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1. [XC®HIC
1.1 MEADRA BB EERR RR T DD TEEE .ot eeee e ee e sese e s e e s s est s e et seess e ese et sses s 1
12 B R e eR SRR R R R 1
1.3 SMQ DI BT et e e ettt n et n e ne e ee e senennen 2
14 SMQ I E L TR e AL I R T oo 2
1.41  3E38 (Narrow) ETEIF (Broad) 0) AT (SCOPE) w.eooreeeeeeeeeeeeeeeeeeeeeeesssseeeseeseesssssessssssesssesseesssssessesesssesnn 2
142 T IUTN) R LMEER s sssssss s s s 3
143 AT T (TIVTU RLRTD) oo sssses s sssssessssssssss s ssssses s 3
144 DI ARFRBDEERF) oo ssssssss s ssssssssss s sssssssses s sssssssss s sssssssse oo 4
14D BERBABEE ..o e 4
L T = 74 1 TN OO 4
14T FHEBOID R T R ettt eeeeees e se e e e st sttt ettt st st ees et e et ses e seseeneens 5
15 BREOEMERRIERD T BITRIT DI oo 5
T IR e BY - 4 12 O GRS VLR i Bt s == e R Y 5
152 ERESNI-HEEEEHIT SMQ ZRRFR T T B oot 5
2. @4 ® SMQ
21 TEHELVIESE (Accidents and iIMUFAES) (SIMQ) 1 voeeeoeeeeeereeeeeeeeeeeeeesseeeeseesseseeeeeseeesssssssessssesesssseeesseenn 8
22 T2 REFERHIE (Acute central respiratory depression) (SMQY) L e eeeooeeeeceeeeeceseeeeeeseeeenn 11
23  TEAME (Acute pancreatitis) (SIMQ) L .. ecereeeeseeeeeseeeeeseeeeeseeseesseseesesseesessesesesessessesesesesesseeeseesees 13
24  TRMBTZ (Acute renal failure) (SMQ) 1 ...coooeececeseeeeosseeeeeesssseess s sessssssssssssssss s sssssee 15
25 [TEEFFHIBKAE (AQranuloCytoSiS) (SMQY) L oeeeoeeeeeeeeeeeeeeeeeeseeee e eeeseeeseseseeeseeeeseeeesee e see e see e sessee e 17
26 77 2745% 2 —KIG (Anaphylactic reaction) (SMQ) L. eccoeeeeeconseseeeeseeseeesseeeeeesseeseeesseseesesssenes 19
27 [T ZIE (ANZI0EAEME) (SIMQ) L oo e eeeeeeeeeeeeeeeeeseeeeees e eeeeeeee e seeeeeseeeseeesseeseeeseesseeesee e 21
28  THI)1EENEGEIREE (Anticholinergic syndrome) (SMQ) 1 oo eeeoeeeeeceneeeeeeeseeeeeesseeeeeesseeseeeesseseeeen 23
2.9 TEAETZE (Arthritis) (SMQ) L .ooeceooooeeceeeseeeesssseeeessssssssssssssssssssss e sssssssssssssssssssssssssssssssssssssssssssssses s 25
210 TRE /&S EZEE (Asthma/Bronchospasm) (SIMQY) I e eoeeeoeeeeceeeeeeeeeeeeeeeeeeeeseeeeeseeeeesseseeseeeeseee 27
211 THEERPEZE (Biliary diSOrders) (SIMQ) L. eeeeeoreeeeseeeeesseesesessseseessessesssesessesesssessssssesesesesesssessessssesesenee 29
212 TEUSIVHMTHOIEHLEY (Breast neoplasms, malignant and unspecified) (SMQ) 133
213 THEERR (Cardiac Arrhythmias) (SIMIQ) L e eeeeoeeeeeeseeeeesseeeeseeseseseseseesssssesssesessesesesesssssssesesesesesessessssesesenen 35
214 TIDASE (Cardiac FAIUIE) (SIMQ) L oo e eeeeeeeee s e e seeeeeseeeeseeeseesees s esesesssesessess s sese e sesseeseeeeesee 38
2.15  TIDVEREE (Cardiomyopathy) (SIMIQ) L. eeeeeeceeeeseeeeeeseeeeeeeesseseeeeeseesesssseeseeeseesesessessseessesseseessess e seesseesessessens 40
216 [HiRHFEZRIMEFEE (Central nervous system vascular disorders) (SMQ) oo, 42
217 TEHB SR (Chronic Kidney dis€ase) (SMQ) 1 o eeereeeeereeeeseeeeesseeeesesseesssesssesssesssseseseseseessnesesesnee 46
2.18 T#EIEFEZE (Conjunctival diSOrders) (SIMQ) L eeeooneeeeeesseeseseessesseeessessesessessesssessssssssssssessesssseessessons 50
219  TIEEE (CONVUISIONS) (USIMIQY) oot ee e ee e e eee e e s e see e ees e ee e ss e seeeeeseeeeeaeeseesessesessesesseseesen 52
220 TAIEFEE (Corneal disorders) (SIMQY) L. ooeeeeeoeoeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeeeseeeeeeeeeessseeeeseessessseeeseemseseseeee 54

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

1



Introductory Guide for Standardised MedDRA Queries (SMQ)
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247
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2.49
2.50
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[ ERENSE (DemMENtia) (SIMQ) J ooeeoeeeeeeeeeeeeseeeeeeeseeeeeeseeeeeeeeseeee s e s eeseeeeeseeseesseseeseeee s seeseesmseese s sseesssesseeseenee

[ B 8% (Demyelination) (SMQ) |

S52EH LUV B B1S (Depression and suicide/self=injury) (SMQ) J.ceeeeeeoneeeeeeeneeeeeesnseeerenn 62
TEYELA. IKESLUBERR  (Drug abuse, dependence and withdrawal) (SMQ) J.........cccooommn. 65
MIFEREKIE B LU L BEREFSEY RS {ZEE —DRESS fE{EE (SMQ) —

(Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) J...cooorevoreeoveroneeonennne. 69
MBS E EJE (Dyslipidaemia) (SMQ) 1 coooceccceroooeeeceeeeesssseseeeeessssssseesssssssssssssessssssssssssssssssssssssssssssssssseee 75
[E B KU M2 (Embolic and thrombotic events) (SMQ) 1 ... veeeeeeeeeeeeceeseeeeceeneeeeeesseeeeesseeseeeee 77
[ 47 EEEK M it 28 (Eosinophilic pneumonia) (SIMQ) oo eeeeeeeeeeeseeeeeseeeesseeeeeseeeeesseeseeseseeseeeeen 80
[ 8 {45\ BRAE (& BE (Extrapyramidal syndrome) (SIMQY) 1 eeeeoreeeeeneeeeeseeeesssesesseeesesesesessessesesesessesseen 83
TMmESNRE CES. EABIUIEAHERAL)

(Extravasation events (injections, infusions and implants)) (SMQ) J.....cccccoooreenressressressrinns 86
[ FEREFEE (Fertility disorders) (SMQ) L ... eomoeeeoeeeseeeseeeesoeessoessseessoesseseessseessoeessoessseessesesseseee 88
DHIEEDEFENRES LUHEEES

(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) J......cccccoeo.c..... 90
DHIEEDZEF. &5, HlH S IEEAZE

(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) J cooeveeveeveereenecnne. 92
[RELERDEGEERME

(Generalised convulsive seizures following immunisation) (SIMQ) J ... eveoreoreeeeeeeeeeeeeeeeeeeeeeseeeeee 95
THERPIPE (GlAaUCOMA) (SIMIQY) 1 oo eeeeeeeeeeeee e eeeeeeseeeeeeseeseeseseesesseesseeseseeeeesseeeseesreeessseeees 97
[X5> -/\L—EI&EEE (Guillain—Barre syndrome) (SMQ) 1 ooeeeeeeeeeeeeeeeseeeeeeeeessseeeseesseesssseeseseseeessseees 100
MEMmEEZ &AMk AME (Haematopoietic cytopenias) (SMQY) Lo eeeeeeoneeeeeesneseereeseesernenn 104
[MATENRERYRIE. KB IR KB E R

(Haemodynamic oedema, effusions and fluid overload) (SMQ) L. eeseeeeseseeeneen 107
A M4 PEE (Haemolytic disorders) (SMQ) | ....eerrmmeeersemessssissssssssssssssssssssssessesssssssssessssesees 110
[ HE I (HA@mMOrrhages) (SIMIQL) | oo eeee e eeeeeeeeeee e e e es e es e ee e ee e eeeeseseneeseeseeseseesasee e eeesee e 112
[FEEH LUBIEREE (Hearing and vestibular disorders) (SMQ) 1 .o sseeesseeeeseeeens 114
THFBEE (Hepatic diSOrdErs) (SIMQ) Lo eeeeeeeeeeeseee e eeeeeseeeeeseeeeseeeeesesseesseeseeseesenseeseesesesesseesen 116
[ENE EEME (Hostility/aggression) (SIMIQY) 1 . oeeeeeeeeeeeseeeeseeeeeseseesesseeseessesesssseesseseesssesesessessns 122
(SMm¥E ¥EFRBDFEIE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) Joveeeveeereeen.. 124
T BBUE (HYperSenSIEIVITY) (SIMQY) oo eeee e seeeeseeeeeseee e seeesseeseseseeesseeseseesessees e sesesessseseee 128
B INE (Hypertension) (SMQ) L....eeeeeeeeoeeeeeeeeeessseeeeseeesessssessessssssssssessessssssssssesssssssssseeessessseesessessessseeeee 130
TEMMHEE (HypoglyCaemia) (SIMQ) 1 oo eeeeeseeeesese s seeseeseeeeseessesseessseseeessessessssseeseeseesesesessseseee 133
HMEF R LMSE.” SIADH (Hyponatraemia/SIADH) (SMQ) 1 eeeeeeeeeeeeseeeeeeeeeeeeseeeesseeesseeeneneeenens 136
[FRERERIET — RIGTHEIE T F/E (Hypotonic—hyporesponsive episode) (SMQ) 1 eeoeveoreveoreeenne. 139
I8 & 14 By 2B (Interstitial 1ung diS€aS€) (SIMQ) o veeeeeeeeeeeeeeeseeeeeseeeeseeeseeeeeseeesessee s sseeesesssessessssesenen 142
[ M1 KB 2 (Ischaemic colitis) (SMQ) J .oooevveeeeseeeeeeseeeeessssseeesssssesssssssssssssssssssssssssssssssseesssssseees 144
[ MM DR BB (Ischaemic heart disease) (SIMQ) .. eeeeeeoeeeeeeeceeeeeeeeeeseeeeeeeeseeseeesseeeeesesseeeessessseeen 146
[$hEE. SR DR AN (Lack of efficacy/effect) (SMQ) 1 o oeeeeoeeeeeeeeseeseeeeseesesesseeessessesesessessenen 148
[RESFEE (Lacrimal disorders) (SIMQ) 1 e eeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeseeeeesseeeeeessseeseeseeseseeessesseseseesseeeeesenen 150
FZLEE7 L F—3 R (Lactic acidosis) (SMQ) I ....ooeveooeeeeoeeeseseeessoeesssessssssesssssesesssseessssessssseessnsees 152
[ 7K ERARFEEE (Lens diSOrders) (SIMQ) L eeeeeeeeeeeeeeeeeeeeeeeeee e ee e es e seeeeee e seseses s ss e eseeessseeeseeeseeee 154
MJ7RC ARA T4 — (Lipodystrophy) (SMQ) | coo.coooeeeeseeeeeseeereseeessoeesssessssssesssssessssseessssessssseessnsees 156

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

il



Introductory Guide for Standardised MedDRA Queries (SMQ)
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TR R (Malignanci€©S) (SIMQ) J oo eeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeseeseesssees e sesessssesesseessessesaesseee s sseseseneseessenen 159
FZE 1) 27 \E (Malignant lymphomas) (SMQ) L ...oeceeeeeoeeeeeeeeeeeesseeeeseeoeessseeeseeesesssssssesssssseeessssssssseeeee 163
MR EIBEE (Medication €rrorS ] (SIMIQY) L. eeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeeessseeeseeeeessseesesseeseeesesesseesseeeesessesssseeee 165
[ B E R BAEIREE (Myelodysplastic syndrome) (SIMQ) 1 ...ceeeeeeeeeeeceeeeeeeeeneeeeeeeseeseesseeseeessesenen 168
I E 4 AE1%EE (Neuroleptic malignant syndrome) (SMQ) L .veeeeooeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeesseeeeeeeee e 171
[ IERX 4 T %1 (Noninfectious diarrhoea) (SMQY) L. eeeeeeeeeeeeseeeeeeeeeeeeeeeseeseeeeeseesseeesseeseesseeseeesseesenenn 174
[ IE R4 A % (Noninfectious encephalitis) (SMQ) ... sseeeeeee 176
M IER LMK GE .~ $&% (Noninfectious encephalopathy/delifium) (SMQ) 1 cooeeeeeeeeeeeereeeeseeeeeseeeene 178
MIERL LM BE IR 2 (Noninfectious Meningitis) (SIMQY) L eeeoeeeeeeeeeeeeeeeeeeeeeeseeeeeseee e seee s seeeeseeeeesseenen 181
TEREXEE (Ocular INFEGtionS) (SMQY) L. eeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeseeeeeeeseese s eseessesseseseeseeseeseeeeeeesseseseeeseess e 183
MEREREENEZE (Ocular motility diSorders) (SMQ) L. eeeeeeeeeeeeceseeseereeseeseseessesssssessess s sesessssesssneene 185
MR 1B FEZE (Optic nerve diSOrders) (SIMQ) L eeoeeeeeeseeeeeseeesesseesessessesesesesesseseseseesesssesesesessessen 187
'O fEIRBEREZ (Oropharyngeal disorders) (SMQ) | oo eeeeeeeeesseeeeeeeeseesseeeeeeee e 189
[ B 1B FE (OStEONECrOSIS) (SIMQ) oo eeeeeeeeeeeeeeeseeee e seeeeeeeeseese e ses s eseesseseseesseseseseeseeseeseseeeseeseeeee 192
["BHERE BRE (Osteoporosis/osteopenia) (SIMQY) L e eeeoeeeeeeeeeeeeeeeeecesseeeseeeeeeseeeesesen 194
[ENSIUEHEATBHOINEHREY

(Ovarian neoplasms, malignant and unspecified) (SMQ) J ... 197
AR 2 B B & K UBRBE IEE (Periorbital and eyelid disorders) (SMQ) J...oooccoooeecoscersecrscerscesnoe 199
[R#EME =21 —0/3F— (Peripheral neuropathy) (SMQ) J......oooooooooooooeoeeeeeeeeeeeeeeseeeeeeesssssessss s 201
MEIREFTAEIR D RE Y% (Pregrancy and neonatal topics) (SMQ) L.eueeeeooreeeeeeeeeeeeeesseeeeeesseeeeseenn 203
[RITTEIK BE (Premalignant disorders) (SIMQ) 1 .....oceeeeeooeeeeeeeeeeeesseeeeeeeeessssseeeesssssssesesesssseeseessenssseeeeee 207
EMS LU HORILIRFTEY

(Prostate neoplasms, malignant and unspecified) (SMQ) | ..o 211
[ 25 R (Proteinuria) (SIMQ) L . eeeeceeeeeeeeeeeeeeeseeeeeeeseeeeeeeseeeeeesseseesseseseseeseessesesssessssessessssessseesesseseemeessesssnenn 213
MAFR 14 K7 % (Pseudomembranous colitis) (SMQ) J.oovvvvveeeeeeeeeeeseeeeeeeeeeeeeeeeeceesssssssssssseeeeeesessssssssss 216
MRS LVEHRIERESE (Psychosis and psychotic disorders) (SMQ) J oo 218
= IESAE (Pulmonary hypertension) (SMQ) L. eeeeooeeeeeeeeeeeseeeeeeeeoesseeeeeeesesssseeesssseeeseessssssseee 221
B MEFEE (Renovascular disorders) (SMQ) 1 ... ceeecoooeeeeeeeeeseeeeeeeeoeessseeeesesessssssesesssseeeesesssssseneee 224
MPEIRAS 2 (Respiratory failure) (SIMQ) 1 ..o eeeeceeeeeeeeeeeeeeeseeeeeeeeeeessseeeseeeeessseeseseseseeesesesseeessseesseseesssseeees 226
[HAIEPEZE (Retinal diSOrders) (SIMQ) L oo e eee e eee e eee s s seseees e es e es e see s ses s es s eee e ens e 228
& B4R HESE (Retroperitoneal fibrosis) (SMQY) 1 oo eeeeeeeeeeseeeeeeeeeeseeeeeeeeeesseeeeee 229
[ RUER BRARSE ~ 274 7 Y F— (Rhabdomyolysis/Myopathy) (SMQ) 1 ..o 231
MR FEFEZE (Scleral diSorders) (SMQ) L. oeeeeeeoeeeeeeeeeeeeeseeeeeeeeeeeeseseeeseeeseeeseeeeesseeseeesesesseesseeessessesssseeee 233
' EJE fR [§ 8ll4E F (Severe cutaneous adverse reactions) (SMQ) J.....cooooooveeeeceoneeereeecesseeeeeeeeessse 236
TS /239%7 (SNOCK) (SIMQ) Leoreeteeeeeeeeeeeeseeeeeeeesseeeseeseesesssessessssesssessseseessssesssesssseseessssassessssessessssseseesssssesssssssessesseene 238
[EMSLUVEMTABHEOREHREY (Skin neoplasms, malignant and unspecified) (SMQ) ]..242
€54 T)T<h,—T X (Systemic lupus erythematosus) (SMQ) Lo eeoeeeeoeeeeeeeeeeseeeceseeeeeeseen 244
MREHIVRE[EE (Taste and smell disorders) (SMQ) 1 ..eeeeeceeeeeeeeeeeeeeeeeeeeesseeeeeeeeeesseeeeseeeeeseee 248
MEEE S LUVHIHEFEZE (Tendinopathies and ligament disorders) (SMQ) J oo, 250
[ i #2 TEE$AR 28 (Thrombophlebitis) (SMQY) I .ooeecereeeeeeeeerseeeess e sssseees e sesssssseessssssses s 253
MR ARBEEEPEDE (Thyroid dysfunction) (SMQY) L. eeeeeeoeeeeeeeeeeeeeeeeeeeeeesseeeeeeeeeeesseeeeeeeeesseeeeeeeeessseeeeee 254
ThILY—K K R72UR/QT R (Torsade de pointes/QT prolongation) (SMQ) |.................. 257
[FREAE B 4% & (Tubulointerstitial diseases) (SMQ) J oo 259
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299 TFEEARIEMEIZEE (Tumour lysis SyNdrome) (SMQ) J oo ee e eeeeeseeeeeeeseeeeeeeeseeenen 262
2100 NMEMSIVHMTHADFE NEHEY

(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) I ...ovoooveeorceereeereenene. 264
2101 THIEE 2 (VASCUILIS) USIMQ) oo e e e ee e ee s es e es e ee s ee s es e ee s eeeesseeesseeessesesseeeseeseneee 266
FEER T = AR D B IR & s 268
f18% 11— CIOMS-WG A /N——F (2016 T 6 B 6 BIRTE) oo 269
8% M- Y7 SMQ ZEDT=FIFAFTRELL SMQ HRE R oottt 271
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B< D SMQ(BAREEZMDA+EFIR)

SMQ 44 SMQ J&iE4 B H

S O EN e P e 3;2223;123 fallopian tube neoplasms, malignant and 264
M LU AR ORISLIR BT Y Prostate neoplasms, malignant and unspecified 211
BB LM AHOIET Y Breast neoplasms, malignant and unspecified 33
BB IO EF AW Skin neoplasms, malignant and unspecified 242
BB L OGRS OINEE A Ovarian neoplasms, malignant and unspecified 197
TR AR Malignancies 159
PSR A Neuroleptic malignant syndrome 171
MY il Malignant lymphomas 163
TFT74T7% > — K Anaphylactic reaction 19
IO BIOEE B Depression and suicide/self-injury 62
RS RRAE, XA ST — Rhabdomyolysis/Myopathy 231
A N Corneal disorders 54
W BUE Hypersensitivity 128
AR 75 1 P 58 L VIR i e Periorbital and eyelid disorders 199
AR feic g Ocular Infections 183
R BRIEE) Ocular motility disorders 185
Fd L M it Interstitial lung disease 142
JFRE Hepatic disorders 116
B i 7% Arthritis 25
TAIME R I5 2% Pseudomembranous colitis 216
2B Acute renal failure 15
SERESR Acute pancreatitis 13
P HRAR P I B Acute central respiratory depression 11
TR R Scleral disorders 233
i M LR AR Ischaemic heart disease 146
FAIRE N2 Ischaemic colitis 144
FTL N —IEERE Guillain-Barre syndrome 100
77 SR IRAK T — BUSHEAR T 38 4F Hypotonic-hyporesponsive episode 139
e A Convulsions 52
=S/ Vasculitis 266
ML AR (RS 1A L OMILA Z b7 iIf:;rl2\{1{;153)&1tion events (injections, infusions and 86
JiIKEREAE Angioedema 21
MATENRERIIZIE, B KBLOMRIEEAR | Haemodynamic oedema, effusions and fluid overload 107
(AP FRIR % Thrombophlebitis 253
it M Conjunctival disorders 50
i e SR ON 3k Tendinopathies and ligament disorders 250
Zhie,/ SRR A0 Lack of efficacy/effect 148
1 fle M B e Oropharyngeal disorders 189
e If Hypertension 130
e LA B PRI D FESE Hyperglycaemia/new onset diabetes mellitus 124
Pl AAEEPESE BERE Anticholinergic syndrome 23
BB B A i 2% Eosinophilic pneumonia 80
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SMQ 44 B SMQ JE7E4 TR H

AF R BRI NG KOV S MR A 15 FEW I | Drug reaction with eosinophilia and systemic symptoms 69
JEMERE (DRESS SEGERE) syndrome

AR IR R R e Thyroid dysfunction 254
% PE AR Retroperitoneal fibrosis 229
RO A4 Respiratory failure 226
B L Osteonecrosis 192
BHLERE B iE Osteoporosis/osteopenia 194
B B2 BE R Myelodysplastic syndrome 168
Hiffks LOE S Accidents and injuries 8
HEE S H Dyslipidaemia 75
e e Optic nerve disorders 187
HE B EIE Severe cutaneous adverse reactions 236
H . Haemorrhages 112
HER 155 R B E A A Tumour lysis syndrome 262
WA DT W b B L FE (C)S;Ssttrlj);rt}’z)enstinal perforation, ulceration, haemorrhage or 92
IO R IIE B OIS | oo o e naeheciic inflammation and 90
vayy Shock 238
OfIE Cardiomyopathy 40
P AT P Renovascular disorders 224
S Cardiac failure 38
Kl AR Lens disorders 154
RO BRIE R Extrapyramidal syndrome 83
AERRRE R Fertility disorders 88
T 5 KONt PR Psychosis and psychotic disorders 218
GIEERNGE Premalignant disorders 207
R T =T R Systemic lupus erythematosus 244
Wi (S, S S A Asthma/Bronchospasm 27
& I P D ifn BRI E Haematopoietic cytopenias 104
ER B I ONAe Embolic and thrombotic events 77
i A Demyelination 59
B % P Biliary disorders 29
EHEIR Proteinuria 213
HRRR AR R 1 A B Central nervous system vascular disorders 42
BT 3 K OVRIRERE 5 Hearing and vestibular disorders 114
B I A Hypoglycaemia 133
& RD AlfLSE, SIADH Hyponatraemia/SIADH 136
MR B Hostility/aggression 122
e ST Medication errors 165
Myt —R K R 7N /QT LR Torsade de pointes/QT prolongation 257
LT R—T A Lactic acidosis 152
RS R DI 7 Pregnancy and neonatal topics 203
FRANE Dementia 56
PR A M R Tubulointerstitial diseases 259
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SMQ EF4 i SMQ JE7E4 TR H
it e 1. 5 Pulmonary hypertension 221
FERGLE T o Noninfectious diarrhoea 174
RGP E BB A% Noninfectious meningitis 181
FERYL NN 2% Noninfectious encephalitis 176
RGN R % Noninfectious encephalopathy/delirium 178
REERR Cardiac Arrhythmias 35
2 P P Mk Chronic Kidney disease 46
KM =a—m 3T — Peripheral neuropathy 201
RT3 L ONR T i 75 Taste and smell disorders 248
SRR BT Agranulocytosis 17
TP AL [E 1 OO 2 B BT Generalised convulsive seizures following immunisation 95
e e Retinal disorders 228
SEWELH | AR L OBERL Drug abuse, dependence and withdrawal 65
VR 1 P B Haemolytic disorders 110
YRV AT 4 — Lipodystrophy 156
ok P B Glaucoma 97
S e Lacrimal disorders 150

JMO iE:TSMQ F513E] TD SMQ DOEFNIEL SMQ SFEAFRD T VT 7y METH D, HAGEF#REL
TT 7 BATLFEO— 2L L CLHHIED B AGE B kAR 20 TTRPTHITNIXFEN T

Do ZDHARGEHKIZL~L 1 @ SMQ ("Inactive”® SMQ 1ZFr<) DA THERL L TRV, 4Dk
BIATSH TS (SMQ) /(SMQ)IFEIEL T D,
R—=3220.0 TV —ASAZL UL 1 O SMQIE 101 4T, 47 SMQ 2 &5 A7 221

1 TdH5, SMQ IZBIT A WA #E T 5121E MedDRAN O7I0% —3E i Tho (471

@ MedDRA/ #52>—/L Tl SMQ DR EHEE LFERITE MO S IRD L3 FHE)

¥7-. JIMO @ Website (T2 B ~DBHHE | 5 [RF2 A RFA7TY—]) 12 SMQ O & TEHREL

T FREDERZEI L TNDHOT SMQ OEEDSE 2S00,

* SMQ_spreadsheet 20 0 Japanese.xlsx :% 7 SMQ % & ®7- SMQ &ff:0F (=r& L7

FAL), H % D SMQIZE Eh5 PT OUAN (A AZE

NS RIS AL I VA Qi =/ e e P

—MZEBILZH0) T, KV EARZ: SMQ ONFEHEIRTLZENH KD, ZO7 7 AN
SMQ & g S L3R T U — RIS TN D,
e CIOMS-WG OAYTFH N IE: 2O ET SMQ T3 EO Y —ALeHEHR T, WG BNEEL
727 2—X Il TANDOFERIRENEA LS TR S TWD, JFL G0 O FEORMETH
HON, MBIV S IREINTZ, —E0 SMQ TIEFSIERTHHEZITISREHELEIL TD

SR 0%,
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BE~DER

AF5]E MedDRA FEVERFER (SMQ) 1T, 2435 CTIERSITERY, MedDRA D HFEIRSCZ D/ —Va
ATHKHE LT [EA O SMQ SR 3522 HEL TnD, Ziud, £E 410D MedDRA VY — 2 fi
IZEFNTEY, £z, PR —FCEIHEST MedDRA O =7 YA EOVR—FLEX—TT 71
ATED, FREIRDIENNT, MedDRA FE¥ERI R (SMQ) 1L, D S FEMMERES L TIY ., 2T i
® MedDRA OFIFRID/X—2a DY) —AZEEN TN,

JMO 7 ERRIFSRGERUCA LS N TWDIERLEFIRRL 72 DO THL05, SMQ % H K75 MedDRA
(MedDRA/J) (2 92 Z L& HIFRL TV DH DO TIiEZ2Vy, SMQ DB EEITRFER D
MedDRA Zf#i L, 7>, Fil MedDRA CTa—R{bai/=7 — XISV TEfishi=2
EERMLTERBLITHS,

SMQ (., TRTOEZENRIE 7L EMEREEZ 1A=L TR DO TIE RSN, o, 77
TD SMQ /% MedDRA DJE /S —ar Ofkfgi) et RE52 175D T, SMQ DN IE, FEEHICE R
SNDHTENDS,

LRE F T2 — P — 2L T SMQ O HFECREIE IEDSINZ b6 . ZTUTbiE " SMQ" L
SILNTEROR, RDYVIC "SMQIZEESUETE MedDRA IR " LIESERETH S, WIVRHIRILT
ThoTh, HOMBOBED=—XIZIVIBEINTI/ ) —% | ZTORRE L-T"SMQ"EFELTEDN
TERUY,

I MedDRA - — W —03MEH 3255 ICH 2RFET 5 SMQ SRRV E a3 5720
ThD, BIEINZ ICH MMEAFET 5 SMQ LIR[F T2 ATREMEDS R IRD | ARk CREZEL 7/ =) — I T D
R4 BT B LT REND,

ARFFIEFRIC, B[ 72— X M7 AN Z5I AL T 5, SMQ BRFE MW, BIFERTT AN T 4—R oy 7%
2721, RN MedDRA OZKIFIHFEH ~efikSiu T ERE IR DY | iz 7 =— X1 JEFRL
T2, 2006 4F 7 H O T, [7=2—X 1 JIdBE Ik STz,

ARILENIZ DO =T A OG0, il x D SMQ OSZYANBLIOMIO BT A=Y 7
DS TND, o0 DT =7 A MIBEICFIH TER2 HDOWTE TSN TOD AR H D3,
JEE LAY BIR B WCIRBIO FEINHH SN TODZEITHEESIZV,

MedDRA Z# k32 (SMQ) N —T a2 20.0 OFEBEHMLREE L, BV ay 258 OIEMZE S
(Malignancies) (SMQ) [IZHHHL~UL 4 DH 7 SMQ Z MU SBMLI-ZETH 5,

o TRSAYEVERE S (Haematological malignant tumours) (SMQ) |

o (IR A9 ENENEE (Non-haematological malignant tumours) (SMQ) |

o [HEMEEERB o MR F-rIfE S (Haematological tumours of unspecified malignancy)
(SMQ) |
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[ B AR B o0 I 1 12 =1 35 (Non-haematological tumours of unspecified malignancy)
(SMQ) |

INGBIY T SMQ ZLLFOII7RFFE DA T va OREFIR HZ M ESE57-0 10 TR R
(Malignancies) (SMQ) J1ZiBANL 7=, [ i ik 7 19 #5445 & 35 (Haematological malignant tumours)
(SMQ) | B L O FE i A9 M IE 5 (Non-haematological malignant tumours) (SMQ) | % M
/4 (Malignancies) (SMQ) | ® %7 SMQ L L TN L 7=, [HMEE R B o i il 5 0 I 5
(Haematological tumours of unspecified malignancy) (SMQ) | 35 KON B A B D I 1 17 5
% (Non-haematological tumours of unspecified malignancy) (SMQ) J % I 4 B AR B o i 355

(Tumours of unspecified malignancy) (SMQ) | ®¥%~7 SMQ & L CiBII L7z,

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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1. [XEBHIZ

1.1 MedDRA ¥R D ER

MedDRA 1% #4572 . (Standardised MedDRA Queries:SMQ) 1., 3% E #8722 IRRE 7=
B L OHLMERIZEHE TS MedDRA HIFED S V—7"C, il X HAGE (Preferred Term:PT)L-X
JVTTHERREND, SMQ O H 1%, BIE9-2 alREME D & DA BIE G 22 SRS O E SR 2 BT D
ZLTHD, EENDHFEIL, Mk, Sk, W R BRI A, BRI AT — & £ OO AT
HIRRA T — & 72 SIZBE 95, SMQ 2RSS T JERE (Lowest Level Terms: LLT) 1% SMQ CTffi HE 4
5 PTIZV 7 bDDHTHY, Ao LLT |39 X TERAASND,

1 2#5%

SMQ 1Z, MedDRA =—H—DR CLEMET — X DR E LT E KT DEEREY — LD ML FEEDFE
S NDINTI ST ZEMBELTZL D THS, HH)H 5 MedDRA IZH 7= KBk 5 772V — (Special
Search Categories:SSC) % HAJITHLIL TV 7273, MedDRA A3 EH O BHRE [ GRERY /B L O
A S B Sh A ) CHRUAE R S-S B 20— I O BSR40 T b O TN E iSRS
72o ZNEZ T, MedDRA [E BEHERFE MBS (Maintenance and Support Services Organization:
MSSO) iZ. 2002 4 ¥J58IZ MAG (MedDRA Analytical Groupings) DBIFEIZHEF L=, MAG 1Txt5L
T HEZARE E 3B ORI 2 BE 95 MedDRA OH D DB L~ v D FFE (72721, —#%ICLLT
EBRS) T, WO EIZATO SOC IZETHHFEDEAKREEIRIIV, YiLEFLAPRAEEZ LR 0
IR AR D, FER, AR L, BRRRA T —% ., TOMOAEBFHRAET —4, BLOBEETS
HRBREREEZ b OEINI,

MSSO (2L%5 MAG DBH# A TLIFIERIREIZ,. CIOMS (Council for International Organizations of
Medical Sciences : [EFSE M AT #52) 13, MedDRA Ta—F 4L 7 SN ioT — X2 &/t G L U= Hi5 7
TY— /TN —=TACDERITKHL T D728 M E ORI LT-, 2027 /v—7{kiT Standardised
Search Queries (SSQ) &M T 7=, MAG & SSQ DA & IT A NZE o THEIL TRY, WIFho BEY
% . MedDRA FIIHIZEIRERY — L L COER AR /2T ZEIZHHZLITHALNThH Tz, ZD728H
CIOMS & MSSO /%, CIOMS UV —% 77 )L—=7 (CIOMS-WG) & MSSO 73t H’C\_O)/Hilx%ﬁﬁ%\é
TAHZEN =Y — 2o TORKDFAETHLEV) M THAE L, FFETHETHENIZENGIHR
MAG ] LTSSQI D HAERSD , ZOREWET L —T 1T LWARRE A 535255 E LT-, 200345 A
LLKE, CIOMS-WG & MSSO 03t Al i R # 1%, MedDRA 15 #E £ 5% :U (Standardised MedDRA
Queries : SMQ) &N A L9272 572, 2003 4 11 H | ICH MedDRA &= Z%& B4 (MedDRA
Management Board) (3 =D #:FEIEZEA T L, SMQ DB D=2 ICH Fav A& H 452 L&k
ELTZ,

CIOMS-WG 3% =3 LT Y 5 | ERR A3 MSSO, JMO (Japanese Maintenance

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Organization: H ASHERFE FRFEES) . WHO (World Health Organization : tit R FEFERS) J5 L O A
DOUED Lk Al=3 (Senior Scientist) THERLS L TU5,

1.3 SMQ DRH%

SMQ BT DI BERE D FE R BRFE Dt & 72 2 B ORI A R B 5 2 172, 100 <D ATHE
PHEDOBHHIE 7 NN FFESILTZ, CIOMS-WG 3% DthbZDVAN BB L, B OESCIEN 2532
FEL TS, 210 SMQ DAY CIOMS-WG 48 Tili, AR DRI, RS- ~7 I —
LTHFEENED DD,

ARFGIFITIL, AN—TaD MedDRA L3LIZHRHESND SMQ D EFE, w15/ BRAMERE, EHSh
TWVLG AT EEEST VTV X LNRTLIRINTND, ZOHERDO LT, EA LSz SMQ
CIOMS-WG 2MERLLT- TRE URL K& 7 m— R CELFEMISCEICH RL T0D,
https://www.meddra.org/software-packages
— Y7 SMQ DB B L OME O L7 7 n—F1%, [Development and Rational Use of
Standardised MedDRA Queries (SMQs) : Retrieving Adverse Drug Reactions with MedDRA | -1
T CIOMS [ZXh AT,

FELWMEHRIZ OV T, CIOMS Dk — 23— (http://www.cioms.ch/) Z& RS 7=,

JMO £ :CIOMS D FI17#)1% Development and Rational Use of Standardised MedDRA Queries
(SMQs) | THD, ZOTTIL CIOMS 2Bl A TED, £z, HAGERFRARILIMO 225 A
FHHRETH D,

F7-. MSSO it 51 % D SMQ DFEA b7z CIOMS-WG ERSCE 1T CIOMS A
U F L L EELTIMO O Website (£ B ~DOFBHLHE : RF 2 AN AT TV —) DB EHS A]
HETHD (LEED MSSO ™ Website ~D7 7 A1Z MSSO D =.——ID A5

1.4SMQ NELL TRESN-E 2T

SMQ 1IHFE DA FHFROEYGEEE D B AIE B A OB IS 3 2 id TR R HEEE
U ERF A CTROWHRENRIELT-HGE V—T7Th5, 2 SMQ 1L EHZEHET L HFEDEAR THD
D, ZOMIZ, — DL LD T N —T o0 FHFEOMA G DOREEZIE T AL SN TVDELDOLHD
(M.A4AT7NTVRLMEERI S ) . 2O SR IS5 T 572, SMQ T FERICl ~ 5 L5705kt
O AT,

1.4.1%235% (Narrow) & J&35 (Broad) D A=2—7"(Scope)

ZOEZF X, 22— —=NELOK G L7 o7 R AEZ 7R T A REME D3 D TV E B DR A L B L
T25E (D)) & TREMED &S T X CTORER] (B2 255/ R Tl A& FII T2 BRI CHER
SNDIEFIH & END) O NAELEEL T 2356 (R ) [ZH R T b0 ThD, D70 ik ik

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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(0 TR | SN D — 7 IR RS S I AR A5, (I RS, el ) 7
S I PR AN S TS0, SRR AME 222350,

—
Narrow Narrow Scope
Search Terms
X Broad
Search
Broad Scope
Terms
—/

B4 1-1 PR LSRR

1.4.27 VYR LMAE
sk, IR SR A C, TR YR S5 H LT SR AN AT B e SMQ &5, ZAUTRIgR 57 35

e DY T HTA)—IZK 3L TEDMAEDE THREE T DHD T, BRD KRR 7Y —L T
RBRETDIEFDORFEE VL ET DLOTHD, T /ATVRLFRIE T IEITIER R T &V
FED | Fiz IR R E AR TRV VIAAIER BN TE D, AREY 2N BPERER (SMQ) J T Bk
MBERGEIE O h T I =27 V—Tb3ib, A7V —B [ TERREEO HFEVANTHY, 72
U—C 13RO HFEV AN TH 5, [RMEER (SMQ) JIZBT DT VTV AL T, BT 5x8 0
SEGNL, 7TV —ABIR) HEED D7t — DD HFENRa— T 40 7 SIVIIER], Floix, 7Y —
BOHGED Vet — 2O HGEEI TV —C ORGED V7 &b — DO HFEOTENT—T 4 7S
TIEBILEFRL TVVD,

FrE o SMQ & VTR LOHHIEFI O R 2 FIREIC T D720, T/VAV X LD HIF R ETH
Do TNAVZ LD b A M EEZLNDDIE, IR FEZ HOTZRERE TEEOIERS TSNS
LR Thoh, T0H 7AIVALIELOHLHIEN 2 FEE TER T DM EN AL ZENTE
éo

1.4.3072)— (T NVAYR LX)
TATYALEFFOIICHRES NI SMQ T, JKOMSEFENTE 2 DA 72— ST T,

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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ERINTMAEE TR TES, TATVRLEZHEL TS SMQ Tl B OMBHGEIL, LT 07
Y —ATHY, BEAVREEIFIZRE, B, C. D, 773V —Ths, Bz, IBMHEKE (S
MQ) | Tl JRIEDRFBFEN DO BT IV — 27 N—T SN TD, B 73V —B LR RAEED
MFEVARNTHY, 73V —C I3 EELTERO HFEVANTH L, [RMHER (SMQ) JIZB1T5T7 VIR
LTI, BLOBLEGNE, 7 EV—ARIR) OHFEO—DNa—F 4 7 SHTIEF] : Fi2iX, BT
V—B OHFED—2>BLUONTIEV—C OHGEO— 2RI —T 427 STIER| L ERSILD,

1.4.47 A (FFEDOEH)

SMQ FFEDY = (SMQ term weight) 127 /LT Y R AL WG ND, FFEOT =AMNITLTUR
LEFNHUIZEE DA 7 TV —OBEMEZ R TD, Bz X, [2F )T —7 A (SMQ) JIZEE
NDRGEIL, PO HFETH LTIV —A, BEOVERO HFEIINTII—B Mo | £TOIODHTH
V=27 N—TESNTND, NI DE T2V —124E 1 5 3 FTOToARED G THN TS, (4
HHEXY) T <=7 2 (SMQ) IZBTFHT NIV R LEFI A LR B R CIE, 55875 (B00dHs)
FEFNZ, A7V —A IR OHFENT—T 4 T ENTIER], BEO JRIEAFENT—T 17T
DYEIE BT AV =0 AN REILT, 6 UL EERDGE OIERIL ERIND,

1.4.5F B

—#R SMQ TlE. BT 2 - #7 ) —% MedDRA H R0 P ks 36 | L L7 P @ Bz 2 -
THANLTHN TS, ZbiE, — 2L EO FALO SMQ O A& CLOasEry7e EALo SMQ %
L ClV5, ORI SMQ 5\ T, Tz SMQ (37 SMQ) oot N 35 L O i) 0
TEBID K53 A7, FEE D HFEL, BB EZ RS> SMQ O OH T SMQ HIZFACAT—T (i
FILIER) B 5 SN TR ESN TOSIEN DD,

ORI I 2= =T 2G5, Fl2E 2= =13 T =N ANOFEE I RO E
FEFI 2R T 272012, SMQ ey 7 D2 (F: 7 THH 7 SMQ & T[T E (SMQ) 1 431K)
ZRATHIENTED, o, 2—P =13, TIFEE (SMQ) 055, —2DH% T SMQ D& (47
SMQIEHRBIHE D FfEE (SMQ) 1 ZHM AT 222N Th LWL, HLHWE2—F—D=—XTG
CT, BEENOEE DY 7 SMQ D AEHEZFIMT 524N THIW,

1.4.6PT/LLT

SMQ_Content 77 AL @O HCliE PT (Term_level=4) i% LLT (Term_level=5) S E/&EL T 720, FIH
FNIT =20 PT LYV TERESILTNDD26 PT O EFIH L THREBEZFE T 553, 7 —F M LLT
AL TEBENTWAEE1E SMQ_Content 774 /L 3 PT & LLT O 5 2F L TR &2 FEMi+ 2%
BN, 2B, T_TO PTIELLLT LLTHAFET 20 HThHD,

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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1.4.7THFEDAT—H R
% SMQ BXWAEEINS PT/LLT ITIZAT—Z AWM HEN T, AT —Z AT Active”HH 1
" Inactive” TH 5,
“Active””2 SMQ |Z MSSO IZLD AT ARSI TWAH DT, "Inactive””2 SMQ [ XEAT =415 SMQ D
ASCIll 77 A WZHRFL— DDV —ARUTITE FNLH, BIRF A TIIAL T F ARSI TORNE D TH D,
FIRFIZA R TRNWEIND, BIEDB 2 LG DRNEINTZY | RICHLLRERH L ST E
SMQ i ¥"Inactive” LS D RTHEMEDR N 95,
SMQ 2B &SNS PT BEU LLT iEXInactive” i1 TH ACH 77 A M BHIFRSIVT IS TV
%, "Inactive” L SNDHDIL FFED IR KO TH D,
PT ¥ Inactive” S5 DL, BV TH 7355 H D0 NE SMQ ORERKEE R TR{leo723545 (B
W AN EENERSINTZGERE)
LLT @ PT Vo o3 Eiu, HilicV 7 L PT 28 SMQ O E R TRWEA
SMQ R L=k A £+ 55813 Inactive” D PT/LLT BN SEN 52808 ETHD,

JMO £ : JMO OF 277 (MedDRA/J Bowser v.4.0.x) BLX AT 17 T4 — Tl Inactive”7s
PT/LLT (IFER_E72\0, “Inacitve”® PT/LLT (B AR MLE 28513 ASCI 77 1)L
ZHRIHLCHER T 528,

1.5 REDOFEEERFEAREROFHIZEE TR
1.4.1—1.45 DPTREFSN TS SMQ D% EF EOKEIL, SMQ DR R FE i 3 L ORI 22 3R
RSB LE 2 5, LUFIZ SMQ O3 FEHiIC RV 0004 7 a2t 45,

1.5.111RE 9 2HEE72 L C SMQ 2R FEIZEH TS

PRk L AR 5. TR LRER  BEEREE SV SMQ OREREIL SMQ ZFI I L7 52 SR o0 e 52
PEEHEINESED, HDOVNE /AR EREZBADSELENHZE TRBEROMEZ M EXEAZEE B
ELTWD, ZNHOBEBEOF TR THY | FIHF XTI LR 2 #E12L T SMQ ® MedDRA H
FEVANERI T HIENFAHETH D,

1.5. 2R ESNT-HREL ILIC SMQ 2RFBIZEH TS

1.5.2.1 BRI R LIRS 5R
FIHE IS E LT DR RIS T T, FRROWT IE R T 52N ATRETH D,
iE G SR DR FENE DR SR DT 8D (B 3R« Pl 5k I RE D A A i SR I 7%
HDHN T
SiE B A% 2R DI e 18 8D DR SR OO T2 8D | T I 58 < el SR T R & L Il S8 BB D 1 5 4 5%
W%

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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K5y D SMQ TSR 7 & JRIAR R O 5 O FFEAFF o CHHDY, WSO SMQ s 27 FH 35
DI, DO FRFED A THER S TS, ZhUE, SMQ ORRFEERAZ FRED Lo 7a 8% 5.
25
B 32 FE S L OVRIR 2R FHFE O W] 5 2 HF> T D SMQ: Sl 5355 5 & I 235 B
F72%, INIAR SR ORE FAIIPIHAR IR OFE RSB FNDDBZNLINT IR R HFE TREREIN
AR LE T,
Pl SR FEED - CHERR SV TS SMQ: JATEMR 3R O e LRI SR O R, B InShvd A
AR B ORE RN 2N | Rl —&725,
RIS SR FHEE D - CHERKL S LTS SMQ : Bl 58 CII BRI 58 FHEE D 72U T2t e b LT
HEFHNRW (RIS, 0 JERFIE72D) o IRIAR SR O Fr D55 Rt R OIE B 24552 L8 TED,

1.5.2.2 TVIVRALEFI LT
TNAVZA Lz LTz SMQ 13, JRE SR HFEOF I I DR /A X ) b ST La HIC
ARSI TND, TXTH SMQ BT NIV RLEF L TODHIRTIER, TR LN ESILTND
SMQ ~DEFEEFIHELL T, ZNENDOTIILTY X LIE0 % (282> TWNDOTT LAY X AOF] FE
BNCFRET DB RDHHENIZENRBITHID, FEAIZ DN TIT VYR LR ESIL TS SMQ 12
(LT NAYX LN BT a AR T TRk L CWAD T, FIIZH > TUIS BT 528,

1.5.2.3 REEELFIALRE
PEEREEAFF D SMQ DIZEALE T, ENAITALET D SMQ EFERIZY T SMQZSMSZ L7 MR 08

LCHRIAT 22N TES, FIMEIT LABEH DT T BEBOWT BRI TN TE, Hiro
N Z7HDHVNE FALO R Y ZIZBEEH T 5T R TOHGEEEDDLIENTED, LLENE, FFEDR E
f§1&E 2> SMQ TI3gdlim 38 LA R RO X 3 E U TREE DB E S TVD7eE |, T SMQ 23 H
PEFF > TREFESNTWAG AR H LD THEENKLETHD, ZHLIZFHEIOH S SMQ % TRLIIRT,

MEIE R FEE (SMQ) |

RN (SMQ) |

[FEfe B LU (SMQ) |

MRS (SMQ) |
LT RO BEEREE SMQ %28 D IHNTEAH D NIFH T H_REDNTHONTL, %4 O SMQ DT
HNEESRT DL,

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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2. 40 sSMQ
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21

21

2.1.

[Ei#$ L UVE5 (Accidents and injuries) (SMQ) |
(2007 4= 9 A EERYV—2X)

A EE

= 3 S Ol I B 3 2 Fi s LOMRE

— B, W AAT OHURB RO BER

—  FRZ IBERICAAVRT THLD, MG EE A 28

—  EREICBTLEBENCET AR T, HOROEIRMN (R YU TR, T2/ F TV,
BILOHOSHPE) IZEMDI AT 7 77 2 — LS TN5,

- FHICIDBEDOI AT LN DT BE U EOREHIIRWTH  YURZ O RS, R
RIS INT-BE IRV TH DI EN RS,

[ (Accident) [T FHEIFIH HWVITE KBTIV, LIRLIE P20 kb 45w, PEZE,

FRENT2 EIZBWTHREBIZ DR DDA XU b, HDHVIE, TR ORFGE T2V TR IA R~

MEEFRSND,

23RS oo B CIE, FRE TR (injury) NEIEH ICIAEE PR/ B R A A T2,

— K SMQ D HBTIE, bolkWVER., 7205, [T 5 (toinjure) JiX, TR T2, 5o
DHBHDHNTET 5 (to wound, hurt or harm) | & 15,

—  AKSMQOMRYEL, THEH L (metabolic injury) (toxicity, etc: #M72E) | 2B KT 5HLDT
3L MIREAR . Bk, R ATERE DR REL TOM 2 AOE AN B EH LW IEFE
BT 26D THL (IREDOIEESH),

2 mE ROV EYE

A

— ERICBETLMEE, T20b, dhilk, 5. 0L SME, BRE B, A1G., fREE, FRrRR
gLpl

—  PTIAIE (Wound) | T, PTIAIEEY: (Wound Infection) | D X572 AE DA DHEHRETIE720
FGE

— PT Tkgrz{f5 (Snake bite) | 5 LV DO B, AT I DM (i R B L D05, Rl %
Br<)

— BEd# A5y HE (F: PTTIRN %4 (Foreign body in eye) J) T. PTTHR ™ )&
(Foreign body sensation in eyes) | D X2 B HFE TIE7e W HEE

— AMEICREE ST BNAET O FHGE, 722 20X, PTI R 24 Fiff (Limb reattachment
surgery) |

B4

- FHBIOBEEGOVAI T 72— 12T 2 058 (F]: PTT 2235 /) ER (Sudden onset of
sleep) |

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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jas

ok

hE B KON RIS KD 5icds OB B 92 HTEE (1 PT TECHBRIZ LD iR 45
(Pulmonary radiation injury) |)

B DWITLEIZ L DA OHE- D D 5k

A MEEBYIME O 730 FFE (1] : PT TR IS ENHE % (lliotibial band syndrome) |)
HIEIZOWTOMRE SR AE DR B EE (B : PT {15 25 (Myositis ossificans) |, PT
(e (Eschar) 1)

R B OGRS L OHIEDT-D D FH5E

SRR AMEIZ BE -5 HEE (151 : PTTJE PEHI M 4E (5 (Perinatal brain damage) |) : 2D &I,
SE RGO IHEEL G T

54T 2 D7D RGE (B]: PTI#E O B {517 % (Intentional self-injury) |)

PeEGERE, EIRER G, mEE S (B : PTI4LJ71E74 (Drug prescribing error) |, PTI 5
815 (latrogenic injury) )) IZB992 HIEE

JUIRHEH I LOVERHCB T2 HIEE (1 : PTT IR 2)E4F (Child abuse) 1) .

MRyl ds )0 HFE (B PTI4 HIE 2 bk % (Removal of foreign body from external ear) |)

: [l 3 L ORI (Accidents and injuries) (SMQ) | (ZBdE3 2 EFI OFKBINZA H Th 5
ZEMBZONTD, ML MIEICBEE T 2 B HFEOW 22E, b b ER
SMQ (IZEEN TV, T b DIERIT, BEICRE SN 2WEEORK N AT %W
REMENH D, A SMQ TEIR I HIMAEICINA T, AEEFERET, 2—F—~DHR
WA HE LT MM (Haemorrhages) (SMQ) | 728, F7=F ks L OHRE O ELE
e WG ERETL2OICHATH DL, ] ZEE2EDTND,

BITE, <D MedDRA @ PT (i : PTIHFEHE {5 (Gallbladder injury) 1) 1%, SOCHEE, HHids
FOMLEAPHE | O FALpHEE, TREE 1SOC & AR T ICU 7 &k, fREIEE | SMED
W IMERDHINCIN TS, 5T, 20 SMQ ZFIH L TRERIRZRZ T T 223z 0z
ERBIHHERENE TN TODIE) ICHEELZE D,

co—— X LLT TS5, Hith F7- 130T o i J& 5 I KD o 22k (Loss of teeth due to

accident, extraction, or local periodontal disease) |, LLT [4M& 422 2. (Injury asphyxiation) |
BIOLLT MR A% 224 (Accidental needle stick) | 23— 127 SHIZIERI 2 & T LI

BRI THD, 2O LLT 23V>7$2% PTIZBHEDLZAA SMQ IZE ENTHRNA, ZOH

FEIIA SMQ DX BIEFI AR K L DD,

2.1.3 REOEMERFBEHREROT RN HER
[l LOMAS (SMQ) NI SR LIRHAR R 2 A T D, 7RI 1.5.2.1 22T 528,

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.1.4 TEERBIUVHEE (SMQ) |0BEREEY AR
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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.2 T2t PR IR ANH] (Acute central respiratory depression) (SMQ) |
(2007 4= 9 A EERYV—2X)

221 EBH

T A PE RN X AR 2D —ZRE Th D,

PR R A IR EEBR ML L DO A O EFE L CEFRSND,

—  ARER R MIEZ 5| ZE 2 AN T A WO [

—  BREEATAMSEZ S| ER T T ABE O /8

i LU CORERNET SR — 2 R A RER X O I T Reic K B S D,

—  RBEOGE | AR RIS, EESE S JOEEESMEIC LT

—  BUEOGE . SEFEK, Tva— v SEE NS5 L OVEUREME O MR U< VAT (R AU 1
T2 T o HAEAR R [ 5 DSEIR I P> C

BVEIRER R MAE T, DR, FHEZ 5| ST 23D 5, Bk AT T, S5l X<k

%

SWEE RS AMSEIL, TRUERESIEH T IENn B D,

—  BZeMR LB LSRN OE LV SELB LN L3 — U R(CE|HET

— I AEYERIS LY CSF =N

—  BRIMJE ., FERERFIZ I AR ED AR (M I A5 8 O BEER L OB IREPE DR T mA U A
ME, AR ESE | RSB R %

HOAXPERER T, F2E U CTRBET A D\ T RERR RFHE R (2 3\ TRL 2 D,

—  RENHT A VO MERR BT X, TP AR DRI (FAX) BHDUWITRIE A ZEIC K> THI &R D
SNDHTENDD,

—  HURXPEREAR R EEREUE (CSA) IZIX, 2D T7IV—01HD,

- B BREN ) DAR T DI RE T DA T 249 i R e A7 A MfE, JFR &L Tl IMaRAs 3E
i ge, 77— VR <X T VR TED L 72 FHRIRE D 8D,

- PSSR ) 3 TUHEL TUND AN, MR 28 M SR 5 L OV B IR - o o QU B PR 1
BHDHVMIMER S A AUMIE, F=— 2« AR—2 ZRENL |F, 200 T HE 0D F R P R, e 2 I % S5
DISLTE T D, R EL TE, DAE, mILFE., BIH, A ZREVZEZLND, (Fz—1 -
AN—=Z AR, T~ HIBEO R IIHNIC RO D ThH D) .

o

2.2.2 A/ BRoVAEYE
=
—  RERFBRICE END HLT IR A AR L OpHREE | O HFEO L2 5 (abnormal) | &
WO FEEE B e A RS
—  PHERRICE TN TS PTIFE A4 (Respiratory failure) | D X572 & < [ HERY | 8
—  JREBRBICE TN TS PTIREET > R — 2 (Respiratory acidosis) | D X572 D fthod

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

[l FEM) | FRE

—  CHTAERG AR HEE (1 PTUgr A Vg #0ii (Neonatal respiratory depression) J)

- RERRRICE D PTIFE{E 1L (Respiratory arrest) |, PTTLLifif% 1l (Cardio-respiratory
arrest) | O IO 7 ER B L OMMEZ R HGE. ZNBIZIERV Y —RFIOT ANMIEBWTI /A X
WZ2RDZEMD RSV T,

Brak:

—  [IEH (normal) 1&W) HFER G T PT (3] : PTT ik 47 A 1E %, (Blood gases normal) |

—  (EfiFEAOROARE (B :PTIPO2(PO2) |, PTI —E2{k %3 (Carbon dioxide) ])

—  EMPFEINEDIVFERE RS PT, 72203, PTLOEMERS B (Cardiac asthma) 1650 &
PTIE 7w w7 R (Pickwickian syndrome) |

—  PTIRZ (Anxiety) |, <D /A X | B3R T D=8

—  RMENRILIE (Peripheral arterial vasodilatation) . 1.0 L% 14 (Central vasoconstriction)
BLOVfiZK & (Pulmonary edema) D K72 47 2 R —3 R /R4 BR L 7= FEF S IE
BN

— PRI (Respiratory depression) DZAFRIE , <D /A X | k53R D728

T A AR R ] (SMQ) D I EEZ 770 T AMNE RIC I SE N —U20 18.0 THEL-, A
P FFAR MR 3] (SMQ) IZBE T2 i 1D 7 AME, MedDRA /N—zr 10.1 THEfiSiLk, 181
BLOIEFHAED M ORI T2 HFEEZ &G oA SMQ DAT—T% KT 5L IR A OHEAERD
TANME T AR BEAF O B AR MR AN ST (SMQ) @ PT 2 VTS, FIZBFE T OL
0 IRIRO R A4 (SMQ) OFTRIHRE PT Oty b HWTESIL, T AMERDOFRFHILY,
B ORERRITRRE L 7272572, SMQ O EMENBUD LI LRI ST=7280 I8 Z D[ /A X HIETE
LT R PR IR 0 il L2 BB 2 FPRR TS 1 SR O JiE B RS FE DR SR 2RI LT, SR PRIRR
4 (SMQ) 23, 572 SMQ LU CEMBAR STz, 2D T ADRE B AT | Btk AR ME R 40l
(SMQ) |2 28 FEDIEIEHFEDS MedDRA /S —=a 18.0 [TEVIAA TWD,  BEMIEHRIC WL TIL,
SVERARPERER ] (SMQ) (BT D 7 AME RN E N TWD)ICT AV T L LEHEES R
Y AN

2.2.3 BREOEMERFBHRERO TR HER
PEPE AR RN (SMQ) PSR TR LRI SR A 2 TD, ElIE 1.5.21 25528,

2.2.4 TRMEPRMERINEH (SMQ) 1 0BE R ZE
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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.3 [ 2 1EfE 2% (Acute pancreatitis) (SMQ) |
(2005 4E 11 H ERVY—X)

231 EB&

SEHRIFHRMEER LRI, BHEDOIRRE TH D, BEIKINICARE B EDONDG I, #iC, £{b7F

HIEERRE L > THER T RETH D,

BMERER D TE

—  RREEVR I L OME M2 R e 9 DN D S EMESR BB R OS5 13, RERERG AR, [EAE . RCBk
Ii . HEE DOIETH DUNTIE R DFRD HILD,

— 1FEAE DS I BIORPORERESE (77— BB IO/ N—8) #IA 11,

—  FOMoME BRI BE, TAHIRAT 7 E—E R IO HEHNIEULE N, ALY
A, HEOK, EIRE AR VST AUE . L ERESIE CTH D,

— BV UPBIEDEE OBEFEIEER CERE L TWDIERHD,

HEOFAEIZID, BBLOMERARZ T ay ZICBLZEN DD, ZDTay/7IZEh, FETICE

HIENRHD,

2.3.2 A/ BRoAEYE
A
— [ (pancreatitis) | LV HGEZLED PT (72720, 1B IHEOHREE R T PT 13FR<)
—  EHEREREEA R PT (41 : PTIERE BERE (Pancreatorenal syndrome) |)
—  PTIHL 4% (Cullen's sign) |
— R (R EAE) 1T HEBLOERICY UL EAMRICEET 28R X
— BRI AOREICEE 2 HEE (61 PT N 2E ) (Pancreatic pseudocyst) |)
Brak:
—  BYERERICBET D HEE
— FEAFIBEELIIEBZ ONRWPEROTEREEZ T HEE (F]: PTI AL 7 AP S (Pancreatitis
mumps) |, PTIHA kA a A /L AMEES (Cytomegalovirus pancreatitis) |)

2.3.3 7NLAIYX AL
A SMQ DT NAVALZWMH T DL, MR SNTIEFI TR DOFRMOGG | EDREFITFEL E 2 —23
VBRI S,
AT AV—=AE T DM FEZ G TR
HDHNIE,
7173 —B (FRRRAEEY AR H—2LL B BEOH 7TV —C (il LOYERY AR 2H—D
VA D AEED W )5 %5 T hiE 5

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.3.4 BREOEBLBBFHROTFRICETHER

[ZPEREES (SMQ) I8 R LIS RIS Z T, TATVA L& > SMQ THDH, ZOT )LVAYR
DITIRIHR SR MFEOTE 4 DX 53 DA G IR THRET DIEGIZFE T HLDOREEE R L3E5, 2

DT NAYZNTLL FITRT IO R B O T AL TR T 52823 T&ED,
AN G ET %D SMQ OB, TR R TRE T DREBI AR 9% (1.6.2.1 2 )
RREBONIEEL T — VT =T E2 AW, RBSIIEGIZ 3BT 57127 VTR AL D
HE DR IERT D, B RDDIRVEFI DG EIET NIV A b~ =27 VA CEH 5288
T&5, [BMERER (SMQ) 1 OT VIV RALE, A7FV—A or (W7=2V—B and »#73Y—C)T
Bb, TNVITVALTERSNTIEFNIVANE L TH T HIENTESD,

23.5 [RMRERX (SMQ) |0ZEREY 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 lIsselbacher 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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.4 T2 BT 2 (Acute renal failure) (SMQ) |

(2005 4E 4 HIERVY—X)

241 B
AMEBARA (ARF) 1L T O X570 i A T AR ERECh 5,

7K

VAN =D

IERE . BIOEERINEHWOERNERICWIZD, RSS2 B REREDIX T

ZOMOEEFR: :0.5 mg/dL Z#8 X HIfiF 7L T F =R E OB LN 10 mg/dL iz 5 R FE 2=
FOWREHM (BEFRIMIE) . Z IR, RFEEOEAL

BPERF AL, NR—AT A OBEREN IEF H®IPH DO NI, HTITRAELND ZENHYID, AT, BEAF
OB A RO B E TRMEB A 2L LA bHYID,

2.4.2 SE BRIV EYE

()

543

Pt 5 AR AR RITRA O HOWTEE SRR HZ B LOERB & EN 05, fFilx
X, PTIEVER A4 (Acute kidney injury) | (2I1) 35O PTIMEJR (Anuria) | (GGEIR)
RIS : 2 b D I EEIERZ M T2 (BBt D) SE Bl 2 R 2 32 FIREMED B 5,

RAMEB A SICE BRI T 22 MI B KO RS E EN TS, Bz X, PT LA R
Jin (Blood urea increased) | (2% 5)

CRMEB AR RO IR LB R | 2T R R A

B N RO FERIEEFEMEOZ BRI | ] 2 X E MR &

FRAH RN AR R 2T ARG S HEE, B X X2k R 850, B RER A
A, A PERE ., R B ZE

SOCHIMRH B LW RHLE |12 & ENDBFENTICEI T2 FFE. Bl 21X, FHT. MRET . JEE
BT

I B L OFEMAR 22 M4 38 (5] PTT L 27175 =2 (Blood creatinine) |

PTIJ U 24y iR (Fractional excretion of sodium) | # &< (F iR iEa 2 R)
BB AR 2L T PT (1] PTHEMERE A4 (Renal failure chronic) )

BAEIGR (T7eb b, @AY AMUE, KN AfE ., f o Y AN 5 ) . 7
==X 1 7 ARDFEFIRHEIZ LY ZH OO BEME LRI, LAY ZE G2 4R H 3 D138 Bk
RN BRI TIZARNZEAHIA L,

RO R & o~ 3 EE (B PT T § kB 2E (Renal vein occlusion) J, PT 0 A4
(Cardiac failure) |, PTTiTi# 25 (Hepatic cirrhosis) |72E) AU I FEERFIFH BB A2 a2 R
295 FGE (151 : PT 2 MR ERIARR 2% (Glomerulonephritis acute) |725)

PT & RIEWAE (Nephritic syndrome) J . 2o FIREIL— AR Yo DV M HEH BT TR0

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

FHHLLTHOLNR TS

— IO SMQ (T, ZER TR BERSRED AR B L) AEIRREIZHE A Y TQ0 D72, Bk
ERRREALIE &\ o T R HIBI 722 BOGIZ B2 FEEIIBRAN S I TUVD, ZAUEE R ER IR IR 2
A2 U HEFH A R ERIRREALIE . BUEIZHET T3 B R ERIAE 2 C BIPERED TH R O TR £ 138k
TS HIZED,

H:N—Tar 18.0 T, BTOEBEB 7= 0B HEERICIEW LLT TS A4 (Acute kidney
injury) ] % PTIEMEE A~ 42 (Renal failure acute) | & AFUR 2 7248 R, BBl PTIEMER R4 (Acute
kidney injury) | &72% ; LLT 2B igJ% (Chronic kidney disease) | % PT &M% A~ 4 (Renal
failure chronic) JIZZ8 B L7-fE 5. i PT M2 MER B (Chronic kidney disease) | £725,

3 —a218.0 T, PTIRID A% HEiHEHEE (Fractional excretion of sodium) | % JAilA=—>7"D
FRELL CI AR A4 (Acute renal failure) (SMQ) JIZIBANL | BRAMEHENE & B L UREMA A
BRANGE | OFISNE L TEINLTZ, TN L5 R OFAR T, B AR/, BadE, 2
IR R B B L QOB 002 M5 E TRtk R eosil B HThs, ik PTI
Ut 255 Ei kR (Fractional excretion of sodium) 1% SWMEB AR EDIEFIRFEDT=DIT, 2D
SMQ DG BHEL BT 5 AT REME D & 5,

2.4.3 REOEMERFHREROT RN HER
EPER A4 (SMQ) N3PIBR SR L IR SR 2 2 T, 3EllIE 1.6.2.1 25T 528,

244 2HEBEARL(SMQ) |0BEERI X
The Merck Manual, 17th Edition.
Cecil Textbook of Medicine, 19th Edition.

