Fi%E

BE PRI F6 J OV MUBEE |2 B 372 HIRE (RRAIERS RAZES<)

RFED K LRFEFRERD FANCTE DR

M)A Akm 7 ¢— (Lipodystrophy) (SMQ) J 13k 35 K OVAIE AR 58 D H 55 TSI TS, ZEAlI

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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1521 229528,

[ARYZhm 7 ¢ — (Lipodystrophy) (SMQ) J 125 FNA KA I L OREIR A R X, VR AT 4
— DIEFI DR E I BEE 2 BRI S A EIR 28, R EED PTIIRE

X, A& SMQ ODB'-'?J%‘%?‘XI\EQW RN, FLOBHLME LR R T HERIMMEN H DAL,
NERE A o0 [ 5 | 2 B A A I & & & Fo TR Ak 7 ¢ — (Lipodystrophy) (SMQ) |25 L TH
x&v%%éntﬁij ZEMTOLIENEELNG S, 2= — 3 RET D720
(Dyslipidaemia) (SMQ) |2 HER L HELZ L ELTHEM T 50,
(Dyslipidaemia) (SMQ) | Z D EEEHREEI DN EBET D,

Jit (Dyslipidaemia) |

(2 THEE S w0
EJ ifﬁb’f'f,ﬁ's%ﬁ

2.62.4 VRV RbrZ ¢— (Lipodystrophy) (SMQ) | DZZ &k Rk
* Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008
(http://www.emedicine.com/derm/topic877.htm)

WHO/Forum for Collaborative HIV Research Joint Meeting: ARV Drugs Adverse Events

Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft), 28 — 29 February 2008
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2.63 [EP% B (Malignancies) (SMQ) |
(2007 4 3 HIERVV—X)

2.63.1 E#H

MRS O EFR DT | %243 5 HFHE (1] DeVita ©:2005 4F, Peckham ©:1995 4F) & L 7=,

PR B (Malignancies) (SMQ) [IEEL T O HREA & Lo : 2 COXA T OEEMEETITEHM A O

NEESES ; SRR S BRI e B R B O VRIR L2 W D 5 I ~ — I —, [T AR gl

Bl & D SMQ FUZAFIET % : [k HE (Premalignant disorders) (SMQ) |]

A SMQ 13 10 fE DY SMQ MDAEE S, E IO SR A G TOME A AT RETH D,

MR (SMQ) JIE, W2DH 7 SMQ IZHl /S Tund,

— 7 SMQIUEM: F7- 135 A B O fE S (Malignant or unspecified tumours) (SMQ) |

— 7 SMQIEM: P R AE (Malignancy related conditions) (SMQ) |

— ¥ SMQT M BB o 15 9 L2 Wr o T 1% (Malignancy related therapeutic and
diagnostic procedures) (SMQ) |

— 7 SMQIES~ —72— (Tumour markers) (SMQ) |

7 SMQ D HE £ 721X B D iES% (Malignant or unspecified tumours) (SMQ) |1, B4

FIREE AR O RSB 454 T MedDRA HIFEAZELE L TERY., 2oz ¥~7 SMQ

IZHE IS T,

— M fERS (Malignant tumours) (SMQ) |

—  TEEMEEERBAOESS (Tumours of unspecified malignancy) (SMQ) |

7 SMQ ® HEMERE; (Malignant tumours) (SMQ) J1X, LLF D4~ SMQ IZHIZH b T

W5,

— TR EEVERE S (Haematological malignant tumours) (SMQ) |

— TRk Ry 5 (Non-Haematological malignant tumours) (SMQ) |

7 SMQ O M FEARBH D fEE (Tumours of unspecified malignancy) (SMQ) JiZEL FoH~

SMQ IZEIZHIM LS TS,

— M ERB O g a0 E%; (Haematological tumours of unspecified malignancy) (SMQ) |

—  [EMEEARHOIEMHE 7 HIEE (Non-Haematological tumours of unspecified malignancy)
(SMQ) |

2.63.2 AT /BROVEYE
WA
—  [TEMEEZIEEEMAR I 0SS (Malignant or unspecified tumours) (SMQ) |
o EWMEEIIIFEMIRHOBESS B 53~ T MedDRA O 5k
—  TEEMESR BRBER e (Mallgnancy related conditions) (SMQ) |
o MR BICRIE T HIRREIZRI T D HIEE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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—  [HEEME PR BB E o 1R &2 W o T 1k (Malignancy related therapeutic and diagnostic
procedures) (SMQ) |
o EMEBOIRIEIZHWOILOIEEIEB LOZWNEICBE T2 H5E
o INBLDIRFIERIOZKNED R OHNL, IEEMEOREBIZH V6D
—  E%~—%— (Tumour markers) (SMQ) |
o JEE~—F—IZE# 3% MedDRA @ ik
o MEF~—H—IZBELTIE, BKINOFEMEZ N —7 (EGTM) 8 £LD e =7 % A
(http://ar.iiarjournals.org/content/27/4A/1901) ZZ RO L,
FAN
— BT DGR
— BRI 5 G
—  [EEMEEZI3EEMARH o (Malignant or unspecified tumours) (SMQ) J 122U C
o HEMEZEICEE T HREEL R T HERIEZO YT SMQ BRSNS,
o HREBEIZBEIT 2 HERIZERSb S LD,
3 —=2ar20.0 IZBWTIUSDOH 7 SMQ 23 EL F O L7232 A 7 ar ORERFIR H oo L2 B #9I HE
PEF BB (Malignancies) (SMQ) JIZiBIN&i7z:
[ 1fiL 377 2 09 A B 5 (Haematological malignant tumours) (SMQ) | 35 X O JE i i 2 i T i 5
(Non-Haematological malignant tumours) (SMQ) 173, HEMEEE; (Malignant tumours) (SMQ) |
OY 7 SMQ L CEMSi, M E R o g 5% 89 §E 3% (Haematological tumours of
unspecified malignancy) (SMQ) |, 38X O EEMEE A D JE ik 19 % (Non-Haematological
tumours of unspecified malignancy) (SMQ) | 73 I EMEFE R BH O fE5 (Tumours of unspecified
malignancy) (SMQ) |®%~7 SMQ &L TEINES Lz,

JMO /3 —a 17.0 TSI IITIEE (Hepatic disorders) (SMQ) | Nz H 7 SMQIHAE
Pl (Liver malignant tumours) (SMQ) | PTIF7 71— (liver ablation) | 1%
R—=Vgy 231 TAT—H A (Active 775 Inactive 12) 23 THM TWAZEITIER,

723 TP B (Malignancies) (SMQ) | FALOH 7 SMQ o [V BRSO TR &2 1K
DT (Malignancy related therapeutic and diagnostic procedures) (SMQ) | PTIHFT
7' L—=a (liver ablation) | D A7 —4 A% Active ThH D,

f.

HU

Y7 SMQIUEEM: F7- 135 A B O fE 5 (Malignant or unspecified tumours) (SMQ) |13 <ToD
PR PRI 2 T 28 A B TS, R 2 BT RE E L 7o M o SR M5 OB R A S B D I 955 12
B35 SMQ H5VNEH T SMQ BAAEIINTWD, Bl 2 iE, THEM: B L OREMA B O Fi N7 ARHT
4%y (Prostate neoplasms, malignant and unspecified) (SMQ) |<°H 7 SMQ O MR L OGE
B O HT D) (Liver neoplasms, malignant and unspecified) (SMQ) 72X TH 5,

T TR 721336 R B o flEE: (Malignant or unspecified tumours) (SMQ) |2 [ FEMERR BB D5
W L2 Wr D 14 (Malignancy related therapeutic and diagnostic procedures) (SMQ) | o fiGE
CRRI T B ELIR BE (Malignancy related conditions) (SMQ) J i3, MR B A R IIER B &
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OVEAT MR BICBI L TS S R IEOR BB IS B 2 VLIRS O JE Il A F i E T H 28N TED,
7 SMQ o M BB BEE O 1R L2 D T34 (Malignancy related therapeutic and diagnostic
procedures) (SMQ) NI FHRIERBUBIRHR/RE O PT W& £ TWD, LLZRREH  ALFHR
ERHEHRIBIR IO A EFGUCEET S LLT Z20H 7 SMQ IZIEE T ey, Zhbo
LLT 13 b B IESO U AREIE D PT 12U 7L TR TH D, LA T IZZEDEHIZ T,

SOC PT LLT
REBEB LSRR E BAROR LFREL B BRAR
/Decreased appetite /Anorexia post chemotherapy
MBIV REEE 2 ifi. =305 =gl
/Anaemia /Anaemia post chemotherapy
SN I {5 EIER% T
/Diarrhoea /Diarrhoea post chemotherapy
B ik e TR I -
/Vomiting /Vomiting post radiotherapy
G RREE foe T ME S I AN E (LB T I LT 00 N AE
/Secondary /Immunodeficiency secondary to
immunodeficiency chemotherapy

& 2-5 %7 SMQIEMEE BB EDIGE L2 WO F 15 (Malignancy related therapeutic
and diagnostic procedures) (SMQ) | IZ& N2\ H7E

2.63.3 KEgtEE

(20000090)
[
[ [ [ |
A SRR ORESS | | MR B e A BALRRMEOMR, W~ — 7 —
(20000091) (20000092) WO Tk (20000094)
(20000093)
[
[ |
MR L ASBA O i
(20000194) (20000195)
[ [
[ | [ I
MRS | | i ﬁ%ﬁxﬁ@mﬁ% E;‘;%%K%m i
(20000227) (20000228) 7](720000229) 7220000230)

X 2-16 [E{E% B (Malignancies) (SMQ) | DREE# &

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.63.4 BRFEOEMLRFREROFRNCHETHHER

[EEZ 8 (Malignancies) (SMQ) JI3BIIR R HFED & R > TR IED SMQ Th D, fiE->T, 1
iz SMQ FEVF=TO T SMQ CHIM SRS RIL R AR O N2, B G E RS2 L
DS, 20> SMQ O AI3IkFs JOUR R R R CHE S MBS A IS 2R3 72700 SMQ OFITAIC
FEIL TS (1.5.2.1 ), EALREE O SMQ OFIIE FALREE O SMQ OIFEZ#S 4352 L T3
METED,

2.63.5 [E:FH (Malignancies) (SMQ) | DB E &R R}
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995
European Group on Tumour Markers (EGTM). http://egtm.eu/
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2.64

[ ZE4%1) > 7 BE (Malignant lymphomas) (SMQ) ]
(2013 £ 3 HIERVV—X)

2.641 E#H:
UL B — %I, FERT V3 E (NHL) BLEOKR TR 97O Bl BB E O 7 L — 71255
XD NHL

V> RJEDHK) 85%

B D LA 60 4R

NHL DN DH — S —F o N SJEIB KOV SZEER D (2R 81 A5 B I TRIE
ERA

TR B KO IRAI R B FE D& 4 OFRR (B2 X, V—F 7 7+ —LL—rar REAL 53
B IZX 0 R B D,

NHL DM, 5 B O RERBIZITRE 2 DA Fs L OB AEIT AME S D

i, MR R, B ROk 4 2R EBE ORI F IR, Al S) IS C TR
RNV L F O AT REEN S -

o YA iRER)E

o JEYYE (=T AZA L —R—T A )LA[EBV]E C BUFFR T AL R)

o  BREZELA (B #RI X< KO FRIE)

o SuEARAIREE

o BMERIE

BRRAERIE TRIGEDNL 36 L OV FHOREIE (1] 2 1E | PR D @ BEME D) IR B2 %
NHL OTEEEIZIZ, RV _EilEIRB L OB JEIR (B symptoms; J8#4, 21T, IRE D) 2 4F
LT L0055

ISP ]

NHL & B 727/ ifR PP L A PR 258), B L O IRAV R EZ F£FD
e BB W DT I ZHIFRY Y E O AR AR S LD

A DD DT D | A TR R AT 2 VD

U EifER I LOMRE B SER N RFEHY

ZAIOF AL EBHRIRIEZ N L T

RUF VR EOIRRITEEMESLL TR0

o HFEORYEMIREIAR, 121X EBV i, B5L TWAAREMLHD
o HIVEYEFORAERINEGN

o BEMFRRICHEEEZRIZL WD AREMENHS

2.64.2 BE BRI

],

G

FHRVF LV O & 28 AT 2 RS HGE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— RURUNE R TRV EORE 4 IR RED FRE

- F/PNRIAXTRELOHIEG Z iR IR TEDD &Y FIREME D 0 2 BHH 3 D BRI A 36 2
OO MEET, @ H KRR HFEEL THD,

FAN

- ERMEOIRREE R HEE

— D REOGEMHEIERB I OEOFREO FREMLBLE TS PTIBM% Y /B s &
(Post transplant lymphoproliferative disorder) | Z &<, &2 TOU L~ HEFEMERE BIZES 5 H
B

— U RIEO IR B2 RISk T2 R, VoSO R TOBREIER OFA L 13 IER
T D, Vo E— U "R — O Rb R AR BIE, FRV B KOG MO
R & 7RIRRETRRD OIS, FERITHL TIREIZL DD THS (B2 ITIRERD | HBE, Bite
EDIBAER])

—  HHRRERIE D HGE

JMO 7 THEMEY 23 JiE (Malignant lymphomas) (SMQ) J 138t 58 FHEE & L lds 58 0 B A 2
TD, 7EAlIE 1.5.21 2RI 5L,

2.64.3 [EMV<fE (Malignant lymphomas) (SMQ) | D& Z &Y R
Vinjamaram, S. Non-Hodgkin lymphoma.
http://emedicine.medscape.com/article/203399-overview
Dessain, SK. Hodgkin lymphoma

http://emedicine.medscape.com/article/201886-overview
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2.65

2.65.1

I 255555 (Medication errors) (SMQ) |
(2016 4= 3 HIERX Y U —X)

2R

FHGHAR L, EREME, BECHEE OB TIZHDEE L THY  NEU e B E

D

FNZOTeND, FIRK LD ATREME N HHE L2 T B ATREZ2 A XU hE L TEFRSIND,
ZDIHNPARUNT S A= —aia ==y B OTUVEIR LR
Bl FAA, i, 3K, BEH . T=LV B, BROMEREE T, EMNBIE, ~ VAT
T8 FIERV AT AMIBRL QOB ATEEM I ® 5,

BB, AR REIVEA (FIFEA (ADR) & 0 #3058 26 725973560, B PR A% R
(ADR %ﬁabm\?ﬁ-&_ 1) EIRBIR WA DD,

FHOBRRL, BB DIRE T DOANORRAL DR 2 2L TED,

A7 BRI, ERRICITBE S FR VIR TH D, FFGHAROFR L7035 AT HE
PEND DEREECIE WA RL TN,

Bttt FEL<ORIEM (ADRs) 25 [ SR IL TV :

ABRBRE DI L, TRTOHFEFHERD 18.7-56% A4 5 R& /2N RfAE EOAHLER->T
[AYN

B2 WEENRR L2 D TR B 5,

TR RERL D EB 2 HITND,

éié‘ifxtba:ctof(mi@ EERRDESA, i A R ICBIH D UL O g i TR
RVEL TS, Bl Z

| Li%é;'QODEjCO) i
FRILT= A RO FEDIRFR]

M T A

PSR HANL DR TF]
ANHBRZEE EE (RO G E)

AREGEFEI I T Ob DI 2 52 D REMED 5

BE

ERREE I 5

[= 3K ity B 36

Pzl dEs

TERERIRIE (L8 (IR ARBRIE )
ES[)es e ae st 1t

2.65.2 A5 BRIV EHE

&

=2

FREDE R > T FOE A R T £ BT D MEh. NS HRET, PaUHREL L TaE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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SNTND,

—  BRRICERIEER A RSOV IEE CTHL0, T~V RSO JHFE, AR 32 R
FTHFEOIOITEIERE UIZUITRERA DD - Kl ia 2 K7 E 2 B B TR S 5 rTREME
WD, TS MERIE, —MANCIEEHREEL TR E S D,

— B8 FrEpgZa e RS R TIEINLIE, BFKERTITZR,

- BEGROMNEE

— YR F OARTE D HFE

— TSN CET TV O HEE

—  EWHEAEHOMGE

- BIERGOMEE

- EELEASETHGE

—  EESOIREE 2R ST O ERER O R

- "“*—51‘@?2?%’7<@U4’75J%$J%Hﬂ‘ﬂ EVEDND D IR B2 I FEC NI D &2~
75, Bz X, H7 (Poisoning)

2.65.3 MBEDEMLRBRERDOTHNCEE T DR
[t R (Medication errors) (SMQ) 113, Belilids JOVRM SR FE DO MFEZ AL, FEM7Z 95
X, 1.5.2.1 [ZEHESNTVA,

2.65.4 [#IKiEFR (Medication errors) (SMQ) | DEEE R A
Creation of a better medication safety culture in Europe: Building up safe medication practices
Expert Group on Safe Medication Practices (2006).
Guideline on good pharmacovigilance practices (GVP). Module VI -Management and
reporting of adverse reactions to medicinal products.
Center for Drug Evaluation and Research (CDER), the Division of Medication Error Prevention
and Analysis (DMEPA): http://www.fda.gov/drugs/drugsafety/medicationerrors/
Guidance for Industry. Safety Considerations for Product Design to Minimize Medication Errors.
U.S. Department of Health and Human Services Food and Drug Administration Center for Drug
Evaluation and Research December 2012 Drug Safety.
European Medicine Agency: Medication errors.
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content
_000570.jsp
Health Canada's role in the Management and Prevention of Harmful Medication Incidents.
http://www.hc-sc.gc.ca/dhp-mps/medeff/cmirps-scdpim-eng.php#a1
National Coordinating Council for Medication Error Reporting and Prevention (US); 2001.
About medication errors. https://www.nccmerp.org/about-medication-errors. Accessed
December 1, 2017.
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2.66 [BEEEM I EEE (Myelodysplastic syndrome) (SMQ) |
(2013 £ 9 HIERVY—X)

2.66.1 E%%

LI REGERE (MDS) =3 if B /o — i D BE 7 v —7
S IILL FICL > TR BINS

) Zﬁi”ﬂ”%‘ﬁif: T BEAE R

— MR RE

S RS

— Y i i BR ek

— I Y i P A 2K 4

=00 FHEIER TR TH (RILER, BERIER, BEOERZER) B9 5L QWD TREEN DD,

MDS [ZLL N ORiEIRAEEE 2 Hivd,

— BEOVT I AT, LIEUIZEMEE B A s (AML) 12 R 35,

AT ORIEZ 2T 22D 5:

—# 1M

— IR A i

— I R ERIE

LT ORET 7 a—FngEns:
A EREL, A I 53 B HAE A

— HRRA

HBN TG -

— WA T SRR A

—  ATREERERITL

- fﬁﬂiﬂ@%ﬁft%ﬁ??ﬁ

—  EBERBAEILIRER R FI D B D

BLT@H%;@ZJ:@IT%%M%WL@\:

— AR

— SR

- UANAJEY

— BEFMEETWE W, XBY)

— M (RIS | REOURFR) FIXZRAE (BID BB OBREE O BE) 0 Al aE M

UL Ttk B % & o laEm e b o

— E%E‘gﬂ:u

—  NTURYLEAR I B L ORI AR T DR

— BT Gl = DL LD RE)

EOEEMTHRETHAMREMENHY, EICFE IS [T EE2 525

\
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FAB %y %H (French-American-British 733H) :

— Rt (RA)

—  BRIRERIFEKZ S RA(RARS)

—  FFEREEINZ S RA(RAEB;6~20% 5 Hfi2£EK)

—  AML ~O#17H] RAEB (RAEB-T;21~30%5 $ 3 £k)
— B BEYE A s (CMML)

2008 4= WHO 434

—  HORHEO BRI D A I i BRI i
—~ RARS

—~ RAEB

—  ZMERCRETE R A A A M I BRI A i
—  5q BMURIEAZ(ES MDS

-  FETERV MDS

— /) MDS

2.66.2 W5 BRI

E

_ MDS EESIETRINDLIRIER,/ EED 3

— BBETREA AT MDS DI H IR BB 7

—E R O AR TR AT MDS. DRRIRIIRBUC RS E DB
HUERIZ6 42 8 (B2 0E, PTTRLIMERE A E (Pancytopenia) |)

—  MDS OZXb® TREEMRIRIETIRIZ OV TO HE

54

— MDS @ 3 (BRI ERI T B L7 R AW S K ORI R % R 3 (%
13, BB O 5 (Fatigue) ; i NI 2 D BIE 1445 (Contusion) | 4F H BRI fED
BE Yk (infection) 72 & o HGE

— Wi HE

1 T BE B BOE A RE (Myelodysplastic syndrome) (SMQ) |13, ZORRIEIRZ R 9L b DIE
BN R Z S TTWD, ZALEL, MDS TORT R &R b nlREZR MR AV & — B2, B R
biiE (Leukopenia) — 7217 T/ 2L O IERHR/IER 2 050 LIV IRBIZFFICA SMQ 725
BRONL T D, o —— 1%, BLIE D & 2 0E il & i 38 T2 72 O WS B AN T B 22 7% RRE 1 B
(Myelodysplastic syndrome) (SMQ) | %3 L7=W &R H5, F7o, 22— —Fif Bk 27~
FHEFIC MDS DIREA Z 3 EGI OFPHZ JL T 5 [ 1E I EE 2 X5 Bk AE (Haematopoietic
cytopenias) (SMQ) | [R5 H L7265 0385,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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JMO 7E: MEBEEIERIEERE (Myelodysplastic syndrome) (SMQ) | 18k 52 FH 55 LIt 57
DFEZIHZTND, ML 1.5.21 2B T 2H2L,
2.66.3 [ERERWHIEBERE (Myelodysplastic syndrome) (SMQ) ] DB E & EI Rk
* Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome. eMedicine, 10 October
2011; http://emedicine.medscape.com/article/207347-overview

Tefferi, A and Vardiman, JW. Myelodysplastic syndromes. N Engl J Med 2009, 361(19):
1872 — 1885
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2.67 T[EMFEEEE (Neuroleptic malignant syndrome) (SMQ) |
(2006 £ 3 H IEXVY—R)

2.671 EFE

TMESEERE (NMS) IXENTHHN, FEICED W REMEDOH LB B THY, mEL, DM, Bk ~L

DAL, BLOMRR ARSI LDIRIREO G PHEL L TO B AR RE R 2 RF B T2,

NMS DFEBEFFI3, kst K OHIR — SXAERIZEE 215 Th 5,

NMS [ZHEES DR i S Tng:

—  F—3UA518 4 (reserpine 728) O 5525 1T TODHE A RFRIE TRWEE IZBITHIER

— R=FVPRBE BT MR — XU BT T = AROBEBLE DRER

— PEVUE T T A RBRVT UL, A BROT 2 vV AZE D RIS R
W AR O R G BF TR D EE O EHE RS L ORIRO AL T, B A RE
B (RRTT RAE SR, LE BH- RZEME) | W T IEE . IR, I 7m— XA EL D B
FTOEML VO, MEHE, A MERIEIE, BLOVL T F U RARFF—8 (CPK) #i 7z
EOBEOBEREN L T 220 LICE A RISND,
PESR D [EPRE AR & L FEE L O HURS 53 FRIZ B W) TS SNV BE R E R I KR EZRE W F A0 K
ITHD,

(it
(it

2.67.2 A7 /BROVEYE

A

— NMS BIUEDFER M E (fever) | [ (rigidity) . 427w — XA (myoclonus) | #=H
(Tremor) |, 1 (Muscle injury) . Eikl ~LDZE 1L (altered consciousness) . H A%
R RE F % (autonomic dysfunction) . [ i ER#5 IJE (leukocytosis) . CPK #4111 (increased
CPK) 72L& |I1ZBdE4% PT

Bro

—  BARAYRBRIMEHEIIEE L T

2.67.3 TAHYR A
A NS ELTERSNDIEBNL, Z7 2V —ABRIERR) IZUESNTWD PT BA—2Lll E#i S
TWBIER. H LT, WG KR chaHTIU—B. C.D @ 3 ZL—Thh, FhFEh—oL
Eo PT 20 THESIVTWDIERI TH D,
AT A —A* (PR R)
— NMS $7zidtrb= BRI S AT T 2R (Chbi: NMS L TREBERRT
V) ORI A2 PTHEMEWRE (Neuroleptic malignant syndrome) |, PT &k
= iEfpER (Serotonin syndrome) |, & L<I3 PT M = #4 (Hyperthermia malignant) |
A7 AY—B, C, D* UKH#R) : 472V —B, C. BLU'D DEFEIT FFLD LBV THS:
- A7EV—-BFERIIBE D PT)

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— 7V —C (i EME - B G BE TS PT)

—  H73Y—D(NMS (2B 52 Dftho> PT, B AR RO HiEEZET)
AT TV—A X CIOMS AUV LEICFRHE SN TWDEHE T —1 IS5, #72Y—B, C,
BIOD X, EnEnA73V—2 OI3EEC F'%J DR RE L [AF G R 5 B 2 5k
FE], BLOINMS (ZBHET5Z OO R HFE TN Z Y T 5,

2.67.4 BRBEDEMMEBBRERDOTHNCEE T DR
[HEMESEERE (Neuroleptic malignant syndrome) (SMQ) | I3 Bels i 38 & I 58 O FHEE &2 FF > 2 ki
MMz TNFVZALEHTDH SMQ ThD, 7/VAVRNIINEIR R MFEOTE L DN 7TV —TCTOMAE
HETHY, BLOHDIEFIZRFETDHIEDREENRH DD, T/VTVXLIRBHZONELEL TTFREOL
IRFITTHIHTES,
AN G LT 2D SMQ OBl /TR 3R Chk 2§ DIEBIZ sk 975 (1.5.2.1 1)
BEBHDOWIREL T, YT =7 &, SRS IVTIE B & @R 3 572D 7 VAU X LTI DM
FEDEFEMS D, MR RIVDIREGI DG EIZT NIV b~ =27 VLB CHE N 352
L TED, EMEER (Neuroleptic malignant syndrome) (SMQ) |7 VYR AT A or
(B and C and D) Th5, 7 /LAY AL TEFISNTIIEGNII AN L TH T 2L TED,

2.67.5 [EMIERE (Neuroleptic malignant syndrome) (SMQ) | D& E & ¥R
Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985; 142(10):1137-
1145.

Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical Clinics of North
America 1993; 77(1):185-202.

Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 739-742.
Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention and management.
Drug Safety 1998; 19(1):73-82.

Neuroleptic malignant syndrome. Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for
International Organizations of Medical Sciences: Geneva, 1999, pg. 31-32.

Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic drugs. Meyler’s Side
Effects of Drugs (14th Ed). Dukes MNG and Aronson JK (Eds). Elsevier: New York, 2000,
pg. 139-163.

Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
2002, pg. 1219-1242.

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant syndrome: a
review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.
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Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and neuroleptic malignant
syndrome. Psychiatric Annals 2000; 30(5):314-321.

Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic malignant syndrome and
atypical antipsychotic drugs. J Clin Psychiatry 2004; 65(4):464-470.
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2.68

I JERX 244 T H1 (Noninfectious diarrhoea) (SMQ) ]

(2013 £ 9 HIEERVIY—X)

2.68.1 Ex

DERGME TR (SMQ) JIEEAIMED vl hE

PENDDIERZRFR T HIEEBEHLIL D THS,

I RN TR f“//7%7/k (Clostridioides difficile”) <>~ DAt 0D J& Y I [ AR 3 IR Tld 72

WHUEW B BEE T RTEZ &

THOERIILLTDEEY:

BEMESAEEHE AN (24 B T> 3) . BEOFi2ix
OO, B F-1Z
D EH BN (24 B T> 200 77 2)

ZHED [EH T RN RN DEIE
HOWPLEIEHOP TERW A=t T =2 hED5

AIEbGDERK D T RO KK EBIRR DD LS TND, LLUT DR dhIE

AEYE

A

P i 3K

Ty —AEIV A E N VARG T AR
PUENE 3L

Pl by AL 2

~ T X NEGEHIEEW
PUREENR

AT OARMEFLRIESE
LT

il 2 771 6 L OV T Al
PAEYS &7 NP |
%L DB TVA

FEIGLYE TR D AT = A I

FEIAENE (B AT BB L ETA T3 UsE T 1)
PAEME (BT, BRI SE O IR & 72 2 HE A DAl e w2 12 5

2.68.2 AF BRI EYE

=l

G

EHEE CTHD:

Trﬁﬂﬁéﬁ
R, Kok, EmK. 22 BIGROBEED L2 T TRIEED HALER D RIEIRFEL
j—é%ﬁ:

FROTHALE OB 2 A 5E. BTN K%L (anal incontinence)

b
=
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RO AR A A RS P 2

—  FHOIEFERIC BT HEE

IS4

—  RYMERI D HRE

— PN REN A DT AR B8 L ORI SE BRI 2 B -2 55

— NI —IRBIR S Ch D2 W R IR SO MR, B2 1E, = & (Diverticulitis) |, 38X
RIEVERGIR AT PTs

JMO 7E: TFEREYLME: T %1 (Noninfectious diarrhoea) (SMQ) |13, Helili 5% I 5E & IR iR 52 0 38
iz C0d, ML 1.5.21 223528,

2.68.3 FERYM: T (Noninfectious diarrhoea) (SMQ) | DS E &RV R
Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea. Drug Safety, 2000;
22(1):53-72

*. [ Clostridium difficile) 1. o> Clostridium J&&R722Z 800, B4 ZE T L7201 Clostridioides
difficile] L7257~
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2.69 T[IEREZ1MIP (Noninfectious encephalitis) (SMQ) |
(2007 4= 9 HIERXVV—X)

2.69.1 EH
MU AR NI D RAE L TE TS AL D,
— IV TG R R &7 D,
HAFERMEOLEALHS (20 SMQ MRETHHED),
M BED . R BEARRAR R H DV REFEE O L RIRA M OB EL L CEETHEIRE 25
ZENDD,
5 TOVEIR ;
— IS TR T R R B AR
- SEEL
—  HEREHEE S TITEIO R
- EL UL DZEE
— AL I R R IRIE
—  CREBIE. G, R AT, R EGE BN L OV IR KPR B T R SRR R R R
FAPR 0 — T TRl oD B G- KD IR R Ei R . IR ARE £7213 SIADH 8B 52870305,
MFBEHK (CSF) 707 7 AV OREHIT, Vo SERME BRI S INE | 885 70 28 (U N8 L OVE 72
I Na— AR ETHD,
MRI, CT 3L EEG DR 2R LD D,

2.69.2 A bRoENE

L

—  SHRIPRME BEEL, Bk, BRHE, AR, AR BIROER . A ZLB L OV AR
VBT D HEE (CNBIX AR | B ETDHEZE Z DI, JRIBRBICE ENHRETHD)

— RIS TS SIS ATRENE D D ZAR AR IR (262D PTs

—  “¥r4E (neonatal) "& & te PTs CEAIFEFEMED RIREME D HDIEFI DI PRI TE/RUN20D)

— FERIZEAT S PTs (M D% IBIED AT REMED B D)

—  (EffiREOAW T B R R R

—  IRRDHALINTRVEREIEVED HFE

—  EEVRFH, KRERIE, BB O LORBRIFMED AR R ORI BT 5 HEE

B34

— YRR RTCHHLERT PTs

—  JME B AR 2% (encephalomyeloradiculitis) *125%f 3% FFEIL MedDRA [Zi720 >,

—  PTI—7"2}i% (Lupus encephalitis) | GEANCEIR T D LiEHD 2 720)

— RN R EEZRET S PTs
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— B, FEEN BUE . ELL MERE, K, BEIR B KRR IR IR, ey 21
RESE9- 2 IE4R B 72 PTs (L. PTIK 425k (Mood altered) J134:<)

—  MEICBNT, R T — TR 5438325 PTs (15 : R IRFHEREE | R AE £7-13
SIADH D ¥ Bz 45 PTs)

— [BAREAORWEEIR A HEE

—  TiE% (normal) | & B & & T IR

*JMO 7L : il Bl e AR 2% (encephalomyeloradiculitis) DRF# L LT, /3= a2 20.1 (G ED I 3E
O PTIT7 T 70 A W AVERGE Bt AR 25 (Adenovirus encephalomyeloradiculitis) | 23 iBIIE
nTWa,

2.69.3 MRDEMEERRFERDTRNCEETHER
IR MK 25 (Noninfectious encephalitis) (SMQ) 1tk 58 & LIk iR 58 D FHFEZ (i 2. T\ D, 7
A 1.5.21 255528,

2.69.4 [FERLYLMEAN % (Noninfectious encephalitis) (SMQ) | D&E &R R
Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary, 30th
edition, dated 2003. Saunders, Philadelphia
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
1431-42.
Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal Medicine. 16th
edition, 2005, page 2480-83.
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2.70 TIEREZMERITE. = (Noninfectious encephalopathy/delirium) (SMQ) |
(2007 4= 9 HIERXVV—X)

2701 EH
BHE D L ORI 1 BRGSO SRR A
SEAIFR TEME R SMQ 2SR ELTUD) DZEbibD, (RBEDREE DAL, AR B
AR O— R EITFRE LTG5 MDD 2,
T LA AR L L CHAE SN Z LS b B8, AR LB B & 0k 52 L35,
s
MO AR B S DO L T T O EAMIR L RSN,

—  ZLDOIRERRHD
o JHHM:
o MM

o Vx/b=yr
o JEHITHEFE (HIV JE&GL, A RAT a AL AJEKGL2 L)
o IEAIFHRMEAHEE FFERIE, &7 =7 ME, IRIIFHE, KRN 7 AfUE, R
i) | A58
o FVEMIE (FVEIRZZPEO M) (X FEHIFE RS ML SRR T 520302,
-  FHEIRBAHREELRE THD,
—  ZOMMOFERIZ, HBIR, B~V oZ8H), IRIR., 5k FREE, FBAE, IA/n—X B LT
K T 72 L ThD,
—  MEENZ AL,
e (RS ELIRTE
—  WERIEERA, Ry, EEL R, B OO LB OB EA RS T IR IRETH D,
—  JEREMEEEICER T 5, EIEZOMOEBICHRE T 55 G005, BEIZIZ TRAEE
5,
o REME
o M (GEAIME)
o s (I8 PAZE S JOMAE ZE)

o AMPNHiIM
o JRFMEIITERBEE K
o Iy

IR SR KT O TERIRI AR LB E R AT, AR 05 (IR |
SABE, 31220 W, XL THS,
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2.70.2 OF /BRI EHE

)

Sy BEEL, BRAR AR, Bk, BelE, SRR, ER O AR B IO AL LI EES D
(NI AR BECDEEZDIL, IRIBRBICE ENDLERETHD)

IHIED DWNTFEZ LV HIFER A->TWD PTs

PT I fE K (Psychiatric symptom) | (7 AN STl $H2 SULBREE TIXZ O HFEIXFE
A—=T 4T IEHSNTVE)

AR A B Te PT CGEAIRE T OIEFI O ATREMED BRI CER WG E D3 0D

PT I Hi 2 Bt == —r /35— (Subacute myelo-opticoneuropathy) | (AE2) 1T H A
THRESNBRER THY, NARer X /ar NFEKER LRSS T05

ﬁnﬂ%}
bl
S

EffiaR R 2RO R AR A 7R
IR AN B TRV IEAVED FHFRLIHIR A D TH D20 R SND
TR SN TS OZFREME, RS OB, BRI EES R

JEGIZH ST DL AR5 PTs

LLT I SLE % i (SLE encephalopathy) | % it N 28> PT IV — 7 X % (Lupus
encephalitis) | CEEANZBIHE T 52 L13HV 2 72\)

Se K@ isM: (inherited / genetic) Z7R~1E84% PTs

B, AN, BER . LD MEE, K, BEIR | R0 R IR IR, ey 21
B 2 IR 1972 PTs (EL ., PTIK43 25k (Mood altered) |13[4:<)

IIE D SRR D RIREMEA R T 5 PTs (XBRAN LD (B, &7 =7 i, ARIMAEE, 4K~
U AME, PREFIE . @& MLE72E)

PT M 4 2% (Hypoglycaemic seizure) |

EAfiFE R D72\ B R IR 7 38

ME% (normal) | R B2 5 T HFE

ZTSIABUNANY gWik=Sl i ey xR LAY /i

2.70.3 HRFEDEEERFRE RO T RZBE DR
[ IR gut: iE  #2%= (Noninfectious encephalopathy/delirium) (SMQ) J 138l f 58 & i 52 o
RFEEIHZ CD, sl 1.5.2.1 253528,

2.70.4 TIERRYLMERNIE /#E3= (Noninfectious encephalopathy/delirium) (SMQ) | D& E &%}

YAk

Jain K. Drug induced neurological disorders. 2001; 2nd edition: p. 23.

National Institute of Neurological Disorders and Stroke, 2006

Encephalopathy. Gale Encyclopedia of Neurological Disorders 2005. From the Thomson

Gale Group Inc.
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Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
362-3.

Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
Chapter 171.
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2.71

M JERR R BEIE 95 (Noninfectious meningitis) (SMQ) |
(2007 4= 9 HIERXVV—X)

2711 EH
BERR I IRERR D RIE L E SN D,

— IR

DIRIRET RS,

HHIDFEFETHIELHL (R SMQ 3653 0HD),
TR PR BB RRR -

CSF 1 0 BEAEME O BEWGHIEE IIE SRR AR Tl AR S Ve W2 L2 K5 15,
VANATHETLIENHD,

FNTHLIN, EPEEDO A IHELL TRIET HZEN RHDIL TN,

SR M M R MEBE R ¢ (DIAM) TIE, FEEA, SUARIEL, JEm . SEEL. FLLIB L OMEM-Z I
DRFEBUEIREL TH D,

SRR L7 AN O E7p T TV —FIEAT A RHEHLRIEA] (NSAIDs) | LAl §d g s
a7V RIE |/ 7a—F A RIRB IOV I F U ThD,

T PEREIEE -

17 A UL Lk 3 28I OD RAE TH D,
JRELTRHHANCIE, CSF ICIHEE ASIUBLSERIEA] (] A7 Mo —b) | B
FISIVBIEH) (B2 7R AR 3 KO OKT3) L 5 L UFEAT RARIEHIRAEA (NSAIDs) 758
5.

FEPRIT RO IE ORISR B8 EATIRE SRR Ch%, RENT T TRV LA
L\ SEARICITEUR S8, FFR0. D7), LUV KO RE DY & £ 5,

I BELR . T BEPRRRAR R DD WM TR/ L DIR AR FE N EELEREL THB T 52808
%,

2.71.2 g/ BRINEHE

G2y

—  SHITRIE. BEEL, TR, BRME, KRR, M=o —m T — | B O AR I KOV E7 I3
PR PRI Z BE -2 AR (CNBIR /A R |2 A U DHEE X BIVREMR IR T RX)

—  THAE IR 25 T FREILSRAITE FE M O FTREMED B D D TRRAN TR T

—  PTI#%E (Agitation) . PTI 7 4E 18 < F4 (Agitation neonatal) | (ZHUH1EH AR B IOtz
B HBEIER OETHD)

—  EEREAED FFEIBEIR R B L 22 B S0 6 KS O D LISMEE £ T D (BUT DBRA

IZ48

JEGR R 273 PT
BT M AR AR 2% (encephalomyeloradiculitis) © MedDRA JZEIZ7Z2\ Y,
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- ERMEFRTEEREE 2R PT
- FEMICBERTDZOMO PT
—  EIE FERL S CELD MR R K OMRKIZ B9 BRIV PT

2.71.3 RBOEHEELBBRE RO TR TR
IR BEE 25 (Noninfectious meningitis) (SMQ) |38kl 5z & Il ig 52 0 7B 20l 2 T D, 2
X 1.5.21 223528,

2.71.4 TIERYLMERERRZ (Noninfectious meningitis) (SMQ) | D& E & KU X
Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary, 30th
edition, dated 2003. Saunders, Philadelphia
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
1431-42.
Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis. Curr Drug Targets
Immune Endocr Metabol Disord. 2003 Jun;3(2):143-9.
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2.72 TIERZHIDOE %/ 1DIE S (Noninfectious myocarditis/pericarditis) (SMQ) |
(2022 £ 3 HIERVV—X)

2721 EFE

DHRIE, DFORIEL EHSIND

DERIT, DIEORIEL ERSND

DR BIOVDER T, B, A, BEOWThOLELHD

DR DR IR JEYE (DA VA, FT3E ) | 355 (80, iRk, BLoEhy,

Ehwed) | B OmERE, WmEEOS GERI, ARA| U7 F L 0E) I KRk %2 190K 138 %

A SMQ (X, EHS, VT A~ ORI BE T 5 LN DI LA R B LD

FITDER DIEGIZ R E T D2 LI S E2H T TS, ZOXH7ER] & OB E A g D8 i D

BlELTE LTI 0nd5:

- EEL T /TFTVr SRR VTFUL)

— UJF U (SARS—CoV—2 mRNARA #EGRBEHEREC, BRT & G RNY AR)

—  EWEE] (N ODDE ) 7 m—F L HUEEK)

DR R O FERIZIZLL T OO N E END:

— My, B, J7VEREREIR R EE, FEIT | ZEIRFEZRE DI E A - SER

- b%ﬁﬁ@ﬁﬁﬁ%?%@ﬁiM

— DIEMRI, Do — B IOLERORE (PRI TR, STH Y LA ARETmy s FEE
P - R B RAE 72 &)

— DT — T —D LR A oA R

DR OEERB LOVERIZIZLL T Ob O E Eis:

—  WyEE. B, J7VEREREIR RISEE, FEIT . Z2IRFE/RE DIERF A2 - Stk

— DR DR ER T TR 72 E O B RS T AL

— DA O RO A D R

—  DEMRI, Dea— L (PREY TR, STH Y E&-. T wils, IKEM N — 2 7% |
& 4% 2 (nuclear medicine imaging) 3L F7213 M0 X S EEOLEEILRO BE
WEFEND,

2.72.2 A5 /RO EYE
(2=
— WK TIF o FETEM AN~ OURTE D D R B RO FII LD IER OB 22
BLOJERICOWTE KT HHE
- 'L‘Htﬁmv/&t LS A T BRI R - BRHRRR AT RLIC B 5 BT RS
g, Dra— DR, SRR DA A= —IZE R TS
— DR BIO F TR DTG WSS TEEE B L OWLE IR+ 5 38
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BRok

— BRI

_ HOR. EAR. FER kB 0EE R

— SRR B AR AR

— EROTDA SMQ DT TR IR A RIS EE 2 BIVH IR A BRI O R
BHEE (s . F628, 255, PRI, BUTh. &)

— EBOEHA SMQ DT TRFYRD A RETB LB X DI AR AT R R R
O FE (DA% LIRS BB TH R IDS 5 RH 72 BI72L)

MO R

TE 00 Wit% &t s

2.72.3 BRBEDEMERBRERDO T RN T DR

MRG0 5 25/ D F 25 (Noninfectious myocarditis/pericarditis) (SMQ) J 1213, Peluihf 57 & ik
RO HFEZE 2 T, FEMIZREEFIHIT 1.5.2.1 THICFEHS LTV D,

IR DR 2%/ D2 (Noninfectious myocarditis/pericarditis) (SMQ) 1% MedDRA MSSO &
HHRYS BB X O RO E AR ZE 7 L — 71280, ERPHIBNCIE SO TER S b O TH 5,
a—H—E, TR LR %/ D28 (Noninfectious myocarditis/pericarditis) (SMQ) | & TR H& R
(Cardiac arrhythmias (SMQ) | Z#H 7 & T, DAl KL DIERIZ D D EXIPT A0 RE K0 el
RN T LA MaT T AL R,

2.72.4 TFRREYMELEE R/ DR (Noninfectious myocarditis/pericarditis) (SMQ) | D&%
BEEYAR

Bozkurt B, Kamat | and Hoetz PJ. Myocarditis with COVID-19 mRNA Vaccines. Circulation
144 (2021) 471-484
Brighton Collaboration myocarditis/pericarditis case definition (accessed online on 14
December 2021)
https://brightoncollaboration.us/myocarditis-case-definition-update/
Butta C, Zappia L, Laterra G and Roberto M. Diagnostic and prognostic role of
electrocardiogram in acute myocarditis: A comprehensive review. Annals of Noninvasive
Electrocardiology 25 (2020) 125-134
Daniels PR, Berry GJ, Tazelaar HD and Cooper LT. Giant cell myocarditis as a manifestation
of drug hypersensitivity. Cardiovascular Pathology 9 (2000) 287-291
Imazio M and LeWinter M. Evaluation and treatment of pericarditis: a systematic review.
JAMA 314 (2015) 1498-1506
Masek KP and Levis JT. ECG Diagnosis: Acute pericarditis. The Permanente Journal 17(4),
(2013)
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Mevorach D, Anis E, Cedar N et al. Myocarditis after BNT161b2 mRNA Vaccine against
Covid-19 in Israel. New England Journal of Medicine, October 6, 2021

Patone M, Mei XW, Handunnetthi L, Dixon S et al. Risks of myocarditis, pericarditis, and
cardiac arrhythmias associated with COVID-19 vaccination or SARS-CoV-2 infection. Nature
Medicine (2021) (accessed on 14 December 2021)
https://www.nature.com/articles/s41591-021-01630-0

Taliercio CP, Olney BA and Lie JT. Myocarditis related to drug hypersensitivity. Mayo Clinic
Proceedings 60 (1985) 463-468

Witberg G, Barda N, Hoss S et al. Myocarditis after Covid-19 Vaccination in a Large Health
Care Organization. New England Journal of Medicine, October 6, 2021
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2.73 THREXZ: (Ocular Infections) (SMQ) |
(2010 £ 9 HIERVV—X)

2.73.1 EH
IFEDF AL NE
— AR ATHLO
—  IRMZ% (B OWNRIORSL)
—  IRERT R AR S AR oD G
IR e TETE
— JEROEGEE LTINS THOREICEESL
—  EERERI IR E T B I LD TR R A L B
— RREEToTHHNEERTHIELHD
—  BORTEAT T ITIRN R ERIE T DA B H5
SHOMESCEE N IR ORIN L2205

2.73.2 A7 /R EE

B

— IR ICE BRI E T 20, BRI A B COD HEE — 2Bl P HREThHD, T
OO HFEICIXIRE ., IRE B PO EMEL To,| #EE, IR, FEE, JRasT AT A, A,
AR, BT, HEE, SRR E N TVD

—  EBREOBYYEFAGE IR0 MRV, IRERYE R T IENTEDHRE (] PTI A O
2% (Uveitis) 1) — ZbIE— IR HEE THD

BRA

— PR RETRWIREEO HEE (G, 7L — B CaERE, 55)

— ERMEBIOEHAEROIRDIREIZE 35 H5E

- FEFRRAZIRERIZEE T HGE

2.73.3 BREOEMEMRBRE RO THNICEET TR
MEEY (Ocular Infections) (SMQ) J I3 titn 27 & IR 28 D FEEA i 2 T\, 55l 1.5.2.1 25
a2,

2. 73.4 THREYY (Ocular Infections) (SMQ) | D& & &R R
* Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A prescriber's
guide. Drugs. 1996 Oct;52(4):526-40.
Sherwal, BL and Verma, AK.  Epidemiology of ocular infection due to bacteria and

fungus — a prospective study. JK Science Vol. 10 No.3, July-September 2008
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2.74 THRIREEH[ESE (Ocular motility disorders) (SMQ) |
(2010 £ 9 HIERVV—X)

2.741 E=
AR Bk e e
— BB
—  EEREPERRE
—  EARARRRSE A
— VAR
—  HMRARRR SR
— B PRIS R AT R
—  NRARREEIZ SR
—  EJERL ) E
— IRIASTF—
IREREBN 2= ha—/L L COHIMR -
—  PRIELA . SMATE A
- TEM. LE
— R, TR
i e O PR
— BRI
o MMIRES. BhRAE. Hit ., FEE E7- 1 BRI ISR 3205 L
o EHRHENESTHIZRLEE, BELE BIXsMUIZ ML, 2SR OEIK /5,
—  TE AR AR
o  HZLUFFFESNIFR B2V, EEHEEIC L b 0L 55
o MIREIZAIRICHAETS
o TRERABLZBIINME FRNCHTHZENTERN, FRELTHEENELS,
— SRR R
o HAEBIAMG. MET. ZIEMERE(LAE ., BUREE . PRI DR E DR LS TND
o MRABLZBEIX AMANZETAZENTERN

2.74.2 wE IRV AR
B
—  IRAREHE (Ophthalmoplegia) 722 0 IR BRI By it 2 L\ 28
— B iRt S 2 Lo EE
— ¥201 (Diplopia) 72.& O IR BKIE B s O (15 L IR 00 FH 78 (IR 7))
BRot:
— Rk (Visual impairment) (2B 2 4 B AR5

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

183



Introductory Guide for Standardised MedDRA Queries (SMQ)

7 :CIOMS-SMQ WG (%, lEEKEBI[EE (Ocular motility disorders) (SMQ) | D=—H— %, [#E{L
SBSREERE (SMQ) 1 2B A2 BT RELERL TS, E0bITENT —2_—2T, TR
BT AREEDa—F 4 7 R4 TRWATREE R H A ST R B NE Th D,

2.74.3 BRBOERBERBRE RO TRICETHER
MR BRE B % %5 (Ocular motility disorders) (SMQ) J X BRIk 57 & 38 i 52 24 2. T D,
1521 2R T5HZL,

Al

T

2. 74.4 TEIRBREB)EZE (Ocular motility disorders) (SMQ) | D&E &KV R}
Clinical Neurology, 7t edition. Simon, R, Greenberg, D and Aminoff, M. Ch. 4,
Disturbances of vision.

Merck Manual. Palsies of Cranial Nerves That Control Eye Movement.
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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2.75 T[BfERRZ (Opportunistic infections) (SMQ) |
(2020 /£ 3 HIERVV—X)

2.75.1 EH
HAIREG &3, B 220 R 2 R oM NITEH, MRZ T &’ Z SRV, REREDRE
FTIIRRMEIZ 72 2 I K D IGME TH D,
T RTOEPEREIRIEITIAL ZIT AN G TV D B R RIEEORERERIT VA, BRI
RGBS D — k72 U R 7 R I3 E e IR T CTh D, EHREDIR T I, e RMEE
T3 RSO A, FrE OIS, Ml st bt GRS B ML 2 IE) o Se e i)
WL, AEWFRIRE R A BERIE ORI MEIE 72 & ORIk E IR RSE (I 1R
RN R) oG (B, BEEDOKE) BRIK O R E E 72 1R IE OB AR5 O 5K o0 AT RE
MR dH %,
ARG 2 5 & 23R, REARRDRIKIC L > TRRLIGENH D, ORI TH
AT HEERBIEOKI /71T, —MREFMTROND D LHLUL TEY | —HiDRGEIX
Sy h] (F 721X mMs OFRRED) (ZBES 2 rREME m < SEIHl STV D ATEDY
HEIZ, Eo—RAVREH Tl T DY & XA 5 EE R AR AR E R T 5%
H (Mg l) DO ANTEYEEICRET D,
ARG, FFEDZ A T OREMEI O~ —T1—Th V| FrEDBIER g e (F
Za—FVAF A - XL (Pneumocystis jirovecii) 3L NHIV) OREKIFERE & L T
STWD

2.75.2 A% /BRIVEYE

A

—  SERAIREE (B HIV R RE D=2 — B ATF AT {fifk) 2R L5 B 72E R
(FIZERBDIEF 7218 EIZALNRN FTTAFAELZRWRIRR) IZ XK~ TRl S 2 S DIk

—  SIEREDIE R 218 O OFRFRIC LS THERIENDS, 3@ H OfF LTI, 272
AL SR ORI  VRFIRGUEN TR D@ H OfE Tl o7k 2720 R YL iE
(] : Vo SR OREFEMERRREZ )

—  [EFERIZRO BT B RS T AT AR T AL ORI B 95 508 A 2RAEIZY ARE
CODIFREAR HIV &G & B B 721X FE TR AR AT ; £ IR I LD Il (23 A,
FTITSPE LM IIE MR R O AE W 2L Ol R S Lo e Bl

—  ZNHOMBRIARDA BEEE R R R, 2N DEERMRE AR, — IR AT — 7 |2AF
TET D08, WO ORERIRA X, FRE7e B R0 L5 FRZ @RS BE O R U 32 etk 2
a—7 O ThHD

— LR CE RSN A RO A R Y

— I, BJE.L AN, AR, ARG, FRREE, BERE. o K OVEERR O RAEMRE YL R A
A—FEENDMEM DD DD TREBE NIRRT ZEA L T Aa—T 12 & Eh
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QA

IE4N

—  FIE, Vo SHE, A BEENHR RS FEIRIP JAEPE O KA, BRI BN OJRIA
FITZE DK LR DML RN RREDIRRE

—  SERMER AR (] RIS N E B (primary immunodeficiency syndrome))

—  ERRENT O TRV EER BT B HRE

2.75.3 BBOEM LR RO TR HER
B Fn &Y (Opportunistic infections) (SMQ) | (%, Ptk & R OREREN & ) |
REFEFHEIT, 1.5211IZ0E&H I T35,

il

p=1111}

2.75.4 T HFn5&Y: (Opportunistic infections) (SMQ) | DS EZ & B Rk
Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.
https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August 2019).
Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-mediated
inflammatory diseases: consensus recommendations for infection reporting during clinical trials
and postmarketing surveillance Annals of the Rheumatic Diseases 2015;74:2107-2116.
Centers for Disease Control and Prevention. Guidelines for preventing opportunistic infections
among hematopoietic stem cell transplant recipients, Recommendations of CDC, the Infectious
Disease Society of America, and the American Society of Blood and Marrow Transplantation
MMWR. 2000 Oct 20; 49 (RR10): 1-128.
Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007 Dec 20; 357:
2601-2614. doi: 10.1056/NEJMra064928
Tomblyn M et al. Guidelines for preventing infectious complications among hematopoietic cell
transplantation recipients: a global perspective. Bio Bone Marrow Transplant. 2009 Oct; 15,
(10): 1143-238. doi: 10.1016/j.bbmt.2009.06.019
U.S. Department of Health and Human Services [Internet]. Guidelines for Prevention and
Treatment of Opportunistic Infections in HIV-Infected Adults and Adolescents.
https://aidsinfo.nih.gov/guidelines/html/4/adult-and-adolescent-opportunistic-infection/0.
(Accessed 1 August 2019).
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2.76 [R##Z[ESE (Optic nerve disorders) (SMQ) |
(2008 £ 9 H IERVY—XR)

