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B X
NV D D iSO OO ix
1. [XC®IC
1.1 MedDRA FZHERRFRTN D TEZR oooooeoeoeeeesseessssessssss oo ssses s ssses s sssessssesssses s ssses s sssessssessseee 1
12 B R et R AR 1
1.3 SIMQ DD B ZE ettt e et s s e e e s e et et st st ese e eseeeeee e ses e set e set e seneseneseeeeeean 2
14 SMQ IR E L TR B AL EE R T e sss s 2
1.41  3EI5 (Narrow) ETLIZ (Broad) 0) AT (SCOPE) weocoeeeeeeeeeeeeeeeeeeeeessseesesesmssssessssssesssessssesessssssssssssessseee 3
LIS 2 [ Vo LY B QN o OSSOSO 3
143 AT T (TILT U R LRID) oo ssess s ssssss s s ssss s s 4
144 TIOZAR (BB EERF) oot 4
145 B BRI ..o 4
LI T = 74 1 1 IO 5
LR A == 00D Y G et 3 o TR 5
15 BREOEMEIR BRI R D B Bl BT DRI oo eeee e eeeee e eeee e eeeeeseeeee e 5
151 AFHET BHEAEZEL T SMQ IR FRI T T B oo 5
152 EEESNIZBEEEEHIT SMQ ZRRBRITHE T D i ssssssseees 6
2. < ® SMQ
21 TEHELVIESE (Accidents and iNJUAES) (SIMIQ) 1 veeereeeeeereeeeeeseeeeesseeeeeessesesessessesesseesssesseeseseessessenessee 9
22  T2MEPRMERERHDE] (Acute central respiratory depression) (SMQY) L. eonneeoereeeereeeeseeeenseens 11
23 TRMER (Acute pancreatitis) (SIMIQ) 1 .. eooreeeeeosseeeeesseseseessesesseeseessssssessssesessesssssssseessessssessessesesn 13
24 TEMTTREL (Acute renal TAIlUre) (SIMIQY) L oo eeeeeee e see e seeeeseeeeseses e seseseseesseeeeseeseeee 15
25  TEEBBRIBRAE (Agranulocytosis) (SMQ) L. ceceeeseeeseeesesssesssssssssesessssssssss s ssssesssse e 17
26 [7F745F%2—KI (Anaphylactic reaction) (SMQ) L. eeeeeeeeeeeeseeeeeseeeeseeee e eseeeeeseseeseseeseeee 19
27 THEZHE (Angioedema) (SMQ) | .....ooocccoroeeeerssseeeersssssseesssssssessssssssssssssssssssssssesssssssssssssssseessssssssse e 21
28 THaY) 2 1EENEEIEEE (Anticholinergic syndrome) (SIMQY) o eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e seeeeeeens 23
2.9 TBEETH (ARthritis) (SIMQ) Lo ssessssssse s sess s s 25
210 THE. /KR E X EE (Asthma/Bronchospasm) (SMQY) J o eeoeeeeeeeeeeeeeeee e eeeeeeeeeseeeseeeesseeeseeeeeeee 27
211 TRREREEE (Biliary disorders) (SMQ) J .oo..oowcccooeeesoseeersseosessssessssseesssssssssssesssssessssssessssessssseesssseess 29
212 TEUBIUVEFEMRTHOIEHEY (Breast neoplasms, malignant and unspecified) (SMQ) |33
213 THRERR (Cardiac Arrhythmias) (SMQ) | ...oooeeerrroieeeeesseeesesssssssssssssesssssesssssssssssss s ssssssss s 35
214 TIDASE (Cardiac TAIUre) (SIMIQL) 1 oot eeeeeeeeeeeee e seeeeeeeeeseeaees e es e eseeseseeseseesseeeeesaseeeaseeeeseeee 39
215  TiDERAE (Cardiomyopathy) (SMQ) J...oeeccoeeersieeessseessseesssssssesssess s sssss s sssses s ssssssseeees 41
216 [hiR#E R M EFEZE (Central nervous system vascular disorders) (SMQ) Le.oeoeeeoreeecoreeevenneens 43
217 TEMEEERE (Chronic Kidney dis€aS€) (SMQ) 1 oo eeeeeseeeeeseeeeeseeeeeseeeesessessessessessesseesssseees 46
218 T#EIEFEZE (Conjunctival diSOrders) (SIMIQ) L eeoreeeesseeeeseeeeseeeeeseeesessessessessessessssessesesssesesseesesssesesens 50
219 TEER (CONVUISIONS) (SIMIQY) oo e eeeeeeee e e eee e see s ee e seeeseeeesee e ee s es s se e seeeseeaeesesseemaseemmseseneees 52
220 TTAIEFEZE (Corneal diSOrders) (SMQ) Lo eooeeeeeeeeeeeeeeseeees e seeeeeeeeeseeessessseses e seseeses s seeesesaeeseesesseseens 54
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2.21
222
2.23
2.24
2.25
2.26
2.27

2.28
2.29
2.30
2.31
2.32

2.33
2.34

2.35

2.36

237
2.38
2.39
2.40

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

TCOVID =19 (COVID=19) (SIMQY) [ cosseeieeeeeeeeeeeeeeesssessssssssssssessesssssesssssssssssssssssssssssssesesssssssssssssssssssssseee 56
TR 7K (DEhydration) (SIMQ) L. eeeeeeeeoeeeeeeeeeoeeeeeeeeeeseseeeeeeeeeesseeeeeeesessseeeeesesssseeeeessssssseeeeesssesseesesesssnssseeseseenes 59
[ERENAE (DEMENIA) (SMQ) | oot see s ee e seee s see e ses e se s s et eeeseseeeses s sess e sees e eseseeeseseeesesens 61
[R5 B8 (Demyelination) (SMQ) L vveeeeeeeeeeeeeeeeeeeeeeeeeesseeeeeeeeeessseeeeeees s eeeeesesssseeeessesesseeeesesssesseeeeseseessseeseeeeees 64
S52EHE LU B B15 (Depression and suicide/self=injury) (SMQ) e eeeooeeeceenneeecenseeeerennen 66
ME=ELA. IKES LUBERT (Drug abuse, dependence and withdrawal) (SMQ) J ..oveeeeeereeeenee. 69
MFERIKIEMB LUV FEREZHFIEYRICAEZE (SMQ) —DRESS fEZE —

(Drug reaction with eosinophilia and systemic symptoms syndrome) (SMQ) J...oocoveveeveeoreeeneeonens 72
TS E R HAE (Dyslipidaemia) (SMQ) 1 ...oooeoeeooeeeceseeeesseeeesseeeeseeessseeessseeesssseessssseesssseesssseesssesees oo 78
IEH KUV M2 (Embolic and thrombotic events) (SMQ) 1 ... 80
[ 37 ER TR it 2% (Eosinophilic pneumonia) (SIMIQ) .. eoeeeeeeeeeseeeesseeeeseeeeesessesseseesssssssessesseseeeseseeseees 83
I 8 4R 5\ BRIE (& B¥ (Extrapyramidal syndrome) (SIMQY) 1 oo eeeeceeseeeseeeeeeeseeeseesssseesesesesesnee 86
TMmENRE CESE. EAB KU AAERAL)

(Extravasation events (injections, infusions and implants)) (SMQ) L. 88
[ FEREFEDE (Fertility diSOrders) (SIMQY) Lo eeeeeeeeeeeceseeeecesseeeeeesseeseeessesssesseessseeseeseseseeseeessesseeesseseens 90
DHIEEDEFENRES JUHEEES

(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) J.....ccoeeeveeennce. 92
DHIEEDZETL., BE. HlH b EFARE

(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) | .....ccoooovvvvcvereanee. 94
[RELERDE G EERME

(Generalised convulsive seizures following immunisation) (SMQ) J....coooverreeooeeeeeseeeseeceseeeseeeseenns 96
THERPIPE (GlAaUCOMA) (SIMIQY) I oo eeeeeee e eeeese e eeeeesseseeeeeeeeseeseeeeeesssesseeeesesseesssesessnnes 99
5> - I\L—EEEE (Guillain—Barre syndrome) (SMQ) 1 coveeeeeeeeeeeeeeeeeeeseeeeeeesseeeeeesseeeeeessssesessesssseenn 102
M MmE=E 2 &5 MmEKE ME (Haematopoietic cytopenias) (SMQ) L eoeeeeeeeeeeeeseeeeseeeeeeseeeee 105
[MATENRERYIRIE. EKE IR ZEE T