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

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

16



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.5 MEFFRIBREE (Agranulocytosis) (SMQ) ]

(2005 £ 11 A IEERVY—X)

251 E%#

MR ERIE 1L, A2 B DI ESEFJMEAL ST BT T D e L TRBLT 5,

TG DS A TUET 52 & (B G E) 12X | AT 2enbh s,
—ERNCB I AR A MBI EIL, 10 T A1 AR THS,

O LFHERY (<0.5%10%L OYEBRIERIER) TWOD L5772l YL Dl 6 L OVER O £l re
FREALED, (FE: <0.5x10%/L 13 500/ul Aii)

— BN EEU, TV

— DRSS DU AL P I OO 28

2.5.2 SE BRIV EYE

s

A

—  [ERERTERSE (agranulocytosis) | &V V) BiEEA 19 42 TD MedDRA HFE

—  HIMERICEEE KT T HE R EE T HE

— P EREE R E RO T A ) S (B PT T3 B 47 b Bk 4 i (Febrile
neutropenia) J)

—  PTIRIEPERL fLSE (Anthrax sepsis) | 2 Br<ll B YL 2 B 9-2 4 C o R IE FIEE (BRék e
ZH) , THITITHERE T 2086 F Ub Ml & &G D H 23R R TldZawy PT I 8 R i i
(Abdominal sepsis) | L7 BUMAER RRIZ HIFES & D,

— KRB XOVR Pk R R A Ao FHRE

Brak:

— MR ERIE O 2 B 18 3 KOV R 27 3 I RE R A AR (9] : BA SR  FEEA, HESE ZHE Y
HERR , MR, 1)

—  PTTRIEMERUMIE (Anthrax sepsis) | : ZAUITBERER ERIE 2 £EOE O Tl e\, BIERUILIE 1%
B EROWADZA LD TITRIE T D LN DD,

AIRECdiuE, AMmERES KON L 72 [ ML BRI 2 AR A Tl BRIR, a3 — T 4 VT &ATHRET
0%, INBEIRFEHFECOT —4—_R—2AD 7 ) —"C, MiRFHREMET — 2T Ha—F 1
T ENT-T —Z AN 52 TR DAEGI D KO E Ak IR SL D, T —F —_— AR
RN T — T A 7 SIUTURWEE A | ERERIERIE ORI B 2 W9~ 2 72 6D LA B E 1 3 AT
ST D,

2.5.3 BREOEMERRHREROFENE T HER
[MERTRIERAE (SMQ) N3P SR L ISR R 2l 2 T D, GENE 1.6.2.1 22524,

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2.5.4 ESERERIE (SMQ) | 0B EZ R AR
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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.6 7} 27145% > — &I (Anaphylactic reaction) (SMQ) |
(2005 4E 11 A EXYV—X)

261 EH
WOFHEEL D BMED REVERL  ZHFEIE, BH AL, ZERE | FE S5 | /8 & M
AR A ES AU T2 A DS A EURI S T BERR R ST BRIZHE B
Z OO I LOVEWR Ik, B $ERR Wi, M VRIE, Bk, <L 7, MRS H DU
KU SRR D NI TR
—  ROBEEE DR R AR FEAE, MM, B , Bk

2.6.2 OF /BRIVEYE

(A

— PTLLVOFGET, 7T 747 —DORFRB TSRO BN ERE R THDT T

— Tx—RX TANAT ST BIERZELHISPY R ONSDV AR TFH74F% 2 —0 SSC (Frjll
MR AT IV —)VARD HEE, 20 3 5D E top-down i TLE 22—z

— 2O SMQ OB T — AL, K HFEOEEITEK, SRt E &L, W — B CTAE

574N

— IR T, INIRBR TED DN 3 FEOH T — (ROE, N i IR, S
2/ EORERE, WAL, OB M, ARIIE) [E A LRV RIS ST

T T 747F% 0 —IZBfR 325 SMQ X 255D, [7FT747F% 2 —IG (SMQ) 1 &Tay7 (SMQ) |
DL~V 2 DY 7 SMQ THLH 7 FT74T7% 2 — /T FT747% v —fkay k& (SMQ) | Th o,
ZDO o0 SMQ OFE ST TWD, [T FT74T7F% 0 — /T F747% 2 — kT av7KkEE (SM
Q) NEFVWEERTF747% > —03H, b ayZIZB DI DI RITHY, BIZDIH7%
HETRWLDITIZZOREMEIT D220, [7F747% 2 — Kt (SMQ) 11T ay 7 REELISMC

MALEHEUE (Type | hypersensitivity) | D XH72HFEZ G TeD T, LVIRFPHEE 2 TRV,

2.6.3 7/AIYXA
(7 F747% > — K (SMQ) JIE FRLOD 3 gL TH D,
PSRRI TR T F 740 7% 0 — G HREE B W T 5 PT TS,
TSR SR TIPSR R\ B E D R I R 1972 FHEE A B INL TRE RS I D, 2D DAl & i EE
1L, BESKT T 7 47% 0 —EERLTNDHEE 2 LNAEIERS LOYER TH S,
FERE 20 ESH D7DV ONDT 7 47F% 2 — RSERERE ST 5, TIVIVALDE 2T
ZH NN RRER UG R SHVDIEBITLL F OWT 025 A TORIT TR DR,
— PHEARESHDLVNIHTIV—A BT LG
— H7AV—-BILETDHFE (ERGE /W) | 230, TV —CIZJE 92 HRE (I8 s, 2

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

WG/ EOFENE / TIAL)
— H7FV—D BT HMEE (LM EE AMRIE) 23>, (72U —B @325 (LX0E/
FRRAE) DI T2V —C w92 M 5E (I E VIR S22 DREAE, /L) |

2.6.4 BEDOEMEBRBRHROTFRICETHER
(7 F747% 2 — & (SMQ) NABBHR IR & IR RIS A T, 7AAY X L% FF5 SMQ Th D, Z0D
TN ZLTIRIARZR HFEORE 2 DX 53 DRI EH TR E T DIEFI 2R E T 5L DR % 1]
&L, ZOTNVTVR NI FITRTIRBHE O T aEREL TR 52803 TED,
BN 835 SMQ ORI,/ AR 3R Th% i T DIE B AR 975 (1.5.2.1 2 )
FRERE DAEELL T/ 7Ry =7 % Y MRS E B2 38 53 57200127 VT YR AT LD A
A FEMT D, BMBRERDDRVEFIOLGEIZT NIV AL~ =27 VLB CHEA T8
HCEDL, [TF745% 2 —(SMQ) |OT ATV R AE, #7TV—A or (#72V—B and H7=
Y—C) or (#7=3V—D and (#7=3V—B or #72V—C)) THD, 7T /VITVALATERINT=
FEBNIVARE L CHI 52803 CX D,

2.6.5 [7F747% L — i (SMQ) | DBEREI AR
The Merck Manual. 15th edition. Merck, Sharp & Dohme Research Laboratories. (1987):
306-7

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2.7 TIE R IE (Angioedema) (SMQ) |
(2005 £ 11 A IEERVY—X)

271 EBE

=z (CIOMS EF) :

—  BAONDFRIEZSAE (] filsi, &4, H54))
ZRMEDO—MENZ T—MRIZEE AR DO DR 8 % DOFR 2 3R I M 23N B Bl T2 0 v
RUIZOTHZELH5,

1 FENE (A7 BN DU T B AR EE IS RN D)

—  FERRZEEPLTOL0, TREBE R, MR T | T CoR LG Te

—  ERGEOVREIC L2 EE ORI 558 DO HF

— B OYLIRIS L O M T IS Lo CH BT DT

TR L MBI I IE R B, HDV NI ETOFERMEM M IED Bk & U CRIRFZIE B

- REROEHDWITTHLE OREEER I, [FERO 7 H A THEL

- FROEOMEFEL, WEERPAZEIC IV EmE BT BN

BB LV HDHVTIME IR O IO SN D,

— IgE fAME (151 ARy . B4, A B e T @R BT D R BGTURUESE 1)

—  FHARITEME GEEME 1 B3 IO 2 B 5 KM 1 Bl L Or 2 B BEAEME M8 2% | g Ri7es)

—  FERIENE (TR BUAEE L X BREEH], TAE | TR R L)

- FpEEME

2.7.2 A/ BRoVAEYE

aE

— & (angioedema) | &AW & AR #E ML E (angioneurotic oedema) | &) HiGE
RN

—  HLTTf &3 E 2V 7352 PT (72721, PTI&E VIS & (Hereditary angioedema) | %
%39

— Hifl, EXUERBIOREIGE 25 Lo S REALIZ R 82 KE RO REH DU ITHIE, JE
§7el&Eite PT

— [2E#RZ (urticaria) J & WD HEEZ & 7+ HLT 2002 112V > 7§20 0 (6 PTI 2552

(Urticaria) J . PTT2*:2£ 8852 (Urticaria chronic) J, PT 5812492 (Idiopathic urticaria) |

728) . BLO AL ORISR E B R L2WE O (PT I G328 92 (Application site

urticaria) |72&) . HHVNIEAILISN O R R ZE W 560 (PTIH L2 (Solar urticaria) |

728 b [FEFRZ (urticaria) |2 & TrbDITE S

—  PTI7L L — ML E (Allergic oedema) |

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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BRst

—  TEAEMLIEAR ., SEASBALERIE R E D X, SANDO RS TR A L OB E R 5E
—  ORMESRZ . ZOREILEEICA U EEHGE Ch o790

— BELBIOMEM: (7B T D A X IR I <R AS T D IR RAGIELR)

2.7.3 BREOEMERFBHRERO TR HER
i A VI (SMQ) NIF BRI 58 LIRS sk 2 fif 2. TV VDo RN 1.6.2.1 223224,

2.7.4 TIETHE(SMQ) | OB ERERY XL
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
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2.8 T aY) AESItEAE & BF (Anticholinergic syndrome) (SMQ) |
(2006 4 9 ATERVY—X)

281 EH

PV U AEEWIESE RIS B A R A AR (BT AEE ) SR OFSRE A 422 B~ 2 MR O R

ZREOSEELIRIED Z L TH D,

[ T U 7= B FLYE RS AT HEBLT D,

PV AEEESRA] (DALY AP X7 F val e O =a—nal MR, B AR

PLDOZ AR TOE % | iR EiI% O AFBIEAR R Z 2 ) AETh I SR 252 1T 72\ Ry LIRIER IS

KB HIET, HET S,

BRIRPT FIF B X O IO 2y EIDIIIZE H T, BDLIITFNTWT, B =D LHITHR

LMEFRDINTIESTWDERBIEND,

FEBUER T2 HAERE CNS JERIC/HESND,

— Ay ORI SER B, 2P MR M | 5T A o0 a0 | AL L REIR L7 B2 . 1 Ye)
SR, M B EFEEL, B G KOVRERIEBIRE ES LIXUIET AT 5,

—  FULPEDOTIRYAFEEIE BRI R, Z)RAEIR, B | R MERIEEH DV TLHRE O
IERRAT AR, TEEN T ERR T T — B BIE R R # 5 D\ IR R AR I3RS AE IR
DT RIETIIELH D,

2.8.2 O BRIV EYE
o
—  PLERUAEBIMEEIR B L O EREO L7 0 EEARBUERICBE TS PT
— 2O SMQ IRt U AEEMEEIR A e R E L TS,
574N
—  FRRIZRBRAM RIS,

2.8.3 7/IYRL
AT A)—ZFROINTEREN TS,
BTV —A SR ER) (PTHi=) VEBMEAEBRE (Anticholinergic syndrome) | 31— 42 7' &
AT IES
H 7Y —B (RIBHRR) AR BIE L7 PT
H 7Y —C (JRIBHRFR) KRB L7 PT
B 73V —D (JRBHRER) : £ OMOTI=Y AFBMEAE BRI BE L7 PT

TNAYZLEZFIA LB TlE, A7V —AICY ARSI PT TS SN 5E], HAH0EHTFY—B,
C. D IZUALEND PT Zi AR N E N1 DR DIEGIZ S S22 D0l RAEHI L T2,
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RS E Lo I B HIEIR DO A2 WA L, o5 #E Tl CNS B HFELIAN O e i35
LI, ZHSDIERIZ R E T H720120%, 7TV X ARSIV AR 2 E T HIEE
FLEZHND, LLIRING, ZO 5 EITMmD TV MER &R E T 25 Al getEn & 5,

CIOMS-WG % 2006 4F 5 H AT, 20 SMQ O 2—H—HD 7 = — A N T AMERZRG LI, &
HRIFAZE BT Z0 SMQ 2 PTIE L (Hypertension) | 2358 £ TV JEa A RL7Z, D SMQ B3
F—LDOBEAFII[PT S iE (Hypertension) | 25 62 ZEI3RET L7223 fied TIERFEAY THV£<
DEREDIRMEGI AR T DI MESNIZJERmR LT, S5I2, BT —ATH DB Y /o7 —
HR— AT, 2O SMQ I ES TR YT 7 ar b — VHEFNC BT REF AL E 2 — L7223, &
M ED R SV TWIIERNL 1 BlDHTh o7,

2.8.4 BEDOEMEBBRHROTFRICETHER
[V AFEIMERE B (SMQ) NEBRIAR 2R & IR SR 1IN T, TLAY AL %FK> SMQ Thod,
DT NAYZNTIEBAR R HFEOTE % DX 53 DG D TRRE T HIEBIZ R E T DL DI EZ M
&L, ZOT VTV NI FITRTIRBHE O T oAU TR 52803 TED,
BN G835 SMQ ORI,/ TR 3R Th% 2t T DIE B A 3R 975 (1.5.2.1 2 R)
FRERE DILEELL T/ 7Ry =7 % WV BB ST E B2 38 53 5720127 VTV X AT L DK A
A FEMT D, BMBRERDDRVEFIOLGEIZT NIV AL~ =27 ML CHEAT52L
3 CxB, [HaU AEBIEREERE (SMQ) | O T LIV AE, 73U —A or (I7=Y—B and
H172Y)—C and HT7IV—D) ThD, T/LTY XL TEIRESNISEGNZI AN LT /452808

TED,

2.8.5 TH=UAEBMERRE (SMQ) |0 ER AR
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.
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2.9 TE9 & % (Arthritis) (SMQ) ]
(2013 £ 9 HIEERVUV—X)

291 EH

SMQ BA#i 21X, =35 EDBE 92 FREME D3 8 5 B Ei 2 OB HI K D AL OWAE 2 — A% REE
THIEEEXEL TND,
RAE = —OLL EOBEI CORIEDFEFLLT:
- FR
]
~ JEIE
— A
- PRESHhZENME
UL N5 Lo 23O OB R DMFAET 5
—  ETMEBIEE (E M B )
— YRR
- By~
—  HOREMERIEI R
- BT 5H CnEEE
BRI NS IR 329 0L, BA T OREE O ZRAEREL CRBLTHZE0R D5
—  RIAEMEBIEIZE (B2, EYIE, RA, AL IL)
—  FERIEMEORME (B 21X, 22T BEEE)
RIEMERIEIRIILL T2 B I d 5!
— RMWBEiOA FIZE, T8 R) . E2X
— A BX O B ORI (B ZIE, AURGRAET. 5. HERITHE, BHE)
KA BT 25 & Z BEEEIEI RIZLL T O IO R E DR K ZL D ZENE Z LD
—  CEMERRIE M B 2%
- TALIEBfIR
ALY~ T
— \FEAEDEGE Y GEFIXT ANV R) | HDHNTV T~ F MR BOTIRNRIK THD,
ML R T~ T
- AR

AFREAE DS BT~ T (RIEVE) | 73T BIETE (JIEM) 1285
— N

AFEAE DG BRI R I LD
ZDOBETIE, LIFULIZ—1@METHL, BRI REZMSTICEIE L E3) Y~ FHEEBOE
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FORIEL-L TRV dh D

29.2 AF /BRoELYE

A

—  RYLMERREIAR . BUGHE - VD~ F MR B Z B Ok 2 T Re o HFE

—  BAER O RAE DRI IR 2 HGE, H121X, PTIBIEEE (Joint stiffness) |

—  PBEFRAO S, B RIBIOE DT HONDE IHEDZ M EIE R I L O E 2R T H]
B

— BfiORIEIMEEDO—EHTHLEHMED A @ EBA R T HEE, #lx1X, PTISLE BIffis%k
(SLE arthritis) |

- HPILTERE L5720 4O REBEOHGE. Bl 21X, PT 7272 0E & B (Plica
syndrome) |

—  BIEICREE 5 2 DB AREERERIZBI 2 HEE. G203, PT bR HE B M B B 2% - ST
& Fz JiE - 7 7 3 E 6 B (Pyogenic sterile arthritis pyoderma gangrenosum and acne
syndrome) |

Brak:

—  TUHBEERICBIE LRV IETED MO TR IR S Bi120X. PT DR PRI MBI (Diabetic
arthropathy) | . PTI_X—F = MiEFERE (Behcet's syndrome) |

—  BEROMERER I Mo TW RN T~ F RO/ R E O MEE, Hlz X, PTIV Y~
- fiti (Rheumatoid lung) |

— JRREZRTHEE, B2, PTIRERE % E H A2 A (Femoroacetabular
impingement) |

- THHITI AR Z R T 2R B2 R a7 E . il 21X, PTIIUE (Pain in
extremity) |, PTI"E5 A% %% (Bone scan abnormal) |

2.9.3 [EEIK (SMQ) |DBER VAL
LG EREHEEDTODANT~=aT b
http://www.merckmanuals.com/professional/musculoskeletal_and_connective tissue disord

ers/symptoms_of_joint_disorders/polyarticular_joint_pain.html
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210w R KB X e (Asthma/Bronchospasm) (SMQ) |

(2005 4E 11 A IEERVY—X)

2101 EFE

LS}

A

= 5y
<R

HIE‘??E?I’*HJH’U GFERER, T Vo7 ERDNBE 59 D ROE DB PERIEVE RS T D,

FIEZLD | AR & 2RI D ROB SOSPEDS TTHEL | S SO /U8 SRS
BRRAOICI, BAEMECT— RIS R O | iy, B8, MoErieyuk, koo 38 /E (Rrl JﬁzF'%)
DUVNT ) RS D,

CNBDFRIEDORFEIL, AIEMEDKHHIIR THD, ZaT, HARICEITIRRICL - T, AU
HOVTETHICIRE S DI EDBHD,

R S SR -
KU ST S OMUAE LS TRHIIR THY ., K& ZIEIRFNC > TR DL ETHIE N2
AR R TS,

SROB RIEZ D SV ST | Wi 2 ABE D “%UBE@EIT%%

[RUE SR/ AU SO HE A ) 6 JIONT A7 S AU SR | 13, s 1 et 2 A =7 |
Y IRIEIZ LD TR O KB SRR Aiﬂﬂﬂﬁ%’%‘ﬁfﬁ)%ﬁfﬁbf_ AIEHENAHEETH

5o ZORVEDFIRIL, WA T5 5:HDOT T 0 VA BI85V MEZERINHE) (2 L5 H1%

DWT NI THD,

2.10.2 BE /BRI ENE

aE

Wi SR SR DRk 2 72 TE e A R FGE (PTLOMEMER S (Cardiac asthma) J & <)
TP DRR % 721853 L OVEIR A2~ 37158

PTI v /ba— 45 454 (Charcot-Leyden crystals) | 228 i B AR A I 5E ., ItikERERR

TR ZRTEOMOBRAERGE (F:PTIE MR &KV (Forced expiratory volume

decreased) |)

54

BA I DG M B (5] PTT 7 L2 — PR AQUE Sl 7 AL L A JiE (Bronchopulmonary

aspergillosis allergic) )

RIRBLO/ HDWITTE5 B RE (51 : PT g 115 (Asthma prophylaxis) |)

FEFICIERF R TH D70 | EFIR I T DA IMIEN 2235 2 DD KR & 7o MR 4 1#

fize 3 LOYERR (51 : PT TE K % (Dyspnoea) | . PT g &R~k (Chest discomfort) |, PT I
B PR 57 % (Rhonchi) |, PTIIERL 58 (Respiratory distress) | PT I fifi & & 1590

(Total lung capacity increased) |)

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2.10.3 MREDEMERBEE RO FHNCETIER
M B RUE S SMQ) 3B IAR 53R LIRSS SR 2 2. CUVD, iEfflNE 1.6.21 253524,

2.10.4 Mg/ SE SRS (SMQ) | DS EZHEI A
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.
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2.11 TfBE R [EE (Biliary disorders) (SMQ) ]
(2007 £ 9 HIERVV—X)

2111 EH
Zd SMQ | \ZBAT 22 TOXAT DEELR I TEHIOBFE S TEHRBIE S DU T [
ELO),
éf@ﬁ%f@ﬂﬂ BLONBAE R EFIZE#EA RO,
BT 28T A B L OV RIEREE AL S T2,

2.11.2 97 /RO EYE

aE

—  TIHEREE (SMQ) 11X, HEREEICET LR TOXATOREEINA—L, ROLDEE
Lo,
A
e RMEREE
- R IR R ARG R
« JJE3E R B O i SR

— U7 SMQIFEREN: . ZEME R JOMEA A3 B E 3 A IHIE R FEE (SMQ) |
- CORERENE , RIEMEF X OWHA BE O JRE R R E

— BT SMQIBE RIZBIE T HERAMA , HEBIOYER (SMQ) |
YV R S
FECFSSANONTIEIN

— H7 SMQIHFEREEDE (SMQ) |
- NEE | ZHRE R TR

—  H7 SMQIHEREE (SMQ) |
R | R R TR

— 7 SMQIEYAERRE R FEE (SMQ) |
- NBAE DR YIE
JEGEDOFEFR THD FTREMEDH D RAE DR TE

— BT SMQIIBA A B T 5/ E (SMQ) |
JAEAIC BT IR

— Y7 SMQIREH£EY (SMQ) |
- REIE DR A4 (R d JOVENE)

— Y7 SMQUEM B L OFEMAR A OIRE R A (SMQ) |
~EPEOILE BT A
B FEMEDMRRE AU UV W EIE T AE D)

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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— BT SMQI BYERRER AW (BB LOR)—725T) (SMQ) |
- RO REHAY)
— Y7 SMQIJERMENRE R EE (SMQ) J
S RO B SRR E
B4
—  FERRBRMER R AR AR R (1 PTIITE% S |5 (Hepatic enzyme increased) |, PTTy-7 /143
IWET AT =25 —F B (Gamma-glutamyltransferase abnormal) |, PTIy-Z7 /L #L R A
7 =7 —EH (Gamma-glutamyltransferase increased) |)
—  LLTTEAT 2 LB % (Pancreatitis due to gallstones) |13, V735 PTI 4 (Pancreatitis) |
AR SMQIZEFFILTORNWED RIS TND (FRLOEEZS ),
— Y7 SMQT#REM: , RAENER JONEA A B 2 IHE R fEE (SMQ) |
SHTAEY)
e RVEREE

HE:N—2216.0 128V T, Loyl 3 O NEAE B EREE (Bile duct related disorders) (SMQ) /12
A E STV IEE (biliary) J o FIREE, JAF LREE L7 FRED A TIIRWIEMNS, 20 SMQ
D4 % TIHE RS (Biliary tract disorders) (SMQ) IZAEE L=, F7=, L~ 3 D ERALAEH
o B A [ (Site unspecified biliary disorders) (SMQ) | 134 FRZE H L7=Z o [ B [ &
(Biliary tract disorders) (SMQ) [\ZHF&L7=D T, AL AR JHiE [ (Site unspecified
biliary disorder) (SMQ) |IFHITRAEIEL RV,

JMO 7E: MO ML TV 5 TMedDRA/ V6.0 SGTE#H 121 SMQ IZEL & SivD PT 0L F %
VARNLT=ZIT720 A, BRI PT 1ZTSMQ_spreadsheet_16_0_Japanese.xls | T
WTED,

o — =3 RE B IOV ITIREE AR R A NFEO B R R AN T 5613, 7
SMQIIHAE R I BEE I~ 2 ER AR MR, i KL OYER (SMQ) J &I TS (SMQ) | 0%
SMQ TH 2 TIRELERF R MR A, B LOER (SMQ) | &0 352 L3 EStxn 5,

1 LLTTARE I C L D4 (Pancreatitis due to gallstones) [, [HIE R [ESE (SMQ) JI2@ &S
720 PTTEZS (Pancreatitis) |12V 7L T0VD, BRRICA LLT 28000 E 9032 —F— 3 &
DB L EL L7275,

Y7 SMQIHE % (biliary system) (2 BE 92 B AR A | 185 36 L OVEIR (SMQ) 113,
CIOMS-WG OA V3= T, THEY-BEiE(bile system) DAL, et LOVER (SMQ) J
LI T,

=2 14.0 T, BEAFEO Y7 SMQIEEMEFS JOGEM AR O ILEHT £ (SMQ) JIZ =2 DH;
LW SMQ 8BNS, o—H— 1 TEMED DS ER], B E RO AW DHES
SIRER, FITEME RS L OREH AR OF A DO ELRFEFIO A DO TORERINATHEIC /e

-7,
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{E:3—=va 124 T 7 SMQT EYEILE#TAEY (SMQ) 113 TR IR

Gie) (SMQ) | EAHNBEF ST,

= Var 121 T, ERIIPEEmR R ERO A TS TV 27 SMQIIEIE R
FERR AL, B JLOYIEIR (SMQ) NS & IKIRO R R I FEZFF 2 191
TEN—=Var 121 T, BRI R RO A TS T2 Y7 SMQIIEIE R
BRI RR AT, 18 36 KLOMER (SMQ) N3l & Il 157 H
EERFOLUSMNE, ZOH 7 SMQ I3 E I 55 75

i T&%(1.5.21 M),

2.11.3 BEHE

sl lte
EA R OIEREEREE D SMQ LIRIEEIC

EESNI,

(ZBEEd %

EHAEY) (B L OR)—

(ZBAET %

CEHESNIZ, P

JIERTEEA ERees
(20000118)
HSAENE, JUENESS LOMLA A - P
B S YRR 5 L3397 2 5 R MERRE T e
(20000119) (20000120) (20000121) (20000122)
NEERICBEE 92 | | AEZER AE A 73 BEsE & EPERB L OGE BYEESAY
IR A, 18eds = 2l E (20000125) FARBH O HE (FEBIUOWRY
S " RN
SO (20000124) || (20000127) LD 7EEL)
(20000123) (20000128) (20000129)
T E B (SMQ) EAEEAHO
JIERTER g2
(20000196) (SMQ)
(20000197)

21 RIERMER (SMQ) DB S
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2.11.4 BEROERmEBRFFE RO TFRNCE TR

(B R BEE (SMQ) IR R HFEO 0 11 {HOH7 SMQ Lk & IRk 22 FEEA R 1 H D

Y7 SMQI LA %2 B3 AR R, MBS L OYER (SMQ) | THERS LD RS E 152 FF> SMQ

ThHD, 1E->T, M EOY 7 SMQ Tird A7 SMQ FBEONTAL SMQ CRsoii 5 & 8o 5313 [/ URE 5

DBIFHIND, MEEMEE RO ZELAMNE, 20 SMQ ORI 3380 KL OV 58 H 38 CHERK S LR =

WG 2R 720 SMQ E[RBRICHE I TE 5 (1.5.2.1 & 0R) , _EALREE O SMQ OF X Tz RE O SMQ
AR AT HIETHEMTES,

BRR R A A R LR B LOYER T, BT SMQ Th o HIE RIZBIE T D ERARMR A, s ds JOVEK (S
MQ) HZZ =TS TDH7z®, TIHERES (SMQ) 0P~ SMQ 13N L 72 B &3 72 578
W BRI, TR ASBEE L 72 B3 I BE 4 D sk & i+ 27201213, TIHA 2R 4 5% (SM
Q) IEFIAT AT TIE o TRy bLiten, PTF%F(Jaundlce)J@ioiﬁﬁ*ﬂ% (=)D =V
D IR R IR AR F (TSI THE R Fa”é@ﬁ‘éﬁuuf“*ﬁﬁﬁ s LOYER (SMQ) JIZE FN D)
TRRERSAUVTIEBIS B D RE B AT X CH L7 DITIT L7256 LIV, fiE-T, Tz SMQ
ZRIAT BT A EICE A 20 TiEiel, E%E’Jéﬁ*ﬂ%ﬁ%ﬁb VE B8 DA IEIR T DB DD,

2.11.5 TEEREE (SMQ) 0B EZEY XL
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-1891.
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212 EMS LVHHETHOAEFRED
(Breast neoplasms, malignant and unspecified) (SMQ) |

2121
L
L

A
Ei
A
Ei

2.12.2

%
%

(2008 £ 9 HIERVV—X)

ER

(2B 5 B 3 L OGRS B DRSS 0D 9~ R T A D72 D IR LT,
(B2 M B LOGE A OB A O X TUTIZ Filb & 3%,
ST T BT IR AR

MR BB O IRE L W O Fik

Z DN \ Ry A 2R~ — 1 —

=

HH)
i
HH)
i

=

ol BRO

aE

BN FIVTEE R O F AT 2 HEETHOCHBIZE KL T DB O,
TREOHH &3 M E I AR O FLEFT A Z B 3 2K BRI B35 135S,
-FH
- FRIR R AT
JEE~— A —
- BT DR IE AR B IS L OYESR
BYEOAFZH AW BT HHEE
PTTEHERAES (Phyllodes tumour) | (FILTEHEEL TEMETHANELDOLALHD)

574N

HEMEETITEEM A OB AEMIZEA T2 HFE CHLIREICHLE ICE KL TV o

ERAL AN B D HEEMERR AT B S IR L2 W O FiE B KO ~— 7 — (BT D H15E

FLEE DRI B 5 IS

PTIEJEZ4AF (Metastases to reproductive organ) |

PTI#L5 Tt (Breast operation) |, ZEMEE BIZHRFRAYRIRIE FIETIZ W= (72721, 3
FIRI DR BB A IR HFEEBML Th i),

B N—Tar 14.0 IZBWT, Zo0H LW SMQ 23 MRS L OREMARBHOILEHTED (SMQ) |
[ZiBINSTe, 22— TEEO LD FS ER], B R OFERN AHOH Em O ES
FEF], F3fE Z A S DY CEERBLOEEERHOHEMOFESREGIZRR N TEDHL
278577,

T IR R A7 AR P R B IR BB s OV SR B DRI L2 W O FHED IR IZIE, SMQI MR
B (SMQ) 1D FRLIZHHZENZNOHT SMQ 2 352 ENLEELLY,
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1 PTIELEF1f (Breast operation) |13 SMQ 2>BERAN L7228, FEHIIEI DO MR N L BB
B ThEV,

2.12.3 [jEtEE
FELPE 35 L OFER B O FLE BT A9 (SMQ)
(20000149)
|
HEMEFLE S (SMQ) HEMEE R O AL EES; (SMQ)
(20000198) (20000199)

B 2-2 FEMEBIUFEMAHAOILESEY (SMQ) DREEHE

2124 RBDOEEERBREROTFRNCE TR
FEME B I OGE AR OB AY (SMQ) IR 58 & IR R A 2 CVD, bl 1.5.2.1 %%
i E s N

2.12.5 TEMBIURHEMAHADOILESREY (SMQ) | DBEE KRN
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
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213 [k (Cardiac Arrhythmias) (SMQ) |
(2006 4£ 9 HIEXVV—X)

2131 EH
AREEARIL, Wb DB O A R F oM EH DO E TH D,
FEARIT B EO—RMIITER A PR E L0 T, RIS
DEEIZIDLDTHD,
AREENRIT, oD FEFET N—TTHFHSND,
—  RARMEAEENR
—  BAARMVEAEENR

Bhhe

”ml*
im
B

R0 DAt

I

2.13.2 4& /BroVEYE
< wE
— (REREESCH MR A S D AREIRICBEE T 52050 FE O REHEE . %4712 ECG.
B, BXOWDIHENGE
R4
— D R A — [ C BT D ALE R IS SOV R IC B9 5 FRE CIERAEICE M5
DRFF 2R~ THRWb O (PTHOHAEIER (Heart rate normal) |, PTIL.O 445 (Heart
rate) | 72&)

E:[Myh—K K K70/ QTIER (SMQ) HEHD SMQ(L~L 1) Thd, AEEARDIE il
YOI, 2Ty —R B A7 UM QTIER (SMQ) J &R RIZE DL ZENHERE S LD,

JMO E:Thvth—K K A7 /QT EE (SMQ) 11X 2004 4 12 HIZHERO SMQ &L TVY—X
S, TAREEAR (SMQ) |30 —AZ 72 (MedDRA 73— 9.1) IZIEZ D SMQ DL
2 DY T SMQ EE3NTZ, ZOHKORBFTCIMV—K K R7UR QT #EE (SMQ) 11
ZD SMQ EBRFEDRRFEE PRI HGE, IR HRED B 2 Fi 132V #2578 MedDRA 73—
Tar 101 V) —RREH A EIS I, BT S HIDTEIC /2572,

HN—a 121 T, WERITIAIEHR R A FED A TRERRS AL T FREo$7 SMQ I3k & ko>
MR AEER S IOIEIESNT-,
FEEARIC B E T DR MR A, EUEB L OYER (SMQ)
R EMEBARME AR (SMQ)
D EMAANRE AR (SMQ)
SRR L O A AR (SMQ)

=30 121 T, ENE TR R AZED A TSN T2 FEed 7 SMQ I PR 52
FEO BB OIINUEIES -,
FERE BAIRIRME A IR A ZE (SMQ)
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rEEE (SMQ)
s EipkRERRE (SMQ)

FERF AR GE (SMQ)

FHERF S AOBNRIE A TR R (SMQ)

2.13.3 HEtEsE

IR
(20000049)

AHEIR FH FE (BRI AR FE RIS AREEARIZ B #E T B R -
SRR IO B IR R E
FOMENRMER B MR A T ) R L OYER TSR
(20000050) (20000051) (20000052)
|
?%?}Ri%f%ﬂﬁﬂﬁ%ﬁ%%io ;LF%;@\:H@Z:%H}E);HEE %Hﬁi‘@ﬂi?‘éﬂ)ﬁ (J:%‘f%j%ct()\'l}
TS B ne b & A5 T e) SR AR AREE )
(20000053) (20000162) (20000054)

i TAAE R REREE || JERREE YRR AR NE=U =l RS R A HE R

(20000056) (20000055) PR R 55 REEAR AREER PRI R 55
(20000163) (20000057) (20000058) (20000164)

2-3 RER (SMQ) DS

FIRBEDLOEFEICESE N =3 12.0 TIREENRARE FRIRME AR ZOBEIRME: AR ARE 5 1)
(SMQ) JIZE#ED 7 LTV PT 70— k&L, 7 SMQIFER: R RENRAGE (SMQ) J 231X

L 3ITIBIENTZ, ZOH T SMQ 1ZL~UL 3 DfhdY 7 SMQ L2720, oo SMQ Ry 7 Tl

VY, EAZO DREER T EE BRIRMEAFE R B L OBEARME R B RZ & 1) (SMQ) JEMEAETORFIH

RETHD,

[FAERD H BT, TERIRMEAFENR ({2850 F 3 L ONRAS il Re R 4 5 1) (SMQ) JICEBEI 7L T

72 PT 37 v —7{bEivt 7 SMQIIEFFRAIRIRME R BENRHFE (SMQ) 123~V 4 (SRS, 7

DRI AR (=P RS L OO EMHRME A RZ G 1) (SMQ) HZEEY 7L TV PTH 71—

ZlesinY 7 SMQIIERF ZABEARMEAFEIRAGRE (SMQ) 1 3L ~UL 4 (LB, ZOBMShi-—
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SOOH T SMQITEIED SMQ R 7 Tlidel, EALIZY 732587 SMQ EDOFEETO AR TR
=THD,

2.13.4 BERDOEMMEERBFHROTFRICETHER
IAREENR (SMQ) 1138kt JOVREU 3R FE R S e E D SMQ Th 5,
TRED 7 HEOY 7 SMQ Bk & R 55 FHREE FE o, MR EZFEOZELISMNE, 20 SMQ OF|H
I3 S K OVAIRR R A RE CRERR S U & 272700 SMQ OFIICHELIL Tvd (1.5.2.1 ),
HAZFERE O SMQ OFIF I FAZFEE O SMQ O flFEE#E AT TEMTED,

REEIRIZ BT D EEAR AR, B LOYER (SMQ)

IRARMEA TR ({538 f 5 s L ONRAS Ei RERE 2 5 1) (SMQ)

FILRFE (R ARME R BRIk L OEARME R RE & 3e) (SMQ)

S RMER L O AR (SMQ)

EEMFANRE AR (SMQ)

BEARMERBENR (SR L OV SR E R R E & 1) (SMQ)

D EMANRE AR (SMQ)
TERLO 5 DT SMQ IEHIsn 38 FFED & F50, 165 T Pl 3R & IR 3R CIER — Difs R
BoND GEMIE 1.5.21 23 8),

R BAIRIRIE A FE AR EE (SMQ)

R BB MRS (SMQ)

rEEE (SMQ)

G HiRERE S (SMQ)

FeRr B BEARIE A HEAR A EE (SMQ)

(AR (SMQ) 1D FAL SMQ (2, 2 HT4a | R, SEIR, BRARMRA R R TS TWa 3T
SMQ D I AREERIZ B DR AR IR A | I LOYER (SMQ) 1 23585, ZOH 7 SMQIFAM LU 7K 37
H&iFanian, BlAIE, BRI IZBEE ST IR Z RO 5720 T L SMQ ThL Mg (S
MQ) | TRRERLTZIZ TiE 23 TR LB KR A O & 572 B 9~ 5 B PR AR ARG A (TR BRI BE
TOERRRA, RIS L OYER (SMQ) JITE EFNTND) THREBESIOEGIZ G e ZEN BT 57~
TOIEBI DT =22y MAFDTeOITITMEELIR D TH A, THHE R EE (SMQ) HZHEEIL T, Lo
SMQ AT 2R3 B BIRIZE 50 TId7e<, EFRZ BT ATV ME Y e D2 IR T2 4208
0D

2.13.5 TARENR(SMQ) |0ZEEEIY AR

Harrison’s Textbook of Internal Medicine

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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2.14T i) A2 (Cardiac failure) (SMQ) |

(2007 4£ 3 HIEERUV—X)

2141 EBFE
OB E R DR 36 KT OVE B 200 0 B A 72 3 72 60 ST W) 72 i ik &2 050 H 3~ 2 &3 A AT RE
TRRAEER N,
FIEE O HEIT =2 —T— 7 LIRS (NYHA) 2358 € L7 E SV T 19,

DMEEES T 1 2BIVETO 4TINBD %’%/ﬁiﬁ@ﬁ%ﬂﬁﬁdhtﬁb\% END | BB D By (R TEEh ]
PR L WERTEEN SR Z2 23 DI EE, SHIT, RPERUICH RGBT LR EECH S
*lj:ﬁ_‘?if k— iﬁéﬂéo

FRIRFT RIISESETHD0S, BIPETEIE, SHERE O LA AFER, Do,/ K8, Bk, OIER,
BLOWFRIR R E DD,
MR RN 35% A 12725,

2.14.2 B8 /RAVESE
20O SMQ IFE B R LA ERLITILETH S,
=

etk :

S IEDEORFEDA )T, A OIFREICB W B FT 2.0 AR2Eiik 75 H
%35_

< DAEOREDFRHEZ R IR, 8k, AT AL, BIOEIZE T 2080 M5

JR3E

SDARBOIRIENBAFTHIE, FIL, BEITAFE LI ZEORELVE R T D1 | Sk E7-
(3R AT A

o A P

54

2143

DB RME AR RE T :Dﬁ%ﬁ%f@k@u? LDOR R BEMRZ R HIGE
DARRIZER T D AREMEDR S DD, BICHIZ VA X | EITRELE 5250 0B 2 6NH%
DD LD TRIK (- %’véf’ﬁﬁﬁzf’ﬁﬂ?%%l%ﬁioiotr” FR LAS D P IR ) (2 i S 1
{53 LOVEIR

DA L OV I R A E 3 — kA e 2

V%=V N

CIOMS-WG &, #ERENT DA EDEFTEASNTT NIV R LEZ0 SMQ [ AT AN ATRE
EIOMITHONWT ORI 52 51T 57, L)L, CIOMS-WG TlE¥%3 7»:);%@@@&7%%%7}@
TV, LTS T, 2= =D T NIV RAFIEOEZ N2 SR T3 A MR TV,

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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ZOTNAYZX LT, IR HFED FHIERE O HFE 2 — o, FFRINEERIIE O HfEZ — >, BLW
BRIR e ER FI IR A RED HiEE — 2 ORH =D HREERS L ENEESIL TN D,

2.14.4 BROERMEBRBFHROTFRICETHER
DA (SMQ) NI 3R & ISR SR 2l 2. TD, #EAllIE 1.5.2.1 22T 528,

2.14.5 LAE(SMQ) [IZEET 22 EXEIRDOY AR
+ 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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2.15T 1Dy BREE (Cardiomyopathy) (SMQ) |

(2008 £ 9 HIERVV—X)

2151 ©F
DMIE : FREDIRREZ TR T X2 HGECTH D,

JRHE M D FE RN Lo i 55 2R
LIZUIEIRR W ED, B LT A
TRLICER T 2L O TIEAR,
54k

- i I

SRR

TR

< DMEO R

W TRROBREBIZ TSNS,
FIA =it

J it

Fop it

TR (WHO) 12X D&

O D HOIR B HY 2B E I Z L DR EF I RESTD
JE A AN

flulisn 2 R ER 925 B O — M ER TIERu
MM D IRAE | LB TS,

2.15.2 G5 /BRI ENE

Al

LOARIE (cardiomyopathy) | F721% 0% 78 (myocarditis) | &) HREE & T PT

CFHERE PT 055 HLGT L REE 12U 73550

I O AR E L BE 32 R (191 : PT T =4 L% JiE (Hypertensive cardiomyopathy) |) |
BIOFO BT RICBI 2 HEE (] : PTIL 2 MK (Ventricular hypertrophy) |)
RIEMIRBOIE | DIHIEICW =2 AT REMEOH 55 I B2 A58 (B PTI L va Rk —v
 (Cardiac sarcoidosis) |)

IR BDOI S DFFIEICW =D A EME O H 5 BB 32 HEE (B PT [ f O AR iE
(Ischaemic cardiomyopathy) |)

DARREDRERIZEIT5 PT

RANZLDHEDIG | DAEICWZ D ATREIED 5 D5 BB PT (B PTI 7 b — L
f3iE (Cardiomyopathy alcoholic) |)

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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—  HLGTIO A R (B 2 bR<) 112V 732 0 AE RO PT

—  PTLLifAE (Heart and lung transplant) |, [OME# Al (Heart transplant) |, 38X Oy EE A
B N\ UM A (Ventricular assist device insertion) | (HLT 0iE# T4 NEC 2V 7)

— RN B3R FRE

—  DRAERRICRE T D HIEE

— e EhRME R BB A R

- FEORBICET D HEE

— DEORBIZEE T LM

- AMEOZE BRI D HEE

- DWNIREOZREBICEET DM

—  PTIfhEIER (Myectomy) | (HLT I hiai F42112022)

— ERMERBICET 2. (] PTIAREARE A =5 2 BE (Arrhythmogenic right
ventricular dysplasia) |, PTG KM 04 2% (Congenital cardiovascular anomaly) |, PT
[ KM Ll £8 (Heart disease congenital) |, PTI7— L 5% (Uhl's anomaly) 725,

—  DARRIZRR R TRV IR IR A T LI LORR AR R (B PTOLEME T N T LFJRSTFR
B4 (Atrial natriuretic peptide increased) |),

T PR SR VIR E SR BME SR O DRI — Z OMIENR LG ERERI—T T OBLED
RHE—ZHUSERERIED =\ s JOMEIRZ RO\, PTIIEI IK#E (Dyspnoea) | i, AEFIIRR
DY ED /A X ) HELLBENNHHTD, 72— DRAL THL,

FANTIL, JEBI D KB4y % [ A4 (Cardiac failure) (SMQ) | DA ZE HFE TR THILENTE
7= (UL, Bl s FEE CIIR B TERD-T0),

Fo, 22— —1E DA DIE GRS THEE A BEE D ATREMED 8D D AR RO ECREIR D LD #s
FEW72UARE L T A4 (Cardiac failure) (SMQ) | DRI 3R FEE e 386055,

2.15.3 BEDOEMLERBFHROTFRICETHER
DRIE (SMQ) ISR 3R & ISR SR 2l 2 TD, #EfllIE 1.5.2.1 22T 528,

2.15.4 T.LHEE (SMQ) | OB E TR AL
Dorland’s Illustrated 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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2.16 [ HiZ A #F R I B [EF (Central nervous system vascular disorders) (SMQ) |
(2006 &£ 9 RIEEKX))—X;
2015 £ 3 A TN &f&EE (Cerebrovascular disorders) (SMQ) 1LY THREE)

2.16.1 EH
HOARAR R HY 138 KOV L & R AR IZ B350 0
— R AR AR TR 1 R S OV i M H A AR SR I R D oD F B L — T
Eha,
— MBI N—T T, IO EE T N —T PR =L TRV REN G D,

2.16.2 A& /BrRo‘EEYE

< W
—  JRERREME RO LT, B E T CBE S D REIC R 5 I EE

6 RN 1L 78 P55 oD T GE

— RGBS 2N e T oD TR

b 1f. A BEE 0D AL (8 2 Rk 9% F RS

Brak:

—  F B KOG T ST B 5 6 i B E oo H R (1 PT T AME M8 25 P9 H i
(Traumatic intracranial haemorrhage) |

Tl

T R A A I B A MR A3 A A I 1L, THE5RE = (Retinal disorders) (SMQ) |
2N ZE R B I ONUAE (Embolic and thrombotic evens) (SMQ) | 25 SEXF A7 a0 03]
FITx, B SMQ IZHt->7-fETE MedDRA @7 =) —D B3 FH FTHE T D,

#:CIOMS-WG % 2006 4 5 H =i C, 22— =D 72— XN T ANMIETH7 4 — R\ 7%
Lba—L7, HDH2——IBE J“ﬂﬁfﬁﬂe TEEN TV OO, FER O AEEL B
MFHZEaRkDTe, E6IC, FBEEICRET2HFEZBINT IR OTZA, WG 1%, £DH
%m#%ﬁeﬁ’\ﬁ‘?éé:b“CiEiJHLiﬁb ETAELE,

T - TP AiRE S H 1 d6 & OV f B8 PEFR 5L AED KRR (SMQ) J 0 T ERIE . AN A MR DO b —
57> BN 7218 e s K OVIEIR 2 S Bk 9%

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2.16.3 @t
HRAR AR R I B
(20000060)
|
J N\ e l = —_ f A}
FRX Aok S i A et
(20000061) (20000165)
R I HAX F R R HH I AR fe R SR AR AR R IS LY
IR E i firdifn A& AR L DR
(20000063) (20000064) (20000166)

X 2-4 TR ILERES (SMQ) DREBHEE

E: US> SMQ HFEENE I, HFARARGR OIS L OO M I BRI 22 L2 KD IEMEICFRH
T 572012 MedDRA /X—=18.0 T, A FRE R AT 572,

[H SMQ &%

# SMQ &Fr

Wi ElEE (SMQ)
Cerebrovascular disorders (SMQ)

PR M B (SMQ)
Central nervous system vascular disorders
(SMQ)

D B 0 I ML & FFE S A0 0 i
FER (SMQ)

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

HHILED B 0TI L & FFE S F1 7250 0 X
IERMEVEZE (SMQ)

Central nervous system vascular disorders, not
specified as haemorrhagic or ischaemic (SMQ)

JEMER I B E (SMQ)
Ischaemic cerebrovascular conditions (SMQ)

JE ML PR R il B (SMQ)
Ischaemic central nervous system vascular
conditions (SMQ)

Ml ER I Bl (SMQ)
Haemorrhagic cerebrovascular conditions
(SMQ)

Ml PR R B (SMQ)
Haemorrhagic central nervous system vascular
conditions (SMQ)

LoyL 2 OF 7 SMQI AR AR R H 36 KOV ML MR B (SMQ) 11, “Blae & IRI8C o I oy

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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FASH, R
(5

PR ARRE R R R (SMQ) 3 EIES TS,

KT~V 3 O " oOY 7 SMQ, T M E AR RGR LA FEE (SMQ) J & T H M

FIHAZENLOEZEICLD, /3 —Ta212.0 TR IME FE (SMQ) HZEFEY 7L T PT 23
T N—7bENY 7 SMQTH L& DV TR LM 4 S AR AR R SR ML P (SMQ) 3L
L2 L TCEMENT, ZOH 7 SMQ I3l ~L 2 o7 SMQ Li3 70, o SMQ M7 ¢

1720, EALY 7 o TR A R I FR 2 (SMQ

) ID—ERELTOHRF| T R&ETHD,

FlkED HEOC, THARfE R H 38 L OM ML PR R (SMQ) JIZEHEY 7Lz PT 37 v—71k
SHH7 SMQI R AR R H i 36 L ORI A& PEAR I IR EE (SMQ) 1231~ 3 [ZiB &=, =

OH7 SMQ HEMO SMQ "7 TIZRW =9,

A2 SMQ DL TOAHR M ~&ETHD,

HN—var 16.0 LAATCIE, AR H L3 L OV M B MR AED IR TR (SMQ) oo HFEITIAR

WA —T DB Tl o1z, /A= TVar 161 T,

FRACARRE R H IS & OV i B MEFR S HED IR AR (S

MQ) IZE ENDEEIL, IR A — 7 F 13 A —F DO L HECHES S TV,

£ :CIOMS-WG EDYT SMQ DA MEARLZKIDA TN, TrLd LB 2D,

CIOMS-WG &

MedDRA ZE#RFEX (SMQ) F5|&

SMQ 1.2 ZD o i & b 5

oW SMQ IFHIBRS L, fEk SMQ 1.2 2D
it oD 4 L35 PR (SMQ) JIZAE B L TV 2T
PT i%. L-UL 2 OIS AU TR ML & R E
SAVRW AR AR R I A PR (SMQ) JIZ 7L
5,

SMQ 1.1.1 Peldehf 58 o0 PAK AR R H i ds L OF
i af 7 S

SMQ X R S i o SOV L/ 1A 7 £
1) 20 SMQIFFS B G Z R b, IRD =H>DH 7

SMQ 1.1.2 JRI0R SR O AR A R HH s LY
EfIRES AR

SMQ THER S TS,
1 FS PR S M 1 35 OV 1 B PR I 1 5
HAE(SMQ) (Ltekds ZOWRIR)
1% R AR R il B A (SMQ) (Blgkod
)
JE A AR R R LA B (SMQ) (BRlgkod
)

SMQ 1.2.1 Blaiis 52 0> Z O oD i i 2 i

L~y 1o SMQ I

==
=]

==
=]

SMQ 1.2.2 JAIAR SR DZF OO fix ifn & Fs

ZEE
LUl 1O SMQ IZAE

R 2-1 PR LA FEE (SMQ) (ZB8$ % CIOMS-WG 3(EL SMQ F5| EDBIHREK

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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2.16.4 BFEDOEMELERAERERO TR THHER

PR AR R (SMQ) 13, B L OVANR SR T FB 2 FF OB HE D SMQ T, M
WEAEFFOZELSME, 20 SMQ OFI ST K ORI R 3R CHE RS LR R R X 2 7
SMQ OFIIZHAMIL T2 (1.5.2.1 ZR) . EAZFEEO SMQ OFI X FRIFEE O SMQ O HEEZ
BT DHIETEMTED,

2.16.5 [HRXMRRMLEEE (SMQ) |DBZEEIY AL
* The Merk Manual (Seventeeth Edition). 1999

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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2172 ® (Chronic Kidney disease) (SMQ) |
(2013 4= 3 HIERVY—X)

2171 EH

12 1B i (CKD) = BB oM RB I T B2 -2 D 4 D B e o7 R
JEUIRT, JRERSE, EE M T T R
LT OFERE G T AACRIR, Bl i, O PNJE, BRIERE S IR | 18R, R 97K, THFE
SE, EN S OARTE | O K BT SR AR R BRSO L, KA =2 — X
— . SRR
EREREDERIR A FRCIX BRI E DWW 5
ELRESERER RS0 DIRIEAATH (NI - BAFE OF B, Bkt T 2 AR = F Kk &
FroB b TN 5
1B MER SR (CKD) L FOZL ORI L > TEEZS:
— DME A

- B B R ANE

-C-ANCA [5i1%, P-ANCA B L ANCA &I If. 4 ¢

< T T a— NIERRE

R I P R A

- B E R AR AR
—  JRURMHE SR ERISR AR

B MR R

77U AlgA) BE

- IRy Bt SR BRI L SE

N EE

- I ME B ME SR BRI 2%

- SRS TR ER IR I8 (TR BRI 2%)
—  CIRMSRERISEE AR

- B IR 975

T h—T A

Bt~ T

RAPERE B Rk

« 5 R IE

7 R SAF Y — M RE

-7 — R REE

SRAMEZ VA BT SE

- SR SRER IR 2%
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DR
-B AR LU C AT
i
‘EMEEARETAVA(HIV)
SN=& O E!
- B
R UTI
TInARN—TA
-L $Hik & E (LCDD)
HTAEY)
« AR L SR M SR B
VA LR RS AR
s TR T A ERBER
< TV — MEBERE
* WL PR R
—  PRAEE VB
SER) (BT, AL T 7=V TIR, 7T =)L)
JEYUE (T AVA KBS, AR H)
sV — VAR GERE
BMEAR VD A LIE SN 5 /L A LE
s =R
RO BENE v ANEE
- HA R
- U 2%
- R VESER
VAT ERE
—  JRIRPHZE:
* IR A
- RPERTNTARAR K
I
- 1 NEMEHRAEE
- AR R D
G IROMEULT OBHBREGED~— T — %5 ie:
—  JRILERE
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—  ERAT RS
CKD @ — > DO F B/ HRIFIIRDERD
ORI DR DB RS RE D FE

—  DIMEREASOEST
I EIX, CKD OJRKTHHY, F-EIHE THHY, IHWEEEEDOE R L0 M E R EOEITIC
ESPEEA I)
ZOMMDEPHEIL, IRDEFD
- A
- CREREE
ERL ey Iy SN Z v 0] =
—  PRRRREE

[E 7B s [ 2 % CKD s i AL v -
—  SRERIRIEIE RO B2 OF RS T IROMNE RS 5 3 7 A UL EEBOEL; (1
EHYETZITHEREA ) B3RO ONHT L
SR BRRHYIR B  F X
ﬁ%{’ﬁ’\%ﬁ% RMARDIE | ET B BIR A TORE)
—  BEBEOFEIELT ., 3 7 H LU RERIRIEIE A 60 mL/min/1.73m2 K ChH L

CKD @ 5 DD EEMEIIR DI EFREIND

AF—y" B BH GFR(mL/min/1.73m2)
1 RS IEHW 1 GFR 290
2 BEE IER | GFR 60-89
3 HEERE | GFR 30-59
4 HE | GFR 15-29
5 AR <15(/%HT)

2.17.2 A& /BRAVEYE
(=
- 1%(@2 (7T V) JERFB LU CKD DR MIR7Z2 508 (B 2 1%, PTHEM: B A~ 4 (Chronic kidney
disese) |, PTHEM: B i (£ B I 7 VA B (Chronic kidney disease-mineral and
bone disorder) |, XU PTIE % EIZL 577 E (Oedema due to renal disease) J) &% T iE

e %L?é%gﬁ
- 1 EWEREE MW 52 & T U 72 BRI A 0 FEE (121X, PT R ERIRTRE R

B (Glomerular filtration rate abnormal) )

m>

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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—  CKD (ZBHE 3 21RO FIRD FEE (B 21X, PTIEREHT (Peritoneal dialysis) |)
Brak:
—  CKD % FEARM 2R KLU A7 K -0 R GE (1 21X, PTIHEFRS (Diabetes mellitus) 1)
- B R FRULT B B B 0 B RE 5 KL OMHL o0 9 (R BRI A (B 2 0L PT DB IR 99 P B i
(Diabetic nephropathy) 1% 308 S 575, PTEERR % (Diabetes mellitus) |13l & &7
V)
-PTT&E I+ (Hypertension) | — 7 ARDFER, [ /A X LoD d HEFEEEIC — RIS vD GE
X CIOMS SMQ U—F% 77 V—T DFE %5 R)

- ZLDIAX 1D EE LN IR RIER O A FE (B 21X, PTEELD (Nausea) | . PT

(95 57 (Fatigue) )

- ERMERBIOSHAERO HEE

— [PT 1EMBHMEEE (Chronic allograft nephropathy) | Z F:< B RAE DA HFIE LRG0
=f.