2.76.1 EH
AR TN D Y2 R TSI A L SV A RIAR T D,
TR EOWT IO O, ETNIMOFEE OB TR D2 ENBD,
BB E O @R BRI, A SMQ OXF8 1T, FLARRE, FAREAR (RIE) . B O
&LV (B OIER) ThH D,

HAFRRIE DR -
— MRV AF = mF LU L 2N )
- IMikdtEREE

—  RERZIE, FRHCE X BI12 DR Z

- BEELHW.rnT LT zma— ) (V=T VR AT DAFIY)

B HER DR

— AW OB E IR R AL (AT T A5 A L, 2~T BRI 4 ICHEFT T 2 8 130 5,
— RIS CC, BRI M AR MR R T2,

- HANTRTEFERIRENS, BRI ETLEETHD,

—  WIRMEICIRBT DO, B, b EIRRE R ZIEICL DB RIE DA TH D,

— SIS RERBRIE SRR O BT, B 2 ITHER L TR 25501305,

2.76.2 % /BRI
I
s
o TR (optic) J &V 5 HEEE & e 4235
o WU ILIRIC BT % S
o BIMLIED LI IR T UIE R 8% R IE R I B3 F 3
IR L
o MREEDOHBILIOERICEE T2 H5E
o il E DS C BiE % M k
o FEFRMIHIEDSE | BRI BT B FE. E IR L IR ORI 4R
TR BT A s
BRot
R CHERS VAR RO B
_ ERMRMBICEIT A

B O BTG T, FFEDORME TIE, HEDIRE (ophthalmological) » SMQ %1 422353
H5,
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JMO i IRFHZB# T2 SMQ 1, /N—Ya 21.0 ORERT, [EREE (Comneal disorders) (SM
Q) J. MR & P 3 X OVIR g 2 (Periorbital and eyelid disorders) (SMQ) |, IR #&%x
(Ocular Infections) (SMQ) J . REREE)F#2 (Ocular motility disorders) (SMQ) J. [ i
F%%E (Conjunctival disorders) (SMQ) |, [k b AR (Lens disorders) (SMQ) |, [k
“£ (Retinal disorders) (SMQ) J. l#kPN[E (Glaucoma) (SMQ) | 735,

2.76.3 MEDOEMMEMRBHREROFTRNICETHER
MLt fE 2 (Optic nerve disorders) (SMQ) |13 BEBR 38 L ISR 3R 20 2. T\ 5, ZEflE 1.5.2.1 %
BRI DHIL,

2.76.4 [1HA#R[EZE (Optic nerve disorders) (SMQ) | DEEE LI A}
Merck Manual Online, published by Merck Research Laboratories

http://www.merckmanuals.com/professional/index.html
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2.77 TOREIEEERES (Oropharyngeal disorders) (SMQ) |
(2007 4 9 A EERXVY—X)
2771 EH
FPENREE (Oropharynx) &1, FRRlc ko TR EN 7z H A S,
— BN
- RnH
- HAPEE
—  fRNHEREE

2.77.2 BE /BRINEH

Al

=

F P E 72V ZMHBR D AR U DAL N DA L IR/ 7R 28 | I 2B 90 38

FIPERRER O £ . FENd ., BITHT A4 22

1 e N EE R G iE

PR E

7 SMQI A [EE (SMQ) | DA

o PTIHZ {4 (Gingival discolouration) |, PTI# P JEJE (Gingival hypertrophy) | X5
WD DWTHT A ThAHZ LM T VWHEEEZ & Te, [ A (Gingival) | 21542 T
D HEE

o PTI#/E fii4# (Periodontal destruction) |, PTI # & 4 (Periodontitis) | X512t A2 ES
ERALES

7 SMQI O ENHEED 7L VX —IREE (SMQ) | DA

o VHEDOIINTABENIZBW TR THIENTEL T LAX —RBICEE T2l

7 SMQI O EEMHEADHT M) (SMQ) 1 D5HA

o HAENIZHITDHAWC R T 5 HEE

H7 SMQI A RO KL (SMQ) | D56 :

o UANABIUONZTITITER T DR ED I A BRI TBIEE SN D REYUE I B
Y EE

H7 SMQT O MR DR AE (AW BB LT L ¥ — % FR<) (Oropharyngeal

conditions (excl neoplasms, infections and allergies)) (SMQ) | D356 FFEDIKILIE ., Hr

EMBDDUNTT LV — R EBIREIC BT L2V W28 T IRDFIRIC LD, a2 8 T,

o f&E

o BIE
o i
o U BlRR

o FEMIRBHOREE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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IS4

—  MEEHF L OMETH T EEOMAROE L LI X E (B 45 RE

—  PEORFREE LI EIC B 35 HEE

— RN BB L ONERMEREE B 5

—  WHRBHDFAR R B L ONER T

— R B T DR A (] : AR AR

— Y7 SMQT [ JEEnREE o # 4% (Oropharyngeal neoplasms) (SMQ) | D4 :
o  WRMEECE LY DO HEE

2.77.3 PEEHEE
1 2R S e 2
(20000109)
NWEEORAY | | nreEmoRy | | nwEsEory || gk | | oreEsoRte ks, ©
L PEBIOTLAF—EFR)
(20000110) (20000111) (20000112) (20000113) (20000114)

X 2-17 [ OJenEEERE 2 (Oropharyngeal disorders) (SMQ) | DFS/E#1E

47 SMQT O FENHEEDIRFE G 4D , G B LT L L X —%ERr<) (Oropharyngeal conditions
(excl neoplasms, infections and allergies)) (SMQ) Ji%, CIOMS-WG OF VA 3ETiEl O
JPENREE DI 28 (Oropharyngeal lesions) (SMQ) | EL TR T,

2.77.4 BREDERERIRREROT RN HER
[0 e g S (Oropharyngeal disorders) (SMQ) J 13RI 58 55D A 2R D& g i > SMQ T
%, P> THIR IR LRI SR TR UAE R DG DN D, FEMlIE 1.5.2.1 22D L,

2.77.5 [ OfENEEERE 2 (Oropharyngeal disorders) (SMQ) | D72 DEE &R AR
Reporting Adverse Drug Reactions - Definitions of terms and criteria for their use. Council
for International Organizations of Medical Sciences (CIOMS); 1999
Dorland’lllustrated Medical Dictionary — Saunders 2003, 30t Edition
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2.78 [HBIEIE (Osteonecrosis) (SMQ) ]
(2010 4 3 HIERVV—X)

2.781 ExE
BT E IR A S T A I O ks E IC L > TEL S,
i BT (KRB BR) D330 T DD, DO B IZHATHZENHH,
2 FEAH D T R
- SMEME
o JUBEREL,
o IMEDOUHE~DEEENEFEL I OBREBICEIVATS,
- ISMEE
o INFIARTHARDOMEH, T/a—LELH SRR ERE [, 2 — =W, 2T
~h =7 A BEEEE ., @A ME, BERBE, 1Y 9, FRRES | BIRKFRED
WDMMDYARTIRF /JRREIZEVAET D,
o HRMOELLHD,
KRR B HESEDSEIR
—  FEHTAR XX T L REHE (BRI SD) THITRITEET D,
—  RENREZ, TH o030 B 8972 R XTI A IR HHZ ebdh 5,
R 42
—  BASIATENEN OB X H DV NIBATICHE R
—  NEEDHIR
— M T VLT NI BT EBEE ISR LD,
- ZLO%E . B O M X ST EITIER Thh,
FHE 5L (ONJ)
— BEARARR—FOME IV AELD,
— B T ol R T A S E L CTAELLONMAR TH D,
—  WEBIOYERIITER., Ho<HoX | KR, fLBE, IBETERRE 235D,

2.78.2 BE /BROVEYE

2=

—  PTI&#5E (Osteonecrosis) | 35X O PTI U #1 B #E25E (Osteoradionecrosis) |

—  CHEEIT OB RS MR

- BEIFEOZWIRAICE DM

—  EEESEIC IR B A 2R 18U B L OVER I B 9 R, (BRI E OB (151 KBRS B
T AT D780 RIS FFEIL, 2D OEN A KB D01 03805,

—  SESFRBYIL S LOFERE OB BB T AGE, Zhud. TEEBRLE AR AR R
— MG O 2 e 2B EELOBRETA T 572D THD,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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BSOS LU O BT T
2
- IEBOBEAIIIERS R 0TS (B, RS OREATRY)

T R 2R T, PTIE R (Bone pain) HEERANC LTI /A X 2R ASE LB ENDNHLHT0H =
—P—ITZDO BTG T T, A PT OB ZREIL TRWbDET 2,

2.78.3 MEDOEMEMBHRERO T RNICETHER
["E 2 5F (Osteonecrosis) (SMQ) 13318 L OVA R 58 FRE CHERR S IL QD 3EAlNE 1.5.2.1 2%
a2,

1

2.78.4 ['EiE3F (Osteonecrosis) (SMQ) | DB EZEI AL
Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html
Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,
http://www.emedicine.com/orthoped/TOPIC430.HTM
Tofferi, J. and Gilliland, W. Avascular necrosis.
http://www.emedicine.com/Med/topic2924.htm
Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J Australia
2005; 182(8): 417 — 418
Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With Postmenopausal
Osteoporosis in the Health Outcomes and Reduced Incidence With Zoledronic Acid Once
Yearly Pivotal Fracture Trial. J Am Dent Assoc 2008;139;32-40
Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw: diagnosis,
prevention, and management. Annu. Rev. Med 2009; 60: 85-96

Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection. New

Microbiol. 2008 Apr; 31(2):155-64.
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javascript:AL_get(this,%20'jour',%20'New%20Microbiol.');
javascript:AL_get(this,%20'jour',%20'New%20Microbiol.');
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2.79 [BHEREBEIE (Osteoporosis/osteopenia) (SMQ) |
(2009 4 9 H IEXVY—XR)

2.791 EH
BHERIE = TRLOF A R 2 g EE
— BEED (EFICARAE LT E O BALIRFE Y 720 0'E Bjf/))
— BMIREEOLE
— BRUE =B B
BRI IME CThH- THBITVAZ BN R T 5 Bk B EZ U B IR b I3 0
BOLITHHE, IEEHE, BB . RERE BE, BB T CTh D
W CEIAREBTOET, FRIET ., HFHEBELFREEIS LOYERIZAET 2N
FIERE T
— BT (BB R EIERE OBARMER )
—  IRH (o s vamFafR)
- R
— AHE
— MR
— RIEEE
— HIRIEH)
1 7 (PARRA%)
— EHZROOLNLTESA
— PERLEVRZICENTD
— fEAIRRTEE R OB S BSOS L OVE WL ORI E TR A ElAlS
— BREOHITIY, a—LRE T (BEE E ) BEOHFHEE T OV AT RIZ 7055
— TSR ZICIVEIFRIRAR VB AT 2DF DRSNS ED B NDDIN T L
HOBEM, BOAN LT AEROI T, 1,25-CER a4 D EAREIMC RN D55
VAN %
— 1,25(0H)2 D3 DEABNNCEY FRLOFELRNAELD
o WEE DN BRI OB
o BEMNBLDOANT T LFIL OB
o JRHNE TOHNL T LEIRILO N
— PEIRAVEURZIZED, B E RIS KT AN A OREAL T 5355 03605
2 1 (3 A\VE)
— BLIRETD
— BHEIZ BRI TR LU D 1,25 (0H) 2 D3 FEAK F234ELS
— REBELEREOBCIVIREGE ., REWRE. HEOFIIATHRIZ O D

1}

paiy
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3

RN DB LD (B : 7 VvazFafR)
FIolX, bR oAl L O D A TS T 5 E OO TR EIZED

B OREOMFE A EMEEL TEEEMEHSINDZENZ

WHO (2L B HERIEDERIL, BEENAF B AR LMD % 2.5 FEAERZE T B 28R
RELEINTUVWD

FRHE~— T — (BRI T NVHIRAT 72— FATF ANy 1B aas—F 0 ~7FR,
RPTFFREVD ) W TIREN R BT 5580865

2.79.2 A7 /BROVEYE
G
— BHREBIOERAE B2 ETe) ORREICET 2 15
— IRBIEICHFHED A B T D IO 72 B HLERIE IR R OB T O A & T EER L OYEIR I
SRRk
— BT A SRR A ISR TR EFEHEL T TRE | LV HEECEfiSN
AR AR E EN TS
— BHERIEIC LRI B 2GR
— PTIME®% B HLEZE (Post-traumatic osteoporosis) |, A% ORI IFAMEIZBET 2L T
BHON, FHIPAIR BA I ESE LA B E T OUNERDLEEZ LD
Bro
— ERMREBICBETOHEE
— T ARTOFEIIET DHEE, BHREICIEE IR0 0 (RBIHT . BEE . KREREAES, 1)
B AP HERIE D) 2 BR<
—  PTIAEFAE%MIZ 095 & (Kyphoscoliotic heart disease) |, R4 2 (FAAIZE) 1378 #
RIEOGIHE T LD, B OHEICET 2 HFEE — kB2, AL O G PHEICREL . ZIKEI72
AOHERE DRI EEL
— EIMEORIED S O SIZBI 95 SOCT#1:4ER5% (Social circumstances) 1120732 H
B
2.79.3 BRFEDEEERFRME RO T RNZBE LR
[BHLFRAE B I8) JiE (Osteoporosis/osteopenia) (SMQ) |38k Fs L OVA R 8 0 FI 35 CHRERR S 4L

TW5, FEflIEL 1.5.21 5T 528,

2.79.4

[EHLERIE BB E (Osteoporosis/osteopenia) (SMQ) | DB E B Rk

Hobar, C. Osteoporosis. eMedicine, 16 December 2005

http://www.emedicine.com/MED/topic1693.htm
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WHO/Forum for Collaborative HIV Research Joint Meeting: ARV Drugs Adverse Events,

Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft), 28 — 29 February 2008

Dorland’s Medical Dictionary
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280 [EHESIUVHHETHOIREHREY
(Ovarian neoplasms, malignant and unspecified) (SMQ) |

(2008 42 9 HIEAVY—X)

2.80.1 EH
PNIAZ BE T A M B L ORI A OIEREO T X CTEf 522 HE L TR LT,
ONEZ B3 2 M E B L OGEM AR O A OFT X TUIMA Fieb e a1 %,
— B R B ERRE
— PR BEREOIREEZ W O A
- JEE~—h—

2.80.2 A7 BRI EHE
I
—  EMEEITEE A OB A BT A HEE THOMITIRRIZE KL TWDh o,
—  TROMEHZE B E TR R O IR BT AL W) BRI RBIZ B 92 HIFE,

o FH

o HRARMA

o MEG~—I—

o PETDREBAR IR LIOVER
IZ48

—  BEMEFEIEEEIM AR OB MR T2 HFE CTHOIREIZINRIZE KL T RNE D

— BB ORI BT DR LR O TR L OIS~ — 1 — B D FEE

—  UIBE~OEBIZEITHHEE

— HEBIONEICRE TS HGE

—  PTIIPH.F4f7 (Ovarian operation) || B BRI RAZIBIE FIETIE/2 WD (72720, FE
RO R BRI G A IIARHGEZEMLTHEW),

T FE e B 70 BEME P JE BA DR B do L OV ME R SR B D VR R L 32 W O TFIE O R SR T M R R
(Malignancies) (SMQ) | D FALIZHDEILE DT T SMQ %ﬁﬂﬁ‘éq‘:ﬁ)‘%ibb\o

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.80.3 [EfEatEE
HLE 38 LOGEA AR O B ELE A= 4 (SMQ)
(20000151)
|
EMINRIESE (SMQ) EMELRHDINERES (SMQ)

(20000200)

(20000201)

B 2-18 EMERBIUFEMABADIIE ST 44 (Ovarian neoplasms, malignant
and unspecified) (SMQ) | DFE/E#EE

2.80.4 RIRDOFERLBFRFERO TN TSR
MEMEB L OGS O IR 424 (Ovarian neoplasms, malignant and unspecified) (SMQ) J 135k
R LRI R O R FE R 2 TV 5, 3L 1.5.2.1 2B R4 52,

2.80.5 TEMRBIUFEMAHOINES A (Ovarian neoplasms, malignant and unspecified)

(SMQ) |DBEEHYAR

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th

Edition, 2005

Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995
European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.81 TERERAHEP LUVIREEEES (Periorbital and eyelid disorders) (SMQ) ]
(2009 4 9 H IEXVY—XR)

2811 E#H
AR g -
— AFEERETDLILIZIY, TIZHORDOMEFEL MR 5
— RROS A B IO 2
IR ot 15
—  PE CRREm AL CHER S DT
— IR EREIE TR S o1 )E
—  [R#ERAS (55 VIR [CN VI S<EE) 23 PR 2455
—  RERMEEIEZED (CN ISR B L UR 27—l kv Fahd
— IRERRIE— IR A EL, B FIRBEEERL TWD
o FRAMIIARM H ifn F7- 13 O 14 7 IR A & ~ DI R ZHIBR 95
— IREgixICIh > THET DT ONEE R B E- LT g
o RIEDELDGENHD
o MEHBIBARNIZALEL TS
o VYrAABFEERBIOCEALTRIVATIRT. EALIRMP Tl IR IR I E L
TWs
IR T 2D DR BIT T RLOIEY ThD
— HAW
— RIEBIOVEG
— EAR R (B )
RS 5y O R g P T 1IN R B2 KAT S22 08 RO IR (R BRIk, S7213089m) 251 &
iy B 2 Y 5%
IRMR 25 (ARAG DAIE) DRFEIT . BIRISFZI IR - T A0 v OB Z R B D IR TH D

2.81.2 A7 BRI EHE

(R

— [RMEALEICEE 925 G

— BEEICETDLHEE

— IRE A5 HRE

BRA

— R LOWRE B HEEOBEB L OER OIS | OIREEICLRDOONLHEE X DNDHL
D

— RIS L OMR S JE PRI B LD D i o B e i i, (1) AR TRt E M AkdiE) | (BL | IR A2 7R
T HEEI IV EMISNDH DR
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—  IRB S JOVIR /5 /5 DH B 7 O BE 0 o JUIK] 7 1R A 6 L OVIR 7 J P B 5 L PR MR — o K
PR BB 2 HGE

— RGBT HEE

— CN I3 EONCN VINZESE#E T2 HGE: oo HEEX, IRBOEBHIEIZEEHRL QD K
SMQ IZIFRHHE RN EB X HIDTD

—  IRBg s JOMR & 8 PHAR 5 (B 32 FRE

ELLT b D TR | FHRED—EIZ DWW T, K SMQ O HFEVANIEHHIL TR, ZOB T,
ZOHE PT BNIEWITILFZTEODILENTEXRNW =D THDH, A SMQ D2—HF—L, ZnHd LLT
ZHERHIL., A& Sz SMQ HFEIC I HESNIERNIIINZ T, 2SO HFE Ta—RMbS-iE
Bl 2 E DN EREL THLW

2.81.3 RO EMERFRAERO TR DR
[R5 & DA 3 L ORI 5% (Periorbital and eyelid disorders) (SMQ) 13 8edilih 52 55D A THERR S
IUTCND, 16T, BB sk & IR R IT R URS RAMGFHD, FEMIIE 1.5.2.1 23T 52L&,

2.81.4 TR )E B LIRS (Periorbital and eyelid disorders) (SMQ) | D& EZ &R R}
Carter, S.R. Eyelid disorders :diagnosis and management. Amer. Fam. Phys. 57: (11),

June 1998. http://www.aafp.org/online/en/home/publications/journals/afp.html
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2.82 [FR#4tE=1—n0/8F— (Peripheral neuropathy) (SMQ) |
(2005 £ 11 A EEXVY—X)

2.821 EH
KEOEH), T, B EMRRORES
BRAFIMREICIVH SN BAR PRI E S Z22 s,
LIFOIEE DL, D7k bb— 2030 LI Ui s,

—  BRSRIK T A MK T HDUN TSR R (T SRR L T EE)
— EREIILD LT DR REE
L s

2.82.2 A7 BRoERE
 HE:

— R =2 —m T — B L OBEBEEIC B 92 HGE

—  CIOMS EED FTHIASIL TS, {8, Stk BRI AT RAZB 92 H5E

—  AFEMRARERLOBE T A AT LS

bt

— RGBS D R

— JBEHIELT, PO = 2 F— D I ZE L B ST

—  BERFDBBRRT D=2 — /T — DI ORI ) = o —r/ 3T — (ZBE 5 FHGE

2.82.3 MBEOEMEMBRE RO TRNETHER

[ R = = —11,3F— (Peripheral neuropathy) (SMQ) J I35tk 57 & I 22 0 5844 2. T 5,
FEAIE 1.5.21 2T DL,

2.82.4 RMME=o—r/3F— (Peripheral neuropathy) (SMQ) |DZEZ&EI R
Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of

terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999 p 32
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2.83 [EIREFH EIRDFE Y% (Pregnancy and neonatal topics) (SMQ) |
(2011 4 3 A EXVU—XR)

2.83.1 EH
AR B A R DR w7 (Pregnancy and neonatal topics) (SMQ) 13k ® B CRIR ST,
—  PERINESNTW e SMQUERERRS RO Few /A atE Cir/E IR R E 25 T) (SMQ) | LB
x5
o LIHIO SMQIZIFASTF A EORBEL 55T 5 MFEICBET 25 &b -7
- HRIREFTAER ORI 7 BRI BIH] OB IRD ~O# SR RS S
AEHEREBREL D Ny 7 LR E X200 SMQ IZITE £ TEL T, BIOMSZLZ SMQ L5280
EZABLILTND
CIOMS-SMQ-WG F—2A4[%, EMA ®™“Guideline on the Exposure to Medicinal Products during
Pregnancy: Need for Post-Authorisation Data”% 7B @& O HAREL TERLT-
TARTA L OHTIHIERAE RIILL FOIDTERSNTND
—  EPE. IEW
—  EPE, B
o BPE, MM, i IPE
o TEMRHIMICHEL T/hEW /T E NI I B I
o BRI BEUIE R

o #IE
o JRAVIKEE
A
o HpTE
o HRE
o JEpE
—  IERHE

FLIT o3 WA B T (BERERY B KON AL &8 L C o AL IR IR IR BH) © 200 SMQ 128 £

2.83.2 AT /BROVEYE

WA

—  MEgREH AR o7 (Pregnancy and neonatal topics) (SMQ) | D2 fk )l & KL vE:
o IHRADHELERIFO HFE
o HEIRRE LERIFO R
o EWIHRLEROHE
o JiEE(NLTRBLUHER) BLUSED HGE
o i BAT HIRRED HIFE
o MEREMIB X URERLZ T L7 A Ve g R O FLit 3 W he 7 O 3R
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o MIEEEZEDOHE
o ERMBIUNEFEEREFHROME
— TSR, FEMER SO MR (Congenital, familial and genetic disorders) (SMQ) |
o SOCIERM, FiEMBLOBEMERE | O3 XTo PT
—  THEER. 3 i OFE S fERRIR 1 (T PE 38 L ONEFE 2 BR<) (Pregnancy, labour and delivery
complications and risk factors (excl abortions and stillbirth)) (SMQ) |
o HEIME. MR, HPEEDFE
o PAEREARMAHFE
o PAEALEMGE
o FEIMEYRESEHEE
o JhERIEMGE
o MR, Srifh. HPEICBI TS E O HGE
o IHRGPHEDIY AL ZHINSEDIRAED FHFE
o MAEEDOME
— THH Wy 7 CHRAER O R 2 U721 #2545 T») (Lactation related topics (incl
neonatal exposure through breast milk)) (SMQ) |
(FALOH 7 SMQIEEERIFLH 23k S (Functional lactation disorders) (SMQ) | 35X O
7 SMQIREFLE A L7514 %% (Neonatal exposures via breast milk) (SMQ) |25 ¢)
o FLITWIEESAEIRIZBEEL TEIDIRAEICRE T2 M55
o  FLFWANCRIE L - B L OHLEAS IHED HIFE
o RHENLIEMRESLIO T EO HGE
o MFLIEEFEDOME
—  THRIEREE (Foetal disorders) (SMQ) |
o MIEOKREBIZEAT DT X TOMFE
—  [#H4 R k% (Neonatal disorders) (SMQ) |
o HAERICEATLITXTOME
o HTAERMNTIST D RIEREE DR IE, fRRAEIZR T2 ~To PT
—  MEgE R OV EED U A2 (Termination of pregnancy and risk of abortion) (SMQ) |
o HARBIOALREBLLOIED HEE
o WRPER I OMENR TS PFHED HIFE
BRI~ DAL E 5 KOG IR I A oD FH R
o VREEDVARIRFDHGFE
o  HLGTIipE R L OB (Abortions and stillbirth) 1127323 _ToD PT b s
—  [IEFIEEOREER L OME)F (Normal pregnancy conditions and outcomes) (SMQ) |
o SOCT#£85% (Social circumstances) | D 54 & T 1IE# RO RIS T ORI IZ B
ERAY G
o TESMEYRD HEE

o
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o IRIRATRMES DERIRI AR RO HIEE
IS4
—  MEgREHAE R o7 (Pregnancy and neonatal topics) (SMQ) | DAk A Ra 5L 1E
o MRAR RAEORWOERRIRA O HFE (RRAR R AHE B 44 %)
o AFHRERB I OMEREE AN R HEE (CALIFRIOMSILIZL L 1 D SMQ &T 52 L3 REE
ENTND)
o  FEREEMIE(CNADITHOMNILIZL L 1 D SMQ &THZENRESNTND)
o PTI &Y 7ZX~<E T B (Toxoplasmosis prophylaxis) J- D BEE 4 AME
— R, FERME B L ONE s MEREE (Congenital, familial and genetic disorders) (SMQ) |
o SOCHEXM, FitEMt I OB (Congenital, familial and genetic disorders) |
B ENTORNT R TOHFE
—  THEER. 3 A OFE S fE R IR 1 Gt PE 8 L O FE A BR<) (Pregnancy, labour and delivery
complications and risk factors (excl abortions and stillbirth)) (SMQ) |
o VRPELIEPED HFE
— THH Wy 7 CHRAER O R 2 U721 #2545 T») (Lactation related topics (incl
neonatal exposure through breast milk) ) (SMQ) |
(FALOH 7 SMQIEEERIFLH 23k S (Functional lactation disorders) (SMQ) | 35X O
7 SMQIREFLE A L7514 %% (Neonatal exposures via breast milk) (SMQ) |25 ¢)
o  FEULHRIZEEEH L= FLiT /0 WAk RE D FHE
—  THRIEREE (Foetal disorders) (SMQ) |
o MR IOV RNZE B 95 Hah
o HAEWREEDIAZRFOHGE
— [ R k% (Neonatal disorders) (SMQ) |
o FEMEDME BIOMNLLIZ SMQ ELTIRET D)
o EXRMHFE
—  HEIRFHa R KON FEDUAZ (Termination of pregnancy and risk of abortion) (SMQ) |
o SECFEAMERE R HGE
—  [IEFIEEOREER L OME)F (Normal pregnancy conditions and outcomes) (SMQ) |
o MR ERA~DYAZIZBETDIREED FFE