(Haemodynamic oedema, effusions and fluid overload) (SMQY) J ..ot seseeeeeen 107
DR MTERES (Haemolytic disorders) (SIMQ) [ .oocccecoeeeeeeeessssssseessesssssssesssssssssssssssesssssssssssessssss 109
[H I (HAEMOIPNAZES) (SIMIQ) L oot s et eeeeeeeeeeeeeseeeeseeeesee e eeeeeeseeseseeses e seeesseeesseassesesseneseees 111
MEEE H KU RIEREZE (Hearing and vestibular disorders) (SMQ) J .....ocoooveeeeoeeeeeeeeceeseeeeeeeeeeeeseee 113
TRFPEE (Hepatic diSorders) (SIMQ) L. voeeeeeeeoeeeeeeeeeeeeseeeeeseeeeessseeeseeesessseeeesessssssesesseesssesesseesmssseessenees 115
[BNE . EETE (Hostility/aggression) (SIMQ) 1 .. oeeeeeeeeeeeeeeeeeseeeeseeseeeseseeses e seseeeseeeesseseesesesses e 121
[EMm#E $ERFBEDFHEIE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) [, 123
TIBBIE (HypersenSItIVITY) (SIMIQY) oot eeeee e e e ee e see s ee e seeeeseeeeeseeses s es s eeeesseesseseseeneseees 126
[EIE (Hypertension) (SIMQY) L ..oeeeeeeeoeeeeeeeeeeoeeeeeeeeeeeeeseeeeeeeeesseeeseesesssseeeeesesssseeeeeessesseeeeeeesesssseeesennes 128
[ME MM HE (Hypoglycaemia) (SIMIQY) 1 . eeeeeeeeeeeeeseeeeeseeecesseeeeseeeesesseeseseeesessesessesssssesseseeesesseseseesessneses s 130
MEHY) ™7 L MSE (Hypokalaemia) (SMQ) L ....ccooeeeerieeeerseeeesseeensseeessssesssssesss s 132
MEF k1o L MYE ~ SIADH (Hyponatraemia/SIADH) (SMQ) 1 .ooooececeoieeeeeeeceesssneeess e 134
[FRERERIE T — RIGTHIE T F/E (Hypotonic—hyporesponsive episode) (SMQ) | cooeveveoreeeorennnn. 137
[RENEEEE. B CRERESE (Inmune-mediated/autoimmune disorders) (SMQ) J........ 140
I B4 Bifi 2% (Infective pneumMonia) (SIMIQ) oo eeeeseeeseeeeeseeeeeeseesesseeeeseee s seeeesesessseeeeee 143
I8 & 14 R 2 (Interstitial 1ung diS€aS€) (SIMQ) L ceueeeeeeeeeeeeeeeeeeeeseeeeseeeeseeeseseseseseeesesseeseeseeseesesssesesenene 145
[ 14 K5 2 (Ischaemic colitis) (SMQ) [ .oovroeeeeecceeereeeeeceeeesssssseesesssssssssssssessssssssssssssssssssseseesssss 147
[ MM D& B (Ischaemic heart disease) (SIMQ) L ..o eeceeeeeeeeeeeeeeeeeeeseeee e sseseeeeeseeeeeeeseesseessesseeessen 149
[ShEE. $HhBE D R AN (Lack of efficacy/effect) (SMQ) I oo eeee e seeeseeeeseeeeeesee 151
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2.59
2.60
2.61
2.62
2.63
2.64
2.65
2.66
2.67
2.68
2.69
2.70
2.1
2.72
2.73
2.74
2.75
2.76
277
2.78
2.79
2.80

2.81
2.82
2.83
2.84
2.85

2.86
2.87
2.88
2.89
2.90
2.91
292
2.93
2.94
2.95
2.96
297
2.98
2.99
2.100

[RESFEE (Lacrimal disorders) (SIMQ) 1 . eeeeeeeeeeceeeeeeeeeeeeeeeeseeeeeeeseeeeesessesesessesesssseseeessess e ssees s 152
MELEE 7 2 F—2 X (Lactic acidosis) (SMQ) 1 c.ccecerreeerieensseessssssssssesss s 154
[7K ERARFEEE (Lens diSOrders) (SIMIQ) L. eeceoeeeeeceseeeeeeseeeeeeesseeeseeseesesseessesesessesessssesesessessenssesseeeeseee 156
M)7RY ZRA T4 — (Lipodystrophy) (SMQ) [ cocccoeeeseeeseeeseesseesssesessessssessssesssess s ssessses e 158
MEEEE FE (Malignancies) (SIMQ) L e eeoeeeeeeeeeeeeeeseeeeeeeseeeeeeeseeseeseeseseeseeseesessssessessssesessessessesesseseseeseese s 161
FZE 1) 7 \E (Malignant lymphomas) (SMQ) L ...eeeeeeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeessseeeeeeeeeesseeeeeeesessseeneeees 165
M52 ZE B IR (Medication €rfors) (SIMIQ) L. eceeeeeeeeseeeeeeseeeeeeeseeeeeeeseeseeeeseesesessesesesseseeessess s ssess s 167
B FEE L BAEIZREE (Myelodysplastic syndrome) (SMQ) I e 169
I ZE M AE &R EE (Neuroleptic malignant syndrome) (SIMQY) L. eeeeereeeceneeeeseeeeseeeesseeeeseeeeeseseeseseene 172
[ IER% 214 T 1 (Noninfectious diarrhoea) (SMQ) J..oveeeooeeeeeeeoeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeeeseeeeeeeee e 175
M IERE LM X 2% (Noninfectious encephalitis) (SMQ) L. eeeeeeeeeeeeeseeeeeseeeeseeeeseeeeesseeeeseeeesesseseseene 177
I IER% M X SGE .~ #E % (Noninfectious encephalopathy/delirium) (SMQ) 1 vovveoeeeeeeeeeeeeeeeeeenn, 179
[ IERR LM BA IR 2 (Noninfectious MeNiNGitisS) (SIMQ) L. eeeorreeeeeeeeeereeeeoreeeesseeeesseesesseeseseessesesseesesenene 182
MIERE LMD FR 2. 1D IR 2 (Noninfectious myocarditis/pericarditis) (SMQ) J ceeeeveeeeeeeeeeceeeen, 184
TEREEZE (Ocular INFECtioNS) (SMQ) L .eeeeeeeeeeeeeeereeeeeeeseeeeeeseeeeeeeeseseeseeseeseseesessesesesseseeseseeeesses e seess e esene 187
MEREREENEZE (Ocular motility diSorders) (SMQY) Lo eoeeeeseeeeeeeneseesessesesessesesseesseesseessessssessessesessee 188
B F1 R B (Opportunistic iNfections) (SIMQ) 1 eoreeeereeeesseeesseeeeseesesessseseeesesseesesseesessessesseseene 190
[ 15 28§32 [EE (Optic nerve disorders) (SIMQY) L. ooeeecooeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeeeeseeeeeeeeesseeeseneee 192
IO REIREEEZ (Oropharyngeal disorders) (SIMQ) 1 o eeoreeeeseeeesseeeesseeeeseeseeseeeseseeessseesesseessseseene 194
[ B IEBE (OStEONECIOSIS) (SIMQ) oot eeeeeeees e ee e see e eee e seeeeeseesesesee s eeeseeessseeseeeaseenaseees 196
["BHERIE BRE (Osteoporosis/osteopenia) (SIMQ) L. eoeeoneeeeeseeeeoseeeessessesseessseeseseesen 198
[ESIUEFERETBHONEHFEY

(Ovarian neoplasms, malignant and unspecified) (SMQY) 1 ..ot eeeeeesee 201
[ER & B K UBRBRFES (Periorbital and eyelid disorders) (SMQ) | .oo.cooeoocerserseerserersore 203
IR =2—0O78F— (Peripheral neuropathy) (SMQ) L. .cooeeeeoeeeeeeeseeeeeeseeeeeeeeseeeeeeesseseeesseeeeneen 205
MEYREFTE IR D RE w2 (Pregnancy and neonatal topics) (SMQ) 1 eeeeeeeomeeeeeceseeeeceeneeeeeeseeseene 206
[HTJEE IR BE (Premalignant disorders) (SIMQY) J e oeeeeeeeeeoeeeeeeeseeeeeeesseeeeeessese s ssesesseesseeseeseesseeseeseesessee 211
[EMSIUEFEATBEORIILIRFEY