HN—2218.0 T, BUTOEEBIR 20 08 E HEEEICHE-> T LLT M2 % B h&s# (Chronic kidney
disease) | % PTI&M:- A4 (Renal failure chronic) | EHWER % . #1H PTIHEMERE g% (Chronic
kidney disease) | £L7=,

BB R &Sl 5 DT —Z_X—2T SMQIMEMEE R | DAl HEEC T AR I, BEFRY
HIWHZ D WTIT AR DOV PT HEEA SMQ HIEEY AMZIBINS 7z, FEMIIZDW
TlX, CIOMS SMQ-WG DAV F /L LEES IV,

2.17.3 MEHERR (SMQ) 102 EEEY AR
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¢), 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 39:51-S266, 2002 (suppl 1)
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2.18 [#5EfESE (Conjunctival disorders) (SMQ) |
(2009 4 9 A ERYY—X)

2181 EH
el = T LA O R 5
— IROAiTHE (RERA )
— NRMEO i (RS 15)
it B S D P
— AMEREEER (TA VAN TEEYE, BARNE, BEE T LR — )
— BRI R ("o —~ BEET L L — | FER A R )
— HME GRERSE T Hitfn., 5247, 245)
— ZEVEIRAE (Cogan & ABE, MHEt, 3R A, fA . ArEEEla)
— IR TR B SR RIS B CRBR M RIIE | AT 4 — T A Vav AR ERE)
— AR MERA
it
FER T ERER BT IV B2 % B T AR O — L FRLOEY Th D
— IROIRADFFZ
— VRIFE GEFRRIR)
VBN FT NI FLIADFAENC LD B & D RIK
“EOFE T LR — MRS ER OFRFECHLDN, IR R E7ITH A REIER CHORBLT 52035

%,
JEIF  — RIZEEE Th D, SMEDRBOLNRNG AL, FLVERITENTHD
IR W DFR A

2.18.2 A& /BrRo‘EEYE
aE

— B, RAE, ZNVE, TRAEY . E OO IESMENER LOFERE GO FEEOIRHEIZ B3~ 5 3R

— AEIE BT D ERR IR A D HIE (1] PT RS IR A=A 24 (Biopsy conjunctiva abnormal) |)

— FEREC DAL E (2B 9D HRE (1] : PTTAE R A (Conjunctivoplasty) |)

— FECHTAEMIZ B35 FEE (B PT S5 B 87 2E%) (Benign neoplasm of conjunctiva) |)

— PTI 7L L — 4 I % (Allergic keratitis) | : LLT I 7 L /L3 — 4 £ i 5 2 (Allergic
keratoconjunctivitis) | 2320 PTIZU 7L Tk, BESER AR T D Rl RetERN RV EE 2 b
Yo

— ZOHEZBOFR DI EITIEREEEO W N Th D EHER S D FEE (B SV T
BrOMEER- S M) (1 PTG ZERD (Conjunctival cyst) |)
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Frak:

— FEEREE OIS L OER DO | DO IRFEEFIZHFRDOHILHLEE ZHNDL DI 2 HGE

— il SRR 5 oD BE 0 D iR S 7 R R R T LS O SE R AR IS B o AR (51 PT T K IE
(Pemphigoid) |)

— FERR YA IR o3 FHRE (1) PT T MERE 4 (Conjunctivitis bacterial) |)

— AEREAMEZ B 92 HIEE (131 : PTTERE L 7#%; (Chemical burns of eye) |) | {HL, IR L5
O HICEEREBE TG OH D5 A 2R (F: PT#E BEE {’ET(ConJunctwaI
abrasion) |)

— Je RMESR BRI T D HEE

— SRR A MR

2.18.3 MEDEMERBEE RO FHNCETIER
[ RsfE = (SMQ) I3 28 FEED i THERR S TN D, 1o T IRIE0R 28 & B teli i 3R 13 [7) Ut 5
NEOND, T 1521 25 RIT52L,

2.18.4 THEREE (SMQ) | 0B EEEY X
* Scott, O. Conjunctival problems. Patient UK,

http://www.patient.co.uk/showdoc/40025324/, May 2008
- Conjunctival disorders. Merck Manual, 17" edition, pp 710 — 717, 1999

+ Stedman’s Medical Dictionary, 27" Edition
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2.19'E=8 (Convulsions) (SMQ) |
(2007 4 3 AIERVY—X)

2191 EH

FEAF : PAEARE R (CNS) =2 — 1 DEEENBFE T D[R HIMED B H 2B RIACE RN T2 % 4F
PEFERTHD,
— SRR, BRI IEMEN D S E LIRS S TEARWVRBRIBIBRICE TR S,
Thd A B BRI BRI R 2 IR MR A PR IR TH D,
TR IIE R AR Z R T DIEEME R B SR Th D,
— BB OINEE RS AL, SRS ZD,
— ISR EE B LOERIEOWT L 3D FFTEE T RS EICbEZD,
T AFIEDERE /3 (1981 4F)
—  HRAHAE

- B /0 R VE GRS, SR, B AR, Rz s Sb o)

FEHEH 7y AR

TR EE S FAE

—  BERAIE

- RABFEAE VNFEAE)

- SR E LR PR AR (KFEIE)

- FREMEFEAE

JiIVAE (S

A a=— PR AE

R FEFAE

<A AR

.?LlEl kR -1"4

2.19.2 AE /BrRoVEEYE
. /ﬂé’\
—  [y&## (convulsion) |, T'TAn>A (epilepsy) | &AHWETFIE (ictus) | &VO HEEE G Te PT Th
0. BT EEBN S TERE TH DN ED LR D20 (1 : PT/NEET A A (Petit mal
epilepsy) |)
— BB OAOHEEZ TS5 HEE (B PTIR/ER FRH (Postictal paralysis) |)
—  JRIERFRTIE, SOCTERRMRE 112V 795 Es (abnormal) | #6814, - BE FRE
— IR FERROFE A~ OFESIOYERA RS HEE (5] PTIWE (Tongue biting) 1)
— SN DORBDHDWITIEMIE O TR ER D e RIS L O ARMEREE (1] : PTI LIRS
Fu=—"TAN A (Baltic myoclonic epilepsy) |)
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— IRREBIO EIE TR EEE 5 HEE (51 : PT TS 7/ (Convulsion prophylaxis) |)

—  FAEEDOXBINKEEZ 22 W (] :PT /L= 7> — (Narcolepsy) )

Brak:

—  [EH (nomal) | LW ESFE A& 3 LOMEAfRERI D72\ SOCT IR | D HFE

—  [&Z%E (incontinence) | Z 7Rl 4% PT (34 E 7 BEER DIE B 2 SR LT

—  PTIEHK (Loss of consciousness) | 3L PTIE L~V DL T (Depressed level of
consciousness) | (IR0 DN /A X | D— K 7T

—  REEH G LRVERBI O ARk L7z PT (61 : PTIR4 22— XA (Myoclonus) )

2.19.3 MREDEMERBEEROFHNCETIER
A (SMQ) J I3 58 &L 3R 2 2. CUD, 3EflX 1.5.2.1 223528,

2.19.4 TE# (SMQ) |OZER YR
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 I A EFEZE (Corneal disorders) (SMQ) |
(2009 4 3 AIERVY—X)

2.20.1 EH
PR E X T RROREIC S D,
—  REEpERIC LD E T R GO, L, IR OELRD)
— AT DIRF M OWHE (T L X — FEER = — 7 L UEGERE)
- AREREE
- R Y
A AR T —
AT =T U AT AEFERE R E O S| B R
A SMQ 1Z., AMED—DLL DI B $ 5 R E A 36 K ONBRIR SV IR R SR 7R 185 3 OV IR
EEllERIND,
- AR
- A=<
- ABEER
— T AP
- AN

2.20.2 A BRIVEYE
o
—  AMEICEET 5T X TOHEE
BRst
—  SERMEA R
— AR BRE T D RYE
—  ABEIZEE T oW RS

7 :PTI4:PH (Blindness) |, PTI #1715 (Visual impairment) | 35508 PTIH /1K T (Visual acuity
reduced) | 72 E DIERF RN HFEIZ T ARDRE R, ZEBEDT /AR | BAEUTT2D R LT, 72, PT
(2T 4 —T R Var ) JEMERE (Stevens-Johnson syndrome) |13 50 IR & JH O [ E 427~ 4H D
T, IRIREDORBT—EOIEBNIBRESLIDT-6 . T ANERIZLVERA LT,

2.20.3 MREDEMERBEEROFHNCETIER
[ PR S (SMQ) J Ik 38 LI 3R 2 2. QU D, #EflE 1.5.2.1 22T 52,
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2.20.4 TAEREE (SMQ) |I02EEEIYX

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 T2 504E (Dementia) (SMQ) |
(2007 4£ 3 HIEERUV—X)

2211 EH

AL, B HAETEEE (ADL) IZkEE 2 sk 7= 338 A RE O B L F /13 L B S D,

OB DA :

— R EEE (B B4 B12 RZIE)

— RGN (] T VY N~ — )

— RGP (1] HIV BEiE)

FEH BEE (— RIS PTE) Tl U AR HISE, SHRRAL, ey — LR R IR AN R R L 72D

Z DA D TEREDFEFNIE :

—  TINA I (T I A RBEE AR R 31T DR RERE 2 L DR o

— I EPERREE GEBID 10~20%) 137 /Y A~ —f5 L A5 BT RENE D B D,

—  —ERDHA (] BEIR A, Him U AEHEE, H2 7oy b —) 13 O9E RIS L5 8 FE A2 B b S
HTENHBILTND,

ZHEDZE LR DO B INBI7RE 5 -

—  FRINBERE - FNAUBERE O FER OMELT | e RS AR, RO - HI - EPE DR | B IO RAEMEDIE
15 5 20k,

—  PRABENOEAL, W EICATRETH 7= ADL OFEE, A, BRAE . MRk, SRR B
Hne . MERREE T K7 BIOTENI BN EL LN HD, FATHRE TTBEIOFH
B#A I KON B2 IR B) D K48,

—  RHRETE GolE, R4ER. SEE) | PREE B MO REIC RSt SR O - E R QEER, SRR
A BUEEE)

DSM-IV CEEHE R D B W L2 DT D~ =2 7 IVMET 8 4 1) OSSN S W7 H A IE -

- FoiEREE

— ROBAFEED DL ERFENTOHA
- REEIE
RATHE
PRI BESE
- EATHERR DR E
Y ET TR E R 7o e

DSM-IV (25T YA~ —T s Wi A TE

-  ZOMOJRE ORI

- RWRE - E TREEICBIT D=2 —rr Dk

—  FRIERER FLWEROEGARE, SEOMME (FRICHEE) | Ko EhifE . A2k, ADL 1T
RE IO, HhG B9 EE DA T CHIWT A O T . Sliliidk ., BoE, Wk, KERE ., e
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IR . SRARZRATEY, IH BV R ZE | ATB O SRR, $EEL, 5 BAVE A"

2.21.2 A% /BRI

A

—  FRHMED M 3\ B S5 I (koo M 3

— TN A IO MEE CREEDBIIEL T VYA~ IR ChLHEMEL, DI
FHAHENEDT)

~  mEHEEREVE

—  TAMERIBEER L DR HOA ML RS o7275, CIOMSWG TN LD
A SMQ IZFE o LA B L, Hio. PTIEE[E2E (Amnestic disorder) | 2SBAIS U,

—  PTI%AR L PTISAAMERE  SEMARIT 10 SMQIC & 5, ok SR S48
b 2oV T, SMQUUHSI 33 LU IR IEREE 2 2 RSNz,

Bt
—  RRENESEAR (] : [E R KERNE) 2 275 DM O R E DR A,
—  ARPERRAEVE

— =50 PT(I{EE /162 (Disturbance in attention) | . [/~IR4E (Insomnia) | . [ 5 Hill 4
(Irritability) ) I DWW TS HIEE LT, EDHDOT AMNERIZEE SN TR T,

HEN—Ta 15.0 THHL PTIVE SR RS9 4= 3 (Substance-induced psychotic disorder) |
NIBINE, TNET PTUR#R MR E (Psychotic disorder) | O FALIZHLE SHU TV =270
LLT (LLT IS5 465 #0955 . = D4l (Drug psychoses, other) | LLT I SF 4 #0955 . 2840 A B
(Unspecified drug psychosis) |, LLT A7 a1 Ri&##5 (Steroid psychosis) | 55) 232D F#L PT @
TALCBATS I, ZAUfE PTUEf :%5E (Psychotic disorder) | 1338k 58 HREE L C
[FRAE (SMQ) ZEE SN TWD, ZhbHd LLT (T E ST, Ziud, PTIE 5
F5 M 2 (Substance-induced psychotic disorder) | I3 EREED H ORERR I BHfELZ B E4
HELE R WS Th D, L., WLICBE T 20 5 I MFT 2 B F E MBS
Lla—YP—RNEZIL5E1. PT TR S 3 MRS #4995 M % % (Substance-induced psychotic
disorder) | 28R L THRFERUTHFH TH R,

2.21.3 REDOEMBERBEROFRNCETIER
[FRAVE (SMQ) NIBR LTI O [ 5 O F 58 FFE CHERRSILCD, EflE 1.5.2.1 223528,

2.21.4 TFRAEE (SMQ) | DB BRI AL
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
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Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital Practice.

www.hosppract.com/
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2.22 %@ (Demyelination) (SMQ) |
(2008 £ 9 AIERVY—X)

2.221 EH
PR RAE 2 B0 2 BRI ORI A PED SRR SR D IR RO BE,
RS R R E 2521 D,
BE AT E 5T DA = A NTIRBIC I B D)8 i,
WL TR TDL T F N DIGEREET 5,
JEAE, BME, SRV ITMOMRED R E D RN L7 D,
bR A7 RE O IR BT RN LAE TH D,
fl DB LU T D BEFS AR EIE | HETT M2 BAME I BNE 36 L O HE D Bl B ME A M EE A DI D
o,
L E - i R SO BE R MR T TV D BERE D i
—  HRPED BLBEI L AR AR R N TR AT D (f: ZFEVERELIE)
—  RIEPEO BB IR RIS D (B X T - S —EfERE)
- oK
BEME
- B R
- S SO
R AR IR E
<734 (RERE 0 IR BOBRRIERE TS T Db 0 &5 L)
N

2222 AE/BroVEEYE

aE

—  RMMERB L OO B BB A HRE (B : PTT 23846 {LiE (Multiple sclerosis) | .
PTIZ - S —JEfERE (Guillain-Barre syndrome) | 5 X108 PTIMELASYEERE (MELAS
syndrome) |)

— FERIZ“demyel” % & o H 5B (f1] : PT I il %6 % £ % = = — 1 ~X F — (Demyelinating
polyneuropathy) | . PT 18 1 ¢ JiE M i 8 1 2% 78 4R = = — = 35— (Chronic inflammatory
demyelinating polyradiculoneuropathy) | )

— RS R A iR R o0 I FE (1] : PT T AR 2% (Optic neuritis) J)

—  JHBEIZRIE T DM E R B E M BE 2 (2B 5 R (PT Ik i B B K 2% (Acute
haemorrhagic leukoencephalitis) |, PT I #£17 1 2 B V& ik JiE (Progressive multifocal
leukoencephalopathy) |)

— IR R RO HFE T, TR =2 —r /T — (SMQ) IBX X7 - L —
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FEGERE (SMQ) HZE FN TRV (TRROERE SR SRR HFELL CaEshT
W5 (T PTIL LRy Mg (Lhermitte's sign) |, PT I #7814 IR Bk &) (Saccadic eye
movement) |)

—  PTI =X (Trigeminal neuralgia) 13238 M AL iE CAtho> B BiE IR HE & BE D T REME DS
DT R R HFEI S ENTND,

— BRI IR R S e b R A2 3 HIRE (51 : PT TR A B 55 B Al RO A= 77 1
/i (Expanded disability status scale score increased) |)

— %f‘f&@ﬁﬁéﬁ

—  BEHIERbE 2B 2GR

- Hﬁﬁ’ﬁ@ﬁlk&éﬁﬁ & (#1: PTI 7 vz—/ViiE (Alcoholism) |, PTIE #30B12/K:Z (Vitamin
B12 deficiency) |)

—  RiME=2—m T — (SMQ) | HDWEF T N —JEERE (SMQ) JIZBEICE FNTV1D
e - EAR O HFE (41 : PT 851 % (Paraesthesia) |PT I §HE 2 (Areflexia) |, PTI5 /11K T
(Muscular weakness) )

— RO CIERFFRAY THET L7 DR BB 2 7= 318 - SR B -2 FHEE (1 PT @ M sD F o
(Dizziness) | . PTI% 55 (Fatigue) | . PT AL 2<%% (Anal incontinence) | . PT I/ J& &L
(Muscle spasticity) |)

— O IERICRR RIS EOEE L SO A EE (61 PT TG B 5 EE R R EE 2= 7 30
(Expanded disability status scale score increased) |) LA i R R FH BB 12 BRAL

— ERRN = o — o T — B X ORI PR E B 52 I RE

—  HIV BE#EAEE

— LT ® PT:PTHEMEEBIZ S 2R =2 —r/3F — (Polyneuropathy in malignant disease) |,
PT I /2 & il i M 5 %6 & (Plasma cell myeloma) | . PTIPOEMS JE & #f (POEMS
syndrome) |, PTIZ 1 4J% (Lyme disease) |, PTIU /LT Aha—LA-~ruar a7 ) fifiE
(Waldenstrom's macroglobulinaemia) | . PT [ i i 2¢ B 14 f # % 2 (Optic neuritis
meningococcal) |)

W BED T 7 F N D BIRET 2D ThiuE, 20D SMQ OBkl ik 52 F 35 L [RIRFLS TRRY
Za—m3F— (SMQ) | BEOTF T2« SU—EERE (SMQ) |2 FI A 52083 RSN 5, Bidt
PO  FERIC BT R R FEE I TR M= 2 — 3T — (SMQ) | B L ¥ T - L —
JEERE (SMQ) JIZEEN WD, 20 SMQ 2DITRAA S TnD, 72, b‘<07§)@fj§@2ﬁ%§§
3D CTIERF R THY R UMK EEZ R T8 HDOVIITAMERDBA+ 0 THHZEND
BRAA S TS, ZRHDRS S HEE (CIOMS DA YY) /L3 #E D Table1 & Table2 #&1R) 1%
=P —DHWZLORRITINZ D LN TED,

Tl
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2.22.3 REDOEMERBERERED FRNCETHER
[ (SMQ) VBRI 58 S I 3R 2 2. CUVD, sFflNE 1.5.21 254528,

2.22.4 TRHigh (SMQ) |OZER IR
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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2.2315 DB LV B B 15 (Depression and suicide/self-injury) (SMQ) |
(2006 4= 3 A IERYV—2X)

2.231 EH
IOIRIE, ROMK T2 R & T 2R iE Ch 5,
2L OBETE A OREMHERZ D, FrIC, R, Bk, MfEgloRedk, ARRE ., R LU
REDZEAL., REAETHERE DR | MEAR R 36 KOS AR e B (R 18 - Sk T D,
JERITEA R THY  MOMBED Y. #2270 kubh=r BIOR I 0% L
LML TNAHEE 2 HILTND,
HEDOHS DB AN ZAZ T CORBLT 2N HHAL TN,
L OYE 1B MERE (BEIRIF . DARFEZE, HE . IMAs 728 210D,
SESFAHAN (Prm M E 3K, # OBHEIK, 2L FaxTaARRE) IZBET 5,
BEIIARE, =y VEEBLIOT La—/L - 3L e & OO R HUIR B2 BB R BLT D,
FEDIEE BFEEE, BEIOHZRERIT, 52RO LD A IHE THD,
Dt EDZ B Lt ~==27 L5 4 it (DSM-IV) | (ZEEH SN TWDI RIS T2 5K R
PWEETEIZIT, 11D ORy. B2 TOIELLURFEALE B TOZLITH T IR FZ T EVDFE L
B, HDHVNE B E AR TOTEBMEOZELWE FAEEN TN,

2.23.2 AE /BrRoVEEYE

A

— DSM-IV ORI DIFTEY =R RODIEIET /N DIRIETE | KBRS | B X O
TR EOBMFEMEL L L CRIRS 2354 PT

— 929 H LTS DFF BRI, 19 50D LUK A B, TEEES LT, R iES)
il LR LRI, A5 L A0725 SR PE O REIRFEE . KELA ., B &%, BXOYORE2 R
T DR ERIAIC B 95 PT

—  PTI{EXA#E &4 5- (Intentional overdose) | 35 LT PT i & o H % (Poisoning deliberate) |
3 ZNBDOMFED AL LLT ICHRECIZBEITAEZRRT 200 THLI2D, A% B
17#5 (SMQ) | DOBIAR FRIZ e 5

- ARIREGED PT Th L PTI R REEEANIRAE (Terminal insomnia) |, PTTATHIARSE (Initial
insomnia) |, BX O PTIHHIRIRSE (Middle insomnia) |1, > 29 BRE IR W CI<HESh
HAMROFIEIOCRF BRI THHT-0, A SMQ I8 H

— CIOMS-WG IZ£5% 18-24 » AL v =2—dfE R, ELH (abuse) &k 17 (dependence) D &AL
LA DISOFHBLIOER B (SMQ) | OISR HFEC GO,

FRAb -
— OO, W D EZORE Y BEIOMEREZ LA DR ARZIZE 5 PT
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—  PTIARHIRSE (Insomnia) |, 7=—RX 1 TAMDFERID 2D PT 1L /A X B ELHI2T THDHI-

»H
2.23.3 @t
IORBLOER B
(20000035)
|
| |
EEEYEEE 2095 (A& B 15EER)
(20000037) (20000167)

B 2-5 5oRBIVER B (SMQ) DREEHEE

20 SMQ IFEFERIZRIDIROMR (L~ 1) &, BERBIOHEDOY T SMQ L~V 2) DIRFRD 2
B CHERR S AL TS,
Do LU0 EZ BE(SMQ) ¥~ SMQH2% (AR B LR (SMQ) 1127 v—7 1k
NI ONFFFA OAGEE, 7 SMQT AR B15 (SMQ) | Fichn e HEE
A& B (SMQ) | :SMQU—F 277 N — 12 8o ORIRE IR 3R 5 3 D Z EII AR ETh D
LHIBrSNTIZTo | BRI ER D A AR R

FIHFINODEFEIZED N—Ta0 12,0 THORBLUHZ, B (SMQ) JITEHEY 7L Tz
PT 237 v—7fvSh, 7 SMQIH 29 (A B 5 Z R (SMQ) 123b~L 2 1TBME Tz, 2o
7 SMQ iFhDL~L 2 D7 SMQ LIF 2D Bl SMQ M7 TR, B SMQ O—E#E
LTOHRFIHFT RETHD,

2.23.4 BRBEDOEMEMBRERDOTFRNCEE§HER

HoJRBLO AR AE (SMQ) | IFBEEREEZ RS SMQ THD, Bl SMQIHDHEBLUER A5
(SMQ) JITHId R 38 L IR B 2 F5o, LULendn, FAL SMQ O B B 15 (SMQ) |35 37
DIHEFFO, T, TAL SMQIB B (SMQ) | OBEds LOVRIBRR R IX R UAE R &7 D, MEE
HHEZFFOZELSMNT, 20 SMQ ORI L ORI 38 HEE TSI B S o 72
SMQ OFIAIFAPIL T 5 (1.6.2.1 2H) . EAZREE D SMQ OFIIX FAZREE D SMQ O 5%
BT HIETHEIETED,
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2.23.5 HORBIVER BE(SMQ) |IOZERHEYAL
Definitions and basic requirements for the use of terms for reporting adverse drug reactions
(IV). Pharmacoepidemiology and Drug Safety 1993; 2:149-153.
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.
Maijor depressive episode. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 320-327.
Maijor 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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2.24TEMELA ., KESIUEER
(Drug abuse, dependence and withdrawal) (SMQ) ]

(2007 4£ 9 HIERVV—X)

2241 EH
HELH
- EpoEERIEH
JEH H IR EERG S (B[R E 2 5T20)
B RRERE A R B ST DA (B 4% T A1)
- FEH DI A
— AL OERE OB LOEOMIFHHFREIEDELR L, W< OO T CHAME M IZH 5,
—  BEWELH OB ARSI X D O Ao B BRI I VIR B SIS,
KW DOIRIA AP L AT T REME
i O PR SO0 () K
M HME SN DB EE TR
— ZEYOIELANEEEL TETND,
- AYEREEMER R ERSH D,
— JERIE, EA QI PRV | B, MRS I TERT D,
B
—  WHEICBITAEROME AT L
—  WENCERRAERIE, ERNCE L QO R AR B ootk RS I 25,
—  BEBLOSERIE. O R TO R I I D,
BRI, RO RN IR EIL ) TH D,
SFERFEAPEIR, T2 E XTI, TRBDOVNIER, ZEOIIT, FEREOH N, SRS D,
SEEOIERIT, R, BHAEEORI, RN, FRE, EEREERETHD,

2242 AE /BrROVEEYE
aE
—  IEWELA kA
- [ELA (Abuse) |, T34 4 (intentional Misuse) . A~ E3£5A (illicit drug) 12V E &
{7 (Dependence) | & & Tp 3~ ToO BTk E T2,
LA TCRWGEAICB W THBIESNDA, ELHIIC - Th Bl s HEE (B T EoRnN ) |
[ e 5 ), TSR FE BN ) ST 13 T3 T ) 1T RS 975,
SHAERIT L ER AT G
— B
- [ | 2 e 4 C oo G - 37D,
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TEERL) DT TN R O BBl AE T BT AR HREE T2,
S AERICB T FE AT HE

AR SMQ 23BRFEIZHEA L2572 MedDRA /3—a 9.1 b/ 3N—a 10.0 O[T, Y

HE&En Tz PTIU N R & ifilJE (Rebound hypertension) |1, PT I & Il J£
(Hypertension) |{ZU>79% LLT (24 NiF S Cund, PTIE I+ (Hypertension) |1, FE4F
x0T V735 LLT 133EB OB ARV T, PTI &+ (Hypertension) [,
ZO SMQ IZITBME TV Ve, 22— =320 SMQ %5l 3255413, LLTIU ST U R
1 F (Rebound hypertension) | &5 5 A REMENHDHEVI Z LA E T RETH D,

543

KW ELA AT

HELH DN TFEY P ORER IR D HEE

- e TE A O 1fn. TR FE OB N R SRR A IS B9 A GE (] : PT 88 A1l B2 G & 2L E
(Analgesic drug level above therapeutic) |) 1%, S #IX 0 & L TRETSILZN, I
CIOMS-WG F— 2D #EmDfE R BRI,

Ta—VELABLXN=aF R HRE

BeFmaa, R G BT A R —RAIZERAN ST, BIFNE L CRAS TN, 785

TG R I I2 L O L 2R 3050 LIV AR U722 3R S ol F I B 95 G 1L & £

No,

i)

- SEBERL OIE IR B 92 R GRFFRANEE Tl A X ZENIRE S720)

T VBB L O = a T B B AR

CHED A G T HEE CTHo THA SMQ DOEZRICEELWE0, B | [kt 7 <0 15

DHDIEANONTIUCH B LW A
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2.24.3 @t

FEWELH | AR 3 L O
(20000100)

HMELA B L OERTFE SR B
(20000101) (20000102)

B4 2-6 FEWELA. KFERSIUEED (SMQ) DR¢fEHEE

H: (X—=var 174 TEMN 20 SMQ 12X, HFEW, BilbEE, ARk, BL O REDO MR REE
D LD 72 R B85 OB IR % B T W ELH SAR RIS UL U BE § 2 iR & E T
BHT | TNHDIZEAL L, FIZ SOCTHIRE RS | LY SOCTR MRS hlzE END, Zhb
DHFEDZATVE, [ /AR | BAT FREMEN D D720 M % SMQ ITIBINSIV TRV, Fi2, i
LI TWD THRIMEAT ) | THREL T ) & MERAFIE | OFBRIEIR T, ISR D AT et 3 D, LW
>Th, HOFFEDORBICHEY THHEEZ X OLNDGEITIE, TNOEB B LT IUERL2,

2.24.4 BBEDOEMEMBRERDOTFRNCEE§HER

MO ELH | B L OBERL (SMQ) J i3k i KOVAR R HEE A Fr o s SMQ Tho,
JEtEE A FFOZELISME, 2D SMQ OF I3k 36 L OVA IR 38 HEE CRERL S U T IS 2 FF 72700
SMQ OFINIFALIL TS (1.5.2.1 Z2H), EAZFEE O SMQ OFIHIL TR E O SMQ O FHEEZ#E
BT HIETHEMETED,

2.24.5 TEWELA. KEBIOEER (SMQ) | DS EEEY AL
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
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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 - MunozA TI-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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2.25THFBRBRIEINE LU R BEEREHSFY RIGIE X3 —DRESS ERH (SMQ) —

(Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) ]

(2016 4£ 3 HIERVV—X)

2.251 EH

IFEREREE NI KOV B R 2 ) i i (DRESS) 1L, 295, BN, I ik 71 5 (A FRERHE D

it . FEEILY L /RBK) (U EE 36 KON Bl D B 518 o TRAEAT T DD RA e L I (ERY

\ZAEMEET BRIEOEY S Th D, YONTHTANAIE THEIN TWDH | RIEGERET,

D FEANTHHE S TND, ZAUE, B L, TRIASER 2 IR 2R T2 8RR IR DD T W

B ARSEAR S BT TUVD,

Z DRGSR, DB WHEUEC GRS Ol 7 I HEL L THR A T,

DRESS OEDOFAZRFET HI LI, WEETHH L3 ->7203, 1000 47D 1 735 10000 55D 1 -4

e,

DRESS D7 IR AN =X LIARATH D3, BURTFHIZR G LRI F DEE DFER ThHD

LEZBNTWD,

Z S DIRFHDE TSR TRIN TN D,

— UEEONRFHER TOMEDRE ORI, BHEOLLMNH DI LD HIE G E 5] E
EZL TWDATREMED B D,

— DDV ELIET BT MUIZ LD R KO R O EEL I SHIL TS
AIREMED DD,

—  BEMIBNIELTZYANIAL DAY DRESS D5fE AN =X LD — %4> TOD A REMED
HLBIANX, A2 — A%k -5 ORI IR ER TG AL T2 P REVED 8D,

— BB NAELTZ A~V RATA LA (HHV-6, HHV-7, =7 2% A« ,R—7 1L % (Epstein-Barr) )
DFIEHAL D IE S E S ZHE 3, FITHEIE T2 FTREME B D,

— AT, HAHENA MERGURERLB IS 7 (HLA alleles) 23, $FED3YN 5123 DRESS LB
FRL TWBZ LN G307, WL OMDIER]T HLA alleles 73, FBRE DRBR LU= E DR BLE T
R30I /A%,

%< DFEHIH DRESS IZBMRTHLEME SN TND, LU DA E ENb:

—  7ua>7y/—/ (allopurinol)

— B R=PE (carbamazepine)

— X7V (dapsone)

—  ZERNF (lamotrigine)

—  AXTLF (mexiletine)

— %A 27U (minocycline)

—  FREZEV (nevirapine)

— A IADNRBE (oxcarbazepine)
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— 7=z /7LEH—/L (phenobarbital)
—  Zx=RA> (phenytoin)

— AT 7HTVr (sulfasalazine)

—  TI7LE )L (telepravir)

— N\ A (vancomycin)

fhDFEHITD DRESS Ok ST, 1FEA L2 (RYANMEZ2WY) , LL N OIEAINE 5

T EX VU777 W (@amoxicillin/clavulanic acid) . 7R U (Amitriptyline) | 7 kLN AH
7> (atorvastatin) , 7 AtV (aspirin) . 77"N/L (captopril) . £ 7 7 RKr %L (cefadroxil) . £
a7 (celecoxib) , 717 L7 2 /L (chlorambucil) , 773773 (clomipramine) . =7 AV g
(codeine phosphate), =hJEXH>"—/L 7 1% A (cotrimoxazole/cefixime) . > 7 F~ AR
(cyanamide) , =77 X~ (efalizumab) ., =Y 277> — )L (esomeprazole) ., /N Rafrnpdx
(hydroxychloroquine) . A~ 72~ = (ibuprofen) , 4~ =7 (imatinib) , 47 £ (olanzapine)
7 ==L 74" (phenylbutazone) , ¥ =—xFLUF 7> (quinine and thiamine) . #7217 7
v (salazosulfapyridine) . A4 %7 AfgF N LA LI (sodium meglumine ioxitalamate) |
v Tafgpt o L, A7 IR (sodium valproate/ethosuximide) . AE /7 7k
(spironolactone) , AL’ b~ -1 (streptomycin) . 7 R/LEEAREF 7 A (strontium ranelate) , A
VT 7 AP — )L (sulfamethoxazole) . KV~ K (tribenoside) , 383X =#3IR
(zonisamide)

DRESS (3 ERRICHBISN TWDIDNCERARIEIR AR ILE L T2 s d, DRESS Ol [ 2
DRI (I — VR RZ L —R) N0 SESERT N —T I Lo THFBERIE M L OV &
FEARZFES 3. I iE (R (Drug reaction with eosinophilia and systemic symptoms syndrome)
(SMQ) | D= D FIFEIEIR TH ES D2 W R EDER SN TN,
WROBWIHEEIZB T H0HIE, A SMQ VU F AV CEICE TN WD BEANEREL oY 2 /b
(Phenotype Standardization Project (PSP));RegiSCAR; H AD#i#t7 /L —7 (the Japanese
consensus group)

BRI T g e

—  RBE> QWD IRFIEFR A IR L SHEFRIEET)

- FFERBLONIBRAZE BT D720 MR T A NEDME ] vl

DRESS (3L RKE A 10% T, FHIFE L LA P UL S UEERFORRF-PE C TP B W THET
HD,

DRESS D#ENIZINIIIZLA T3V E £ D (LU FOBDIZIRELZRN):

—  AEBHRRIE (connective tissues diseases)

—  FERPEAFEREREEIIE (idiopathic hypereosinophilia)

—  HFEREREINEERE (hypereosinophilic syndrome)
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—  E S IFER MY o XEiE (angioimmunoblastic lymphadenopathy)
- AT—T U A-Var Y iR (Stevens-Johnson syndrome)
—  WEEMER S RLRSE (toxic epidermal necrolysis)
— AP IS YERERE (acute generalized exanthematous pustulosis)
— JII%97 (Kawasaki disease)
—  1fiEY7 (serum sickness)
— U NjE (lymphoma )
— &Y 3JE (pseudolymphoma)
—  FlxORMETA LAY (various acute viral infections) (f| %X, =7 AKX AL < /N—T7 A LA
(Epstein-Barr) . ~/1- X 2 (hepatitis) . 1> 7 /L =¥ (influenza) . A b AH a7 AL A
(cytomegalovirus) . 3 X OEMEfE AR 47 A /LA (human immunodeficiency virus) )
DRESS D JiE il 4R A v
o
— LU E SHDSER:
SEWNREBRGRD 3 7 H LINITIER AR BL, BLOY
R F B L FITE MR IR D, B
RO DT T ONRRBOHND:
3 # Fever
FEREREE N (BL O/ FT A/ RER)
U/ NEiE
Brot
— VAT OREFNIRIN TS
A BOGH O — 72 BARZ A LTcb D TIEZRWY;
1T :DRESS & B4~ 2D BAGRAER DI AN N o A LNIZIEE LI o 72356 OSER %
WETHAREMER DD (FI 2L, Vo EER 6 7 A 12 DB L FDFRIZE)

- FREOIEMEICF ENLHE DL —E L

TR R h FE VIS ) LU TSI COA D AT BEMEDS i\ V2 W& 3 B 9~ D8 RIS T
DI FTFEFHRE GRS TODHESNIIEIR, ZbIE, B0 ENE ) B
DIEBZ TG T D0, BRI T TR o7z, B LT EM L7 - 7272 (D
IR TR E SAL TRV,

2.25.2 A/ MRIVEEE
ey
— DRESS JEEREAE BRI HGE, B120E, PTIAFERERES N & 4 5 IR 2 5 3 [ (Drug
reaction with eosinophilia and systemic symptoms) | B8 X O PT I {4V > /N i
(Pseudolymphoma) | (B FHFEE L CEENDHFE, 173U A)
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— DRESS OJEFNIZ— AN AOND K FIER B IOV E B 5/ WNilds B OB GB35 H
RE R HREICHE S T HREE G Te, 20X, PTIRIBLM: B2 i 2% (Dermatitis exfoliative) |
PTI T4 (Hepatic failure) | . PTIiFf#%% k5 (Hepatic enzyme increased) | A HFEEL
TEte, 4732V B)

— DRESS DJEFIZ — AN 55 KRR B 5-(Z B4 Do B 5, 1213, PT
[ {2 k9895 (Mucocutaneous rash) | . PT DRSS Y5 (Mucosal ulceration) | (A8 135
LCETe, 72V B)

—  UAVAFIEMICBE TS R, B2 E, PTIYARAG oA L 2 &Y (Cytomegalovirus
infection) | (JRIBHEEE L TE L, 772V B)

—  AHVEOBEUE BT M., BT, PTHEEYEHUE (Drug hypersensitivity) | (e
FREELCETe, 172V B)

—  FEEMCBIMET B, FI21E, PTISLH F# (Hyperpyrexia) | (RIEMFEEL Thde, 17
C)

— UL SEEICBEE T2 R AR L TE T, #73Y D)

— DRESS DJEFNZ—MANC R OIS ML RIS | 1213, PTHFEREREEINE (Eosinophilia) |
(R HEEELCETe, 17TV E)

IZ48

- ERVERGE

— BRI DR R A IR

—  JERGYHIA

—  [TEBAL ) ORPLCBEH 3D HRE ., #il20E, PTIH& G-E50) > EifE & (Administration site
lymphadenopathy) |

2.25.3 7/VIYX A

AT AVERDIDNED B!
AT 3Y A- Pelmhi sk HEE
A7 B- HKkREEICBE L2 R, B AS OREIR, AV AR, 2H MEEoE IR A 5
J173Y C- FEZEEE T 5 HGE
H732Y D- Vo ENBEE S5 HRE
7173V E- DRESS OAERNZ — %A ROND MR B

|

UTEEETLHEIE. BITHRET 270 BET DIEFI 2547 5:
H72Y A OFEE (Pl HEE) OR
HTIY) B D7l — 2D HEBL O 7Y C,DE D=2>DOWN2o06D FFE;
K95 Aor(Band Cand D) or (Band C andE)or (B andD and E)
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2.25.4 BRDOERMEBRBFHROTFRNICETHER

(A FR EREE N 46 KL OVR B iR 2 19 S RO (5 (DRESS JEfEHE) (SMQ) 1137 VA VX L% FF o7
SMQ THY, ZOTNAYRLIEL, BLDOBHDIEFIORAZ IR 5720 WANWAZR TV D]
DR R R HFE A A G CND, TNAVIVRLEEHAT52ETI0 SMQ O JRIERZEOF]HITA
BHRROLODIT0D, 20D SMQ 13, B2RDEFHIRET OO [ BHEEFI O R T 524 HRIEL TE
D, ZOFER, RBRSNTIEFIOF M CA2 TV EE#BA TN TE5, 22—V —I1TEEXRO
SEBNZ AT %A1 57212 DRESS @ RegiSCAR DA HHEDFI &L &3 & THD; LoL, fi
W% D B HMEDP DAL MIT, —KBNZRADHY | 21 TENLOFAMEYEL T FH T 2073
LUWDE LAV, 24U C R D 1] 25 R RN L CLED FIREMED B D,

PT I AR B MENRESE (Acute generalised exanthematous pustulosis) |, PTI AT —7 L &+
Yar Y UEERE (Stevens-Johnson syndrome) |, PT T HR 75 4 35 2 52 5 it fi# Jie. (Toxic epidermall
necrolysis) |, PT @ #UE (Hypersensitivity) |, 3550 PTI 39 #UiE (Drug hypersensitivity) | (3R
T D H T —HDFERIERRE LT A R WESIh KOO T —2ZEF 4% TlEAaw, i el
IZh 7Y B(RE fika G de) oo PT Z2{RFFLCIT9, &\ 7 —%C DRESS 2% 12854, [HE
JiE 17 JE BII1E T (Severe cutaneous adverse reactions) (SMQ) |, [4FEEEREE NI L OV B SER A FED
W) OSEERE (Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) |, PT
Wi fE (Drug hypersensitivity) | 351200 PTHERUE (Hypersensitivity) | & [FIRFICFIH T 52 8%
5

2.25.5 THFBRERIEMNG S OEHIER 2 M EB#E (DRESS fEZRE) (SMQ) I0BER
B AR
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 BI, Segal JP. Dilantin sensitivity. Report of a case of hepatitis with
jaundice, pyrexia, and exfoliative dermatiitis. 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
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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.

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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2.26 BEE &% 4E (Dyslipidaemia) (SMQ) |
(2005 £ 11 A IEERVY—X)

2.26.1 EFH

© MFIRE (FL AT LB HAHVEIN ZVRIR) RENEATHIENTEAL DLARE
(272%, LEFRIND,
BRI R R E T ZRJER DR, HOWIWH D EE LT R ThD,
HODRENRD D,
- EaLATo—/VIIE
—  @&NZVRYRMIAE
- BEAMENELE
- ZWkMEmNEfE
—  AKAR M yE
alL A7 a— LERVAEAIL ZOEIZE->T LDL, VLDL, 33X HDL (2K BIEi, £Ri 1N
(AFAET DAL AT 00— LD EHDHVNIEER T DR D, T2 DM TR d 5,
HDL #hnzprE | mHAEE (Rl 27— V) R EOHINE, 77 v — AWEEREELIE D F 7215
BRIAFD—>Th 5D,
EAL AT e—/VISE, @7 URYRIMAE B @1, FEERHNCBE 59 Dlas 0% & (6 k) LB
HLZRWERY | R OFERE RS20,
77— LWEEAIREE A VIE O B R TEAR DWW 00, BEGNE ISR B LR AN+ Lo TE
LT IZHBLT 2,
HHIDOENWER L L CTRIELT- Atk E oL 27 a— VILE X EHIU TR0,
RN ZURIRMEIL, BZOEEN LT Va3 — L Ol FIE IR (BRREREOLH7R) DB
NWTHD, HOVIHERP (FFlZar hr— L R B OGE) RPEREBEL TWHIENHD,

2.26.2 A& /Bro‘EEYE

HE

— JEE (lipid) J . T 27—, 1 (cholesterol) . RV Z Ut VR (triglyceride) | . VAR
(lipoprotein) | DFEAR ZH5-> 38

— MHOEE. URER., aL2ATFa—L N2 YRR L& B 5 7 5

—  JHEEIE 3 > SOC (MREF LU | | [FRRRA . e RME, FiEME B L ONEIRFEE )
(ZHK

—  JEEAGHOBEIREERT 9 HOME (EEEIISE L ATREEOSH L KLV R E H
RBBEE AR TIEBI AR T 2720)

- ZELUC, NFERHETE BT 5 ICD-9 /3 Eb A

— 18-24 ¥ AL B2 —(ZHB T, CIOMS-WG DOBAFETF — A%, 7 AMERICIESENRE IR T2
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R RS R R TZO SMQ 1284 T2D1%: oL 27 a— L PR Z YR EE G
MAETHAHZEE TR LT, MMOREE RO A TIIXR R OEFI TR B I~ T,

BRst

B ERE 295 F5E (1] : PTI =2 —< =5 (Gaucher's disease) |)

LU o HEEIEA SMQ ol FH &I EEEBIFR L 72\,

PTI=L 27V k% JiE (Cholesterosis) | . PTiE I €424 (Fat embolism) |, [VAR AR
(lipoid) | Z& Te4H7E (5 : PTTUAR AN fili% (Pneumonia lipoid) J) . PTIIEE & A JiE (Lipid
proteinosis) |, PTI#@EAE L)iE (Lipaemia retinalis) |, PTIAEGIR (Lipiduria) |, PTITUARE H
K2 JiE (Lipoprotein deficiency) | . 83X PTHELLEVARE T 7L — A (Low density

lipoprotein apheresis) |

2.26.3 MREDEMERBEFREROTFHANCEE TR

bi=f=1

FEE (SMQ) N3P RO B aFF> SMQ Th D, 11> 7T, PRIBHR SR LRI SR IE R U RS

oD, FFMIE1.5.21 22T 528,

2.26.4 TJREREFIE (SMQ) |IDBEEEIY AL
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 Ill — 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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2.27TE# H LU 4% (Embolic and thrombotic events) (SMQ) ]
(2007 4 3 AIERVY—X)

2271 EH
MARSEIEZ DO BEOH AL > TELD, Va/bka—T, MRIEDRAEIZIITHFEREEIL
M RE | MRSy BRI EN RO FEE Th oLk~ T,
MARFEIT, HL8 O LA mETAC PAZEL 72D FIBEL 72V L TR A28V CERZE I3 X572
MARZTER T DL TR DT O DR B TH D,
FERRIEIL, LRI Ko CHERES M7 MUBR E 72 1T M LD Z D ERAL O 1.5 A3 FE AR Mr S AL H 7R T
H%.,
(i ke ) §R2S 1T, AR AL (AR E ) |2 B~ 25RO 2 E (B RAK) THD,

2.27.2 A&/ BrRoVEEYE
. AE:

—  HLGTI 2k 3 LONMARSE |12V 7§ 5 38R0 36 LONLARE

— PTI Ny REF7VSE@AE (Budd-Chiari syndrome) | & PTI XYz he ol v X —fEGERE
(Paget-Schroetter syndrome) |

—  FEZER I OVN AT B O S

— FHE#E o HGE (F: PTTm# Bk % (Thrombectomy ) | . PT I If #& € #& &k &
(Thromboembolectomy) |)

—  ZERIEBLONMARSEIZBIE 35 TR0 HEE

—  ZERRIEB L ONARSEIZBIE 3 DA O HEE

—  ZERRIE I L OMMARE |2 BEE 95 A2 R 2 0 3

—  FERE B L ONMARSE & B T 2B RS L OV RO PAZE A 7R3 3R

—  ZERIEB L ONARSE B T DRI O F 54~ 3 HGE

— BN HE., PTIXIM % /E (Cerebrovascular accident) | 35X O% PT [ H i 1 4 2
(Haemorrhagic infarction) |

—  JERRJER L OUARIE I B 95—t O M fk) O F 547~ 3 HEE

— T R4 (diplegia) . = & 8 (hemiparesis) . /7 8 (hemiplegia) . — & £ Jr ik Ji
(hemiplegia transit) . B 7~ 4 4 (monoparesis) . ¥ % # (monoplegia) . A~ 4= Jff &
(paresis) . 4%} FJ8 (paraparesis) | xf i (paraplegia) . DU A2 (quadriparesis)
FBELOWY RS (quadriplegia) &7~ 3 HEEA 5 32 (ZERE 8 L ONIARSE & D BE A3 F 0 15
fotb\ $%ﬁf%ﬁ(palsy) KA (paresis) | R (plegia) 36 L ONFE R (paralysis) 2775

FEIXBRSNT D)

- PTF/JV/I\E'FJ;%(Shunt occlusion) |, PTI =R A2 (Thrombosis in device) |, PT T

IAFEALIMAE (Implant site thrombosis) | 33T PTT o+ MiA2SE (Shunt thrombosis) |

E=

L

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

77



Introductory Guide for Standardised MedDRA Queries (SMQ)

—  KRIEEIT MR BT DR E B L O AR E 27~ 3 R

B4

—  SERREF-O HEE (B : gk e Tt 708 R B D e e, i e E 7213 B O e
DA

—  FERERSROERRRAMO FEE (T b b | BRI O A RE

— HAEBACR, BROMENOERIED FRE

—  JERRRAY M R O FRE

— %%$£fibi(}m1$aafk®%L7b BRI EB) B, R AR, PR 35 X %E SR g

A (P JBRIEEL | =By R . R IR, — P R JRROEL . BN A BRI, BRI | AR BREE R4t R

ﬁ S FRBE, DU AR, B L OB 2 R+ HE 20 E 1 5)

2.27.3 [jEtEE
%R B IO
(20000081)
L N I S Ol I I = S
[ M =4 A Y T
(20000082) (20000083) (20000084)

B 2-7 ERBIOUMER (SMQ) DREEHEE

B LU (SMQ) | (L-UL DIFIRO 3 FFHDL L 2 D7 SMQ IZ531T D5,
T RO ZEM B L O (SMQ) | (B R D PT THEk)
TERIROZEM I L ONILAE (SMQ) | (B R PT THEak)
T2 AT R BHDVNTR G RO ZER B L OE (SMQ) | URIEHRED PT THEM)

LU FIOR$ X912, CIOMS-WG 255t #i L7z 7 SMQ DA FRITIA SMQ F5|FED A FrbiT 2> T
I/ \50

CIOMS-WG (& A3E
SMQ ZER B LU, BIRME, B RN, JEAFERAY | ZERBL UL (SMQ)
SMQ ZEfe B LN MmAR, BRI A RO ZER B L O (SMQ)
SMQ FE B L ONMmAR, ERRMED A RO ZER B L O (SMQ)
SMQ ZEFE B L O, FERE A& A 7 R HHTIRA RO FER B IO (SMQ)

% 2-2 EZRBIUMER (SMQ) iZBi3 5 CIOMS-WG (&L SMQ F5|&LDBFRER
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-[7 SMQJIE CIOMS CEIZFEER SN BT 7N —7 [ITHY T HFETH D,

SERRIE B L OUMARIE BT 2T X CTOMFEL R K T 5720, 20 SMQ O~ SMQ Z#lAf
DREAZENMETHLHEE 2 LD,

[ R L8 PR (SMQ) J [Z8 BEA(T; [k if %% 7 (Cerebrovascular disorders) (SMQ) 11,
M4 2 (Vasculitis) (SMQ) J B X O ket F#AR % (Thrombophlebitis) (SMQ) JIZ DWW ThE
7B BIZANDRETHD,

H:N—Tar 14.0 ITBWTTIE XA 7 KB WITIRE B O %R I L UMM (Embolic and
thrombotic events, vessel type unspecified and mixed arterial and venous) (SMQ) | 1%, %%
W SR FHEED B 3 iR IE IES Tz, AT, 200 SMQIZIZIRIBHEED 035 FAu T
77

2.27.4 REDOEMERBFEROFRNCETIER
[FEfR B L ONRE (SMQ) 11T ERHEEEZS D SMQ THY | St FHZED 2 aFio, LT -> T, Pl dz
IR ZRIZRICAE el 72D, 5EMIE 1.5.21 #5352,

2.27.5 IEZRBLUME (SMQ) |DSEEE AR

* Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A. 1st Edition ©
2000 Oxford University Press
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2.28 17 ER Tk % i #¢ (Eosinophilic pneumonia) (SMQ) |
(2009 4 3 A EERYY—2X)

2281 EH

T BRERTE 28 ORI E, IIEFEE/2IXME L HDWIEZ O 5 IR ER DO ERA RO ONDHZET

&%, A I FEERFENIE S 2RO DD,

AL FRLO@Y THD,

—  JRYYRE (Rl BURUE)

—  EEFIEHIEIENNELE (B AR, 7 ==~ LT T 7)

- BRWA W adA)

- BHMERE W] T v —7 AN AIEGER)

—  TUAFR—MRE T ATV ASEIRE

P AEIT T RLOEY Th D,

—  RIHIMOGFERERIGINE (>450/uL) | A& SR YedHR (O ED0>5%) | E7o i I M4k

— W X AREig Lo (PIE Sl B ERR R L RSN D 2 b o D)

8 P A R A 2%

— JREARH, TLLF—FREEDND,

—  AEk, FEEN R E DA RO TR IR BT UIEFI D 50% 380 Tt B DB DV METEIE DT
DHHID,

— FEAEDEA . WIME AR R Z (g “photographic negative” EFREILD) AARFEEL
TROHLND,

SRR BRI B 2%

—  JREABZED, FE TERWHUROW AT 2 MR BUE R E B 2 HD,

— Uk, PR A, SRR, AR BT B L O 2 D TR B

L7 U IVIE RRE

—  FEREZRERIT IO DR CThH DO T, — M OB IR i FR 5 36 JOAM 47 F2 Bk

IAEZFED,
— R F A RURYYE , FrICRI R THDHEE ZLNDD AR E TERWIEN S
Uy,

2.28.2 AE /BrRoVEEYE
- G
—  PT T %F fig Bk ¥ fili % (Eosinophilic pneumonia) | . PT I Jiifi & % Bk 84 2 JiE (Pulmonary
eosinophilia) |, PTTI/7I//I/F1%E$(LoefﬂerS syndrome) |72 & D 4 R ERME T < 8 2 BaE 9

2R A7 HRE A PR R E 3 T D,
- FRARIHEEDOD fl‘ffﬁlﬂ’]fiﬁ?ﬁﬁﬂ PR TIERRVD, iR AR TEEZLNLPRBICE T
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HHGEE N R IO E 95 (B PTIHRE % (Alveolitis) 1 8 XY PT iz ¥ (Lung
infiltration) 1) ,

— BB R OEFRIEIRZ 7R 32 K R 2 e & 2 (PTHMERELFE (Hypoxia) J B8 LY
PT i #5 (Hyperventilation) |) ,

—  TVAVALNEDMGEER RIS IS FRRFRMEO @ 2 FEEO 5, PTIi% (Pneumonia) |
BLOPTI5AE (Myalgia) | & )R R &5,

— KRR MAFERERIZBIE 2 HFEDH S, [ HE (abnormal) | 25 2o JHFE (51 : PT I 4f Fe Bk 5
(Eosinophil count abnormal) |)

Brak:

—  JEYMIE . BRHEIE L aA AR — U AB I OMIMIZBE 5T X TOHFE

— RO IERE RG22 85 3o LOYEIR B 92 M55 (51 - PT %0k (Cough) | . PT IR [A] 5
(Dyspnoea) )

— LIS OEAL D AT L ER YRR ST BE 32 HEE (f: PT T aFER Bk M5 552 (Eosinophilic colitis) |
PT I 4FFEERME L% 2% (Eosinophilic myocarditis) |)

—  KIHMAFERERICBE T 5 HEEDS S TIEH (normal) | & & To F&E (41 : PT 47 e BRBOE 3
(Eosinophil count normal) J)

— R MAFERER B E T2 HEEDHY L | (EffizE & Eb eV RE (1 : PT i 2 Bk %% (Eosinophil
count) |)

- HAERICBET o HEE

—  BMEREELZ R NG

—  WOREE E TR AR R

oyl

1 2 TR O FERE A0 FFE. PTIi2¢ (Pneumonia) | 35 X O PT I #% AlJA (Myalgia) | & ) fﬂi*ﬁ»ﬁ
T 5, TNV RLEFHETIZRBR R Z T T 55513, ZRoOHEEEIER I U4’XJ7£*
FAEIEDLID BATILERHHEE ZHND,

2.28.3 7/VIYX A
AR ERPENT 2 (SMQ) 1 T REICZOE R E 1D,
ﬁ?%ﬁzmm%%frﬁ“ﬁﬂﬁ’a PT & & {e el sk (172 —A)
PRI SR FHRE IR SR I RE 2 BN U 72 B 3R, I sk FRBIE N ReD 2 fEo A7) —I257
S5,
— BTV —B: AFEEERIEINE FHGE
— ATV —C:HiRERTEEZLNDHEBLIOR - >OIEHE A GE (PTIifi% (Pneumonia) |
& PTI45 P9R (Myalgia) |
RRBORE R, S OTZ DRI T REEFNL, hTIV—AGREK) O PT 22—l E&ETER], £20%
IR AFED ATV —B BLO C @ PT D PT 24—l L& TER, +--72bb A £7213(B
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81



Introductory Guide for Standardised MedDRA Queries (SMQ)

BLOC)DIEGILEZDND,

2.28.4 BBEDOERMLBREREROTFRNCETHER
[ ERERPERT 2 (SMQ) 1B 38 L IRIBR 3R I % C, 7T VR LEFF> SMQ Thd, 207 /L=
VR NTIEIEIRFR FREOTE 4 O X5y O AE DOE CTHRGET DIEREFETHIEORE 20 LSE 5,
ZOTNAVZNILL TR T IO EBZE DT AL L THM T 2L TED,
AN, KR ET D SMQ OBl /R 5 TRE Mt T DIEBI 2R 35 (1.5.2.1 Z )
RERB O T, VT T =T % H BRER SAVISE G2 385 3572 DIZ T VT Y X LI LD A
B EMT D, BBRHERDDIRVEF DG EIZT VAV AL E =27 VAFLCHE A 528
T&D, [HFERERVERIZR (SMQ) |OT VAV ALE, 7TV —A or (B7=V—B and 772V —C)
Tho, TNAVZALNTIEIRSNIIEFNIV AL T )T 520 TED,

2.28.5 THFEEERMEATR (SMQ) | DSEEEY AL
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=eosinophilic+tpneumonias&searchtype=1&rootlD=12837&gobacklink=1&d
rug=1
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2.29 I 84k 5} BRFE 1% B¥ (Extrapyramidal syndrome) (SMQ) ]

(2007 4£ 3 HIEERUV—X)

2291 ©F

o ERAFERIEOEIEE L, LARRSETZIIR SRR EEH DT R PER S S B AR HL
HOREEA T HHH, fraV AEEEE, —HOPEIE BT 72 2B TR AT
BHZENBHD,

==X
JASE=

s BERSM KRB R DI A FI IR REE F 2o TR ZS D EEERED FEE Th D,
BN T A BRI T R | F2i3, WEEE MRS OIERE B 52E0 D5,

HENFRMNSN—F V= AL  DANST  THIYT | BEOERMED A 27 BN, B
T AEERAT RI%, 20 SMQ & FNAE & TH D,
H7 SMQ D55

THLVT HEHEEDRIO [ RANEN | VEHEEORSOMBEAEE, F2id, £ O T5,
DAFRYT (BRMD AT RO T G Te) - AR, 5. BRLORHRICIL AL AHE
EVEOTERSIRT T = AR S, SHET, 250, BLOVEROT 7 h—BRREED F/2 AL
ENDD,

PAR=T A ORI E TR BB THY B E T EROREELTZHTHO T,
) —8 | fEF . B0 R R, MEE-EER S AR =T 25T, B L OMARE D AR
=T EE T,

IN=F Y APFRERR RIS —F Y IR EAMBLAN R — THVRF D L ER R, B X
ONEBERRIR O =k, Z DD/ N— 2 AR IE, F iR GRIZZREE) | WEHE 7y
WITTHE, K7EAL, SIEFOAAT INFIE, FEF AR, BLOERE KT 25,

2.29.2 GE /BRI ENE

&)

&

B MERB L OERZE Lo R —F VR B L O —F Y = X AT 5 158

PR—=F U R B LR MRS, TRBMES AR=T (] RISH) | SE55 B 0O JEB) FE 2 (1] : 3
MWD AXRUT) | BLOT B VT 728 OZOMOTERED SRS

R B R A R R o I EE

BE DA

PTIHE#E (Tremor) |17 =— X1 7 ANCE T DI AR | B ZRILIZN, 7o2—X [T ANIE
T DB RO O KEB 2 T DM 138528030, Z0 PT 1220 SMQ O H7ED
YAMZFEES T,

PTTR &4 (Blepharospasm) | 1ZH~7 SMQITAR=7 (SMQ) [IZEEZILTNDH, 20D
PTIIRMEIE % (Blepharospasm) ] SMQ &f%iZxt3 24 HMEIZBEL TE T AME R b0 —
XTI N—T N Tl b o7, 16T, V=X 77 ) —F 32O R EHFEOA AR
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THL—PF—DIAANERDHTND,
B4
TTMEAZ B
BRI
- BRRIEEAME
- wFR-Tat T CRR/ MK ZEYEE 3 7))
— PR HE R E R
- hy—LyhESEH

&-_#

5

—  FEHEASMES B SR O YRR (RIEME IR, /ERER, SHRTIRER)

— PTIB#Hia% (Excessive eye blinking) |

—  PTITFR:E IEARREIEWERE (Restless legs syndrome) |

—  PTI3A4h=—(Myotonia) |
—  PTIF:R % (Dyspnoea) |

— AR ST S (B PTTRENME T (Foetal hypokinesia) |

2.29.3 @t
SRS IE R
(20000095)
THIIT DA RIT CAN=T IR RS
(20000096) (20000097) (20000098) (20000099)

2-8 HEASMEIEBRE (SMQ) DFEJEHEE

2.29.4 BREDOEMERBEREROTFHANCE TR

[HERAMIRE W (SMQ) NP L OVRIHR R HFEZ R SRS E G D SMQ Thd, MG+
O_}:uﬁ’*i 20D SMQ ORI PRIIS S ORI 56 IRl THE BRS AU JE S 1 2 772720y SMQ O F]

WZHRIL WA (1.65.2.1 2R), BN EO SMQ OF|H

f;@ﬁmf%éo

2.29.5 TEEAEHNBIEBRE (SMQ) | DB EEE X
Stedman’s Medical Dictionary, 27th edition, 2000
Harrison’s Principles of Internal Medicine, 14th edition, 1998, p 2356 — 63

I TR D SMQ O HEA s ST 5L
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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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2.30TMESNRE GES. AL LU EAAHEREL)
(Extravasation events (injections, infusions and implants)) (SMQ) |

(2007 4£ 9 HIERVV—X)

2.30.1 EH

FEIRN I G S ST ) O S SR X TR A EIEARE D 2 & D &5 /[FT & FHE Th D,

—  WALEIRZ O ZENH D,

- WLODOR (B : DD FRIEAD 1T, MAREIEE B O LV EERBEIEL O LD
B,

RDIHRGEITE IS,

—  TEREBALTAL O F k% BE R

—  JESHALEAL O FRIRPAZE

M8 MR A FIZIE, MK 3 X DO RIE D I AE 32D NEE OO JEBERE~DO R H & 5

WIERBLE L CERSND,

— K SMQ @ HATIX, TIESMRH X, T VAR — (FES, 2 H72E) HDWITERBICBEf%
THEPHEICBER T2,

— SN O%EIED rTREMEZ & To,

— R ALBE R L OMEAR DS MR A I Bl E S AL D,

2.30.2 GE BRIVERE
A
— TN =i BICBIT 5 MM ) 2080 &6
—  PThi&H (Extravasation) |
‘PTG 1L, 2072 2389 7 V) ) — kg L I BILR T 5 (SOCT & [ HE B LU 5- /P
FRIEIIZD) o
SRR ZETOT AMERIZESW T, SFRFHIOBRBRZITV, BE N Y R ESNT,
—  VERLEAVHUASL BT =TV MAE RIS LOEREL 2D FEE CRERS  VRIE, IR AR,
T, BEAE I L ONET A G DS TV HEE
YA G DR ZEE 2 O HFED ., R SMQ OFEFHIZ K322 M PEIZ IS T, & IcsI
ncaEIh,
AR SMQ DFFRD AT F L AZHONT, Nl F #5121 PT 13 A SMQ OERICAEET
L EITEESEHIEN KD,
P HINLOPEEIR B L URLBEDO 7= D FHFE (LL T DiESRIR)

FRAk
—  PTlin i Hi (Extravasation blood) | 31O PTT &2 (Extravasation of urine) |

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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—  PTI&AI K (Contrast media reaction) |

— PTG AR IZ I DRk~ 7= 1% (Wrong technique in product usage process) |

- PTI&& %~ (Systemic leakage) |

—  DEISERAL HEE (LA T oS M)

— PTF‘(i%#ﬁBMJiﬁS(Injectlon site reaction) | 35 X ONVEDALIE & D HEM s | (1] PTTAEAES
AL (Infusion site reaction) |) | ZAIVBIXFERF A THDHT20D

T B O SALBE, A MR OSER Th D (BE, K SMQ IZEE S TWD) 23, E
SN2 EB L INH D, TNHOHFEIL, 2— T 47 FIEICL->TUL FFED T —F X —2X
TITONTCODIVEHOEF R R T HIEn DD, ZOZEIE, A SMQ ZFI AT 2B/ EL
TEIRETHD,

B TG RENE ., ERVY— AT O T AMIB W TEAEOF 2R LU T, — I
I, AR SMQ O#EIFHICE HHIEITE Y TN EE 2BV TND, MedDRA ——H—(%, HLC
DT —ZZHEADWT, MAEINR T 2 F 27— R T 5L TR G507 FFEDME DI, 4
FHAREDR LR OLL TR E SN TWANEINEBETHIETHD,

HERAEE LLT A7 —7 VA BHE (Catheter related complication) | 73 5B IR ST E B 2 %)
RICEDDHLEBR T RETHD, ZOMFEIBIEZD SMQIZEEND PT (2T 7L TV
WS, BEE T DIE R L2015 AR DD,

2.30.3 MEDEMERBEE RO FHNCETIER
N A GRS FEAB IO IALEAL) (SMQ) J iF i 58 &Il 38 25 2. TV D,
1521 2B W358,

FE

=111}

2.30.4 TIESNRH . BABIUEDIAZIA) (SMQ) | DB EBERY AR
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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2.31 T &£ GERERESE (Fertility disorders) (SMQ) |
(2011 4£ 9 A EERXVY—X)

2311 EH
MEAREF AV Oy 7 (SMQ) OB HIC CIOMS SMQ WG [ MAFEAEREE | 13L~L 1 O
SMQ IZHEBXEHRETHHLFAEL,
AGLE -
— 1 ERBETE LW TR B E R DALIRL 20 URKNZ D)0 5 T)
—  FAEEFEERO RO 15% B REELTND
—  ZLOLMEO HED G S ER D —>
FILFENE B M MO MO ER B 5L TR, itEDOREIIZNZ 1 35% ThDH
— B LMD ER OMAB DL D RIEDOE AT 20% Thd
— &V 10%DFHRIEIRHTHD
— BB FI IR AE R 2R A IE R A OFE BT IEH TH 5 M ESNDIFIN T
— R LUNEEMEAE B o RERE E
—  JRFEOE N
—  HIREL DR
Pk, ZERE R FINT FERBIR T O KAPAIEIE DR R THLEHB 20 Livzen
FEE D ATE BRI B AIERE DY A | ZBH# 35
— BREERBIO BEMER
— a7 E IO R B T D E AR

— WEOEH)
—  REOZAFEIC LA AR E D E -3
— ik

AGESE DFE B B3 HHEA L

—  PUEERE VR AT IR, s0T LT T VE)
—  HUEEHIBLOATaAREIOO A

- KrEOHAEWE

— R ZTUAR

- Z0fh

2.31.2 4F /BrRoVEYE
A
—  EERE R REZ RS 29 RIS B2 R (B PT TR 5P i 5% 24 (Premature follicular
ripening) |)
—  EFHREIC BT D AE B 92 EE (B : PTTHASN K (In vitro fertilisation) 1)
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— EGEREREICBIE S oA (R E) ICB 2 HEE (B PT UK 2082 (Sperm  count
decreased) |)

B4

— AGEEEICE Y
disorder) |)

- REERTORROBEICE T ME W PTI V7107 =2 —JEB R (Klinefelter's
syndrome) |) £721% A EBE A HVZIL VR REICBI 32 HFE (6] PT T ERS B
(Anorchism) |)

i

I

P b 2 D PERRE N 2B MR (B : PTTYE'R — &% (Libido

M RER 2D FESL EBOT — 2 e+ Ha—V — %, BT 51T AET T MedDRA
FREIX > HLGT, 472 b HLGTIMEREE B L OWER — MRS | 3 0N HLGT MR e X
OVEFERERE 2 | | ZINE S TOD Z S I B ST,

2.31.3 TAFEREREE (SMQ) | DB ER R R
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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2.320HEEDIEFRARES JUHERE

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

2.321

(2007 £ 9 HIEERVV—X)

B

AR SMQ D= —/uid, — O LE OIFr SRR E 2R, BT 52 THD,

UIFUIE AN IR 92 J8 10 AR (B L Wit YRR B B Rl iR &, T,
) &R ST
RIENDEGICELIHEE ~#EHSND

K SMQ TiE, [FERFRME 12 D5EIE, ZEORED RO DB IRDIREZ EHRT D

2.32.2 AE /BrRoVEEYE

aE

—  HEEOHHPDER S B 5 IR R B RE IR AE

—  {HILE DH DD/ BEE 2 e F A ST M %

— ML DHHDDE ST B D IR RAHERE R R D1

— KSR ONS A B DR E

—  SOCTEwKRIEA 176D HFE

—  SOCHIEHB LUWRHLE ) 250 FIFE

R4t

—  OPERSERE D A HERE A b DV IR IE RS

—  STHNZ KSERSNIIRR 2 CH O RIEMH DU I RERE F O R RE (1] PTI /—
J% (Crohn's disease) | . PTI{& 5 K%< (Colitis ulcerative) | i3 & SN0 (BL FOiES
)

- JRYPEE IR

T SOICREHIZRIR BT SV TRFE T 5720121F, RO SMQ 2B B 9528 TED, [BMERER
(SMQ) |, ITHEE D 2L, 5. HidHD WX (SMQ) |, BE OB KIG % (SM
Q)

7 T2 T 3651 (Laxative abuse) |34 4] PT ELC, 97 SMQITE{LE O IR BAKERERE (S

MQ) | OISR HFE T o778, /3—a2 10.1 T PTI3E4ELH (Drug abuse) 1O N2 LLT
2K PP &7z, 73— 20.0 © PTIEEYELH (Drug abuse) |1#T A PTEE 35 f FH O
F (Drug use disorder) | D FAZIZ k&SI, PTTEZE M OFEE (Drug use disorder) |
X, VR O IER RAOMSHERE E (SMQ) 1 ITIZH FVR RN TIZRWEB 2 DTz, (6> T,
B T EEELIBTE CIE I EE O IR A RERE E (SMQ) J O —ETIEZeuy, b L, FIHE
DR T FEEL DSEGI O R A A R 37226 LLTTRE F3EELT (Laxative abuse) | %
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2—P—DRBRUITIZHZEL KD,
HE:CIOMS-WG OA VT /L CETIE, Y7 SMQITE(LE OFEFRE BMEAEIR (symptom) BLOVE
7 (SMQ) 11, [THLE O FEFREEMEE S (symtpmatology) 38 X ONAE 14 (SMQ) | T

HoT,
2.32.3 HEtEsE
AL D IR A AIE 36 LUK ERR =
(20000137)
HEALE O IR BRI RIE TEALAE D IR A RERR & AL O FER BAPEIR B L O
(20000138) (20000139) (20000140)