MR B A oo he w7 (Pregnancy and neonatal topics) (SMQ) Jid, /N—ar 14.0 T, TR
FERORY i ENE CoAE LR E 25 1) (Adverse pregnancy outcome/reproductive toxicity
(incl neonatal disorders)) (SMQ) | & (& &2 D72 DITIBINEI T2, THUTEE, THERAS B Bow
SRS ME (B4 R B % % & ) (Adverse pregnancy outcome/reproductive toxicity (incl
neonatal disorders)) (SMQ) | D A7 —4 A%, "Inactive” |24 H X7z,

1 A R E 2 (Neonatal disorders) (SMQ) 11358 KD FEEA RN TWADT, 20 SMQ %7
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i el 3

MQ) | Z BN CTHEREFETHZE0, &

13 TR, FIEIME R LS

R HIH

ﬁ%

(Congenital, familial and genetic disorders) (S
(2L THUINENZRTT T D2,

2.83.3 @i
IR EHE ROy 7 (SMQ)
(20000185)
| | | | | |

st s || R VREOE | gt || | ey s || RS || RO
e EORIRIN PR | o7 GTEROB | Tiong) || swqy || DTEODA | i RO
MRz (SMQ) EBLUSEHEL eI Uiz 2 (SMQ) (SMQ)

F<) (SMQ) A (SMQ) (20000190)|| (20000191) || (20000192) || (20000193)
(20000077) (20000186) (20000187)

HERERYFLI T WA lE S (SMQ) REALA A L7 HrE g (SMQ)

(20000188)

(20000189)

219 [EREFAEIR DI Y (Pregnancy and neonatal topics) (SMQ) | D&

JMO 7 TR A R D e 7 (Pregnancy and neonatal topics) (SMQ) J i, Bl 58 & Ak 57
O AREE R OPEEREED SMQ THhD, BEiiEz o2 LD
B R OURIER 2R I RE CHERLS NS & A FF 7720y SMQ OFI

M) o EAZRERE D SMQ DOF

.20 SMQ OFI

PSR

HEHLTNAH(1.65.21 &

L RS oo SMQ o i %f*/\@“é_kfa%ﬁmféé

2.83.4 FiREFAIRDOIE Y7 (Pregnancy and neonatal topics) (SMQ) | D& E &R R

Guideline on the Exposure to Medicinal Products during Pregnancy: Need for Post-

Authorisation Data. London, 14 November 2005, EMEA/CHMP/313666/2005
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2.84

[BIFER BB (Premalignant disorders) (SMQ) |
(2007 4 3 HIERVV—X)

2841 EFH
RTINS I IR O FE LT EAT WA T TEREFIIC[RIE AT RE/IW A T D,

il (precancers) . mijJE M 28 (preneoplastic lesions) . #1815 (incipient cancers) . F /7
WA (intraepithelial neoplasias) . F7- 13711 (preinvasive cancers) &6 FEE LD
FEORE R R KT DB D

FEIZIE DN WREE DRFE N DD L0 DD

FEITHEIT 92 LIT R0

LIZUIR, 22 OB DOEEASFRD Hid

AR AT 258103, B PmIRET5

2.84.2 A5 BRI KR

B

—  BIER (Atypia) ICBE4 B HEE. B1ZIE LLT L-UL T B NEEm L TIE S, @ E Tl
B TE Ak (dysplasia) | 2 E KT 25 PT O FIZALE T 550

—  HLTIB 86 5 AUE 8 (Myelodysplastic syndromes) |12V 7353 X TOHFE

—  HLT 5 B s (B s 2 BR<) (Myeloproliferative disorders (excl leukaemias)) 112V
7L _XTOHEE

—  HLTT RS HiiE S IR BENEC (Skin preneoplastic conditions NEC) |12V 7959 X TCDOMGE

—  HLT BRI AR m 7 ¢ — 6 L OV WiEE (Gastrointestinal mucosal dystrophies and
secretion disorders) | |2V 735 B#E D H 5 FEE

—  EPEMRREORE R I ORERICEE TS SOCIEAMRE | B SOCTAR B L ONEHMLE )
o0 MEE (422 1)

IZ48

BRI MR T L E RSN TS AIEE, B2 1E9~Tol LR (in situ) 148

AR 2RI HDVNTL il VSR TR |2 B 9~ DU A 7[R
HEMEBO TR L THWAZENTELMIfE~— 1 — B LR VB FITEA
HRFEA) T, TAMER CEHERT — 4 2L 080 o7, AR B IR+

T A S O FERIZ TR IR RE (Premalignant disorders) (SMQ) |2 bERIMS LTS, THTEE KR
(Premalignant disorders) (SMQ) | £721ZZ D7 SMQ DWW N TT —H B LTI-HK&IZ, —
W3 ERR R | HEECOBINRBEEZ VL EET 551, TEMEE B (Malignancies) (SMQ) |22
Iy gl

T T 2B R RE I L OV O MURE & FAL O AT IR BE (Premalignant disorders, general conditions and
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other site specific disorders) (SMQ) J(Zi%, PTI k& (Dysplasia) |72 OHAL &4 E LRV H
FENEE STV T SMQ O O EifFEIRFE (Blood premalignant disorders) (SM
Q) | T'H o R {K 8 (Gastrointestinal premalignant disorders) (SMQ) |, A5 gs DRIk B8
(Reproductive premalignant disorders) (SMQ) |, 38X O 5§ D Aijfa k& (Skin premalignant
disorders) (SMQ) |, ZNHDOH 7 SMQ &[4 B fk 88 35 IOV o il 5 7 557 0 Jif o IR RE
(Premalignant disorders, general conditions and other site specific disorders) (SMQ) | Z#H 7~
BOREDLIERMETHLING LR, EEZAPHIEOE KOOI ENHD,

1 SMQIRTFEIRHE 1%, AT B D7D ICRTER B D 2t R EL TV, 20D SMQ 13RO L
7MY 27 K7D B BIRE IR L T,
< B OO R 35
ARl {7 DA AL A VR E
FEVEREISE OV A RS DRFE D RIENE /YR RE

FARR I Lo TR, BRI DO A (ICa— 7 17 Shiz MedDRA JHFEIZ IS MY RV K F D
BPBEVLBELETIOLLINRN, ZO72DO—2D 7T 7 u—F LU TL, T HIDITTIO KRS
DUVNTIERLU B LR B2 DINERRDIA ST DI LIR, T e 2T Bl BRI S e 513
=P T AR BRICEE LGB R T D2 IREOH A 2l T 2282 B BT R&T
D%, TNTOEMIAZNF-O LV AFERIRRB DT, RO LS RBRHIFR A D FIFE,
A2 AV B HIRE LR E D JRAENE MG MO FFE 2 5 T, BiEL 72 MedDRA MIEEZ IV /- [HE
TINBIR R BT TH A,

2.84.3 KEgtEE

(20000085)

N [N b [ S REER L TR
IRGTRTIETEING = H MO TR IR B A FHERO BFER AR B2 R DR B iﬂ%ﬁii@io%zﬂﬁ
e T D T LR e

(20000086) (20000087) (20000088) (20000089)
(20000169)

X 2-20 [Fi¥EIREE (Premalignant disorders) (SMQ) | Dfg/E1# 1

Y7 SMQ IEhoL L 2 OH7 SMQ (F, T LK O AR RE (Blood premalignant disorders) (S
MQ) |, [ & B R8I L OVZ O i e 7 56 A7 D Al IR B8
conditions and other site specific disorders) (SMQ) |) LIZ E/2V B O SMQ R 7 Tidzau,

N
R
bfan

(Premalignant disorders, general
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AT HiTFEIR B8 (Premalignant disorders) (SMQ) | D —EiEL CO Bl & TH D,

WO HD>DHT 7 N—TIZ LR EDRRIR N A HREIZ 72D,

— Fﬁﬂifﬁ@ﬁﬁﬁ%ﬁé (Blood premalignant disorders) (SMQ) |

—  ['HIGoOwHE K EE (Gastrointestinal premalignant disorders) (SMQ) |

—  [AFEZR ORI IR EE (Reproductive premalignant disorders) (SMQ) |

—  [ZEOriHEE IR EE (Skin premalignant disorders) (SMQ) |

FROWMSOT N—TIZEENROCAFEILY T SMQ O 45 R RE 3 LU Ot 5 5L O BT
1R #E (Premalignant disorders, general conditions and other site specific disorders) (SMQ) |)
D TALICEEESN TS,

=P IRDO ZDERFFTHIET, ML ESELIENTED,

—  THESEAY7R IR 28 CEMER B~ DT B ET TR 201550 D)

—  T&RAERRRZE (EIT D RTREMED B2 B LRV D)

2.84.4 MBOEMERBREROTHICETHHER
IR E (Premalignant disorders) (SMQ) JIZMEZFF> SMQ THY, Bk HFED A& Fi>, LIz
3o T, PRI R & ISR R I R UAE Rea 37, 5EE 1.5.21 225524,

2.84.5 [H7EIREE (Premalignant disorders) (SMQ) | D& & & HEIY Rk
Classifying the precancers: A metadata approach (Jules J Berman and Donald E Henson)
Heenan PJ, Elder DJ, Sobin LH (1996) WHO International Histological Classification of
Tumors. Berlin, Heidelberg, New York, Tokyo: Springer
Berman JJ, Henson DE. A Comprehensive Classification and Data Implementation for the
Precancers. http://www.pathinfo.com/jjb/preclass.htm , 2002 (ZOH A MNIBAEFAHIIL TS
DHLIIRY)
Harrison's Principles of Internal Medicine, 16th Edition
Dorland’s Medical Dictionary

11 :CIOMS-WG 2MERK L7420 30#E (MSSO,/ IMO @ Website (ZH#E 0 CV\VA) 12, 1IBIND
Website D5 HANGEIRL THAHD T, RO L&,
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285 [ESIUHETHADRILIRITEY
(Prostate neoplasms, malignant and unspecified) (SMQ) |
(2008 4= 9 H IEXVY—XR)

2.851 E#H
PRI BEE A EME B X OGE AR OIEE O+ X CamH 522 ARE L TR LT,
RIS B T~ 58 3 LOFEM AR B OB A O3~ TITNZ FReb &+ 5,
— MR BB ELR AR
— PR BEREOIREEZ W O A
- JEE~—5—

O

IRA

i

“‘E

C

2.85.2 A7 BRI EHE
I
—  EMEEITEEM A OB AMIZEE T A HEE THOMICRINRICE KL THDH D,
—  TROHEHZE OEMEFIIFEMRH ORISR AW B3 5 R I BE 92 R,

o FH
o R
o [JEE~——

o PETLREER T RIS LOEIR

—  EMEITEE AR OB EMIZ BT 2 HEE CTHLIHIREICRIN RIS KL TR h D

—  EMCAR QBN BB T HIR R LT O FIEB L ONES ~— U — B 5 G

—  RINZAR~OEERIZ B35 R

—  PTTHISZMRTFIfT (Prostatic operation) 1y B BICHRF R AIRIE FIE T W (72721
I NIRIR DR R A E LG AR M FEZ B Th &),

T FER A 7 B R FR B DR B 3 L OVEMR BB E O TR L2 W O FIE O R ITIE, [T A
(Malignancies) (SMQ) | D FALIZHHEINENDOY T HuE SMQ %f%)ﬂ?‘é_&ﬁx‘%iu Y,
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2.85.3 HgtEE
FELME R LOGEIR A ORISR A (SMQ)
(20000152)
FEVERT SRS (SMQ) S B R B oD i S 7 I (SMQ)
(20000202) (20000203)

B0 2-21 TEMR IO ORI IRET £ (Prostate neoplasms,
malignant and unspecified) (SMQ) | DR E#E

2.85.4 MRIRDFEMEEHRFHRE RO TR THER
MM L OSEHIR B ORISR BT 44 (Prostate neoplasms, malignant and unspecified) (SMQ) 1
PARAR IR & IR R A AR 2 TD, ZEflIE 1.5.2.1 25352k,

2.85.5 [EM I X OFEMR B AT IR B 4 % (Prostate neoplasms, malignant and
unspecified) (SMQ) | D& E &KV A
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005
Peckham, M; Pinedo, H,.V eronesi, U. Oxford Textbook of Oncology. 1995
European Group on Tumour Markers (EGTM). http://www.egtm.eu/

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)

209


http://www.egtm.eu/

Introductory Guide for Standardised MedDRA Queries (SMQ)

2.86

2.86.1

I/ B R (Proteinuria) (SMQ) |
(2014 42 9 HIERVY—XR)

2R

B ERETIR P E 7R 7 8 EI’%T@Y?E?‘%S’ & TH% (>300mg, 24h)

SN R AREE, MORER F= 1R 7b>7i,cb\ BEHTHS

2 OFFEETIL, BARIEL, ﬂﬁ@ﬁ&@i% (BIZIE, MR) Z o THRAETD

R DR BB DOIFE, mﬂﬁem@%m%@ EEEL SR

EEEICER T 2EARIL, @E IR TH D (ERL 7oA TROLND)

ER 72 R R EEFW&PE@LBE i, 150mg/ ALEZLNTEY, iUt 24 FRRIERRAE, £
ISIREH LT F =2 (R > 45mg,mmol BNEE ThD) DT H L TOHRIETH
RE; 7V 7 ISR ARIEE, £ 30mg, H Th o,

30~300mg,” H (20~200 u g,/ 53) IO T A7 I, /a7 V7 IV REEZ L, B
[ZEWWL T, =T VTR EBRIREND,

A7 —BOGE | BARIIAEEREAEOHEL S SR TR S 5,

TR D PRIZBE S5 v et %

- BHRDOH
- REKIREEREAR
o SRERIRRETEDRR
o a‘:‘ﬂ?ﬁ-?@@ PEESFICED, s AE (FHIIER IS 8) MfEShd,

o

o

o

o

o

o

o

o

o

BEAR
rm HIE LD 5E BB O B IN e Ok 3L
EEAERT N TIEOGHE v U CBEHD LR I/ NSWE B EBOE AR
UIEUIE I B RE DOt oD K B (1] 213, HCO3 J4AE, BEIR ., 7 /BEIR) LRI R ERIARIF
F(ZHbE A RICEE) 2L TREZS
F—"—=T7u— (ajt) MEEEK
NSRS A (B2, SR BB CREASNDRIE 7 a7 U AREE) ISR R AN
DFFURILEE S %48 2 %108 Tl
HREMER FR
R A AN (20X S, FE S EME DA REEREL ) R T ~DOEH
B UG BABINSE, 2O R, RPOE GO Gak<1 g/ H)&2b=Hd
H
K

[

ML S IE B ISR D SR T%
FLSEPEAR R
RAERTE ORI EAARHCERD —iA9)
=53
Z

—

i

=

EARIL. FICHRE ORI 34
PRIZ, 5 MEAR R LV R NICZ<OERE R E EN TIN5
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@)

@)

2.86.2

FILRAT
B2 RAT AT B0

e /BRI

A

B[ AR (proteinuria) | 2 & 10 FHGE
R EITME T OT VT I DL~ a B IR D HGE (R A 2T 2 LIS o H5E
PREEIZZ OB (T AT /I TF U ) OWNT IO TIEICE-T 24 R R 7V
TR EBALE G T, TVT I (RET AT IUR) R OBEL & E5,
B2 IrmruT Uy T a T VARG (N AV a— AR E)  IA T RE U RE DR PR
F1 D@ H OB (T A T AT 49 27) B ORI DM O EAE (77 L) DL~ L
=z B35 MEE (BRIRR A EIT TS
R T m—BiERE (PTI R m—EJEfE#E (Nephrotic syndrome) J) 1, PTI & F K ZJE
(Protein deficiency) | 3 XU PTTE R BIZ L 57 /E (Oedema due to renal disease) | (F:i2%
DEEDH D TN ROFER THD) LAERIZ (R7 v —BIEGEREL R YNNI H D D5
) REWRE AOTEFELE R BAREEZ A TND,

bt

JMO ¥ :

PTIr7m—EJEfERE (Nephrotic syndrome) | ZFR<, B R EKIK B L ORMAE R EZE T, &
B R OEAERI 725 K]

BRDI AKX |2 AT AIREVEDN D D720 | HEEIVE U, ML AR ZERE , SR MERE DX 71
—BPIEERE DM DA OHE (PTI & A K ZJE (Protein deficiency) | ° PTB & BRI LD E
(Oedema due to renal disease) 172D,

PRIGA, ERERER AT, | E AROFTR IR (ILEEME. BUN, 7L 7 F = BLOY
w:~x<¥R@%ﬁ9f%Ménéo

Se RMEDFEIE. BRAk,

EAiFE ) DfF D372 O FR R AR A 78 (non-qualified investigation terms; TH H 4732 8) 1%, B4t
T 5, AR O ZEEZ R L, HERFE T DO TOZRWAEE (non-qualified term) | 2 H
WCE BIROWE FikzrT B 205 PTIREE (Protein urine) J1X, 4 Th o,

MEARRE RO D72 W R R B F 55 (non-quallified investigation terms) |13, 2SS 541
HRWIRGRERE) TOREL . £RITHEKEBRESL 2L, 54 /12T qualified
investigation terms | 1 X4 B AR A RE R E- XA B RL T0D, B2 X, L FoLBD
Thd, :

PT Urine protein/creatinine ratio (JkR & 11,/ 7L 7 F =tt) :non-qualified investigation
PT Urine protein/creatinine ratio increased (JR & H /7L 7 F = LI : qualified

investigation
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2.86.3 MEDOEMEMBHREROTRNICETHER
[ 1R (Proteinuria) (SMQ) |18k 58 LRIk 58 O FGE & 2 T D, 2EfllL 1.5.2.1 #5925
&,

2.86.4 E AR (Proteinuria) (SMQ) | DB E &L X
Harrison’s Principles of Internal Medicine: Chapter 44. Azotemia and Urinary Abnormalities
Merck Manual for Health Care Professionals: Proteinuria
Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome
Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1. Approach to the

Patient with Renal Disease
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2.87 [{AIEMEXKEG % (Pseudomembranous colitis) (SMQ) |
(2007 4 3 HIERVV—X)

2871 EF
BIEPERIGRIIKRIGZR T EEOBIEMEDORETHY, JUAEMBERIEDOSIHELL TEZS,
RELC, PUEE ~OBBE N2 TORIETH2ED DD, 77206, Bl OO FIF, IREE.,
5 AL AR ETE BB L DIRPIFE R ORIED UL UITFET D5E ThHD,
JRIRIE IR RN, HDFEOHUEME DL, HDHVIE, O ERIZ L > CIERF 22 B #% 3 FEL72
RUICBWTGREHE T A EFMEED 2> ThE 2P )G AT R Ty 7
(Clostridioides difficile (formerly Clostridium difficile)) |* T 5.,
[P 7% 7 7271 (C. difficile) ) DRFEIZIL, BB B L OBMMRA LA H THHH,
BRIR I L2372\ N & ORI 55 MG R TAB ENE KNG & O E 2 Wr 2 AT 26 D TR,
ZROTUEYERIEICEE TS FRIO BT, I IRNE & DR E 72 WP R AR A X E i S
WTCWRNEE R BILD,
B OHEDIRNHUAEYESRYED THRIT, 8 CIIHAEmE OF 1L 2 HELINIC B RIZE R T 5,
Ffoe T DIERDLNRIBR OB & 1213, IBEWENOME #5370 A% I+ 572D ORIRRATRIE 3
ETHD,

2.87.2 A7 /BROVEYE

aE:

—  [axNITH AT AKE% (Clostridioides difficile (formerly Clostridium difficile) colitis) | 5
FOBE S DM & &~ HEE

— EFETRBINIZIO72M M5, FERIBLORAERT RIS 2 15

— zorxpyd g7 %7y~ s>/ (Clostridioides difficile (formerly Clostridium difficile)) | %
RiE 3 DL~ L O A ) FGE

— [ ZaXp)H 7% 77 271 (Clostridioides difficile (formerly Clostridium difficile)) | D
A[REMEA RV LS00, FERF 7R T Closyridia (7 AR 2w ) | D FFE (1] : 7 Ak
Vv L&Y (Clostridial infection :Clostridium [Clostridioides] difficile infection CDI)*7¢E")
ERWDINT 22 XN DL N2 X (Clostridium perfringens) | (V=)L =) 72 L
DRFEE S E

— PUAEWEICK T LR T PTI T i (Diarrhoea) | 35 X Ot PTT ik i (Diarrhoea
haemorrhagic) | D& IEZ Y ESNTZAY, ZAUT—EROIEFIDNZ 5 TRRUTF TR TE e o
72led Th D, L, ARG ET DR FHIRMTE Y T DRER & 0BT 27201213, SEH
FLIR A E B TR 2 BEMED R R S AL D, MR RREEAI DA TIE, KRR RO PT 'K
##i (Diarrhoea) | IZ&E>TEHED T /A X3 E LT, LA~ T, PTI T (Diarrhoea) | 3 Lt
PTiftE i (Diarrhoea haemorrhagic) | O T HTAYE L5 DB 58 D A THELES
N5,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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IS4

— XN % 7y 7 ¢ > /1(Clostridioides difficile (formerly Clostridium difficile)) LLA}
DFEZRE T DAY s

- RBOEEZFRELRVIEES IR T 5 H5E

2.87.3 MEOEMMEMRBHREROTRNICETHER
& IEE A RS2 (Pseudomembranous colitis) (SMQ) |38l i 22 & s 32 D FZE 2l 2. CTW\NA, 3
X 1.5.21 22528,

2.87.4 T{ABEME KRB (Pseudomembranous colitis) (SMQ) | DZE &R R
Merck Manual of Diagnosis and Therapy, 1999. 17" Edition.
Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2" edition.

*JMO 7 : [ Clostridium difficile | 1 Zth.o> Clostridium J&ETARZENR B2 D00, BAEEINT
[ Clostridioides difficile] &7¢~7z, ¥7-, %15 5 (Clostridium tetani) , N> XA
(Clostridium botulinum) . 7=/l =1 (Clostridium perfringens) (2134 # (372<, 71 AR)
CULBDEETHD,
IRANIZTIL T 7 2 (Clostridium difficile) 13T CD | LISV TR BLE LT, 277
XN 7% 7 7 r 2L (Clostridioides difficile) ,CD | & W5 ZENTED, 2D
b | JEYYIE DI 44 1T CDI(Clostridium [Clostridioides]difficile infection) D £ £ T2,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.88 [HFMAESIURMHARERES
(Psychosis and psychotic disorders) (SMQ) |
(2007 4= 9 HIERXVV—X)

2.88.1 E%
FErR &13. BUEBRFHIB W TIRO IO 2 EE DG RO DKM R Th o,
— %4 (Delusions)
— %)% (Hallucinations)
- FHLWEEEGELMY: S 55 (Markedly incoherent speech)
—  fi#{k- B%577%) (Disorganized and agitated behavior) | i@ 13X, B H XM 780
AN
FEARIE, Rt B 2 R T h o L — RV ERIZB W TH W DL, EIRIEE L EETHEBHE D
TRV 5.2 5138 RS RE S R EIN TS,
FERRIF I, RO LD 70Hi 2 DRGHRE FRIEEIZ L > THEEIND,
—  HEAIFRIE (Schizophrenia)
— KRG IR R (Schizoaffective disorder)
—  ZfBMEREE (Delusional disorder)
— IR I (Brief psychotic disorder)
— KRR Z O BRP (mania with psychosis)
— KRR A 1E99 4% (Depression with psychosis)
—  #RJnjiE (Dementia)
— % (FABHDelirium)
FEFIL, IO FHES BRI 2,
—  OLOMOBEER (ANA | T T =EIU70E)
—  FHIOIRA (F— XAEEIEE L-DOPA, FEHHBLEE 372 L)
He 6 FRIE (Schizophrenia) | #6 JaiEAR IR E (Schizophreniform disorder) | i 6 2% Fi 1 5
E (Schizoaffective disorder) . — REAfE 9 PE[E 2 (Brief psychotic disorder) (235 Tlidk, D5
5D ] (psychotic) L\ ) HEEIL. =48 (delusions) | BEE 72 %)% (prominent hallucinations) | fi# &L
722 7% (disorganized speech) . fi#{& L 73 %\ % B 9k % M 17 ) (disorganized or catatonic
behavior) % E 3%,

2.88.2 Hla BROVEAYE
WA
—  PT (ZK5#05 (Psychosis) & & Lo K5 E ORI DK 8 LOZ O K (61 : PTT SRR RIZED
K595 MEFE 2 (Psychotic disorder due to a general medical condition) | — Z U5 1380k 75
EEZHND),
— K195 (Psychosis) # LI 2k #9p ME &= (Psychotic disorder) [ i 32D HAVDIE R H DU

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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VRS #RIR DAEEZ 3 EIR (1] PTT S E5%11F (Neologism) | . PTIZA48JE (Paranoia) |, Ziu
DI HFEE B 2 HND),

— K5I (Psychosis) Z & de FAL LLT (41 : LLT D5 #9545 > 9% (Depression psychotic) |) Z 4
BT 2720 0HLMOIRFFHZ: PT (: PTI K529 (Major depression) | — Z V51 A3k A
FEEEZLIND),

—  HRIEY 7R BRI FE MOV VRS RRE (151 B R TRIE) . ZAUTEERIR 503 R B e B r s
DATREMEDS DY (B ZNER = UAEE DR S RIEL B ST D) | o, MEE D IEHFH
FEDFEMIRIEIEE CTh 2 L85 T DN G RFVEDOREHIR B E LM 22N b2
RZXDTOTHD,

5748

—  PUREMIRREOIR EEICBI T D HEE . 2o O EIRIL, FERP (Psychosis) LIS D Z L DIER DT
DIZHNONDLZEN DD,

— MO NZEENLETNDO T, BRI MR EZ R PTs

—  AEMI (psychosis) OFFEIN & 72 0 #5573, KEMIH (psychosis) 125 & L7220 PTs

— PTI#EAKME X—F VU7 ¢[EE (Schizoid personality disorder) |) (%if & . A& £ J5
(psychosis) L MEBILR THV RN S D, £, ZWrD 72121, FE P MEE 5 (psychotic
disorder) 235 E S AVRIT AL 72 B2,

— K5I (psychosis) &5\ 3 #p PR 2 (psychotic disorder) (ZfEW VR HL 92 2851195 T
WEZIZESEO L NDIER (72& 2 1E . A% (Anxiety) . 88 EL (Confusion) | 2% i Y %
(Disorientation) ) 72 &

—  95%% (Depression) (K524 (Major depression) <) BLOH %2 B2 42 H5E
ZNHO HEEX., Kt (psychosis) T TH ESGRDHILD,

—  FERF AR R

2.88.3 BRFDEEELRFRME RO T RZEE§HHER
DS 35 L OKs #0555 % (Psychosis and psychotic disorders) (SMQ) |13 8kdilifs 5z & Il ig 52 o
RFEEIHA CD, sl 1.5.2.1 2532528,

2.88.4 DRstR B L O MR M= (Psychosis and psychotic disorders) (SMQ) D&% %
B AL
Dorland’lllustrated Medical Dictionary — Saunders 2003, 30t Edition
American PsychiatricAssociation: Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition, Washington D.C. 1994
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2.89 [JfiE M ESE (Pulmonary hypertension) (SMQ) |

(2016 4E 3 H k3T, 2007 4£ 9 H ERIV—XR)