(Prostate neoplasms, malignant and unspecified) (SIMQY) J ... 214
TEEFR (Proteinuria) (SIMIQY) J o eeeeoeoeeeeeeeeeoeeeeeeeeeeeeseeeeeeeeesseeeeseeeesseeeseeses e eeeesemsseeeeeesemsseseeeeeseesssseeesennes 216
AR KRG % (Pseudomembranous colitis) (SMQ) L. eeeeeeoeeeeeeeeeeeeeeseeeeeeseeeeeeeseeeeeeseeseeesseseeeeeen 219
MRS KUFEHRMERES (Psychosis and psychotic disorders) (SMQ) J .ovveeeoooecvveece. 221
[fih= M EAE (Pulmonary hypertension) (SIMQY) | .. eeoeeeeeeeeeeeseeeeseseeeseseeesesseesesseesseeessessesesseseseene 223
B MEEE (Renovascular disorders) (SMQ) J ..o eeeeeeeeesseeeeeeesessseeeeeeeessseeeeeees 225
[MEIE AL (Respiratory failure) (SIMQ) 1 e ceeeeeeeeeeeeseeeeseeeesesessssesesseesessessseses s seseseseseseseeesessessessesseene 227
THAREFEE (Retinal diSorders) (SMQY)  cooveoeoeeeeeoeeeeeeeeeeeeeeeeeeeeeeeeesseeeeeeseesseeeeeessessseeeesemeesseeeeeeeeeseeeenenees 229
12 RS IEHRHEGE (Retroperitoneal fibrosis) (SIMQ) J e eoeecereeeceseeeeseeeesseesseesesesesesessseseeessseesessessen 230
ME AR ERIE .~ S 7 7 Y F— (Rhabdomyolysis/Myopathy) (SMQ) 1 cooceeeeeeeeoreeeeecesseeeecesseseeeeseeserenn 232
[ERFEFEE (Scleral diSorders) (SMQ) L eeooeeeeeeeeeeeeeecesseeeeeeeseeeeeeeseeseseeessesesessesesseesesseesseesseeseesseeeseee 234
[ BRISE (SEPSIS) {SMQI) oo eeeee e eeeeeesseeeeeeseeeeeneeseseeseseesessseeseessseeeeseseeseeeeseeseseseess e ereee 237
' EJiE fZ J[§ 8ll4E B (Severe cutaneous adverse reactions) (SMQ) J......ccooorveeeecooneeeeeeeeeseeeeeeeeeeeseee 239
MMEREEEAS 2 (Sexual dysfuNCtion) (SIMQY) 1 oo eee e eeeeeeeesseee e sseseeseeseeeseeeseeseeeseeseesseee 241
[S/2%9%7 (SNOCK) (SIMQY) oottt eeeeeseeee s eeeeesseee e sees e eesee s seesseeeesessesesesseseesesseseesses e seess e ereee 244

TEMBLUEMATBHOREHREY (Skin neoplasms, malignant and unspecified) (SMQ) ]..247
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2.101
2.102
2.103
2.104
2.105
2.106
2.107
2.108
2.109

2.110

453
453

25 MHT)Th—T X (Systemic lupus erythematosus) (SMQ) J..eeoomeeeeeonreeeesseseeeeesseeerenn 249
REHIVIRE[EE (Taste and smell disorders) (SMQ) I ......ooooeveeeeeeeeeeeeeeeeeeeeeeeeeeesseeeeeeeesesseeee 253
MEEEE LUV HIHEFEE (Tendinopathies and ligament disorders) (SMQ) J eeeeeeeoeeeeeeeeeeeeeeeeeeeen. 255
[ 42 4 ERAR 28 (Thrombophlebitis) (SIMQY) ] .oooeeeerioieeereesieeeeesssmsssesssessss s sssssssssssesessessees 257
[ ER AR HEHEREZE (Thyroid dysfunction) (SIMQ) L eeoeeeeeeeeeeeeeeseeeeeeeeeeeseeeeses e seeeesseeesseseeseseeseseene 258
FLY—FK K R7UR/QTIEE (Torsade de pointes/QT prolongation) (SMQ) ... 261
[FRIAE I E MK B (Tubulointerstitial diseases) (SMQ) oo eeereeeeoreeeeeeeeesseeeeeseseeeseesesseeesseeeeeseseeen 263
[E% BRIEAEIZREE (Tumour lysis syndrome) (SMQY) J . eeeeeeeeeeeeeeneeeecessese e ssesesseessesseessessesessesseneesee 265
EMSLVEFEHTHOFE NEHFEY

(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) 1 ..o, 268
[HLE 2 (VaSCUIitiS) (SIMIQ) .ovvvevveeeereeeeeesessssisssesessesesseesssssssssssssssssssssssssse s sssssssssssssssssssssesssssssssssssssssses 270
| R T DB S = Eo e 272
- ¥ 7 SMQ Z&&7=FARIBER SMQ FEE U Z B e sssssssseeees 273
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B4 D SMQ(BARZEEMOA+FIR)

SMQ =ZF &R SMQ REBEHIT B
W F OSHERE DTS I A Hr:eszr;(e:iﬁgg fallopian tube neoplasms, malignant and 268
EE L OEHANBORISIEIAEY Prostate neoplasms, malignant and unspecified 214
BB L UOHEATRBOAERTEY Breast neoplasms, malignant and unspecified 33
B L OEMTBOEFEFEY Skin neoplasms, malignant and unspecified 247
B L OHEATBEOINESTREY Ovarian neoplasms, malignant and unspecified 201
EMERE Malignancies 161
B ERE Neuroleptic malignant syndrome 172
B > NE Malignant lymphomas 165
TF 74 7% —=KIG Anaphylactic reaction 19
YOomBLUVAER/BE Depression and suicide/self-injury 66
i S N WA e Rhabdomyolysis/Myopathy 232
AEEE Corneal disorders 54
IBERE Hypersensitivity 126
EERAES L CREEE Periorbital and eyelid disorders 203
(RS Ocular Infections 187
REEE)fEE Ocular motility disorders 188
MEMMEE Interstitial lung disease 145
FrE= Hepatic disorders 115
BEEN 2% Arthritis 25
R Infective pneumonia 143
BRI G K Pseudomembranous colitis 219
SHELrE Acute renal failure 15
SR Acute pancreatitis 13
S M AR R IR D4 Acute central respiratory depression 1"
RS Scleral disorders 234
Em OESE Ischaemic heart disease 149
Al i N P Ischaemic colitis 147
F7 v - NL—fEEE Guillain-Barre syndrome 102
BHREET - RIGHEETRE Hypotonic-hyporesponsive episode 137
bR Convulsions 52
MmE X Vasculitis 270
mENRH CEST SEADS L OEALER(T) | Extravasation events (injections, infusions and implants) 88
e #5E Angioedema 21
MATEHEER)ZRE. B/kb & O R BE&aT |Haemodynamic oedema, effusions and fluid overload 107
AR Thrombophlebitis 257
EEREE Conjunctival disorders 50
BEEE L OBEEE Tendinopathies and ligament disorders 255
heE/EhE D x40 Lack of efficacy/effect 151
IR SEfE = Oropharyngeal disorders 194
=i Hypertension 128
= A ¥ PRI D FAE Hyperglycaemia/new onset diabetes mellitus 123
Wy v 1EENMERERRE Anticholinergic syndrome 23
PFEEER L B 4 Eosinophilic pneumonia 83
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SMQ EF AR SMQ FEEBEHAT =
FRRIKIEN S & U2 FERKZ 5 ZEY KR | Drug reaction with eosinophilia and systemic symptoms 72
JSHEEEE (DRESS FE{REE) syndrome
IR IR AE R E Thyroid dysfunction 258
% B SR HERE Retroperitoneal fibrosis 230
&N Respiratory failure 227
BiE Osteonecrosis 196
BRI BRAE Osteoporosis/osteopenia 198
B E T BEIRRE Myelodysplastic syndrome 169
CoOvVvID-19 COVID-19 56
EWE L EE Accidents and injuries 9
fEEREBE Dyslipidaemia 78
BrREE Optic nerve disorders 192
BRERERIER Severe cutaneous adverse reactions 239
H Haemorrhages 111
e Ry = Tumour lysis syndrome 265
W EOET,. BE. L5 LB Ssssttrruo:;igenstmal perforation, ulceration, haemorrhage or 94
HCEDIBROAED L MR | gt Lo conatione o oon and 92
avy Shock 244
(DR EE Cardiomyopathy 41
BEMNEREE Renovascular disorders 225
LAE Cardiac failure 39
KEHFES Lens disorders 156
HERIN IR E(EEE Extrapyramidal syndrome 86
ERERET S Sexual dysfunction 241
HIBREEE Fertility disorders 90
BEmEE L OB EEEEE Psychosis and psychotic disorders 221
BUREIKAE Premalignant disorders 211
25TV FT =T X Systemic lupus erythematosus 249
I B RVE R e Asthma/Bronchospasm 27
EIMEZE(C & 5 MBREAME Haematopoietic cytopenias 105
FER B L OMmig Embolic and thrombotic events 80
Btz Dehydration 59
Bt B8 Demyelination 64
BEREE Biliary disorders 29
E=1 Proteinuria 216
PR R MEES Central nervous system vascular disorders 43
RES L UHIERE Hearing and vestibular disorders 113
{E M AE Hypoglycaemia 130
BV v LA Hypokalaemia 132
B b YU LIME"S | ADH Hyponatraemia/SIADH 134
E/ e Hostility/aggression 121
FEIBER Medication errors 167

bav—F b R7Y QT iR Torsade de pointes/QT prolongation 261
BT F—=V X Lactic acidosis 154
HiREFERDODIE Y Pregnancy and neonatal topics 206
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SMQ EF &N SMQ EFEHIT B
FRHNIE Dementia 61
KEEEEESR Tubulointerstitial diseases 263
B RE Sepsis 237
fit & I fiE Pulmonary hypertension 223
FERRME TR Noninfectious diarrhoea 175
FERRME A DR Noninfectious myocarditis/pericarditis 184
FERRMERERR & Noninfectious meningitis 182
FERL BN 2% Noninfectious encephalitis 177
FERRMENE e Noninfectious encephalopathy/delirium 179
H B R Opportunistic infections 187
TEERR Cardiac Arrhythmias 35
1214 B i Chronic Kidney disease 46
R 2 —A/sF— Peripheral neuropathy 205
KEH L UVREEE Taste and smell disorders 253
AN BRI Agranulocytosis 17
RENEUEEZ B REREE Immune-mediated/autoimmune disorders 140
RENER DL BRI Generalised convulsive seizures following immunisation 96
HEEE Retinal disorders 229
EYELB. IKES L OB Drug abuse, dependence and withdrawal 69
B EpEE Haemolytic disorders 109
DRI bR 74— Lipodystrophy 158
TR RE Glaucoma 99
REsfEE Lacrimal disorders 152