B 29 HLEDOIHRERORERS L UHERE (SMQ) DREERE

2.32.4 BRBEDOEMEMBRERDOTFRNCEE§HER
MHALAE O IERE A RIE I L OB RE R & (SMQ) 1 13 8sc 6 L OVA i 5% H ER 2+ D 8 i & o
SMQ Thd, B EE RO ELIAMNE, 200 SMQ OF Ik ks L OVA IR 5 AR5 TR S U
JEREE AR/ SMQ OFHIZEELIL TA (1.5.2.1 Z2), EALFERE O SMQ OF I FALFERE O
SMQ O HFEERE BT HIETIHIMTED,

2.32.5 {H{b& DI EERMERERBIUEERE (SMQ) | DS Z &Y R

Harrison's Principles of Internal Medicine, 16th Edition

Medline database
The Merck Manual

Dorland’s illustrated medical dictionary
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2.330HIEEDRA, B, HidH 5L EEAE
(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) |

(2007 £ 9 HIEERVV—X)

2.33.1 EH
TH b 22 £L
L AREEEEL LRI DITAHDVIIERE . WiRE EiEL CHiskZ 1L
HILEZIL - BIBEOTXTORETOEIL
MBS TRV (BB —  MERREE I CE AR L T D,
SN TS (WENE) — KB WVIILORIF I I TS CD,
RIS MEDH DT ONFEANEIEER L > TR D T B D,
CREPE| MEREREE, R B L O LR LTI SN,
—  WEESICORWEILIL, IEENOWEEEN A KO TE D (BRE O SIALAEEIR X M5 H) ,
15
- WEOLVTHEME T D RO Kb\ TR
—  RIEVEEEARR OB IO RS D,
THALAE i
— il — B DT W T I DO IR O H
— M EEHL - B OV ILDEALAY N0 LR
TH1L & PHZE
— [PAZE — WWCE LITEEEDITH . HDOWITEEES TODIRTL, KR
— HEEPHZE - WLE A O @R EE

g‘ﬁ&

2.33.2 @& /BRAVEYE

naE

— WHIEEOWT O BIT DI T2 HEE

— LB OWT OB DIEEICRE T2 HEE

—  HILEOWT O ERALIZ BT AR E IS LU B T2 58 BB LA L b AR

- HIEBEOWT IO ATAIZIT D MRS 32 H5E

— AL G, I BRI D ER R KO W IR R R A O D O FHGE
R B W B IR AR BRE . WR B L OB E D55 7 v — 7 O FIFEIL, S A4
DT —HRX—=ZATOTAMERTINGO HFENZ SIEF 2R E T 2DIZHH ThoTalz

HEHEZITNAD,

54\

—  EMRGAE S OHECE AT A R

—  BRREREEICRE 5 HGE
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—  APEEEEREE I BR T D HEE (o — Y —1%, T AR S (SMQ) 2B E T & ThD)
- ERMEREEICET D MEE

3 —a16.0 DLanicix, TE LB 021, B85, HiwbAUWNIEIZE (SMQ) | O HREITIAH A
=T DIHThHolz, N—Var 16.1 TiL, [THEEOZRIL, 5. HiLdH D W iZFAZE (SMQ) 112
GENDHFEL., I AT — T FI I AT — T DN NN FESN TV D,

N —var 13.0 TZONEBE DL, G5, Hifld oW EZE (SMQ) O LD FRet~
SMQ (AT 28 FHFE D O R DRI 58 I RE D A DRERUITZE HS 47z,
HEE O (SMQ)
HbE OPAZE (SMQ)
THLE D2 AL (SMQ)
THbE ORI (SMQ)

2.33.3 HEtEsE

THAAE 2R AL, TS, Hi DU I PAZE

(20000103)
VL& DL, {EE. MidhaV NI L e e F A ey . .
DEAZE DI ) %)
512\ \C DI BRI B, L AL DPAZE HLE DIBIE HALE DZ AL THALE O i
(20000104) (20000105) (20000106) (20000107) (20000108)

2-10 HLBEOZRIL, BE. HiLHDWiXAZE (SMQ) DR E#EE

H7 SMQIHLE D2, 1. DV NEPAZEIZ DWW CO IR RIIFT R, AL E (SMQ) 11,
CIOMS-WG AV /v 3cE T, M, WRHBLUYME T4 (SMQ) J £ L CREHE S TS,
HLE DAL EE, HibDWIIAZEICET 53T X TOr —REMRFETH20I2iE, T3 TOH
7 SMQ Z AL A G o CIRIBIR SR A TH ZE DB/ 5750 ARV, SHITINA T, T 1 g
E(SMQ) HZDOWTHEE T RETHD,

2.33.4 REDOEMERBEROFRNCETIER
ML DZFL, 8. HIHDWIEEAZE (SMQ) |13kl il R 2 FF OB B & o SMQ ThHod,
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MRS S 2RO Z ELIAME. 20 SMQ OF|H 1383 L OVA T 38 H 58 CHERR S IR B i s & R
720y SMQ OFHIZHEERIL TvE (1.5.2.1 ) . EALBEE O SMQ OF| X FALpEE o SMQ o 38
HEOTHIETEMTES,

2.33.5 THLEDOZIL, B, HiLdHDVIFZE(SMQ) |02 EZEY Xk
Reporting Adverse Drug Reactions - Definitions of terms and criteria for their use. Council
for International Organizations of Medical Sciences (CIOMS); 1999
Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

94



Introductory Guide for Standardised MedDRA Queries (SMQ)

24T REFENBRDEETERRE

(Generalised convulsive seizures following immunisation) (SMQ) |

(2012 £ 9 HIEERVV—X)

2341 EBH
*  The Brighton Collaboration ™ AEFI(Adverse Event Following Immunization; faZiLiE#% A &
G LU TORH R RAEIEG O EFRIHE - Tl REABER O2H B RIE(SMQ) | IXaEL
EERDHEFR THILIDIIRIAT DFAEDIEAEIT T DI DIZBAFE ST,
[RAE NI E O BB TTEIC LD = o — a0 D B 72 B CTh D, LT D72V —nEEns:
— BB EAEANS . BAMERE ST ITBRRMEFAE)
- BHRE
BHFEEITRO I SIS
- WiSEAE
—  GRIEVEFREAE
— TR
—  GREMERAMEIEAE
- IArn=—%(E
- RERFELE
FARITIR O EH
—  ZEREHY ANBEE O I
- FRREE
—  HEREERE R
- ITENRE
— Bk EEITERIE A
B RAFFEAE BB TR R L S DRSS
The Brighton Collaboration @ AEFI(Adverse Event Following Immunization; 04L& % A &
HG) LL TORH KAEFRVEREFI O E & T, EZWOL L ZLLFDIDIZFLIRL T D:
- REZWrDOL~L 1
- RIBEHIR BRI B LT
R FEAE, TREMERAE, MAPERSAE, TRIEME R AER AR, E72I 3 ) E B
- fREZWrOL~L 2
ERTH R DOIRERB LY
R FEAE, TREMERAE, MAPERSE, TRIEME R ER AR, E721 3 ) E B
- fREZMroOL~L 3
ERTH R DOIRERB LY
- D4 By B
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2.34.2 OE /BRI ENE

)

&

RHEBRNESAT DL ERT DG, FIZ DI FEREa—T 1 7T 5 H
AL ATREMED B2 HEE (B : PT T E9E 4 (Clonic convulsion) |)

A2 By A A O RS 72 U OE IR O BB CREICE TR L ~L ds JOVR By il dh e | - B 9
2 HEE (1] : PT o e i A E ) (Tonic clonic movements) |)

The Brighton Collaboration (BC)IZI51} 5 2 FEAERED ERSCEMEICE KT HERO AGE

54

T

Bk R T H D02 H EE B E D72 W TANA DA T O FGE (B : PTI/NEIETANA
(Petit mal epilepsy) |)

R RG2S HENL L CEY AEFI EIZBEED 72N CTADA DX AT O FFE (B : PT AR EIE ARRHE X
Fru=—"TAMAJERERE (Myoclonic epilepsy and ragged-red fibres) |)

B AR AEIC B A ER IR B A & AL iE oD HRE (61 : PTTKE %5 (Electroencephalogram
abnormal) |, ABRIDIRALL, BC D IE #7360 ALIE % D 4 By I FE A E 1 0 ELRF# Ciz
WL UATUITIRE D S <EDFRRIRIZ LD, £, ik (EEG) D KO BRI XIEE AL
AATRET, FEMESN /2L THEEIR N EHE TH L O THD (EEG DOIEAERI RN 33T DI
135 40%)

TNTVZAL%H T2 SMQI iz iLiE % D4 5 &3 {F (Generalised convulsive seizures
following immunisation) | 7 AMNEFIZLY | 7 AR g &L T Bt o 13K 5 I Z B fR
9% PT HEENZO SMQ HHIBRSNZZE0D, A SMQ ZEEH ML ICHE A 5281588 Tik
BRNEEZBND,

2.34.3 T/IYX A
A SMQ % FREDOEMFEOT VTV R Dl L CRBESITIERIZFEIL B 2 — D% 535,
AT A=A G T D eEE & TE]
DN
TV —B BT D EEE & TefE (B ~ L B L OO ESR) B3I O T3)—C OH

 GEEh B &5 KA OB o H5E

2.34.4 TSBRILBROEHRBIEIE(SMQ) | OSERHY AL

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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2.35 #PJfE (Glaucoma) (SMQ) |
(2008 4= 3 A IERYV—X)
2.351 EH
© IRNEOHEINTREST T ONDIRE RO 7 LV —7F
AR FLIA DI A 3o L O 20 8 R 82 A2 U %
FHIOWEHRIZ LV EE ORI FEEDDWTH T ERITPS ZENTES
TR ODEAT
—  PAZEMEAA RRPNEE : AR PN 0D BRI I O Wy BRI P
AR K OEREICEDIERORNIED F5H-, (AR O R E &0 ) 8 R 3 B TR A
T5
AP SER RN NI BEE LR AET DL HD
— BB AN PR AT AT S QR W, 1B BEE ITEIRZR ISR AETHIEND

)
FENBETRBZ
BRI AR MR 285 BB CIBME DTN . Z5 0, W ~OFRE K, KTV DO EDLV Dl
WEEND
fthod A~

—  EE @WK T) EORENRE : IRNE _EF S EF SN TH THIRMRAERESND
—  NREIERNEE  FhT, JIR L NERHDWTEFREIIIRIE TS
- BRRB A RN IR T 5 REIOIEREEI ZEIRTEA L7
JEFR LI WERIICED
BIEMETHLEZEZ LTINS
— R RVERRNEE Gl E TR T ISR 20, —FURNICRIET 524055
I ITIEIR RS M, A EOIRE N & ED
-BIRIZZL RIRH DV RIZEET S
- ZRMERRNEE  IROHESERIEEICIDIRNE LA
BRAME DN D AR REN R R L 72 D 28038 %
TR DR A RIS, IRNEDIR T2 B
TEPIBE DR A
—  CKENCHITDHH 10 FHIORENETZ0EY —~ 1 O GLCIA B FOLERIZ LS (CoBIE T
DEMPIRIEZFIEIL QOB EHEESLTND)
—  RANE B SR, AFERE S NEs )N Rt A IS5
T IUHZT A NTIB B LN IEEIIE T DR E
W D B AR A FENIEILT 7V 2T AN, T A EMA DB TIXRHADRE L7052
EDHY, FAANLD 6 05 8 fFm<, LIZUITHETHEITD
— IRANED BRI, BEAROELEDEMNGDNNTEKOIEHOE FOWT L RIRE/RD, E )
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R DG E L7222

IEHIRFE ORI FREH DR 255 13O ER 3 FE 5L THD008 L, Fiz, iR

JETHHMRAGHFLRIELL2WEELHD

*EOROFERELTIE, HEZRIRIE . B . JCICPOS LR, IRFEM, FEHL, rh, Wan,
fER . IRERZEHID B %

2.35.2 g /BRI ENE

)

543

HLGT s R L O ARIEAE | O FALO$ =T PT

I J OB I B35 HTE

B OFEIZ B2 I E

P 58 HIRE  i2 W A B SR BRI RS Reds L OTBIIEIC B 2 R I3k P RIS
e FEH)CTIAREICBRE T 202D

SIS SR 5 - B AR R, F6 KON R R AR ARG SR TRk D 21 ZRp SR TR 3,
FIREVEDHDIER & R E T D fiEZ D SO

B MO KB O M GEZ G T e RYEo EE (61 PT AT 20 B AN 2E 5 7 (Anterior
chamber cleavage syndrome) |, PTI 774 —7 ¢ UJE#E (Prader-Willi syndrome) |)
SOCEARRA | D HFET, I WO IREFHIB LORERZRL O HEE

fErR A0 HFE

HE ELAO Z R MERENIEO R IR B4 HEE (B A28 . 7 KOS . FINEE ., (L5
FOWELHIIRME)

SRR | M, L2 B2 R (R 5)

20 SMQIZIRREE ICEIL TR ENZ—H D SMQ O—D>Tdh D, TXTH SMQ 23 PRI S 7=
(2%, R E MR 2T HAOETANEICED . B SMQ OFI ., HDHWETTH SMQ By D
RIS ALBLE 22 D705 LAV,

2.35.3 MEDEMERBEE RO FRNCETIER
FEENEE (SMQ) J I3 Slsiis 38 & IR SR 2 2 CVD, aEflllX 1.5.2.1 223528,

2.35.4 [N (SMQ) |OBEBREIIAL
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
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http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004
http://www.nIm.nih.gov/medlineplus/ency/article/001620.htm#Definition.

e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last updated
December 1, 2005

www.emedicine.com/oph/topic141.htm.
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2.36 5> -/ \L—EIEEE (Guillain—Barre syndrome) (SMQ) ]
(2007 4 9 HIERVY—X)

2.36.1 E#H
RTL e S L — IR (GBS) 1, FafE AN 1E T ANED SR PE LB ME 2 J6 #hi b5 % (AIDP) T
%,
FEMWRIT, BH . EREHOIIEE ~DT AN RABH DTV AT TR~ [ o0 B XTI EL
ERAR

D BEAF B TIEDHDFEDT 7 F RN SN TND,

YU T DEEOGIEIS BN, 257, 2T MaE (AIDP £725) B2\ N Xl ZR 5 (A Ok
) 2 G o PRI L A2 2 RS E I Z T D T A,

GBS (%, % IROFHEEA T,

— LRI L EOF R @ IR EE TS,

— ORI

— BRI ORI A PED 7R\ WK (CSF) A B

ZOMDOFHEIZITIR DI DORHY 25,

—  IEEMRRR B L OETE RO -

— BRSO OB 5

—  BiBEIZ oW TOES AT AAFEL

BRI GBS I3, FRsfE] ~% B CHBIAYIC UL | I, 4 LA =58 0 s ST

O

o

%%‘@fﬁvﬁ W FE L EEE LT D0 T 25 81213, B IERAEVEBLRENE 2 FE fhik
% (CIDP) LLTHiSD, CIDP L TOHRFEEIT@H 2 - H LINICTERUZET D,

2.36.2 AE /BrRAVEEYE
)

—  PTIXZ L —JEfRE (Guillain-Barre syndrome) |, GBS D7 # A7 sns ik (PTIR
F— 7 v —JEWRE (Miller Fisher syndrome) |) 5508 GBS & [AlERE (5] : PT MM E
ML BE M £ B R = = — 1 Y F — ( Chronic inflammatory demyelinating
polyradiculoneuropathy) |)

— FRE B IO EEE O HEE (G KM FEXERRMEH FE A RS, B PT TR 4 7 ki
(Hemiparesis) |)

— WO IE T B IO E %% HAE (PTIEEK T (Hypotonia) . PTI /5 J1{E F
(Muscular weakness) | 33508 PTT /7 JiE (Asthenia) |)

— BT AR R KOG K B (1] : PT T %6 (Demyelination) | 35 O PT [ i A i 3=
(Radiculopathy) |

)
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—  PRERMEDUE I LOMER (5] PTT R AHH K (Areflexia) 1 38 L O PTIE AT O K 40 (Loss of
proprioception) |

— R RS I ONEBREE (1] PT M % 2 JE SO (Extensor plantar response) |, PTE R EE)
[+ (Sensorimotor disorder) |)

— GBS ZWra i 2R A RE (PTICSF 2 H#E/1 (CSF protein increased) |, 33X
PT I8 X 2% (Electromyogram abnormal) |)

—  JERMEICETHHGE
— MG R I OHEREEE (B PTI RS #H# 485 (Peripheral nerve injury) J)
—  RFOEIRE EE (4] PTI5%9% (Back pain) )

— RSB RS A BRI R
— MR TR IO A (PTIRRY #4125 (Biopsy peripheral nerve
abnormal) ] #F&<)

— GBS D4 (] :PTI 52~ 7 =L % (Plasmapheresis) |)

2.36.3 7/LIYRX A

R ETDIEFNTT VTV A L% VR THIR R FTRE T D, CIOMS-WG DBRFETF— AL TIEBA
FEOMWPETWLONDT NNAY X LZFRITUIZN, FHENTZL DIIELNR D T2, DR RE
LC, 22— =2 ft&ind ASCIl 77 A ZIET VI I R AT A 7TV — T & EN T
Vo LLARAS | JRIR SR CREDIEFI DR BESND A REMEDH 55 GIIZT VTV A L% i
WAHZERHHTHLINH LR, 20 SMQ O 7 VI VX AR BB Z D2 — % — X
CoOMS # U ¥ F v X FHF &% & W + 2 2 &L 2 @ v b h 5
(https://www.meddra.org/standardised-meddra-queries =), CIOMS 4V ) /L SCEIZIX
TN LB T 25EME R E T IV —RBIO FHFEV AR LR STV,
CIOMS-WG [ZT7 VAV A LZEE T HZENREETH-T2IZH ST, MSSO IZ TRt LH7e
TAAYZLEE T HEEZ TR T 5I01RD T D,

JMO iE: EFED MSSO @ Website ~D7 72 Z1X MSSO O —4#—ID/PW 23 %LETH 5, JMO
DEKFIHFE L IMO D Website (2B ~DBIHESRF 2 AN AT T —) hHES
ATRETH D,

SOIZFEACIHA T _REIEFNT, LT OEEOWT N0 —DIZE BT DRI Th D,
AT AV—A ) DT=DIZVARS Iz PT /07K lb—2 DUV,
A7 2YV—B 9507 &b oD PT 28550 T I OIEF], HHIE,
T2V —B Mol —20 PT &, 73V —C 0350 7edb—20 PT #5350\ 3 e
DIEH
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J173Y)—B, C, D OZNE b, Db —20 PT OGN HLIES]

DO R 5 S EIBGR IS KOS VK T O L9572 FFE CE OB E DL FEDOHEFTIET VAU X
2 2B & ABH+1C TIXI /AR 03T d, ZO X7 IEAICIIRA ST iz Ak T 572, 1B+1C+1D
DT NAYZXLEZFIATHZE D HID,

AT AV —=ITRDINTE RS TND,

F 7Y —A (Bedik)

— GBS BXU GBS O 74 A7 Zo~d PTHEMESAEVEN 1422 F i == — 2/ 3F— (Chronic
inflammatory demyelinating polyradiculoneuropathy) |, PTI it 2 R =2 —n /X5 —
(Demyelinating polyneuropathy) |, PTI¥Z - S —JiEfE#f (Guillain-Barre syndrome) |,
BIOPTIRT— 7 v v—JE@RE (Miller Fisher syndrome) |

J1 72 —B (JAIR)

— BEBIUOBIHIYROT —F2X—20 L0 T ANIFE SN THSICEICL> TRITH S
X7 N—EGREB IO OB OFE (ANH | 77TV —A) IZOW Tl oo
FOMEIR, FrER7 22 A7 D WU 0 0 585 J6 KOV GRS 5 o, FAE O HIFEIE, U7 52
wOREREB L O s e — T — R T B,

7172V —C (JAIH)

— TAMIEDWT I FEICL > TEITHINF T - AN —ERRE B IO OfM IS
UNTIE T B DIVD T IR 36 K ORI A fiE

H73V—D (J35)

—  TANIESEENRE RO T 8E IEIRB LI OER R EE B LT S —E R
BILOZOHMZOWTALNDN, TANSNIZT —FN—ATIERRO bR > T {8e | fiE
KB LUK A E

2.36.4 MREDEMERBEERDOFHNCETHER
[T« NU—EERE (SMQ) IS8R 3R L IR 5B 2 2 CD, FEflIE 1.5.21 22 BT 528,

2.36.5 X7V - NL—EREEE (SMQ) |IOZEREHD R
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.
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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.

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

103



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.37 & MmfEE (kA MmEBk A fE (Haematopoietic cytopenias) (SMQ) |

(2005 £ 11 A IEERVYY—X)

2371 EBFE
© EERRESEICEEH I OO DBEEB IO K EHARICETIERS L, A SMQ
DEFDIEMEEL L THEHT 281X TE 20 o7,

ZNHOETIL, BARMER B L REOFRRE LN X BIS LT,
IO, WSO DO RIFEIREES DU MTEMEIRIEN G T D,

PR RVER M, BERERIERAE | BB H0H] . BRIERIDAE . F BRI AE 25 H BRI E | PLITLER
JAMEIZBE 9% CIOMS (282 R EF I L OME IR IAFAE T 503, T OO E FI T (ZHEHL
FTHILITTE R T,

ZHDEFRITIT M BRI ME DR RED I LOYER NG FhTud,
—EBILIERFEATHY . SMQ AR RICBWTH A ER THLEITE N2,

SHIZ, ZNHDEFEIZIZ MedDRA HREIZ LI TR W R R AR B O B e 72 & PH N & &
TN,

2.37.2 GE /BRI ENE

()

&

SHIIRPLENSRAY N o X SO RV 3

BN 0 i A s R KOS W 4

B B O MR B R AT Al 5

R E DLW 51k

SRR R VL D A ) B A A A (AR VD | &) RGBT Y 3R BB R B R MED 2 B
T oYW A FREIC T B D TR

JRISARFRIZIE, FrE D [ 5% (abnormal) | HEEA @&

17 RS SANONTEIN

HBEREAE S DT REAE 2 & DIEIFE 1L (S o0 FEEIIIEFF R ThDT20)
BRI ZBARYED (£ DT | FEHIFHEFEME T B iR AR

VAR I, AR M, 8RR Z MR M, BIOEIRIFERER M B35 HRE
ERERT BRE 1 X B DIMSZ L 72D SMQ E L CTHAE

JRRIELC, BBMEO RN EE B L OEMER BRI ST

o N—Tar 151 IZBWTC, flix OEEM T — 252 LA RBRICESE PTI~EZ o
i/ (Haemoglobin decreased) | & PTI~E2/ mt 55 (Haemoglobin abnormal) | D& )3,
[y 1. 5 5 2 L2 AR I ERRAME (SMQ) | O IRk 28 FHEED PT L GBSz, 2 Ho HEETE
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DOBHDIEFIZ R ETHZENTEDD, UIEUIEE ML E (2 LA AR ML ER B E & 1248 BER 7 R A 1
HEMRTADOTIHEESNIZV,

PE A=y 140 (ZBOT, T IR LS MBREAE (SMQ) 10 RO =504~ SMQ 04 F
12, ZB0 SMQ 28 ML AR O AR E Tl 2e Bk O PE A D FEEIZHZ K> QDI L2 IR 572
iz, T #1255 (haematopoietic) | LV WIREANBINSHLZ, #7 SMQ D2 FELL 0> i ki
DIE R L ONE M (SMQ) |04 B E THEESNT,

JED SMQ D4 FF MedDRA V14.0 (2RI 5H LV SMQ DA FR
2FELL Lo i BRIAME B X ONE MR (SMQ) | iE M FEEICED2FE 0L Eo i EkEAE (SMQ)
Cytopenia and haematopoietic disorders Haematopoieticcytopenias affecting more than
affecting more than one type of blood cell one type of blood cell (SMQ)

(SMQ)

M ERIBAE (SMQ) 18 I fE I LD AR L ER A IE (SMQ)
Erythropenia (SMQ) Haematopoietic erythropenia (SMQ)

H BRI AME (SMQ) I E LD A EREAE (SMQ)
Leukopenia (SMQ) Haematopoietic leucopenia (SMQ)

i/ MRECE (SMQ) TE IR LD i MR iE (SMQ)
Thrombocytopenia (SMQ) Haematopoietic thrombocytopenia (SMQ)

3% 2-3 V14.0 [T BITAE MEEIC LA MBRBAE (SMQ) D37 SMQ £ DETE

2.37.3 BEEEE
Y& I [ 5 | 2 A I BR D UE (SMQ)
(20000027)
i fEEIC L2 Eo I E LD AR EiFEEICEDH I = LA
1 EREAIE (SMQ) BRIEE (SMQ) 1 EREAIE (SMQ) /IR IE (SMQ)
(20000028) (20000029) (20000030) (20000031)

X 2-11 3 BEEI L5 mERAE (SMQ) | DREBEE
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2.37.4 BFEDOEMELBRFEREROTHNCETHHER

I3t i 751 % I BRI AE (SMQ) 1B is L VA SR B A RS RETB S D SMQ Thd, B
JEREEZ RO T ELISME, 20 SMQ OF I3 psds K OVA R SR T RE CHERRS U RS RE R 2 R 72 700
SMQ OFIIHMIL T2 (1.5.2.1 ZR) . EAZFEEO SMQ OFI X FRIFEE O SMQ O HFEZ G
BT HIETEMTED,

2.37.5 TEMEFICIDMERBAE (SMQ) | DBER IR
+ CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for

their Use’
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238 MITEIBARIE. BKRE SV ERBBER

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

(2008 ££ 3 H IEERVY—X)
2.381 EFE
HHFNFHRNMEDTEIEI L DIHF TR EN TWD
T HLRE

— BRI T N LEKO BRI DL i

— RN AEYLERIB L O AT v LTy i — (B E SO E AT D)

—  FEATOARPERRIER] (NSAIDS) NEIZBII DT RAR T T P DA AL E

— R L2 BRI DAt oD HEA)
- HLH A
- AN H
)V FaARTuAR
-COX-2 [HEH

FIEOD TE %

— AR B B TR K EOIRIRDAFAE

— I TR~ OH AR &IOS

— I (FEIRD 2 RO BAZED DTN OB E PO BN L D) HEH T RGN (LR 2D
DUVNTBIRRBIZED) THL B LN

—  ERALICEM o HRE (B BMEASNLZ LRSS (JEK (ascites) . Mgk (hydrothorax) |, %
W DK IE (hydropericardium) )

-  REOLHPEZEIT S (anasarca) EFH XD Z L0305

—  [AIFFEEL T, #E (dropsy) 3 L UVKE (hydrops) 2365

B HIE (effusion) D E %

—  AKIRDY 7R D DT E D DARIED D\ AR~ DT H

- WAEIIFRIE DAL DR R

2.38.2 A& /BrRAVELYE

2y

- ERICHTOIHE, FEOKREBIOHERMAZ2 T HiEEE T (F]: PTTHEK
(Ascites) |)

—  REOTEHRE HICE 2 HEE (51 : PTiKEE{5 7% (Cerebral oedema management) |)

— RIS (IR) 2 O A kg A 23 FHEE (51 PT ik &34 0%E (Hypervolaemia) )

—  ERREAROR G-I B T DV I KON IR (B K) (2B 92 HEE (B PTI 7 —7 v
B4 & ENL 77 E (Catheter site oedema) |)
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[Z48
—  RVEIZPEOERIEICBE 35 HEE (B PT AL E 1% 2 & (Post procedural oedema) |)
AN P EESC R PR M A (S B T B VR (B PT T 07— 7 VB & 6 i (Catheter site
oedema) |IZEEIND)
— BRI TREIVERNHDWITE IV EIB W IED AFE (1 : PT (7 22— 20 51 72 D fitik
Ji& (Pulmonary oedema post fume inhalation) |)
—  IRICBIEL 7, ERBS L OB RO HEE
—  PTIEMEMERES (Oedematous pancreatitis) | 35O PTT T AE#ER (Neoplasm swelling) |
—  PTIRMWENRE & (Peripheral venous disease) |
-LLT &4 ARMETEE (Venous (o)edema) |13 MedDRA /X —a> 9.1 TilEINEHL, BILE PTIR
14 &7 B (Peripheral venous disease) |12V 7 U7e, KA ERIRE BOFF AR 213384012
EEKTHEEE 2 ONR2NDT, ZDOIH7AREIIRIN SIS,
— MR IR IS A B 5T 2Bl L L Rk S Tuvd,
- TEVHE (SMQ) ITEE SN TWD LD HIEE, FREDRDLA AR LS D T Rd
D HEE
PTI7 L v —M7#0E (Allergic oedema) |, PTI$LEV#/E (Breast oedema) |, PTI [ & B
7#MiE (Circumoral oedema) |, PTI M /E#)E (Lip oedema) |, PTIMx5EZ5 7% (Epiglottic
oedema) |, PTI & w7/ (Face oedema) |, PT T i/ (Gingival oedema) |, PTMzEH
{7/ (Laryngeal oedema) |, PTIzEH (& /i (Laryngotracheal oedema) |, PT [ &/l
(Nasal oedema) |, PTI#LEA7Z/E (Nipple oedema) |, PT 4257 /E (Oedema genital) | .
PTT 1 iE (Oedema mouth) |, PTI 117 /i (Palatal oedema) |, PT TR & J& FH i
(Periorbital oedema) |, PTIHEE iE (Pharyngeal oedema) | . PTI[& %8 i (Scrotal
oedema) |, PTI &%/ (Tongue oedema) |, PTI & & /i (Tracheal oedema) |, PTTj
7% % (Vaginal oedema) |, PT[#}[& & (Vulval oedema) |, PT# KR (Gingival
swelling) J . PT I O 205 86 JiE iR (Oropharyngeal swelling) . PT T B/ & & (Auricular
swelling) |, PTIFLEER (Breast swelling) J . PTIFLEANER (Nipple swelling) |, PTIfz2
JEAR (Penile swelling) |, PTIF2ZEEAR (Scrotal swelling) |, PTT 0 /EERE (Lip swelling) |,
PT & mlEAR (Swelling face) |, PTI FJ#fE (Swollen tongue) |

2.38.3 MEDEMERBEERDOFHNCETIER
AT B AEROVEIE, Fk 5L OMKIGE AT (SMQ) I3RSk FIFED 724555 SMQ Th %, iE->TC,
TRIE R 58 &R SR IR R UAS R EH0LD, 5EllE 1.5.2.1 25 R352L,

2.38.4 TMATENREAORIE, EKBIOHEKBAT (SMQ) J0BEYAR
* Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys Assist ,

www.jaapa.com/
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* Harrison’s Internal Medicine
* Dorland’s Medical Dictionary
+ Stedman’s Medical Dictionary 27th Edition, 2000
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2.39 8 M4 EE (Haemolytic disorders) (SMQ) |
(2005 4= 4 HIERVY—X)

2.39.1 EH
Ve i MR = 3 R O AR i BRAB 3 L OMRE MR M ER R IB R DR Z O B L E B RSV TND,
WL MR T FRRA RS E T 5,

MR I BR A 0

FEfA M IEFE Y L e N

MG NT N ae AR (E72iZ R an)

KNI TFREO I/ TES,

—  RIMERPES (] BER R, B ~E/ae E)

—  IRIMERNEEH (1] AR MEERIR IR ML ERAE | 8 VEME AR R ifn £ 38 PRAE | iR el 2 i)

—  SERELIA] (51 UIE , FEFRIEE ISR P B E MRS L, ERYYIE , #3R8)

2.39.2 OE /BRI ENE

Pelak IR I AR R, 9720 H RN (haemolysis) |0l A L4 (haemolytic) | &V ) HiGEZ & Te
RREN—RIZEE SN TV, MIEREIATEA . 3L OVAILZ 7R~ 350 A0S D0 TR il

HEEN WD, FHERICEE TS EioERITaESns,

I B2 DB ML DB D THLDY, 4T LH LD LT W ERR IR A FT RO HFEDN, SHIZE

fEE FNTND,
PT [k R L BR#EISE (Reticulocytosis) |1, 7=—X 1 TAMIHESE | Kb ERSN TS,
P57 E DR M OIEFF RAPER T, — RIS ST D,

)

#JA (jaundice) ., #JE (icterus) . MLFRMER . LDH 8900, &1 GEMIAREA) . EVLE » ifufE GEA

W) 72 & VA PR LS HRF SR A TRWE OO B, FEIR, BB L ORART IR S TND,

BHED FH~F 7 e AR RERIN SV, ZDOIOZRIL T ORI, FIER D5 B2 2T

TOHEVIENb T LA, EREIZH DR ~T/ BE EICLDERIRIEIRD — > TH D,

B MEAR I BRI SR BB SO R M BRI R 8 72 & D ZBIRNIERA SN T D, Ll IR IR I A3 7= O
O va—2— 6 — VU BEBUKFERESE KBEOBETH LT PTIV va—2x— 6 —UEiiK

F 3 K HE (Glucose-6-phosphate dehydrogenase deficiency) JIZFRI S CTUZRw,

a1 (hemolysis) | &2 W TR LA (hemolytic) | 23R AL TUWZRVWVEGEH DN X B HEE TR

A TND,

2.39.3 MEDEMERBEE RO FHNCETIER
MR I AERR S (SMQ) J IR 58 & AR SR 20 2 T D, abflllX 1.5.2.1 #5552k,
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110



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.39.4 TEMMAEREE (SMQ) | OZEREIRR
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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2.40T H 1l (Haemorrhages) (SMQ) |

(2006 4E 3 HIERVV—X)

2401 ©F
HHMI L E 2SSO M OFEH TH 5, /IO HfIE R ESITE - THFESI, AUk i GEFE 12/h&
W) LEREBE(lem £0) . BRI (1em BLE) ERBIZILD, MHE D K E DN SR8 XM AEE M-

D

2.40.2 TE /BRI ENE

Al

=

Hi 1 (hemorrhage/bleeding) . MLAE , BRI H il $RBE, Uk H M, g HiflOiEE B IO
MAEMEEA I AR L TOD HEE, 2V DB s LD EL & £,

PTIJR 1. (Blood urine) J % I H ifiL B8 I3 (BRI R A& I EEZ FR<) (SMQ) J 38 KO H ifi B8
B AR A FHEE (SMQ) I IS E O T2 20 FERIZIR RIS AR T 28 BICiRSiu T
WRWG AT BRI SRR L0703 LIVR U,

ZOHFET. EE . IR OMIKET AR 57012 HEnb,
B =T Y EL RPICEET DMK DT —T 7 BB KT 575 (A Tl

WIR TOMER TH-TH) . PTIR LG (Blood urine present) | Z38R 4~ & TH D,

574N

B PAZE %~ T HIGE

Hi M DO B 7R FRR D 72V MBS I KOV AL R T 36

EF O EMRA HGE, 72720, PTIRF M (Blood urine) [1EFR<, Zaud, HICHREEH %
T HEE IR, IRP O MIROEFEEZ R/ RetE RN e 5030 ThH 5 (LB ),

H B FE (PT RV E 7 Hiif 24 (Bolivian haemorrhagic fever) |728) , ZAUS RGN R IR
THY ., BERIZBIEL 228,

PT . % >R F — 7 (Cardiac tamponade) |, Z#4Lix PTT.05& W H i (Pericardial
haemorrhage) |2 Z® SMQ IZT TIZE AL TEY, ZOFRE+ /i TE5720D
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2.40.3 [EEHEE
HHff.
(20000038)
HH . BEEE P RE (B R R A RE 22 BR<) 358 i R A S P
(20000039) (20000040)

2-12 Hif (SMQ) DB

2O SMQ 12 2 BEH Y, I ERIZR I ILIZ B4 28R (L~ 1) & FREIDR T >0 H% 7 SMQ (&
AL 2) THERE AL TN D,

[ i, B S (R R T RE A BR<) (SMQ) |

[ ifn BEE R R R A R (SMQ)

(7721, %7 SMQ o [ i BEhd HIFE (B AR A REZ 1<) (SMQ) 113, CIOMS CEIZRE#HiS T
2 I, B RS- IS S %, )

2.40.4 BRDOEMMEBRBFHROTFRICETHER

L (SMQ) 1B L ORI O M 3R I FE A R~ 7-BEE & D SMQ Th o, FEEREGEEFF>ZELL
ML, 20 SMQ OF TS F OV IR 78 F 3 CRER S MBS i & & R 7= 720y SMQ o FI A
LIL T (1.5.21 2), EArBEEO SMQ OFIHIEL FALFEE O SMQ O HFEEE & 228 THE
TX5,

2.40.5 TH (SMQ) |OSEBEHIY AR
Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000
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2.41 THEE H L UHIERES (Hearing and vestibular disorders) (SMQ) |
(2009 4 3 A EERYY—2X)

2411 EH
A SMQ I XFEANBHE T 2 A REE DS D B EEA 5T 5282 HEL Ta,
TRLOH D 2 FHHOMHREICRIL T, 2 OV~ SMQ Z1EK LT,
- R
- Vg
PEFEAMET, B F237tE 5,
— A SMQ TITHEERE LI F 5 2 XL TR, ZHUE — 5O B TRz S OfR e B
D12 ThD,
A SMQIZE &SN HREL, JFRIMICN ENBA UL IR EICRE T2 HETHD,
TEF WA — EX AR DE7) . b bIRENI R 3 28 1Tk 20
— BEREEEORRIL T RLOEY THD,
S HEH DT H O (G5 HE) | 721
“WNHBHDHLE 8 IR 28 (i ZEE)
—  BEEEREIIIOIC FROIDICKEISNS,
T (MAZRE) | F721
FRRRE (55 8 MfiRtE)
TEZ : AEENE — B ORIEEIZBE T2,
—  AIE (W) BEEE FROFRES R TENnHD,
SFENED F [EHEMED FU SEECHR BETE A L, B ST RN R IREEE O SER
—  ZOfth, AHEERE. (FERR FEBLORANEOBRR, 20 NCAETEOBITRL THER A
Lo,

2.41.2 G& /BRAVEYE
o
—  HOLWATIAOTE R 2B 32 M EE (EEE I L OWER T,/ TR R )
—  WEICHRT PRSI 5 G
— WA EED IR R E
— B, R, BB 2 HER ISR RIS AR R IS5 0 D
54
— TR R TR EALO TR SRS AREE I RE
—  JERMEOJERNZEA 2 MGk
— YW R R RN B3 5 MR
- HAEWICEET MG
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—  HEARRE R (CNS) BT, Al FLE U CHE R R (51 B F8AE) 72 3 i 5 (51 - /)N ipd
=) AP A E R
—  AMEITEKR T AREEIZEE 2 EE (1] PTAME M (Deafness traumatic) |)

VR EIED FUNTIFZ LD RRBHV AT /A X HBAELH— K E2RDH 573, TRIEEPED Fu ) &1
LD FNO IR HWOND B R3H5720  PTHZENIE® F0 > (Dizziness) | 2 [ 5% (4

7 SMQIHIFEREE (SMQ) | DRI TR) 127§ 2R R &Nz,

2.41.3 HEEE

PR B L ORI e

(20000170)

MR AR E

(20000171) (20000172)

213 BEREELAERE (SMQ) DREEH#EE

2.41.4 BROEMERBFHROTFRICETHER

(ST F6 L ONRITRERR E (SMQ) J1, Beldlds K OVA O 38 HIFE TS LA BSEE s 2 £F> SMQ Th
%o BEBAEERFOZ LI OAR SMQ D FEHE J7 1A 38 K OVAE R 528 F RE D DA B S 102 [ g A i
ZFFIZ720 SMQ ERIUTHS (B7ar 1.6.21 ), T SMQ O HEEZAGHEHZEITIY
AL SMQ OFIFH R FTREIZ 72D,

2.41.5 THREBIVHIERE (SMQ) |03 EEEI AL
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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2.42FFBEE (Hepatic disorders) (SMQ) |
(2005 4 4 A EERYY—2X)

2421 EBFE
(PRS2 (SMQ) )1, e s AT ARRICER T HEL AR R LU TEH T, HEMETHS, T
G ENL TV,

W O BT BEE S5 ATREME DA A BT 22O TR Z BE GR35 AT REME D & 5 42 3R 0O BLIE OB
%
FT e 2 B 9~ 2 45 SO 7R b 212 B 2 o7 SMQ

FEFN B2 I REtE DB D RTIEE B2 FHFE DM R

a—F +7 SMQ D4
20000008 SRR B R A A A L 18U B L OYEK (SMQ)
20000009 FFIBIZEE IR 3D IRV~ i B L OBE (SMQ)
20000010 FEGPENTF R (SMQ)
20000011 MR L OREMAH O R4S (SMQ)
20000208 HEVEF AT (SMQ)
20000209 TV R O IR (SMQ)
20000012 BMEOIFH A (BB L OR)—7 %5 T) (SMQ)
20000013 JEAS A, FFRRHESE , IFAEZE 3 L OVE O JIF il fal B (SMQ)
20000014 Sl D S RV, Stk B4R B KO RMEE S (SMQ)
20000015 FFF ML 2 BEEE 3 [ 4 KON I B 55 (SMIQ)
20000016 TG (SMQ)
20000017 Bl T L — VB A SRR S (SMQ)
20000018 SR O IFFEE (SMQ)

x 2-4 iTfEE (SMQ) DRy

ERIFATHNR SMQ ThDH, ZO—HBIE, SHIZ, FHAAFFRLOBEENEICESWT, BRI
SIHEND (LU ONEERE | DHEZIR)

2422 GE /BRoVEYE
B EALO SMQ (L1 1) Th 4 IR (SMQ) 10 B B9, 2 CONFIRBIE FFEA & 3524 7T
HD,
iR (SMQ) J TIE T 7A4~1Y—S0C LTV ZLTW5 PT OHRUARL TS, flidd SOC @
LD AGENE LAY —LL T SOCTFARIE R FEE 12U 7L TnD,
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“BFA” LV HEEIZRIVE A S S Ic B W QUIULIRUIER > TSNS, ZIUTHRE OfEROA
EAOTHLDEAAT DO EFEEZETELL THASN WD, ZimZOREIE SMQ 12k->T
R IR CE DI IV CERLIR LER R R AR RS SN 5,

[RFls B G AR R A s L OVER (SMQ) | : 2037 SMQ DIFEAE O HFEIL SOCT K
O HLGTIFIRIE R R A O FiZdhD, LU0 HLGT O FIZiXEze & ORRE )% f
DIRVERR IR A O H 4 B L ONEF 2B IR AR RS E 0D, BRINOD AFEIXZ O
HKAUTEH N TR, SHIZZO SMQITIET T SOCTAFALE R FEE | D HLT [AFALE R D
R LOYEIR ) DT X TD PT BLOVDETIEHDH23MD SOC 760 PT 250,

TP R - B 0D o 1 B L OWEE (SMQ) | : ZORRFBIFAFIRIC L R -5 #E L0 H 5> 4
BT 2T R TOHENEG TN TEY, /- T, PTIF#MEHZEME 358 (Jaundice extrahepatic
obstructive) | D X7 MR REIZ L K 32 IR IR SHLTVD, Bk & 7ol DR R IXBRA ST
D

(L3S LOERI R BAZR AT ET Y (SMQ) | : Z0H 7 SMQ O3~ TOHFEIL SOCT B, Bk
FOGEARB O AW (BRI LORY)—7% & L) JO F O HLGT NS LOGEM RO IEE
FRFAED IR LTS, FHiBA~OIEB IR IR S TS,

[EMEOIFFAY (#ERBLOR)—7%251) (SMQ) | : Z0OH 7 SMQ (28T 5T X CTO iR
SOCT E M, EMEBLOFHMAH O A (BRBLIOR)—T725T) 1O FiZdhd,

AR, FFRRAHEE . IR ZS B KOV o O iFfifa S (SMQ) | : 2037 SMQ 1338 i HlCF)
MAENLZEZB LTV, 3l I TIER G T & (SMQ) | &M A A DE TR 5, 20
SMQ (21 PTI Uit AT 25 (Cardiac cirrhosis) |18 £10 TR0,

PT TR (Liver injury) JIZTIFA4x, FFRRHERE . ATAEZS 36 KOV OO AT E (SMQ) 1123
FNb, ZOHFEIZ N—Ta 10.0 TEIMESNTZHDOTHD, “MHEE ORBUIUIXUITEYIRED
IR ELERESND D, WO DA T~ OIMELZ BRI 52055, 200 SMQ
2RI 2E1E. 20 PT THERSNDIEBI 2B RS T, SMEMEDFSMEME DT TH D
E R TE T HMENDD,

[kl 2 B~ 252 [ 38 L OV ML B (SMQ) | : 2057 SMQ I IZAFHERE DR T L HERE K 1
DO, BEOZIUTE K D MAREEE ST A—2—DO N EENTND, 2OV T SMQ IZ8F
ALHHFEIL SOCTERIRIRE | 7B Th D,

(AR T v — VB E S SN IFRE S (SMQ) | : 200 SMQIZIEBIREZ T v — B2
B C R HREE S T, ZRHOHEEIIMOY T SMQ (2T & =N/, Zediab T La— LB
HHFEISEAE R PEO G A RE T ABRITIE MBSV D ThD, 7ba— /L IZBEE T
LA REMERN B DD R K L5 A b O HEE . BIZITFZ, IZ2o¥7 SMQ 12IEE £
VY,

MERREAE O IS (SMQ) | : 2OV —F TR AEYRIC B L 72 5 O FEER & £ T2,
ZNHITMOY T SMQ IZIEE FI TR, 8RB Z N GIFSRAE R MO IR G E TR T DB
TEFRBSNNLDTHENHTHD,
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AHFE R L ONRAE DR EIZ 0 2 B 45 FEEI LRI ST g,

i RALEDIROR T HFEDH DWITIE B 7o KA R T RAE GBI RS TN,

7 SMQIEN:R LOFEHIR A2 A% (SMQ) 1 28 & 52 L2 2WTE, T OBEE MR
DD, 72— AN T ANDBRIZH LRI HE DS BEA W UL T, LU, BT AT MRS
TNV INIDEVIFEFREICESE, WG ITARBREZEL TR EEIRE L,

SMEAZPED IR IR BEIZBE 32 FEEIEBRI S T D,

X —Tar 14.0 TR va— LB L & S 7= 9552 (Events specifically reported as
alcohol-related) (SMQ) J ESILTWEAR T T SMQIL, /X—Tar 141 [ZBWTHEEZ LV BfkEIC
KT TR T va— L BE LA SV iT IR F (Hepatic disorders specifically reported as
alcohol-related) (SMQ) JICZEE &7,

X —2a14.0 128V T, Zo0H LT SMQ EEAF O W7 SMQENE 35 L OGERR B 2258
AW (SMQ) ZMA BT, 22— — 1 TEMED D FES EF], BN B OREM A B o
W DOFG TEG], ETILME AL A D TENME S LUV E RO A O F5: FEH| O
RaTHIENTEDIDNT 0T,

=23 121 TREROYY SMQIZLHNE I

N—Var12.0 TOHT SMQ DL F 12.1 THETE/2H 7 SMQ DA FR
AN B % I REME D DT IR E — R AR R

FEHINZ B DT — AR R (SMQ)
Drug related hepatic disorders - comprehensive
search (SMQ)

(SMQ)
Possible drug related hepatic disorders -
comprehensive search (SMQ)

FEHNBHE T D AT REME D H DI IR E — HIEF 5D
#(SMQ)

Possible drug related hepatic disorders - severe
events only (SMQ)

FEAN B DT — HIEFRO A2 (SMQ)
Drug related hepatic disorders - severe events only
(SMQ)

BAEFETAY (TR B L ORI —7 %25 T) (SMQ)
Liver neoplasms, benign(incle cysts and polyps)
(SMQ)

BAHEFFH Y (SMQ)
Liver neoplasms, benign (SMQ)

JTF L = BE 32 P REAE 0D &b 2 1 1] 36 JL ON HH ofn e 55
(SMQ)

Possible liver-related coagulation and bleeding
disturbances (SMQ)

JHF ikl 2 B e 2 0 [ s L OV IfL F 7 (SMQ)
Liver-related coagulation and bleeding disturbances
(SMQ)

# 2-5 V12.1 2B 5= (Hepatic disorders) (SMQ) D#~7 SMQ & DETE
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=23 121 TUERITIR IR 3R HFED 2 TRERLS AL TV TREo ¥ SMQ IR, Beldkl LTk oD
MERGEE RS IOIEEST,
< SRR D 56 RN SR, A s LB B E (SMQ)
G (SMQ)
R IEE R 3B IR - B L OHE (SMQ)
N BEHE ES AR AR AT |, 38 LOVIEIR (SMQ)
AR JFRRRELE | 22 38 L OV Ot o HEfEFE S (SMQ)
FERGMERT & (SMQ)
i N—Var 121 THERITEEMR R A FEICO A TSN TWZ FREOT 7 SMQ 13, Hesn sz A
OB THERTDIDIE RSN,
BT L — VBRI LR S SN R E (SMQ)
EMERB LOGE R B2 R A8 (SMQ)
IEHRBE DI EE (SMQ)
- BYEFHTAEY (BB LR —7428 1) (SMQ)
< B BRE - B8 [E 4 L OV & (SMQ)
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2.42.3 BEEEE
TREDOIZ, THFFESE (SMQ) | D fEMEEZRL TUVD,

FFRESE (SMQ)
(20000005)

| | | |

sy || TR S | ppssmQ) || sty va— || sy

gm0 TR O g g (| B (SMQ)

(SMQ) AT (SMQ (20000016) | | JiFHEsE (SMQ) (20000018)

(20000006) (20000014) (20000017)
|

| | | |
AN BT JH i P30 288 ffe DA A i8] (i 5PN P L B3 % 1
JIT B 7 — B A I LOVE ERG Nolabli: ¥ SHNE) I ESENONTTIIN ==
G0 (SMQ) K (SMQ) B (SMQ) (SMQ)

(20000007) (20000008) (20000009) (20000015)
|
| | | |
s ) s bR BAEORT R ) (22 JEAR A, FFHRAEIE , JIT
JR YL *» HE ES RN N
3"5‘?;';4%’3“ A fsﬁg)ﬂ MBLOAY—T%8 | | BEBLOZOMONT
?) (SMQ) AfEkEE (SMQ)
(20000010) (20000011) (20000012) (20000013)
[
| |
SR IR I A A BA 0D Tl e
(SMQ) %5 (SMQ)
(20000208) (20000209)

X 2-14 FFFEE (SMQ) DFEEREE

MIFFEE (SMQ) HE TR T I AWIZRE BRI BIRICHD—HD SMQ THEELSIL TS,

B EALOTHFRE S (SMQ) 11X, A& BER 32 et &5 4 H
FHREN SR D 2B B3 D el REME O A T X RT 720,
(R BE 55 i i 2

ROTLIMBE THY, ZhbD

—WIEHIRER (SMQ) 3R EAZTATREE (SMQ) 17285, Je Kk, YR
TV — VB SEIRBE R e E OISR B H R AR LIZb O TH D,

[SEFN B9 2 AT — AL FE AR 2R (SMQ) | D FALICEE 2T R D T- 0 D7 % —F [ K|
(BT AT E — EIEF RO A (SMQ) 1355,
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2.42.4 BROERMEBRBFHROTFRICETHER
(PR (SMQ) Ak K OURIR O [t 5 DR R s 2 RSP g 5> SMQ TH 5,
TELO 8 DY SMQ Ik L IR O SR FHREE R0, BEEEIE A RO 2L LISMT, 200 SMQ DOF]
PRI 3 JOVA g 57 FHRE CRERL S MU @A 1S 272720y SMQ OFIRIZEEIL Tnd (1.5.21 &
FR) . EArBERE D SMQ OFI I FALHEE D SMQ O HFEE /G952 TEIE TE5,

SO Se RN FHENE, B AR L ONEEMERE (SMQ)

&G (SMQ)

- FFIRLZIEE IR 9~ B9 o B L OVRIE (SMQ)

- HEHN BRI D TR E — BRI SR (SMQ)

AN BIE T DR E — EIEFR O (SMQ)

S BE R i AR AR A L 1 ds K OYER (SMQ)

A E, FFRRHEIE P2 B KOV oo iFiiafEE (SMQ)

< FERYMEIF % (SMQ)
TRLD 5DV T SMQ ISR R FHFED &£, 1T, FB 2R LA R CIXFI UAERAED
N5, FEfliT 7 ar 1.6.2.1 [ZRER S T0A,

BRI Vv — VEREL ERS SN ITFRE R (SMQ)

RN LOFEIR 22 A (SMQ)

IERBEE DO IEE (SMQ)

- BYERFETAEY (BB LR — 725 T) (SMQ)

g 2 B - 2 i [ 3 L OV L fEE S (SMQ)

R SRR B | U oS R 0 R X TR B BRI A L T I L OYERR (SMQ) JIZED HIL TS
DT, [FEE (SMQ) 1O FALOY 7 SMQITZ W L OV OB BICRFHE IR s R LG £z
B MSEUIZE AL 132D, B2 1E, “TFIEYL 12 B 3~ D 0E 1 4 [T 572012 1E 7 SMQ
G (SMQ) | TR T 57210 TIER 2 Tha b iz, 7 SMQI ik B E g R A
R LOVER (SMQ) 112 E ENDIFHERER A D X572 BE 4 B I AR A 38 TR SN DIERI AN 58
4277 BREUE | O ATV TS A2, FALL L0 SMQZFI 328101, [IRE R REE (SM
Q) I EFICINCHORREDO~=a 7 VAP ME LIS, FIHICERL TUXEFAPHIED L E TH 5,

2.42.5 [fiffEE (SMQ) |DBEBREIAL
* Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-1880.
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2.43 &~ W 1% (Hostility/aggression) (SMQ) ]
(2007 £ 9 AIEERVY—X)

2431 EH
© WEEMEIL, B OERICORDHITEIO —TBHE; A EN O OFCR TGRS T ARG E L
THLZ D, M, BORAITEY, BUE U3 OB B EZF -7 ER 28 LT A O3B
HHl R E L CEND,
HOE A DD =T ISR L, BOERL ., fEEZ N2 L& B8 A

2.43.2 OE /BRI ENE

aE
—  PTIHan (Screaming) | GREVERE DA DI, WM, BB ORIBMER THHZLbLdH
HDT)

—  PTI&EA)(Gun shot wound) J. PTI##%E (Drowning) |, PTIZE B (Asphyxia) |. PTI AiZL5
5 (Human bite) | . PTIwil{5 (Bite) | . PTI A%k (Imprisonment) |, PTT#5%% (Theft) | (&
BB DINEE AP THLHDT)

— BRI RS AT HEMED E VY PT:PTIEABPERE | ## (Delusional disorder,
persecutory type) | . PT it =48 (Jealous delusion) |, PTI#5% (Mania) | 728

—  EEELITHERMIRD ATREMEAN S LLT 2 & T PT:PTHAE (Injury) | (LLTTIEIRICED
815 (Criminal injury) J) ;PTI/3—>U7 ¢[&53 (Personality disorder) | (LLT [ 5B ME#&
(Aggressive personality) | ; PTE#E IR (Psychiatric symptom) | (LLT I 77 B8 e 1k
(Violence-related symptom) | * ; PTDFs i (Psychotic disorder) | (LLT DS #9017
#f) (Psychotic behavior) | *
 LLTI 5 ) B#E IR (Violence-related symptom) | 35O LLT DR5 #9594 7 ) (Psychotic

behaviour) |1X. /X—Y=a> 101 T PT 12 EFanrz, BREL T, PTHEARE R
( Psychiatric symptom) | &, fid FiZdh > 7= % HICBIE#E 92 LLT I 5 77 B 8 5 Ik
(Violence-related symptom) | 23lSZL7= PT L7po7272 . AR SMQ 2 BHIBRS -,

—  BEALITH B ELOBIHMEARELS, —RAICR B O —ERTH IR IEERE (B FH23,
BRI & 2 UM TR R BT A S ATV AL AR WG O PT RS I 5 (Bipolar
disorder) | . PTT#i 1 #f% 2 (Bipolar | disorder) | . PTI 3 2 % (Bipolar Il disorder) |

— PTTZ48E (Paranocia) J 3 LY PTIZ 48— F VU7 ¢ &5 (Paranoid personality
disorder) | (I DIE, BUE B L OB /2D AT REMEDS BV D T)

—  PTI SRt (Irritability) 1 35 500 PTG (Agitation) | (GRS M2 725 ATREMEA i<
B M =D T)

B4

— HAEBIOBEATAICEETSPT, BIORRHIE, EZICBEETHPTIZOWTIEL, EbHD
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REEIZBE 975 SMQ 2B3dHHD T, K SMQ MBI STz,

HCE BB L B OO 1 < A\ VAR B PT (10> SMQ &L C D85 36 K OV #is P
EH(SMQ) 1395) .

TA— )L BIONEEREYICEE TS PT, Z0biE, 2R EICI>Thl S Zshianye
0

PTI 83 5% (Thinking abnormal) | GEf: B A)4X %)

PTI/NRERHERAE (Child maltreatment syndrome) | GER AT RICESE /NS L
T5HDT)

203 TR BUCEVEIT 722 W REME O & HAGHHE R (IR IS RE TTHESE 22 &) 13 Rr B0
THOTERANLTZ,

BEZLIEHDWVITHE BURMEORER LU ORI HEE (BB DB ChDHZ LD e
Bt

JERFHEEEWVO LD THEERF ) HEE (B LLT T SRR #E R (Verbally abused) 13, £431CH
I THRWIZLOTIIARWD TERAN LTz, UL, 7 —F X —RAIZLo Tk, DEREITRDY [1E
Filaa—T 40 7 T30 74 ALLTHWTWAIGERHLD T, ZHD HFEEEHHTEN
VRS A DD,

PT I JE4E 209478 (Asocial behaviour) | (HRIAIZ I, ZOBEME TR

BBV R LR S 1320 IR (PTTHEAESE (Negativism) |, 38X OBIE D LLT et i)
(Oppositional) |, PTI#% b5 & 72X (Restlessness) | . PTI##% i # (Nervousness) | . PT
(R4 (Anxiety) |, PTIERR AT MR T (Frustration tolerance decreased) | 310N PTI 3%
KIJHREFE (Grandiosity) |

PTI 75 51% (Shoplifting) | (MBS DV MG IZEAR L)

FERRE R HIE (128 A& ORSMR RN BE 1T, BUE BOEMEE AL TO7RY)

PR DB PR A FL 0 d L O R IR R 7 (R 3 E5)

2.43.3 REDOEMERBEROFHNCETIER
MR B (SMQ) NTE BRI R 3R & IS8R 3R 2 2. CUD, 3EAlNE 1.6.2.1 253528,

2.43.4 THE/WEME(SMQ) |0ZEEEY A
Dorland's lllustrated Medical Dictionary, 29th Edition, 2000
The On-Line Medical Dictionary, CancerWEB project, Dec 1998
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2.44TE MM, FERZEDRIE
(Hyperglycaemia/new onset diabetes mellitus) (SMQ) |

(2006 4E 3 HIERVV—X)

2441 EH
FEPRIR OFZINE, R | BRIk A D 22 M IR LA /L o — R E 72 [T R A /L 1 — 2 D
ERAEEUEET D,
BEIRIF 1T D Mg L, A AV DA 73— 2 E O b LT Vva— 2B
OHEIMOFERLELCTRELT 5,
1 A PR Ip
- BJEFIDOK 10%
—  HCRENE B HIIEOMEIC LS (A BD S LIFARRME (1B B DA R K2
2 FUPE R P
—  IEFOK 90%
— IFESERBREOALRYMMNME, ARV WEE | T Va3 — 2RO INE R E 57
Ja— AR D B PR E
i 1 & SRR AR M3 B R
1 B3, RO SRR FE L DA BAE
— 23, fERRIK - (IERZRE) 3B fR
ZOMOFEIURONDIRIA :
— ARV ETVIAE ] ORE BB R KR
— BN (B S 7 )
- AVRAVAEHIRNE AT DN WEE (793 U TIERERE)
—  UANRREGE (A AT T ANV ATRE)
—  FFEOIEAIL LML E
—  ZOMOBIRHPEBRE (X0 ARG R E) (LB
—  HHROK 4% 2B A DHE
BEIRIR DB BIFAE 2 AL 32 FTREME D & D m M2 15 Z & D & 5 3 A
— BB LT 2 BUTHEBIL T ER
— A=A
ARV DTED | A A GO B M E D (SR ARY 7 E)
B M D B CAENEDOEE R LU AU HUR D LR (S F—rAF -2 728)
RNVE RN NV a— 2 B IO A EZ DR T (F v aavFarTafRipy)
ARV EZMEDIR T (T a7 7T — B ER R Y)
—  ZLO%E, FEAIOFGH ILIZI AT EE, SOV ORI IO E ARV
S VAN=E I
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JREDOOLNDIER : ZAE, R, 2R, (KEHRD
FOMORB RS EalL 2T — VIIEB IO F-013m N 27UV R fLE
AL AP

1 R CIARAE
2 RO G IRAE, TREDEATICHVNET

© A OHE:

BERIEIEA R TS R — A (DKA) | Hfiz 1
ML EIRBIEIRRE (NKHS) | FEiz 2 7Y
‘DKA BELOYNKHS 13&% 10, FHEICEAMRIERZ S | X 2 m et HY

© REIAOHEIZ BUNMLEME EBERL) | RIE M GEEIRK ERE) | BRO=a—m/ 3 F—
(TR 72 L)

N AE PR v U oD R A (2 et
RIMEVEFE, 18 M & b 3 KOV Do & 0FR - (8 fLEZ2 L) 12 B

2.44.2 GE BRIV

&)

A

=

BRI, & FEO S EDO R B A K9 HGE

PEIRIP I LO TR A OHEZ R T2 Do HIGE

FERIES L@ IR A T 2 BE BV TSN A AV F 37 L a— AR
“diabet-,” “glucose,” “insulin,” “ketone,” 3 L O\ketosis’ D FEIR & 45 75

HLGT DBEAREIE S (BEIRIF 2 & Le) IS DRDDIFEAE D IFE

*ZD HLGT 12V 7§ PT Ozl B a—

Pelgm 2R R, B ELOE RO, BANE(L, fE, SERICIE R (TR AT BEE L C
WHEE X LD R

SRS AR 58 FHRE I IHE PRI O BIFE B AR T 20 D ThHH, £ DR NI TR R
PTI/rh— A (Ketosis) 13, JA#72 708 TV & MAE I BHE L7220 MIEFIZHE 2. 573 Fn AL 72u
M, 7 x—A 1 T ANE, O HFEN RS S CQORWRE RSB R B SN (DFD, 25T
AU RIS TS CWEFIZ R E LTZ) 72D . A SMQ 1T LTz,

72— 1 TAME, PTHAES N (Weight increased) | 125> Tl A X ZE 85 N2 5k
RNz, ZNHO HEEIT WG 254 SMQ O#iHICAH Y 3 5L B BELIZID, UEISnTng,
ZDOZLIIAO MedDRA =—H— {2 Lo TS D7 b it 7au,

BeED PT (=27 2— L8871 (Blood cholesterol increased) |, [ H R 27 -2 REE N
(Blood triglycerides increased) |, [M{AHE /) (Weight decreased) J) i&, K% 72T 72DIZ
GAETHLENRDY  PHRR R LS TLE 2 —F5DIC 0 RE B eS8 6. 2
o0 PT OREHEL TCODIEFOSLRHLE 2— IR ETHLHEE 2 HD, Ll Bk
BB T, LE 2—FDIHEFIEN R T2 TH-T2EAIE. ZhbD PT Z8E L TWAIERI%
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LB 2—L, B DSBERIS £/ 13 MR 2 O CIEEL D T BEME DS W E D a5, =
OTTa—FL, T —E_RX—AG LT BIE T T 585 20D,

BRst

- EWAOIHELERTHE

— PR BLOBERAGE (72— X 1 T AMERORERIFGICBIL TR LS 2 72 ed)

2.44.3 REDOEMERBEROFHNCETIER
[ B PRI O FIE (SMQ) |13 58 & I 28 2 2. TV D, 3EAIE 1.5.2.1 22452
&

2.44.4 TEIMEE/FERIRORIE (SMQ) | DZE LRI AR
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.
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.
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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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2.45BEUE (Hypersensitivity) (SMQ) |
(2013 4= 3 HIERVY—X)

2451 EH

0O SMQ D E

—  URAZEHGHE, PSUR (GE B2 BT i &) o % OO BTG EN AR DA T 7 F 08
RESEE 2 AT REME N B DIBIEUE /T L VX — DT —H R — AR HR A %

— BBUE TV AR —RISICBEE L T D AR H DB TOXAT DIERIE R T HIEEE
KL=t

— I LA RER E OIS D R DX AT H KB T HI LA ERI L TR

FEDT L AF—IEROIZOD SMQ 1, T TITFE A Db DPFIET D (Bl 21X, SMQI T 747

X —Ii ). SMQI IS V7 )

"IEHEOE" L, UL UIZ R T 2 B (RO RI72 S BE 2 2 < OIRIEZFLR 32729 I

T TSNS

- BTCOEATOTVNAX—NERT 251X IV B I HVSRD

SMQHEEBUE 2 E SNDH L <O HEEIL, WEUEE T L VX — RIS L OR B LI F 5O R [K 4%

XKoL TEHT, *ﬁﬁéﬂf:ﬂﬂﬁd (ZOWTEE RN SMELTHD

2.45.2 A5 BRIVEYRE
o
— ¥ UrF o BLOMMO E IS BE T HIMEUE, T L R A R T A RN DDA
’C@)}H%ﬁ
PSRRI FE= T LA =R ERRR D — 2 L7 s> TWDIRAE
< JEIRR 5R Al = oD R R 23 B - LT A RTBEMEAS iV VR RE
— BEUE TV VR — AR DR R RS R EE

W Z2HEOEFNIBNT, ORI E R T HELARH LMD, HAlb D NIV 7T & 5 Lo B
DOEARIZIE T T, #o0> PT 13888 52 36 LTOVR IR R HREO M 1208 Shb, HDH0IENT I
IZHEESIRNEVHIFRENE LT, B2 1E, MedDRA ([ZIN#ESI CNEZLDEROHFEDON,
PTI7 L L% — &% (Rhinitis allergic) | D A3k 52 FREE LT, £z, xR Z=ililk/leE
PESRFFED SR R AGEE L TRE STV, [AERIC, Bk~ 7els BB 2 HEEO N, PT
[7 AV HE TR, 2595 B2 (Aspirin-exacerbated respiratory disease) | DA ISR HFEE L
T, PT I & (Asthma) |, PT M5 40 B (Asthma late onset) |, PT [ &% /F S (Status
asthmaticus) |, PT I 52V —€ (Asthmatic crisis) |, PTI/ i S (Infantile asthma) |, PTT
SN L (Occupational asthma) 13R85 HERE L CELE ST,

IZ48
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-  HCOREREICET MG
L, BLINOORIEZ B T HMER S LG I, = —F —I13Z D L5 7e HEEO g
27—l T HLGTI B & fE®s | 2 S R4 52 L
—  BAHEMSOGIZE T DGR, b LILEE T 55513 HLT TR HEAE S | Th/X—T&5S
—  FPRZRBOSIZEIT 5 HEE
s I (T LR =R R CI7e< AN 32 85 RS ER§BROSR) BB 61T, ) |
—H— % PTTE3R 45 2R i (Idiosyncratic drug reaction) |2 & 4528
— MOERIZEET LI —HEE, Hil2IL, PTIEI® T L L% — (Allergy to animal) |, PTI &)
7L L¥— (Allergy to metals) |, PTI&4)7 L /L% — (Food allergy) |
— PRI BlZX PTIY 77 07% > — Tk (Anaphylaxis prophylaxis) |, PT i 2 7B
(Asthma prophylaxis) |
—  3EA U7 TFACBE U ERRS R, B Z0X PTIHRE:ZERRZ (Urticaria vibratory) |

2.45.3 MBBUE (SMQ) |02 EE R XK
AT 2L 0137200
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2.46 [ E M E (Hypertension) (SMQ) |

(2008 ££ 9 H IERVY—X)
2461 EFE
B MLEXEIRILE AN B e EFRS D,
JRIA -

— R ORBEME 73R 5 M 1L )

— DI BT REL 726 0 (R ME R fUE)

E DD DZ @ M EE T DM DWW TRE 2 OFLAENRE 2 5 TEREY, IHE I 140 mmHg LA k|

PRI 90 mmHg B E &) FEVEDSBINGHE B ifn = 200 mmHg LA E| $E5E i+ 110 mmHg

IDRIRARE S kY E QN il [ oY o N QAN

2003 RN = I 222 (ESH) / BRINCaigepi 7223 (ESC) & fEH AR Z A L 36 LUK [E [E 370k

fith i A 22 AT (NHLBID) Tk, B3 i1 120,80 mmHg A & AL TN, & LT JE M A i

J£ 120~139,/80~89 mmHg £ X1 TV 5,

BORDEZR TIL, @&l E I3 AT O B EEREL RO T,

K& DBFNIIIER Th D, i E 2 MR35 7 B ERE SRS,

Bl i L OVEIR

— R (EEOGMEDSLE D)

—  PBHHTHAREEOHLZOMOFTRZ FEED F, BRI, 5% 57 R, BE, BL O
BIEN74e

—  MEEMICRRT 25 &, MR, BLOHEE

—  EIMERRIEIC S MEIR  adE ., PR R, d L ORI BE R

—  PRRRREAR R B L A ZES UV H i R i i VAN

JEE I L T, B ORI BALITRRD SR, B A& A B PE AT B IRAE A LS 23 8 3

T AN, FFCBEMRIZZ 0,

B I VT O A R ZEC 2 R EZ2 E DL LB AU RO ERRIN 1L CEHEETH D, R W LR

WEETHD,

2.46.2 AE /BrRoVEEYE

A
JFE M ARREME RO B ILE CThHH LRI TNDT X TOHGE

— BmERED LIXBEERBLRLICEDLO, FITNSWEDTRIRIC XD R AR S T,
ZDRR PRSIV TSSO (il : PTTN W i (Endocrine  hypertension) |, PTT#f
1% M & i+ (Renovascular hypertension) |)

—  PTHREVEMERE (Metabolic syndrome) |, &I ENRZDOIRED ERDEFE THH-0,

— DR BEE o R (1 PT T i BilJE (Pre-eclampsia) | . PTIHELLPJEE#RE (HELLP

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

130



Introductory Guide for Standardised MedDRA Queries (SMQ)

syndrome) |)

— L= =TV T ROEMHAGIC -T2 RE E

—  RIEARRAEEN R LT D LIRS Y E O R il

- mEOBW~—I— 38R FEACE T2 5 (B PTIHR P T =2 — L 7 I 0
(Catecholamines urine increased) |)

— BRRBEHREEREWRTIHEOYS . Man—EE U< IE ML £ (hypertensive) | &) FEE
Zatebo (B PTE U HE#EEYE (Retinopathy hypertensive) |) , # AR & B HIEGIZB %
i FRE R T D720 12T, KR RMEOE SMQ A5 4208035855 (51« T f iy
PR (SMQ) |, [HREARRR R H 136 KL OMM I A PR S (SMQ) 1) .