2891 &

2013 4E, i MLEFEDH 5 [ RS L AR A C it MU ERE DB LN M8 A T SE L il e
DFTLNEFRE 2015 F(ZVY—ASHL, THiE M EAE (SMQ) | OEBIFER] 7 A— 2 — |2 8% b
271

ZO SMQIZE ENAITLO HFEOFEMZ AR EHE, (& A EMfiE il =E (B 213, PTIH#EZE (Hepatic
cirrhosis) |) BIHEL TV WS ES FRREDFAEZ G LT WED /A X | HECRER; —
PR LT it e ML |2 B3 D AR & 72 B PSE R D IFE ORI, & ENRNZEITEE T 5, Fo.
oD FFEIE, SR YE 52 2B LW R T,

ERUCHRSLTC, THRiE M ESE (SMQ) | Z28ET 352820 HILWEREH L SMQ DaE
BRAMEUER S 5 [alfifiE ML ESED RS R w LD B I ORI Mg 72 (ESC) B LUK
INIEIR 252 (ERS) O il i L ESE D2 W EIE R DT80 DG [RIF ALY 7 — ADFETIZ IS THE
L2, 200 SMQ D72 O HFEVANMIE UG U TR S, HFET, BraiTo72,

Jifi e A (PH) VL 230 TR KR AT B R 24 (mPAP) > 25 mmHg., $72 (3 &) & fif g o
mPAP >30 mmHg &L TEZRSI TV, MBIk & fESE (PAH) &L TSI TSl i SE
(PH) %7 7 0 —7"TiL, MEIIRELAJESD 15 mmHg LA T (€ 15 mm Hg) TRFiUE7eb7eune
THIEMELBINT 2, Fio, WL<OMDOEFRTIE, i E Pt (PVR) (>2 £7-13>3 Wood H{7Ld
HTEMMLE) INE FILTND,

VIR O E RO EAER 7255 50% RV AR DL~V 24T BEORA A FEES N THRNENS
FHEICEEL CD, BIZHEH QT A HTRFO A ARE (PAP) 1%, FlplZIS U TELL TWD,
FI A ATHEARFEIUC I SN T R A AREIC T D2 848, 2015 4200 ESC/ ERS HART A DB
HHTHD:

Jifive ML ESE (PH) DFTLWVERIL, ZHRATEIIRESE (mPAP) 225 mmHg THY, B IZHF7ED
L FRF AT ENART-2)E (mPAP) 21~24mmHg O BHE OFIR O HEB R 2 L0 BWHEE T 572012
WELEZIND,

—  EBEARB IO E P (PVR) O IIERIN S NS,

—  8~20 mmHg ZZFiF mPAP X, R ATREZR =7 RIS EIEF L& 2 D,

2.89.2 Ag BRINENE

WA

— i R O R A e A B EE D 5E)

— i EAE O BRI Zedin g (PTHEM: AL (Cor pulmonale chronic) |; PTI A= AE K
(Right ventricular hypertrophy) |; PTT =225 PA$E A~ 42 (Tricuspid valve
incompetence) |)

—  Jifig i ESE (pulmonary hypertension) O O T4 Z it i+ 5 i 3E

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— Bl ESRE THY 5 WS D B R iR A S5 O FIE

— il L EE LS i O B A e SR

IE4N

—  FI47 /< COPD 72X, filis i £JiE (pulmonary hypertension) & B5# 9~ L3 E /a0 K 4
it

—  WiEMERESIEE AL BE L2\ FERE B 72 B PR AR A A A OTR IR T

— il L E O R ELA TR v, SER T, LIXUIE O IR REIEERE T R DAL, MEEDRS,
JAR (B REED £ (dizziness) ) DR IN L2 Al REME YD

—  EfEEIMTO TRV RATTE H 4

- EXRMEE

2.89.3 MRER D ENE L BB RO TFHENEETH5ER
[ fifi = 5 (Pulmonary hypertension) (SMQ) |1, Bigoii 58 & A8k 52 O FFE 2 2. CV5, il
ZREERIT, 1.5.2.1 IZREHS TV D,

2.89.4 [JfiE Ifl)ESE (Pulmonary hypertension) (SMQ) | DB EZ & B Ak
Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the American
College of Cardiology Vol. 54, No. 1, Suppl S.
Updated Clinical Classification of Pulmonary Hypertension. Journal of the American College
of Cardiology Vol. 54, No. 1, Suppl S.
Guidelines for the diagnosis and treatment of pulmonary hypertension. European Heart
Journal (2009) 30, 2493-2537.
Assessment of right ventricular volumes and ejection fraction by echocardiography: from
geometric approximations to realistic shapes. Ellen Ostenfeld and Frank A Flachskampf
Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University, 22185

Lund, Sweden.
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290 [Bi&EfEE (Renovascular disorders) (SMQ) |
(2010 4= 3 HIERVY—XR)

2.90.1 EH
B BEEITIIROOMNE D,
— T u—AME R BRI ASE (5b Z<ROLND B BROE L)
—  EEIROBHMET MR
—  ZERRMEE EHIREAZE
— B oMU i R
WIS B RE A ISR D REMED B | il AL = RED ERLVHTETRNLD,
W RO ZODFFDHIHLD—o>E L TH NS,
— S G R R
— B AE M I
— BT
FRREE, AT IIRORZETHY, TR KIGERIB IO E2 3B MER ORI IR TS
%,
—  KRIEERBEEIX AR, —AME X m MO BRI IV AL S,
—  BUMMEBREEEIT IS, NI MAREICEVAET S,
o LA EFEOMARDE (] HeAE U= B ER)
o BENLERALANE (] DN I AR)
{BAFIED T T DB E O F IR OB DN E Ed,
- BomEREEIXEEEORE
—  WIAPEIR FBRESE R
—  BFRIMEREE KR
RS I B I EA T HE D SO EE O S IMEICEDIENHY, 8 . ZO & M ENEEEEL TS,

2.90.2 AE BRINEHE

&

ar

&)
PR R - HLT TR ifn 22 s 2 45 L OV I 2 (Renal vascular and ischaemic conditions) |12
Vo 79253 ~_CoMRE: PTHiA2ERUIN I % (Thrombotic microangiopathy) |, PT##£E
(necrosis) | & & T I REZ FR< (R R)

— SRl R M L B D HIEE

— RIS FR AR TRMNE B | 2 5t HLT T i 8 5 36 LUV 1 f% % (Renal vascular and
ischaemic conditions) |12V 74555

— R Y T oA TR

IZ48

- SERMAERTHGEE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.90.3 REBEOEMERBEROTHENCETHER
[ 1 %7 F% 55 (Renovascular disorders) (SMQ) J I3 8itaiif 52 36 L OVAI R 52 0 I FE 2 2. T\ D,
X 1.5.21 22528,

Tl
Hi

2.90.4 I'ZMm&FEE (Renovascular disorders) (SMQ) | DS E &k R
Bloch MJ, Basile J. Clinical insights into the diagnosis and management of renovascular
disease. An evidence-based review.  Minerva Med 2004 Oct;95(5):357-73
Kendrick J and Chonchol M. Renal artery stenosis and chronic ischemic nephropathy:
epidemiology and diagnosis. Adv Chronic Kidney Dis 2008 Oct;15(4):355-62
Kintzel PE. Anticancer drug-induced kidney disorders. Drug Saf 2001 Jan;24(1):19-38
Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med 2002; 69: 569-
574
Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk factors.
Postgraduate Medicine1996;100: 1-15

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.91 [MEIEF £ (Respiratory failure) (SMQ) |
(2015 4 3 HIERVV—X)

2911 EFE
NP B 55, PP RE 72130 BRI B A 5.2 | T ORE R, IO B/ Re DR H 27257 /]
REMED & DI I bR RO AR A mE BT HE ThH D,
T OO FERFREAI RN (B, Fo3A S Y TRATIREEMENRDD)
—  ARAor7plE RN (0 AZHEE)
— R TR IR FE O Pk (HR ORI OFE R, PaCO2 O LR %#7-59)
— AR ER S A
— Wi 38 OB P ZEME iR AR oD M
—  WREREN ) A SRR Ol B G
— PR AR T OJRK E72 D 540 (B2 X, FT7 0« S —SEERE, EIE A AE, RV U XAH
)
SRR 2 1 e O AR -
— PR IR
— B
—  PERARBL A OB E
- SR
- T
- FT7/—F
- EAR
—  TRIEDNRT UL, BRI SRR, PRI IR FETCICED
2 Wik
—  BEOBIEB IO
- BfJRifn A
- J X R
IRIEIILL T2 & e
—  IRARBYZRIRIK O EALE
— AT
— o bo—u

— RSN

2.91.2 AF BRIVEYE
(A
— BEURRA ORI R A Ik R T RE BT IR O RRIR SR A~ MBI 2 AR G )
— PR A B S A AR SORE R O FI R

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— PP TR R R

— PPN B O IR TR
— PR TR AR

— R B IR

- MERAREORRE T HEE
—  FEOKRN, Fx X PTI—{t/x 3% 7 (Carbon monoxide poisoning) |
— AL DK PO2 72X OIEMFR 4 D A

2.91.3 WRROEMERFAEROTANEE§HER

W% A~ 4 (Respiratory failure) (SMQ) | I3, BRIk & IR RO HFEZ 2 T\ 5, sHlli
1521 254528,

[P A~4 (Respiratory failure) (SMQ)J 34372 L7- SMQ & L CRHFE STz,

2.91.4 [ R4 (Respiratory failure) (SMQ) ] DS E & EH Rk
The Merck Manual. Professional edition. Critical care medicine. Respiratory failure and
Mechanical Ventilation
Harrison's Principles of Internal Medicine, 18e. Part 11. Disorders of the Respiratory System.
Chapter 251. Approach to the Patient with Disease of the Respiratory System
Harrison's Principles of Internal Medicine, 18e. Chapter 35. Hypoxia and Cyanosis

Medscape. Family Medicine. Respiratory Failure

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.92 [#@EEE (Retinal disorders) (SMQ) |
(2009 4£ 3 H IERVY—XR)

2.921 E%
SIS RS 2 725 L O 720 . B R OR A,
A SMQ 13 T D JRIKNC L AR D52 LD AR 25 | T S A T CuVA,
B
Y-

==
—- R

- MBS DIRE

2.92.2 A7/ BROVEYE
B
— R
o MY E R HFELSN (BRIMEEZ S ) T "retin® &L ~TOMFE
o HEEIZPHET DM
o MM B DU IR E (5] : o R ER) (2B I EE
o MARRRETE (ZHRF SRR IR R A TR
—  JRMIRER
o  HUHKEE OB LOVERICBEH 32 R
o MEMEFEE ST UL R TROERIR A MGE
Bro
— ZOMOBEEBDIG | BERAIZRAEREL TR L RE T8N n 5505, 7 Lk
B4 T2 . MedDRA ({8 B0 K5 5872 Fl EE AN STV Ve E BRI B2 28
—  RRVECETDARE
— AR RE T2 AR

&
s

2.92.3 MRBEOEMEMBREEDOTFTRNETHER
[P 2 (Retinal disorders) (SMQ) | I3 8edulfi 58 & AR 58 O HFE A i 2. TV 5, 7EMIIE 1.5.2.1 %
BRI HIL,

2.92.4 [#@EREE (Retinal disorders) (SMQ) | D&E &R AL
The Merck Manual — Online Medical Library

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.93 [EEIEHHIE (Retroperitoneal fibrosis) (SMQ) |
(2006 4 9 H IEVY—XR)

2.93.1 EH
#IERERRHEIE (RPF ;A —E U RREL THHILILCOD) IXENRE B THY  1ZEAE DIER] (68%)
IXFFRMETHD,
HORELZ RET LT T AR5,
—  WIREEIC Lo T o B IREY IR H 3 2 2 A NIk 2 506G
32%DIERFFEMIE BN B9 DL FE kR 7R R A
. LE
o AFBNAUR, mATHIL B IHEWNIEEA] eRTTU | AT LR R
—  ZOMOBETHH O (RIENTENE)
o JRFEMEABHEEZ 2T T v h—T AL
- HEMRPRAR):
o HIEIEOEBMENEE MRS L THRBL
- ZOMOBAELTWDRIA :
o JEECKENIRE. IRERE., By, %MEICEMIEE | MR IE L is
PRABAE | M58 | 3 L OV OO &Y 2 18 T~ 51 NEIERR ~ O IRk 0O 1 Fel 720 S R DN RF 1)
FESRIE— RIS R C | BRI LIRS
—  DWIEHER T D720 BURR I JOVE O B2 W7 03 2 22
A TIEE LR -
—  MUREERE . B . FIEER . R, AR, RE R R ELD ErE, N RRES K
O F T ke RIS . B 7213 T REBIARRE E DRtk (R R A T72 L)

2.93.2 AT /BROVEYE

A

—  PTT# G4 SE (Retroperitoneal fibrosis) | 35 X UV /K IR & JiE (hydroureter) ” <0 /K B i
(hydronephrosis) "7a LG LU CTAU - BIEYER 2 2 3 HFE

— R ixﬁﬂﬁgf“ﬁ)%ﬁ:&) 72— ARSI HEE X R E)CTh 5 LITULIR
B A, BRI A S LIS WN I TS (BI5L  PT MRS SRR (Flank pain) 11, #7200
—HBLIIER T, BE L)

[F4

— RPF OERICEZY LR2WHEE, 213 A ThneB 2 b sk B FE

— BT A AR BRI B 2 A AR (BIEY T~ T e L)

—  RPF ORI B35 R (R MR 22 L)

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.93.3 BRRDFEMLHRBRFEO TR THER
(1% NE EHRAEE (Retroperitoneal fibrosis) (SMQ) J 13 H&Isi 38 & IR I8k 58 D FFE 2l 2. TV D, #EAE
131521 258352k,

2.93.4 [ EEHRHEE (Retroperitoneal fibrosis) (SMQ) | DZ&E &K Ak
CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21
Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm
Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis. UpToDate®
27 February 2005  http://www.utdol.com/
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2.94 T[HERERBLEREE.~SA /3F— (Rhabdomyolysis/Myopathy) (SMQ) ]
(2004 42 12 A IEXVY—X)

2941 EH
AT —1L, HEPET DH A LB L L2 WG A DS DR FEE THY, iR 2
EDBD,
REASCAR ARARIE 1, B A& A5 D IR B2 BB 5P IS Lo CAEUDIEMERECTHY , FFAN DR FRC/L T F
VFF—F (CK) RFDMDFGEER (TN AT 25— T eRar F—87E) /L7
=2 VT L REE, A7 ae s AT T LB IO O IERA~O A, HDIEGITE
BRI DDV E RO B E DB E, 7V a—7  BIONREORHICBEL
TWD, LU RER 3 OFE B Tl e 8 NITBIRH T3 ET 5, DRRIL, EHEH D
LB OEEN R LI L DAME SEIERE AL T PR E DME AL A HMG-CoA
T EA  PURSAR SR A L OIH, ah A T o7 2 A T v a— L R - HAFEDRE
BREOHERBIOEMARE TH2, BB RAEIL, BE CHCREMN RS DMNG, BEE THM
T AREERS DL O E T2 ThD,
P O SR, JBH . AR BT, TR B L OAREA S Fhu, S<BIXE | KR, B 2L
DORPITAETDHZEMN D, MG, JEET, 102500 B OMHMEAIZAELLZELH 5,
Z O OIEFEFEAFERAZIE, RTEIGIN, 5257 . Bk, FEEL, Bl FR, 72D ONTRE IRt F 721
a—JEDRNE END, EEIZRVEL 2 MERRIE I, BT AR, 20 S— M MEWERE,
TRV NEERE | DAERB LOMERA SN E b,
BERC A 2 BRI A S (I, 8 2L T F o —BHIIN (CK, #7112 CK-MM 7233
LB 22132\ 47 ne v R, BEXOUMIEIA 7 e BINNE £, T OMO KR
BATRICIE, MEZLTF =0 (TR T —BBLOTI/ N AT7 27— B OMMNE £
NHZEbbDd, o ARV T LMSERB L OVEM A G DT FTREMED D5 @ 1V 7 A fUfE (PR AN
BEFIZBITD)BELLIENDD, BT ARIZE - THEE TES,

2.94.2 AF /BROVEYE

Belik 22— (Narrow scope) : B BARIE I AT — 2R A O & DV NIRRT B AEAE /A
NF—ITEBEDRD D2 W b LR AR R (] /5 3E5E (Muscle necrosis) DK FRE A 72
WriZ B3 2 HIH

I A2 —7 (Broad scope) : BiA T Bl ARIESH DU MEIIA /R F —Z B E U= 808 FEE Tl s,
BRI BRARSE XA/ TF— (B D B # R L B, ARG W ITRRIR B A R D PTs (7 I
57 (muscular fatigue) 7= 7L 7 F =2 L5 (elevated blood creatinine) DE&72E) . Zi
SO HFEZ KO A ARIE A T — 2 R TIEBID R E SID FTRENE D 8D,

RERCT BURIE 5 D \WNIIA AT — 1T Z R BIRIEIR DT80 | 3% SIEBN T E AN DZE AR5y
FSNTa—T 40 7 SNTOWRNIZEZIRE T RETHD, 20 SMQ ISR Rl E 57280
(2, AR =P A MEBRERS JOMLOIA ST — (B L7V P B 2 55 (i . Al PR
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55 R A BRI . B R AR, AR O R & 5 IR Bl ARIEH DV NEIA T
(ZATREME DB LI B LN DO FL (B AR RLZIUCEET 255, CK WO AEEED
N ARSIV = ME A5 R) 28 E T 5,
ZOI T —DEEZED DD | T N TORGUI BAFIED DUVNIIAATF —IZBET 2FRITE
FH TV, il 21T, HLT 3435 — (Myopathies) | ® FALD PT IZIZ& ENTORWE DD
D
A SMQ IZBAL T, BRAMEHEITRFITE D HAL TR,

1 :MedDRA D /bv— L2 K0 | LLT B il f# e 12 K % B A~ 42 (Rhabdomyolysis-induced renal
failure) )13 PTIEMER [ (Acute kidney injury) | FALO LLT ISAZESHT BTV, 15T,
LLT TRRAC AR Bl fRIE |2 25 B~ 4 (Rhabdomyolysis-induced renal failure) | 1385 58 D x4 H
REICRLZ B, V795 PTI 2R R (Acute kidney injury) | 23R8 58 HRE CH D728, JAIK
MBI E ENL TV,

2.94.3 BFRDOERELHRFRE RO TR THER
TRERC AiRIE /37239 — (Rhabdomyolysis/Myopathy) (SMQ) | 13884 57 & ek 22 o0 35
A2 TWD, 3L 1.5.21 2B RT52L,

2.94.4 TS RMRIE /34 7%F — (Rhabdomyolysis/Myopathy) (SMQ) | DBEZ &K R}
Basic requirements for the use of terms for reporting adverse drug reactions (V).
Pharmacoepidemiology and Drug Safety 1993; 2: 149-153.

Myopathy. Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their
Use. Banknowski Z, Bruppacher R, Crusius | et al (Eds). Council for International
Organizations of Medical Sciences: Geneva, 1999, pg. 16-17.

Poels PJE and Gabreéls FJM. Rhabdomyolysis: a review of the literature. Clin Neurol
Neurosurg 1993; 95: 175-192.

Omar MA, Wilson JP, and Cox, TS. Rhabdomyolysis and HMG-CoA reductase inhibtors.
Annals Pharmacother 2001; 35: 1096-1107.

Prendergast BD and George CF. Drug-induced rhabdomyolysis-mechanisms and
management. Postgrad Med J 1993; 69: 333-336.
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2.95 [4JEEE (Scleral disorders) (SMQ) |
(2010 4 3 HIERVV—X)

2951 EH
Gzl
— R AA BHEEOIRDOIRESNE
—  KEHBaT—7 TSN D,
—  MRRSAAOREE 1T A ISR T,
— EXF0.3mm~% 0.6 mm LiX50ER3HD,
— A @ETT) BLOWEARAENL (% )7) Ll L T\ D,
— Bl —EENRmOBEEEE
—  PLARREER SR ANEAR (14 BRI AL O 2T — 7 TR TR R Y &2 El D,
—  BEARETARE AR LRI N 2R O\ AU CRARIRICE T D,
WSt
— R RAEAN2 1f OJHE BER R
- WEEZEOIMEL T,
SRR D 35 L OMEIR
- R
—  FMICEDBEAL
—  HRERZESL
- £
- TI—UikAE
- R
— R
- &M
- fihek
GEH AN A DY [y =
- HEOTRE
o —HOREHMIEE TELD (B BRARIE, ©T—T7— A X U AERRER)
o IEWREAERSDVITHHEM B EITERRAEO BEICHLAETDLZENHD,
—  IEILE
o HIWHIWIHIDOIRE EF-OBIEIENATD (il : 58 RIEFENEE)
o JERMDGEFITHEOEHESG LIIRIERIZELLLGLH D,
— JRUH
o HEELEZFEN~DTRUEDZEHIC I AT S,
o EEIIHEINE T BIOREEDOU (7 R IE) 218,
o TRETRUEITMER T M B E R ARS I ZERE A RO 20 B D,
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BN 0 L 7S
o SRMEZETED M E BT AR S DG SRR O BR R PE R SE
o  FEIZ20~30 WfCDOBE AL, LEOHEEILBEED 3 5 ThD,
o #3001 OBFICEHEER (F]: IRFERELTOES, 7The— S, &Y, F2i3B
JFIRMENRE R B2 L) B3RO HALD,
o BIEFBIOVEREL T, FAR, BEDORIKAPE, LB 782355,
o IEH, FERIZIREM THD (1~2 HH),
— R
o MR, 27 —7 L OE, BLOME)ETV T
o SIENTE YL, FIIIRATOIMEIZIVAEL DT LR B D,
o FMIVSLLMIZEL —#KIZ 40~50 mAUZAEL D,
o JEBID 355D 1 TEIMEICAELD,
o J&¥E. IRERDES BB ME T BEOIRE L5
o JEHID 353D 1 THEREILISEIERDEDRRBOONDLIENH D,
o PAZEMMERIZITHRNRERT,
o HEIEELBLOZEANELLZENHD,
— LM
o IRIREIE (RIEL DY)
o HFHISMe<LBFIVY ~F BFDOIHIIFHEDLND,
- AN
o 60 ETRHLEND,
o #J2~3 mm D/h&7r, FEOHFEW DK AR ANE 1 & TORTHIZALD,
o IEMMTHY . BOHELEDRVY,

2.95.2 AF BRI EHE
g
— R R RIEREE IR T o HEE
e SR GOYA - (7 SENO T N S Y
- hiREREARICRE T A AR
— SRR E (B AR A BT A R
—  GRPEICBEE T D ALE (BT A R

- ERMWERTHEE

—  DRIEREE O JER A MEER LOYER O D | o iRFEE L IE T 2 e O HHH DI
T2 (B0 HEERIO SMQ IZBEShD),

—  IRIREEO S IHE CHDIRIRIZEIT D HEE (B RNk, SEIERSE)

— YO 1EE
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- HERER AR

2.95.3 BREDOEMELRBFE RO THENCEETHER
[ sl 2 (Scleral disorders) (SMQ) J IR 58 FHFED A2 THERR S CUND, T DT | Sk &
IR R FR O FHREIXRICAS AT, 5L 1.5.2.1 28B4 528,

2.95.4 [78[EfEE (Scleral disorders) (SMQ) | DB E &L A
Riordan-Eva, P. Vaughan & Asbury's General Ophthalmology, Chapter 1: Anatomy &
Embryology of the Eye
Cunningham, ET and Shetlar, DJ. Vaughan & Asbury's General Ophthalmology, Chapter 7:
Uveal Tract & Sclera
Gaeta, TJ. Scleritis. eMedicine, 14 April 2008,
http://www.emedicine.com/EMERG/topic521.htm
Hampton, R. Episcleritis. eMedicine, 18 March 2008
http://www.emedicine.com/oph/topic641.htm
Merck Manual, 17th edition, p 717
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2.96 [BUIMJE (Sepsis) (SMQ) |
(201959 AEEX Y 1J—XR)

2.96.1 EH

PRMAE LT, 33218 E ORI R I Lo TR E RSN AEMEE T ke OME R 2L

TEHRIND, UIAET, ME M, EEMEBLOUAN AR 725 b b A RE G LT

ZLzxha,

VEISE

—  FEREROICIE #7205 AT A (intact immune system) ZEF O BE T, 7 I LB E L7 T A
MR 23 b — R JRR TH 5

—  EAT LABERDITOD B T, FIVSMESCEFEEANL — 7R R ThHD

— WEMEDT—TVET MORERR R BOR OABHRIALE | BERP . IFIEZS, 3L 0
ERFEERE | Z<OBRDPMIELFIET DIATE®mDD

—  TJRUBKEBIOEHERERER L, 2=— 7 TEHINENRIMIENE S 297 DILRETHH T
= UV DI/ (73 £ s | kg SN T = =1 VAR S V)

— RO —RAVZREBALZI, IR BHIE . TR i3 £D,

BRI FR IR & DR (RE PRI IR IR FEL . LIZUIEFER R TH L, ZHDITIFLL F R E E

o,

— BN BENR, FEIT. B K OEMEL B T e YL O 1 i

— CREENET DL, Kiidr B OBREE BT 2BEERDPBENDLZENRHY, ZhHIciE, K
M, FEHRREOZ b, JREL, BAE, BL MR RIENE £41D,

P MSE O WZIE, M -CIR 2 B . ET 1M YL ERNT O K% 3% Bk & I B R B 18 & S fk:

DFLABDERLETHD,

P EMES 27 B OFETS R 1T, R ARRUINIEA ) — =2 7 B UEDO A LISk #EL Qg

2, )T 30~40% T,

ALER

— JERYJEOEFE L, HRONATONDRE T, ARE CThHIVUL, TR TOREAZREEE &2 T4
AT D, BEFEUTMRRIT, UIBR T DML ERHY | BEIIEH 5 & ThD,

—  IEDTERIL. IREHT A E L R B LD A O T

AT Ly LEIRIE RERPRRE A AR — N 27 DI I HENS

R AR RO E | IR ILES D,

BB AR ECE A 2EE T, BIVELMOERII T 2R — IR HETHD,

- WuEMES 2y 7 OBEL, —BRITETIBRRPLETHD,

—  EIEET ., EYYE OB YR SOGE K FTEE50 T, PRGBS s T o b — i
HETHD,
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2.96.2 AF BRIV EYE
G
- E&JﬁLf (sepsis) . & Ifi fiE P4 > ¥ M8 (septic condition) . JX IfiL JiE (septicemia) . i IfiL fiE
(bacteremia) . E.j IfLJE (fungemla) BIOTA LV AMIE (viremia) 2153 H5E
—  MEIEEG IR T 5 R
—  BUSED B E# A A A~ — I — 2B 2 HEE
—  EEBIOWUNEM: > 2y O FGE

i

k=1

- ZLDI AR % T ATREMED M W IERE LAY E IR D R (824 (Pyrexia) | #E7€ (chills) . A
M EREL DN (White blood cell count increased) 72 &)

—  BUMSEIZ R A TR WERE | 4D T BLOME TR EO HGE

—  REDOHENGE

— i fE (sepsis) 12 B 92 54 K PEPRE 2 (Congenital conditions)

AFER R R AT A1, THULSE (Sepsis) (SMQ) |, MERER ERAE (Agranulocytosis) (SMQ) |,
%J:U\FEFH;L@ R IILE S 2 7 IR BE (Toxic-septic shock conditions) (SMQ) | Z 1 & 5
ERBHD,

2.96.3 MEBEOEMERBHE RO THICETHER
[REImSE (Sepsis) (SMQ) | 121X, P R HGE & INBR R HFEN H 0 | Plk & LIz >V T o
P EE EEIE 1521 ICEHE LTV A,

2.96.4 [UMJE (Sepsis) (SMQ) | DB EERI AL
Merck Manual, Professional version; February 2018.
Rhodes, A., et al. (2017). Surviving Sepsis Campaign: International guidelines for
management of sepsis and septic shock: 2016. Critical Care Medicine, 45 (3), 486-552.
World Health Organization (2017). Improving the prevention, diagnosis, and clinical
management of sepsis. Seventieth World Health Assembly A70/13.
Singer, M., et al. (2016). The third international consensus definitions for sepsis and septic
shock (Sepsis-3). JAMA, 315(8): 801-10.
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2.97 [EFERBEIYER (Severe cutaneous adverse reactions) (SMQ) |
(2005 £ 4 HIEERVV—X)

2971 EH
A SMQ 1L, FAFERMETHDHZENEL, BIE CTHRICAME )T B & SOE B 2 55 H7- D12
FEIT,

HE X EEI/ER (SCARs; Severe cutaneous adverse reactions) I3 T %20,

T4 BE (EM;Erythema Multiforme)

—  ZIALBLIL, IS KIFRIIZ A0 T 5 BRI A Z Frf e T2 aMEEEA THY | MEY
DAZEEIZ LN,

—  WRE 7R IR DO LR EIRZ L T D, R R D | B> 7o AFH D =D DFE)G KL
D, FONTKIERFAET D2 ENEL A O B E L D5 FUTEE TH 5,

— EABRROIOSREHERPROONLTLELHD,

7\7‘4—'7//’(-‘/3///&‘{9%% (SJS;Stevens Johnson syndrome)

— AT 4TV RTarV EERE, RO IO TR E L TDDs BHDHNEFR BCRIBEA DAL
BEMEBE O D IR G O B RE TR A Z R e L EE ORI OB AZ1ED,

— ATA—T LR Tar VARG, RREEOR K 10%IC Kk SEEOLANE END, 2
EIERIE, ZABELDGE I THh D,

H3Ei R R BB SERMARIE (TEN; Toxic Epidermal Necrolysis, 1 —/VIEREEL B IFFIEN D)

—  EMER BB ARE X RREAED 10% 2 225 | R A0 L 3% K Bl 2 (10 SR SR 7 kLB
PEREIA R E L B DR T2,

~ %Iifﬂi‘@%éb\ FEBEME D/ NREDROHILDZENEL 7k@%{#9%ﬁ&f#bf£b\%éi)l%éo

~ FHHOMBEOBA VRO ONLIEN L, RETERITEE EHE THY, @B, Bk, &
FE?IZI“%E.