JMO % : [SMQ F5|&] TD SMQ DEFIE SMQ HEBEZIRDT LT 7 Xy MNETH S, BARGE

BHRELTCT I/ ERTEHFERO—DE LCAETZIEOBAZBREZRMHT 20D TIHA
BUNEEZWTHB, COREAEEXRIZL L 1D SMQ (Inactive”® SMQ 1£f<) @
HTHRLTHEY ., BIFOREICHEINTLS (SMQ) /(SMQ)IF-BEL TWLW5, /N—
Pa3v 251 £TICY Y —RENELARIL1DOSMQ IE 110 4T, 7 SMQ (120 ) %
EBHDEAET 2304 THD, SMQ ICEAT 21EREZKRRT 5I21E MedDRA O 7 7 74
—NERTHS (74D MedDRAN 1RFRY — /LTl SMQ DFEEREE & FlIER
DESBDO AN AIEE),

F7-. SMQ OFEEEHRE L TIMO O website [EEDR—2 | O TFROBHRAAFT
50T SMQ DEEDSEICI NI,

SMQ_spreadsheet_25 1 _Japanese.xlsx: %7 SMQ # & & 7- SMQ 24Dk (T 7L
Z7AN), BLZDSMQICEEND PTDOY X+ (AARERD. 8 - LEOBHRA L
TN —FICERLIZHD) T &Y EENG SMQ ONBZERT 5 Z LA H
KB, TDT77AIICIEISMQEHZBEBEBSELEHICRI Y- FbENIN TV,
JMO 3% : SMQ_spreadsheet_25 1_Japanese.xlsx (& 3 7 &8 DA AFAJEE,
CIOMS-WG A UL IUXE: ZOXEIFSMQ F5IED Y —RERDIFERT, WG H
EL7z7z—X N TR MOBERBENPBEL L INTRRINTWDS, R (TN O
FFEFORETHBH, HEICLYSRBREINIZL, —FD SMQ TlEF5|EDFh T AZE

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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TLIIZRBEHEEL TWE5HEDH D, BB, MedDRA N—2 3> 230 LYAEF Y VS

IVTEIFERR S Ny,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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HEANDEER

&F5|E MedDRA fZ## % (SMQ) 1&. MedDRA & ZD/N— 3 VTG L 248 E D SMQ %
FERT2-0DLDTHD, INE. TNZEND MedDRA U Y —REIZEEFNTHY, £/, H
R—FXEICH->T MedDRA OV 2 7H A P EDOYR—FXER—ITTI/ERTE S,
MedDRA #Z#%F= (SMQ) . O SEBMAMER SN TE Y. TN Z N D MedDRA DEIFRAR
DN—=2 3D ) —RICEEFNTWD

JMO 7% : SMQ DOFIFEFZEIZTEERD MedDRA 2 {EA L. HD. E:EIRK MedDRA T — Rk &
NlcT—RICEDDWTEBRBSN-Z A RBRLTWLD,

SMQ . TRXRTOEFNR FEY 7 PL2EMEZ hNN— L TLWAELWDTIEREIN L, 72,
TRTOD SMQ | MedDRA OFERN— 3 v OMEEHNARBREZZT 5D T, SMQ DHRIL, £
BRICEEIND LW D D,

ZREFIEFI Y —ICL > TSMQ OAEPCEEICEBENMA o /ima. Z2nidd (Ee"sMQ”
t@ﬁ:tﬁ?%aw#\ﬁbUt%MQu§o<@EWMdRA@%ﬁWﬂ%§&§T%50u
TPEBZRATTH-TH, HIABOBED_—XICLVBEIN-/TY —%, ZOEREL
S2T"SMQ"EMFERZ EHRTERL,

ML fbD MedDRA 1 —H —AEAT 2154, ICH AMRAET % SMQ L ERIA MW & A RERT
57-0TH D, BEMNICICH HMRIET 5 SMQ EERIT 2 RIEEMEN AR WRY . MBS TEBEL-S
T ICERORELZMIT 2 I EFFRINS,

ARFEIERIC. BT 7z —X NI TX ] 25[AL TV, SMQRAZESY). FAXRIITA &7 4
— RNy 7 %1821-HI12, BREREAH MedDRA D1 —H—~RtahTcWBiirHY., chzx
[7z2—=X1] EFFLTWz, 2006 F7 BORFSRT, [7x—XII] dFEESINT,
AXEIZIZLHEOT 2 7H A FD3IBD, B4D SMQ DEEY X b LMD ER (/A /3
—UropfFEINTWD, EOHhO7 78 A4 MIBICHATERL, HEHVIEEEINTL
AIEEMEA B D1, BEELMABREREVWTREDOF FPHINTLE Z LICTBEINTL,

JMO F : MedDRA /N —20 5 > 251 Tl ##H SMQ (L~IL 1) DEIMEEFDOERMITAE L,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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1. (FLHIC

1.1  MedDRA BEBREXDER

MedDRA #Z#1#% %=, (Standardised MedDRA Queries : SMQ) &, & 2 E& S N EFRIIKRE
L0 D H HEEICEEET 5 MedDRA FIFED 7L — 7T, BEITEARZE (Preferred Term :
PT) L RILTHERI NS, SMQ O BRYIE. BET 2 AJ6EED & 2 ERIEAIREMERE DIFE & 1R
REeXETDILICHD, BENDREIL. BUR. FER. W7, EREE. BAMR. BRRET —
R, ZTOMOEBFIRET — 2R EICEET 5, SMQ ICRE N5 T/ERE (Lowest Level Terms :
LLT) (£ SMQ TEAINZPTICU Y7 F2300HTHY, o LLT 3T XRTHIL I NS,

1.2 BR

SMQ (¥, MedDRA 1 —H—DEITREMT — X DB E L BRRETIET 2ZEY —ILOLENE

DRBINDLDICH ST ENDBELTZDDTH B, HUH D MedDRA ITH > T-H5RIIRER N T
Y — (Special Search Categories : SSC) & BHIZFELIL TUL 724, MedDRA A EEF OB %K
HH RHSBH L URERERSE) CHERFERINHER., COY—LIFZDERE T
b0 TIERWERRS N, INEZIF. MedDRA ERHEIFEEE (Maintenance and
Support Services Organization : MSSO) £, 2002 FE#)28(C MAG (MedDRA Analytical Groupings)
DRAFICEF L7z MAG IR ET 2EFHIRAE £ 72 1B/ 0B ICEEET 5 MedDRA D& »
BREEL ~IVDREE (272 L. —fRIC LLT ZBR<) T WL 2h E71d32TD SOC ICET 2 F
BOEEHRETERIN, ééil:%ﬁ’\ﬂj(ﬁ?if: FES ORISR D 2R, FEIR. BHMR. BRAE
BT —X, TOMOEBRFNRET — X, BLUBEETIHRRELREZECIDO L INT,

MSSO IZ & 5 MAG DFFEF & 1ZIZREKHAIC. CIOMS (Council for International Organizations
of Medical Sciences : EEFZFAH#ES) &, MedDRA TO—T 4 VY 7 INFT —XZRRE
LRI o =) — /=T OBERICHINT 27-8, MBORFTZA LI, TDTIL—T1
I+ Standardised Search Queries (SSQ) &ML 7z, MAG & SSQ DEERITE W T E Hod TR
LTHY. WITNDBERD. MedDRAFIBICH I RRY —LE L TOEREZHT I EICHDB T
EWEBLHITH T, 2D 7=, CIOMS & MSSO (. CIOMS 7 —F >~ 7 7 )L — 7 (CIOMS-WG)
& MSSO WHETZIDY —LZHKT LI LN LI —ICE>TORRDOFETHD LV DR
THERE LT, HETHET 2LV ZE&A0IRTR IMAG] & [SSQ] DFERAZCH, ZDEEY
W—=TICH L WA Z 5T 52 & 2AR LT, 2003 £ 5 ALK, CIOMS-WG & MSSO @ A
BB E. MedDRA 1Z#1 %= (Standardised MedDRA Queries : SMQ) &FEIEN S £ 5 1T -
72, 2003 ££ 11 A. ICHMedDRA &% &% (MedDRA Management Committee) |+ & O H[FI{E
AT L. SMQ DFEED/-BHICICH 7O X% BHET 5 Z L &2 RE L7,