Brak:

—  ERMRE/EECHRMELZED . EEE MEISW2BEN0H 560 (F: PTIER MR
KA RE TLESE (Congenital hyperthyroidism) | PTUR/VIE B (Liddle's syndrome) |)

— i fESE  FINRE TOHESE | BHESNETTHESE | HRIETTHE , 72N E L DR A2 18U1% I
FOYEIR

—  BEESROBBIELZZLRIROID | @ MLEICER T 282005500 (F: O E, 25
1E. 77 a— 2B REE(LIE) , 72720 &0 —EE L ClE % (hypertensive) | &) A
AR B e ki

— MR 38T 2 i P A O AR IR (3] < Ay e, et | e i)

— DE SRR (] O MRS BERIE B SR e & %40

—  FK<EROLNDE M EDO g ER (B : 5 F L OVFEMED FU)

- CWMEEmMEESIEEITAEEOSDREAE I HGE (6] PT84 fe &
(Phaeochromocytoma) |, PT[ 2> 7 iEfE#E (Cushing's syndrome) |, PTI 7w 7%k
Stk (Cushingoid) |, 38X PTI g i (Adrenal adenoma) J)

AR SMQ OFHZE X, SILERFT2720 7 F L THHEAITIE. A SMQ BRI SIL TV DIRIAL
efpe IE R B L ONERICRE 42 I FE (CIOMS-WG DAY YT L SLEDFK 2 2B MR) 2RI
HZLERFTT _ETHD, F-. (R ILPE R R (SMQ) |0 Hik it 7 H i 36 L UM i 45 Ve 5
(SMQ) 172 Dftho> SMQ ZFIFL T, @ IMEOEBEL R T 5282 RFHT52EHTED,

AN —var 14.0 IZBWTC, TE M (SMQ) |0 @i EDZ BN R T Tlae 4T B R R A H
3B Scope 73, PRI DIRIBIZAEE ST, 16k, 20 SMQ I FED A TRERK S LT,

2.46.3 MEDEMERBEEROFHNCETIER
ME LT (SMQ) 1B ORI 3R HREZ £, iEfllX 1.5.2.1 24528,

2.46.4 THILE (SMQ) |0BEZE AL
Journal of Hypertension 2003, Vol 21 No 10.
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Journal of Hypertension 1999, Vol 17 No 2.
Harrison’s Principles of Internal Medicine, 16th Ed (2005). Part 8, Sect. 4.
Dorland’s Medical Dictionary, 30th Edition, 2003.
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2.47 T{B Ifn & (Hypoglycaemia) (SMQ) ]

(2016 fE 3 HIEERY U —X)

2471 EBFE
o AR, B E ETITIER (B FBIRIEO L) BWRAETDHZERHHL~L (GEE ., 50 mg/
dL i) £TICmES N a—20ED # B E L QD IR IMEE RS . 7L a—ADKRALT AF

Al

LG T AN =X LD EFE R ET D,

IRMpEDZWrEL T, MBEDT | ZOIER DAL, BEOMIEHEN EF IR T2 55024
SOEHEREIR 07 )LD = 1% (Whipple's triad) | &2 —fR #2335,

BEOFRHETARMBEE R T HIERE 2T 288D 5~10% Thd,

R BERE R, 73— AL~V OAR TR R 3D AR FR OTE AL L ek 5 | B L
TWD, ZD7  FEIT, BE, Bx . AL, ZENRITe D, MY V= —ADOF| O (K
BEIE (neuroglycopenia) ) 185 EL, 22 HF IR #E, Sy, )5, FRRPEE, Bk, SEmiciist
T DK E72% ATREED 8D,

A A DA 2 7R BB RN TR D &0 -

WY - 25— YR =L RUFID ok BUTF VIR AR T IR (T
V7 7)) BEROMKMEE B 3588 0 bSR3 EL T DD MR H 5,
RIEZRANVR=IVIRFEDMER /L - EFREFHE | FIIBERISOKIRDO 72T 25N T
BT 22N TED A AT IR MLE,

SRPEA Y - BIRE, A AU BEARENRO I (B EET) | M O B A,
FOGHAR MRS - 30k, WLORIBIZ LD (B2 IE, EETHILE FIN LB RERDD) |
FT TP RIVERE R RAE () 213 SBAEPERERHE)

7 A i b

<R RARGE 13, F& 7R BAIREIG C BRSO R 2 MO RE B M O 7 VR TSR IR 5
BrgA L AV A MRS (H 2 VERIIAE) (253D R 2 HEECTHY | Fll Tik, M
SEIX, FRZH BRI BN ROID B M T R A D 1% KA @A~ AU AE DR
REZA LI 270 TSN TV D,

BARBIEESR KARSECHE AR LD R H BB 5. L T D AT REVEN B D,

KM BED MO FRIZIZR DL DR 55,

- H O R A

- EEIR R

s AKX BRI )
- IEhR

- RS IR

< NRIRFD ko PEAR LB
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<RI
TR TE
- ZEfE

SRR AR (T —T 47 771)

IRIBEDTRIR L, 7 V3 —ATHY | HOEH T ARARRI 22T ORAAER IS EE SV TR
HTEMATRE T DD,

2.47.2 A% /R EYE

(e

— K BEOD A 2 2R BRI D I RE ., HEEE L Co MKk | <o H 55 H OFE 4 7R AE D MK |
e RAZE T (BT, PTHE B TR LSS (Hypoglycaemia unawareness) |
— ARIMAE DLW A YR — DB DA T A BT 2 R (BT, PTHIL A7 R bR
(Blood glucose decreased) |

— FREA R AR MBE ORI B2 HEE (B 20X, PTIZE0E (Hunger) |, PTHESS#EL
(Incoherent) |

— ARMEOIE B DA T W REME D & A BEER T AIZBI 35 FGE

B4

— AR BEOIR RN B2 38 (B 213, PTI A2 2 /—= (Insulinoma) | . PTI A% RV v 7 Ffif
(Metabolic surgery) )

— RIMBED e KT RE (B4 FHEE (1) 2.1E . PT 3L V2 M ER:RE (Diencephalic syndrome of
infancy)J)

— EITHERRIRIC B3 FHEE (B0, PTImBEGERE S (Glucose tolerance impaired) |)

- ﬁﬁu*ﬂf‘%{#OT%ﬁéﬁ‘ééF%ﬁE’Uiﬁf«lﬁtf“&)é?ﬁ)\ D THRE 700 O T IERNC T /A X
R AR BLRNZ 70 HEE (B 21E, PTTE 5178 (Abnormal behaviour) |, PTIH&R &
(Malaise) | . PTI9% %57 (Fatigue) |

2.47.3 BRBEDOEMEMBRERDOTFRNCEE§HER

M (SMQ) 1, Pellihi sk FEE ., B L OUABR SR HEEEFi D FEMR R IOV T 1.5.2.1 12
FLESIL TV,

fRALbE DB, TEIRO —RANIIERF RV REF L, Ny 7 7T T R A ZPEL LR S
L7128, KRR IX, FELTCEHTARETHD, o7 A M BBHGEZ. A7 7ay
fr— X7 4723 ha—LOXHEZRLT,

2.47.4 TEM¥E (SMQ) 1BZEEEYRE
Hamdy, O. Hypoglycaemia. Medscape Reference.
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http://emedicine.medscape.com/article/122122-overview#showall
Merck Manual, 17th ed..
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2.48 &5 Ky L MfE .~ SIADH (Hyponatraemia/SIADH) (SMQ) |
(2007 4= 9 A EERYV—2X)

2481 EH
TR AMAE X RO IS 725 2 D BICBIEL THRE S TS,
—  FIBHREAR A, S DR A, IFREZS, B RIEMERE, ORI REIR ME, DRSS BUE ., &
I, S FE X PR AR 4, MR, TR L O SIADH
KT NI A MIEDNEIL,
—  PEBR MR B DME R A L UVK S RZAZBE 5 (@M FE72 X FRICER T 5)
— VBRI SN AR T 36 L ONE MR L B 972 (Do IR O AR E I TR RAEGERE ALK

12,
—  PEER IR (R S IR & D O R BE A I AR N & B D (b K< D RIN 1
SIADH)

SIADH 1%, RO ELH7eFE 4 ORI BEE S5,

—  CHAEY (RRITHE) . AR R (CNS) B (AR 1, BB ML DWW M E, ik dH D0
VIBERESE | E TR ER) | IR E (2, WL, T B E7 8 M PAZE Mt 1R

KFRUD AffEE SIADH 1, EHICR D LH72 385 L BEE 35,

—  CNS J7F A, ZBIMEPTOSHI(TCA) | B/ 7304 F 24 —PHEA] (MAOI) | &Rtk
=V FEIAZBRERE (SSRI) . TV R | HUEREA (FFIC VAN~ EBE L) | BRORRRRHIRE
#l

— AT A NMERRIEA] (NSAIDS) BLOT ER 7/ 7=

- PATHFARRFRABL N7 28I

— AT F= AL THI R 7 assIR)

— TV Ty AR (ACE) A e S —

—  ZLOFUEGH (Fric /a7 427 73R)

N AfE L, 8% g R A23<1356mEq EL TEFRSIL TS,

—  EELDLVTFESCHIRGE A, EIER THD,

—  HJE (MiE N7 A<120mEQ/L) H5WITAMOE AT, K HE RR T DR OBEL IO
FERZRT,
- PRV IR - SR . RSP EAEL R S 2 INOE | MR, M TRE | | Jo KOV,
< EDOMOFER L R, B E O K IR EES D\ AR
«Z OO EE R R B (IE O N D MEFINZ0) MRS T, JRIZETD

FHAELIIET, BEXORFP TN YLD EFRAELIHET
SIADH D2 W3, 1T R A fE OO JF R 2 HER L TIT5,

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)

136



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.48.2 A5 BRIV EYE

o

- ROBEDOHGE:
AT R A fE
-SIADH
- MY TR A& T IO T O BRI A
- MLEE B AR T2 TO G RR A
SRHFRIT AR E DI DWW T O R IR E
SRIZBIE D ZEAGIT DT O BRI I A
-PTI/kH7 (Water intoxication) | (SIADH O e i L OYERIL, FEF IZILLELTWDHDT)
-PTI iy & (Brain oedema) | (SMQ 7 AME R EED EFRE)

—  PEERRFRIT, BRI KT RY AME, SIADH, BXONMILE DT R T LS D THTRI R VE
VIREORFEHLHWTE TICEES S PT 2510,

—  RERRFZR T AK T R AUE KO X SIADH, PTI/kHi5 (Water intoxication) |, 38X
PT il (Brain oedema) |2 ~E4 5, MHAEMEDHHNTIRBED T | JREOFRT
LBHAVNTIEE TR EICOWCOBMT PT 2810,

574N

— A SMQ THZESINIIEFNZREL TXLL FOEEZRT52L,

HARTNIY AMAERS IO, XL SIADH OR2EIL, 5% 24 DM AfE R E OFIEICHSL Zhbo
BRI AT, KIBOGE | R K O —EL TTThNd, £OfE R, KV EIEREIRE KEHD
WIS HED £572) 3055 513 JEBNT R F AR R DO TICHERMRO AL W ET5
ZENHDHD T, ZD IG5 E1TZ DIEFITIA SMQBITERIMNES LD, [FIERIZ, BAEEZ OIRV
foe CELO WA, B5EL. HDVIETR) 2 E L TODA, 348 T2 B AR Rl & LTy v
WIEEBITS £ H B EL T D RISSLI RN R 22 R THY | A AEGI ORI F1T 18T b
U LfiE / SIADH OREIZ RT3 2113 4372 IS TSRO IEFI L T A SMQ 2>
BRSNS,

2.48.3 MEDEMERBE RO FHNCETIER
MEF R AlfidE ~SIADH (SMQ) |13 iia 38 & IS R A 2. TUVA, 35lE 1.5.2.1 2B R+52
&

2.48.4 TET MY AILEE,/SIADH(SMQ) | DB EZEY Ak
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.
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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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249 THRFIET — RIGHEE T RE
(Hypotonic—hyporesponsive episode) (SMQ) |
(2011 £ 9 H ERVY—X)

2491 EH
7 B ARA T — BUSHEIR N HEAE (HHE) IZIZR OFHE0 5 % -
ZRFEHR B IROIK T
—  ARBUSYE (FEODF M ORI IZ % L 0)
- KREoZEeGEA, FT7/—E)
TREDOUIF 2 PRHER LR ISR AL THD:
- YUITUT
— TG
— ANETATA AT NV EHLAT B
- BHFRVIF
FEAEDRT BT 7T D FLIZHESN TS
FOBBITHBLT D01
— MR LY ey T
- —RGIEOHM, @ E IR 5%
BIRSNBIG R TREICEE ST 256 XA Tldeu:
- UIFUORRE
- SEHIS
- UIF U DR RS
- SESFREROMAEDE
KIE D 7 F A E LT E (VAERS) IR W TE, BIEL0LMEDI1E) 0300 @ #EE (53%) 12
HHE ZREBRL W5, — . 472U 7F % —~_ A5 22 27 A (Netherlands vaccine
surveillance system) Tl BMEIZH1T25 HHE O REDZ ST,
FREBERES OMEDRBLE TORMIL, W% 3~4 R THDA, PREEMEZND 48 KRtk £
TERSZELHD,
JEAR IR 6 5375 30 47 i<,
353D 1 DIEFITREALED LN,
The Brighton Collaboration (BC) HHE Working Group (HHE OJEfI & 264 BH & ) 13, FE1ERED
FRRBLERIC DX 3 BB OREERZ W O T VA A L AR L TVD:
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EEZROL~)v
INIA—=H— . . :
L LL2 LL3
RBOS F20% | RS £203 | RIS £20T | RIS 20T
BULiHE R IG RS IG RS RS )
1 BR R 1 B IRIK T 1 B IRIK T A EH i B IRAK T
s HH FEX - P ==t = S R < 3 = =3t = G S < 9 = (= =
R e T~ | FT—% | Fr—¥

* 2-6 HERET —ROSEETRE(SMQ) [T SMEBHOT VIY X LDL )L

2.49.2 AE /BRI AU

e

—  PTIHERIRIC T — U EE F 3 1E (Hypotonic-hyporesponsive episode) | £V )2 i H 75

—  HEER#EEZRDT BC © HHE OEFRITIE St JOYERO FEE (F1:PTIF7/—8
(Cyanosis) |

BRAt

—  HHE O2 K BE LRV R

1%:BC DEFRITIE, HHE OZMiA AT 58 272 BRI W EREIC R RS T D, L,
Ff3k HHE OR2 W SIaHR OHEARZ Lo TR A DA A END ATREMEDNHHD T, B R R A D
FFEZAR SMQ ICHLE T _RETIFARWEWIE T RETIHR,

B ERL 2T ARDOFER . BC DL~UL 1 TLZURLRA SMQ OHEESN AT LT X AESH
TW5(2.43.3 &)

2.49.3 7TNAIYR A
SMQI 5 BERIK T — BUGPER T %1 (Hypotonic-hyporesponsive episode) | D7 /LAY A LS T —
IFRDIDNTERSILTND:

T 7V —A: Pk R

H172)—B: HEREKT

J173V—C: BUSHAR T

J17a)—D: BH/FT I/ —E
AR SMQ DT NTVALEEH T HE RERESNTIEFIN TR DSOS A EDOREFNTFEMLE 22—
MBS N DS,
BLOHDIERNIT T REISE Y 50

T 72V —A IR R) (i 35 H il & T e Bl

BHDHNT

BT IV—B + BTV —C + I 7IV—D b4 A& —2L Lo HiEE & TeiER]

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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Z— P LBIOT TR AERIRLTH U,

2.49.4 THERIET —RISHHETRE(SMQ) |0SZEEIY AL
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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2.50 I E M fmE f& (Interstitial lung disease) (SMQ) |
(2006 4= 3 A IERYV—X)

2.50.1 &

RV PRI A (ILD) (., il Jo L OMii el oD &) [ AH kL2 BA 40 288 2 DJR HMR BB DFRPR T D,

— ML BRI IS L AD O TR,

WM T, R fRRREZ 31T D RAE CThH D,

— BMHOYE | KIEIXME L ME ROBEETALICIANY , ZORERE L CRIE AL 5| X
N

AR DREEA I L OB BT I AAZHH KB RE D B R R PR F T D7RD3D,

RIEGFT-, FEXOE L LTI et DD,
SREALI R PAZEME SRS 21T, B2 5L ILD OfEIkD 4 TH D,

#9180 FEEED R BN E M OB (U B D LULZ a0 O —I, BUFURIEIRE %R B2 L)

EHRHHEL QD720 ILD 2553201 XRE#EThH 5,

ILD X =D I N —FITHETESD:

—  JREBELITNDED

— FEEARHDOED

ENENDITN—T IV T I N—T T DHIENTED,

— VR EITinE S5k CO R ZEEOMIFHI = 7 2A3H 55D

-  RIFEEZEDRVED

2.50.2 @& BRoVEYE
© AE:

— AR, BVEMESE | 3 R OMHBE R RIS D MR IS T 5 M5

—  JRERMBESI TS ILD BIORKAHD ILD

—  AFEZMED ILD (P vaAR— 272 8) BLOWEEEE £ ILD (7Y RS AT ¥ —EGERE

72E)
— SRR R RIS, BRI VR MEN RO 2 R T OSSP BEIRIC LA TRIR T T ILD AL,
k%i%ﬂé%@%@é‘

*T LR — 7 B KO B 6 DR PE OS24 ILD 283
TSRS DD Il D KOS IF B & SN D EH ZBND THUTIEA O S
RO FEPENT ST DR M2 LHIINT 2 ATRENEDN DY | Z DORE RAF IR LT D&MD D

50
-PTI iz (Lung infiltration) 1%, 7=—X 1 TALDOFE R, [REE % BT D720 8 2212
e

JRIAR R I REL I, BEAIME D R EHERI S e TH & WZE M T L0 E (AR
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W ESIESEERE il E AR 70 & O HEE . ZUHiX ILD 272 45)

54

—  FEVEMERGE RO 8 L OVE R

— LB L OV R B A R

—  BEDLWIEMIEROBEHEEED LAIT L X — I BE L2V HGE

— W X BREE O s

— R PR RO F RS

—  TFREOIRREIXFIEMEDO I O BOGSFLR TRB SR ROERINE NS : TInAR— T A BIR
PEORVENENG, B 15, FFRER, GVHD, MEREEE | 35 M M i 2

2.50.3 MEDEMERBEERDOFRNCETIER
[T BB (SMQ) NI BR-IE R 3R & IS8R 3R 2 2. CUD, 3EAlNE 1.5.2.1 253528,
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2.51 I g 1fn {4 K B3 2% (Ischaemic colitis) (SMQ) |
(2008 4E 3 HIERUV—X)

2511 EH
© B IMMERBRITMIEMSE S ESND LT TAELL RIGOEE TH D,

FER kD M D — W PEDOWANZ IV AL 5,

ZLDOBFINIER THLD, [FIRFICRE FBREEEEFI A A K & DWITEEE TR BRI 4

WZHALD

B R A TR L3 R DR LA 12D

—  SWEBIE R A R R
<ELEO FREERIE . B DO -, B OU0EK T
IO (A
- B J% > fes (FEE B
di AR e R
BRI R THD
s EAUZE TR VR AL H I (B A DA I B LS 2L B D)

R ARG T EVEALE o 2 & BIZZWRKTHS

ZWNI RN RERAE TR

WX R OAEA LT IRIET S

B4 52 R ELT

- DMEHEOKT

- FEEAR

- M5

— T (B KRER-R B BORTFAH7)

- ImER

-  BEEROEE

— B PEPAZEME TR R

— B IE R

- FEEDOHEA

3 53D 2 LU LD B IRAFHNEFE (FRIRINERIREE . BOIRE. FUAEME) ICRGL , FiD3 2

BWLINAZ LTI THD,

2.51.2 A BRIVEYE
- g

— R IMAERIGR I L UMD D7

— IR OGS E L CHURI IR BT DR ABIC BE 32 3G
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— BT DR R
R4
— R IBRESILD HEE (MedDRA (2350 0)

TE: ST, FTA4~<Y—8S0C DV 7% SOCIEYYE | |ZFFEH, B2 1U—S0C %

Z DM SOC IZFF S HFEIX B E SD (5] : PT T4 I4EH (Colon gangrene) |)

— PRz (stricture and stenoses) (ZBEE4% 5
—  REILPER ISR IERF AR ARE IR IZ B2 A1 35 (61 : PT 5% (Abdominal pain) |)
—  PTITALF (Melaena) |

- EEVHARE i a BT 5

c T AR ATOT ANER THD TEL DI /AR )AL

T R IZ BT, HICBE A HEEIX /A X BT AEm R HY | 2, Bkt g3k
BT ANRHZBIERSINT, 2D A X NI OIAN ML E OB BIER SN ZEITRIF L
DG FFIRN,

2.51.3 REDOEMERBEEROFHNCETIER
TR I KA 2 (SMQ) I BIR 3R & IS8R 3R 2 2. CUD, 3EAlNE 1.6.2.1 253528,

2.51.4 TERMAEKER(SMQ) |0BEYRE
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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2.521 g %10 % f& (Ischaemic heart disease) (SMQ) |
(2006 4 3 AIERVY—X)

2521 EBFE
DRI DA ~DO AR 72 ERIC KD B R R DI L2\, BB DT O AR M2 5| k2

S
ORI O fieb K<BD DIF R, DAMESEBIARD PAZENME T T 2 — AR B TH D,

2.52.2 A&/ BroVEEYE
. g
— DRI EE S D5 5P IR
B4
— DRI OBER O fERE IR -5 3 HE
— PTITRNRIGX T I NT A7 27— 5 (Aspartate aminotransferase abnormal) |35
KOPTIT ARG T N7 A7 =7 —B I (Aspartate aminotransferase increased) |
X, 72— 1 7 AN TR IR ERI % ZE R FR L= ThRA

SO IR R 1L PTI T ARG Ui T N A7 27— 5% (Aspartate aminotransferase
abnormal) | BXW PTI 7 ANRTGXUEETI /hT A7 27— BHI NN (Aspartate aminotransferase
increased) | & & AT e, TGO FGEITT ARG SR (BAFR D72V E B A2 2 H R F2 LT2) I L BRSt
SNz, BT —% (->FD 2000 4ELLAT; MedDRA LLET) ZRiGEET 5854 ZNHD HFFEEMRRICE
DHIELEET NETHD,

2.52.3 [jEtEE
2 DR R
(20000043)
|
| |
LR 2 Z DA e LR R
(20000047) (20000168)

B 2-15 Rt R E (SMQ) DRSS

FIAEZEPDOEFEICESE, N—Ua2-12.0 THRMMEOREE (SMQ) HIZEHEY 7L W PT 2271

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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— AL LTI FD Mo E ML LEE (SMQ) |31 2 OH 7 SMQ ELCGEIEIL, Z0o% 7 SMQ
DL ~UL 2 Y7 SMQ LIZEZY B SMQ O Ry 7 Tlidzewy, Ao TR i U B (SM
Q) IDO—¥BELLTOIFIHT RETHD,

2.52.4 BBEOEMLBRFERFEROTFRNCETHER

[RE AR O R (SMQ) I3 ds L OVA IR 2R HEEZ R SPS @& D SMQ Tho, BEfEiE &z i
ZEPANE, 20 SMQ OF IS I L OVA B 28 HEE CRERC S MU @ i 1E A 772720y SMQ OF I H
[CHEEIL TS (1.5.2.1 2R), HAZBEE O SMQ OF X FAEED SMQ O ffEE#EATH2ET
FhiTED,

2.52.5 [EiltELER(SMQ) | 0BEEEY X

Harrison’s textbook of Internal Medicine

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

147



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.533hRE. SR D R AN (Lack of efficacy/effect) (SMQ) |
(2005 4E 11 A EXYV—X)

2,531 EH

1288 (efficacy) HILA T DIIITERSILTND,
—  EFOESCHEAARI T T, LELWA AR EEL ST ERMA G59) 11
—  HRHETCIE, EELVIEEREAZL -0 5KA, AW anosig) | ER A REoRES

SELER72 20 71 (LA ASSRO DD EE LR LIX IR TH D

(05 (effect) J 1%, HATERICE > TH72bSNDREREE RSN T,
WE-C, TRhRE, /#h 5ok (Lack of efficacyleffect) |1ZHSLDOR RN LL T THHZEZRT
LD TH D,
[shte,/ h 5o ki (Lack of efficacyleffect) | DU AZ IS ENER Y EERIAFAE T2 AT REME B 5 55
B ZDIIEG R T D728 | R E O FEFNCW FSE N E DR PUZ S DG GG S D F5
DOFERNZH & T DEED DD,
—HBDOAEZEDT —Z = AT, JEGIL L TREFR RSO SIS D ZhRED R AN 757 H35%
THENTWDLZELHD,

2.53.2 A& /Bro‘EEYE
A
M L\ P i 0D RAI SO HK AN 0 F A2 Y T FED %) HFE
<K SMQ O L, FEA, IRIEIRINER, a7 a7 Ve 8K 8 O Mk ks ik B L w
AOBIA do LUV, AR, B s IRIER A TR AN HIRS L T0D
PTIEEwiitE: 5 (Drug tolerance increased) | UIAMZ, PTI3EWifift: (Drug tolerance) |%
Gy
U rF o EER R REOIEFH DT T 5 [ Z Do FAI R O HIFE)
—  UITFAATKHE TEHEIERR SMQ &L THEAE
B4
—  FFEOIANBHDTIRNFE D B4 TILED AR (1 BEEA, Jri AR A 1)
—  FEREEAOAEE (B PTH0HI A3 A0 BAEF (Inhibitory drug interaction) |, PTI P14k ik
% i~ (Therapeutic response unexpected) |)
— UITU EEEERHDOWIIRZITE RSN R (BROR S ED) BRI 5 T #hhe  2h o
KANJFEBI ORI BLRA Rz D — —|Z1%, CIOMS-WG HMERL 72 [%hRE,Zh R DX
M (SMQ) | DAV F NV LEORRT 58 a2 BT 5L Eb 55,

2.53.3 BREDOEMERBEFREROTFHANCEE TR
[ZhRE /2D K AN (SMQ) JITSIEAR R D B ZHi> SMQ Tdhb, (- T, Bl ik LIS 2R IR T

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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T RFOND, FEMIE 1.5.21 2RI 5L,

2.53.4 TZhRE/ R DOXM (SMQ) | DB EREIY AR
Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003. pp 590-2
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2.54 [ ;RE8[EE (Lacrimal disorders) (SMQ) |
(2009 4£ 9 HIEXVY—X)

2541 EH
TFRMR 3 L O R DR -
— S UAHEREREE (TR RE A 4)
— RIREPAZE
— ERODPHIE %
— I AY
— RIEFB LUV
B PR ITECIR -
— TR
— HRwLE
AL :
— BV ~T el O MR R
— HEH) (B FRAD) | RFZEROFER A G ST D REMEDN S D7 b FI 720

2.54.2 51 /BROVEYE
A
— VRARALE B35 HEE (151 PT R SE4# i (Dacryocystectomy) |)
— RRBIOEE O AW T 5 MHE
— ERBIOEE OREBIBIOREEICRE T2 H5E
— REBORIERB L OGB4 HE
R4k
— REBHD N A MERBEIE R L O 2RISR O IR RAYEIRICEI 92 5
— SERMRIRE BB 2 HGE (B PTAE R M A %2 (Dacryostenosis congenital) J)
— RERDOIMEIZBIT L HGE

1 FREES L O CIOMS SMQ-WG Do b, — k72 IREEE Ot LOYER A0 SMQ 12
EODHIENRESNT, TDT=0 . [REkEE (Lacrimal disorders) (SMQ) | D& FFEYANT
Ptk D A CHER ST TN D,

HE:PTHRES Te (Tearfulness) | 1%, IRICBIETHHFETHHZ L, BILO—EH O CTIX (=2—RNMbD
AIT&0) BRI Z R T O LU TR SN CTO D RTREMED D EB 2 DL Z 8T db,
WMUNTIEIARELL CTEEN TV, ZOMFEIEL SOCHFMEE | HLT M iEkic bRy
a2V 7L 05, BEBIOBREI Y RO T —Z_X—2% W RRGEDRE R HK DX,
CIOMS-WG % PTIRES Z» (Tearfulness) | & L0 3 X TO R HGEEZA SMQ D& HEEY AR
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NN T HZEERTE LT,

T LLT T SR XHR 2% (X-ray of nasolacrimal duct abnormal) |13 PTIEEB LN O OXHRE
(Face and mouth X-ray abnormal) JIZV>Z7LTCWA23, Z0D PT [3IEFIZIAF THHZD | A
SMQ D FHEEVAMIEHHAL TV, K SMQ O—H— (%, @ F Sz SMQ HEEIZE0 i
SIIEBNTINZ T, LLT T &R & XHR S 5 (X-ray of nasolacrimal duct abnormal) | C2—R{L&
AUTER 2 BAINL TRETL TH LU,

2.54.3 REDOEMERBEEROFRNCETIER
MRS (SMQ) 3 sktiloki 58 FHFE D A THERL S I TUND, 6o T BRI 38 & I dilokn Z2 1 [7] U Ak 5
NEOND, T 1521 25 R4T52L,

2.54.4 TR#AEE (SMQ) |0SEZEY AL
* 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
* Thampy, H. Eyelid and lacrimal disorders.
http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%20and%20Lacrim
al%20Disorders.pdf (BL{EIL 7T 7 EAREED URL)

* Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999
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2.55T 3,87 F— X (Lactic acidosis) (SMQ) |
(2005 ££ 11 AIEERVU—XR)

2551 E#H

FIET VR = AXT =F L F vy T RPERHHET 2 P — 2 2 (RIEPEO WK EIEIN, Frio s A~

DV RIER Z (9 i H pH O R & HCO3 D) O 1 FERETHY . PCO, (iREEH A5 E) K FIZE

B,

NIRMED D AAFREAME T 2B ENRHL0, BT 2— /LTI ORI XY D TIERI

EFRZENHD,

RABERYL AR S AR ML A A A AAE LD Do PRI RO ILE 22 7T A7 L ADIRTIZED,

Jifi 7K AL = 0 29< 72 D,

HOAX AR SRR BE M T L, SRR | REHR, 3k Ao T BEZ 1,

T RUBERTHEDN R BL T HZ LN DD,

FRRHETRIR T (A B HAVIAFRMEO R (B B A B L OEHE L E ) IS o1t L-AL

FRYE IR P DR INZ A M L35,

i FPFLESTE IR FE DS 5 mmol /L 22 7RV R, HELWT VR —Y RTENTHD,

B MALEET SN — L ADEARSFERIL T FLOEY THD,

—  BENEDREIRY AR R DU IR R, BRSOV T, R, BEIRIKRE IR

— SRR MBI T R R L, L UL OIR T (ORI E OSSR~ FIEIC O,
B7RRE R 2 LD Z LM D) B 1K,

— TUR—VRDRNE T AT =4 U CHBRIE S R H S A Z ki k- T, fEERZ SN
%

2.55.2 A& /Bro‘EEYE

A

—  SOCTEEARMA B L., [ (abnormal) | &) HLEEA 5 ¢ B HI3E (151 : P i o Lk 42
# (Blood lactic acid abnormal) |) 23 RJk i 22 12 ALy

—  PTHREHMET > R — A (Metabolic acidosis) | 38X Y PTI 7 K—3 A (Acidosis) | % [k
EN D

Brak:

—  SOCIEGRIEE L, [TEH (normal) | &V ERGRER (1D HFE, B LOMERFEL D7V
3

— YT VRV AOFEENAMET R — AT MOFRC LD TH L Z L2 IR
3 PT (B1]: PTIHE RGP 7 R — 2 (Diabetic ketoacidosis) |)

— WBRBLOHAERICBTLFLICET LM (B PTG T v R — 2 (Foetal acidosis) J)

—  EtEoEELZRS PT (4] PTIMELAS JEf%#: (MELAS syndrome) |)

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)
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— BT VR =T AOZOMOBEMOIR K Z R R Cay s, B, EIEES e EICE95 M
=5

—  ZOMoIEREEFHGE (] : PTI 8% (Headache) |)

2.55.3 BEDOEMERAERERO TR HER
PALERT VB = A (SMQ) NI AR 5 & ISR 2 i A TV D, REMINE 1.6.2.1 22524,

2.55.4 [HEETIRF—T X (SMQ) | OBEERII X
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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2.56 [ /K EH{AEETE (Lens disorders) (SMQ) ]

(2008 £ 9 HIERVV—X)

2.56.1 EH
N DBORT Db — A7 1A (RRZ A NEE) o
RIIBEE DK 35% 0354475,
HNFE

ZL OWFEDFER (F kR BEET2)

BRI 2 ICERT AN, LIZUIE—E UL O EREEICEL THHHAVIIREHR A TR0
TS5,

FERIZTUIZUITHE 2L (B 840) . TIZ LIRS 200 S E B O [ N REAS, [R5 oD E1 B O AR
NBEEEED VDD TIF e,

FERIZIZ, 7V 7 B AR O, BITOZ L, —IRMEERZRE DG E1D,

AEERLL TRARIV LW E SIS AT, BUTAEL TOTRESELIME LI L REMED D

D

TOUT IR ESRANR IR DA B2 Bl 2 Rl 2 IS BB ETHD,

iE

7% (ZLOMFHPALY)

IR B RER K BB IR R INDZ & T, e REHDVNIIMEIETRAET I, HLEUTANET
DIRBAERBREIZEL DL D TH S,
H R

e RIS DU TR RAV72 /K S RO I 0 K 4n

KRR DR

R BEE LRI LD KGR RO B R FED IR B

2.56.2 OE /BRI ENE

Al

&

PT MK SRR (Aphakia) ] D SHIZHRE R EL TELAEIHELL TD HEE
IBRFHEICE T o HEERB L OB 5 A DHE

HLT K S RS 2, A B KOV (ANBEZBR 112V 735 PT,fHL PTIe R MEHEK
mu AR (Aphakia congenital) Ji3FRZ, HLT T KSR ARTRR T4 012V 279% PT, HLTT HNRER
RE |12V 742 PT, fHL PTI KM AN (Cataract congenital) | &<, (BRAMEHEEZSR)

FRob

FEMRRED —E L LT HNIEZ RO S RYEREE 2B 2 158, RS KLETHLN e RO HFE
IEEANTEERFREEZ BT, 2007 4 8 H O CIOMS # DR im Z LRI RITE
B,

SOC AR A | D MFE (IREHR A O BEO AFEIIT Ho I/ R EL THE 32 R0
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277)
—  SOCTHE&E5E ) O HEE ("Blidness” &) HEEDN I BTV 7L T, BIFEIIH X0k R
e HRET & £ THen)
—  ENBEFRICE G S OHEIC B2 RS
— RO CIAFIPH HRE (1] PTI R IMERRFE S (Congenital eye disorder) |, PTTHRE8F7f7 (Eye
operation) |)
—  JEYTHEREE . PR EICR D R
— DUF®O PT 13RI &N D, PTI1% %1 2 (Posterior capsule rupture) |, PTI¥% )i JiE o &
(Exfoliation syndrome) J (LLT 7K fhiAZE D 1257% J& (Pseudoexfoliation of lens capsule) | &5
te) ., PTTARPNL > A it (Intraocular lens extraction) |, PTTARPNL- > X4 A (Intraocular lens
implant) | . PTTHRIN L > X1 A7 (Intraocular lens repositioning) | . PT I 7K i 14 B 4 [ &
(Removal of foreign body from lens) |, PTIIENL > X H (Intraocular lens extraction) |,
PTI 28] (Blindness) | (fizsh THERF F4HY)
-  IMEICBAET MR
W=V 181 X0 PTI kA% (Phacocystectomy) | . PT /K & /& =47 (Lenticular
Operation) J i, K EREE (SMQ) BRIV EL TR E LR, Z vk, JEGIFEE B35 a]
RN H7-0, M SMQ IZBINSLD,
=g 18.0 LI, ko AFEE /KL IARESE Lens disorders (SMQ) OBR#ClE7e<, BEE 2 E
B OFERN 2 EVENRHDHELTZO SMQ O FUZBANILT=: PTI K SLAJE% (Lenticular opacities) | .
PT Ik & 14 {4 3 ik #5 (Lenticular pigmentation) | . PT [ #% & {5 /& ¥ ( Posterior capsule
opacification) |
20 SMQ IZIRRHEE L TR SILZ SMQ D— 2> Th D, T TORE O SMQ 3B 3 S 7= i
T, BB BRJIZEY 5D SMQ OFHBSE IS LR L, HAOVIZD T L—TF D
~TO SMQ OFIHAE TN 725736 LIVRU Y,

2.56.3 MEDEMERBEERDOFHNCETIER
DK SR IRRE E (SMQ) J I3t 58 & AR 52 20 2 T D, abflllX 1.5.2.1 #5552k,

2.56.4 TKEAEE (SMQ) I0BEEEIY AL
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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2.571)7;RY X+A71—(Lipodystrophy) (SMQ) |
(2009 £ 9 HIERKVYY—XR)

2.571 EH
HIV B#EU R AR 70—
— B OVERRIGERE BRI IR RIE) &R R PERR IRk HE 2 (BRI AR ZE M E)
— Haﬂiiﬂlﬂjtfif_ IHENFFREZENIE O W T N D B BFED HNDBF NBND : DO BH T
BHEDIERG GO HILD BEE IR
— Haﬂﬁﬁekﬁkﬂaﬂﬁﬁﬂﬁﬁ%ﬁéﬁﬁ AR O BEALTHY, UAZ N T3 L OO HHER
Hie %
A RERSE :
— SRR RO ER
—  SHERO M JEMEOYLHE
- FHEEKX
—  HEEIRAE N A
FE I HAL R e e «
—  RIYMERRNTERE
— B, B, TR, B B TR OTR K
— B Z<RBOHND BT T DS 0R A T8 6038 5)
HIV VAR A a7 —fE R D Z DD R
—  mEAE
- ARV AARBE
- EAAVMAE
— A IUEE
— BERFBLOT T a— LB IR LA DR HL AT DK
AIEBEREDOFE BT 1T 72 RIS TR0
HIV-1 7' a7 7 — B ERBS L ORI LA R GRS LI TR o Ic LB %
— VT AR OPEA B I ON 7 VY REIA A DD
— 3= RU7 DNA (MDNA) ARY AT —F y DL
— FRERHOME
— NEMGHmAR % A D PRE
A AV MR T, B AR RERE S . IR O = A e Z BB DX T L ol —
Ay ERBTHIE T VARG D
BTGP ha A L 2L (HAART) BERESALTORWGA | HIV-1 BRI 4 7o r 48U C
B RFIERBLOUARY AT 41— z%%l%rf&&“fz%/\ﬁ%é
HAART %511 CW 5 HIV BPEBRE DS URP AR 74— 035380 b A BE T, 5 bian
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A L L T L —{H B B R L ORE R L0 MBI 5
FERIT FREO@Y TH D

REPHIEEAN (AL BRI T AR A XD HEN)

REFR RSz ik, R AT R

B ONENIER (B AHR) /S YA X DN

AR R £ IO WFLE A XD et L AL B2 & )
Z DM DFT 72NN HE -

(R (B A1)

BV (B IR 3 A X OEE )

NENIHARRZEMAE DT .

i

SR RIS L OSEER B (R DI 0 25 B 728 b
P IR A P DU R D Y
AR T REI D (A

RFRALPT AL

F N7 VYR i fE
Eal A7 a— L INE
i FL B VAN R PR A
e B

2.57.2 OE /BRI ENE

aE

YR A7 —  RENHERRZEAEIE  REMIAR RAE DR ABIZ B 32 FHEE (1 : PT T RPEUAR Y
k7 ¢— (Lipodystrophy acquired) |)

VR Abu 74— O3 LOERIZB 92 &5 (51 : PTG AL A% 00 (Fat tissue
increased) |, PTI .0 fEH (Central obesity) |)

HIV B2 DURT A7 o — R A O BIE AR RE I B9 2 HIFE (1] : PT T A 2 RY ARG
(Insulin resistance) J) . BIFMZDOWTIXBRANEHEZ 2R

HIV EHEOVRI AT ¢ — R O R R AT R (3 L O BE R AR MK 38) (2B 95 56
(%51 : PT M ifnFh =2 27— L B9l (Blood  cholesterol increased) |, PTT & R 2 U&U R fiLiE
(Hypertriglyceridaemia) |) , BESFHEL T, 55 | &0 HEE CEAM SV AR B A HGE
GENTHND W PTT =L 27 2— L % (Blood cholesterol abnormal) |)

VIRV AR T 4 — T ALELZ B 95 H5E (41 : PTTAENIIE BB (Lipoma excision) |)

BRst

Se RVEZR BT B9 2 HEE () : PTHJE RME R & VR Ak 71— (Congenital generalised
lipodystrophy) J)
PTIHIV {EFESEWEAE (HIV wasting syndrome) |, HIV B YR A7 ¢— L IR D720 V]
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DIEBERETH DT80

—  TTu—AEEREELE I B 5 FEE R E OUR VAN T I B IR R
% s

—  FERRIE I K OVE MUREE 12 BE 92 HIGE (RRGERS RICES<)

—  PTIEGE (Obesity) | 33X 08 PTTHE B (Abdominal distension) |, #FEDRE . ZHbH0
FRIFZFEHAZ T A XD E TR RBN B DEBZ R L 72R > 727

2 — =%, HAERIOTIL ha v AV R E ORI BEE T 5 F5 2.0 RS 55121, PT
[ i (Abdominal distension) | Z& A2 LA MRHFIL ThEV, A, AERNDZORIIZIB N
TERENTNWBE=DTHD,

2.57.3 REDOEMERBEEROFRNCETIER
MR AT 4— (SMQ) JIT8e 3 L ORI 3R FE TR SN T)VD, 3T 1.5.2.1 223452
it

2.57.4 TURVRAbET74—(SMQ) |OBERHIY AR
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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2.58 I E{E % /& (Malignancies) (SMQ) ]

(2007 4£ 3 HIEERUV—X)

2.58.1 &

BPVEIEBEOEFR DT %24 520k £ (] : DeVita 5:2005 4=, Peckham ©:1995 45) & 1L
7

M . (Malignancies) (SMQ) [1ZEL FOHEEE BT 2 TOXAT OEMEEITFEM A O
JEEIES ; PR AR B DR RE TR AR BRI OTEIR L2 W O UL M~ — U —, T Ak igI
Bl & DSMQHUIAHET S B IREE (SMQ) |

A SMQ 1E 10 fE D7 SMQ 2 OAfa S, (BRI OAE HI SO/ 25 o TORE I 23 ATRE Th D,
MELER R (SMQ) J1E, U DY 7 SMQIZHI LS TV,

H7 SMQUEM: £ TFEIAR B O (SMQ) |

Y7 SMQIUEMEL B BTHKRE (SMQ) |

7 SMQIEM: R BEEOEREZE O T4 (SMQ) |

Y7 SMQI G~ —7— (SMQ) |

7 SMQ O HEMF TR OIS (SMQ) 11, BN E/ZIXFEM R OIS § 54T
D MeDRA HFEZ T ELTEY, —21Z0mii=%7 SMQ IZHEIZHI /b S Tung,

- [P (SMQ) |
- THEMEE RO (SMQ) |

H7 SMQ O HEMEEE (SMQ) Ji1%. LT SMQ O FALIZHEE L T\ D,

- MR AORES: (SMQ) |
- [FE MR AR S (SMQ) J

Y7 SMQ O HEMEEE RO (SMQ) HIZLLF D SMQ O FAZICHEEL TV,

- [HEE FE R BH o0 i 2O S (SMQ) |
- [EEVEFE AR O JE MR IS (SMQ) |

2.58.2 wl&E BROVATE

—  TEMEEIFESH A OER; (SMQ) J

CEMEFI TR A O IEEZ B 959~ TD MedDRA D HIGE
AR PR FR RS EUIRAE (SMQ) |

EMEEE BRI BT DR REIC BT 5 R

SRR R O TR L2 O FE (SMQ) |

MR B OIRIFRICH OO NAIREE B LU WEICBE 2 HEE
INSDIEFIEB L OO %L, FEEEDRIEICH VS
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e

P

tas

e

TE:

e

e

- [EE~—2—(SMQ) |
N~ — A — B 95 MedDRA O 13E
JES~ — I —IZBL T, BINDOHEFE 7 L —7 (EGTM) N EED 72T =7 H Ak
(http://ar.iiarjournals.org/content/27/4A/1901) Z & D= L,
Brak:
- FERICEAT DG
— BRI 5 HEE
—  [EMEFIEEEHAHOER (SMQ) 1122V T
SEMER BB DR A R T HIREII IOV SMQ 0 bERANT 5,
- REBEIC RIS 2 FIEEI LB S LD,

=32 20.0 [IZBWTHSOIEANYT SMQ 23EL F DO X785 EA 7 2 ar OFEfIRE i orm kz
H Bz DEMZR A (SMQ) HZBInE: T RIS (SMQ) | B KO IRk - rIiE T (SM
Q) 123, HEMIESE (SMQ) 1OV~ SMQ L GEME T ; THEM: R O iR FfEs; (SMQ) |,
F L O FE R O IR MR AR (SMQ) J 23 M EE RO ER; (SMQ) |0H~ SMQ &L T
BhnEh-, NEERE (SMQ) | 2K 3517 SMQ 2RO E#E 21X 2-16 127,
BRBLOT AN I 2=  U—F 77 —7 (WG) T PTI 7 ussF pEAEE
(Prolactinoma) | (/\X—a> 191 T PTI7'aZ 7 pEANE F EARIES (Prolactin-producing
pituitary tumour) | FALO LLT LTSN TND) & BIEO SO FICFELTERY, 20 PT
% TR F T TR R B O IESE (SMQ) | O ERY AR ERA D I8 E ST D, MedDRA O
SIFEIC BT DIEIEITARD A HEEEN MSSO ~ g 7z,

T T —a i, U RENT M R A (o7~ B E DOIRRIC B W ARSI L E T T

BHZEND ERIRR AT D701 83— 17.0 THEMAFIREE (SMQ) 2R HzEE L
TPTIHFT 71—z (liver ablation) | 2%BIESL TS,

=72 14.0 [IZBWT, Zo0H LW SMQ 3% SMQIEEME S/ I3 5EAR O R (SM
Q) NITMA BN, 22— — [ THEPED B DOFR G, MR AR OB EHORLR IEF], Fic
Il F AL G O TEMEB L UOGEAHOR EM DTG EFZ R TEHIHT/oT,
DEMZRE (SMQ) IV 7L Tnd T SMQEENEEZITFEM R OIEE; (SMQ) 11X T~ TOfiF
H PR 2R T 2B ML TS, 22— =23 R E OfES FHIE OIEE 2 Bk 5D Th
AL R AR E LT A O FEMEE O35 R B D JE S I B 35D SMQ HHUV T~ SMQ
DHEBEIITWS, filx X, HEMEBIOGER A ORINAE A (SMQ) 1007 SMQ D M
BLOFEMAHORH Y (SMQ) 1 72EThH S,

FEMEETZITEE AR OIER; (SMQ) |0 HEMER BB OV R EZ MO F1E (SMQ) | H O HEE
PRI TR AR BHEUIRAE (SMQ) 11, BEMER BB A R JE M3 LOVE TR BT B L TS
Te FERRRBIZ B 3 D MR G DSE G A RFE 35 2L TED,

7 SMQ O HEMEZR B RIEDOIR R EZ WD F1E (SMQ) NI FHIESL B BE R 72 & SRk 72

SMQ F513E MedDRA S— =3 20.0 ik 2017 4£ 3 1 (JMO)
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PT BEFEN TS, LINLe 5, ALHRIESCHUNBIBRIZHEO A EFRICEHET S LLT 13204
7 SMQ IZIXTEFI TV, 2SO LLT (3B SFHREESC ARG IR D PT 12U 7L TR D
ThHbd, LA FIZEDFEF R,

SocC PT LLT
R LUk E Bexseal:: (L2 B AR
/Decreased appetite /Anorexia post chemotherapy
MIERBEOV R REE =il o -3ri Syl
/Anaemia /Anaemia post chemotherapy
ST T LSRR T
/Diarrhoea /Diarrhoea post chemotherapy

tHE. hEBIULE S HHE

LI Z J DM M-
/Procedural vomiting

TG R E R N
/Vomiting post radiotherapy

R RIEE

S U Ak N T
/Secondary
immunodeficiency

chemotherapy

LS PRIE T JE LT S % AN 4
/Immunodeficiency secondary to

* 2-7 V7 SMQ EMREREEDOIRRLEZEOFIE (SMQ) ITE TN RVHFE

2.58.3 [MEEEE _—
(20000090)
|
| | | |
EMEEI ISR ORES || M R e SRR IB PR O TRYR L g~ — A —
2O FE
(20000091) (20000092) (20000093) (20000094)
|
| |
T [ S R BH 0D flEi
(20000194) (20000195)
| |
| | [ |
L7 7 T A 9 FE I8 = ) T IS FEME R B oD i 2 FEME R B O FE I IR
A IS SN} A
(20000227) (20000228)
(20000229) (20000230)

2-16 EMIEE (SMQ) DFEE#EE
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2.58.4 HFRDEMMEERBEFHROTFRICETHER

[P R (SMQ) PR 58 RO A5 Fio7-FEEEED SMQ THhD, -, EA7 SMQ BLD
FTRTO FAL SMQ TR FR &I R IL R URE AR OND, MG A FF o2 LSME, 20
SMQ DRI IS L OVAIEMR 3R 3 CRER S AL A & A FF - 72y SMQ OFIFIZELEIL TW D
(1.5.2.1 Z2), EAZFEIE O SMQ OFFIT FALMEE D SMQ DO HIFEL G T 528 TETED,

2.58.5 TEMEA (SMQ) |IDSEEEIY AR

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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2.59 M E 1) >/ \[E (Malignant lymphomas) (SMQ) |

(2013 4 3 HIEERVV—X)

2591 EFE
UL SBEIE— R FER YR UL 8 (NHL) B8 L OVE OS5 0 Berp VRIS O 7 L — 124y
X5 NHL

U2 /R IEDH) 85%
BWREOAEfR D BT 60 4F
NHL Do DR - R—F% NSRS KOV RIEERPED L Sl 81 F4F BB I ORIE
T5
TEREB L ORI R BN LS E 2 DR (BIZIE, V—F 774 —Ab—Ta REAL 47
) IZLD D DD,
NHL D2, 5 OfeFRIIIE 2 DR 36 K ONEHGARAT 238l S5
R, AEVEEE | M, B RO & 2 BE OR - GER, FlE) 1260 TR
RENZIZLL N O RTHEMED B D

- YL, (AR

JEGYE (=T REA - NR—TALA[EBV]E C HUFRT A NVR)

- BR BT IR (ORI E< s L OB i)

BT NN 1=

-‘Iszn'i*f”

PRAEIRIE, BN F LU B REE (120 AREEME ) @ MR ) 12 D B D
NHL OFEREIZIE, RIED o~ EifEIR I OB JEIR (B symptoms; &L, 27T, RE D) 2 4F
BT 2H0RHH

RUF VN E

NHL |3 5720 | KRk FRIRT R A7), 3 KOERIRAV R E A £
e TEZWr DT DIZHIBRY B O AR MHESRES LD
i 2 0RD DT O\ A TR AT 2 D
U EifR I LOMARE B SEAR DN RFEHY
ZAOF LIRS SRR IEZ L TR
RV NEOIFRITEEfELL TR
R TE DRRGNERFR, B20E EBV X, BI 5L QWD ATREMEDR S D
cHIV YL R D3RI E D
BRI R RN HIZ RIZL TOD ATREME D 8D
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2.5

e

9.2 aE BRH‘IELTE

)

&

FERTF LV AREORE & e X A7 (FI 21, PTI =2 Mgy &S 31 (Mantle cell
lymphoma stage lll) |) #33 H5E

WX AR IRV EORR % IRERE (BIZE, PT AR HEGUERS B PR iE B A %
> 9% (Hodgkin's disease nodular sclerosis refractory) ) & fGE
%/J\BE/%X‘T“F‘%JA[}@Eﬁ)éf%%i‘ﬁ?ﬁff‘%éﬂ\fi<E%T EVED & 2 B3 D R AR A5G
oD FHFEIL, 8% AR 2R I EE (B 20E, PTIUL RERIERER H (Lymphocyte morphology
abnormal) J) &L CT\\%,

54

FERMEDRIEZ T3 HFE

U S E DS E MR L OE DR AEO FTREVELBIE 52 PT IR Y L/ SHE G I e
(Post transplant lymphoproliferative disorder) |z &<, 2 THOV L/ SEAFEMER BIZEI 35
jﬁ

U RO FHERr B 72 15  FER IR D MEE, VoD TOMBREIER DI L 1 TIER; 7
HITHD, Vo fil- U HiEIR- O b R 228X, FEV BB L OEIEIG MO kR 4
IRRIETRO LD ERITL THREICEDH DO THD (Bl 2 ITARERD | FEL, FITRED
B AEIR])

HEARRERE O 38

Hl Y4 oo 2006 FEIXZENLANZATIENTZT —F_X—ADTANT PTHAY Y /&
(Pseudolymphoma) 12X~ TR XML E T DIEFIDFEE STz, LOLEINLIED T —H R —2R

TIEFE PT 1B T DIEFI &R H LA o7z, 2008 402 ALLARTOD T — X DR TIE PTIHAY

/3 (Pseudolymphoma) | & JRAIBAR SR HFEL L TEOAHZEE B BT DM ERH LD LIV,

2.59.3 TEMULE (SMQ) | OB EZE 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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2.60 %% @R (Medication errors] (SMQ) |

(2016 fE 3 HIEERY U —X)

2.60.1 B
BRIERR L, EREMAE BECHEE OB B TICHHEIRLTHY ., REv) /e H B
DEZENZDRDD, FTER E D e N A E DO PR Al REZ A XU " L TERIILD,

ZDIIBRARUNT S A —F a3 o= —ar RO TULER S LB R
Fo . JRANL Vi, B3, BE . =2V A TR BIOERE & e, HAKBE, ~ VAT
TR FIESLT AT MZBARL CODATREMED B 5,

Fedima L, fERICRIVER (RITEA (ADR) 2 E5 & 3KIER) 267257 560, BRARAVRRIE
(ADR D72 N BEHGRRR) L7255 0305,

PSR BB DR TR T DR IEAR A T DN TED,

TBAER R BRI, EERIITEE 2 S £V IR THD, WA D AT S35 A HE
PENRBHD BRSO A L TND,

fela

Pt mEL<ORNWEM (ADRs) 25 [ S ZL TV D:

ABREEDIL, T X TORFHFLRD 18.7-56% (A0 Y § 5 RERARAEA LOAHLR-T
W5,

BRI DRI L AT 5,

TR ATREZR L D LB 2 BTN,

SESEREMII->TWIAE, B s BF) CRICBEET 2L T OF i THRIEE
ANAELTND, Bl 2 1L

TR |2 LA EKDTE S DRESR
FRILT= AR D3RO R
YA IR e

P F AL DR A

BRI 723 T E (RO )

AR FERRIT LT ObDITH B Z 52 DA REMEN DS -

BE

ERREEFI

P S SEES

Pl dES

PEREIRIRIE L (IR IRBRIE )
[E] D A2 R B
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2.60.2 AE /BrRAVEEYE
. AE:
—  ROERITHE ST I ER A R T HEE, J”L%ﬁﬁ X BEHREE L TRIE SIS,
— BRI EIGRRRA RSOV HGE CTH LM, BT~V IR O FFE, B REE m\:root
OEEREIS  FI 3O &GRS TR WA B2 R HRE DO SO LI LI
RN DL TR FEMFRZ R E T 5 B TERDD fTREMEN 5, O HFEIL, —KBIITIA
WHRELL CEESND,
B4
— B8 FrEe7E AR ER TIEINbIE, BFEERR TR,
- W5 %O JIRE
— YT ORI O FFE
—  JEIS T TV O RE
— WM AEAERORGE
- (AERGOMEE
- EELEASETHE
—  PTI{&{1E# (Exposure to body fluid) | 0> k5 7¢ [ 5 50 Mg i 2 = 72O MR EE OO I 35
- *‘%§$ﬁ*f§<®r/41j%$?fﬂﬁ‘7 P38 D IR A 22 GEC NI OB & Z 7~ 3 H
BB, BT, PTTEE SR O R (Device issue) |, PTG B O (Product quality
issue) |, PTIH1% (Poisoning) |, PTI{&# IEESF (Treatment noncompliance) |

2.60.3 REDEMERBEFREROTFHANCEE TR
[P (SMQ) )T, PER B I OURIEM R HFEE R A L, SEZEE ST, 1.5.2.1 ([Zit# ST
A

2.60.4 EIKER (SMQ) |DBEEEIY AL
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/emal/index.jsp?curl=pages/special_topics/general/general_content
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_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
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2.61 I BREER S RLAE & B (Myelodysplastic syndrome) (SMQ) |
(2013 42 9 HIERVY—X)

2.61.1 EH
B il B EE e (MDS) =1 ifn B/ o — i D g 7 —7
MDS 2L FIC L TR %
EpIAD K= Y =ikt R
— KGR 5
— HLH R
— ARY i, i ER e
— I R A E A= R
ZOOF IR T TH GRiMLER, FERIER, B LOEAZER) B 5L T ATREMED B 5,
MDS 3L T DRiEERIEEE 2 Hivd,
- BEOYV T N—71F, URUIRAMEE M A I (AML) I2E R 55,
UUTOREZETHIERDSD:
—&
— IR i
— ff BRI
LI OBk 7 P u—FnagEhns:
A MLERER A LK 53 BB HRAT A
- B
HBOAITRIE :
— Wi e IR L
—  ATREEBERIIR
—  AlleEE bR E
—  EBERBAEITIRER R E NS
VLT OVEZEM R CEEE D03 LIVR
—  AlleEE RS
— TR
- UANAEY
—  BEEMECTEE (B NEY)
— M (A | RN OBREE) 2T M (NS, FaROBREE O BE) 00w HeE:
LUF 215 B E % & T B R e b
- IEFE
—  NTURAYAREE B L O SRR T DA
— M (B =L DR
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EOFERMTHLRAETHARMENDHY, EICHEE ICEEE 525
FAB %3 (French-American-British 43 }H)

—  RISPER M (RA)

- BRREIFERA S RA(RARS)

—  ZFERBINZ(ED RA(RAEB;6~20% B B 2FER)

—  AML ~DO#ATH] RAEB (RAEB-T; 21~30% 1 i 3 £K)

— B MR BEME A 1 (CMML)

2008 4 WHO 73%#1:

—  HURHLO SR A D A i RS AME
— RARS

— RAEB

—  ZMERRIIE R D A M I BRIBD iE
—  5qHURIEAED MDS

- SFETERV MDS

— /IR MDS

2.61.2 AE /Bro‘EYE

< WE

—  MDS EHEEH TRESNDIOBE L/ FREDOMGE (BIIX, PTIERRERZF B PED AR MR (.
(Refractory anaemia with ringed sideroblasts) |)

- EREHFEE G T MDS OIEF IR RANIC OIS B A HEE (B2, PTIE i il
% (Bone marrow myelogram abnormal) J)

—  HFIRREOTAR RICEEN 2N A TH, MDS DERIRAYFEBLIZ R DD D oo B
HUERISR 2 R (B 20X, PT LI ER JE (Pancytopenia) |)

— MDS O&xbd THREMZRIEE FINEIC O WO HEE (Bl 21X, PT TR FE 5 B R A % 1k
(Allogenic bone marrow transplantation therapy) |)

Brak:

—  MDS @ 3 i BR R D M BRI 12 B U 72 IRy B A1 FEMR 36 L OMLE k972 3R (B 21,
Ao BSE#EO PTIHE Y7 (Fatigue) | ; I/ MIBZEDESHED PTI#{E (Contusion) |, 4fH1ER
B ED R D PT Y (infection) 72 L 0 HIGE

— g RS

oh

RS

TR T BE BRI BEERE (SMQ) 113, ZORFRIER 2R T ERONDIEFNTE S5 TTND, i,
MDS TOFT R ZFRT LG AR MRV - B2 1X, PTT A1 ERIE) (Leukopenia) | - 721
T, ZLOEERIMRILIERE R TH LIV IREE I RFICAR SMQ MBFRAAL TS, 22— —13,
B D & DIE G 2 A5 58 T AT DI AN BB BB SUEMERE (SMQ) ) 2 H LI-WGAE BB 5, £
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7oy A=Y= BRI 2R HEBIRS MDS DR &2 3 IREGI O PH 2 I 1T S & ML I Bk (SM
Q) Z Rt L72\W B 030 5,

2.61.3 ["BERERPBIERE (SMQ) | DBE CERY A b
Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome. eMedicine, 10 October
2011; http://femedicine.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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2.62 N EEFEIEEE (Neuroleptic malignant syndrome) (SMQ) |
(2006 4= 3 A IERYV—2X)

2.62.1 EH

o EMEREGERE(NMS) IZENTHH, SEICED ATHEMEOH LB B THY  mEL, T [EfE, Bkl ~v
DA, BROWRE R IKIC L OIER DO G OHEL L T A AR RE S A RS 35,
NMS DI B IE, #riRitRE S DOHR SUAEMICBE T2 L5 TH D,
NMS (BT DR S Tns:
—  RRUAEB A (reserpine 728) D 55521 CODREE KRIIE CRWEF T DER
- R=F N ARBE BT DRIBER 2 AR T T = A NOBERL% DREIR
— PV Ty T H RV T UL, A BEOT 2 IS PRI E

E/N

W TS IEOR G BF IR ITLEEOFEM RS I ORRD ER2 AL T B R ERE
R (T REE SR, ME BA | RZEME) | W TREE IR, A7 m— XA $EEL DR HE
FTOEML VO, WSIE, AMERIEINE, BLOVL T F L RAFRFF—8 (CPK) #i 7
EDOHHEBOBFERAENTE 7 AL EA IS,
PESR D IPEAIER LT LW IEE B O HURS A 32 B W TS S BE R E R IS R E20E W 3V K
ITHD,

2.62.2 A BRIVEYE
o
NMS FBELOEDFERBMICEE T2 PT, 38, B, IA47e—X 2 iRk, 0. ik
UL D23l B AARRERRE R . B L EREEANE . CPK ¥§n7e &
BRst
—  BARAYZRBRANEHE I L T

2.62.3 7/ HYRL
AT R EELTRIRSNDIERNL, B 7TV —A P R) ICEE SN TOD PT B—2 L bt s
TWBIER], H LT, Wb Rk R ChiH T —B,. C. DD 37— FnFh—oLl |
D PT Z {8 Tl SH TODIERITH D,
A7) —A* (PelifnzR)
—  NMS FEoiZbob=AEMEFECEMERBUAL T DIRE (CBIENMS EL TAZ ST
DRFFEAZ S 22 PTUEMEEWRE (Neuroleptic malignant syndrome) |, PTIzrh=2
SiE A (Serotonin syndrome) |,  L<i% PTIZEM: & 21 (Hyperthermia malignant) |
H72)—B, C, D*([RI#fsR) : h77V—B, C, BLU'D OEHIT FiLDLBI THS:
- H7EV—BEEMCEE TS PT)
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— BTV —C (i ENEE- B EICBEES S PT)
—  H73Y—D(NMS IZBET 5Dt PT, EERRA RS RO HEL &)

*B7AY—A X CIOMS AV F )V LHEICMISNTWL ATV —1 ITHE 5, #772U—B, C, BX
ODIF, ENENATA)—2 0)%’%%% CRHES DR AIRE . Al RIS BE T oM R, BT
NMS (2B 2 DML SR HFEIZFE Y 32,

2.62.4 BERDOEMMEERBFHROTFRICETHER
[EELPESE R (SMQ) ISR &R R A Ff > Z Lz, 7AAYRLEHT5 SMQ Thb, 7
NAVZLNIIEBIR B AFEDOTE 4 DA T AV —TOMAEDLETHY, BLOHLIEG ZFETHLD
FEENRHND, TATVAANIRBZ O EL T RROLIRFIETHIH TES,
BN —d5ET % SMQ OFRlE, /TR R Tkt DIEBI A 9% (1.5.2.1 )
BERBEDOWILL T — V72T 2\ MERSIIIER 2R 57207 VYA AL D
MAA DI T 5, MBRERDDIREGIOSEIET NVIVR e~ =7 MVLE Tl 5
ZehTED, TEMEERE (SMQ) JO 7 LY X 41X Aor (B and C and D) Téhb, 7/LTU R
TIRBISIIIEBNZVARE L TH 13523 TE D,

2.62.5 NEMIEMREE (SMQ) I0BEEEIY AR
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
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review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.