HRRERIEINE 2 5 E R & RED IR X it (DRESS JE{&#E;Drug Reaction with Eosinophilia and

Systemic Symptons)

(DRESS JEMEREIT, F7z TAFRERIE M E AR A P2 | LU TR TS RIS TV DI eI

BT5ZL,)

— DRESS JEBEREDORHBITIAFIPAFE S, FEEN, Vo ~EEMEAR, kR E | R THY, B, i
Ol 2 ITEROBEE Th 5,

—  ZORAET R OID R 72 ML 2 5 XA B B IE | 1/ OBAME | 36 JOVFEERLY L)
ERIEISE CThHD,

—  JEROFIETERME T, LIZUIZ DBl t61 2~6 I AT D,

SHENFRERBHEREE (AGEP; Acute Generalised Exanthematous Pustulosis)

— AGEP %, V#IEMEALEE ST 5l 2d b, A8 e g PR R D FE 2 12 Lo TR DT B
P72 MR BB T D,
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—  BOBIE, SAIREE R . BRI R BOR IR RAE L BRI Rt 1~2 EH T A RIZ[EE
ERAN

— I FEEAEORAE L I ERER D B INFAET D

—  ELLTROLDORARE LRI T D0, BRI TLILLH5,

TNHDIERIE, tax I RICIEOZERIS RS | KRR EDS | ETIIRIEAREE O ATREME DN D FZ
JEDIRBEREET D,

2.97.2 Ha /BROVEYE

(2

— P b HODOEE (EM, SIS, TEN, DRESS XU AGEP) Z <3 2l HEEA & 41T
WD,

— JRECINBHEODOEE (EM, SIS, TEN, DRESS LU AGEP) L2 Dz Wi FEIZ & &
o ER A 779 MedDRA @ PT 23 a3 S0 TVW5,

[543

—  RIERBOEEHDVNIIER TH->ThH, EM, SIS, TEN, DRESS XUV AGEP D2 i fE#E
IZEENTORWEESD DV NIIER D MedDRA @ PT 1L, BRAASIL TS,

- EHO, FFERRN BETHLIEDLWEFERIG (B 2) 13RI ST D,

i

2.97.3 BREDOERERBERE RO TRANCEETHER
[HE 2 JS RIVE FH (Severe cutaneous adverse reactions) (SMQ) |13t fs 2% & [ a1 22 0 F 2541
Z TV, FHME 1.5.21 BB+ 5H2 4,

2.97.4 TEEFEEI/ER (Severe cutaneous adverse reactions) (SMQ) | D& E &RV Ak
Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New England
Journal of Medicine 1994; 331: 1271-1285.

Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use. CIOMS
publication, Geneva 1999.

RegiSCAR group (http://regiscar.uni-freiburg.de).

Severe Cutaneous Adverse Reactions to Drugs (SCAR): Definitions, Diagnostic Criteria,
Genetic Predisposition, Jean-Claude Roujeau, Laurence Allanore, Yvonne Liss, Maja
Mockenhaupt (http://www.dermatol-sinica.com/web/data/20091130043801.pdf)
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2.98 [ EET £ (Sexual dysfunction) (SMQ) |
(2021 £ 9 HIERVV—X)

2981 E#H
PERERE AN A2 &%, PEAR DGR E 7 1308 O MR BUG & FF8D 1 2 Kt AR B 2R OOR &
AT EOMERRES . M, EoIEREERIND
IhbiE, PEBKEEE (sexual desire disorders) . PEfE@E (sexual arousal disorders) . 4
IV A LEE (orgasmic disorders) . HPHiHEREAR 4 (ejaculatory dysfunction) . 474 i
% (sexual pain disorders) ., ¥'& Wik IEMEMERE R4 (substance/drug-induced sexual
dysfunction) . 3 X O —RAYREFLRIRIC K D EEREA 2 Z ST
—RAYRIERIIILL T A EEND
— IR OMLT (diminished genital sensation)
— iR (pleasureless) ., FE7oIEA /LT A LHE5VY (weak orgasm)
— )L A LJE (anorgasmia)
—  MEMEEIOIKT (decreased sex drive)
—  #EAHE (inability to achieve erection)
—  RJ§ (premature ejaculation)
—  H#kEE (Impaired lubrication)
—  FLEARE O#li{k (Diminished nipple sensation)
—MREIZRERIIIA TG £ D
—  RHFEE TR R (B BRI, R T o R)
- =aFr, Ta—i, L7 Vxz—v=a VKT w7 (recreational drug) DfEH
—  RNVECORE L B R BEE, ST 07 7 FUMERORVE > DEAL)

— D OWiTe EOREME R

—  EHPREA (B BERIB, TA NAT R U RZIE, . DRE)
- K

PERSREREE 2 5| SR Z T AREMEO S 2 KITLL TR E END ¢

— R OEEEER

- EBRPETo b= FERVAKEER (SSRI) BEIOtw h=r - SR T Y U
B A PREER] (SNRI) % &iehi ) D3

- Ty Rnso

- 50 V¥ —PHEK

- A A KRR

_ LFIAF

—HROFTIT, TR L% B IERIREIR R (side effects) 3 e T 256030 %
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2.98.2 AF ERIVEYE
uE
- MEEOKTIZOWTELLTWS HEE
- RIEEZ BN IEREREEIZ OV TE L LTV 5 B HEE
- PEBERBIR T — XA BE 9 2 i ds K OVEIR
—  BAET A REMEIIARICE £ D

—  PEREOTLHEEIC OV TE R LTV HEE

—  MEEEEE A EICBIE T D SRR A

— T 74 U7 (Paraphilia) 3 & OMEFR—MFEE (gender identity disorders)

— SR I K ONEIALE & 5 e SRR EREZN (Supportive treatment modalities)

- FAEFETIIMEERE O T IS 2 EFB KO Y A7 /1 (F : 7T ra—r
KAFRE. O D9, HERIE)

2.98.3 MO FEMELHRFRE RO TR THER

[MERERE R4 (Sexual dysfunction) (SMQ) JITI, BRI s FHFE & IR S8 AR 4 fi 2 TV
%, AEMIZREEFEIZ 1521 HIZRHE S TWD,

MAERERE R4 (Sexual dysfunction) (SMQ) Ji%. MedDRA MSSO & Hiifi| X a3 & O o [# B
RS — TR | BB SO TR S s, ZOMFEY A NI, AKBIC
T2 YA PHESLENTNDREDEEKLD 7 T AT XY 7 OH@DOBERICES W T X
INTEHDOTHD, T, A SMQ I, #MOJFE TIEZ2R < HYIGHRIZ B L 7= HERE DI T
ICHERZEWNTWND,

SMQ (i, BFHIEVRHE 23 & EALTO RN FgerI 22 MERRRE R 2D ATREME D & 2 JE 6 2 R R
T o720 MEEREAR 4 (Sexual dysfunction) (SMQ) JZ#EM T 22 —¥—i%, LEa—L5
ORI T DIEFIFREZZDDHRE TH D,

JMO 7 : MedDRA MSSO & #iiil Y /i L R DOERE 2 HME 7 v— 7 Lix, 2018 HLLA]
X CIOMS @ WG N THiFt S 4, ICH THi#E S LUV =23, BI7E ICH PtC EWG 125
WTHTHL SMQ Z i LT\ 5,

2.98.4 TPEEERER 4 (Sexual dysfunction) (SMQ) | DB E &R R
Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan &
Sadock's Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015),
p1013.
Healy D, Le Noury J, Mangin D. Enduring sexual dysfunction after treatment with

antidepressants, 5a-reductase inhibitors and isotretinoin: 300 cases. International Journal of
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Risk and Safety in Medicine (2018), 29:125-134.

Bala A, Nguyen HMT, Hellstrom WJG. Post-SSRI Sexual Dysfunction: A literature review.
Sexual Medicine Reviews, (2018), 6(1):29-34.

Rineke Gordijn, Martina Teichert, Melianthe P.J. Nicolai, Henk W. Elzevier, Henk-Jan
Guchelaar, Adverse drug reactions on sexual functioning: a systematic overview, Drug
Discovery Today, Volume 24, Issue 3, 2019, Pages 890-897.

Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to Serotonin
Reuptake Inhibitors in the French Pharmacovigilance Database: An Example of
Underreporting. Drug Saf 36, 515-519 (2013).
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299 [<39%(Shock) (SMQ) |
(2006 £ 9 H EERVY—X)

2991 EH

SR H SMEO MATEN RS JLOMREHIFEE OIRAE THY | FEER RN E M OHERFICH R4 E O

REWZ + 3 MEFF CEIRWZEDFE TH D,

WRPRFERR -

—  EHERMEOAR T SR, SR, BB L O OM X FARE O SMEZAL., Z IR,
R (B TIRZRWDRTZWNTUVRBDBID) | 2R (IS 3 LOYERBImEDE) | £
LI AE P Fedids DIEIE I B LD O EOK T

— AR IRIRRIE THY, ZLOLEIRT R = AN RIS,

P8 B8 137 B M E T 1D RS =y 7 D ERIRSE IR

— R, @R W, 'S, T — RIS, 3<EEAR R, 2R, FEREEEL, B L ORI 4

MEIT AR
RILRE S 2 7 D EG R SEIR :
— EEIERBIOVSEN, R EEVE TS L ONIAL . R ORI , O N

— BRIERIEOSE | BULEME S ay 713, R K &R MR L OWOFME gy ZICRE#E Lz
BRR /S — AT
Tay/ OFEH:
—  VEBR MR i
o bHolbZlFEOLILD,
o RO (it a>27) EITMIED OB D DN DRI THD,
o FEFIMAEER MK B M 2> 713, FAID MK E~DOBERERZA L TOZRWERD,
e EEAMEFER THLEITF R0,

- IMEE:
o FEAEDLE | KK &R ORR S F— AR &R T,
— DR
o AR TELTOLARENRETHY, 72V TWEFRMETHD (EMEO A FEZE, AL
DEZRE)
o OMEREFEE DOIBMIER O TGS | FEE AR R R B R RIS 3 1T DI Th D,
ik
o  AEMEDAWYTEMEE WA B 59 D E R R T A2 H OGN RK Th D,
—  PRERME

o AMEDOBIIRILE T 28R i & LkE 5l ST,
o FRIEEMES ay 7 ORI MIRE ., KEHIM, FHERE . S5 TRREEE I IH BRI, S
AR PR 5
- TFT7aTR—M
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o FEMTEMEDRAMEREBUE DER

o JEIFEEOFFRGUR (R=U D 7o EORERNE G Te) ~ORFEIC LD METRIE, D%,
ToUN TN A 7> IR 55308 4 (D 1 R i oD T 3R

o TFI4T7F—kIay/id, LREOBKRBITIRL T HEMT T4 T% L — RIS EER
5,

— K

o  ZLDOEE . RLEEILBERIFEOBPEIA L AV (72O TORE AU RF L) 128D
YRR MBRIN THD,

o HERIEREHEARIZBNTHIRDLILD,

2.99.2 A5 BRI EH

(=
— B BWEREZETWREMROH LY ay I EE T RTO PT
— RN
o lMBERAREERTHEE
o MEJR (anuria) & T JHFE
o [KJ%EVE (hypoperfusion) Z & €0 HGE
IEF4N

—  TavZOFRBRNIFIEL TWDHRE (LA FEZE, e B F 570 L)

—  EFROREIC LW R

- EBERvav/ZBIOSMEMTav O HRE

- BTLBBERARIZEDLL O TIH WM IR AN 24 R THEET. HEVICHIREEE
ZHNDHHOIEFAIEL TR

—  FpRAMEE R SHEE (BENR, SR, ZIR72E)
o —EBIE, 7=—X I TANEROLE 2 — %R

— @ MEOFREZ R T AR LTRSS

T T 747F% 2 —ICBRT2 SMQ IZ =255, 1777 47% 2 — i (Anaphylactic reaction) (S
MQ) | ETTFT747%— /T F747% > —kkay 7 ikHE (Anaphylactic/anaphylactoid shock
conditions) (SMQ) | (It av%7 (Shock) (SMQ) JDOL~UL 2 D% 7 SMQ) Thd, ZD DD
SMQ D UL R > TND,

(7 FT74T%— /T F747% > —kE ay 7Kk [E (Anaphylactic/anaphylactoid shock
conditions) (SMQ) 1ZIVEERT T 747% L —DF B, BB av Il ELLHLOICFF R T
BV FEZDLHREE TROBDITIZZ DR RIEIT D720, 17 F7 7% > — Kt (Anaphylactic
reaction) (SMQ) J 1T ayZIRBELIAMZ PTI1ALBEUE (Type | hypersensitivity) | D X572 HFE
LIV IRHIPE THD,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.99.3 [EfEatEE
L, oA

LPEEZFF> SMQ ThD,
BV 7 SMQ I, BRSO SR I FED D,
IR D RIFEIE, S>0H7 SMQ T TICHEAL TRILTH S, £ 7 SMQ (TR ES IS H]

ED liﬁf;ﬁéo

vavy
(20000066)

SMQ (L~ 1) DI a7 (Shock) (SMQ) J&/RDDH 7 SMQ(LL 2) b7

Tay 7 O

HAHVT RO IR TE

(VA=K I BT
ZHR<)
(20000067)

2% 72 NI NN
Tk, vav /i

(20000068)

IIRTLSE Rl Ee

avIRRE

(20000069)

H R — Bk
MEMES =
VAIN =

(20000070)

TFT4Tx—
ST TI47%
- PEPZEIN

(20000071)

R i B s &
[ON T
VI JEWR

(20000072)

2-22 [T avZ(Shock) (SMQ) | DpsEREE

2.99.4 BREDOFEMELRBF RO THENCEETHHER
L =27 (Shock) (SMQ) It 22 B L VAR R D

EEFFOZELIAMNT

SMQ OFI|

L Z® SMQ DFIH
WERIL TS (1.5.2.1 ). FA7FEEO SMQ OF|H

BT DHILETEMTED,

2.99.5 2y (Shock) (SMQ) | DBEEHEIY AT
Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581, 1600-1605

Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.

RO EMEIED SMQ ThD, FEJEt
M}%fﬁkiofﬂﬁﬁ,ﬁ)ﬂ ECHERR S IR B A 1S 2 R 727

1T TFAZRSE D SMQ D FEEA %S

Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS, Geneva,

1999

Harrison’s Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1367-71

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2100 NEESSIUVHEETHORBEHEY
(Skin neoplasms, malignant and unspecified) (SMQ) |

(2009 £ 3 H EERVIU—X)
2.1001 &
AR SMQ 1L, FEICEET AT X COEEBIOGEMARHOEEZ B T2 HREL CTR%
7=,

A SMQ IZRE IZBE S 29 X TOHEMB L OGEM A OB AW B L O Fitaw &7,
—  EMEIREBE O HE (B FE I ZHr 5 HY)

—  EER BB ORI T (B R R AY)

—  EMERERBIEOZME (B IR 5 8))

2.100.2 @& BRIV ERE
I
—  TRCICET o HEE
o MR BBEDIPAE (B 12 FF FLY)
o FEMEIR BB OIRE B (K8 IR )
o MR BBEOZWIE (K EITRERR)
—  EMEBIUGENARBH OB EMICEE T2 HEE CHMIZZEIZE KL TWDHHO
—  TRA G MRS LOFEM A O K& B AW B 2 HEE
o JNRBICPET DGR
o ALEIZEAHHEE
o FRRMAEICEIT2HHGEE
o MEF~—H—IZBTHHE
o BEETAEELLIOERICEETHHGEE
o PBEEFLIINZOLZEICHEETHIEEZ LD HGE

p=1

—  JEICBEORNEM R X ORI OB AW BT 5 HRE

— LA E SR OEME R RIS B T IR BT D R

—  TNLAMREE SR OVEME BRI B T A2 WA B T 5 R

— BRI E SR~ — A — IZ BT A R

- TEHEMICEETLHGE

—  RE~OEBIZEE S5 HEE

—  PTTH & F1i7 (Skin operation) |, Z U EMER BUCR BTG TH TlI 202 (FREo
M),

T FERN RSB AR R DS B 5 5121, PTTEZE F767 (Skin operation) | # B C&5ZLET 25,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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TE AL AN RR B SR TP BB BEE 3 0 E |, TR RSB AR T Hy . MR A B e
TEHZMHE | AR TH5AICIE, THEMEE S (SMQ) |07 SMQ 2 528N ELLY,

2.100.3 FEEHEE

M L OGS R O 2 8
HEY (SMQ)
(20000173)

|
MR RS (SMQ) BEMEEARA O R EEE (SMQ)
(20000204) (20000205)

X 2-23 TEEBIOFEMREA L EFH LY (Skin neoplasms, malignant
and unspecified) (SMQ) | DFEfE#EE

2.100.4 KRERDFEMLBRIRKE RO THNZEETHHER
[ L ONERIAR A 0 2 & 82 4 (Skin neoplasms, malignant and unspecified) (SMQ) | 13815
R LRI R A2 T0D, FEMIE 1.5.2.1 2B RT 2L,

2.100.5 [E: X UFEMRH DR & 514 % (Skin neoplasms, malignant and unspecified)
(SMQ) | DBZEEHY A}
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://www.egtm.eu

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.101 T£5M%T1)F<,—T X (Systemic lupus erythematosus) (SMQ) |
(2006 4 3 H IEXVYY—XR)

21011 E&H
SESFRRE TR & Dliign RIS EAE KT TR MERIEM: B sz R &
TANaT LGB RIVES BN BEORZ S 2Z A — =7 A )L A (EBV) 70 & D B85 K F Lk
VRS T L O EAEAD, ZHUR (RRIZ DNA) | AR EHUR S DT M ERFURIZ 2 B ChuiR
DEREHRE TNDRK THLHEEE
— BHED30~60%T, _AH DNA BLV Sm RYLTF Rk HHURFE I
— =T APEHEEE R - UL A VR U HUR, BROMEROBGEA S SR TR ST
P RREHUAL FEBLO A HE M
—  HRTEMEEICRY . IE N COREE S IROILE
AN EH ML) T ~h—T A (SLE) OFHDOIERSCEEAF DR IR O EALZFH K O "l RENE
—  3EHE SLE DA FAUT B 25 28
—  FEHFIME SLE 2B AHIHUEDIZE AL ITEARNATKT T AHUARTHY . T A8 DNA (T
PR IRATAINEN
BRI, B LB RV T R
— YRR BACRIR, RERCD BRI, TR, BT L
—  BJESER
o JLHHIERIL, BEROMIZALEE (B 2 14)
o  BHIA, FAEL. MES, 35 JOMHERIZ IR 28 L BRI By 22
o  FEDMIEIZALEE  EDOFEORENIIREITERDBLRIT A
o FDOMODEREER  BERSE TS PHALEE, RERR 28, S85E, Jetimi
- FH.FBROZRMEREHEIK (BF D 90%)
o HBED 10% CHEIZLE
- BRITEBERRBER
o MEREEMDOZEHLHD
o AIREMEDHDEEARIERIT, B AR, OVFAMEIME A M R BRI 2%, BRR B (1R
PR PRAFE) . b LLIRIMIEZL 7 F = B
o mIMEBIORTo—EREMREEE CRIB R BOREIAY) 2R ELO Al REtE
—  HURARRERAER
o B, TAMA . RGN, S EMEIMREBRE, AR&Z AL
o IMEPAZEICIDMAR T E I —iE PR M T AR
—  ZOMOFEIR, A OHE
o DI MBS DM S% BRHENE (VT e 2 R) NI SR BSR4
o i BHIRAEEYL LD W MR
o IMiK: &, FMmERICE, Vi SR B fiE

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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o THILAE . Ebls, WEr:, TR
o HR:HCBMIEMERE, FERFSMERIIEI | MR A 7% | HLARRESE

2.101.2 A& /BRI EE

B

— SLE OERITHEA T HHGE GER, 8k, BRMRAR L5 T)

—  HiFEGEMMMZE: “lup-,” “erythemato-,” “SLE-,” “LE-"

— HLTI=U 7 ~<~h—7 2B L% DB % & (Lupus erythematosus and associated
conditions) |
o ZODOHLT D7 A~ —BIOEhAAV—IZFTRL TWD PT (X, BRS L7 PTILARAR

FFA# 25 4E (Lupoid hepatic cirrhosis) | Z W\ C, T T2 05

—  Ur~F %% (American College of Rheumatology: ACR) D2k Fk #3418 I 35, RS
Bz | Bt . BREERE

—  PTIHuEHUARM: (Antinuclear antibody positive) |1, 7=—X 11 7 AR WG DOtz
S N3 7 A Ak ey

IS4
F AN AR ) DRI 72D IERE B TR S % £ T HE., BL O — LR RO
s

2.101.3 7ILFYRX A
oD T —% FRRDOIINTEFRLI:

A7) — EH RAFEDOEH (V=AH)
A el 75 N/A
B SeHRE 1
C MRS 2
D B i 3
E MRS 3
F R} i 1
G TR 2
H 1 F 3
| PR E 3

# 2-6 [T ~h—F X (Systemic lupus erythematosus) (SMQ) |DH TV —

IIRHFED “INEE" AT MIRERAICER S L, FEEOME FSEE L2 D OIER OB 54515 T
HEEIZBITHLESNT- SLE OFRBOMERIZEGRT 5,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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TAFVALNE, FreosBEHL:

JEFIHR S IZFREHEHSI TS PT 2FTEDOHT AV —IZL-> T, I NV—T" 35, —D2DOHT7I)—
WTOEED PTIX1 BEOHRDT T D,

RFERNEL TWD AT IV — 2R BRI E L7 IO E A" (B i e /B Rk . B L O e
X 3)EFLUC, ATV -2 EEFHT D,

ZOEFN 6 IVLREWES ., TOEFIHEIL SLE BV OEFIHRE THHEART IR
%o B ZIE, MR A (3) | iR E (3) . BLOEEE (1) 07TV —I2dD PT 24 3 D5EH#H
F 13, SLE DJRIE SR OFEF A L LT3 T 5 (3+3+1=7),

2.101.4 BRBEOEMEBFEREROTRICETHER
[ &5l ~h—F % (Systemic lupus erythematosus) (SMQ) | 1L petuii 52 & I Ia ki 52 o0 i 38
A CNDZETNA, TAIVRALERTDH SMQ Thd, TAVTYVRNIRIER B HFEOR 2 DT
J—TOMAEGDLETHY, BLDOHDIEGIZRE T DIEDREE R DN D, 7 /LT Y X LTI RE DAL
HELTTROIHRFIETHHATES,
BANS —RRET D SMQ DR,/ TR SR Tt 3 DEH A MR35 (1.5.2.1 Z )
BRBOWEELL T —YT7 =7 2O BSNTIERI LR T D707 VTR ALZED
B DEEIMT D, BRIV IRUVEFOGE T VAV A b h~ =27 VAL T
HZEHTED, 2T T =T Z(SMQ) |OT NVAVZXLT A or AT IAV—7 A DEF
N6 A DE A THD, TVTVRLTEBSNIIEGNIVARN L THATHIENTED,

2.101.5 T&y# 5 <h—5 2 (Systemic lupus erythematosus) (SMQ) | DZEZ &R R
Guidelines for referral and management of systemic lupus erythematosus in adults. American
College of Rheumatology Ad Hoc Committee on Systemic Lupus Erythematosus Guidelines.
Arthritis Rheum 1999;42:1785-96.

Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr. LM,
McPhee SJ, Papadakis MA, editors. Current medical diagnosis and treatment. 43" ed.
New York: McGraw-Hill Companies, Inc.; 2004. Available via intranet at

STAT!Ref Online Medical Database. Teton Data Systems, Jackson, Wyo. (Version 3.3.6,
2004).

Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper
DL, Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors. Harrison’s
principles of internal medicine. 16" ed. New York: McGraw-Hill Companies; 2005.
Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems, Jackson,
Wyo. (Version 3.3.6, 2004).

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck manual
of diagnosis and therapy. 11th ed. Whitehouse Station: Merck Research Laboratories;
1999. Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs 2004;23:111-5.
CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for
their Use”, pp 19 — 20, 1999.