CIOMS-WG I3 E#H O EELAFILE., EREEPE MSSO. JMO (Japanese Maintenance

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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Organization : HAMRFEE#ES) . WHO (World Health Organization : TR REHE) B L U%
D OFED EiRFIFE (Senior Scientist) THERINTUL 5,

1.3 SMQ DR

AIBEEDH B b E Y VD RIICHEE S N,

AFFEICIF. ZNhZN0 SMQ DEE. A&/ BRAEENTIN, BEBECT LI Y X LA
BAINTWIHEZNOEZEHL TWE, ZOBRDOZ L, BRI 7z SMQ CIOMS-WG
PMER L7z U 2 FIILXEICHE L. https://www.meddra.org/software-packages & 1) &7 > O —
FTz %,

—fR7% SMQ DFEFE S L MER DALY 7 7 A —F 4. [Development and Rational Use of
Standardised MedDRA Queries (SMQs) : Retrieving Adverse Drug Reactions with MedDRA | &
LTCIOMS IC& W RFTEIN, KEDE R (2016) GEFR [Red Book] &FEIEN3) DEEHHIE
WIZCDOWTIE, CIOMS @ik—L~R— (http://www.cioms.ch/) #ZHB X7\,

2020 F, CIOMSSMQ 7 —F > 7 7 IL—T4, BFESA T 74 v & L TRED SMQ D%
T I, L SMQ OfE# % 107 £ L7z, MedDRA/N—2=3>231 D [COV ID-19
(covID-19) (SM Q) ] L&, MedDRAMSSO (3, #HI LB ERDOEKRNLEFIR & @B L T,

FLULSMQ bEY 7 OERESELRFARICHIGT 2EBHEZE > T 5,

JMO F : ERFUTHOMMRIE, 2004 FIZHKTI N, B HRIL CIOMS & W iRFES N, JMO & V)
AAZE#RMR (2018 &£ 10 ) MR TWS, BEEFRRIE IMO » S AFATAE
TH b,
https://www.pmrj.jp/jmo/php/indexj.php
- SMQ DBFFFIE. 2019 &£ F T CIOMS Working Group TI&sT & /1. ICH &% T&ER

FHATEINTE /D, 2020 F& Y MSSO MWifERFEREZ1T D, #1772 SMQ DFAXRZE
BlZZ DD MedDRA OF = > ) 7 T X b & RAFRICERE S /1. MedDRA B8:EC
ELHICEHBEIND, IMOREIEX, EFEY IMOANF VYU IITRXbZITH T
ENTE D,

Z DBITICHEWISMQ CIOMS-WG 1B D A U ¥ FIILCE | IZHF 7 ISR E M by,
BtF D [MSSO A ftd 24 DEZ 7= SMQ CIOMS-WG 1EDH Y ¥ F
IWXZE] [LCIOMS # U Y FIXXEE L TIMO O Website (RE~DEHHE : F
FaAAXVINTATI— £LRBT—HA7) HOEUSAIEETH D (LEEED MSSO
D Website ~D 7 7t Z|& MSSO @ 1 —H—ID AW E),

1.4 SMQRAZBELTRESN-EZF
SMQ IBENEEERCEYRE 4D BBIREESMRDRBBICAHIGT 2o TR A
EENIZFEBENTHEVWVAESBN EELIZBAEZIS LT THd, H5 SMQ IZEEREET ZHED

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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E5THDIN. TOMIZ, —DUEDT =T L OBEOHEAEHLEENEFHT S L IEETIN
TW2H03L 5% ([1.441 703V XLMEER] 2R), o DZERARIEISEIST 576, SMQ
IETRICEANS LD REREAT EOFEEZR > TW5,

1.4.1 35 (Narrow) & [:35 (Broad) ® X 3 — 7' (Scope)

ZDEZAIZ, =Y —DBEALDOHRE X > REBZ R AR RS TE WER DR H % dh
Br3oi5a () &, ATHEKEOH 2T NCOES (BRZHFMRRTIFLA LT IERL
BRAWCERINIEALEENG) OREEZLEL T 285G (L) ICHE5T2HDTH
%, TDzH, ] wRICLY [HEE] »ESNE—FA. L] B8R, o [BRE] 55
N5, K] ®RICIE, [HEE] BELBmMansz [Rg] AELIrEENTEY, BINEAEIEEE
HEAMEWNTZ EDZ W,

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

11 BRERER & LR ER

1.4.2 FILT)X LI

Meis, RERRICNA T, 73U XLEZEA LZERRINAIER SMQ £ H 5, ZNILRIEIER
REZEADY7HTI)—ICXD L TZDEAEDETIRET LD T, BRI LEEREAT
TV - RTHRETDERAOFELZ L VRAET2HDTH S, 7T U XLIRRAERITHRE
RBERTLYVEVWRED, £/, LERREERTLYVRYDATLZRENATE 5, #HEKNY
Bl [2MEE% (Acute pancreatitis) (SM Q)] T, [REBRRAE T =Z>0Ah7TY =TT NL—7
ftansd, 73U —B IFFEEREEEOHZEY R bTHY, 73TV —C IBUELEROREY
2 hTHD, [2HEFELA (Acute pancreatitis) (SMQ) | (ICHIFZ 7T XL TIE, BHET X
ROEHNE, HT7TV—A i) BEOD AL EH—DDOFEENIA—T 14 VI INTER. F7-
& #73Y—B ORABEDOLGLEL—DDAFEENTIV —C ORFEDL B EL—DDAE
OEENA—T 4 T INTEREERL TW D,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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FED SMQ ZRAWTELOH BIEFIDIRRZRIBEICT 2720(21F, 7T Y X LOBERIER
ETHD, TIWIVILOFERANRDIBALEZONDDIE, LEBAZBEZAVWRRTEZHDIE
BINFRINDIHZETHD, T hbHE, 7ILITUILIZBELDOH BEMN % FIEETENT I2HLE
MEBOLTIENTE S,

1.4.3 HT73)—(FILITUVXLES)
TILOYXLZFEDLSICHEFEINS SMQ TlE, LBOBRRENBEL4DOHTIY —ICHEX

NTWC, ERINTEEETHATE S, 703U XLZHRELTLS SMQ Tl &ﬁ@i%
ElE. 4T ATIV—ATHY ., [LIBREHE IB.C.D. HE0AHTITU—TH5, HlZ
[BMFEEA (SMQ)] Tk, LEERRAE \—O@ﬁTjU—»7w—7méﬂT%U\
JU—Bl [BRERBREEBEORZEY XM THY, h73TV—-C i [BIREEROBEY X ] TH
%,

[2EFELA (SMQ)] ICHBIF27ILTY LTI, BLOHBERIE. HTITYU—A (R
aA—7) ORBEO—2NA—T A VT INERFELLIEATITY—-B OFBO—DOELUAHT
JY—CORED—2AA—T 4 VI INTEREERIND,

144 A RABOEH)
SMQAZEDY = 4 + (SMQtermweight) (E7/L3U XL EFHICALWSND, BEDT oA b

ET7LTYXLEFBLEBOEHT I —OBEEERL TV, BIZIE 28T F< b
—7Z2 (SMQ)| IC&EEN2MEIL. BEOMBETHZHTITY—A BLOLEBOREBE RN T

JYU—B 2B I FTOADDOATIY —IZFL—T{EINTWD, LEOEHTITY—IZIF1H
53FTOTAMHEYLTONTWDS, 28T YTV F—FZX (SMQ)] IZHBIFBTIL
TR LEFALZRFER TR, dRed2 @EL0Hh2) EFIL. HT7TY—A (k) o
EADA—TA VI INER. BLO, REBBEINI—T 4 v 7ENTVWBBAEIE. hFTY—
x4 bEESFHLT, 6 UEELRZBERDENEERSIND,

1.4.5 FEREE
—EfD SMQ TlE, BET 2 —END Y T ) —% MedDRA BAED RS ICHEL L 7-EEEGR %

Fo THAITHNTWD, IN DI, TAO SMQ DEAEHLEICL Y Lo L ) S1EH%4 SMQ
L TW5, %@EE%SMQL%bTi THIO SMQ (Y7 SMQ) oFiC R B &
O 8] oXah kv, HEDOMEIL. BEBSEED SMQ 0EHOY 7 SMQ FICFRIL X3
—7(ﬁﬁitumﬁ)ﬁﬁ%éﬂfazéﬂfmé;t#%ﬁo

COBBICLY) A -V —FFHHEEE D, HIZIE. - —E. T—ERXR—XNOFEEIZFH
hELEFERRT 27512, SMQ rEY 7 DO2EH (B $XTHOY 7 SMQE2ED [FFEE
(SMQ)J &) 2FBTBENTED, £/, 2—F—F, [FFEE (SMQ)] ®HH, —
DOY T SMQ DA (B BT SMQ MHTIRBIEDAES (SMQ)| #MBAT2Z L A#ERLTDH

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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Wi, 0 F1—HY—-—D=—XIZIG LT, BEARDOEHOY 7 SMQ DA ahEtZFHT
T ERBIRLTH LU,