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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2.63 I JERK 4% T 51 (Noninfectious diarrhoea) (SMQ) |
(2013 42 9 HIERVY—X)

2.63.1 EH
© FERRGE T SMQ IXIEAMED ATREMERH HIEBIZ R R T HEEBEKILI-LOTH D,
—  IBRINIZDA- T T 20 DD TR JRAR DR R TR HUAE ) B B T RE A
=i,
© MHIDOEFRIILL TOEEY:
—  PEESEEZHIIN (24 F§fEIC> 3) L BEOE2IX
— EOMIORAD | BLO Fi2lZ
—  fHOBEERIN (24 BFET> 200 7T 24)
© ZHEOEEL TR ONDEIEH
HEWHEWERD P CEVI—t LT —U % H 2
I EHOEI LD THOFRERRRHLEIINTND, LLTFOEIEEE ThD:
- PUEWE
- A
- PlEimERE
—  FYU—RFIIVNAE MBS AT AR,
—  PUEPERES R
- HirhrvA LR
- TRV LEHILEY
- PAENR
— AT EARHEHIRAE S
— o)L Fr
—  HIERA R L OWAE STA
- TaREFTTUVUHE
- ZLOYTVAR
FEEGAE FRID AT =K A
—  FERIENE (B 2IE BB E T 1o M T D)
—  RIEME (B Z0E, BREIRE A D JFUIR] & 725 A1 o0 il i 320 )

2.63.2 TE /BRI ENE

(=

—  THERTHEE

— Bk, RIB%., Bk, 2%, BIBROBEED X572 F T T RIZEHEALER O JSE IR RE Ikt
TG
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THIOELE O B2 5. #ix1X PTI8 k4% (Faecal incontinence) |

TRIOIERE G R 2 TR AR B o HEE ., 121X PTIHER 2% (Culture stool
negative) |

TFRIOIEEBEESIC BT 2 A5, B 21F PTIIEEIRIZL D HiBh% % (Antidiarrhoeal supportive
care) |

54\

JEGYIR RN RO G 121X PT R ME %1 (Bacterial diarrhoea) J . PT T2 5 KRG 2%
(Pseudomembranous colitis) |

TN — RIS E DR 2RI B B JOVRIMPEREGAEIZBE 42 HEE, Bl PTIZZh—2
RifithiE (Lactose intolerance) |, PTzU7 v 27J5 (Coeliac disease) |, PTI5UIER (Intestinal
resection) |, PTG E ¥ (Short-bowel syndrome) |

TR — A7 TH LI R IREE SO AGE, #21F, PTIEEE % (Diverticulitis) |, &
JEMERG IR B Ao~ PT (B 21F. PTIZ o —5 (Crohn's disease) | . PT & B K5 %
(Colitis ulcerative) |, PTIZ¢JEM: 5 H (Inflammatory bowel disease) |, PT AR A 5
7% (Mastocytic enterocolitis) | 72&) . PTI /L F /A RIEMRE (Carcinoid syndrome) |, PTIHI
AR JiR % BE U £ JE (Hyperthyroidism ) | . PT 34L& 7 2 2 A4 K — 3 A ( Gastrointestinal
amyloidosis) | . PTI/L—7 25 %¢ (Lupus enteritis) | . PTTHIV IgfiE (HIV enteropathy) |, PT
[ I SE 5 RE (Short-bowel syndrome) |

AR PTIEEFEM: K4 (Necrotising colitis) | 13, BRAJEFID IR YLME RN DO =T A
BRI IRINoT

2.63.3 [FERLMETH (SMQ) | DB EICHERY AR
Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea. Drug Safety, 2000;
22(1):53-72
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2.64 [ JEBE 4% 3 ¢ (Noninfectious encephalitis) (SMQ) |

(2007 ££ 9 H IERVY—X)
2641 EFE
RN IIR D IIE L TE FeSD,

— RNV EI DR R £ 722D,

WHFEREOHZELHD (20D SMQ 355 ETHHD),

MRS . IR BEFR IR R H DNV TN F B FEO IO MREA O EL L CEETHIEREETD
ZENDD,

105 F5 JOVEIR 5

BERR AR (R 22 S S BVR R

BHEL

IR Z & R TEI DR

FEN: SaVIRY N

T RMED DN F PR TR

IERIE , EEENREH AN R, AR EOE B I KON R KR & E T IR R MR R R

UK R — IR0 B S L0 IR ARRIREE | FRAE £ 13 SIADH 2 RELT L8585,
fRiFr R (CSF) 7' m7 7 A /L O RFRIL Uo7 SERMEREIRGHA S IIE | B EE 72 2R NS K OVE# 72
INA—ARIETD D,

MRI, CT BLUEEG DB ERTZENH D,

2.64.2 TE /BRI ENE

Al

Sy RITEIE, BHEEL, Bk, B, FORIE VR, AR T | RO LR . A LB LU 2
BT SRS (CBIET A R R AL BEE 2 B, FIRRIC G TN ~ETHD)

PT [ HhE (Psychiatric symptom) | (%6 12 ES S 7R HRIE R S L Ta—F 1o 7 &id
REMED D)

AN A T PTG R YLD 351 SEHIF T O PTREME Db DI RSN TE 7R VD)
LLT M52/ 7 (Meningoencephalitis) 173V>79 % PTIi%k (Encephalitis) | (16> CTZd PT
TEESND)

PT & ¥ . (Musculoskeletal stiffness) |13 AR SRICE £415, 2087205, LLT 5 E
T (Neck stiffiness) | . LLT 305 & (Back stiffness) | 22T/ 56 Cbhd . (AL, LLTT T-Ha5
EL (Stiff fingers) | 737 —7 42 7 SHIEGI AR RS2 AIREMED B D,

FEICBIT 5 PT(PTI#E% (Delirium) | %> PTTEMEE% (Delirium febrile) 11342 D # i
DRIREVEN D D)

IERRED T ER AR 38 (191 : PT T 2% (Electroencephalogram abnormal) |)
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Bt

I RSB S TR VED HIE (1] : PT M fi b4 5% (Hypoglycaemic seizure) | 1357
KGN TH DO BRI SILD — BRIMEHER IR)
BNV, KEEIE ., B E O L7 R RFMED AR R O3 B -5 AR

EPENRIK THDHZ xR T PT (B PTTH A RAH a7 AL AP %% (Encephalitis
cytomegalovirus) | . PTI i B PEM 7 (Encephalitis protozoal) |, PTI 707 x /)L kY27 f5
(Creutzfeldt-Jakob disease) |, PT#&[R X2 (Encephalitis lethargica) |, — % DL D DY
KNZBAS TRV, LU FERER G % 0 B DB R EDO—HLE 2B TVD)
PTE# 5% (Delirium tremens) | GE 137 /Lo — L E2 1T HIRHRIEICLED S D TH N I
BT

PT I 54 g i M 553 (Drug withdrawal convulsions) | (ZAUTEEAINE THY | 475 TiEzew)
Jibd 3 Bt AR 2% (encephalomyeloradiculitis) (25 9% F 7813 MedDRA (21720,

PTIL—7 A% (Lupus encephalitis) | GEFNZBEFR T 228130 2 7200))

Se KWE/ BARMERE E 2R 9% PT (45 : PTT 5 K L4 72 M M 2¢ (Congenital syphilitic
encephalitis) |)

R, BN BUW . LD MERE, DK, BEIRE T | AR RAE L A RN, Sav 21
BEE 92 IERF )72 PT (HL, PTI& 021k (Mood altered) J115R<)

MU ARANZIBNT, R N — TR OB 547 895 PT (B (IR FAEIREE  JRAVE E721%
SIADH DOFEBUZBE# 2 PT)

PT b8 & i A5 5 5 (Echoencephalogram abnormal) | (x4 0 &2 B2 i3 & H S417eu)
PT %158 (Encephalotomy) | (A48 (2 BE# L 720 )

PT M i b5 M58 (Hypoglycaemic seizure) | RIMFE 23R K Lk ~ DL TWDTD | D2 A
T ORI E FNTND)

ERTFE R D72 iR A 38 (5] : PTT M3 (Electroencephalogram) )

MEH (normal) | &R B4 2o HIEE (51 : PT i) 1E % (Electroencephalogram normal) J)

2.64.3 MREDEMERBEROFHNCETHER
FIEREGMERN 2 (SMQ) NI BRI AR TR & IS8R R 2 2. CUD, 3EAlNE 1.6.2.1 253528,

2.64.4 IERGMERIZ (SMQ) |DBZEEE AR
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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2.65 N JERK 44 IXHE .~ 8= (Noninfectious encephalopathy/delirium) (SMQ) ]
(2007 4= 9 A EERYV—2X)

2.65.1 E#H
RE 36 L OB Z T — MR IR M F 72 I IR E O R R & FFD,
EANFHFNE (A SMQ DBSHGELTND) DZELH D, REEOREEDL AL, AP EMIH LR
A O—REITRRELTHEE TR R H D,
E LRI R FRE L L Tl SNAZ LD DN, FEEN LV IRVEIH 2 Bk 45220305,
JiEFha
—  MOREIEETITHEREE LS DMUMD EMEF-IT O FA MR B L ERIND,
—  ZLORAEINH D
<R
- Jid B
L=
YA R (HIV e, A RAT O A VARG L)
< ERENFHIEMEA G = (AP NE . & 7 > =7 UE | AR IMIEEE AR N D A MLE ., JRIEIE)
(256
VBN (VDR S 2 PED IMAE ) 1 TR AIFR F M i R L e R 32 28 hd %,
—  FFEUIRSRIR B L Th D,
—  ZOMMOFERIL, BIR, kL~ OZE), IRIR, IR, FREE, BIE, IF7/n—XAB LW
i ME T8 THD,
—  BMERERERZL RO,
HE (ArEshELIREE)
—  EREER, KOy, R KEE, B RO L EEORE A RHY ST OEARIETH D,
— FRMERRBICEE TS, EE T OMOEBICER T AR AN G5, BRI TG
na
R
- BRI (HRAIME)
-FEIEME (55 PAZE 3 L OYINE 2E)
* RPN HH i,
< SRR T I TSR MR AN S
— - ERIE, R LSRR O ERRIRE M LB L OK DA E), S, L5 (— IS
FZARE, B1EZHD Mk, SRR EFERE ThD,

o
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2.65.2 OE /BRI ENE

Al

175

Cl

4t

Sy RITE  BEEL . BTHRIR AR, Bk, B, SR BB R B IO AL EREE 21
FE(CNBITT AR I BELDEE Z DI, IERBIZE FNHRETHD)

Hwﬁé@éb TEEEVOHFEN A-TD PT (1] : PTTAFMEAMIE (Hepatic encephalopathy) | .

PT I & i J £ VE MIE (Hypertensive encephalopathy) |, PT M fiogE ik iE (Hypoglycaemic

encephalopathy) | . PT I #%: 3 % (Delirium febrile) | . PT I JR & 4 M i 3E (Uraemic

encephalopathy) |)

PT DiEAHIE IR (Psychiatric symptom) | (7 AMERTIL, 5 ULERFE TILZ O HFEILHEZ D

a—F 4 ZIERSTE)

WA EE T PTCGEAREFR OGO ATREMEA BRIN CERWGE MDD, (1 PTHHAE VK

Jit (Encephalopathy neonatal) |)

PTIZ 14E5#E (Reye's syndrome) | (IMOFEF B L OMEEIEE L TMIEAEZ T 2E230:5)

LLTTeU L e v AiE (Bilirubin encephalopathy) | 23027 LT\ 5 PTI#%5IH (Kernicterus) |

(RIARNT U LRAN T 7 AN — )L 72 8 DI HFED IR OITHRF O R THs ST s)

PT i 2Bt = = —r/ 35— (Subacute myelo-opticoneuropathy) | (AE2) 1T H A

THESNTZERIER THY, " Rax X ar PRIFEHRE BRI T0d

B 2R DA A FHEE (1 PT i 2 % (Electroencephalogram abnormal) )

IR KIS B B TR E D I EE (151 PT M ifn 4 4958758 (Hypoglycaemic seizure) | 1377

KNHALINTH LD RIS D — RIMEES IR

SR RSBSOS (B 21X PTIT VN — P&l (Coma acidotic) 172E | BRAMEHES )

RO B L R R O

Y CH KT HIEERET D PT(H:PTIZ7aAY 7 /L kY275 (Creutzfeldt-Jakob
disease) |, PTI#E1 714 2 B A& iMJE (Progressive multifocal leukoencephalopathy) |)
LLT I SLE i¥ i€ (SLE encephalopathy) | Z fc T 12> PTI /L — 7 2/ % (Lupus
encephalitis) | CEFNZBIE § 52 L1FHYV 2 720)

SeRME/ EAntA m e 32 PT (41 : LLT FELIR IR A7 v =—iiiE (Myoclonic encephalopathy
of infants) | 282 T 2Ff> PTIHREKY m— X A4 m— XA (Opsoclonus myoclonus) |55
IR RUTINIE , LR T S R — v AR L Th5H PTIMELASE B (MELAS
syndrome) |)

PTIIh=a RU 7 M IE (Mitochondrial encephalomyopathy) | B XU Ma L RUTPHEDIA S
F—oHWIMIE IS NDH D

PTIo /L= /rilJE (Wernicke's encephalopathy) | (E 43 B1 ORZTHRELT S, 2<%
T Na—VIEIZ D)

PRI, FEEN, BEUR L LD, e oK BEIRE | K0y R RIS AL, T a1
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B2 IR 072 PT (AL, PTI %421k (Mood altered) J13B&<)

—  PTIM#E S kA %% (Echoencephalogram abnormal) | (IESH DV T FEZD 2 W IXiE
(A C RV aRANAY)

—  LLTT4ME#iMIE (Post-traumatic encephalopathy) 1730 279% PT i %1% iE ¥ (Post
concussion syndrome) | (ZAUZDFRE T HHRTHHI=D)

—  PTI4YIBE (Encephalotomy) | (IMESH DV MTFEZIZBE L)

— BEDIFR O REMZRER TS PT (IRASND (B, &7 =7 MUE, RIFEE, (K7~
U AMUE, PREFE ., S fLERE)

—  PTHEImKEM: R (Hypoglycaemic seizure) | (K ILBE 235 K LEFE S TODE D | oo X A
T ORI E FND)

—  (EERREAIDIRW R A FHEE (61 : PTTiX (Electroencephalogram) |)

—  [1E%® (normal) | £ 845 e FEE (1] : PTI4i% 1E 5 (Electroencephalogram normal) |)

— FWHROBRENZ (PTIT VR — 3 AL & E (Coma acidotic) |, PT & ifin P 5 35 14 2%
(Hyperglycaemic unconsciousness) | D JH72) £ Bl RO &

2.65.3 MEDEMERBEEROFRNCETIER
MIERCYGMERMIE 7% (SMQ) 113 Ptlre 538 L ISR S8 2 2 TUVD, sEMlNE 1.5.21 &R 528,

2.65.4 FERGMRNE,BE (SMQ) | 0B EZ LY X
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.
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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2.6

2.6

2.6

6 [ FERE 14 §6E #¢ (Noninfectious meningitis) (SMQ) ]
(2007 4= 9 A EERYV—2X)

6.1 E&H
BEIER I IBEIE D ST L E RS ND,
— BRI GEDNFEIR L D,
HNBFHH T D2EbbD (K SMQ BRIZRLETLHHD),
E B PERERBE A -
—  CSF T MO BEK AR HE INAE SR A5 28 SR SR H S W2 &2 Rl 975,
— UANATHRITDHIERDHD,
— ENTHDN, EMIEROGIHELL TRIET2ZEN RAHITND,
—  FEAIFH M VEBERE A (DIAM) Tl F8E, SRR, BEJM | B5EL. OB X OMEMAZ IS
DIRFEBUEIREL THD,
IR E72 23K D 721 7TV — X IEAT AR HEHIAEA] (NSAIDs) | s Al #i ek s
7 VAR 7= AGURB IO I F U ThD,
PEBEIR 2% -
1 A UL EfRE T AR O R AE TH D,
— R ERDIEANTIT, CSF ICEHEASIDALFIRIEA] (B : AV FL-F—h) | sl fl
MESNDHA (] 2 7a 2R BLOY OKT3) , BRUIEAT mARMEFIRSEH] (NSAIDs) 23&%
B,
—  SERITZBNEO M E OB ST 203 EATITEEIR Th D, BT TRNIENR
2\, FEMRICITEER , BEL. 15 B 7). L O UsEs OB BB 03 5 £41D,
I BED . I BERIRAR 2 8 D\ I BEIE 72 X DIR A PR E N BB LIRS L TR H2808

N

6.2 & BRHVEYE
2y
—  SITRTE, BEEL, TR, MR, ERAE, = o — N T — | EERO AR B IO 7213
PR SBRIEL L B FIEE (ZAUHIE T /A XA E LD LB 2 DAVABIRRIT T &)
— DA 25T R RAIB B O ATREME RS HH D TR & Tlau (1 : PT 1 A4 a6
it (Somnolence neonatal) |)
—  PTI#%k (Agitation) |, PTTH 4 R AT (Agitation neonatal) | (U H1EH IR B IOk
B DRI D% THD)
—  LLTT#R5A% 2 (Meningoencephalitis) 1 1% PTI % (Encephalitis) |12V 795720 Ik
BI9% SMQ RGN % (SMQ) ) THA—EN5,
—  PTIjE#6EE (Musculoskeletal stiffness) |13AEAR SR 12 E £ TUVD, v LLT T35 E

|
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543

[H (Neck stiffness) |, LLT 75 #5f# B (Back stiffness) | 230 7S CD1ETHD, LL7s
25, LLTTFH56# e (Stiff fingers) | <° LLT I F 2D 2013V (Limbs stiffness) | DJEF] A3 R R S
D ATREMEZFE D,

FEAEREAE D I FEIT IR B E L2 WS N2 F RS 26 O (F] 2 PT [ i i P R 4
(Hypoglycaemic seizure) |, PTT I 4# (Drug withdrawal convulsions) |) LS
GERL TN,

YRR 23 PT (B PTI 77 2o A v AMEBERRRN 25 (Meningoencephalitis adenoviral) |,
PT HH0 865 25 (Meningitis bacterial) 1 72&)

A SMQ RVY—RAENDE YD MedDRA /N — T3 /02 80Tk, X 75 i 1R AR £
(encephalomyeloradiculitis ) %32 HEIE720,

PT U4 —4— A7) —F V7 ikt (Waterhouse-Friderichsen syndrome) | (Hit/i)
K72 Bl 2% B PE RN 28 T DT28)

FERMEFIN BB E S 2R T PT

B BRSO PT

TEEE, FEEN, SRR . L, IR B X O AKICBE 92 FE45 72 PT

PT I 5 #4522 (Echoencephalogram abnormal) | (8528 2 il B8 5912 1350
SIN7R)

PTI XY (Encephalotomy) | (B2 IZIXBIEIL 720 )

PT I if b 4 << 4 (Hypoglycaemic seizure) |, PT I 34 fff i 14 < %% (Drug withdrawal
convulsions) | (B2 IZBAFRL 72 WG ZRIR IR A FRF D) . — 07 DX AT DIBERAEIT
FNTND,

<

K

2.66.3 MEDEMERBEE RO FHNCETIER
IR BER S (SMQ) 1EBedEofi 5k & IR SR 20 2. T D, 3RfiNX 1.5.2.1 223528,

2.66.4 [FERLGMBEIRK (SMQ) |DBZEEE AR
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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2.67 THR & (Ocular Infections) (SMQ) |
(2010 £ 9 HIERVY—X)

2.67.1 EH
IFEDIATERE
—  AMECKEREICE AT HHO
—  [RMIZ (B OWNRIDREG)
—  IRERAT R AR LR oD f gy
ARG %
— JEROFEEELEPRIND PR ORI
—  EEIREIE R IR EEPHTTA Y B LD FERMR A TG R DS B
— IBFEEITO CORNERERT 225005
—  RETFNEAT BB TR R ZRIET HERN DS
ZROMESSEFEDIRERO R R L2055

2.67.2 AE /BroVEEYE

A
ARG (B2 B8 357 RG2S L QOB HRE (1] : PT TP Z PEIRN %% (Candida
endophthalmitis) |) - ZAVHIFEE | FIRHFE CTHDH, T HOEYE HEEICITIRGE . AR E P
DOREEHELTO | G, IR, FEE., IR AT A, A, iR, g, @, GaRng
FN TN

—  FEBEORGEFEE T RWDS FIVR WD IR A R TN TELHGEE (B PTI 7 R
& (Uveitis) |) - 2T —EANZIZEBHFE THD

B4k

—  JERGDFR TRWIRBEE O HEE (B, 7L — B O IREE, 555)

— ERMEBIOHAIROIRORREICE T2 H5E

— IR R BT 5 HFE (15 PTTARYE (Eye pain) J)

A SMQ DWW oD RIS ARE, B 21, PTIHRERR % (Conjunctivitis) | . PTMELE % (Iritis) | .
PTI#i#R#E 4 (Optic neuritis) |, PTI 7Rt (Uveitis) 1728713, #IZ TIEARW S UIT LIRS M
DRJFZFFOZENDHY, TANT —F_X—=ATIX AR |3 AE LT, LLZoD HEEIX, thoF
— AN AT AR | ZRAESEIRODE LIVR,

2.67.3 MEDOEMERBEEROFRNCETIER
MRS (SMQ) J I3 Slsifs 38 &AM SR 2 2 CVD, aEfllX 1.5.2.1 223528,
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2.67.4 TIREZ (SMQ) | 0B EREY AL
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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2.68 EREREBIFEE (Ocular motility disorders) (SMQ) |
(2010 £ 9 HIERVY—X)

2.68.1 EH
- IREREB)EE
— AR
—  EERERRE
— BRI A
—  THEARRR A
— SNSRI
—  BEIRIF AR5 R
— R RREL S
—  HJEMIESE
- RIA T —
ARER &S 2o ha— L LT AAMRR |
- PARIECAT . SMAEIEC AT
—  FEf. EEf
— R, TR
A AR JPRE
— B ARARR BRI
M HEAS . BhARIE . HH I, FEES 7 I R IR R A0 b LinZe
EFRENESTCHIZ RALE, MR L BITIMUZE L, IR EA DK LD,
— VR EHLRRR R
ST E SN R0, BHEREREIC LD 00H 5
MR E/ T A IRICH AT D
SRABL BIZAIE TR DZENTEAN, fEREL THEANELD,
—  HMEEARRR PR
SR T SR MR LIE  BIRIE ., AR DG EDRIK STV D
SFREBLZ BT, AMANCIAT B ERTEAR

2.68.2 W& BrANEYE
o
— IRMEIEBFEE AL T HEE (61 PT TR A7 (Ophthalmoplegia) 1)
— BEE L7 it be = A TR L QD I RE (1 PT TS AN AR A 2 JFR8 (IVth nerve paresis) |)
— IRERIEE)E E ORI LOYER O HEE (A% HEE) — (1: PTIT#E 14 (Diplopia) 1)
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R4t
— FEFFRAIRIEE (B PTIH k&5 (Visual impairment) |)

£ :CIOMS-SMQ WG 1%, MM EENEE (SMQ) | OFHE L, TH#RIMERIEER (SMQ) 1251 1T
RENPE LNV ETFRL TS, E0bITHWT —Z_X—2 T TR JICETAHEDa—F 4 70
T+ CIRWATREME RN S DG AT E N LI TH D,

2.68.3 MEDEMERBEE RO FHNCETIER
R ERE BN (SMQ) N3P 38 LIRS 2 i 2 T D, abflllX 1.5.2.1 #5352k,

2.68.4 TIREEHREE (SMQ) |0BEEEY AR
Clinical Neurology, 7" 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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2.69 [ R 2 EE (Optic nerve disorders) (SMQ) ]
(2008 4= 9 A ERYY—X)

2.69.1 EH

o AR Y RAR CARR S A L SV AEIRARZET D,
BRI DI OHELE . ETIIMOETE B OBBIZID | HAI RN =52 L0305,
PR O BRI BRI, A SMQ OXFE 1T, FIARERE ., HfhRe2 (RIE) . BL O
R FLEVIE (B DIER) ThD,
RAAFFRIE D JFA] -

Ky (il gy AR ) —)L  =F Lo a—)L HRa b3E)

—  MiRAEEREE

—  RERZIE, FRCEXI B12 DK Z

- EIES W eT LT r=a0— )L V=T VR, ZH T UAF )

B D RE

— RN O BAL E T IR AL [T 25 B L. 2~7 H ISR 2 ITHEIT T 25503582,

—  JRRNTIEC T, BARME E X AR M R R 5,

—  BNHFTEFEIREND, B KRAETELERTHD,

—  WARVEICREERT DO, @ MU EIERE R ZIEIC LA HMRIE DA Th D,

—  NSTRAR TSR SR EF O UL ERIC AT, Bra ITHER L CRERICRAT 254030 5,

2.69.2 A BRIVEYE
(A
S %A
-THR® (optic) | &V O HEEE & Lo 2 HEE
LA FLERIZ B FHEE
« B FEMEREAVIE D IOITARA I IR UIE R % KIF TR BB 35 s
— JE kR R
AR PR E O RS LOYERICES T2 H5E
< B I 787 D S E L B 35 F R
-FERFRAHEEDY G | BRI B 2 HIEE . TR LITER B OFEM A B O SV EL Fif
FHACBE T2 5
BRst
— W CHERRS T IR R AR O B
— SRRSO HEE

T IR SRR MIRE DO D | i AR I B4 RRI T — AL TUE 3528,
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FE: 20 SMQIZIRFEEICEIL CRIF S N=—# D SMQ O— D> Tdh5, TXTH SMQ MBS 7=k
WIE . BREBRFEIERF I HET2RNFIZED ., B0 SMQ OFH ., HDW)ETTO SMQ v hod
RIS LB L 725058 LIV,

2.69.3 MEDEMERBEERDOFHNCETIER
MR (SMQ) J I3t 58 & AR SR 20 2. T D, abflllX 1.5.2.1 #5352k,

2.69.4 THtHEEE (SMQ) | OZET AR
Merck Manual Online, published by Merck Research Laboratories

http://www.merckmanuals.com/professional/index.html
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2.70 N O f=MREEFEE (Oropharyngeal disorders) (SMQ) ]
(2007 4= 9 A EERYV—2X)

2,701 EH
M EMREE (Oropharynx) &1%, FRCICE> TR ENT- AEEZ SO,
—  OEOHEANMImE
- H&E
- O
—  fRNHEARE

2.70.2 A&/ BrRoVEEYE
- AalE:

—  APEEITWEHEBRD AN DO ERAL N DA L ITER /B 2 | IRE 235 HEE

—  AENHSEORTAEY) | FER ., BT A

— N SRR

- HPIRETE

- BT SMQIEAEE (SMQ) 1055 :
-PTIHi A% {4 (Gingival discolouration) |, PTI 8 145 (Gingival hyperplasia) | D 1)
Yo WIH A T LZENHIfE CRVWHEEZ G T, [ 8N (Gingival) 12154 CO HFE
-PTI# & fi52 (Periodontal destruction) |, PT I8 & %% (Periodontitis) | L2 AIZEI 375

B

— 7 SMQI O EMREET L L3 — PR B (SMQ) | DA
EEIED I OPENIZEBW TR THZ LN TELT LILF — B RICBEE S5 G

— Y7 SMQT APEREEH £ (SMQ) | D565
- APERNIZEB T DB EMICBE T2 HEE

— BT SMQI FEHEHYYIE (SMQ) | D6
TANABIOAZTUTIER T DHBD IO A FENIC TBIE SN D REYYEIZ BIE 925 1
i

— 7 SMQI O EHIEDIRRE CHrEY, BB LOT L AF —%R) (SMQ) JO%H: FFED
JEYYIE T AEMHDWNIT L VX — RS EAREIZBIELZRWRAE T, IROFRICL D555
i,

Ill %

e
SN

- th
SRR OFEE
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54\
—  MEREAIBS K OMEIH NSO O FT LI EF I BE S5 HEE
—  BEOREL L IIREE IR 5 A
—  RME, FRMERB L ONE R E RS HE
- HHHEEDO TN AR B L OER T4
—  PUHBHIC BEE T oA A (1] A RR)
— B SMQI AEHIAD F A (SMQ) |04
- B RHECHT A D I FE
* M), ZOFD FHFEDOW DT EE L TRIES V223, CIOMS-WG D20 SMQ D BA%ET— 2
TOTAMERIZL Dk CHIbRE =,

HE:N—ar 16.0 TIOREREEORZ . FEFHAEY ., FERIYEBLOIET L AX— (SMQ) Ji1El AR
SHOIEE (BrAEY LB LOTLAX—%) (SMQ) 124N EE SN,

VE:CIOMS-SMQ-WG THER IRIEELZ0> SMQ D EFH LR RITHE AL T D EREFESILT SMQT A i
IHEHRE S | OV 7 SMQITIBINT DI ESNI=TEND, /N —Va 14.0 12380 THY 50 D HER R
MR BIMS

N —a 13.0 T HEHEARE E (SMQ) | O FALO FEEH 7 SMQ TR 37 FHFE D ORI
SRR HEE D A ORI E E SN,
[E PR (SMQ) |
[ A EEEED 7 L L —IkHE (SMQ) |
[ O EEHEE O (SMQ) |
[ PENHEEDIRZE — FERTAEE  FRREGLE, FET L F —E (SMQ) |
(R SMQ OA4FRIT, /N—ar 16.0 T OFEREEDIREE CIAEY . BERBXOT L L —%
Fr<) (SMQ) JIZEEST)
[ A PEHEE DT A (SMQ) |
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2.70.3 @t
1 e N e s
(20000109)
NREEORAY | | nreEsosy | | nwEsEory || dseE | | oreEsoRts e, &
SR HE PBLIOTLAX—2R)
(20000110) (20000111) (20000112) (20000113) (20000114)

B 2-17 1 EIRERRE E (SMQ) DR @G

H7 SMQI [ FEIREEDIREE CHr A BYYERB LT L ¥ —%fR<) (SMQ) J1E, CIOMS-WG
OANF N CETIE OEHIADORFZ (SMQ) | L Tit#EiSn s,

2.70.4 RBDEEERBREROTFRNCETHER
[ EnFEakE E (SMQ) 3SR 538 ARE D Aa2 oM EREED SMQ Tho, > THER 38 &8I
B TIZRIUE RN SELND, FEIE 1.5.21 2oL,

2.70.5 TQEEMRERREE (SMQ) | DIz DB EEEY AL
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, 30" Edition
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2.71 B 1E%E (Osteonecrosis) (SMQ) |

2.711

(2010 4¢ 3 HIEERVV—X)

B

B ST i 2 S 3 M o R E 2 o TAET D,
B B ORBREER) 3PS EBAL T DAY, Z DD FIZHAELDTEN DD,
2 FRE D F- 2y

SMEE

- KO R,

- MR DG~ DO B2 EE B L OB LV AEL D,

FHSMENE

sV FARTRAROM, 7 va—) VELA | SRR ERE L, T — 2 =i RS T T b
—F A EE | EIRIE , SRS, 7, HRIREEE | BRI T2 DWW oh
DYAZ KA/ JREEIZ LV AL D,

FEREOEELH D,

R S BESE D JEIR

TR CAF X450 MR (BERbBULSND) THTRICHEET 2,
RENRFIZ, T8 22303 D E072 R EIITICIT 2 IORE R B Db b D,

L IRHIR2 %%

B W BN DB X H DV NIHATITHED TR
WIED IR

T L TN AT @B ISR BV,

2L D56 BBAEO B X #ERITIER THD,

FHH AL (ONJ)

2.71.2

B ARAR R — RO HIZIDEL S,
BTAT -T2 B Pl 295 B L L CAELDO N MBI THD,
BB L OYERIZITIET R, O HOE | FEBEERR , ALBE, BT RS 038D,

ol BRO

2y

PT B4 (Osteonecrosis) | 35 L O PTI ik 5 1#4E (Osteoradionecrosis) |
BRI DAV E B35 HEE (1 PT T BRI A% (Hip arthroplasty) |
HEIFROZWRAIZE T HEE (B PTIEBIRO O X #E% (Face and Mouth X-ray
abnormal) |)

B AN HR A TR B B 72 18U 30 L OYESR I BE -2 FHRE (1] PT 5878 (Pain in jaw) J, ‘B
FEITHS E D (5] REREEE . B50) (CAF36 95720  BIRS N HEEIEL. Zh DO R A M4
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DD 8D,

—  SESEREGI B OGO B R R BT MR, ZAUT, THE R LB ARAR R
—MUKIOERZE ST 2F IR OBREHI T 572D ThH 5,

—  EHERONE R LOEOHEICBEE 95 HEE (B PTI—JE & (Primary sequestrum) |)

IZ48

— PTT#E% (Necrosis) | . PT I if % 382 5 (Necrosis ischaemic) | . PT [ & [ 5 (Bone
disorder) | . PT ' k& 55 (Jaw disorder) | . 3 X ONZ D o JX & O BE& (61 : PTHE 5
(Ulcer) 1), ZiuH0 HEEIF R TIERF R TH LT DRI ST,

TR ER ClE, PTIE YR (Bone pain) JIFHANZ L Clixl /A X 2R ASEDLIBZNNHHT20D
FIAEIZZO BHIIGU T, AR PT OBRAERETL TEWEDET 5,

L EMEROBLETHLMEE I OW T, S fHEED PTI%H 5 5E (Osteonecrosis of
jaw) |, JitHEED PTI%EE % H (Exposed bone in jaw) | 3108, "B EESE (SMQ) | DAthod i35
FHREDS S BEAEDIEB O I T& D,

2.71.3 REDOEMERBEEROFHNCETIER
MEEESE (SMQ) )13 He OV R 38 HGE THERLSILCUND, 5ERIIE 1.5.2.1 25 MRT52L,

2.71.4 THEIE(SMQ) |OSEREY AR
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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2.72I BRI/ B H YV iE (Osteoporosis/osteopenia) (SMQ) |
(2009 4 9 A ERYY—X)

2721 EH

BHERE = TR~ T VB REE

— BERD (EFICARILUTE O BAARTE S 7= O’ &)

— B SO E

— BBV RE =R B )

B AME TH THREITVAZ B R TS Bk F &R EZ U BT b i 2003

LI NHE, REHE, OB KERE L8, BEE T Thd

W BTN TLET, FRIET ., FHEEEELBRBEEL LOYERIZAE T 20

FEIERE ST

— BERT B B DIER S ORISR R)

— $EHI (FFlzr vazanFafr)

- B¥F

— Afif

— R

— AEIREE

— B{RIEE)

1 73 (PAR%)

— WHZGROOLNATHIA

— MRV ECRZITERTS

— BB R OB B SOSPED BN LOVE I OB RN E k% ElE5

— BREOBDIZIY, a—LAF I (BEEEAR) BLOFHEFrOU AT HRIZ D035

— AR U RZIZEDEIFRAR AR VBN T 5B OREZEREED BN I LK
HOBM, BOIL T MPEIOK T 1,25-CeR e 430 D AN SR8 AH
R5%)

— 1,25(0H) 2 D3 OREAIEINCIY FREDEGNELS
SHALE LT DRI O N
ENHD I LRI OB N
SRAE TOII T NI OB N

— MERFRVERZICEY, BRI A RAE T A NI DOEADIIMT 2855 0305

ECYN D)

— BLLTHBTD

— BRAEIZ, BIEROR TR LU KD 1,25(0OH) 2 D3 FEAMK F 4TS

— BEELERE ORIV, REWRE . HEE OB A7 RITSR0 %
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3

— HHN DB LD (B 7 azmnFalrR)

FolT A T A8 TR B A TTHES T 52 DMK BRIZED

B OTREDOHRARIEEEL THEENMEHSNDZENZN
— WHO ([CLoBHRRIED EFRIT, BEEDFFE A NRAN LMD )% 2.5 FEHER A FRIDIK

Y (N QYS!

BRI~ —D— (BEROT NV HIRAT 72— AT A N 1 BT aas—~F L R_RTPFR,
RPF ARV V) TR R A BT A AR5 D

2.72.2 AE /BrROVEEYE
e
FHBRIEBIOCBFRAVE (REL2ET) OWREBIZE T2 MEE (65 PTHE B JE
(Osteopenia) |, PTT P B H1F24E (Osteoporosis postmenopausal) |)

— BHRIEICRA OFIroRE (B PT B &5 47 (Hip fracture) |, PTIFHEL B T
(Spinal compression fracture) |) & & Te/8fpE R L OVER (1] : PTIE R E% T [R5 & K (Body
height below normal) |, PT & ZiE (Kyphosis) |) (ZB53 2 M55

— BEFEMICHE A SN DERBREICETH2HE (B :PTIHRF N—FTa X7 F RN
(N-telopeptide urine increased) |, PT["H#% i/ (Bone density decreased) |) ., B & 511
LT, TR &0 HEE CIEfi SN BR IR A GBS 3 E 0D (B PTT & R 55 (Body
height abnormal) J)

— B HRRECHEOALE BT D MR (1 PT T BIETZ Ak (Hip arthroplasty) 1)

— PTI4ME% B HLEZIE (Post-traumatic osteoporosis) | . A O R KITSME I BEE-T 50T
DON, FEHNDPARBA I ESE L RN A B BT L ENHHEEZHND

R4t

Je RPER BB+ 2 M55 (B PT T FLER E - 14 o oo 768 1B I JE {3 B ( Osteoporosis-

pseudoglioma syndrome) |)

PTIEAZE R /B HLERE (Osteoporosis circumscripta cranii) | (/XY= MFD 1 JEHE

T RTOFITIET DM, BRI IR BRI b o (KBS, BEE . KREREALES, B
B CEFIMEEHRRAE D) 2 BR<

PT I #1425 40097 5 (Kyphoscoliotic heart disease) |, FFE% ZIE (R AZE) 135 FLEZ

JEDBHHE THLN, B OHEIZRT 5 M5EE — kB2 /BN OEPHEICIREL . ZIRIIZRE

PHEIXE DR EE L

PTI 7 L VAR AT 74—/ (Blood alkaline phosphatase increased) |, &K SMQ D #]

WOMFEZEBNT, 20 PT iTM’xmé’au\:éﬁJx BO DIV, T I B DIEF A R S

Nic, BEFHELC, 22— —X, BICHDLIEROT A HIHRAT 74 —BIC# T 5 LLT

({@J:LLTfJi[LEP”ﬁ’T/I/ﬁ)n“\X77§'~J€i%DU(Blood alkaline phosphatase bone increased) |)
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Ta—RNMbENTIERI OB EZEL THEW
— PTIHMTREES (Walking disability) |, PT I Hif1-# i3 (Wheelchair user) %0 SOC[#h:
REBEE VT L HRE

2.72.3 REDOEMERBEROFRNCETIER
MEHLRRIE BB/ E (SMQ) B4 L OUAIR R HEE TR S QD 35T 1.5.2.1 #5A
AL,

2.72.4 TEHRE BRE (SMQ) | 0B EZEY XL
Hobar, C. Osteoporosis. eMedicine, 16 December 2005
http://www.emedicine.com/MED/topic1693.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

Dorland’s Medical Dictionary
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2.3 B LUHAETHORETEY
(Ovarian neoplasms, malignant and unspecified) (SMQ) |

(2008 £ 9 HIERVV—X)

2731 EH
INEZ B A M B LOGEI AR OIEREO T X Ceg it 3522 BEL TRRR LT,
PNEIZ B3 2 M B L OGEHE AR O AE D3 XTI A T reb W E 35,
—  HEPEYR AR BELIR RE
—  EPRBELEOIEE S WO Tk
- JEE~—A—

2.73.2 AE /BrRoVEYE
© AE:
—  EMFIESM A OB EMIC BT A HFE THLMIIIRIZE KL TWDHH D,
—  FROEHZE M E TR O I EET A BE 3 AR BRI B 55 A,
- FH
YR
S~ — A —
- B AR RE AR T I L OVE IR
B4
—  EMEFIIEEM RO EMICBE T 2 HFE CTHLNHMEIZINRIZE L L THR2NH O
— IR AR OB BRI BEE T IR LW O TEB L OIS ~—» — 2B 5 H5E
—  INBRAOEBIZEE 5 HEE
—  HMEBXOWEICBIEH T2 5
- PTFEN%?@?(Ovarian operation) |, EEMER ISR BRI TIECIE 0z (72721, 3E
WO BN VB2 A IIIAREEZBEML THEW),

HEN—Ta0 14.0 1I2BWT, Zo0H LT SMQ 23N EME 3 X OGS O SR ET A8 (SM
Q) Tz bigz, 22— —1XEMEDO LD FESR ER], EVEERHO B AEMDESJEH], £
f:&iFﬁ%%ﬁéﬂ#ébﬁf%@ki@aﬁmﬁ@%@%ﬁﬁz%@%%&/ JEBZ R TEDH I -T2,

T« FERE FEAO 72 SRR R B LR RE o OB IR B B D TRIR E2 I D FHE DRI, TEMER
(SMQ) | MLZHHENZENDH T SMQ ZE T 2ZENEELYY,
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2.73.3 [jEtEE
T3S L ORI B 0 IR BT A2 (SMQ)
(20000151)
|
EINEES (SMQ) EMEREDINEES (SMQ)

(20000200)

(20000201)

B 2-18 EtEIBIUFMAHADINES LY (SMQ) DFEEHEIE

2.73.4 RBDEEERBREROTFRNCE TR
MRS ZOGEAREA OIRBLET A (SMQ) IR 58 & IR R A 2. CD, afilllX1.5.2.1 %%

I DZe,

2.73.5 NEMBIUFEMARHADINRF AN (SMQ) | DBEZEEY RN

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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2.74TIRE B B ¥ LU IREEEE (Periorbital and eyelid disorders) (SMQ) |
(2009 4£ 9 AIEERVY—X)

2741 EH
IR -
— MAEERET LY, TICHOIRDOEFAHER T2
— RO BI OB ZHi81 35
AR gt
— B R LIRS CRERR S DRI
— et RSB O S D % 8
— (R S VIRARFELCN VI 3<ED) 23PAM A +H5
—  RERBIEERS (CN M3 BLOR2T7—fHIc L% E&Shs
— IR —IREHE A E L, ETIREEEL QD
- PR MBS KRR g ) . 72 1 UG D% 7 IR S ~ DI R A IR 75
— IREERRIZIR > TEET DRMTTRIE O IR E 7 1B 5 LT
CRIENELDBABDD
BRI E L TN
T ARARFEIEIRIB IO TR IV AFIRE, AR N TR R LV RTF ICALE L T
%
IR 209D IRBIT FREO@EY ThD
— B
— RIEB LUV
—  BENR R (B SN R)
K5y DIR B PR (XN B RAT 7203, SR (R, Bk, F7- 1308 0%) 251 =
EZTHE0HD
AR A 2% (RIS DIAE) DFHEUL, IR RRIZIN - T30 T OB Z FEORLBEMED IR T D

2.74.2 AE /BROVEEYE
A
— IRBRALE B35 HEE (1 PTTARRGR YIS (Blepharectomy) |)
— WEERICBET M5
— IREEFICRE 25

ot
— IRHBE B L ONR S & PHIEE O E B L OYER DY S | D IRFEEICHZRD HNDHEE X HNDHEHD
— RIS L OMR & B PRI BL LY A @ D K2 G 9 8 (B : AR PE A RIE) L AL, IR A 2R
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T HFEIC IV EMiSIN D OZERLS (B : PTTHRIRZ S EESE (Eyelids pruritus) | 138 £415)

— BRI L OME & 8 P B O BE A O JRUA F 72 1 X AR o JTONR 8 &) PR B 5 | SRS JE R (f51] : PT
[ ERE 7 8 /75 (Myasthenia gravis) |, PT AL R/UEERE (Horner's syndrome) |)

— SRR ERICBI 92 HEE (1) : PT e K MR & 47 7 (Congenital eyelid malformation) |)

— RGBT DR

— CN IIFBEV CN VINZBEHE 2 A5E: oo AR, IR O EB)HIEICBIRL TWLD23, K
SMQ (ZIEBIE A ZRNEE 2 HILDT 8

— RIS L ORR S JE PR G Bd 42 I FE

T LLT VoL TR | RO —HIZ DWW TR, A SMQ O HIFEYAMIE BTV, ZOBEH
13, ZOBLPT RIEF AR TEDDLIEN TERVIZD THD, A SMQ D—H —[F, ZIHD
LLT ZFRafL | 83 &4z SMQ HEEIC KR HSHEFNN A T, 260 HFETa—RbE
NTIEBI 2B A EIMDEREL TH I, ZNbH0 LLT ONERIL, TR EECEE (Erythema
circumocular-blepharal) | . iR i {2 /& (Feeling of warmth blepharal) | . IR & D % £
(Hypertrichosis of eyelid) |, [Rfg % EJE (Hypotrichosis of eyelid) |, MR D L DU
(Numbness of eyelid) |, [iRIg O L O (Numbness of eyelids) |, R & &8 920k K 5
(Papular rash circumocular-blepharal) |, [IRigD . E (Xeroderma of eyelid) | Tk b,

2.74.3 REDOEMERBEEROFHNCETIER
MR 25 8 DA 36 L OVMIR IR I 5E (SMQ) J 13880k 38 FH 5B D B THERL S LTS, 6o T Bl 38 & IR I
BB ITFI U RN EOND, FElIX 1.5.21 22 RT52L8,

2.74.4 TIRERBEABIORKEE (SMQ) | DB EEEI AL
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.htmi
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2.75 K #f% =1 —0/\F— (Peripheral neuropathy) (SMQ) |
(2005 4E 11 H ERVY—X)

2.751 E#H
KIHOER), R, HEMRROMRE
BRI EIC LM S SN BRI S E2 ran b,
LIFOIEE DL, A7 bt —o 03D LT iuUE e b0,
— BORIE T2 KT HDWIER AR R (l S S HBOR S TS EE)
— EIREIIUOETHRREE
-  BEREEREREE

2.75.2 A&/ BrRoVEEYE

A

— Rt =2 —m T — B LU EE I BT 5 R

—  CIOMS EFED F TSI TS, U, Stk BRI AT A B2 S

—  HAEMRAGE (B PTIE it == —nr,3F— (Autonomic neuropathy) |) X ORI# 32
i LT B (1] : PTT /5 2544 (Muscle atrophy) 1) &6 &

Brak:

—  RMRRR GBS TR

—  JRAIEL T, BBETED =2 —r /3T — 0 HEE (B : PT 2 PR E PERLBENE S AR = 2 — 13
— (Chronic inflammatory demyelinating polyradiculoneuropathy) | i, [BiffPERE = | A35]0
SMQ LU THFEHF THAHD TERAAZIL TS (HifE (SMQ) )

—  PTIBEREM: =2 —r,3F — (Diabetic neuropathy) | D XD BRI E) =2 —1/8F—
R 5 HEE

=N

l

H A CELOWIT R ThLTD | =a—m T —ORHThD PTI iz (Paralysis flaccid) |
I%. MedDRA /3—5218.0 TIRIEME==2—r/3F— (SMQ) 12 bERSM S 1T,
MedDRA /N — = 18.1 Tk, PTIatfgE M #fE (Paralysis flaccid) | i, PTT#E (Paralysis) | D
T LLT 128 NiF &z, PTHRRE (Paralysis) |13, [ R =2 —1/3F— (SMQ) JIZIEE £
TUNRUN,

2.75.3 REDOEMERBEEROFRNCETIER
(R = 2 — /" F— (SMQ) I3 PR 58 &R SR 2 2 CUVD, afflll 1.5.2.1 223528,

2.75.4 [FKMtE=2—mF—(SMQ) | DBZE LA

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of
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terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999 p 32
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2.76 NiEiREFH A& IR D FE w4 (Pregrancy and neonatal topics) (SMQ) |
(2011 £ 3 H ERVY—X)

2.76.1 EH
MEgREFTAE RO Y7 (SMQ) 113Kk O A B THFE SN,
—  PERINES T SMQIEEIRGS RO S At R IR F 25 Te) | LEEHRD
-LIHTD SMQ IZIZA T A EORMBEER 50352 HEEICBE T 20 JE0 b7
— RGOy I BREL I EO RO ~OmE S A XS
AEFERERIIE D My 7 LR R E 1L 0 SMQ ITIEE FTE LT, BIOMSILZ SMQ & 52808
ZEZHINTVD
CIOMS-SMQ-WG F—2A(%, EMA ®“Guideline on the Exposure to Medicinal Products during
Pregnancy: Need for Post-Authorisation Data”% Bl & DT AREL TERLT-
TARTAL DR TIHEIRAE RIZLL T OINTERSNTND
—  AERE,ER
—  ARRE, B
< FLPE TR i A RE
TERBIEIC L TS /B NIR RS B B IE
< BT 2B R S BN e R
NI
TR EIR R
- MRIEZET
- BT
- H AR PE
- FERE
—  WEiRHHE
FLt s BEEL R (BEREAF6 L OREFL A L Coo A IR ERBE) 20 SMQ IZH D

2.76.2 A BROVEYE

o

—  HEREFAERORN Y7 (SMQ) | DA E FLE:
IEYRA PRIE SR m D R
<A VL Sl oo R
B IR ER)R O HEE
Ui EE (N LB LU AER) BILUFEED HEE
oy BRIZ B 2D ARAE D FHEE
HEBERY B L OREFLE A LT AR g R O FLH S0 b e > 7 O I FE
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e R REE O A
e RMERB L ONR RS BEE FH o 55
— TP RVE FIRMERS JONREMEREE (SMQ) |
-SOCI e Kt FiEME B L OEBETE DT XTD PT
- THEHR o0 i & DR L fEBRIK - (W PEFS L UMEREZ FRS) (SMQ) |
 FLE I AR HEED FIRE
- PEE R R R A 7
- B AL R
B MR B FH EE
- B T E T B
SR, i, HPEICBET o= o HEE
SEYR G OHED VA Z B INS S IRRED FHFE
e R O HEE
—  TH W BE Ny G AR ORI AN T2REL ETe) (SMQ) |
(MLO THERERIFLIH 0 WA (SMQ) 1B XN REFLA A L7 8 4R iR (SMQ) 125 )
L W R LRI B E L TR DIRREICEI 3 D R
SFLVF WIS BEE L2 3L B K OVRLEA & BFE 0 M ER (61 - PT T RE 45 2L I 4 (Mastitis
postpartum) )
REALAAT LT R R 5 L O B 0 HIGE
R LIS 75 D FH 55
- TRIERET (SMQ)
SR IROIREEIZEI T 5T N TOHGFE
- DHAERREE (SMQ) |
SHAEVRICBET 53 X To HEE
AR RN I 1T 20 RYMEFEEDORGIE,/fRRALEIZERE T2~ To PT (B PTHATEER ifiE)
k> > b (Systemic-pulmonary artery shunt) )
— TR LONEEDY 27 (SMQ) |
- HARB IO LIRPER JLOBERED HE
- VRPERS LOMEIR A OFE D 35
- BT D ALE I LSO IR R A O 38
VRPED fERIK 7D 55
“HLGT [WRPEFRB L OBERE NIV 7 35T~ T PT btk SD
—  NEFFEEORRER IO (SMQ) |
-SOCT+EaxBR ¥ | O 552 & T IE RO IRAE I L OMA R (B9 D HI5E
- P EAMIYRO HEE
IR 2 TR R T 2 i R AR ARG SR D 8
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B4
MEIREF AR O Y7 (SMQ) | DA ERIN L 1E
SRARE A LD W ER IR A O FRE (R R A H 4 %)
AGERES LOWERE AR 2 HEE (CBIFRIOMSIL e~ 1 O SMQ LT 2HZENRRESHL
TW5)
R EREE M FE (CRDIEBIOINILZL~L 1 O SMQ LT AZENRRENTND)
‘PTI Y75 X~ 4iE T (Toxoplasmosis prophylaxis) |- #5410 BEHEM: ML
—  TRRM, FEMEBLOE GRS (SMQ) |
-SOCTHERM:, FIEt I LB RFEE T E AL TRV N TOHGE
— TR /53t a OFE (WIS JOBEFEZFRS) (SMQ) |
EPEEBEFED HFE
— TN Y7 (AR RO RALE N T2BEE &) (SMQ) |
(FALD TEERERIFLI /0 Wik (SMQ) | B XN REALA N L= £ FiREE (SMQ) 1 &5 Te)
FEIEHRIC B U= L S iR i oD 58 (61 : PT T L HJE (Galactorrhoea) )
- TRIEEE (SMQ) |
RN (] PTTHR IR ERE B H (Foetal arm prolapse) |) B8 X OWE BN E (5] : PTTHANL A E
(Unstable foetal lie) |) |2 B 32 HFE
SHT AR R O fElR K -0 FRE
- DHAREE (SMQ) |
S EEREEO HRE (BOMNL LT SMQ ELTHRET5)
e RVEHRE
- PT R 15 B ZESE ¥ (Distal intestinal obstruction syndrome) | (LLT &8 A1 ™7 AREAE (5
e 1X PTT AR A5 P JEE 6 #¥ (Distal intestinal obstruction syndrome) J(ZU> 7L T %, L
2L, 2O PT 135 S5 i O FEMMERRHEE B IR0 — AR IREE TH D)
—  [ERF#ER JOVREEDY 27 (SMQ) |
SEC T EIMIRE <9 HEE
—  TEFIEREORES L0 (SMQ) |
SERAHRA~DOVAZIZ BT R8O FGE
RS H AR O Y7 (SMQ) J1E, 2S—Var 14.0 T, THEIRSS oo Bg /A hfas it G E R
WEEGT) (SMQ) | EE XX HT-DITEMENTZH LV SMQ ThdH, ZHUfEv, TR o
B AR CBrAE R E 25 1) (SMQ) JOAT—H AL, "Inactive”|ZZE B Iiiz,
o N—T= 14,0 THERME, FEMEBIOEESEREE (SMQ) 1O 204 PT @ Scope 73535 |
D s | |ZE STz,
Ve DA YRR (SMQ) NITJE RMED FFEZBRANL THHOT, 20 SMQ ZFIH T 2B8 i, TER M,
FIEMEB L OEEERE (SMQ) J &2 BINL TR Z I T 52 L0 IMEFHIHIC L > THIIN G
o N R N
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2.76.3 REtEE
HERREH A RO Ry 7 (SMQ)
(20000185)
| | | | | | l
PRI | | I R s T | g || ERTHEBL || ERALROR
pep RO || ESEBRINE G| oo GRERoR | e n O || iU || s SO
e (SMQ) || PERLOMEEE iRCTIa RS 7 (SMQ) (SMQ)
<) (SMQ) ZEite) (SMQ) (20000190)|| (20000191) (20000192) (20000193)
(20000077) (20000186) (20000187)

FEREMIFLH 2 WebE 2 (SMQ)
(20000188)

BEFLE AT L= A VR 2 (SMQ)

(20000189)

219 FIREF AR DO Y7 (SMQ) DFEfEH#EE

2.76.4 THHREFAEIRDOI Y7 (SMQ) | DB EERI X

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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2.77 THiEE IR BB (Premalignant disorders) (SMQ) |
(2007 4 3 AIEERYV—X)

2771 EH
AT 22 IR LIRS D FE AR SEAT T D9W A C L TERB A RIICIRE W RN A CTh D,
— il (precancers) . HiTFEMENSZE (preneoplastic lesions) . #)i# (incipient cancers) . /%
W ZEW) (intraepithelial neoplasias) . F7-1X A= (preinvasive cancers) &4 FEEILD
—  EORRMFHEICRITAZERHD
- BIERLNRWREDRE RN HHZEN DD
—  EITEIT T LIRS
- LUiFuLiR, ﬁ*fiw@ﬁrﬁ%ﬁ%ﬂ?ﬁ)m&bgﬂé
—  APEIRAENEIT TS A I LTI E D

2.77.2 G& BRIV EYE
© AE:
—  HIERL (Atypia) (2B HEE. B2 0E LLT L-UL T ERNEIAEYEL TE ST, % Tl
B IRk (dysplasia) | # E K325 PT O FICALiET5H0
—  HLTTEBERIERIERRE ) 735~ TOMEE
—  HLTE#EF S (B R A BRS) 112V 735 X TOMHGEE
—  HLTT RS RIESRENEC |12V 7453 N TOHFE
—  HLTIHEE R A7 ¢ — B X OV IR |12V 74 D BhE D 65 i E
— AR RE O R E 3 L ORI B a‘ésocfﬁm A ) B LU SOCIHAMEHB LU RHLLE |
oD HEE (R a2 )

ol

—  BRITEMEEITEERSNCODHEE, BIAIXT ~Tol BN (in situ) 15
ARS8 HDONE, b ViR TS 2 B 42 fabr K1
— EMEBOTHIRFELTHWAZEN TELMI~ — I — B IRV E FITE R
—  JERFREYT, TAMER CEE T — X5 b T b37eh ol AR E BT 5 S (B PTI#S
I F # 5 (Biopsy colon abnormal) |) .,

AR E O HGEILTEHEIREE (SMQ) 10 BERAASIL TV D, THIFEIREE (SMQ) | F2i3F 0%~
SMQ OWT NN TT —HMRBE LI, 22— =D ER R | HETOBNMRZRELEET
AT, HEMEE (SMQ) | 2SS RENTU,

T2 R RE B L OVFE O EE AT O RTFELE (SMQ) 121X, 37 SMQ Ol ik D R #E (SM
Q) |, IEIBORTEIRE (SMQ) |, [EFEZRORIFEIREE (SMQ) | B IO JEORTHEIRE (SMQ) |
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BT BT X TOR[EEMEOHDIEF AR T DI PTIHEE AL (Dysplasia) | 72 E DL A Ry
FELRWHEENEE SN TWAD T, ZRHDOHY T SMQ &5 iR ied L O O E ST O i
PREE (SMQ) | A B D EDZENNETHD, EFHPHEIEOwE AN LG LIV,

1 SMQIAERIREE ) 1%, RS HT B RIDT- DI RFEIRRED &t R &L T D, 20 SMQ 1TRD &
7RI fE R IR - D FRE A W I BRI L T D,
< TS OBAR AN (B : PTTY « 777 A=JE k¥ (Li-Fraumeni syndrome) |)
ATEASZ A VRTRE (] - PT 232 Fi# (Tobacco user) J)
MR DOV R 2 PE RS 55 E O RIEME /YL MR B8 (1] - PT 18 M TE 8 M T &
(Hepatitis chronic active) |, PTHEE K2 (Colitis ulcerative) |)

MR- TE, BIZITIREDIE A o —F > /&= MedDRA FFEIZ 2 S HEMEERRIN 10
BRBEMBELET DL LN, 2O D —DOFEITiEEL T, MO KD D T
BNZBI LS DO ERDIATe ZETTHA), To&2IE, KFEMEEESMERDIE, 2 —F—1%
H YEuag (51 : PT GRS SR MEE (Actinic elastosis) |, PTIH 23— (Sunburn) |, & Dfh)
WZBE L R Z MR T D7D DI B Al T 222 BE T XETHDH, TN TOEMS
BN 1D L0 AR EBE D7D I21E, ERRD L7 BIFEIK O FFE, AT AS A VB E
R DIIENE,MRYMED FFEAE F Te, B L7 MedDRA HIGEA FIV N IH L C IR AR SR AN L B
THAHD,

2.77.3 W@t

E[vr

AR AR
(20000085)

N ~r NN . b b . AN HBE 3 >
Mg ORI IR R B IO RREIR R AFEZF DR ARG B2 & DO FFEIR RS iﬁfwﬁ%i{}%‘gﬂ
R EFMAL DR TR

(20000169)

(20000086) (20000087) (20000088) (20000089)

2-20 REEIREER (SMQ) DREE#E

=2 14.0 [ZEWTTRIFERHE | (SMQ) 1T858 D A& eI E ESsivz, 20 SMQ
VIR LARI, St L OVATRR 38 FHRED Y & 4T,
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£:CIOMS ® SMQ-WG 5D RIZEY, Tt #EH Tl (SMQ) O H2oDH 7 SMQ 2
EENDK 130 fHD PT DAT—HZ A7)V Inactive”|IZ A STz,

— AR OB (B :PTI O BAERM S E (Biopsy lip abnormal) |) <ol DR A Tl Vi
& HFE (51 : PTT &R) — 7% (Nasal polypectomy) |) 1ZFR 5t 5L+ 2F 4/ JEfFlZHh
32 mTREME IR,

— BFOMEK KOO MEEIZIEREA | BRI KRR (F] : PT T8 M8 6 B BRI A s
(Chronic myelomonocytic leukaemia) |) . &5V MIEIZHTFERBEL 1TV 2 220 (1 : PTTAE IR
P4 {LIE (Seborrhoeic keratosis) |) ,

—  FAEOSMQTIIERRIA 10 FHREZ BRI QD ZEmD, fEEN 10 HEE (B PTI2) T2
J#i (Coeliac disease) |) I¥”Inactive” £ X7, 2D DY, SMQ T35, FEOMERKE 11T
457 — 2Dk H HIEIC DWW TORBZ BT 52LE LT,

HFIABEPDOEFEICESE N—Tar 12.0 TIRTEIREE (SMQ) IZEHEY 7L Tz PT 221
—7fbL T, 7 SMQI 25 kg LU OftRrE S AL ORTEIREE (SMQ) | 23 ~UL 2 [ZBENS
iz, ZOH7 SMQ oL~ L 2 47 SMQ (i, TiLEOFTHEIREE (SMQ) J &3 EZR2D B D
SMQ FEw 7 Tidewy, EAZTRHEREE (SMQ) | O—E L TO Rl R&ETHD,

WDOWHSDHT 7 N —F\Z LR E DRI A HEIZ 2D,
— RO HEKE (SMQ) |
- [HEoOREKE (SMQ) |
—  EFEER ORI E (SMQ) |
—  [EEORHKE (SMQ) |
EROWSDZ =12 E ENRNHFETY T SMQ D4 Bk feds L O O R E AL O BiTfE
KRB (SMQ) | O FALICELE S VTN D,
Z—F—TRD —HOEXBTHIET, mEE N ESEDHIENTED,
— T2 IR ZE (CEMER B~ DT 2N BRI £ 1TV EDH D)
[ 1072 )92 ETT O FBEMED S D0 B L2 D)

2.77.4 REDOEMERBEROFRNCETHER
[HTEEIRRE (SMQ) | IZEE A > SMQ THY., I HFED AR, L7=03- T, Beliofn 38 &I
RIZEICHEREZ R, 3P 1.5.21 253528,

2.77.5 TRPEMAEE (SMQ) I0BEEEIY AR
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
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Berman JJ, Henson DE. A Comprehensive Classification and Data Implementation for the
Precancers. http://www.pathinfo.com/jjb/preclass.htm , 2002 (Z®OH A MIBIEFAHSILTND
HLIIRY)

Harrison's Principles of Internal Medicine, 16th Edition

Dorland’s Medical Dictionary

1 :CIOMS-WG 2MERLLT=A YL 0#E (MSSO,/ JMO @ Website (2888410 CV\A) 12, 1IBIID
Website D 5| HNFEIRL THHDT, DL,
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2. 78 B E LU FHHATHADAILIRETEY
(Prostate neoplasms, malignant and unspecified) (SMQ) ]
(2008 4= 9 A ERYY—X)

(2B DM B LOFEI A B DR O3 R CTafi 45284 AL TRIZELT,
F‘JIJJHJ%LCE&@ﬁ‘ MBS LOFEM AR A DT XTI Fitb e a3 2,
—  EMERBEEOIR R EZ WO Tk

2.78.2 @& /BRI EYE
< W

—  EVEEIIRER B OB A BT A A EECTHOICHINIIRICE KL TOEH O,

—  TEREOHEHEZ ST EMAEIIFERBH ORI ARBT A Z BEhE T IR I B T2 F GE.