The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999

“Harrison’s Principles of Internal Medicine”, 14th edition, pp 1874 — 1880, 1998
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2102 TERBEHLUBREESE (Taste and smell disorders) (SMQ) |
(2006 £ 3 H IEXVY—XR)

21021 E&H

MR T 36 SOV T P 35 DS IR R P e

THD,

- ZOHE. TS

— R RB KLU R R E 2D 4 i
— ALEERRIESE

N INEEE S

— SR
HEL MR RBLOER:

- REIHA =% DXL

- WRREFE=WREORE,; HLKDHES

CERBRORI SRR, AEEAERR, BEENRERE

—  DRTEIEGR =R ORRE DI T 2 £ IR SR

— RS =WLTE O K AN

—  MRTEIRGR =B ORRE DA T 2 £ SR

—  MRRSERA =M OB BRI

2.102.2 HE /BROVESE

aE:

—  fEE R FEE OV I BIFRZR, TR F TR T R (2 B 5 R

—  ZIRMEORI B E DGR

—  ZOMEOEREEORKFEANIZ B 35 HEE
—  HLTIBRR P& (Taste disorders) | 35O HLT TR ##% f5 2 (Olfactory nerve disorders) | (2
TIA<)—BIOE I ZV—THEL TS PT 2&Teb 09X CTh SMQ IZ AT,

— ‘“taste,” “tasti-,” “geus-,” “smell,” “gustat-,” “-osmia,” “olfact-"DFEMR & & Lo HEE

BRA

— A SMQ O#PHIXESILTWAT=D | BAREIZERANLIZH D1E720 N,

EARET —HRXR—ATOT7=2—X [ TANMIBWT, YO RRREIB LR VEFGRICHGE T2 —
T AT EI TN, NERYIE B OIS LIRS O E VR E DS L &5 57D 121X =

IR E 2B ETHD,

2.102.3 RO EMLBRBFE RO TFRNCEITHER
[T 3 L O [52E (Taste and smell disorders) (SMQ) J I3 8eliliie 52 FIFE D A THER S TUVD,
BT, PR R LRI R IR U RS RGO ND, FE/IE 1.5.2.1 2B BT H2L,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.102.4 THREBIUOREEE (Taste and smell disorders) (SMQ) | D& E &K R
The Merck Manual, 171 ed., 1999, p 687
Harrison’s Principles of Internal Medicine, 14t ed., 1998, pp 173 — 175
Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the senses of
taste and smell: a review. J Hypertens21: 1805 -1813
Dorland’s Medical Dictionary, 28™ ed., 2001
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2103 EEEE IV HESE (Tendinopathies and ligament disorders) (SMQ) |
(2015 4 3 HIEXVU—X)

2.103.1 E&H
P e 5 s OV B 2 1, R TR0 IR L DR R B A L S D BSOS D s B2 IR BE,
PERTIZ, TR ) FI VT TN 2% ) LRI T,
ZIPSE
—  RAREEA, FEAREHREES 2O TN
— IR ORI AN ERFRE TLEZLN TS
—  KEE~OEYORAERELZFITHNTWD
—  AJRREAE A~ O BRI TR R LT TV D
b RIS FEEZ T B O, LU T2 E T
— B EARiER KON BE A KA
— Ol ZOSMAER
-
— TXL AR
—  BRE ()
e 55 J5 L O AR B DU AR BRI IRD X7 MR, SMRIPED 5 D E R A5 A TUD,
—  BEE (AR —EE), fRoTo b — =07 )
— BN —o L SR ode s
- REZRHFETER
-
o HRZTNAuX R HAEYE
o MROBHEIE, 2N FaATaARERBLORZT L EOEE RIBIILTND
—fRENZFER S I T DA BUE R
—  BEEZ TR IR O O S
— HloZbiRY, BETOER, RS ZONES O B A8k ORI b BlIE SN A Z LD,
TR 15
- TP AX
—  TEEBRMERIE
- RERET
- BbEFR
—  REALAIERE
- BBETIRRE
- HAEER

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.103.2 As /BN
=
—  BERIOEIEOREEICE TS HE
—  BEEITIAE OREE B OIBEED N
—  BEEITAT OREE I oA R R LR T 5 R
—  MEETITEI OREE IR O - SER I B2 FHRE
— AR R KOV LB B, L QDT | IR R IR E | RS I
FERLOWMER L, IR AELL TRESND,

—  JERVEMERREE F 3 R R E B o R

— =T ORISR DGR

—  RRYME ORI E E 3 R R B D IR

— PRV JERIEIRE R AKX | 2 AT ATRENE D DD

2.103.3 KRR DEMLMRRKE RO TRNBE TR
[ e fes 22 35 L O 45 % (Tendinopathies and ligament disorders) (SMQ) J 1%, Beluihh 52 & i Isi i 52
DHFEEARZ TOD, 3ElIE 1.5.2.1 22T 528,

2.103.4 [EfEER I O¥EEE (Tendinopathies and ligament disorders) (SMQ) D& &%

B

Riley, G. Tendinopathy — from basic science to treatment.

http://www.medscape.org/viewarticle/569113

Abate M, Silbernagel KG, Siljeholm C, Di lorio A, De Amicis D, Salini V, Werner S, Paganelli

R. Pathogenesis of tendinopathies: inflammation or degeneration? Arthritis Res Ther 2009;

11(3): 235

Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology and

preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258

Marie I, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French

Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study on ninety-six

spontaneous reports in the period 1990-2005 and review of the literature. Arthritis Rheum.

2008 Mar 15;59(3):367 — 37
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2.104 [mm#2tEERAR 2% (Thrombophlebitis) (SMQ) |
(2007 4= 9 HIERXVV—X)

21041 EH
1A ## AR Z¢ (Thrombophlebitis) (3, ke TR (MLARAE) 2> T2 FARO JIE (FARSK) THD (ZOE
FIIN =T FOMBEFRE I EES),

2.104.2 AE /BRI ETE
B
—  FRIRK B L OFRIRO RIE (B2 R
o  IMARFERLE D IR 2R R T2,
o IMARERE DRV HGEIZN MR R HEEET 5,
- TBIHGE
o  IMARFERE LD IR 2R RS T2,
o IMARERE DRV HGEIZIN SRR HEEET 5,
— BREBRORROGDERRAED HGE
o  IMARFERLE D RIS 2R HFEE T 5,
o IMARERE DRV HGEIZIN MR R HEEET 5,
B34
— VAR OHGE B B, B LT H O BH)
— BREEREEZEDROGERREOHGE (T7obb, lARREEE 4, £21XNES (normal) |72
FRARES)
REBFRER TELDI /AR | 35645 PTIHE#% (Haemorrhoids) |

1 A PR ZE (Thrombophlebitis) D423% 4 FHFEA IR T 272012, A SMQ &I B LML (S
MQ) |ZHEE T DB L0 HALRU N,

2.104.3 REDOEMERBEFEROTRIZEETHER
[ ifn A2 M §# R 2 (Thrombophlebitis) (SMQ) J 1Bl f 538 & Aot 58 O H 3B 2 2 TV D, aEflllE
1521 %25R+52L,

2.104.4 [nt#AR% (Thrombophlebitis) (SMQ) | D& E& K Rk
Dorland’s lllustrated Medical Dictionary. William Alexander Newman Dorland, 30" Edition,

June 2003, Saunders, as Elsevier imprint

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.105 TERIRHEBERES (Thyroid dysfunction) (SMQ)
(2009 4£ 3 H IERVY—XR)

21051 EH
PR R RE P 75 1 TR IR B RE DA T E 73T L L THLLD,
LR BB BB T RE LS FR AR L8 2 AE TH D,
—  JRFREMERCR BB BRI ME T R BVR IS L b DO TH S, FURIEHIIHA V£ (TSH) 230
ERAN
o Ixb—RIRIFIAITH CHREMRETHD,
o OO fRIRFIKEL TTRREFED DY | SES —NFRIE, SEFFT SR
EFIZIFVT U DRIEDORITHEIT 5,
—  FeEMERRBEEE IR TR TREDSG IR T D,
o HUR FHEED FURBRITHAVE ARV E L (TRH) 20 R Z 7213 F H#KHD
TSH 73Rz
—  FURIREEREIR TE DK B L OVERIZ FREDEY TH 2,
o  FEMAME, (EHs, AAKRZEAL, FBEME E/2 Tk
o WEH, BUENEIR, BUEZR L OBEOME CHLIE) b, RIEATH . REHED | $5RFE, VR
— R, A REARNE, ARAR, DRI e
R AR RE TUEAE 13, FURBRA VB2 (T3 BLON T4) ORI W THS,
— TV =T 2 (PEIEOEAMERNRIRE) (385 — R IR R T o,
o FRIRMREERETUMESE , HIRMRAE, ARERZEHE , RIS B R IEA R e T 5,
—  JIEME R (RIS 1203, BRI P 2RI PE AR 2 L A IR | R EY o3
ERVEFARIR R A2 E 3D,
— AN R IR RE TSR | X, VT U A E i3 —T zu-a (ITID 5 [ERISNDHTEN
D,
—  HURIREERE TTHEEE DO RIS L OVERIT FREDEY TH 2,
o HEBTHE, LT, BATTHE, (RERD . RIRAE, Bi7), PEERIESEN, 5 ik, Rk,
SRR, OB,
o HROBMBIZITEEL, IRIEE IR ED DD, RIFMEIRIEIZZ L — 7 ZFICFF R TH D,
o HMRIRAN—LTAEMAE N TREFETHD, FEE R, BIE, 3o Z OO E B
IR DZENDHD,

2.105.2 AE /BRI ETE
B
_RIRHEAE I TR KO R R T L B T 3
— PR R JOYERIZ B HIEE
—  [% (abnormal) 1% &t HUR BRER R R A RED PTs

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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— SOCTEgRIA ) O o> BRI B I FE S, AR e JUHEE F72 13 F R I R T2 4F
RN HEETIERWD, H OV 7 SMQ OIRERRIZE D 5,

IS4

— MRz EL (Nervousness) , B (Palpitations) | {5 (Constipation) 7¢ & D FE B TR\ e
BLOYEIRICES# 92 FHFE

—  [E% (normal) 1 &5 Te Hl5E

— HAERIZET O HEE

- EsMEEZRT PT

—  HURBROBES F7- 1 MR BB 35 H5E

1
H

2.105.3 FEEmE

FURIRPERERE E  (SMQ)
(20000159)

FROR IRFSRE TLHEIE  (SMQ) FLR AR REAR FE (SMQ)
(20000161) (20000160)

X 2-24 FREREEREREE (SMQ) DREE X

2.105.4 HRROEMEMBEREROTFRANCETHER

[ I RE R (Thyroid dysfunction) (SMQ) | 13sledslofi 5% & IR Ialofi 58 D FHER A fif 2 QD i &
ZFO SMQ Ths, MEHEEFRF>Z LA DA SMQ D SEHE 7 1A TR 5% 36 L OVAER RO H 75
DRSS NA BB A FF 72720y SMQ LRI CThS (B2 a 1521 BHR), Fhio SMQ o fizE
ERAGDOEHZEICEY EALD SMQ OF AN ATEEIZ /25,

2.105.5 [HLRRHAEREE (Thyroid dysfunction) (SMQ) | DS E&E =
Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907
The Merck Manual accessed online as
http://www.merck.com/mmpe/sec19/ch282/ch282c¢.html

Harrisons Principles of Internal Medicine, Mc Graw Hillaccessed as
http://accessmedicine.com/public/about _am.aspx
http://www.dorlands.com/def.jsp?id=100051347
http://www.merck.com/mmpe/sec12/ch152/ch152e.html#sec12-ch152-ch152e-239
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2106 ThLY—F K R7UL/QTEER

(Torsade de pointes/QT prolongation) (SMQ) |

(2004 ££ 12 H ERVVU—XR)

Z® SMQ 1% 2004 4 12 HICHM SMQ &L TV —2EN 72, MedDRA N— 52 9.1 V) — B2 TR
AR (SMQ) | D FALOL~UL 2 O SMQ LE3i7223, MedDRA /S— = 10.1 VY —AREIZ - OVl
DL~ 1O SMQ L3z,

2.106.1 E=
My —K K BTN TdP) IZEHR D EMSIRDOTER THY | T ORAFINIL, BVY a2y
Z 2D EZ FIRKET 2 0E B MMOIEIEIZFETDEE 2B,
LEX (ECG) AT : TdP 1, IRIER L OVE MR, QT MR £7213 QTe HIFE, P& 72 U B, T A2
HWREIZEEEZ T IR . £7212“long-short sequences” DZE L AaH 725 %M QRS JIZFE
. bLLIEIZ M QRS AT 5,
s SR AR BRI R LAR DY, % RO DIIRARRR A I ESNAETHRETHZL
N DNEAENEIT T D20 D5, Figitt DR MER O R FIERICIX, R RIE, it £
W, KA BROEIICIRIERHLN, BETIZNTODGEE . BiEO A RI3720,

2.106.2 AE /Ry EHE

()

(5943

Pl W B KON A RS RAVIMVEF Ch D, EITEHEMV Y —R B K7 U QTIERIC
DIRDHD

SR e, ER, B2, BEORAER R ML —F N A7 QTIE R ICE I BE
DIEG 2R 7E 2 ATREMED B D% D

ZORBOEIE LR ILTH-0, FrES - PT OFJEICIE, TdP, QT /QTc LR, DL=EMEAR
HEIR,ANEY,FLED,BENR, U B T SR R, IR OGRS

PT I.0 = ME B R (Ventricular tachycardia) | 1%, LLT I 2 7% 1 .0 2 ¥ 85 Ik (Polymorphic
ventricular tachycardia) | #1557 2RO BRI E E LT,

BFECREMEO £ RE | FFEBEFRO AR, EIR, ECG i RTFRS

2.106.3 RBRDEM LR TR RO TFHRNTE§HER
[ML—K K R7o b/ QTIEE (Torsade de pointes/QT prolongation) (SMQ) | 13 skdslfi 57 & i35k
MR OHFEZ A T, FEMIE 1.5.2.1 22T 524,

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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2.106.4 MY —F F R7Ub/QTEEER (Torsade de pointes/QT prolongation) (SMQ) | @
BEGHYRN

Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A Textbook of
Cardiovascular Medicine (5th Ed). Braunwald E (Ed). WB Saunders: Philadelphia, 1997,
pg. 640-704.
Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced Concepts
in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.
Definitions and basic requirements for the use of terms for reporting adverse drug reactions
(XI): cardiovascular system disorders. Pharmacoepidemiology and Drug Safety 1998;
7:351-357.
Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.
Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison”s Principles of Internal
Medicine (15th Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New
York, 2001, pg. 1292-1309.
Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
2002, pg. 273-303.
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2.107 TFR#IEE E KB (Tubulointerstitial diseases) (SMQ) |
(2014 £ 9 HIERVV—X)

21071 EH

R RAME TRV MR R, BIR B O —RECTHY | KR ESOME 211D, Fo, EICHE EITRIEDRE
RELUTHBIL . BB TITEIT 5, SRERIRIL, TR ABRIB LD I EEZ T D), Fo72<
BrZ RV NDS,

PRAME IV EMEIR B Z D D43 JE
—  BHERME R EMERA:
o KHEMNSHEyANTTHETS
o BHE C%ﬁiﬁ%ﬁzé FEPEIR B L OVEIEA R E 35
o RAMEBHREREEEIIABITORND
o HIEDYLHI i,clx MR Nt el IENC A VAN = 1 N B N =0 AN V)
o ERREIN: RYYE;
— IBMERHE R E MR AR
o  HENT TIRAITHELTD
o THVEMEIRM, BRMERE, IR 2266, BLOURMIEMREREE | W UL B REREE 211
o FLEHHEE BIOELOWEMHOEREE D, BUEMHRIE RS IO ZE ORI, &
RDZALEBIEL TWD, IR TRNETZENTED,
o BEEMEA. mMERE, EREORE ORI, SR I IO M M7 B O R
R,
o fLOEBMREEBROERIZLS TRV OBRHREZ LT E0HY ., - EZ X m Mo
BUTfE->TALD
o FRRIKIT. LLTOLEY: wHR; T, BHOME, Bn, BIOEGMERES; PHZEME
PR &I R

2.107.2 @&/ BRIV ERE
g
—  EFRICBIETDHEE, FITRAMME B MR B R< BE T 5 B IR M R A s 3 R
- RANE Fé&%ﬁ%@ RN OPRANE [ E SR D F T K 92 B 4 OV R
— BIRME TS RERE E IR BE T D IR A & RO R
- ﬁ’ﬁ;’rfﬁﬂ& %Liéﬁ&fﬁﬁéﬁﬁ“ﬁ R | IRIR ST AR BB A At S
—  WRERDHRESURUIZIRAIE BB MR EEL-0T

- SERMOHGE. PTI 7 /&R (Aminoaciduria) | 13614+
—  JRAE VR MR RO TR RO W REMEN S D IR FAORE R | JR Bt SR F VL R R
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A, U URHE VMR BICEA Ob O Tliied T8 L OIER B ERED Z<0
ftho> Z%Tfﬁhé_&m@@ 2 DI IAX | ZFAET DA REMED B D,

- ibi@—fWF’ﬁ R R B 9 Y W) B & A il 9 & ST G R A oL PR A 1

IR BAER RN T2 RIS IV 72720 ZAURRERIIZEML Th Ln b o

A7 Tﬂéﬁ@%ﬁbb\ F0 BRI S PR 20 D TIERu N,

—  RME RVE MR RO TSRO ATREMEN S DT OO IER k., R, IR,
712U RN RV MR BOOR BV O TR, e DT /A X | B384 D alREE N B D

- ﬂ%‘%é@ (ZEE T B L 22V RN [ MR R D S BLIZ BR324 (K]

- REEOEOT X TCOERE

— ISR A R

T AVEPRANE RVE MR RO EIER L, BRI 072 ND A REMERHD ., 207D, [IRIE RE
t 9% BB (Tubulointerstitial diseases) (SMQ) | B L OV A R4 (Acute renal failure) (SMQ) | D
i FEf A AT RERIT, HRICL-> TUIEETHD,

2.107.3 MREDOEMEMRBFE RO TRNCETTHER
[ RS [ M9 £ (Tubulointerstitial diseases) (SMQ) J i3, Beliii 28 & i 52 0 A ZE 2 2 T
%o FERIE 1.5.2.1 B RTAHIL,

2.107.4 TR0 B M A (Tubulointerstitial diseases) (SMQ) 12& &£ R
Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial Diseases of the
Kidney
Merck Manual for Health Care Professionals: Tubulointerstitial Diseases
Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis
Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37. Chronic
Tubulointerstitial Nephritis
Coltran RS, Rennke H, and Kumar V. : Robbins Basic Pathology. 7th ed. Philadelphia:
Saunders, 2003. Chapter 14:526-527.
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2.108 [[E% BRIEFEIERE (Tumour lysis syndrome) (SMQ) |
(2013 £ 9 HIERVY—X)

2.108.1 EH
HEE S5 AR S (i (TLS) = B ARMIIRVA AR . E72 1B ICx 32 SUS DOV O fEE IR N 259 D
sG]
SEECSAS TR
—  ERERME
- EAUY AMAE
— @YV ImSE
—  RAATY AMGE
TN R DIFIK &722 AT REME -
- BAre
- REEJR
- FfE
S ANE 2 7 N )
HBAEHIRIL, Flo, R PERIESONEEREE Zlfas N RO JRK L72 D /[ REMEDH D A NI A L %
i
MR TR U SR L OVERNE A L5 O FBFE O HC O TR AR
— OGS £ 5 DO FTREMED DD
LR D@mYAY % LB TOD A
- EHEEre
- ZR
- oK
— K E
—  FERESR
TLS OIRFRVEEIL, MBI CLANHCBE O IHEE 5T 5
MRS PRAR AL ) D TLS LTERIRIEHE ] D TLS DXl
—  TERRMAS) O TLS (X, 169BRAART 3 H LANETREBILAH 7 A LANICIROREZ — DL L
HTHD:
o ERERIMAE
o @AY AIMSE
o mUrIE
o EA/LI Y AMGE
—  TERRIBIR I TLS 1Z TR MAT ) TLS DSHESLSHL, F-LA T REFEL T A3 LT 5,
o JVLT7IF={E LEH
o JRERAIE
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o AENR, FiX
o ML
TLS DG, EH O EER R
—  BESKIEDRRNERDRME DV ARINL T A Y F o BIORBEO LR O34

2.108.2 @& /BRI EESE
G
— TLS DI o 5
—  TLS DJEikid, RS OB D Mk
—  TLS ORI OMUIEEF T AR RO
—  TLS OB HEE, b, o OBBEIZHLNTRERNDOWTERY, SEFERE
DD THRHEA) T DT80
—  TLS OB OB RIIG LA 5T B 325 s
B4
—  TLS OREH#EL72 25N B L O R -2 BaH 35 38
- REEOAERZRE TLS O ED " Filk" BRI 2 05

2.108.3 7/VIYR A
[ B EEE R (Tumour lysis syndrome) (SMQ) | DR
NS5 B R R O RRIR 2 WA K PT 25 Lelgii 38 (73U —A E72i3figira—7),
JRIBRR RV, PR SR E 0 FRE B INS DB IO EE (RIAa—7 ) BNE EnEd, A
WA —7ORFEL, Z o007 — I ESnET,
— BTV —B: REFR
— A7 A —C: BHREREE E B REICEET SR
SHRHLVE2—DEDITEIRSNDG 7 —A20E, #T7T AU —AIZY A iz PT ob7i &
b—DEWET L= PIRA2—=TOMHE), @3 HT7TV—BLLTIAPENEPTO
TODITN—=FDENENNLLRL LB —oD PT OABEDLEERET LI r—ANEGEND
BLORHiRAa—7HiEO C, AE/iL BHEIWVC)

2.108.4 HRFRIEROEMELTHCEE§HER
PR SR & BRI 2 T, TRESS AR EE@EE  (Tumour lysis syndrome) (SMQ) | X7 /421
X LHEESSMQ Thb, A7T/ITY AT, BHOEGZEICKRVIALT-OOSESER DT
TV — M TOESREMBOMAEGDE TH D, AT/LTY X0F, LTICRTEIIC, —20
BEBDT 02 L LTHRETETH S,
BN, SMQ 72U —2 3,/ T SMQ &Ll il L. Bis 208 Bl 5895 (1.5.2.1 B )
RBHOB T LR, VTN T 2N TT LTI RLOMBE DA AL T, L CHRELE
WaASY == 7%, BESHIEGIINSHET =52y b TS A, ~ =27 L TOREHILE
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2T NIV R L5 A TAZEN A HETH S,
95 HREERE AR (Tumour lysis syndrome) (SMQ) | @7 =) XA, A £721F B BLO
C). T DY RACT A EY v SHFFlilE Y 2 R T @ b Ty hRTEECH S,

2.108.5 [JEFHEAEELEFERE (Tumour lysis syndrome) (SMQ) | D2 Z &R Rk
Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J Med 2011;
364:19, 1844 — 54
Krishnan, K, Jaishankar, D and Ikeda, A. Tumor lysis syndrome. eMedicine (October 2012)

http://emedicine.medscape.com/article/282171-overview
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2109 NMEMSLIUVHBATHOFE BEHFEY
(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) |

(2008 42 9 HIEAVY—X)

2.109.1 EH
TEEITINE S BEE T A EM R L ORERI R B OIER O3 R CERH T 572D LI,
FEEITINE 1B E T AR B L O A O A O T X TUTMZ Fieb a7 5,
- ﬁ‘r P B B EDIR AR

R BB ORI LW O Tk

AN

ELE
ﬁﬂ-

£

Dl

i

2.109.2 A& /BRI ERE
I
—  EMEEIGE AR OIS TAHEE CTHLNIC T E ERIRIVE IS KL THDHHO
—  TROHEHZEOEMEEITFEM AN O = E TN E BT A B DR AR 2B 92 R,

o FH

o HRARMA

o MEG~—I—

o PETDREBAR IR LIOVER
IZ48

— BRI EREA R OH Y B2 R TR RIS S R LT L 0
- ﬁmma@ﬁm“»% BT B LRI T3 X OWI~ — — (B2 3%

- (ZBE 5 EE
— FEERITINE~OEBICE TS HE T, PTI AN 5% (Metastases to reproductive
organ) | & &L

—  CEPERES R RARIRRE TR W E SO O FAT o HEE

T IR A 7 A R R B DR B J L OVEME R B B E D IR L2 W D FIE DR ITIL., MR A
(Malignancies) (SMQ) | ® FALIZHHZNE DT T SMQ %ﬁﬂﬁ‘éq‘:ﬁ)‘%ibb\o
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2.109.3 [EEHEE

BB X OGEARBH O
S INVEHEY (SMQ)
(20000153)
|
| |
M £ 3IVEIESE (SMQ) HEME ORI O F-5 £ 72 XN S (SMQ)
(20000206) (20000207)

X 2-25 EHEBLIOEHEMAHAOTFE,IVEFH 4D (Uterine and fallopian tube
neoplasms, malignant and unspecified) (SMQ) | D& /@& &

2.109.4 RIRDOEMEMRFFE RO TRIBITHER
MM ORI R B o5/ IR%E B4 (Uterine and fallopian tube neoplasms, malignant and
unspecified) (SMQ) | I3BIHR 3R & IR R D HEE 2 2 T o, #EMIIE 1.5.2.1 223528,

2.109.5 TEMHBIUHEMARADTFE INEH LY (Uterine and fallopian tube neoplasms,
malignant and unspecified) (SMQ) | D& E &k} Ak
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,. Veronesi, U. Oxford Textbook of Oncology. 1995
European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.110 T # (Vasculitis) (SMQ) ]

(2009 £ 3 HIEAVY—X)

2.110.1 E#H

1

2% (Vasculitis) : L& BED I IiE

FRIR B R Ec JOVR B A RF U TR AR L 72 L8 O EML B L OFRIRIC Ko TR D,
JRFEMEMAE 2 MERIZERELTDHHDOT, FlEL T, FTRROBEENPETHND:

1

1

(EEED)IRA

(e iliee 22X Ul

v /7 — P R NESE

RITEHMEDOFEZ R T 5 G HD, HlEL T, TRROREENETHND:
EHM%ET)Tvh—T A

BV~

ROFFHETME DRIEFB L UL THD,

A8 NIZE DS R X PR S LD,

A LT A I KO B S OB AR O 210,

LRLORGEIZED | JEFEPHDORR & IR OIEMIE DRI D283 DD,
HOPLFE, KE, SO M IZAECD5E D05,
P72 E D—oODIEZHZ T T 25 EbdHiuT., FFFHCEEORE RIEET 56055,

2.110.2 BE RN EHE

=l

A~

FRFENE L 56\ B 95 P76
[ % 2% (vasculitis) | TBHIRZS (arteritis) | 0T 1l /% % (angiitis) 1% & e F 36
SEBEDTUIEDD B Il A4 A 7§

L9 ST E % 2 B B R A 3

1M ROFERIZEI T DA EE, ZNHOFERITRIER R Z 3 H 2 DM IC LV D729,

e M I A 2% (RRYME 72137 L LR — PRI 38 L OVEME R BT D) (2B~ 2 R
SERMEICEAT 2 8

FRIRODPRAE D I (2 B A5 RE (= — Y — 11 [ A Ik 25 (Thrombophlebitis) (SMQ) | %
ST DHILINTED) Zond HGE

RN DR RAZEBECRE T D HFEDO D | I R OB RIS T X TO G
BB Y ~F 0O A SR ER B Y | B RDOVATOHLEEBICE T2 M58
2HET) T~ —T AT LHE (=Y — LT 257 ~h—F A (Systemic lupus
erythematosus) (SMQ) |ZZ 352 &M HKD)