14.6 PT/LLT
SMQ_Content 7 7 A LD F TIx PT (Term_level=4) & LLT (Term_level=5) & &E#E L TWL\#&

W =Y =T —2H PT LRLTEBEINTVLEDRS PT OA%FAL THRREZEET S
M. T—ZDLLT LNV TERBEINTWSIHEIX SMQ_Content 7 7 1 )LD PT & LLT oA %
FALURRZERT 20EDNH D, BELEO, IXRTOPTIELLT ELTHFEETHHHTH
%o
1.47 BABEORT—42R
ZESMQ BLVEEIND PT/LLT ICIERT— X ADMTEEINT WD, AT — & XL Active”

% W (" Inactive” TH B,
“Active’’2 SMQ IZ MSSO ICL Y X v TF Y ZENTWB £ DT, "Inactive’’s SMQ IEEEH I
SMQ @ ASCIl 7 7 A IVIZRE—2D YU U —RIRICIFEENZD D BRI TEX VY TFHREN
TWAEWHEDTH D, I—HP—IlHEZTALWEINY, BEOEXFLEhhWLE N,
BIZHLOMEND S & S NT/HE. SMQ [E7Inactive” & SN B RIEEMEN D 5,
SMQ I28E& &N 5 PT LU LLT [E7Inactive” s SNTH ACIH 7 7 A L h HEIBRENTICEK-> T
W3, "Inactive”& SNBDIFTFTRDL S BFHEORFETH 5,

PT #VInactive” s SN2 DIk, FHEWTH >7-85E5H 5\ L SMQ DERER TR B -7

& (B BE/ BRAEENEBINIHELRY)

LLTOPT U Y IAZEEIN, FHRICY > 2 L7 PTHSMQ OEREZETHWEES

T —XIRRIC SMQ & FAT 255 1L Inactive’ D PT/LLT 28R M BN T D2HETH B,

JMO £ :JMO @7 X7 kv 7 (MedDRA/J Bowser v.4.0.x) BLUOF 7477 7H -7
I&"Inactive” 7% PT/LLT [ZFRR S 7Ly, "Inacitve”® PT/LLT (B8 2 1IERADERIGE
IEASCI 7 7 AL ZRAL THERT S &,

JMO F:SMQ DT RF—T7 7 A ILDOREND AT —XXIZDWTIE, MedDRA/JEHT7 7ML~
#—<v ME#H (dist_file_format XX_X_Japanese) D EFEx%. AT —X ADEEIERKIC
DT, version report XX_X.xlsx % &8

1.5 RBREOEBEREEROTFRICETHIER
14.1-1.45 OF TRHEIN TS SMQ DX EDFEIZ. SMQ DIERERES L OF&MEHA
BRRERICEELZES5ZX 5, UTICSMQ DIEREMEICET W D2HhDF T a3 v %2iRHET 5,

1.5.1 {IhET 28eEL LT SMQ 2B ICEHT S
Feig & LERR, 7OU XLRE, BEBEE LD SMQ OEEEIX SMQ ZFIA L 78RR
DEFEMAEENIE S, 50 [/AX] BRERDVSEZE W) 2 THRERBREORE %[

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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S22 EZBMELTVWS, INoDEEOFBIZERTHY ., T —HF—13Z 5 L7-1ae
KREICLTSMQ @D MedDRA FBZEY R RIS 2 Z EAAIEETH B,

1.5.2 BMEIN-HEEE L HIC SMQ ZRRICERT 3

1.5.2.1 BIGIRER & KIHRER
A—PF—IRBETIHEEISL T, TEOWINMAEZEET 522 EHNAIRETH B,
FEPIRRDOFFEEDRRD 7= (CFIHIRER PSR RABOAZRRICERAT 2
BB
FEPIRROBRE LSO HRRDOT-SHICLIHRE - FIHIRRARE & L BRRAZEOMmA # 1%
RIZERT S
KEBH D SMQ I FBRIHIETR & LERROMADABZRF> T B A, LW < DA D SMQ (FRISIETR
FHEOH, THERINTWS, ZNiE. SMQDERRERICTRLROL I BEEES5Z 5,
PR BRAES L CILIBRERAEOE A 2> T\ 5 SMQ : SsRRHER & LR RER
IER D, LEBRROBRICIILREROERIEEN D2 T NUMNMLIBHRRAE T
RINT-NEBHET,
PIRIRTRARB O H THEA I LTV 5 SMQ : [RIFRRDIER & IFHRROER L, BMI N
LINBFRBROERL W=D, R—& k5,

1522 7VIYXLZFRALERE
T XL @A L SMQ 1E. RIBREAZBOFBICL 2R/ AX] ZRLzE5 &
FBRICHRSESNTLWS, $TO SMQ A 7LTVXLEBHLTWSRTIEAWL, 7ILTUX
LAFREINTLS SMQ ~NDFEFEEE LT, TNETNOTILITY XLIHMELICER->TWS
DTTILITY XLOFMABIFERNCKRET Z2HLELAHDEWVWD ZELHIFoND, FHICOLTIE
LY XLDPEREESNTUNS SMQ (ICIZ"T7LTY XLEWS oy araRIFTCEERLTWL
DT, FBICHT->TIEISEBT Bz &,

1.5.2.3 BEEBEZFAA L 185k
PEEREZR2 SMQ DIZEA LTI, EALICAIET %5 SMQ & [AERICHY 7 SMQ Z L L 7=

RAELTHATZZENTED, 21— -3 LABEEH 2 W ETURBEOWINLAAT 2 Z
ENTE, LD MEY IHBZVETUO MY 7 ICEEST 2T RTOAEBEEDD LA TE
%, LA LAAL, FEOKEEEZFD SMQ TldERR ELHRRDOX S & L TRENH
EINTWLWEHE, T SMQ WHBEMEEF > THRASINTLWEHEENH LD TEENLETH
b5, TNHLDOWLDOHD SMQ = FELIZRT,

[FEERFEZE (Biliary disorders) (SMQ) |

[Tk (Cardiac Arrhythmias) (SMQ) |

[ $H L 0'mie (Embolic and thrombotic events) (SMQ) |

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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[FTFEZ (Hepatic disorders) (SMQ) |
IO LIEHHORE#EE SMQ ZEDE S ICEAH B WIFFIAT Z2RENITOVTIE, ZHD
SMQ D EEHFEANBREZSRT 52 &,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2. <o sMQ
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21

21

2.1.

ME#H L UHEE (Accidents and injuries) (SMQ) ]
(2007 EF9 AEER Y U—2R)

A EE

EEROFERICEET 2FHE L B85

— B, HWER A TORBHROREK

— BRIC. BEMIINA VR THD . BENICEENMEEY BT 5 8%

— EREICBITIEEICET AIMRT. HhEBOEER (N Y YTHEEVE T/ FT
DU, BLUEO DFFE) FEMOURI 77 R—EINTWS,

— ERICLZBEDIVRIERVY D TLEEVEDRITICEBVWTH, YR T DERA, BIC
BB BRI NBEICBWTH D EPERINT,

[Z=# (Accident) | 1& [EHEIFH 2 W IZERMTIEAR WA, LIFLIEFHT 2L HHES

B, EE REARCICEVWTESICOANEZARY M HDVIE, BROBEFICEWT

BIHRERBEANVN] EEESIND,

EEROBETIX, FAE 185 (njury) ] EEBICLBELEREET 5,

— ASMQOERTIE, EICKE. $4bb, [BET2 (toinjure)] 1. TRIGT 2. &2
\T2#% %W EE3F % (towound, hurtorharm) | #HW 3%,

— A SMQ DB, [HK#HVES (metabolicinjury) (toxicity, etc : HM4 )| 2EBXT 3
HDOTIE R, AIRER. B TR THREDHERLE L Tof4 AOBANLESH
ZVWEERICET IO THD (REDFESR),

2 AR/RAEE

ag:

- TRICEETZARE. Thbb. B BE. PUL ME. BEL BT Al BE.
PR EL A

— PT [81#5 (Wound)] <. PT [8I5=2% (Wound Infection) | @ & 5 LalG D& HHEREE
TlE WA

— PT [4E%5 (Snake bite) | 3L U2 DbDEW). AICLDWE (BNRHYIC & %15,
RIB %R <)

- BEY 2 [EY) BET. [EYX] BEBETIEARVARE

— 4M5 (trauma) (ICBEE DT SNE T DFMAEE

- EMBLIBEEOVRI T X—ICBT LA

- FE/EUBLUOBEHRICL 2ERE L EGICEET 2B
— HEEHDZWIINEBICL I EBELDDAE

- RIEMESNMED/-DHFE

— BEICOVLTORBREREDREMA

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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~ HRBMOREGE LURIEGD-DDRGE