- Ttk

- BRI A

<SS~ — A —

- BE DR AE Ao e s L OYE IR
B4

—  EMEFIRE AR OB AT HFETH L IREICATNIIC S KL TORNBD
— LA O MR I BT D TR LT O FIEB L O ~ — 0 — (BT 2 R
— AR~ OEERIZ B35 MR

—  PTIRINZAR T (Prostatic operation) |, S BUZRF A IRIE FIETIZR W0 (72720,

HE IR DR LIRS A IR MFEZBIL Th&W),

=230 14.0 1I2BWT, Zo0FH LT SMQ 23N EM: 3 X OEERIAR B O i S7 B A4 (SM
Q) NTMZ BTz, 22— —FEED B DFSR JER], LN BYED OIS RO F A O F
& RER], FIIT M A AR S Y CEEB L OGEM RO A DES EF R TEDLL)

2ot

T FEARR FLA 72 R R B AR 3 K OVEMER BRI DR IR L2 O FIEOMRRITIL, HEMEIRE (S

MQ) | D FALIZHHENENDY T I SMQ 2 452 EMNEELL,

7 PTIRR R TE AR S BRES (Transurethral prostatectomy) |17 AN R ISR SN, $£7-.

ZOFEIFIARIROHINL RO BN AW S enEn) ZEThH D,
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2.78.3 @t

M3 L OGEMRBA O B SZ ET £ % (SMQ)
(20000152)

EEMERT S IRIEE (SMQ)
(20000202)

TENME R BA O RIS RIE S (SMQ)
(20000203)

2-21 EMBIOSEHARHORIN RTAEY (SMQ) DR BIES

2.78.4 MEDEMERBEERDOFHNCETIER
MEPE S LOGEHABH ORI ARFTAEY) (SMQ) I3 58 &R R 2 H 2 TV, sffliE1.5.2.1 %

ZRIHIL,

2.78.5 MEMBIUSEMARHDORIN RS AY (SMQ) | DB EEEI Xk

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 F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

212



http://www.egtm.eu/

Introductory Guide for Standardised MedDRA Queries (SMQ)

2.79T EBR (Proteinuria) (SMQ) |

2.791

(2014 £ 9 HIEERVV—X)

#

&
B AR ETIIR I A2 0T B VU OTEAE T 528 THD (>300 mg,24h)

MRS NZ R AREIE, MOFER F7 TR EFE DRVRE A THD

ZLOBEETIT, MARIE, LORO BE (FIZ0E, mR) 2> TRETD

PR OE QB DL, BIgA~OFIERHY, BhEELF &

B EICER T 2E A RIL, @ IR TH D (R L 7oA TROLND)

EF7RE A PR EO EFRIE, 150 mg H THAHEZE ZDIVTEY, 2L 24 FEEERIRIC
BWTCHIE, F13T70 7 L TORER 7V T F =2t (A E > 45mg/mmol 2325 THh D)
DRETHIEFRETHD; T AT I L, K 30mg /A Tho,

30~300mg  H (20~200 u g/ 53) BDOT VT I HEIE, /a7 V7V REZE Z DI, B
IZEWLYUT, 7B T VT IV RERTREND,

R7u—BHOGE | BARIIAERE O EOHEELS SEZ T 1D,

TR O JRIZBIE S 2 W BEMED DD

BHROGHE

SRERIPER AR

*RERIAFR T Dt R
SRERFEOZEME BRI, R AE (FHIIEFICS8) R SD,

PR AR

<IN PRAE 2 KD 8 HE O PR IR E DR 5
AFEAERT N T I ING T a7 VRGO LR NSWE HENLDE A R
LIS ERERE DAt D KBl (B 2. 1E . HCO3 JHAE, BEIR . 73 /IRIR) R C 3R BRI EE (2

AUBE FRICEE) 2L T2 D
F—n—=T7u— (i) EEARK

hSTa R E RE (BT, SR E M CELASNORES 17 U AR DSALIRAE O FF

WL RE /) 728 2.2 it e
FEREMEE H IR

< P L BN (AT EEEy, BN, S B DA RAEREL ) T ~0 & FE

fe RIS, ZORE, IRTOEAEOWIN @R <19/ H)Z2blebd

MRS IE R IR D LR S5

LR R

- BVRIRRE O BRI Tl RS — i)

SEERIT, BITEE ORISR R AL
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SJRIT EE | ERIFE LRI Z<OBEBEREENL TS
s TPIRITRAT
RERIZREZIRAT 2 T L B2

2.79.2 GE /BRI ENE

Al

e
HiEE & AR (proteinuria) | Z2& T 75
PRPEIIZMIE T OT VT I DL~V EZ T 5 HEE (IR A 2 TEn SO GE) | H
PRSI ORI (T VTV ILT F =0 ) O T IO HIEIZE-T 24 KR P 7V
TP D E B AR E T, TV (ET VT IV R) HROBIEG & Ehd,
B2 rnruT Vs GE7 T VAR (N AVa— REA) I T LR E DR R0,
R o E OB (T 4y T AT v 7)) I OTRAUCE MO R BE (T 7 I L) DL
N2 RS D HEE (FRR A 721Xt
e KR 7o —PRERE (PTI 27 o —BEE#E (Nephrotic syndrome) |) 1%, PTI & H /R ZJiE
(Protein deficiency) | 35 X O PTIE & B IC L A E (Oedema due to renal disease) | (3:i2#
DEAEDH D TN ROFER THD) LIAERIZ (R 7 v —BIEEEREL R RIEN 2L )b
) REWRE AOHREEBEHERBEREE ATV,

574N

PTI 7o —BJEf#E (Nephrotic syndrome) | Z =<, BREKIABS LOVRMIE REL T, &
BIR O IA

BRERDI AKX | IIAT rIREMED D DT | HRENE T, MR ZERRE , SR MERE D71
—VIEGEREOM D A HHE (PTI & A K ZJE (Protein deficiency) 1 ° PT IR BIC LA E
(Oedema due to renal disease) | #F=<) ,

PRIGA | ERERERM AT, 8 B AR OATR R (MEFEMRE ., BUN, 7L 7 F = BLOY
Na—2 GFR OJlE) THEMSND,

e RMED HFEIL. BRAb,

(EfFE OO ER R A R (non-qualified investigation terms; I8 H 4728 1%, BRIk
T 5, RAEFRHZHONZEEZ L, HEMGE T O TRV HEE (non-qualified term) 1%
FAWTEAROME HikERd 5 2615 PTIE AR (Protein urine) 1%, #iI5hTH 25,

JMO 7 HESfiFERIO 2R AR 7 F 58 (non-qualified investigation terms) |13, #ASRE 21
DRNTR GRRE) TOMAES , TR AL 2~ L, xF4/IZ Tqualified investigation
terms I ZRFELAY 2R AR R E7 IR A B IR L T, BIZIE LT DL TH D,

PT Urine protein/creatinine ratio JR F 8 H 7L 7 F =>I.) :non-qualified investigation
PT Urine protein/creatinine ratio increased (JR & H /7L 7 F =2 L) : qualified

investigation
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2.79.3 MREDEMERBEE RO FHNCETIER
B AR (SMQ) JI3Ssis 3R &AM R 2 2 CTD, afflllX 1.5.2.1 223528,

2.79.4 TEAR (SMQ) |0BEZ VA
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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2.8

2.8

2.8

0 &5 1 K5 2% (Pseudomembranous colitis) (SMQ) |
(2007 4 3 AIERVY—X)

0.1 B

TABIEIERIGRIIKIGAAR T EEOBIEMEDOR B THY FUAEMERIEOAIHELL TR,
B, PUAEME ~OBRBEN 2 CORIET HIENDHD, T7bb, T DOIGFONE T, JREE,
IR R I ALFIRE . ETT B B2 & DR HR R OREBLRUTUTFEET 56 Th D,

JR IR FIRIE, HDFEOHEME DIFIE, HDWIE, MO BRI L > CTIEF 2 M E # O FELRN
R B W CREEESE 95 IE 5 Ml EH #% 0 —->ThS [ Clostridium difficile (VAN U AT 47 ¢
VL) ITHD,

IBRANIT T LT AT 4L DRFEICITEE R B L OFEMERENE HThH0, BT RN W5
DN B S Tl T4 I KIS 2 DR E 2 Wi A BN 55 O TR,
ZEOHAYEIRIEZBIE S 2 RO IE, R IEME KM 5% O E 2 WO R AR A 1T E RS

NV EE X HID,
BPHEDRWGTAEMEFHRMEO TRIL, W@ CIIH/ERE o T IE#% 2 BEILINICBRICE R T
%,

Frfot T DIERSRIBR DG EIZIT E N OME /T A% B8 57280 OFBAITE R D
HThHD,

0.2 B1& /FRo\HLYE

wE

— TR ANTUT LK B L OB A% R T R

—  EFRTRBSN L7228, ER B L ORAFT IS5 R

— BRIV LT YTV EREE T DB~V ORAEY) S

—  IuANVY LT AT 4LV DO RREN R B ESIRNTOIT, [7RAN VY bR —=T )V
ATz al) 1708 ORGEE G EROV IR AR T 7a AN Oy A ) HEE (BIZE PTIZ72AR
U7 L&Y (Clostridial infection) )

—  PTI7uxp) 2y 2&Y: (Clostridial infection) |, NAZOD LLT (ZHFERIEDH D 7 AR 0 Ly
T 474 V&Y (Clostridium difficile infection) | 2385 7= B2 & £i15,

- PUEWEITH T 2R R T PTIT I (Diarrhoea) | 3L U8 PT it T (Diarrhoea
haemorrhagic) | DM E 1L Z Y ESITD, ZAUT—EBORERIAZ) TRT VTR B TE ) -
12lehThHD, Lo, HERGRETDEFLIRMTEE S T DIER & /0 T 57201213 FER
FLIR AR E AR D EME DB S LD, e BERFI DS 61213, R R D PT OTF
#i (Diarrhoea) | \ZL > TEED T /A X |34 U7z, L3>, PTIT4 (Diarrhoea) | %5 LT}
PT I 1% 1 (Diarrhoea haemorrhagic) | O X HT AW E k4 3R O A THELES
s,
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B4
- IRANIVT LT AT 4V DS OTEZREE T DA EE
—  KIGOFEEZRE LRV KRR E IR T2 GE

2.80.3 MEDEMERBEE RO FRNCETIER
AR RAGI (SMQ) I BIEARFR & IBUR R 2 2. C0D, 3ElNE 1.5.2.1 253528,

2.80.4 TREMERBR (SMQ) |0BEEEIY AR
Merck Manual of Diagnosis and Therapy, 1999. 17" Edition.

Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2" edition.
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281 1 FBARE JSUBRERES
(Psychosis and psychotic disorders) (SMQ) |
(2007 £ 9 AIEERVY—X)

2.81.1 EH
FE EIE, BLEREHI RO TR O IO R R E D U LR DA R R Th D,
— %48 (Delusions)
—  %J% (Hallucinations)
—  FHLWEEEELMESEE (Markedly incoherent speech)
— fi#{A-B1#547 %) (Disorganized and agitated behavior) . 7 1%, B H &I ITAREZ R FRHEA
AN
FEIRIL, AR 2R b o b — IR BRI W TO VDL, EIGICEE LEETHERED
TN 5.2 5138 SRR RED R E SN )5,
FEFRIF 1T, RO L7l 2 OREHEFHIFEEFIC L > THEESND,
A J<FJE (Schizophrenia)
<RI I #E (Schizoaffective disorder)
—  EAEMERESE (Delusional disorder)
—  —FERYRE ML S (Brief psychotic disorder)
— MR ZEO B (mania with psychosis)
— KR ED o (Depression with psychosis)
—  #BJniE (Dementia)
- = (EALYDelirium)
FEARIP I, RO FHELBIR T2,
—  HOMOEEIA (A T 725U 7RE)
- FHIOMRM (F—XIUAFE)3E, L-DOPA, Fth Bl K2 L)
w6 KFHE (Schizophrenia) | # JFRAERR IR (Schizophreniform disorder) | #t & il Jdk &
F% 5 (Schizoaffective disorder) ., —IRFifG #7145 (Brief psychotic disorder) (23T,
DFs#9R | (psychotic) &) FEEIL. %48 (delusions) | BHE 72 %)% (prominent hallucinations) .
fi# & L 7= 22 5% (disorganized speech) |, fEIRL 72d 5\ I B ol 9% 17 B (disorganized or
catatonic behavior) ZE 3%,

i
4%
i

AN
=

AN
=

VI

2.81.2 A& /Bro‘EYE
aE
—  PT [ZHE#095 (Psychosis) Z 5 Lo iE OB O FEHR 36 L OV DJRIAL (51 : PTT S AR BIZLD
K5 P MEFR 2 (Psychotic disorder due to a general medical condition) | — 25380 55
EEZHND),
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Fit9p3 (Psychosis) 2 LI 2R #9pi ME R (Psychotic disorder) (23l #5828 HILHIERH DU
VTR DAFAEZ 3 REIR (61 : PTIE5581E (Neologism) |, PT 2 A8E (Paranoia) |, 241
DITFEAGEE B 2 HND),

¥4 (Psychosis) Z& ¢ e FAL LLT (41 : LLT DS #9545 > 9% (Depression psychotic) |) Z4"
BT D7D DHAFO L7 PT (] :PTIRKS-2% (Major depression) | — ZALH1E A8 H
REEEZLND),

SRR 70 FEAIFR FEME TRV VG R TE (B BB JFE) . ZAUT AR G- 03 R A b
DRTREMED DY (B ZNER — SIUAFBV R G RFEZ B LS D) . Flo, G E DA
FE ORI E ChD LR T DN A RTEDOE MR EAF L2 T 52Lndb o2 en
A2 DO THD,

FRot

PT I HURsfhs 32 2 vy & L) I (Antipsychotic drug level above therapeutic) |, PT I Hikg
I A FE 1R B LL T (Antipsychotic drug level below therapeutic) |, PT Tk fehp i B2 14
/i (Antipsychotic drug level increased) |, PTHUfs i k5 FE 15 9% & (Antipsychotic drug
level therapeutic) | L5 72 HURE i H D R FEICBE 472 M Gh . DO BHIT . K #hi
(Psychosis) IS D ZL DIEIRDTZOIZ HWONAZED 0D,

PT DRs #0955 D Z 1% (Psychotic family member) |, PT Tt & 2<FfIE O U1 81 # (Schizophrenic
relative) | . ZH O HFRIZHIA DS BE THLIETHLDT,

PT I 4 % ) & 7 7 (Toxicity to various agents) | 1&. LLT I k5 #4175 (%) 50 #8) of 35
(poisoning by psychodysleptics (hallucinogens) ) |Z & tel 7L Ed | [RIRFICKED T /A X%
LD AREMEDBHD L DEERR LLT 265 10,

PTI#4 5L A% (Drug abuser) |13, )% % ELA (Hallucinogen abuse) (2395 LLT # &
FEh | R T ULH R ZRIEL RV E<D LLT 2510,

PT Mk £ (Drug dependence) J 1%, MZ)F A& A7 (Hallucinogen dependence) | LLT %
G NEd, RIS T U RHREZIEIEL RN <D LLT b & e,

PT (R IZICEET D RHAR 5385 (Maternal drugs affecting foetus) |13, LLT IS L <1
FEFLA B U iR WA LI A= IR B 45 %)% 3K (Hallucinogenic agents affecting fetus
or new born via placenta or breast milk) | Z & Tei7iLE s FRHE LITHE R DSEHE D
EOMIITHTH S,

K95 (psychosis) DI R L7220 155 1T ES | Kt (psychosis) 125 & L7 PT (1]: PT
[V 7 14U AE (Porphyria) |, PTTEE% (Delirium) 1),

PTIH A SiiE  <— 7 VT ¢ (Schizoid personality disorder) |), %, Hi i & MR
BTHY, BT OT-DIIE, KRR (psychotic disorder) 235 E Sz iuE7abra .,
¥ 4195 (psychosis) &2\ s #E M= E (psychotic disorder) [ZfEUWIE BL9-2 234955 C
RN EZICEROLNAIEIR (72 & 21, A% (Anxiety) | $ &L (Confusion) | & 524 5k
(Disorientation) ) 72 &
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— 9% (Depression) (K595 (Major depression) Z <) B L OV H M EIR T2 HE
B0 HFEZ, K5 (psychosis) T ThE<GROBND,

— PTIR# R BEZ (L (Mental status changes) | . PT I k5 #f [ 22 89 27 52 & (Psychiatric
evaluation abnormal) |, PT #7225 (Neurological examination abnormal) | 2%

eI ERE R o A T R

2.81.3 MEDEMERBEE RO FRNCETIER
CRE#p B L OV PIIR PERE S (SMQ) NP ER S 3R & 2 TD, iEfliE 1.5.21 #5875
ze.

2.81.4 DEMIRBIUREHRIEREE (SMQ) | 0SEZEY AR
Dorland’lllustrated Medical Dictionary — Saunders 2003, 30" Edition
American PsychiatricAssociation: Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition, Washington D.C. 1994
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2.82

2.82

[ i & M E%E (Pulmonary hypertension) (SMQ) |
(2016 £E 3 AKET. 2007 ££ 9 AIERVY—X)

A EE

2013 4F, filigs MESED 5 5 [AH SRS o AR Gt s i SE O B LSy FEZ RN L i v i e
DFTLNEFA 2015 FZVY—AZ 30, TR M EE (SMQ) | OFE BB ST A—2 —| B 5.
2T,

20 SMQ IZE ENLICO HEEOFEMZRfREHE, (FEA E Mg i EAE (B 21X, PTIFREZ
(Hepatic cirrhosis) |) BE L TV WS ES EAREOFTEZ LN LTz WED T /A X {8
RONEAR 5 — M AT v L | B 2% & 78 PSiE R 0 FIGEOE & IT, B a2 iic
HEET D, Fo, O HFET, B FE DRI —BLRNZEN ol

ERICEROLT, Ml iEE (SMQ) | Z25ET T 5282 HTLWERSHTLYL SMQ D E
BA FLUE A5 5 B v ILEE O RS L iR AR 38 K OWKIN L 2> (ESC) B8 LUK
Mm% (ERS) OfiE M ESED B W LIGIED T2 D D B[R Z AT 7 4 — AD T HD T
LTz, 200 SMQ D72 D HFEVANMIZ UG U CHRFTS I, FEEL, RBRE 77,

Jifi i ESE (PH) 13, 22 TR 2§ R BN IR- -4 (mPAP) > 25 mmHg., 7230 Eh & firliir o
mMPAP >30 mmHg &L TEFRIAL TV, Ali@h ks i EAE (PAH) &L TEIHAL TS Jifi 5 15
(PH) DY 77 v—7"Ci%, Mg LSS 15 mmHg LL T (< 15 mm Hg) Tt iuEZasand
T HIMELBINT D, Flo, WL<ONDERRTIL, M 1 (PVR) (22 $£721323 Wood Hifiz:3
DTEDEE) 3 E N TND,

VIR E R DIAER7299 5L, IEB AR OL A~ Z AT BIOAL MR E S TOZRNEN)
FRIZEEL TV, B2 OB AR OMENIRE (PAP) 1%, FEsl S TELL TV,
FIA ATREZRFEHUC FE ST B R A PRI T 52873, 2015 42D ESC/ ERS HART AL D EER
HIJTHD:

Jifis i ESE (PH) DFFTLWERR L, KR TERERE (mPAP) 225 mmHg THY |, HIZHFZEN
LEFRERTENRF-EI T (mPAP) 21~24mmHg O FBF OFIR OHER G Z L0 B HEE 35729012
MEEIND,

—  EZBHAMNBIOWE T (PVR) ORI SIS,

—  8~20 mmHg Z##F mPAP | X, FIIHI AIREZ2 =8 7 LV AT DX IEHF LB R D,

2.82.2 OE /BRI ENE

G

— il e E R S5 AR (PT TR R & i EJiE (Portopulmonary hypertension) J;
PT [ fiEh R4 i = 1) iE (Pulmonary arterial hypertension) |)

—  E I EAE O 2ER (PT T & i £2 Y —8 (Pulmonary hypertensive crisis) J; PTI &4
%= R4 (Acute right ventricular failure) |; PTI & HfitE.Cr (Cor pulmonale acute) J) 1. &
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221



Introductory Guide for Standardised MedDRA Queries (SMQ)

PNIBRINEEB Z HITZDS WL ODD B L AN BV ET ) L RE -5 | S 23 AT et s H &
2 R IE LRSS & Tz,

— I SE O BARAY 2t (PT Mg .0 (Cor pulmonale chronic) |; PT I =B K
(Right ventricular hypertrophy) |; PTI = 2525p P A 4E (Tricuspid valve
incompetence) |)

—  LEUIE M & i 2 5 | & R B E o0 i Vi R S (PT TR i A RT3 & (Pulmonary
vascular resistance abnormality) |; PTIiligfik8%%2 (Pulmonary vein stenosis) |; PT I iiig
JIREAZEM: 7% & (Pulmonary veno-occlusive disease) |)

— il M T 200 O S D R IR IR A L TR O FIE (PT il i & HEht 2 5 (Pulmonary
vascular resistance abnormality) |; PTIiligfik8%%2 (Pulmonary vein stenosis) | ; PTIifi
H Ik BA 2295 2 (Pulmonary veno-occlusive disease) |)

—  FfEEE L B O BE g S e, SEIR (PTG =4 (Right ventricular heave) |; PTTHF2E
¥R T (Hepatojugular reflux) J)

B4t

— Bl S ST L B L 22V VR IR S (PT T v — U PR TR ZE (Cirrhosis alcoholic) |
PT R34 1T 22 (Cryptogenic cirrhosis) J; PT 124 PAZEME AT £ (Chronic obstructive
pulmonary disease) |)

— e ERE LTS AL B LR W IR S 2R B R AR AR A CTE R FIE (PT T 7T —7 vk
1 B % (Catheterisation cardiac abnormal) J; PT I — 21k ik 3 84> (Carbon dioxide
decreased) |; PTTHIX#R A 5 (Chest X-ray abnormal) J)

I V5 LR SRE DR FL) T ER T LIRUIR R RESIEMERE T RO, MBORS, /AKX

DJRR L7225 AT ReMEDD (PT R E D £ (Dizziness) |)

— JEEE kA

— e RHEE

2.82.3 MEDEMERBERDOFHNCETIER
[ e U9 (SMQ) 11, BRIB 58 FHRE . IR 538 AREZ R FFL TWD, FEMIZR R, 1.5.2.1 125D
W TW5,

2.82.4 fimIE (SMQ) | DSEEE AL

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.
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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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2.8

2.8

2.8

3B & fEE (Renovascular disorders) (SMQ) |
(2010 4= 3 HIERVY—X)

31 EBE
B B I TR OB OB E FiD,
— T u—AMME R B RIASE (5b 2 <O ONLEBROIE )
— B EAROMHER PR pl 52
—  ZERRMEEENIRPAZE
— B E ORI E R E
WD B RE AR R D ATREMEN DY | | MAEL = RED B LW TERNLS,
W RO =ODFRHDHIHLO—>LLTHND,
— BRI R Eh RpeAs
— B
—  EmMERE
TR, WA B BAROKAEE THY, ZhB KB B L0 I3 IMESR OV E A IR TS
B,
—  KRIBBREEEIT RIS, — M £ O BB R AR I I AT,
—  BUMEBRREEIL RIS NE AR R LD,
SIEAL s EFRO AR (B peze U= B EIRIN)
TN IBAL D (] < DN I AR)
AL RIE D5 T DB BRRE R E O FITITROL OB E Ehd,
—  BomEEE B E0HRE
—  WRIMMEIR AR
— AT R
RS I B (AT PE DD B OB MR DI ENHY , lE . O @I EN R EAEE L TS,

3.2 wE/BRVESE

D=y
BIgAR 5% - HLT 85 1 87 B 25 s OV B 5 1 12 > 7 9759~ Coo HEE - PT AR MR i &
Jit (Thrombotic microangiopathy) |, [#5E (necrosis) | & & ¢ 32 BR< (LI SR)

— PRI R B M i B S AR

— R R PT IRIMAE R PR SEERE (Haemolytic uraemic syndrome) | 35 X O E 42 I 7E.
%1 : PT AR M 4 % (Thrombotic microangiopathy) | 36 08 PT T gt ifin /NS sl 4
4881993 (Thrombotic thrombocytopenic purpura) |

—  JRMRSE HLT T i 8 P s SOV I B 55 V2D 792 F Al PR SRR B30 ol

— R ER ST DA R, B PTIHE B RiE 2% (Arteriogram renal abnormal) |

ar

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

224



Introductory Guide for Standardised MedDRA Queries (SMQ)

[543
- JeRMEZIRY R

2.83.3 MEDEMERBEERDOFHNCETIER
M FE S (SMIQ) 13tk 36 KOV 38 H FE CHRERL S TS, 5ElNE 1.5.2.1 25 R352L,

2.83.4 TRMEFRESE(SMQ) IDBEEEIY AL
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
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2.84 THEIR A 2 (Respiratory failure) (SMQ) |
(2015 4£ 3 AIEERVY—X)

2.84.1 EH
IR B 2 1, PRI RE 72 13 RIS B B2 ZORE R, IO/ e D EL2 b -5
AIREMED B DR RS IR R DY LR D A M AT FREE ThD,
T OO TEARIFRREAFFAPFEIN R, TS D ETRAETH AN HD) |
—  RA-or7plasEfafn (T AZZ &
— R4 AR EO P RO O R PaC02 O _FH-Z2H7-57)
— AR R SR
— M R K OVE M PAZE M R AR D B
—  PREREN A TS HE A O Bk G-
— BRI K T O L7 B4 E (BIZIE, T2« S —JEfERE, BT A B E, AV XA
)
LRI R YASL (TS TIEb N
— TR A
—  BEPER
— PRI OB B
- HfR
- BT
- FTI—E
- EWER
—  TRENIRTIUE, BeARAI SRR, MRS IR | SETCICED
ki
-  BEOBIEBIOE RN
—  BfJRin AT A
— S X R
IRIFRITLL T2 & T
—  RARRZRER O R EALE
- ERFEMT
— oo to—u
— WA

2.84.2 OE BRIV ENE
=

— PR AR AR Ik 2R I RR O AR R ORISR DA N MBI D lER e A
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i2)

— PR AR A B g AR 0 FEE ., B2 X, PTTRER AL 5 &) B (Use of accessory
respiratory muscles) |, PT [#IRZ2E @M (Xyphoid retraction) |

— MR A E R R | B2 X PTIE A4 (Orthopnoea) |, PTTHAI:I (Tachypnoea) |

— PR R A BRI AR AR, B2 PTTRMHSEAOAE BT (Continuous  positive airway
pressure) |

— PR R T RRARE, BIAIE PTIERR L ER 5 Ao fn & 2% (Venous oxygen saturation
abnormal) |28 2 E 2

—  ERRRAERE, Fix X PTIH#R, ME A% v #5 (Ventilation/perfusion scan abnormal) |

ER4t:

- MERAREORRZ RS . BT PTIE Y70y 7 5EfsRE (Pickwickian syndrome) |, PT
[HEEAR 5 MERED% (Sleep apnoea) |

- HEORR, FZ1X PTI—E2{t. k5% $1 5 (Carbon monoxide poisoning) |

- Bf7eE Ok PO2 72& OIEMERAMED FK

2.84.3 BRERDFEMLERERE RO TN THER
PR A4 (SMQ) | 1, B, IO BBMFELRA LT D, 7ElliL 1521 BT 5L,

ZD SMQ O T AN, BEAFED 2 X MR 471 (Acute central respiratory depression) (SM
Q) JORFEVANCAEZEND B HTORBEHFEVAMIESWTIThive, Z7AMIRHIsEmShe PT
DR [FEE DT AN Tz, & ‘féEPi‘lX‘f@?%wﬂfﬁU&EﬁLﬁ“é FRRRAE S~ BARA 223451 oD

MR CTIBED [ AR | DI ALK RN FI A2 o721 FE AR 2O KRR M 0 SR 18 M 72 A
RE9-2 FiE % & To A7 D [ 2 Hro P 4 1) (Acute central respiratory depression) (SMQ) | DA
a—T%INTHEIO HAE, W&l

R, TRERE A4 (SMQ) 13 HA D SMQ &L TEHRES L7,

2.84.4 FERAA(SMQ) | 0BEZRY AL
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
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2.85 M {AEFESE (Retinal disorders) (SMQ) |
(2009 4 3 AIERVY—X)

2.85.1 E#H
HEMGERE T | 3k & BB L OYERE B 570, TR ERILTERR,
A SMQ I FRED R RN LMD GO MR F I R A Y TTWD,
— VRGN
- REXZ
- HHE

- MR ORE

2.85.2 A BRIEYE
N
— PR
- MRS 2 9 R LIS (BROME A2 IR) Tretin™z &2 Lo ~TO MG
B BT 5 R
- KB B DA SR (1 o R LR ) | B 52 7
- HAIBSHRE 5 | A5 S B R AR 7 P
— RERE:
WL R E O 18 d6 L OVEIR 12 B 9-2 3
- REBE A3 L B B O B B T
BRA%:
—  ZOMOEROI | BRI LRI S R T BN HD, 4T bR
(23Dl Tl MedDRA [T BRI B 1972 FFE AU CU VR R B2 76
—  SERPECBIT M
— RGBT 2

2.85.3 MEDEMERBEERDOFHNCETIER
AR S (SMQ) J 1T 38 LI 3R 2 2. QD fEflE 1.5.2.1 23952,

2.85.4 TREEREE (SMQ) |0BEEEIY AR
The Merck Manual — Online Medical Library

SMQ F513E MedDRA X— 3 20.0 ik 2017 4 3 H (JMO)

228



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.86 12 IEE R ¥ iE (Retroperitoneal fibrosis) (SMQ) ]

(2006 £ 9 H IERVY—X)
2.86.1 B
© BIERBSERHEE (RPF ;4 —F  RIREL THHILILCWD) ITFENRIEETHY  ITEA L DIER] (68%)
IXEERMETH D,

HORE L RET DT L ARH D,
—  BRIRBEIC Lo THEL R o T2 EIR KR 2 e A RIS D i
34% D IR FEMERE BN BE+ B L L AR5 K
- HEH:

AFRADR | AL BRI ERT TV AT LR
—  ZOMORHETLHO (G TEN) |

JERMERRY TR, 2T T~ h—T R d

- EMR(FRAR):
& NERRE DRSS SOS L TR
- TOMMDOBIELTWDIFA:

JEERBIIRTE  RAE R, Ry, R MR IR | ORI IE LR
PRIBAE | M 36 L DA DR 14 2 HE 08 9~ % #2 REISERE ~ OO RIRAHEREL R 0D 1t o7 5 AR AN R 1Y
FERIE—fRENSRARE T, BRAR IR IR AT Stk
—  OWrERERR T D701 RIS KLU DML IR 2 W 75 4 B
TEATPEIEIR -
—  BUREERIE . MR TREEDR . B, BACRIR, RERD | SEEL ELL WEM, T BGR IR &
O/ E72 A PEFFARA . JEHD 7213 T B IREE F D fEdR (R PEBA T2 L)

2.86.2 OE /BRI ENE

aE
—  PTI#EIHRHEE (Retroperitoneal fibrosis) | 35 KON /K IR B E" S OKBHE 72 EFE L TAE
U7z B ek A &9 s

— S ERITR R CHHZEN L BRI BT LA T RIS =2 W44 O
FEAE TR R

—  PTHAIKE SR (Flank pain) |, D72 WARZEIEIR D — D> THDHT- O ERIR

—  PTIE &R (Abdominal adhesions) J 1315

—  BEEA (PTI R £387 (Urine output decreased) | 725)

— TAMERIZLY, CIOMS-WG Tix, PTI €% (Abdominal pain) |3 PTI & HE
(Abdominal pain lower) | & IZHLAA AN DT EZ IR TE
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[Z39

— RPF OEEITE L LARWHEE, £33 8 1 TRWEE 2 S AIER R 7 35
— BT AR BB A EE (B~ T2 L)

—  RPF OEMR 2 BEEH 35 FHRE (R IEBRE R Y)

2.86.3 MEDEMERBEERDOFRNCETHER
(1% BERRRHEIE (SMQ) JIEBIBAR TR & 8RR 2 2 CD, 3EAlNE 1.5.2.1 253528,

2.86.4 [ZBEBEHHELE (SMQ) | DB EZEH XL
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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2.87 R R R ARAE ~ S4 7\ F— (Rhabdomyolysis/Myopathy) (SMQ) ]
(2004 4 12 A IERYY—X)

2.871 EH
A RTF =T, HEDET DG E LB WG RO RE CTHY ., SR A2
LD,
REROAR BURIE 1, B RS O IR #/R BB K> TAEUDIEMREETHY , SO, FRcrL T F
VX F—F (CK) RFDMD G ESE (TI/NFL AT 25— | AT eRns F—873d) /LT F
=2 VT L JREE, AT v T ABL O DR IEERA~O AR, HDIEFIXE
(BRI H DN TR ORE DB E, B2V a—7 v BIOTRE OREICEEL
TWD, LU KRERS ORERF Tl B 7o 8 N ITBARR TR ET D, TDORAIL, JEHEH L
IEIEE DOIEEN R L I L HIME, SESERE AL TN EOME AL A, HMG-CoA
BT ER]  FUSHIR R OIA, b Ay T T 243 T )va— )Ll R - HAFEDORE
BREDOBERBLOME M72E THD, BT EAREIL, B TH CIREMRb DD, B TAMm
%’é’ﬁﬁfﬂﬁbﬁb%é%@iﬂ%ﬁf‘é@é
P OB PRI, T B D IR B L OIME S & Fh, SKDIEE | KR, JEE AL
DR :éb‘é:kﬁwb%: MR, FEER, 1 2CMAME, BE O ICAELLZ LB D,
Z OO IERE BAPRERIZIZ AT, P8 57 . MR, FEEA, L R, 2D ONCHE AR 721
I—FEORPEEND, EEIZRVEL R MEFIIEITIL, BHEB AL, 3 X— A MEMREE,
FRAE N .55 PN R[] | L\ﬁ%f“kiw%%éf 75>a?£zh%f>
RERCT AR 2 3 R R R A B L 1) LT I X —EHNN(CK, #51Z CK-MM 23
LEEMTHIENRL ) IA T BE VIR, %J:Uﬂ'll‘{ﬁiﬂ‘7m:/iﬁ'j]l]75>aiﬁ/bé Z DML R AR
TR, MEZLTF =0 T eRa s — BB I OTI /N AT 27— B OHEINNE %
NoHZELHD, o, RV T MIER I OVEMEE T /GRS D E AT A ME (BB R
BRFICBID)BELLZEN DD, ZWNIMERIZE>THEE TED,

2.87.2 AE BRoVEYE

Pl : BB BURIE A/ ST — 2R O, DI RRAE /43T — I EHE DR M52
W L ORI R A A 5 120, PTT%E3E (Muscle necrosis) | (2I7) 3L PTI R4 e
> I5#% (Myoglobin urine present) | (B2 )

TR RRRUA BUARIE 8 D\ MEIA /T — 2R E LTS G CIE7e 003, BERUT RAE /43T
—\ZBRE T LB R SR . B, DOV ERIRR AR RO PT, 2S00 HIFE I KO RO fl g
£/ IARTF— TR TIEFI DR ESIND [ REMED S 5, B 21X, PTI 5 A% 55 (Muscle fatigue) |
GER) BEOPTTHILH 7L 7 F = H4/1 (Blood creatinine increased) | (FR A% 4L)

BB RRIE B D\ NIIA /ST — IS SR RERIRIEIR DT | 3% SIEGNIEA N HENIR0ITS)
FShTa—T 40 7SN TORNZEZE T NETHD, 20 SMQ IS0 Rl 5728
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(2 28— BA MRS KOO A 5 — L B LA I P IS B 42 (9 75 A1
%5\ ST L WRE R A R 5 AR D ) 8 B\ AR 5B L AR A ST
—ICATREMED & L B ¥ LIS D FSR (E A REZAUTRE T 555, CK SOV AR D
BN AR LS = MLE | 3 R) 20815,

ZOI7 ) —=DIRE LD DTD TN TOMBIHMIRIED DVNIIA AT —ICBEET D HRITE
FI TRV, BIZIE, HLT IR | O FALO PTIZIEE ZN TRV D2 DD,

A SMQ IZBIL T, ML HEIRCED S TR,

¥ :MedDRA DL — L2 XV | LLT MR il iE |2 2% B 4~ 42 (Rhabdomyolysis-induced renal
failure) |13 PTI2MEE R4 (Acute kidney injury) | FALD LLT IZALE T HILTWD, #E5TCL
LLT MR Al e 12 L5 B A~ 4= (Rhabdomyolysis-induced renal failure) | 1334 52 0056 52
FEICRZ DM, V735 PTIAMR A4 (Acute kidney injury) | 23R 3R HRE CHHT=6 . TR
BEHEEICE FN TS,

2.87.3 MEDEMERBEERDOFRNCETIER
TRERUA BARIE /A 3F— (SMQ) NPl R LI R a1 2 Qb 3FllE 1.5.2.1 2545
e,

2.87.4 THESUBRMRIE, /AT — (SMQ) | DB EBEEIY AL
Basic requirements for the use of terms for reporting adverse drug reactions (IV).
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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2.88 & [EFEE (Scleral disorders) (SMQ) |
(2010 4= 3 HIERVY—X)

2.88.1 &3
© BRAK
— R, A, BHEMEOIRORESNE
—  KEHBaT7—7 TSN TS,
— RSO E I AR EEIL TWD,
— EXFX0.3mm~# 0.6 mm LiX5OZXNH D,
— AP (FT7) B L ORI (1% 7)) SifEL TV D,
—  BEMR-TRENE O G 5E e
— TR SR DR (P BRI LD T — 5 T O TR ) 2 BB T,
—  BEREENREARRI IR R 1 O EZ T L CRRIKIZET D,
AR
—  ATERER AN SR o v BRI
- WEEZEOME LT,
SR D e S L OVEIR
- R
—  FIMIZEDEEA
—  RERZEAL
-
- T
- FER
- e
- =W
- fihrEk
SRIFIC AU SR RE
- HEOGRE
- —HRORE A RLAEEE TAELD (B BT RIE, =T — A X B ARG .
CIEF RSSO T M AR I TERR AEO BE L ELLIENH D,
—  REEPRR
LRI O IRIE B F-O@BRECLENAETD (B e RKMERENER)
S RMEDGE FTTRIEOGED LUIRIERIZELL GG LH D,
- JRUME
JEIR LT BRIEN ~D T RO ZE I IV AL,
SEFIIHRVKR TR IS E O (R 7 RO ) 219,
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SRR R BRI T I T AR T RS IR A £ 2 3D,
—  kRiER
-G [EA 7D LA B E D3 D fE A ARk O TR R PERAE
- 12 20~30 ik ARD BFINAEL OB IZEED 3 5 ThD,
K340 1 O BEF B A (B IR E L COES, 7he — Ji i, By, 72135
PEARE I B0 E) RO HID,
B JOVEREL T, FEIR, BE ORI A&, B 7282365,
SEE FOEIZRENTHS (1~2 M),
— AR
MR, 27— OidE, BIOMEVETY 7
SIEIAE, G FIRFTOSMEIZ IV AL ER B D,
- BPELOS Ltz 2 < —MRIT 40~50 mfRIZAELD,
SEFID 3 53D 1 THAMEIZA LS,
&R IREROD SR | Bt MK T | BEOIRE E5-
SEFID 3530 1 TR EIITT RUBER DA URRDONLIENH D,
PAZEMEMAE RIL TR AR BRETRT,
SEREIEE LB L OBRIBEL DN HD,
—  ZEfLERRERA L
-GRIEEE (RIEZEDIR)
AFIFEHN K BEEY Y~ F BEDORIZROHLND,
- HFZENE
60 LA L TREOHHILD,
) 2~3 mm D/NE7e FTEOZ ] O KA SEIN B & F ORI AEL D,
-EESEEMETHY | B OIHELEDZR,

2.88.2 A& BrRAVEEYE

e

—  FREA7R TR 2B 2 R (B PT I ik (e (Scleromalacia) |)

—  BRBLEE SRR OA Ao Mk B L OYEMRICBI T 5 M EE (1 PT T 98 5 25 4 ( Scleral
discolouration) )

—  _bRpER OB A HEE (B PTT 98 52 if. (Episcleral hyperaemia) |)

— SRR (B A A R B 95 EE (PT M9 AE i 2 (Biopsy sclera abnormal) |)

— BRI E T HALE I RS2 HRE (PTIE&EEN IR (Scleral buckling surgery) 1)

R4

—  ERMEERT HE

—  BEREEO IR R R EBEIS LOER OIS | o REE LILE T2 RO &H5H DIZE
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T HHEE (CNHO HEEITRIO SMQ IZEESD) 5l PTIHE IS (Visual impairment) |
—  BRIEIEEOADHE ChHARAEICEE 35 HEE (B kR, 7 RO %)
— YR FEE (1] LLT Mo 22 ik 2% (Syphilitic episcleritis) 11d PTI#gEa LIRS (Eye
infection syphilitic) |(ZV> 27 LT 5, )
—  FERRERYRA EE (5] PT 5854 % (Biopsy sclera) |)

2.88.3 MEDEMERBEE RO FHNCETIER
[aR s s (SMQ) I3k 22 FIZE D L CRERR ST D, FD7=6 | Bl 37 & I 22 I3 R Ui
BAIKT, T 1.5.21 2RI 5L,

2.88.4 WEEE (SMQ) |0EEREIYAL
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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2.89 ' EfE KR [EEI4E A (Severe cutaneous adverse reactions) (SMQ) |
(2005 4 4 ATERVY—X)

2.89.1 EFE
AR SMQ 1T, EANFERIETHDEZENEL, BIE CHRICA AR DT R BN IER 25 & 57- D12 B
I,

HE S FI1E (SCARs; Severe cutaneous adverse reactions) 13 Faiz & ie,
ZIALEE (EM;Erythema Multiforme)

—  ZIALBLIE, BRI FRIZ AT T2 BRI A Z R e T HRMER B THY KO
BAEEIZENRZ N,

— BRI I TAE R D IO TR A L TD, R FPIR D | g o 7= GO =S OFEIEN G
D K FAET DT ENEL, JAFAD K E DB U Th D,

—  FEBRIEDIOHBRBHERPBDOONDLTELHD,

AT —T A ar ) AElERE (SJS; Stevens Johnson syndrome)

— AT AT VRV ARGERAE RO LR E L TODD, BDHVNEFE R FIBEZ LA
BEVEBED DD IR HPH D J RIS 2 R e L, B DRI OB A A1),

— ATA—T U ARVar Y SEHERECIE, KRR EFEO K 10%IZ 0 SEEOOANRE D, 2
HIERIT, 2R RLOLEIHTHD,

rh e B A AlE (TEN; Toxic Epidermal Necrolysis, 74 T/ VIEMEREL S MEIEND)

—  hEVERAEERAE X, AR EFED 10% 28 2 5 F R EEIEE R 1 RIBEA 110 IR G PR ALEE
PERES A R L, BT T 5,

— FLBEEHDWITERBEME D/ NREDL RO HNDHZENEL, KIEEHIGE LD WG E 1S
60

- I@*ﬁﬂ%@\%/\/#%@Eﬂéq‘:fﬁ%’?b\ EEIERITBFEEETHY, ML BRI, K
J%f“f“%a?

AR BRI N & 4> E’fﬂ(’ﬂ#?i%ﬁﬁf(DRESS JEERE;Drug Reaction with Eosinophilia and

Systemic Symptons)

(DRESS JEMEREIL, F2TAFREEREINE R FEIRZ D IE | LU TR TSN TDH 2 EITiE

BE152L,)

— DRESS JEMEREORHSITIAFPARIE | FE, Vo SEHENEIR, MR, TR THY, B, fifi,
O, ETIXEB O E Th D,

—  ZORRETROIVD R 72 MR 5 VX AF R BRI INE | i/ IMRIRAME B R OFEER Y /3
E?i%ﬁﬂﬁﬁf“ibéo

—  JEROFIEITERME T, LIXULIXEYBAAT. 2-6 BRI AET D,

DMETLRYER IS MG E (AGEP; Acute Generalised Exanthematous Pustulosis)
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AGEP %, FHIEMEALBEDN TS 5el2dH . ZHOFEMIEFEMERE O E I L > TRE-SITHND
P72 MR M B T D,

FeB I, SRAIEFE L . BRER F7/213 5 B ISR AL, AR % 1~2 HEfTHRIZRIE
T5,

WH BN M A M ERE O BINAFET D,

FELTHRO LD EEIEBLT 503, BIRICRILT 52 LbH5,

ZINHDIEIRTE, & 7pERICE OV EERRIZ AR RS | KRS . FT- 3B B D Al REME N B D
JEDRBEREET 5,

2.89.2 OE BRI ENE

Al

543

ek : b IO DR E (EM, SIS, TEN, DRESS BL U AGEP) 2R 9 2l HFE N & £ T
W5,

IR S oD B (EM, SIS, TEN, DRESS KLU AGEP) 2N Z N D2l 4 %
ot/ JER %779 MedDRA @ PT NI &S T,

e GR B DBUESHDITIER TH->TH, EM, SJS. TEN, DRESS 1O AGEP D2 JL 7
(2 & FILTORWMBEH DOITIER D MedDRA @ PT 1, BRILSIL TN, Hilz X, PTHEZ
IR B R %% (Dermatitis herpetiformis) |, PT 4 KM ) i 14 /42 ) fE (Keratolysis exfoliativa
acquired) |

BHO ., IEFERI BETHLIEDZ N E G (B BI2) IZBRAA S T0D, il 21,
PTIi&%% (Ulcer) |, PTT R i 1fn % [ % (Vascular skin disorder) |

2.89.3 MEDEMERBEE RO FHNCETHER
MEE R EREIER (SMQ) N3l 5k & IR SR 20 2. T D, 3RfiIX 1.5.2.1 223528,

2.89.4 TEERERIER (SMQ) |10Z2EREY AR
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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2.90<,3v% (Shock) (SMQ) |
(2006 £ 9 H IERVV—X)

2.90.1 EH

BEE DO E 2O MATENRE B L OMRHBEEOIRRE THY | M5B R N EM OMERFICE B8 E O

ng%‘i“/\rﬁﬁfgdcib\ EDRHETHD,

B R FEAR -

— CEHEIRMEOM T, SENR, SRR, B BS L ONURL O3 2 FERBE DO B EZE L, Z IR,
L E (S TRV D TOEBD HND) | #Fﬂ&\(ﬂl%%ﬁ%i@ﬁ%ﬁ@ﬁ@#) E
A AE PR O IRIEIC D O O T

—  BofSRE RITHRMRRR FRIE CTHY | Z<DOHEHMT S R— AN AbiD

P BRI B M F TS 30 7 DGR E IR

— AR, A, WK, S F T — B E | 59<EIER, Z IR REEEEL, I LU 4
B N7e

FECILE P> = 7 D EGIRSEIR -

— IR IO R RS JOWIRL, B ORI T, O B

— BRIIARIEOSE | UILEYE S 2y 713 PR Ik B IR JOVD R M 2y 712 Gs LT
BRI R — LT

Tav/ OFEA:

—  PEBR MR B
o LH ZLFRHBID,
- MR ORI (it 2> 7) F2 13 MIED B ORD DOWT N BRR TH S,
< SRAPEAS BRI B MES 2> 7 1% SRFI DS IR B~ DBEE 2 ERAZ A L TRV R | T
DICEEFIMEF L THLEITE 272\,

—  HMEE:
AFEAEDGE | HIMME MR SR DREFIR N2 — 25 [ E T,
— LM
NIRRT ELTOLARENFIRTHY, 72 TOZERMTHD (B DA IEZE, B
JEZRE)
- DHEBE R OB MR O BN A | SR A0 K R BRI B T DR E Th 5,
— M gEeE
VAR ISP 73 B -9 D EE YR )T A 2 RO DR E Th D,
— PR

SUEO BRI EAR T 2B R L TRiR A 5 | SR 2T,
SRR 2y 7 OFE K IR G, REHIL, TR G, 25 DRI E I3 BRI, 7T
AL 2 55
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- TFI4TFR M
P TENE D 2E B BUE D FER
JEAEE RO R RPUR (R=2 V7 E OIEFNZ T Te) ~OMRFEIZLDMAEFIE, 0%, 7o
TN A 79 IR 55 18 2 D IV I oD T 3
T FT4TX T — Rk ay 2 id, EROBIKREBIEET DAMNT T T4 T% — RN L ERE

Do
— K
L DFE . AN ETLRERIE DWW A L AV (72T BP0 RIE 3R & OF ) 12 KD
YIZRIE R RIK Th 5,

< HL BRI BOE R RE N RIC B W TH RO HILD,

2.90.2 AE /BrA‘EEYE
=
— P BWEREZRTWREMEDOH D ay e E e TO PT
— R
3 Er N e N E
- MEJR (anuria) 22 Te FH A
-{X3E¥7% (hypoperfusion) Z& e Fl 35
B4
— Ay OFRBIRNIRIEL TODIFIE (D AEZE, AR SR FL/R L)
—  LERLOFFRERIC BV RE
- BRIavIBIOSMEMN T ay s O HEE
— MTLLHERARICEDH O TIIRW R IR IE R 22 £ T HEE T, HEVITHIRIEEE
2 HIHHDITFAIEL TERSL
—  RpEMEA KRR (AR, SRR Z IR72E)
s EBIE, 72— X T TANEROLE 2— % ZBRSM
—  BrEoJEREE R T HERILEAIE L TR

O SMQ D7 2= AN T AMERD 7 =R /37 OLE 2—3 2006 4 5 AIZBAfES 72 CIOMS-WG
R CEMSNTZ, 74— 7TV D HFEDBEIARESILTIY, WG 1ZZ DN OME
HRARLOTHHEAE L, ESHE—HIAM.0R 4 (Acute cardiac failure) | 2358573,
CIOMS-WG |3 D L5708 57 % Fhti 9~ DB ZIT HAM D SMQ THAH AL (SMQ) JEZFIHT 2%
FIHECHELE 25 U7, F7-. [ (Haemorrhage) | <° T /25 A~ 42 (Left ventricular failure) |1ZB83
2 HFEXIBINT DITITHEBH LT E D3N T, - C, FIHE LI U R B A7 MR 33 % FEhE 9~ D121,
FEFOHEAMO T L (SMQ) | OFHZZE T REThoHEST,
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F: 77 47%—|

ST T 4T — kR ay kg

o0 SMQ OESITERI S TS, [TFT74T7% > — /T F 7 457% > —kE av 7k kg

RIS S SMQ IZ b5, [T 745% L —FIG (SMQ) 17 F745% 2 —

2 (SMQ) | (T2 av 7 (SMQ) |OL~L 2 DY 7 SMQ) Thb, =D

2 (SMQ) |

WKV EERT T 747% L —0ORH, b avZICBL 0D R THY, BB D LI E

TIPS DITIEF O R Bk

EA7RN, [7F745% 4 — B (SMQ) 11

BB EUE (Type | hypersensitivity) | DL 572 HEEE & Te L0 L& PH THD,

2.90.3 @t

avZREELIAMTPTI

T, o0k E SMQL~L 1) DI ays (SMQ) JEARDDYT SMQ(L-UL 2) bbb E 4

12 SMQ TH %,

BV 7 SMQ I, BRIRE IO 5R H]

FEDNDD,

IO FE L, AHODY 7 SMQ TR TICELTRIL Th D, K37 SMQ (2% ES =3k o F

BT D,
TavJ
(20000066)
[
| [ [ [ [ |
Tay/ BEOEER ML —R B R | i S P — K TFI4T% v — | | ARMbEE RS
HHNEOIROREE || Tob, vavsB| | ooy e MAEVES = STFT4T% Y || ORI =
(MLA—K REToh || Bk AN —kEavsikee | | v ZEER
R
(20000068) (20000069) (20000070) (20000071) (20000072)

(20000067)

2-22 TavZ (SMQ) DpfEkEdE

£:CIOMS-WG LEDH T SMQ DA FREARZKIOAFRL, TRLD LB,

CIOMS-WG 3¢& ARCE
sMQ L/ PEBER Tay ZMBREIILMER (MA—F B ®7UrR) (SMQ)
sSMQ RL—F R R7Uk MVP—F K R7UR, vavZtEER (SMQ)
SMQ FESR ik Bl FE IR BB MK BB a v ZIEIR (SMQ)
SMQ FE itk /R E MR R 2= RRLENE S 2 v 75K (SMQ)
SMQ TFT4TXT— /T F 74T RRIER | TFI4TRY— /T FT747F%— K av ZiER (SMQ)
SMQ ZDfDY ay ZiER IR MM Js L U RS = Z7HEIR (SMQ) ICAHER

#* 2-8 TayZ(SMQ)IZB9 5 CIOMS-WG XX#EL SMQ F5|EDEFRR
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240




Introductory Guide for Standardised MedDRA Queries (SMQ)

2.90.4 BERDOEMMEERBEFHROTFRICETHER

[Tay 7 (SMQ) NI JOVAER R HFE LR OB E % 1E D SMQ Th 5, B G2 RS 2L LAk
1%, 20 SMQ OFI Tk 3 J ORI 22 FHRE CHRE R S UM @ & A R 72720 » SMQ OF I ERLL
TW5(1.5.2.1 2), EALHEEO SMQ OFHIX FALHEE D SMQ O HFEEfE AT 528 THEIMTX
B,

2.90.5 [T=av7(SMQ) IDBEZEY AL
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.
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
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291 BB LUHAETHOREHED
(Skin neoplasms, malignant and unspecified) (SMQ) |
(2009 4 3 A EERYY—2X)

2911 EH
A SMQ (%, FIEIZEET 5T R COEM S LOGER R OS2 35284 BREL TR
STz,
K SMQ T EICE#E T 5T R COELB IO A OF AEM B IO T2 el a5,
—  EMERABBIEOIRRE (RS ICRRA)
— BV BBEOIRE T (B IR RAY)
— MR BEEOZME (B IR )

291.2 @F BROVEYE

aE
B9 s
RV F B D7 AE (R 8 (R L AY)
- LR BB B E D TR T HE (B & I ZRF 2219)

SRR SR BEE O 2 WTTE (BRI R AY)
—  EMEBIOGENIARBH OB AEMICBET 5 HEE CHIMEIZEEICE KL TWNDHHOD
—  TRAGCEMBLOFHIMAAO K& A BE T 5 HEE

JHRBIZRE 9% FGE
WE BT 5

- WS R AR A (2B 35 R

R~ — A — 2B B AR

- B3 1 3 LOYERICES -5 35

PR FIIIAEO I BE T 5B 2 DD HIEE
BRst
— S ICEE DN EME R L OGE A OB A B3 5 HEE
—  ELDNRRE SAVR WM BB E T O 1RR F RSB T A R
— L FRE S VR WEER BB E T 2 WA I BT 5 R
—  ELFRE SRR~ — B —Z BT A R
—  FEMEMICEE S
—  FEE~OEBICET D HE

—  PTIB&E F4 (Skin operation) |, ZAU M BT R RAZRIGIR FH TIZZRW 2 (FReo
T,

>“H'Em
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3 —Tar 14.0 1IZBWC, Zo0H LW SMQ A3 S JOGEMARH O K & H A 9 (SMQ) |
Nz BTz, 22— — T D B DFEG: EG] EMEE R OF A OESR,ER] EoiXm
%%%E%LA%D%TE%%;U;%HW%@%ﬁidﬁ@@%ﬁ/ﬁ%ﬁﬁ?’éf%éio Zhpolz,

TR IR RS AR R DS B2 5 5121, PTTRZ ) T4t (Skin operation) | ZBNCExAZLET5,

T EBAL MR B S THEME R B B3 2 BE | MR AR B D1 T8, MR I B
THRWHE 2B THHA I, HEEERBA (SMQ) |07 SMQ 2 352N ELL,

291.3 HEEE
MR X OSEIARBH O B g
BHEY (SMQ)
(20000173)
|
| |
PR EIEE (SMQ) TR O K2 fE RS (SMQ)
(20000204) (20000205)

2-23 EHEBIUFHMAHO KBS ED (SMQ) DB G

2.91.4 REDOEMERBEEROFRNCETIER
M IS JOGEMAS A O R 8T A (SMQ) I BR-IEAR 53R & IR R 2 2. CV5, 3Rl 1.5.2.1 %%
45z,

2.91.5 NEMBIUFMAHAORES LY (SMQ) | DBEEEY AL
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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2.921 £ 5T T<h,—F X (Systemic lupus erythematosus) (SMQ) |
(2006 4= 3 HIERVY—X)

2921 EH
o SESFRRRE TR~ Ofifign R EE KT TIEMERIENE B O R R
TANaT U ERHRIVE AR, BT AF A — =T AL A(EBV) 72 E D BRHER 1 LI
VBB FLOM EAEHD, ZHUR (RRIZDNA) | M E HURH DT ERFURIZ 2 B CPtis
DERERE, TNNENTHDEEE
— BHD 30~60% T, A DNA BL Sm RY~ATFRIHTHHR I
— =T RMEFEEER A LAV UHUR, BROWE RO G GEE T &R 2T iR A S e
P NEEHUAS FEBLO I ReM:
—  HHRIEHEARICED BN TOREEGIROILE
HHINRHPETY T~ h—T A (SLE) DFHLOFERSCBEAFE OFEIR O AL A3 K 0 Al REM:
—  FEHIME SLE O HDNEFUT B g2 2
—  FEHIWE SLE I BT DHHUADIZL AL IFE AN AR AHUATHY . FhiZ A8 DNA 12
PR IAEFIREN
ERARAEIRIL, BAEE L BB T4k
- BHER: BERIR, RERED B, fiE . BIETE . 8L
- BEIER
S BHBIEIRIL, BEIR OBIEATBE (BT 2 14)
- B, M, 3 KOV FIACIRIR S L BEAR 3B 28
s FEOMHE HLEE : Z OO R AN E TR OBEIRIF A
LMD B ERER : BRAE . TV PRALBE , BRI | SREE, DA
- FE. F RO RMEREHIR (BE D 90%)
R D 10% TR
- BRITEERFEBENR
MEEEMEDOZ LB HD
- FREME DB DEEAAEIRIL, B FIR . OVFEA MM BRI R BRI A | BRR 4 8 (f R | IR
PRAAE) . bLLIMIEZ LT F = 4N
CELEB RO 7 m—BREERE CREIE R BO®YAY) 5 B0 ek
— R RIE R
HHIE . CADA, RERRE . SR EMEIME R . AR 2L
- 1.5 PAZEIZ K AR 26 7 1 — R i A
—  ZOMOGEIR, A HHE
SO DRSS DA BRHENE (V7 = e o2 2) DRSS BRSO 42
Jiti: BHIEE S LD
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MR B, BRI E | i it ) R E
SHARRE B EOL TR TR
MR REIRAERRE, JERR RIEAE RS | M A | Bl