I BRERVER FRIC B 92 58 (o — — 1 TAFBR ERME A ¢ (Eosinophilic pneumonia) (SMQ) |

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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BT HIENHKD)
—  BRBAICET D HEE CIE RICEVIINT 2B LN HL03, Fr B TRORE

2.110.3 RBEOFEME LM FBREROTHNICEETHHER
M 4& 2% (Vasculitis) (SMQ) J I3l 57 & AT 38 D HGEZ I 2 CTD, sfflliX 1.5.21 22 R4 52
ko

2.110.4 Tf&% (Vasculitis) (SMQ) | OB EE R R
Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000 May; 320
1325-1328
The Vasculitis Syndromes. In: Harrison’s Internal Medicine16th Edition [book online]. The

McGraw-Hill Companies, 2007. http://www.accessmedicine.com. Accessed may 8, 2007.
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e 1- AETOKE—R

% = E #
CIOMS Council for International Organizations of Medical Sciences
ICH International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use
JMO Japanese Maintenance Organization
LLT Lowest level term
MAG MedDRA Analytical Grouping
MedDRA Medical Dictionary for Regulatory Activities
MSSO (MedDRA) Maintenance and Support Services Organization
NEC Not elsewhere classified
PT Preferred term
SMQ Standardised MedDRA Query
SOC System organ class
SSC Special search category
SSQ Standardised Search Queries
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18 11 - Y7 SMQ 22D 7-FIFFIEE7: SMQ A VAR

LUFIEY7 SMQ @7z SMQ OB VAN THD, 7/VAVALZ LT SMQ (2137 AZYAZ* )3
M ESNTWD, MOV —A R ZAFEL TWD,
JMO 7 FZoRIEIZL L 1D SMQ O HEES FRIA (7 /L7 7y MIE) T,

*  Accidents and injuries (SMQ) /ZF& B L OMEE (SMQ) [September 2007]
e Acute central respiratory depression (SMQ) /2 A AR ME R ] (SMQ) [September 2007]
*  Acute pancreatitis (SMQ) /2WEESS (SMQ) *[November 2005]
*  Acute renal failure (SMQ) /&M A4 (SMQ) [April 2005]
e Agranulocytosis (SMQ) /257 ERIE (SMQ) [November 2005; 24T September 2019]
*  Anaphylactic reaction (SMQ) /7 F 7 4 7% — s (SMQ) *[November 2005]
e Angioedema (SMQ) /1l % V& (SMQ) [November 2005]
*  Anticholinergic syndrome (SMQ) /Ht=VU A AEEPHIEFERE (SMQ) *[September 2006]
*  Arthritis (SMQ) /BI#i % (SMQ) [September 2013]
e Asthma/bronchospasm (SMQ) /M# 5. /K& S (SMQ) [November 2005]
*  Biliary disorders (SMQ) //Hi& %[ (SMQ) [September 2007]
< Biliary neoplasms (SMQ) /fHIEH A4 (SMQ)
»  Biliary neoplasms benign (incl cysts and polyps) (SMQ) / B MEAEE S 449 (FEN i L
ORY—7 %5 1) (SMQ)
>  Biliary neoplasms malignant and unspecified (SMQ) /&35 X OGERIAS BA 0 AHIE 5t
44 (SMQ)
®  Biliary malignant tumours (SMQ) / HEM:HE EE (SMQ) [March 2011]
® Biliary tumours of unspecified malignancy (SMQ) /{4 B R B o> fH 1 i
%% (SMQ) [March 2011]
< Congenital biliary disorders (SMQ) /4 KM HiE AP (SMQ)
<> Functional, inflammatory and gallstone related biliary disorders (SMQ) /f#%HEME: . RIEMEI X
OB 23 B3 B HE A E (SMQ)
> Billiary tract disorders (SMQ) /HiE &2 (SMQ)
>  Biliary system related investigations, signs and symptoms (SMQ) /[HE &2 84~
DIEGRAREL , i LOMER (SMQ)
>  Gallbladder related disorders (SMQ) /JHFEE EE S (SMQ)
>  Gallstone related disorders (SMQ) /JHA23BEEH 352 (SMQ)
< Infectious biliary disorders (SMQ) /&L AHTE R fEE (SMQ)
e Breast neoplasms, malignant and unspecified (SMQ) /M3 X OFEA R O3 EHT £ (SMQ)
[September 2008]
<> Breast malignant tumours (SMQ) /#E M AL EEE: (SMQ) [March 2011]
< Breast tumours of unspecified malignancy (SMQ) /3 AR B O FLEEE (SMQ) [March
2011]
e Cardiac arrhythmias (SMQ) /FRZEEk (SMQ) [September 2006]
<> Arrhythmia related investigations, signs and symptoms (SMQ) /AREELRIZ B89~ A ERR AL,
Bl LOYER (SMQ)
<{>  Cardiac arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias) (SMQ) /2R FH 55 (
AR A EE RS L OMEIRME AR A 5 ) (SMQ)
»  Bradyarrhythmias (incl conduction defects and disorders of sinus node function)
(SMQ) /FRIRMEAREE AR (fmi i 2 s LSOV SidkrE R E 4 5 1) (SMQ)
® DBradyarrhythmia terms, nonspecific (SMQ) /FE4R: BB IRMERZ AR S
(SMQ)
® Conduction defects (SMQ) /{ZE[E2E (SMQ)

SMQ F517#E# MedDRA X— = 2 28.0 i 202543 A (JMO)
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® Disorders of sinus node function (SMQ) /AL EifFEMEZE (SMQ)
» Cardiac arrhythmia terms, nonspecific (SMQ) /FE4FE A RE R FE (SMQ)
»  Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias) (SMQ) /
BAARMEAREENR (=R IOV EMESHAIRME R EENRE 5 T) (SMQ)
®  Supraventricular tachyarrhythmias (SMQ) /_E =Mk REAR (SMQ)
® Tachyarrhythmia terms, nonspecific (SMQ) /345 B SERME R ELAR FH 35
(SMQ)
® Ventricular tachyarrhythmias (SMQ) //.Cy=EPESEARMEARZAR (SMQ)
<~ Congenital and neonatal arrhythmias (SMQ) /Jc KM I OHA R AREIR(SMQ)
*  Cardiac failure (SMQ) /.0>/AR4 (SMQ) [March 2007]
*  Cardiomyopathy (SMQ) //L:ffiJiE (SMQ) [September 2008]
*  Central nervous system vascular disorders (SMQ) /- AXA##E % IfL % FE 58 (SMQ) [September 2006]*
* [March 20151 i} %4 &2 Cerebrovascular disorders (SMQ)J X044 #2585 ]
<{>  Central nervous system haemorrhages and cerebrovascular conditions (SMQ) /HHX 4 #%4 H
1.3 KOS M E PR AR (SMQ)
»  Conditions associated with central nervous system haemorrhages] and

cerebrovascular accidents (SMQ) / HAX A% % HH .38 L O I & MR B L2 £ED R R

(SMQ)
»  Haemorrhagic cerebrovascular conditions (SMQ) / H i HAX 4 SR 1 47 B 5 (S
MQ)

>  Ischaemic cerebrovascular conditions (SMQ) /& M4 FPAX A% R L P 2E (SMQ)
<{>  Cerebrovascular disorders, not specified as haemorrhagic or ischaemic (SMQ) /H it BN
VR MM SR SO AR AR SR 1 A R (SMIQ)
e Chronic kidney disease (SMQ) /{8 figds (SMQ) [March 2013]
*  Conjunctival disorders (SMQ) /fEFfE 2 (SMQ) [September 2009]
e Convulsions (SMQ) /&% (SMQ) [March 2007]
»  Corneal disorders (SMQ) /5% (SMQ) [March 2009]
e COVID-19 (SMQ) /COVID-19 (SMQ) [September 2020]
*  Dehydration (SMQ) /7K (SMQ) [March 2018]
e Dementia (SMQ) /FRFME (SMQ) [March 2007]
*  Demyelination (SMQ) /Mlififi (SMQ) [September 2008]

»  Depression and suicide/self-injury (SMQ) /95 >5F L O H %, B £ (SMQ) [March 2006]
< Depression (excl suicide and self injury) (SMQ) /92%5 (A%, B15%x<) (SMQ)
< Suicide/self-injury (SMQ) /B %, H & (SMQ)
e Drug reaction with eosinophilla and systemic symptons syndrome (SMQ) /#F-ERER¥E NI L OB H SR
%D SR SOSIEERE (SMQ) (DRESS JEERE (SMQ) ) #[March2016]
*  Drug abuse, dependence and withdrawal (SMQ) /FEW)ELH | & A7 B L OBk (SMQ) [September 2007]
< Drug abuse and dependence (SMQ) /FWELH B L OYETIE (SMQ)
< Drug withdrawal (SMQ) /#&AIEERNL (SMQ)
*  Dyslipidaemia (SMQ) /NFE 5% JiE (SMQ) [November 2005]
e Embolic and thrombotic events (SMQ) /2235 OMIAE (SMQ) [March 2007]
<> Embolic and thrombotic events, arterial (SMQ) /EIRD ZER B IO (SMQ)
<> Embolic and thrombotic events, venous (SMQ) /##IRDOZE: B IO (SMQ)
<> Embolic and thrombotic events, vessel type unspecified and mixed arterial and venous (SMQ)
[EZA T RRHHDHNTR GO ZER B IO (SMQ)
e Eosinophilic pneumonia (SMQ) /#FERERM:fi7¢ (SMQ) *[March 2009]
e Extrapyramidal syndrome (SMQ) /$E/ASI&IEBERE (SMQ) [March 2007]
< Akathisia (SMQ) /77227 (SMQ)
< Dyskinesia (SMQ) /Y AF 27T (SMQ)
<% Dystonia (SMQ) /Y Ab=7 (SMQ)
< Parkinson-like events (SMQ) /73— >V #F 4 (SMQ)
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e Extravasation events (injections, infusions and implants) (SMQ) /L& #MR H (&, TEA B L OHEIA
HAL) (SMQ) [September 2007]
*  Pertility disorders (SMQ) /A= 5lAEREE (SMQ) [September 2011]
*  Gastrointestinal nonspecific inflammation and dysfunctional conditions (SMQ) /7E{b& D FEkE FAY A E
BLOBEREREE (SMQ) [September 2007]
<> Gastrointestinal nonspecific dysfunction (SMQ) /TH{V& O IEEF BAMFERE 2 (SMQ)
< Gastrointestinal nonspecific inflammation (SMQ) /VH{b%& D FEH EAIRIE (SMQ)
<$  Gastrointestinal nonspecific symptoms and therapeutic procedures (SMQ) /VH{b& D FE4
FER B L UOMLE (SMQ)
e Gastrointestinal perforation, ulceration, haemorrhage or obstruction (SMQ) /JH L&D ZEFL, 1&E.
M5V EEAZE (SMQ) [September 2007]
Gastrointestinal haemorrhage (SMQ) /VH L& DO H I (SMQ)
Gastrointestinal obstruction (SMQ) /TH{b& DEAZE (SMQ)
Gastrointestinal perforation (SMQ) /YH{b/&E D ZEFL(SMQ)
Gastrointestinal perforation, ulcer, haemorrhage, obstruction non—specific
findings/procedures (SMQ) /{H{LE D2 L. {85, L&D XPAZEIZ DWW T O IERE B FT
L/ LE (SMQ)
< Gastrointestinal ulceration (SMQ) /¥H{b& D& (SMQ)
e Generalised convulsive seizures following immunisation (SMQ) /%0 WLiE # D2 H IS 1E (SMQ) *
[September 2012]
*  Glaucoma (SMQ) /#kMFE (SMQ) [March 2008]
e Guillain-Barre syndrome (SMQ) /F¥5 > « L —JEERE (SMQ) [September 2007]
e Haematopoietic cytopenias (SMQ) /& Ifi.f& 212 LA i k89 (SMQ) [November 2005]
<> Haematopoietic cytopenias affecting more than one type of blood cell (SMQ) /& M. [EE|IZ L5
2L B M ERIAE (SMQ)
<~ Haematopoietic erythropenia (SMQ) /& IfiL & 5 |2 L 2 7R L BRIV E (SMQ)
< Haematopoietic leukopenia (SMQ) /& MLFEE (2 X5 H MLERJEAIE (SMQ)
<> Haematopoietic thrombocytopenia (SMQ) /& IfiL & (2 LA If/ M EAE (SMQ)
e Haemodynamic oedema, effusions and fluid overload (SMQ) /14T ENREATTHIE . ZK B L OMEIK B A fRF
(SMQ) [March 2008]
*  Haemolytic disorders (SMQ) /¥ IfiM4:F5%5E (SMQ) [April 2005]
e Haemorrhages (SMQ) /il (SMQ) [March 2006]
<> Haemorrhage laboratory terms (SMQ) / H ifi. B8 & PR M A HFE (SMQ)
<> Haemorrhage terms (excl laboratory terms) (SMQ) /H ifi. B H 38 (B AR # A H 5B 2 FR<) (S
MQ)
e Hearing and vestibular disorders (SMQ) /% 35 X OWIIEREE (SMQ) [March 2009]
< Hearing impairment (SMQ) /B&R =5 (SMQ)
< Vestibular disorders (SMQ) /HijiEREE (SMQ)
e Hepatic disorders (SMQ) /AFFEE (SMQ) [April 2005]
<> Congenital, familial, neonatal and genetic disorders of the liver (SMQ) /HAFigD 4 K4k, FiE
P, B4R B X OSEEMEREE (SMQ)
< Drug related hepatic disorders — comprehensive search (SMQ) /ZRANZ BHE 9 AT FEE — 0
FERRR (SMQ)
»  Cholestasis and jaundice of hepatic origin (SMQ) /gl K3 A EH D - HF R X
OBJE (SMQ)
>  Drug related hepatic disorders — severe events only (SMQ) /Z&HIZ BE# -2 1 F
E-HEFROA(SMQ)
® Hepatic failure, fibrosis and cirrhosis and other liver damage—related
conditions (SMQ) /FA4x, FARHMELE . AR ZS 3 OV O thod JIF il
% (SMQ)
® Hepatitis, non—infectious (SMQ) /FEEGL T4 (SMQ)

S
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® Liver neoplasms, benign (incl cysts and polyps) (SMQ) / BT84 4 (
FRBLOR)—T7%25T) (SMQ)
® Liver neoplasms, malignant and unspecified (SMQ) /#1433 X OVFERIRBA
DIFF A (SMQ)
»  Liver malignant tumours (SMQ) /FEM:ATlEEE: (SMQ) [March 2011]
»  Liver tumours of unspecified malignancy (SMQ) /™ B ASHH o {7 sk
&% (SMQ) [March 2011]
>  Liver related investigations, signs and symptoms (SMQ) /ATt B85 iR PR ka2 . f8fes
BELOYEIR (SMQ)
»  Liver-related coagulation and bleeding disturbances (SMQ) /i< BE3E 32 %% i
BROHMEE (SMQ)
<{> Hepatic disorders specifically reported as alcohol-related (SMQ) /BHREIZ T /L z1— )L B8 & 3R
HEINHES (SMQ)
< Liver infections (SMQ) /fFE&4L (SMQ)
<$  Pregnancy-related hepatic disorders (SMQ) /#F-4x B DT IEE (SMQ)
*  Hostility/aggression (SMQ) /#UE.,/ BB (SMQ) [September 2007]
e Hyperglycaemia/new onset diabetes mellitus (SMQ) /& i,/ R\ O3 IE (SMQ) [March 2006]
e Hypersensitivity (SMQ) /iE#UiE (SMQ) [March 2013]
*  Hypertension (SMQ) /i IfilJf: (SMQ) [September 2008]
*  Hypoglycaemia (SMQ) /{&if¥E (SMQ) [March 2016]
e Hypokalaemia (SMQ) /{&H V7 AlfAE (SMQ) [March 2019]
*  Hyponatraemia/SIADH (SMQ) /{X7h ¥ AlfifiE, STADH (SMQ) [September 2007]
*  Hypotonic-hyporesponsive episode (SMQ) /B IRAL T — KGR T 1E (SMQ) *[September 2011]
¢ Immune-mediated/autoimmune disorders (SMQ) /4u & /M 7EMEREE /B O 0% E (SMQ) [September
2020]
e Infective pneumonia (SMQ) /EZLM:fifi% (SMQ) [September 2017]
* Interstitial lung disease (SMQ) /& M:Hfi¥E A (SMQ) [March 2006]
e Ischaemic colitis (SMQ) /it K2 (SMQ) [March 2008]
e Ischaemic heart disease (SMQ) /i Ifi /L% F (SMQ) [March 2006]
< Myocardial infarction (SMQ) /.Ml fH2€ (SMQ)
<> Other ischaemic heart disease (SMQ) /& DM & ML LR BB (SMQ)
*  Lack of efficacy/effect (SMQ) /ZIHE,Zh D K41 (SMQ) [November 2005]
e Lacrimal disorders (SMQ) /iR#sfE 2 (SMQ) [September 2009]
e Lactic acidosis (SMQ) /3.7 ' F—3 A (SMQ) [November 2005]
*  Lens disorders (SMQ) /7K &AM (SMQ) [September 2008]
e Lipodystrophy (SMQ) /URY Zbha7 r— (SMQ) [September 2009]
e Malignancies (SMQ) /TEMESE 2 (SMQ) [March 2007]
< Malignancy related conditions (SMQ) /& £ BEUR RS (SMQ)
<> Malignancy related therapeutic and diagnostic procedures (SMQ) /TMy% BES#EDIEHE L2
WO FE(SMQ)
< Malignant or unspecified tumours (SMQ) /HEM: 35 K OGEIAR B DOfEE (SMQ)
>  Malignant tumours (SMQ) /HEM:EE (SMQ) [March 2011]
- Haematological malignant tumours (SMQ) /IfiLif&Z 5 H EEMEREEE (SMQ) [March 2017]
- Non—haematological malignant tumours (SMQ) /FE ML “F M fE S (SMQ) [March
2017]
»  Tumours of unspecified malignancy (SMQ) /FEHIAR A D IEE (SMQ) [March 2011]
- Haematological tumours of unspecified malignancy (SMQ) /B4 B AR BH oD fn. ik - H il
5 (SMQ)[March 2017]
- Non—haematological tumours of unspecified malignancy (SMQ) /4 B AR BH D F ik
ZHIEZH(SMQ)[March 2017]
< Tumour markers (SMQ) /fEH~—1— (SMQ)
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e Malignant lymphomas (SMQ) /ZEM:1fif (SMQ) [March 2013]
*  Medication errors (SMQ) /#&3iHF5 (SMQ) [March 2016]
e Myelodysplastic syndrome (SMQ) /“B i 5272 i JEBRE (SMQ) [Sptember 2013]
e Neuroleptic malignant syndrome (SMQ) /MEMESEFERE (SMQ) *[March 2006]
*  Noninfectious diarrhoea (SMQ) /FEJ&H4ME T i (SMQ) [Sptember 2013]
e Noninfectious encephalitis (SMQ) /FEEYMEMN 2% (SMQ) [September 2007]
e Noninfectious encephalopathy/delirium (SMQ) /FEEYMEINIE, % (SMQ) [September 2007]
*  Noninfectious meningitis (SMQ) /FEREYMEREE A (SMQ) [September 2007]
*  Noninfectious myocarditis/pericarditis (SMQ) /FEREG ML 28 DR ANIE (SMQ) [March 2022]
e Ocular infections (SMQ) /HRJ&EZ: (SMQ) [September 2010]
e Ocular motility disorders (SMQ) /IR EKEH & (SMQ) [September 2010]
*  Optic nerve disorders (SMQ) / H i1 fLi&4: (SMQ) [March 2020]
e Optic nerve disorders (SMQ) /i ###[EE (SMQ) [September 2008]
¢ Oropharyngeal disorders (SMQ) / 1 ENHEARE 2 (SMQ) [September 2007]
Gingival disorders (SMQ) /i P& (SMQ)
Oropharyngeal allergic conditions (SMQ) / FFENHEED 7L /L —IRHE (SMQ)
Oropharyngeal infections (SMQ) / 1 FENAEA DKL (SMQ)
Oropharyngeal conditions (excl neoplasms, infections and allergies) (SMQ) / H JZENEZED R BE
AW, BB LT LA —%ER) (SMQ)
<> Oropharyngeal neoplasms (SMQ) / H ENHEE D #H A (SMQ)
*  Osteonecrosis (SMQ) /‘##5E (SMQ) [March 2010]
*  Osteoporosis/osteopenia (SMQ) /B HLIERIE /B I/ iE (SMQ) [September 2009]
e Ovarian neoplasms, malignant and unspecified (SMQ) /HEMEIS LOGEM RO INEF A (SMQ)
[September 2008]
<> Ovarian malignant tumours (SMQ) /HEM: PR BT (SMQ) [March 2011]

G

<> Ovarian tumours of unspecified malignancy (SMQ) /&4 BE R B D PR BT IE (SMQ) [March 2011]

e Periorbital and eyelid disorders (SMQ) /IR & & 1 L ORI FE 2 (SMQ) [September 2009]
*  Peripheral neuropathy (SMQ) /A1t ==—1/3F— (SMQ) [November 2005]
*  Pregnancy and neonatal topics (SMQ) /iEgrE#HAE RO (SMQ) [March 2011]
<{~ Pregnancy, labour and delivery complications and risk factors (excl abortions and stillbirth)
(SMQ) /#EHz, 73 & PRIE & fE R IR 1 (Wi E 8 L UBEEZFRLS) (SMQ)
Congenital, familial and genetic disorders (SMQ) /KM, FiEMERBI OB EHFEE (SMQ)
Lactation related topics (incl neonatal exposure through breast milk) (SMQ) /$Li1 45 W4 EEE B
V7 RORAAE N LIIREZEZ 5 T) (SMQ)
>  Functional lactation disorders (SMQ) /#&8ERUFLIT ik 2 (SMQ)
>  Neonatal exposures via breast milk (SMQ) /FFEL&Z I L7=#4: R (SMQ)
Foetal disorders (SMQ) /A& /2R (SMQ)
Neonatal disorders (SMQ) /#14 R fE S (SMQ)
Termination of pregnancy and risk of abortion (SMQ) /#EAR H#ads L ONRE DY A (SMQ)
Normal pregnancy conditions and outcomes (SMQ) /1E IR K AER L ORIF (SMQ)
e Premalignant disorders (SMQ) /B R BE (SMQ) [March 2007]
< Blood premalignant disorders (SMQ) /Ii& DRI IRAE (SMQ)
< Gastrointestinal premalignant disorders (SMQ) /B EDHIFHINFE (SMQ)
<> Premalignant disorders, general conditions and other site specific disorders (SMQ) /25K RE
BLOEDOMAEFEBAL O RTINS (SMQ)
< Reproductive premalignant disorders (SMQ) /ZEJEZs DRI IR EE (SMQ)
< Skin premalignant disorders (SMQ) /& J& DK EE (SMQ)
e Prostate neoplasms, malignant and unspecified (SMQ) /FEM: 3 L OREAIREA ORI IRBTAEY (SMQ)
[September 2008]
<> Prostate malignant tumours (SMQ) /HEM:R 7 IR AEE (SMQ) [March 2011]

- <
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< Prostate tumours of unspecified malignancy (SMQ) /M B AR BH O i SR IESS (SMQ) [March
2011]

Proteinuria (SMQ) /% H K (SMQ) [September 2014]
e Pseudomembranous colitis (SMQ) /AN KIG% (SMQ) [March 2007]
*  Psychosis and psychotic disorders (SMQ) /#1955 33 L UG 1 145 (SMQ) [September 2007]
¢ Pulmonary hypertension (SMQ) /Jili&; Il T=E (SMQ) [September 2007; ti#] March 2016]
*  Respiratory failure (SMQ) /A4 (SMQ) [March 2015]
*  Renovascular disorders (SMQ) /& I & f& 5 (SMQ) [March 2010]
*  Retinal disorders (SMQ) /#l5[E 2 (SMQ) [March 2009]
e Retroperitoneal fibrosis (SMQ) /% iR HEIE (SMQ) [September 2006]
¢ Rhabdomyolysis/myopathy (SMQ) /U RARIE,I4 3T — (SMQ) [December 2004]
e Scleral disorders (SMQ) /##fiE &2 (SMQ) [March 2010]
e Sepsis (SMQ) /B IE (SMQ) [September 2019]
e Severe cutaneous adverse reactions (SMQ) /EJE K JERIVEA (SMQ) [April 2005]
e Sexual dysfunction (SMQ) /TEREBEAR 4 (SMQ) [September 2021]
e Shock (SMQ) /> =7 (SMQ) [September 2006]

<> Anaphylactic/anaphylactoid shock conditions (SMQ) /7 F747% > — /T F747F > —Fk

vavZikiE (SMQ)
<> Hypoglycaemic and neurogenic shock conditions (SMQ) /R I f#E 38 JL ORI S o Z5ERR (
SMQ)

< Hypovolaemic shock conditions (SMQ) /MK &S 2 7R EE (SMQ)
<$>  Shock-associated circulatory or cardiac conditions (excl torsade de pointes) (SMQ) /> a7
BEDIEERHAHVNTOIEOIREE (ML —R K K7 UM ERRS) (SMQ)
<$ Torsade de pointes, shock—associated conditions (SMQ) /ML —K K RT7 b, Tav 7
HLREE (SMQ)
< Toxic—septic shock conditions (SMQ) /M — BUMIE M 2> 7R HE (SMQ)
e Skin neoplasms, malignant and unspecified (SMQ) /33 K OFERMA A D £ J& 87 4£ %) (SMQ) [March
2009]
<> Skin malignant tumours (SMQ) /&4 F7 &I (SMQ) [March 2011]
< Skin tumours of unspecified malignancy (SMQ) /MM B AR D 7 EEE (SMQ) [March 2011]
»  Systemic lupus erythematosus (SMQ) /& &MU F ~h—F A% (SMQ) [March 2006]
¢ Taste and smell disorders (SMQ) /PR 3 L OWR B [5 2 (SMQ) [March 2006]
e Tendinopathies and ligament disorders (SMQ) /[ k5 L O s 2 (SMQ)[March 2015]
e Thrombophlebitis (SMQ) / IfiL#&: k28 (SMQ) [September 2007]
*  Thyroid dysfunction (SMQ) / F R IREEREFEE (SMQ) [March 2009]
< Hyperthyroidism (SMQ) /R IEEERETCHEE (SMQ)
< Hypothyroidism (SMQ) /H K BEIR TE (SMQ)
e Torsade de pointes/QT prolongation (SMQ) /ML —K K K7 b/ QTR (SMQ) [December
2004]
e Tubulointerstitial diseases (SMQ) /R IR M7 B (SMQ) [September 2014]
e Tumour lysis syndrome (SMQ) /JHiZAREEERE (SMQ) *[September 2013]
e Uterine and fallopian tube neoplasms, malignant and unspecified (SMQ) /Etk 3 L OGEHARHDO 15/
P& Y (SMQ) [September 2008]
<{>  Uterine and fallopian tube malignant tumours (SMQ) /H:+5= /I EE (SMQ) [March 2011]
<> Uterine and fallopian tube tumours of unspecified malignancy (SMQ) /FEM:ERIHO = /I
B (SMQ) [March 2011]
*  Vasculitis (SMQ) /1% % (SMQ) [March 2009]
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