— OBESMBICEY 2ME  COMEIR. HERGOBRKAMELZED
- BEBTROIHOMARE

- BREBR ERWES. BERSICEY2HFE

- PEEEELLVEFICET 2HE

- [EYkE] ORE

L [EW B L UEE (Accidents and injuries) (SM Q)| ICESET 2EFI DFBIICERTH
LT EDNEZ N O, HIPHMEICEET 2EFNBAZEOVWCOMNE, bEbER
SMQ ICEEFNTWED, INLDERIZ, BEICRE S NAWEROERAL A& L 5]
BEMAH D, ASMQ TERRIN/AZHMAEICMA T, XEFEFEIZ, 12— —~DFER
#MERIEME LT THMm (Haemorrhages) (SMQ) ] A', £7-FEH L OBEOBER
BREEZRETLDICERATHD] ZeEBHTLD,

D IRTE. £ <D MedDRA @ PT IE, SOC [5E. #EB L TNEESHIE] O TFIoEL,
[(EE] SOC O FMAEERAIC) o an, REES. MEOTMALERLESL LI IS
TW5, £>T, 2O SMQ ZH#AL TEAIRRZERT 2RICIETZDZ & (REFIES
NEENTVDZ L) ICEBREET 5,

21.3 BRFEOERELRFHEROFHICEAT SFER

[E=i#$H L V48145 (Accidents and injuries) (SMQ)| (Ffkigiesr & MR BRDBEEHA T

%, Ml 1.5.21 BB D5 &,

21.4 [E#H L VEE (Accidents and injuries) (SMQ)] OBEERIY R b
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 F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.2 IS X EFE & (Acute central respiratory depression) (SMQ) |
(2007 EF9 AEER Y U—2R)

221 E&E

BRG] L LR A2 D—FRETH B,

MIEREIAREBREMRE DHRAZOEEE L TEESND,

— (ERRRMEZSIERIITMANA IR OME

- BREBRARMEZ5ERITHRBHOME

BRELTOMRRET > F—2 X% 45 BRAPROIFEIETREICL Y BRI b,

- SMoBE. 2EMBE, EHESLVETMEICE ST

— BMoFZE EHE TILd- BENEES L UCREEOMIEE L < IZBEHERSAE
ER %z 2 CERKTRES OMERICH > T

SMEBRMEL, OIAER, BEA5SRIT N H D, BRERIFHEBY T, #Hild £

{#Z 5,

BUSKREBARMAEIL, TERERZIIERIT I ENH 2,

—- BHAMBELBLIUOERLIOELVEIEBSLOC S LI-VRIZHSET

—  PBMMmEILRS L U CSF EH#EMN

—  BRMUFE., B|RERFICIEFHHEENAR O MEUNGE,. £BME DYk, ODHNEEOET. mAh YUY
LNfE, EMERE. OEEREEZRT 2

AR PR IRIDE) L, EICREDOHFER CRAFER). 5 W IZEERFETRICEWTES %,

—  RETAE R OERFEIFRE, RRHRER (PIR) ORH 52 WIEKEBRAEICK > TH]
TRIINDBZENDH D,

—  PIREERFEIERE (CSA) ICIE. Z20AHTTY—2H 5%,

o MXEREINDOETH S W IIFFIRAEN DIET % £ 5 =R B A R IMEE, FREE LT,
PNERIBEE, PNk, T— /IR - FTUFEOL D AFIRFEEHLH 5,

o MK[ENANATTEL TW2 A, BEFAEERETRS L OBPETEREF > TL L
RIEEH 5 WMIMEREH A ME, Fx—> « XA b—27 XERIE, ZDFED PR
RS IRE ORI TH S, RERE L TE, OF2, 5lE. BB, fLerEh
EZoNb, (Fr—r A +—=7ZFRE, TAVEBEEOFRIFICESND D
DTHH D),

222 aAg/BRAEE
(A
- LRERFRICEFEND HLTIMER A X6 &£ U p H#EZE (Blood gas and acid base analyses) |
DOMREBEREOLSIC [EFE (abnormal) | & W5 HEA SO YXIRERE
—  PT R4 (Respiratory failure) | 7 & DR D [BI1ERNE | BEEERRICED S
— PT [M0%147 > F—3 X (Respiratory acidosis) | 7 & D% OO BIERIC [SIERIA

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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pE

RFEZ LBIRRICED
— HERICHT 2RI ERd A

[E% (normal)| & W5 HABEZET PTs
— EEREER D7 VAR
— JWR%ERT PTs TH > TEFIMEZTRT LD TIHZARL PTs
—  RMENARILE (Peripheral arterial vasodilatation) . #2011 & UX#& (Central vasoconstriction)
B L OftkE (Pulmonary edema) @ & 5 AMEIRIMET > F—3 X/ RE(CEBE L 7-3E5F
R
—  MRIN4 (Respiratory depression) DRFIREA., <D [/ A X] #BRRT D7

[ 2R EREIR 0% (Acute central respiratory depression) (SMQ) | FOREEFH/-HT
A MERICEDE/N—2 3 18.0 TEH L 7o, [ MR EFIRIE] (Acute central respiratory
depression) (SMQ)] (BT3B DT X bk id. MedDRA /N— 3> 10.1 TEBES 1Lz,
BlEs L CERBEOTADRRICET 2HEEZETARASMQ DR I—T%ET 5 &V 5 RY)
DERDOTZA MR, BT XM, BEFO [2EHREFRING (Acute central respiratory
depression) (SMQ)| @ PT #ZAHWTEBEI N, BICHETDO LY EEHO [MFRAL

(Respiratory failure) (SMQ)| OFRIZEPT Dty hERAVWTERBEINT, TR MERD
BREHCE Y., RYOBRIGHEE L 2h > 7=, SMQ OFEMENRD LTz &S ni=72o,
BED [/ AX] ABERICBEPREFRING CBET 2 PIEEEDEFFEDORREE
MEIC L7z, R, ["IRA%L (Respiratory failure) (SMQ)] A% 1 SMQ & L TEMBIR S
Nize TOT R FDOEREZIT, [BMFRRXIEFERING] (Acute central respiratory depression)

(SMQ) ] IZ 28 FEDIEIEMAZES MedDRA /X —2 3 > 18.0 IZEE Y AA T WS, FFEIIEMRICD
WTE, BRG] (Acute central respiratory depression) (SMQ)| (B OB T
X MERNEENTWS) ICBTE2FY T FAXEZSHINZL,

223 REOEMELREHEROFHICEAT 5ER
[ 2P AREREIRINE] (Acute central respiratory depression) (SM Q)| (3R ER & LiEiE 3R
DABZHBATWD, FMllL1.52128RT 5 &,

224 [2MEPIRMEERINE] (Acute central respiratory depression) (SMQ)| O&Z&

#YRE
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 F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.3 IS % (Acute pancreatitis) (SMQ) |
(2005 £ 11 REXY YV —2R)

231 E&E

ERIFFHMEEXIT RIS, BEDEETH 5, BARNICKREELNZONZHEIE. BT, £

PHERAREICL > THRITNETH D,

BMERDER

~ FEIRES L OEM TS T ARBOXENEERS  EEOHE T, BERE. EiE. K
B, BMEOREH D WILHENRO 5N B,

— FEAEDHE NMFBLPRFOERER (717X /—F) BNEHES,

- ZOMOEE/FrRIZ. BB, TILAVERR772—EEL0/HDWEE Y ILE N,
ALy RBEK SME EHLS T LIMEE,. BIEKENMETSH 5,

— DL UVEENEEOBILERE R EEEL TWD Z LN D D,

BEEORMEICLY . BBLUMEETREZH I Y a v IIlEL I eNH b, 2Dav Itk

D, ZECICESZ &N H B,

232 A/ BRAEE

(A

—  [BE2¢ (pancreatitis) | & WO BEEAHES PT (Fz72L. EBHOREETRT PT 12k <)

—  [EE®E®EEE (Pancreatorenal syndrome) | @ & 5 7 EHEEEREE % R J PTs

—  [2MEE% (Acute pancreatitis) | DEERMIE% <7 PTs

- BREREE (RS L8E) ICHI2ABFLUOERICH L 2BAICHET 28ES
L OER

— ERMFAISREERED LS A [EMHEL (Acute pancreatitis) | @ BRI A SHHAE I
B3 2 A%

— iBMEACET 2R
- FHIEEE GERONBVEAOELRTAE BIZE. BRICHEET 2HE

233 7AOYVXA
AR SMQ O7NTY XLZBRAT 2 L. MRINTZEAN TROFXHEDOHZE., T OEFITFFMEL
Ea—"nEBLHEEND,
AT —AICET 5B ZEOEN
» B WNIT,
H73Y—-B (BREBREMEY R AH5—2UE BLUOHTITY-C (RS LWERY X
b)) ho—2UEOBEOEAZETEL

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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234 REOEMELRFHROFICEAT HER