2.92.2 g /BRI ENE

aE

SLE OEFITE G 3D HIGFE GiEIR ., 18, BRIR MR AR KA & L)

HAGE /GERRMIZR: “lup-,” “erythemato-,” “SLE-,” “LE-"

HLTT =) 7~ =7 2B L O OB A

‘2O HLT D7 IA~V =B LA HV—IZFTEL TV D PT 1, BRAFL7Z PTILARA R
Z54iE (Lupoid hepatic cirrhosis) | 2T, X CE S

V7<JF 4 (American College of Rheumatology: ACR) D2 LA K 41BN HRE, HE0

Bz | Bt ., BiEERE

PTIHiEEHUA: (Antinuclear antibody positive) | 1%, 7 =—X 11 7 AMEiTD WG Dlatzd

N7 e N

BRst

PTIVARARRFEZE (Lupoid hepatic cirrhosis) | (B D/L—7 ZIRRE TR Y) | PTILIMER
80 JiE (Pancytopenia) |, PTT .2 %78 F—7 (Cardiac tamponade) |, PT T & i [ & 45
(Nasal septum ulceration) |, PTI &5 (Nasal ulcer) |, PTI 0 /E{&45% (Lip ulceration) | .
PTI 4 1f1. (Anaemia) J, PTTBAi%% (Arthralgia) | . PTTBIEiY ™~ (Rheumatoid arthritis) | |
PTIiiEJE (Alopecia) | . PTT324 (Pyrexia) | . 27— LA B 135

2.92.3 7YX L
oD HTA)—% FrRDINNTEFE L

A7) — B MRBEOEA (V=A1)

A USRS N/A

M N5

B iR

HER

I

ITI|OQ(mM MM O|O|®

e e
=
[==]

i e

WIWIN[2]W[W|DN| -~

| o

& 29 2HMETVT TR (SMQ) DHTHY—
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JRIH GE O N EAE" S AT MIRRERANAER ST, FHFEOFEHFAE LI NOOFEF O 52517 Thd
BHEIZBITHLEHNT- SLE ORBOMERIZEGRT S,

THATYALT, Freo LB :
FE B E SR SN CQOBPT ZTED AT IV —ZLo T, I N—T 31375, —2DA72)—H
TOBED PT I ORI N5,
FFENBL CWDH T3 —ZRRBRAICHLE L= Il (61 i 98 B SRS . B KON s
1% 3) 2R/ T, ATV =R E L5571,
ZOAFN6 LVL REWGE | TOJEFIH 1L SLE B2 W DIEFIHRE ThHHEAIR T ZEAIRET D,
BT, MR () | Sl (3)  BIUYEIEE (1) 0472V —I2dHD PT 24 I DIEFIH 13,
SLE DRI ZROIE B LU TR T 5 (3+3+1=7)

2.92.4 BERDOEMMEERBFHROTFRICETHER
[T T~ =7 Z(SMQ) NP R E IR R AR DLz, TV X L2642 SMQ
Thd, TNIVALNIIRIER R HFEOT 4 O BT TV —TOMBEDETHY, BLOHDIER % R E
FTROZEDREED DD, TNAVANIRRHEOLHEL T FRROIIRFIETH A TED,
BANS — R D SMQ OB,/ TR HR Thk 2l T DIER 2k 375 (1.5.2.1 Z )
BBRBOWBEL T — YT T 2, MR SNISER 2R T 572 0IC T VAV A NZED
KB E TS D MR RDDIRVEBI DG EITT VAV R LA~ =27 VLB TR
HZEHTED, [BHMETY T =T A(SMQ) |OT VAV ZALE A or BT A= ARDEF
26 EM2 D55 CThd, 7/VTVALNTESIIIEGNIVARE L TH I T5Z L83 TED,

2925 2H5HTY7<b—TX(SMQ) IDBERHY AR
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. 16Med. 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).
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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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2.93T

B E LUV IREEE (Taste and smell disorders) (SMQ) |
(2006 4= 3 HIERVY—X)

2931 B
AR RBLXORREEDRKIL, BHlEE BEBLORIERR, OEfEAERER, BAENEERY

‘(‘\
H

0o,
2055 TS
PRTE R L OMR T 5 2D B 3K A
L P HRIESE
/NI IDEEE S
e A L R
B HRR B L UER:
PRTETH I =BRTE D K AN
TR SR =R DR HERDHES
TRTE IR =R TE DR DA T 2D TR A
HELTE =L TE D XA
MR T 1B =R T DSk BE DA T A D IR T it
MR BEAR =R T DY B E T LR

2.93.2 TE /BRI ENE

()

B

e
{5 (PT IR R IBGE (Hypogeusia) | 728) | B2 (PT MRS (Anosmia) |72Y) | FEEOMEE
(PTIHLREERE (Parosmia) |72 8) 12 BAFRZR< PR F 71 3 R 5 I 2 B3 2 HEE
LIRAEO R B35 I EE
Z DR B 5 O i R MG 2 BEE -2 F 38 (PT TR k2L 52 % (Olfactory test abnormal) |
7E)
HLT MRS RR T 1 35 KO HLT RS AR | I 7 T4~ — B LI Z U —THTIBL T\
PT & b D3 X Tx SMQ IZ AT,
HLT a2 112V 795 —>® PT (PTI4)8k (Hallucination, gustatory) | 35O PTI%JIR
(Hallucination, olfactory) |) 2 & A L7=,

” ” W

“taste,
P4
AR SMQ OFEFIIIESITNADT=D . BARBNIZERALTZH D170,

tasti-,” “geus-,” “smell,” “gustat-,” “-osmia,” “olfact-"DFEIR % & e HFE

E AT —HRXR—ATOT7=—R [ TAMIEBWT, YORR2IB LR WOIERS[FICHGFE T2
—T 4T ST, WRHIOERE B OHE LIREIL S O E RO S & A2 88357 9121%
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IRV E 2 —NRETHD,
N —ar 121 THERIZIRBR R HFEO Z TS TOE TR B LOMR S (SMQ) 1135k
AR SR FEO A TR DI IE ESh T,

2.93.3 MEDEMERBEE RO FHNCETIER
[ 33 L OVEE S22 (SMQ) ISl 22 F 3B D 2 CRERR S CUVD, Tt~ CL BRIl 22 L I ik i 22
TIZRICE RN EOLND, 55 1.5.21 22 RT5H2 L,

2.93.4 REBIVIRFEREE (SMQ) |0BEZEY AL
The Merck Manual, 17" ed., 1999, p 687
Harrison’s Principles of Internal Medicine, 14" 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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2.94TREEH L UHEESE (Tendinopathies and ligament disorders) (SMQ) ]
(2015 4 3 A EERVV—2R)

2.941 EH
T P R 2 S OB 1, ISR I L OB B AT I L B ISP S D s BR A AR FE,
PERTIE, THEDR ) FI I T2 | LRI TNV,
ZSE
—  JRZSIRRENS, EEAREERELLE X O TS
— IR OBMIAMTNERFEE - EE LN TN
- AKEES~OIFEYOEEIELZETHNATND
- ARREAFRFEA~OBMHIRELFHT TS
b —RIICEEEZZT B\ O L, LT A& T
— PR AR X O T KA
— ORIl ZOGMIME
- EEkE
- THLAE
- BIEE ()
P 2 35 RO R DU A RN IRD IS MRV, SMRIPED i 5 D FER A5 ATV D,
—  EEE (AR NGB, oo — =T IR )
— BANN—= oA
- RBEZHFEZITER
- W
SRz Adax a RmiAEYE
% DBEAEHE, 2L FaxT uA R EHF B IR T o OB RES TV D
— ARSI TOD I BLIE IR
—  EEEZF TR O OISR
— HloZbiXv, KO, RS X ONEEN O B/l Ek OB b BIE SN A Z LR 5,
BRIk
- =P HAX
— TR
- RRRET
- Br=EH
— AL E
- BETIRE
— HAEEE
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2.94.2 AE /BrRoVEEYE

ey

— B IO OREEIZEE 95 HEE (B2, PTIEE R (Ligament disorder) |, PT RS KT
Z4 (Ligament rupture) |, PT {24 (Tendon rupture) | . PTiE%% (Tendonitis) J)

—  JEEETIIEIR O EICR T HIREIEO HEE (B 21X, PTTEL: T4 (Ligament operation) |,
PTI R4 (Tendon graft) | . PT T BT (Tenolysis) )

—  MEEIIEE OEEFICE T oM AR R R LT 2 M EE (B 21X, PT A A R
(Biopsy ligament abnormal) |, PTfi#4:#% %% (Biopsy tendon abnormal) |)

— BRIV OREE IR A O - FESR I B2 HEE (51213, PTI98 (Ligament
pain) |, PTTji#s% (Tendon pain) |)

— MRS KL OV I SRR 950 EEEL TS T | FRIE M R T | FESMEE A I
EBLOWERIL, JREAHFEEL TR EIND,

— S RMERERRETE F7o 3 R P (B 2 EE

— L ETOREICE TS ER

—  RGME OB 73 SR P B (B2 HRE (B2 PTURGMEIEH 2% (Infective
tenosynovitis) | )

— IR B TR (1203 PTIVEY (Pain) | . PTTERE (Swelling) |) 134334721 /A X 1%
AL REVED DD

== 20.0 T, LT OEE N, JEREE B O FEE (SMQ) IZEMS V7 ik
Jil 35 OV L Z BRE L CUVADs L CNAT0 | FERYL MRS RS S | FEAME M e 22 46 LR
FRREZE A, I HREE L Cal G Snd,

2.94.3 MREDOEMERBEEROFRNCETIER
M fE 2 ds L O E S (SMQ) 11T, e L OVR O MiZE FZE2H > T, 3613 1.5.2.1 251
TAHZE,

2.94.4 TREERIUWHFESE (SMQ) |0ZZE RN
Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113
Abate M, Silbernagel KG, Silieholm 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
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Marie |, 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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2.951 M 4214 5%k 2% (Thrombophlebitis) (SMQ) |
(2007 4 9 HIERVY—X)

2.951 EH
A MEERRZ¢ (Thrombophlebitis) 1%, ARk (IMARAE) Z £ 7= #ARD KIE (B k%) THD (ZDE
IR — TV RORIFLEFRKERIIZEES),

2.95.2 AE /BrRoVEEYE
A
FRARSE B L ONFIROD A E (2 BE3E 52 FH 58
- AR A2 D FHRE IR 3R GRS 55,
- MARTE R A PR 72 W RE LR R 3R HEEE 55,
- THHGE
- AR A2 1D FHRE IR 2R REE 55,
- MARTE R A P72 W REI LR R 3R HEEE 75,
— BREKROFRROLLERRAED FFE
- AR A2 D FHRE IR 3R GRS 55,
- MARTE R A PR 72 W RE LR R 3R HEEE 75,
R4
—  fERRINT-OREE (B BEME, B EE LIS CE )
— BREBREEDRVCERRRED HGE (bbb, BRAEE 4 21X NE (normal) J7¢
FRAARES)
MRBFERTELDIN /AR |3 G615 PTIF#Z (Haemorrhoids) |

T —INDRE BN R O IfARSE (thrombosis) D FHFEIZ DWW TOE A BIFRFL TWOET,

1 - A EERRZE (Thrombophlebitis) D 423% 24 FREA U2 T 272012, A SMQ LT 3 L OIS (S
MQ) | EFEA T DENHDDEG HIAI2 U,

2.95.3 MEDEMERBEERDOFHNCETHER
M AP ERIRSE (SMQ) I BRI AR TR & IBUR R 2 2. C0D, 3EAlNE 1.5.2.1 253528,

2.95.4 [MRHEFIRK (SMQ) |OBEEEY AR
Dorland’lllustrated Medical Dictionary William Alexander Newman Dorland, 30" Edition,

June 2003, Saunders, as Elsevier imprint
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2.96 R IR BEREE (Thyroid dysfunction) (SMQ) |
(2009 4 3 AIERVY—X)

2.96.1 EH
PR IR RE IR 1 X R IR BE DR T E 213 TS L TS,
RIS BRI MR X RUR A VB RZIETH D,
— M FCR B RIS TE X FIR R B LD D TH D, FURMREIFA VE L (TSH) 23HN
T2,
bR RIRIT B CAE MR B THD,
- ZOMO—EE7RRR E L TIIIRRE FE S | s — Rk, SVEFFIT . SO s E
TATV T U LEIEDRITHEBLT D,
— R PERR IR AR TR T RSB TR BT 5,
AR T EH0 BUR BN A LB iRV E Y (TRH) WK Z £7-13 F&=A2 50 TSH
IR Z
—  FRRBE R TIEOBE LOYERIX FREEo#EY ThH,
<IN RTE ., EFL, AMEZE b, BRAE E72 1T O ks i
IR BRI EAR, BREZ B OV E OfEE (HLIE) (b, MRIRATH . AREHED | SEIGE, VE N —I8
B HRANE, BRI, DFERATE R E
RO IS RE TUHEE L T . ORI LEL (T3 BL O T4) OBEEIS I TH D,
— T —T R (FEEOEAM:FRERE) (35S — A7 1R Th b,
- BRI HERE TUHEAE . FOR AR, IRERZE HE | RIS B RS K B2 R e T 5,
—  RIEMEHUR AR B (FRARZE) 121, B ZERE M FOR AR L A AR AR 2 . S D X
ERMERRIR R 2 E 035,
—  ERFIFEFRE R RE TCHEE 1T VT Y A E I A A — T en-a [ZED S EEISNAIEN
b5,
—  FURERHSRE TUHEIE OB IS L OYER X T REOEY TH S,
EBNLE, 27T, BT, RERVD | RIRAE, B, BEEEEGE, AR, IR, SER,
LA,
AR ORI TR, AR 12172 80385 IR BPERRIE X7 L — 7 RIRICRE A TH D,
R AN— AT EMEENTREFETHD, FEE, M, FiE, 38000 M A
RKHTHIENDD,

2.96.2 A BRIEYE
(A
—  FORIGES AR TEFS O IR IRR AE TL e | < B 32 1 7
—  PTTHRERSE i (Exophthalmos) |72 & 0 RS 28R K OYEIR I BTS2 FI 3
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— [H% (abnormal) | 27 £o FURIREG R R A HFED PT (fil: PTT YA > B4 (Thyroxine
abnormal) |)

—  SOCTEGERIRA | 0> 1 00 HUR IR BEE R, HURIRBERE FUMEE S/ X H R IR RB A M E 27
AT HEETIERWD, OV SMQ ORI RIZE D 5,

Brak:

—  PTIHh#%EE (Nervousness) |, PTIEh1% (Palpitations) | . PTT{& 5% (Constipation) |72 D %5
FLH) TR LOYERIC B35 FHGE

—  [IE% (normal) | 2& T HFE (1 : PT = Z B EUE % (lodine uptake normal) J)

— HAERICEET o HEE

- BMEEEZRT PT

—  FRRAROMES F7- TR BRI B 32 R

2.96.3 [E/EtEE
R IR RERE . (SMQ)
(20000159)
FAR IR RETUESE (SMQ) FLR AR REAS TE  (SMQ)
(20000161) (20000160)

X 2-24 FOREREEEERE (SMQ) DOFEEX

2.96.4 HEDEMMEERBFHROTFRICETHER

FHCR I RERE T (SMQ) [38 i de L OVA SRR 58 FE CHER S N O e & 2 +F> SMQ ThD, B
JEREERF O ZE LIS DA SMQ D FE i ST {5 THIE KL OVRSHR 5R HFED O S VD P e & A 7z
720 SMQ ERICTHD (B7ia 1521 Z), T SMQ O HFELALAGHOELZEITIY EALo
SMQ DOFIH A FTEEIZ /25,

2.96.5 HREEREREE (SMQ) |0 EZEY AR
Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907
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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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297ThLY—FK K R7UR QT ER
(Torsade de pomtes/QT prolongation) (SMQ) ]

(2004 4 12 H ERVY—X)

Z0 SMQ 1% 2004 4F 12 HIZEH SMQ L LTIV —RAE N7~ MedDRA N— 50 9.1 VI — R TR
R (SMQ) | D FALOL~UL 2 D SMQ EXH7273, MedDRA 23— a2 10.1 V) — AR OV O
L~ 1@ SMQ L&nr=,

2971 BHE
MLt —R R R7 UM TdP) X R O EMBEIROIZR THY . ZORAKRRIZ, hIT a2y
Z o ADMHEZ FIRRE T 5.0 BBOERIEI T 5EE 261D,
ODEX(ECG) FTL: TdP I3, IRiEFH I OVEMIR. QT L& £/2iE QTe MikF, B35/ U . T A2
HWREIT R T IR . £7213“long-short sequences” DZE LG 7254 %I QRS I FE
7. bLLTZ M QRS AT D,
B SIER . REENRIT B RIZIE R LSS0, B RO DIFR AR R A IESNDETHIBTHZ
EMEL DEMENEIT T2 E0 05, Bt FIERFOFEAAEIRICIE, BYBRRME, HEitED
W R BROEIUTSHRIEDN H DS, BF TV TOHDGE | BiEO B RIT720,

2.97.2 GE /BRI ENE

Al

Pl 2 LOERRRAER RAMEF T L, FoiTEEMV P —R K R7 U8 QT E&

W27 3%H 0, Bz 1X, PTIQT fEEJEWERE (Long QT syndrome) | (271) <° PTILEK QT

%5 (Electrocardiogram QT prolonged) | (K2 5%)

JRI: A EIR, W, BEORE/BE: ML —K K BTN QT IERICE BT

DIEG 23 7§ B eI S HH D | il 21E, PTILLESE (Cardiac death) | (#5)F) <2 PTILvE

XU %% (Electrocardiogram U-wave abnormality) | (25 )
COMBOIKE R I T DD FrESN-PT OfEHIZIE, TdP, QT QTe L&, L =M

Ak, #HEh,FLED,BEAR, U B E7203 T 3 B o, B X OVt

72— 1 7 AN, PTIE# (Syncope) | JER) IZE- T, W< D T /A X3 ETTZ (O FD,

L LRWELOIEFID R ESAL) Ll GiEHEEIAR B OHERER ThHDH20, 4

MEEZAR SMQ IZPRFFTHZEAIRE LT,
PT IO E MEAEAR (Ventricular tachycardia) | i3, LLT T TdP A0 = 4B (TdP ventricular
tachycardla) 1B LLTI IR L E= AR (Polymorphic ventricular tachycardia) | 2452
(CHRIRO BRI E A LT, A SMQ 3MERRSH 2728 | LLTITdP RLL S PESEAR (TdP
ventnculartachycardla)Hi PTIMLH—FK K R7 >k (Torsade de pointes) | I E)L 7=,
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Bk

— BRI E VAL, SR RGO, SRR, ECG RERIAMAT B, 7= —X
[ BBRIIZ, SISO A RG22, BN BET DO B B A TS
ARSI TS T,

2.97.3 REDOEMERBEE RO FRNCETIER
[ML—R R R7UN QT IEE (SMQ) B0 58 & AR 3R 2 2 CVD, Rl 1.5.2.1 2%
i E e N

2974 TRV —F K RTUR/QT ER (SMQ) |OBERE AR
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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2.98 [ FRHAE B B 1% /& (Tubulointerstitial diseases) (SMQ) |
(2014 42 9 HIERVY—X)

2.98.1 EH

R R AN TRV MR BT, IR RO —RETHY, BB SCME 2L, F7-. BICHREEZIIRIEDRS
REUTHIIL ., BHERIL T ITEITT 5, SREKIRIT, BB BR YO EEZITH), Eo72<&
BEZ T WGE DD,

PRAME VB MR B D DD 43 JE
— VMR PR A TRV MR R
HHBE U AN TRBLT S
SRR ICEEE 52 D REM R B L OVRIEA RS 35
APEB S RE R E £ TR 2T ORRNND
CHEIE DS A BMEE R R H I HE R G AR ST RS D
BTN ERYYE; K
— B DR A T R MR AR
HEDNT TR A ITHBLT D
- VR PR IR MR . SR 250 . B L OURMAE BERERE 5, W T AU B BB A 145
CALESLEE | BROELWEMRDOE L ZED | BB MERIE B LU FEEMEORIRLA, 2K
DEALLBIEL TWD, BRALTRNETZENTESD,
SBIRMEIR R, mILESE, FFERREORGVEOR I, PR3 KON IR RO R A =~

—ﬁ‘o

A DI IR R DRI L > TR DO RHEZ A LA 20 HY . 72 A E 21X 0
PESTHELS

cERIRRNE, LR oL #HE; Y, BHORE., Bia. BIOMEEMEESE; PHZEMER
P R

2.98.2 AE /BrRAVEYE

e
EFRICBEME T2 RS ME R A (B 203, PT TR M R M R
(Tubulointerstitial nephritis) | ; PTI#& R A1 52 (Renal tubular disorder) J) 1258 < BE# 7
2 RN RS A 3 R

—  RANEBEREOREE £7213 B O SRR [ sl B E IR R 2BE RS L OB REE (B 213,
PTI# K7 7 a=—JEMERE (Fanconi syndrome acquired) | ; PTI & #RHEE (Kidney
fibrosis) |)

—  ERME B RE R I R IS B D IR A &R O B (5 20X PT TR A 4f Bk BR B 1
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543

T

(Eosinophils urine present) |; PTI %4k )K (Isosthenuria) |)

R R M R RE PR T | O MATE AL E T | AR (RIS T U RIREEO A A SR (B2, PTIR
Y0 (Urine phosphorus increased) | ; PTT & 27 2 — L ifi 7 > K —< 2 (Acidosis
hyperchloraemic) |)

IR L2 MEED LI UIXRAME M EMEREZL 7203 (Fl 21X, PTIT L F— MR &
(Nephritis allergic) |; PTI #4711, — (Nephropathy toxic) |)

SeRVED HFE, PTI 7 /E&JR (Aminoaciduria) | (E0i1F PTT#&: KMET I /EEJR (Acquired
aminoaciduria) |28 MedDRA /X—02216.0 TIBIISNS, LURTO T/ BRIR D% KitD A
T Oa—RFHHE A S TO D ATRENEA B) 136115+

PRABE MR B T IR DO I REMED o D IE R BB B B | IR BRI OSE R F 72 1T PR AR
2, L URANE VMR BUCEAT Ob O Tld7ed |, F2B BB LOFER g REfE E D £ <D
MO RETENDZEN DD, EVIDIX, ENDITZLD /AR | R ET DAL S D,

U U R A VAR IR B B T~ Y W) B & 2 il g & S AU G A A 0K A os B A
I AEHZ IR BYEDR 2 W2 BRSNS v (B 213 PT TR £ 5% (Biopsy kidney
abnormal) | ; PTI% i K (Kidney enlargement) | ; PTI# A% v %% (Renal scan
abnormal) |) ; 7272L. ZAUTFERMIZEMNL TH XN INLDO XA TREOH LU, LY AR
BB S 2R 0 D TIER Y,

PRABGE VR MR RO T R D Al R 3D DM O IERF f s | 8o, JEiR, Ezidims,
712U, RS RV MR RO R A2 O TIERK D720 D T ) A X ) 538 T 5 [ REME D 9D
(i 21X, PT I 4F 2 Bk H9 JE (Eosinophilia) | ; PT I 4F % Bk 44 i (Eosinophil count
increased) |; PTIIfLH 927 27 U ERE AN (Blood immunoglobulin E increased) ),

— MR SR B L7 O SR AR MR RO S BLC B 320K K (B 203, PTI A%+
> #5 (Myeloma cast nephropathy) | ; PTIEAZEM: R 1% iR (Obstructive uropathy) |)
PREGHEFIE DT R TOIEE

IR IEE (F1S) . BhE 5T RE | O HFEN S D)

AR PRANE VPR R O BEIERL L, BVEBAR IO D NGB Z07=  [JRAME F'E
¥ B (Tubulointerstitial diseases) (SMQ) | B L O 2AMERB A4 (Acute renal failure) (SMQ) | D

TaAEGDOEMPRIL, HEIE > TTERETHD,

2.98.3 MEDEMERBEE RO FRNCETIER
[RAME MR R (SMQ) 1T, P, RO ZRGEEZRA LT, 3EMIIE 1.5.2.1 22352 L,
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2.98.4 TRMIEFFHEMERE (SMQ) IZERHYAR
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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2.99 &5 FRIEFEIZBE (Tumour lysis syndrome) (SMQ) |
(2013 42 9 HIERVY—X)

2.99.1 EFE
IS AR R E B RE (TLS) © I ARAIRRVE AR . FIITVEHRIKT T2 SIS DT IO R AL N 2549
DR EIA
RO . -
—  ERBRIE
— @RV AMmIE
—  EJIE
— ARIA T ASE
TR DK L7025 AT REME -
- BAE
R
- ®IE
FEL (Zhdas N AZ85)
BOEAREIE, Fo, B PERIEROCEEREL 2 RN 2D R K L7 D FTREMNE DB O AN A % 1L
H
M AR Y NS KOV B LR O [ O HR T MBS TR AR
— OGS £ G- DO RTREMED B D
LU R DO @AY % LRI OEF > TWNA RS
- EMER A
- ZIR
LN
— R
- BRMEIR
- TLS OIRERE BT, MBEIEICIDMGEHCBE O S IHEE XS T2
[ER AR A | 0D TLS LTERRIEHE 1D TLS DXl
—  [ERRFRA )00 TLS 1%, 1A %EBALART 3 H LANEIRIRBIIAT: 7 B LINICIRDEEZ ZSLL 4k
EHThD:
-« e PRI ITJE
@AY MLE
- fE
LD T AfLGE
—  TERRIGIEITLS IXTERRMRE ) TLS D3NS HL, F-LL FBEREL COBIGAICH AT D,
LT F = S
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-SSR
- NEER, FET2iT
FET
TLS OFEHEEIL, FEEH O EERRHK
—  ESLRIEDIFIKERDIRME DU BTN I, XY F o B LR BEO TR D58 4

2.99.2 g BRI ENE

e

aE
— TLS O T2l » HiEd /et PTIEE AEEWEAE (Tumour lysis syndrome) |
—  TLS DJERIE, RE OB HRE (Bl 21X, PTI & REE fLE (Hyperuricaemia) |, PTHE L
27 LiE (Hypocalcaemia) |)
— TLS OO AR 3 0 &R Ko HEE (B 21X, PT il # R EZEE N (Blood uric acid
increased) |, PTTifiLH /127 AjEi/) (Blood calcium decreased) )
—  TLS OB DOMEIT$DHGEE. Zhbid, o R OISR OOV TEY | JE AR
DD TR Th 725 (1 21E ., PTI AN % (Acute Kidney injury) |)
— TLS OB oI xs LIz &gt o FEE (B2 X, PTTiLH 7L 7 F =84 1 (Blood
creatinine increased) |)
S9N
—  TLS DOEfEL7AH R L O ER 10 H5E (F1 2 1F, PTIS—F% > R 2 S (Burkitt's
lymphoma) |, PT k7% 7% (Chemotherapy) )
—  TLS OREHPER D" T Bk D Rk 92 HEE (B 21X, PTHE 5 4E (Seizeure) |, PT
[AREEAR (Arrhythmia) ])

[R5 A EEE AR (SMQ) 1 O FIGEBHFE T — 28 CIOMS SMQ-WG [T ¢ PTIIREEE

Jit (Urate nephropathy) |1Z TLS O CTHHZ EN R SIL, BTV —C O JRIAa—7 HFEND

AT AV —A OPSEAT—T FHFE~OBE D REI NI, LUMO B R G RIS A= —

DH7TAV—C LLTIRT ZEELIZA, 20 SMQ Offi i ~ PTIJREEEE (Urate nephropath) |1,
Ptk FRE L I RER OB R CH DT LA EMAR T A bIc LT,

2.99.3 NEBRABIEBRE: (SMQ) | O2E TERY AR

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 lkeda, A. Tumor lysis syndrome. eMedicine (October

2012) http://emedicine.medscape.com/article/282171-overview
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2100 B S LUHHETHOTE REHEY
(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) |

(2008 £ 9 HIERVV—X)

2.100.1 E&H
T E EIIINE B A EME B LGP A OIS O3 X Ta i 357D B LT,
T E EITINE IR T A EME B LGP A O A O T X TTIZ TRtb &1 5,
—  EMER BB RE
—  EMEEBBEDIRE L WD TFE
—  AiEERRE

Dﬂ

2.100.2 BE BRAVEYE
aE
—  EMEIGER AR OF AR T A HEE CHOLIC T E EIIREICE KL WAL D
—  TRROHEHAZE B EITEEM A O+ = £/ 3IVE BT MBS 2RI BT 35 H5E,
- Tk
- R A
<SS~ — A —
- B DR AE AR e s L OYE IR
B4
—  EMEEITEEM A O AR T A HEE TS T EIFINEIZE KL THRNE D
% UTEﬂ@ﬁ%fﬁ CREE T DR EZ WO FIEB LS~ — I — B35 M58
- (RIS A
— FEERIIINE ~DOERBICEE T A HFE T, PTIAJEZRi# (Metastases to reproductive
organ) | & & e
- PTH@%?T’H(Uterme operation) | 3L PTI IR F7f7 (Fallopian tube operation) |, B3
BT R ARV FE T RWew (72720 IR OB R DS B2 GB I IA HFE 2R
AL THEW),

mm

=232 14.0 IZBWT, —o0OH LW T SMQ 28 HEME B L OREMAHO 15 7213908 #4:
B (SMQ) 1Tz bz, a—W —(XEMEDO RO FS: FEH], BN E RO B YOS/ JER,
if:&iﬁ%%ﬁ’ﬁ?f‘\bﬁfﬁ‘ﬁi&i(}ﬁh‘ﬂiﬁEﬁ@%ﬁﬁi%@%ﬁ/ﬁ BRI CEHII o7z,

T FERR R 72 FEE R R B IR B s OV SR BRI ORI L2 W D FIEORERIZIE, TTEMRAR (S
MQ) | D FALIZHDENZENDOY T SMQ 2T 52 ENEELLY,
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2.100.3 B E

BV X OGERAR O 7=
FIRIIINVEFAEY (SMQ)
(20000153)
|
| |
BT £ I3IVEIER (SMQ) BRI O E E 1 IV EIES (SMQ)
(20000206) (20000207)

B 2-25 FEBIUOFHEMAROTFE EIIINEFEY (SMQ) DFEfEHEE

2.100.4 HREDEMERBFE RO FENCEE T HHER
[EE M8 L OGEMR B O = 71300 E H A (SMQ) |13 R &I R 2 2 TWV5, 25T
1521 2B+ 52L,

2.100.5 [EHEBIUHMAHOTE EIIIEH ED (SMQ) | 0B EE 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://www.egtm.eu/
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2.101 M # (Vasculitis) (SMQ) |

(2009 4 3 HIERIV—X)

2.101.1 E&H

« MR A REDRIAE
WS PR AU REIE0ES K OYR BRSO R TR AR U 72 I O B KOS EIC > Tl 70D,
JRFEVEIM A A RITERELETLHHOT, fIEL T, FTRROEBENRZETLND,

FISHBNIR
il EiPE 28 SRS
U 7 I — P 3 EE

M RIIHREFENE DR R TG0 HD, HILL T, FRROKBIZETHND,

ML) T h—T A
BIE Y ~F

IV ¢ DEF TS D IIER L OHRE TH 5,

1 PR S 80 L SR R S D,
SRS REANBRILES (Zrey g QUAYAY ViR () A1 RSSO

ERLORGEIZEY | JKE PO &2 IO SEMRE DS IR ST DD,
HOPLFE, K, O MEIZAELDGEE DD,
P72 E D—D>Dlf# IR R T 25 A bhiuT, ARFICEBORE RISEET 55082,

2.101.2 E& /BRH‘HEUE

Al

AN

=

JEOR M 1 R B3 D R (B PTIT A~ vk« o= — 2T A 48 BE 9% (Henoch-Schonlein
purpura) |, PTI_—F = MEERE (Behcet's syndrome) |, PT T3 L4 7% & 11 A 2 JEE
( Granulomatosis with polyangiitis ) | (LLT I' 7 = & — K 2 & i ( Wegener's
granulomatosis) | &)

M4 %% (vasculitis) 1 4 ¢e FHGEE (7] : PT 5§ 1fi. 48 2¢ (Cutaneous vasculitis) |, PTI/L—7
A& 4% (Lupus vasculitis) |, £721% PTIU Y <F 1M % (Rheumatoid vasculitis) |)
MEhRZ (arteritis) | 27 T FHEE (451 : PT el BhRZS (Arteritis coronary) | £7-1% PTG HiH:%
FEhkZ (Polyarteritis nodosa) |)

11L& 2% (angiitis) | 25 Te &8 (1] : PTTBAM SRR 25 145 2 (Microscopic polyangiitis) | .
PT I i As P4 BAZEME I % 2% (Thromboangiitis obliterans) |)

EHEDILREDH S PTI~ vk« = —1 T4 45595 (Henoch —Schonlein purpura) |, PT
M8V o F 4R BT (Chronic pigmented purpura) | (B8 C, LLTI <3 4881 (Majocchi's
purpura) |Z&te) . PT I filh%n a] fE45BE5% (Palpable purpura) | (1) 728 o M8 5 A=+
MG
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— MERERTEEZONDEEMRE HFE (B PTIHUAE BRI E HTA 0 (Antineutrophil
cytoplasmic antibody increased) |)

B4

—  MEROFERIZEE T2 A5E, ZNOORERITIIEREE R E %« DM FIZLY R 5790,

—  RERMEME R (Y E7 L7 L — MRl 3 KL ONEME R BB ED) 1B 32 FEE (B PT
7L X —1EBAEI 2% (Arthritis allergic) |, PTG E## R (Phlebitis infective) |)

—  SERMEICRET A EE (1 PT MLV B P9 28 I8 E (Infantile septic granulomatosis) |)

—  BARORIE D I Z B 3 2Ii REZ R 3 FRE (1 : PTT ke E##kZS (Thrombophlebitis) |, PT
[E#lik ¢ (Phlebitis) | (R & 13 1 ik L ## Ik %€ (Thrombophlebitis) (SMQ) | #2452 &
DHIRD)

— R OREREZREEEICBE T A HEEDY D MAE ROFEE PRI T X TOMGE
(3] : PTT4E5E (Purpura) | PTI# AMEESRBE (Purpura senile) |, PT I ifiuie 4 i/ s PSR
BE 97 (Thrombotic thrombocytopenic purpura) | PT I IfiL /N8 JE 8 74 28 BE 9% (Purpura
non-thrombocytopenic) | %)

— BEVY~FRZOMD A CREERBRE | ME ROV DHLBEBICET 55

- &MY T =T AT OME FIRE R 2F e 7 <=7 2 (SMQ) 122 0T
ZENHIRD)

—  AFERERVERSERICRE 2 NEE (R XA ekl 2% (SMQ) 122 IR 5ZLA kD)

— AR BREICETHHE CIE RICEVEMT 280N HL03, FrEH)TRWHEE (B : PT
FHURZ LIRS (Antinuclear antibody positive) | . PT I C- 5 i M 2& (A 55l (C-reactive
protein increased) |, PTT it L (Red blood cell sedimentation rate increased) |)

11::CIOMS-WG (Z&2Hm A OMRRETIL, IR FEC IO SIIEBI AN IEF 12D 70K BEELT2ARY
TAT BLOXRTT 47 arba— L OIL G TOZRERZ 3Tl T 528N TERN -T2, Lin
L. IR SR D7 OISR IS - B E FRICE Y ThHD T, 7 —F_X—R Lo TUTAHT
OO ATREMEN DD EHE Z BT,

2.101.3 BREOFEMEREFE RO FHNCEE TR
NiE 2% (SMQ) J I3 SEfR 38 &AM 3R 2 2 CD, aEflllX 1.5.2.1 223528,

2.101.4 &% (SMQ) |OZEREHI AL
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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fHk 1 - AEPOMTE—

B = E &
CIOMS Council for International Organizations of Medical Sciences
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
S5Q Standardised Search Queries
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£+ 11 - CIOMS-WG A»/3——B& (2016 4 6 A 6 HIRIE)

K 4 R’
Lembit Ridgo Council for International Organizations of Medical Sciences (CIOMS)
(Observer) Geneva, Switzerland

Norbert Paeschke

BfArM

(Member) Bonn, Germany

Sabine Brosch European Medicines Agency (EMA)
(Member) London, UK

Victoria Newbould European Medicines Agency (EMA)

(Member) London, UK

Aniello Santoro European Medicines Agency (EMA)
(Member) London, UK

Sonja Brajovic FDA

(Member)

White Oak, MD, USA

Lynn Macdonald
(Member)

Health Canada
Ottawa, Ontario, Canada

Marielle McMorran

Health Canada

(Alternate) Ottawa, Ontario, Canada
Miki Ohta Pharmaceuticals and Medical Devices Agencies (PMDA)
(Observer) Tokyo, Japan
Christiane Michel Novartis Pharma AG
(Member) Basel, Switzerland

Constantin Mirea

Boehringer-Ingelheim

(Member) Ingelheim am Rhein Germany
Christina W. Winter GlaxoSmithKline R&D
(Member) Middlesex, UK

William W. Gregory

Pfizer, Inc.

(Member) New York, NY, USA
Silvia Bader-Weder F. Hoffmann-LaRoche
(Member) Basle, Switzerland

[lona Grosse—Michaelis

Bayer—Schering Pharma AG

(Member) Berlin, Germany
Thomas Bold Merck & Co
(Member) North Wales, PA, USA
Anne Kehely Eli Lilly & Co.
(Member) UK
Judith Jones The Degge Group Ltd.
(Member) Arlington, VA, USA
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K 4 A B
Odette Morin ICH Secretariat
(Observer) Geneva, Switzerland

Dawn Ronan
(Observer)

ICH Secretariat
Geneva, Switzerland

Tomas Moraleda
(Member)

MedDRA MSSO
Madrid, Spain

Eva—Beate Rump

MedDRA MSSO

(Member) Diisseldorf, Germany
Cecilia Biriell The Uppsala Monitoring Centre
(Observer) Uppsala, Sweden
Sarah Vaughan Medicine and Healthcare Products Regulatory Agency (MHRA)
(Member) London, UK
Brigitte Keller—Stanislawski Paul Ehrlich Institute
(Vaccine WG interface) Germany

Yutaka Nagao

JMO, Pharmaceutical and Medical Device Regulatory Science Society
of Japan (PMR))

(Observer) Tokyo, Japan
Yu Wada Pharmaceuticals and Medical Devices Agencies (PMDA)
(Observer) Tokyo, Japan

Hitomi Takeshita Japan Pharmaceutical Manufacturers Association (JPMA),
(Observer) United Kingdom
Yo Tanaka Japan Pharmaceutical Manufacturers Association (JPMA),
(Observer) Japan
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e 101 - Y7 SMQ & 7-F| 7T RE7: SMQ &V Ah

PLTFIEY 7 SMQ 258 H7- SMQ OBV ARNTH D, T/VIV AL ZE0# A LTZ SMQ IZIZT AX U AT *7)5}
XN TWD, IOV —AH Z 5L T A,
IMO {E: FoRIBIZL ~1 10 SMQ DO HEL FRIE (707 7w BE) T,

e Accidents and injuries (SMQ) /S35 L OMESS (SMQ) [September 2007]
e Acute central respiratory depression (SMQ) /&It FHHX M FE 11 (SMQ) [September 2007]
e Acute pancreatitis (SMQ) /&M R (SMQ) *[November 2005]
*  Acute renal failure (SMQ) /&M B A~ 4 (SMQ) [April 2005]
e Agranulocytosis (SMQ) /2EFER7 ERIE (SMQ) [November 2005]
*  Anaphylactic reaction (SMQ) /777 473> — it~ (SMQ) *[November 2005]
*  Angioedema (SMQ) /I %& % & (SMQ) [November 2005]
*  Anticholinergic syndrome (SMQ) /iU {EENMHIERRE (SMQ) *[September 2006]
*  Arthritis (SMQ) /B % (SMQ) [September 2013]
e Asthma/bronchospasm (SMQ) /i 5. 3 (SMQ) [November 2005]
»  Biliary disorders (SMQ) /HHJE % EZE (SMQ) [September 2007]
< Biliary neoplasms (SMQ) /HIE#H A (SMQ)
>  Biliary neoplasms benign (incl cysts and polyps) (SMQ) / B MEREEFAEY (B X
ORV—7%51Te) (SMQ)
»  Biliary neoplasms malignant and unspecified (SMQ) /M35 JJOVGERI AR BA o> AH.TE 5t
A (SMQ)
®  Biliary malignant tumours (SMQ)/ MR E fEYR: (SMQ) [March 2011]
®  Biliary tumours of unspecified malignancy (SMQ)/ FM4: A BH o> 0 1 fil 5
(SMQ) [March 2011]
< Congenital biliary disorders (SMQ) /& RM:IHIE R EE (SMQ)
< Functional, inflammatory and gallstone related biliary disorders (SMQ) /#%FEM: . IEMEB L
B 3B A H1E R R E (SMQ)
>  Billiary tract disorders (SMQ) /JHiE & (SMQ)
>  Biliary system related investigations, signs and symptoms (SMQ) /fH1E % (2 B35
EEARIRET , E B L OYER (SMQ)
»  Gallbladder related disorders (SMQ) /HEERSH# &= (SMQ)
»  Gallstone related disorders (SMQ) /B 23B#E 32 %E (SMQ)
< Infectious biliary disorders (SMQ) /f&Y4e: JHE R 52 (SMQ)
e Breast neoplasms, malignant and unspecified (SMQ) /ZE B X OFEMARBHOILEHEY (SMQ)
[September 2008]
<> Breast malignant tumours (SMQ) /A EFE L (SMQ) [March 2011]
<> Breast tumours of unspecified malignancy (SMQ) /M B R O FLFEEE (SMQ) [March
2011]
e Cardiac arrhythmias (SMQ) /R#E Ik (SMQ) [September 2006]
<> Arrhythmia related investigations, signs and symptoms (SMQ) //REEJkIZ BEE D EG R AR AT,
e LOYER (SMQ)
<> Cardiac arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias) (SMQ) /ARE& ik FH 35
IRARME R FENR F L OBEARME AR A 5 29) (SMQ)
»  Bradyarrhythmias (incl conduction defects and disorders of sinus node function)

(SMQ) /ERIRMEATEINR (f= B T s L ONIfS BiFERE R & 22 1) (SMQ)
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® DBradyarrhythmia terms, nonspecific (SMQ) /FE4F B AR IR AN EERAR FH 35
(SMQ)
® Conduction defects (SMQ) /{ZE[&EE (SMQ)
® Disorders of sinus node function (SMQ) /5Bt REREE (SMQ)
»  Cardiac arrhythmia terms, nonspecific (SMQ) /FE4F A AR ZE (SMQ)
»  Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias) (SMQ) /
BAARME AR LR (MBS L OV E SRR EARE S ) (SMQ)
®  Supraventricular tachyarrhythmias (SMQ) /_E=VESRIEREIR (SMQ)
® Tachyarrhythmia terms, nonspecific (SMQ) /FE4F BB IR A EERR FH 58
(SMQ)
® Ventricular tachyarrhythmias (SMQ) /.Oy= M AEARMEARE R (SMQ)
< Congenital and neonatal arrhythmias (SMQ) /& KRR I OHEH AR RIEAR (SMQ)
*  Cardiac failure (SMQ) />4 (SMQ) [March 2007]
e Cardiomyopathy (SMQ) /.0>A5JiE (SMQ) [September 2008]
e Central nervous system vascular disorders (SMQ) /X% 7 Il 44 55 (SMQ) [September 2006]*
* [March 2015 iMIL.4% [ Cerebrovascular disorders (SMQ) | JV 4 P2 # ]
< Central nervous system haemorrhages and cerebrovascular conditions (SMQ) /AR #H#E R HY
135 L O i & PER AR (SMQ)
»  Conditions associated with central nervous system haemorrhages and

cerebrovascular accidents (SMQ) /HAR##E % 1 36 OV I 48 PEFR IS S RED TR BE

(SMQ)
»  Haemorrhagic cerebrovascular conditions (SMQ) / H ML HAX 4108 4 If 7 bt 2 (SM
Q)

»  Ischaemic cerebrovascular conditions (SMQ) /& ML FRAX 408 R IfL A P 5 (SMQ)
<> Cerebrovascular disorders, not specified as haemorrhagic or ischaemic (SMQ) /H M5 Mix
J2 A AR TE S AU AR AR R 18 PR 5 (SMQ)
e Chronic kidney disease (SMQ) /&% g% (SMQ) [March 2013]
e Conjunctival disorders (SMQ) /&5 2% (SMQ) [September 2009]
e Convulsions (SMQ) /#&#% (SMQ) [March 2007]
»  Corneal disorders (SMQ) /4 %% (SMQ) [March 2009]
*  Dementia (SMQ) /38 Z1E (SMQ) [March 2007]
e Demyelination (SMQ) /i##i (SMQ) [September 2008]

»  Depression and suicide/self-injury (SMQ) /5> >R BL OB # B 15 (SMQ) [March 2006]
< Depression (excl suicide and self injury) (SMQ) /9295 (B £, B 1£%2 <) (SMQ)
< Suicide/self-injury (SMQ)/ H £ H £ (SMQ)
»  Drug reaction with eosinophilla and systemic symptons syndrome (SMQ) /M ERIE N 35 L OV B e IR %
PRSI SOSIEWGERE (SMQ) (DRESS JEMERE (SMQ) ) [March2016]*
*  Drug abuse, dependence and withdrawal (SMQ) /ZE#ELH | #7736 L OBERL (SMQ) [September 2007]
<{>  Drug abuse and dependence (SMQ) /F#ELH B L OMEAE (SMQ)
< Drug withdrawal (SMQ) /ZRHIEEM (SMQ)
e Dyslipidaemia (SMQ) /JEE B % JE (SMQ) [November 2005]
*  Embolic and thrombotic events (SMQ) /Z£#e B L ONMAE (SMQ) [March 2007]
< Embolic and thrombotic events, arterial (SMQ) /EhARDZER: I L O (SMQ)
< Embolic and thrombotic events, venous (SMQ) /#RDIE/R B I OMIE (SMQ)
<> Embolic and thrombotic events, vessel type unspecified and mixed arterial and venous (SMQ) /
MEZA T AR HDVNTIRE RO FEL B IO (SMQ)
»  FEosinophilic pneumonia (SMQ) /#F-E2ER M fiti ¢ (SMQ) *[March 2009]
e Extrapyramidal syndrome (SMQ)/#£{&<#} BEIE(ERE (SMQ) [March 2007]
< Akathisia (SMQ) /772 ¥7 (SMQ)
< Dyskinesia (SMQ) /Y AX 37 (SMQ)
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< Dystonia (SMQ) /Y Ah=7 (SMQ)
< Parkinson-like events (SMQ) //3—F YV FRESH (SMQ)
e Extravasation events (injections, infusions and implants) (SMQ) /IfiL& #M H GE&T . TEA B L OHEIA 7
EBAL) (SMQ) [September 2007]
e Fertility disorders (SMQ) /ZE5HHEREE (SMQ) [September 2011]
e Gastrointestinal nonspecific inflammation and dysfunctional conditions (SMQ) /TH4{b.& D L4 AL IE
BLUBEREFE T (SMQ) [September 2007]
< Gastrointestinal nonspecific dysfunction (SMQ) /YH4{b4& DI BAMEFERE 2 (SMQ)
<> Gastrointestinal nonspecific inflammation (SMQ) /YH{b& O I BAYRIE (SMQ)
<> Gastrointestinal nonspecific symptoms and therapeutic procedures (SMQ) /1E54{b& D FE4F FHY
JER B L OULE (SMQ)
e Gastrointestinal perforation, ulceration, haemorrhage or obstruction (SMQ) /¥4 & D ZEFL. 1B, Hifl
BHDHWIPAZE (SMQ) [September 2007]
Gastrointestinal haemorrhage (SMQ) /{H8{b& @ H ML (SMQ)
Gastrointestinal obstruction (SMQ) /{H L& DEAZE (SMQ)
Gastrointestinal perforation (SMQ) /YH{bE D ZEFL(SMQ)
Gastrointestinal perforation, ulcer, haemorrhage, obstruction non—specific findings/procedures
(SMQ) /TEALE D2 L 185, LDV IEPAZEIC DWW T O IR R FT R AL (SMQ)
<~ Gastrointestinal ulceration (SMQ) /{E (L& DIEE (SMQ)
e Generalised convulsive seizures following immunisation (SMQ)/ %t AL % D2 B FE/E (SMQ) *
[September 2012]
*  Glaucoma (SMQ) /#kM & (SMQ) [March 2008]
e Guillain-Barre syndrome (SMQ) /X7 « XL —JEfERE (SMQ) [September 2007]
e Haematopoietic cytopenias (SMQ) /& Il f& 25 |2 15 M ER I E (SMQ) [November 2005]
<> Haematopoietic cytopenias affecting more than one type of blood cell (SMQ) /i& MfEZEIZLD
2L B i EREAE (SMQ)
<~ Haematopoietic erythropenia (SMQ) /& L f&E 55 12 L5 7R BRI AE (SMQ)
< Haematopoietic leukopenia (SMQ) /& IfLf&E5E (2 15 A I EREAE (SMQ)
<> Haematopoietic thrombocytopenia (SMQ) /& IfiLf& 22 LA Ifi/ MEIFAE (SMQ)
e Haemodynamic oedema, effusions and fluid overload (SMQ) /I fTENREAITZIE . K I L OVRIKIE A 17
SMQ) [March 2008]
*  Haemolytic disorders (SMQ) /¥& 15 (SMQ) [April 2005]
e Haemorrhages (SMQ) /i (SMQ) [March 2006]
<> Haemorrhage laboratory terms (SMQ) /H ifi. B i PR B 2 H 38 (SMQ)
<> Haemorrhage terms (excl laboratory terms) (SMQ)/ H if. B8 H 55 (F§ AR Fa s FHEE 4 FR<) (SM
Q)
e Hearing and vestibular disorders (SMQ) /B 3B L ORI EEREZE (SMQ) [March 2009]
<> Hearing impairment (SMQ) /FEE &2 (SMQ)
< Vestibular disorders (SMQ) /A FEfE 3 (SMQ)
e  Hepatic disorders (SMQ) /A2 (SMQ) [April 2005]
< Congenital, familial, neonatal and genetic disorders of the liver (SMQ) /HFligio> 5 R4 . S
AR BIOEEEREE (SMQ)
< Drug related hepatic disorders — comprehensive search (SMQ) /A1 Z B 4~ A RFFE 55 — alF5

S

IR (SMQ)
»  Cholestasis and jaundice of hepatic origin (SMQ) /AFlglZ#C [K§ 2D - 8 LN
HIH (SMQ)
»  Drug related hepatic disorders — severe events only (SMQ) /3&H1Z BE3H# 32 fiFfe 2=
—BHEFRDOH(SMQ)
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® Hepatic failure, fibrosis and cirrhosis and other liver damage—related
conditions (SMQ)/FAS 42, JHARHMENE | AR ZE 35 OV Ol oo 1Tl o 5
(SMQ)

®  Hepatitis, non—infectious (SMQ) /FEELL T4 (SMQ)

® Liver neoplasms, benign (incl cysts and polyps) (SMQ) /B AT H A4 (32
faB X ORI —7 %5 Te) (SMQ)

® Liver neoplasms, malignant and unspecified (SMQ) /ZEM: 48 L OGERIR BH

DOFHAEY (SMQ)
= Liver malignant tumours (SMQ) /B TlEiEE (SMQ) [March
2011]

= Liver tumours of unspecified malignancy (SMQ) /4 B A< HH o> BT lisk
fEE (SMQ) [March2011]
»  Liver related investigations, signs and symptoms (SMQ) /ATt B8 E R R ka2 . 8fes
BLOYER (SMQ)
» Liver-related coagulation and bleeding disturbances (SMQ) /FTlig\Z B8 18 9~ [E 35
FOHMLFETE (SMQ)
< Hepatic disorders specifically reported as alcohol-related (SMQ) /BAREIZ T /Lo— )L BH 8 L3
HEINHEE (SMQ)
< Liver infections (SMQ) /AFEH: (SMQ)
< Pregnancy-related hepatic disorders (SMQ) /4% BEh# D T FEE (SMQ)
*  Hostility/aggression (SMQ) /#{E. /B &M (SMQ) [September 2007]
e Hyperglycaemia/new onset diabetes mellitus (SMQ) /5 LA /5 R 9% D FEIE (SMQ) [March 2006]
*  Hypersensitivity (SMQ) / 1##UiE (SMQ) [March 2013]
*  Hypertension (SMQ) / &IfLJE (SMQ) [September 2008]
*  Hypoglycaemia (SMQ) / & IM#E (SMQ) [March 2016]
*  Hyponatraemia/SIADH (SMQ) /{7 N o AlfifiE /SIADH (SMQ) [September 2007]
*  Hypotonic—hyporesponsive episode (SMQ) /i B8R T — BUGHEAR FFEAE (SMQ) *[September 2011]
* Interstitial lung disease (SMQ) /& M:ili¥%E f (SMQ) [March 2006]
»  Ischaemic colitis (SMQ) /R 14 K4 (SMQ) [March 2008]
e Ischaemic heart disease (SMQ) /i Ifi 1%/ L-%% F& (SMQ) [March 2006]
< Myocardial infarction (SMQ) /.D>f##2E (SMQ)
<> Other ischaemic heart disease (SMQ) /& DO RE M 14E.LE B (SMQ)
e Lack of efficacy/effect (SMQ) /ZhEE,” #h5-D &40 (SMQ) [November 2005]
e Lacrimal disorders (SMQ) /{R#5fE 2 (SMQ) [September 2009]
¢ Lactic acidosis (SMQ) /FLE&T ' F— 2 (SMQ) [November 2005]
*  Lens disorders (SMQ) /7K gn &R (SMQ) [September 2008]
e Lipodystrophy (SMQ) /VRY AR~ t— (SMQ) [September 2009]
*  Malignancies (SMQ) /HEMEFR B (SMQ) [March 2007]
< Malignancy related conditions (SMQ) /¥ FRBH BN BE (SMQ)
< Malignancy related therapeutic and diagnostic procedures (SMQ) /HEM:3% BBHE D IERE 2 W
DFiL(SMQ)
< Malignant or unspecified tumours (SMQ) /HEMER I OFEMIAR B OEE (SMQ)
>  Malignant tumours (SMQ) /HEM:JEE (SMQ) [March 2011]
- Haematological malignant tumours (SMQ)/ .y = HIEMEJEE(SMQ)  [March 2017]
- Non—haematological malignant tumours (SMQ) /FE L% M EEE(SMQ) March
2017]
»  Tumours of unspecified malignancy (SMQ) /FEHI/R B D (SMQ) [March 2011]
- Haematological tumours of unspecified malignancy (SMQ)/ HM: B AR BH oD If ik 5~ Ho i
BH(SMQ) [March 2017]
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- Non-haematological tumours of unspecified malignancy (SMQ),/ B4 B R BH oD FE 1 ik
FHIRES: (SMQ) [March 2017]
< Tumour markers (SMQ) /i~ — 71— (SMQ)
e Malignant lymphomas (SMQ) /ZM:1 /< JiE (SMQ) [March 2013]
*  Medication errors (SMQ) /#3572 (SMQ) [March 2016]
e Mpyelodysplastic syndrome (SMQ) / & B2 A IEBERE (SMQ) [Sptember 2013]
*  Neuroleptic malignant syndrome (SMQ) /HEMESEERE (SM Q) *[March 2006]
*  Noninfectious diarrhoea (SMQ) / FEREHZLME T J#1 (SMQ) [Sptember 2013]
e Noninfectious encephalitis (SMQ) /FERGLMEAN 2 (SMQ) [September 2007]
*  Noninfectious encephalopathy/delirium (SMQ) /FERGMEMNIE /5% (SMQ) [September 2007]
e Noninfectious meningitis (SMQ) /FERLGERENE IS (SMQ) [September 2007]
e Ocular infections (SMQ) /R4 (SMQ) [September 2010]
e Ocular motility disorders (SMQ) /R EREEEE (SMQ) [September 2010]
*  Optic nerve disorders (SMQ) /filffi#[% % (SMQ) [September 2008]
*  Oropharyngeal disorders (SMQ) / F FEHEEERE 2 (SMQ) [September 2007]
Gingival disorders (SMQ) /i P& (SMQ)
Oropharyngeal allergic conditions (SMQ) / FENHEED 7L /L¥F —IREE (SMQ)
Oropharyngeal infections (SMQ) / H EENHEED L (SMQ)
Oropharyngeal conditions (excl neoplasms, infections and allergies) (SMQ) / I JZEMEFE DR AE (
HAEY, BB LT L —%R) (SMQ)
<> Oropharyngeal neoplasms (SMQ) / H ZENHZED A (SMQ)
e Osteonecrosis (SMQ) //H 25 (SMQ) [March 2010]
*  Osteoporosis/osteopenia (SMQ) /B HLEXIE B/ iE (SMQ) [September 2009]
e Ovarian neoplasms, malignant and unspecified (SMQ) /M3 XL OFEIR IO IREF A% (SMQ)
[September 2008]
<> Ovarian malignant tumours (SMQ) /&M IR B fEEE (SMQ) [March 2011]
<> Ovarian tumours of unspecified malignancy (SMQ) /B RBA DO JR B fEE (SMQ) [March
2011]
*  Periorbital and eyelid disorders (SMQ) /R & & [ 35 L VMR @ &2 (SMQ) [September 2009]
*  Peripheral neuropathy (SMQ) / FKfgH=o—1/3F— (SMQ) [November 2005]
e  Pregnancy and neonatal topics (SMQ) /4FHREFHAE LD Y7 (SMQ) [March 2011]
< Pregnancy, labour and delivery complications and risk factors (excl abortions and stillbirth)
(SMQ) /#EHz, 3 i & OFIE S fE R IR - (W PE B L UBEEZFRL) (SMQ)
Congenital, familial and genetic disorders (SMQ) /e R, FHIEMB I ONERMEESE (SMQ)
Lactation related topics (incl neonatal exposure through breast milk) (SMQ) /%Ly 45 W BEE H
Vw7 (B R ORHAE T LT R 2 5 T) (SMQ)
>  Functional lactation disorders (SMQ) /#$8ERI LI 20 Wi E (SMQ)
>  Neonatal exposures via breast milk (SMQ) /FE3LZ I L7=8 4 R IRER (SMQ)
Foetal disorders (SMQ) /i RkEE (SMQ)
Neonatal disorders (SMQ) /#r4E R E (SMQ)
Termination of pregnancy and risk of abortion (SMQ) /#F4E T L ONREDY 27 (SMQ)
Normal pregnancy conditions and outcomes (SMQ) /1E & iFAEDOIRBER L OHRIF (SMQ)
e Premalignant disorders (SMQ) /FijfE R EE (SMQ) [March 2007]
< Blood premalignant disorders (SMQ) /IfLi#& D Hij¥E R HE (SMQ)
< Gastrointestinal premalignant disorders (SMQ) /B DR IRIE (SMQ)
< Premalignant disorders, general conditions and other site specific disorders (SMQ) /45K EE
BLOZEOMEFETALORTEERE (SMQ)
< Reproductive premalignant disorders (SMQ) /ZE5H 28 DRI IKAE (SMQ)
<> Skin premalignant disorders (SMQ) /& D Hi##IREE (SMQ)

I

- <

S
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e Prostate neoplasms, malignant and unspecified (SMQ) /EM: 36 X OFEA R B ORISR A9 (SMQ)
[September 2008]
< Prostate malignant tumours (SMQ) /M7 57 JRIES: (SMQ) [March 2011]
<> Prostate tumours of unspecified malignancy (SMQ) /™M AR BH O Fij s RIEE (SMQ) [March
2011]

Proteinuria (SMQ) /% H & (SMQ) [September 2014]
¢ Pseudomembranous colitis (SMQ) /&M K4 (SMQ) [March 2007]
*  Psychosis and psychotic disorders (SMQ) /#5993 33 S UG M 4 £ (SMQ) [September 2007]
¢ Pulmonary hypertension (SMQ) /Jiili & IfiL [ =-iE (SMQ) [September 2007: 4#] March 2016]
*  Respiratory failure (SMQ) /- R4 (SMQ) [March 2015]
*  Renovascular disorders (SMQ) /& I /& [£ 2 (SMQ) [March 2010]
*  Retinal disorders (SMQ) /if@HkfE=E (SMQ) [March 2009]
e Retroperitoneal fibrosis (SMQ) /%% i HEIE (SMQ) [September 2006]
e  Rhabdomyolysis/myopathy (SMQ) /B BlARIE /A4 3F — (SMQ) [December 2004]
»  Scleral disorders (SMQ) /#&[&[% 5 (SMQ) [March 2010]
»  Severe cutaneous adverse reactions (SMQ) /HJiE 57 JEEI1EH (SMQ) [April 2005]
e Shock (SMQ) /> av7 (SMQ) [September 2006]

<> Anaphylactic/anaphylactoid shock conditions (SMQ) /7 F 7 4% — /T F 7 4F7%F > —fE>

av 7 RKHE (SMQ)
< Hypoglycaemic and neurogenic shock conditions (SMQ) /K I M: 38 KL OFRRRIES = ZHEIK (
SMQ)

< Hypovolaemic shock conditions (SMQ) /fLik &BA S a7 IREE (SMQ)
<{>  Shock-associated circulatory or cardiac conditions (excl torsade de pointes) (SMQ) /> a> 27}
HOMEEROHOWTOLIEOREE (MY —F K BT RERS) (SMQ)
<$> Torsade de pointes, shock—associated conditions (SMQ) /FLHP—K K K7 h, Tay 7 BE
RAE (SMQ)
< Toxic—septic shock conditions (SMQ) /™ 75 — B ENE > =7 IR B8 (SMQ)
e Skin neoplasms, malignant and unspecified (SMQ) /HEME35 L OGEMAR A O 2 & B A4 (SMQ) [March
2009]
< Skin malignant tumours (SMQ) /% iz JE 5% (SMQ) [March 2011]
< Skin tumours of unspecified malignancy (SMQ) /#E JB RBA D fZ & s (SMQ) [March 2011]
*  Systemic lupus erythematosus (SMQ) /£ & M) 7~k—F A% (SMQ) [March 2006]
e Taste and smell disorders (SMQ) /BR 5 3 L OWL R [ = (SMQ) [March 2006]
e Tendinopathies and ligament disorders (SMQ) /MR 2 35 L OMH AT B (SMQ)  [March 2015]
e Thrombophlebitis (SMQ) /A # Ak (SMQ) [September 2007]
e Thyroid dysfunction (SMQ) /F ik IRF%BEREE (SMQ) [March 2009]
< Hyperthyroidism (SMQ) /H IR B BE TLHESE (SMQ)
< Hypothyroidism (SMQ) /F R IRFEEEIR TAE (SMQ)
e Torsade de pointes/QT prolongation (SMQ) /ML —K K K7 b/ QTEE (SMQ)[December
2004]
*  Tubulointerstitial diseases (SMQ) /JRAME REIE MR B (SMQ) [September 2014]
e Tumour lysis syndrome (SMQ) /&% HAELE AL (SMQ) [September 2013]
e Uterine and fallopian tube neoplasms, malignant and unspecified (SMQ) /ZFEM B L OGEM RO &
YN B £ (SMQ) [September 2008]
<> Uterine and fallopian tube malignant tumours (SMQ) /#&{:+5 I IEE (SMQ) [March
2011]
< Uterine and fallopian tube tumours of unspecified malignancy (SMQ) /HEM: B ARHDOF'5 /5
B (SMQ) [March2011]
e Vasculitis (SMQ) /1% 4 (SMQ) [March 2009]
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