[2 142 (Acute pancreatitis) (SMQ) | (FIEISEER & [RFRRICMNZ T, 7ILTY X L%

D SMQ TH5B, ZOTNTY XLIFEEHRRRABOEA DXy DEHAEHLE THERET A

ERETAIELEOBEEZELIEE, COTLTYXLIEUTICRT L) ABRRED 7O R &

LTHIABAT S ENTZE S,
BN RET 5 SMQ O/ [LIBR R THRA T 2EAERERT 5 (1.5.2158)
RREEDMBELTY 7 M7 T 2RV, RRINTIEFZFERT 27027 LTY X LIS
LA EDEERT 5, BRERN DL VES D5 —iﬁw:UXAévzlﬁw@ET
BRATHZEHTED, [BMHEX (Acute pancreatitis) (SMQ)| o 7)LTV X LlE, HT
JY—A or (A73U—B and H73Y—C) TH5, 7)YV XLTEIRINIFES
FURMELTHATHIEATE S,

2.3.5 [2MEE% (Acute pancreatitis) (SMQ)] O&E&ERY X b

Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for
International Organizations of Medical Sciences: Geneva, 1999, pp 53-54

Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York, NY.
1999. pp 701-715

Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic pancreatitis. Harrison’s
Principles of Internal Medicine (14th Ed). Fauci AS, Braunwald E, Isselbacher KJ et al (Eds).
McGraw-Hill: New York, NY. 1998. pp 1741-1752

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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24 [2HBF 2 (Acute renal failure) (SMQ) ]
(2005 £4 BIEERXY ) —2R)

241 T

2HBTE (ARF) WUTO LS B EE T 2ERBETH D,
Koy, BERE. BLUEGBRRARFFYWOEAETREICW -5, EBENERAEEEDET
ZDMDOEEKRE : 0.5 mgldL ZBRX 2MET L 7F =V EEDEMNB LU 10 mg/dL Z# x5
REBRORERN (BERME). 2K, KAXOZELL

BEBTER. N—X 7V OBEEDEBLEDOANIS, HICRELWS ZEAHY S5, M
AT, BFET2ENBRETEOSMBEETCRAUBTRL L2581 HY D %,

242 AT/ BAEE

as

— BEEHNR:AUBRRICEED, H5WEEEOBRNIZHB L ERNEEN TV S,

— LEER: INo0BARBIRZKET S (GED) ERZEET 2 AEENH 5,

— MAPRFEMO LS BRUEBILICKEICEET 2BERKR

- AUBFr20REBEFHNZELCER. AIZIL2UBRBEEL

- BRHUBIEOEFFHREOERLARA. X ITEEMES X

— FHFREUEUBTE2TROICRESNZBE T2 RMEER. SaTEBER
&, MEMBE. REEHE

— SOC [ARlH L UARRLE] ICEEN2EERICET 2ME. fIZ I B, MRE.
RE BT

— EBRBIUFHETRALRIRERRE
PT [F kU7 L BEHE#HE (Fractional excretion of sodium) | 2 < (FREDE%5H1)

- BB TE%RY PTs

- BRELA (Thbb, @bV v LME BESF N T LAME MFAY T LEMCET S
), 7z—X | 7R MOEGEFHMICL Y, o OBMREKLAIL. BERLEN %R
BT 2IZEBUEBRLICRENTIEAWZ EAYHB LT,

~ BRMORREZRYTAESH 2 WVIIFEERRFRETT2 RS 2HE (F: PT 2R
BR{EE 2 (Glomerulonephritis acute) | 72 &)

— 2O SMQ I, BATAEHNLRBHEEDTRE L W) BHREICESZYTTVWEED, B
WARIREEIE & LW o 7RG RGICET 2 ARBIEBRA I TV D, ZNIFBERKE
IR % 4 U 2 38B I RERAREMLIE, BRICEITT 2 R IKEBE A T, BREEDHEDOEST
MREITHBERA o BICES,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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F i N—=23218.0 T, PT [+ b U 7 LSEBEHEE (Fractional excretion of sodium) | % [i15, X
a-7oREE LT [2EETRE (Acuterenalfailure) (SMQ) | (SEBINL. BRAEE [IEF
BLUHEMABLRRERE] oA e LTBMLTZ, 7 MY 7 ASEEEHEROTMIZ, BEfRS
AR, BRME. £IINARBEERRICER L TW30h 2l 5 E CaMEBE 2O
EFERTHD, TNHPT [+ U7 LSEHE#HE (Fractional excretion of sodium) | 13214
BAREDOEFFED-HIC. 2D SMQOBEEELEET ZAEENH 5,

243 REDOEREEIRFEHZROFAICEAT SER
[2MEBET2 (Acute renal failure) (SMQ) | [I3kiEER & [RIBEROAEZMHA TN 5, i
11521 %5835 L,

244 [2HBT2L (Acute renal failure) (SMQ)] o&EERY R b
The Merck Manual, 17th Edition.
Cecil Textbook of Medicine, 19th Edition.

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

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.5 I EEFRIIRFE (Agranulocytosis) (SMQ) |
(20199 AZEE ; #kR2005E 11 BEERXY Y —2X)

251 T
EBAIKE (X, BRI ZECIEFIEFUZ L -YEBEICHIT A RICE L THIRT 5,
RIS DRZMZTTET 52 & (BREMN) TV, £H2BHIT T ENDH D,
—RERICH T HHBAEFRAIREIL, 10 AT ARBETH S,
BEOHFFEKED (<0.5%10%L OERBEAIK) TRO LS BHEEBREOHES L OEROE
BAREEMES, CE: <0.5x10%L & 500/ul 7Ki)
- RE B2 EIEL
— HOEMREED 2 W I EFORE

252 AF/BRAEE
a8 !
~  [#ERINE (agranulocytosis) | & L3 BEE% #£5 £T 0 MedDRA A
_ AMRICEEARETEEARESERTAE
- EMREE & BSE ERO [E5) AR
— B BERIROBAOEEEICOVTRHICERLAVEDIERT ZN O OMAEIE. K
BAEL LTaRENS
- MES LRI BRFRE %R HE

- EFERNEOCESMES L MERETTIRHGRNARE (F) : BEYE. FH BE BN
vERERR. R REIEL)

F L ARETCTHNIE, 2MBEKEE L OER L -ANREEBRECRE, BR. 3—T 4 U&7
INETH D, HRFEREFETOT —X—R—XD7 LT —T, MRFNLEHET — 2 IR
THA—T AV INT—R%E(FNT 52 & TEES ZRERO &) GERIEHICEID, T
— A —R—ZRCRKRREEN I —T 4 7 INTWAEWEE BB IE ORI ICBEEZ ¥
W9 5 7c O ITERVERIFHEA L E L 1 5,

F L EEFERIERIE (Agranulocytosis) O S3ER IR R & E1TT 5 7- & ([ EEBRIERSE (Agranulocytosis)
(SMQ) I, IBmiE (Sepsis) (SMQ)J. BLU [HhEHMHE-KMAEMES 3 v 7IKRE (Toxic-
septic shock conditions) (SMQ)] ZHAEHLE S Z EABELIFGENH 5,

253 BREROENMLIRFHROFAICET HER
[#FERIEKAE (Agranulocytosis) (SM Q)] (3R & MHIRERDARBE MR T\ 5, il
1521 x5BT 5 &,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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254 [EERIE (Agranulocytosis) (SMQ)| DBEERY X b+
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 F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.6 [7F245%>—RI (Anaphylactic reaction) (SMQ) |
(2005 £ 11 REXY YV —2R)

261 E&E
ROFFHZ L O22MDO2HWRIT @ £ ) FEE. £8P, ERP. FTRkEEe, MERK
DRTICBAE I NI AN RMENRICEERE S N /2BRICHKIR
Z DR L OERK @ B, BiE. SRR, WIS, MEF™. B, <L i EEEE
HDWIERE IR & B R R
- SYVEEOEWERRIER @ FE. B, BEBRILE. KF

262 A BRAEE
(A
— PTLANLDAET, 7774 7F—ORBHICRDOONIBREXRTHDITAT
- 7RI TR EToIHERELRFEROANAOD YR ME, TFT747F2—D
SSC (Bl AHTIY—) YUXFOMAE. 20 35 n%kiLtop-down X TL E21—X
n7:-
2D SMQ ORFEF— Lk, EABOARICER/ REZHEL. B R TEER

— UE-FERT. LERZETED SN IBEOAT Y — (LKE/ R4, MEFES
EMZ /% 5 EE/ . CIMEM EME) (SEELAVWAHEBIRBRA SN

T TFTATEY—ICBEMRTASMQIE=oH B, [7F 74 5% — KIS (Anaphylactic
reaction) (SMQ)] & >3 v % (Shock) (SMQ)] L ~RIL2DH 7 SMQTHD [T
FTI4TFRI—/TFT747F >~k 3y 7R (Anaphylactic/anaphylactoid shock

—/TF 74 7%= 3 v Z7iKRE (Anaphylactic/anaphylactoid shock conditions) (S M
Q) d. SVBBLBTF747FL—0RR, BbravIIlESL5BLDICRRENTS
D, BBOLOBEETAVLDICIEZOREERID RV, [TF747F 2 —RIL

(Anaphylactic reaction) (SMQ)] (>3 v ZHRELUANCTILITY X LEBW -7 7A—F
IZH T B EEREECERICEAT 2HBZ BT DT, KYESBEEEZTLL,

26.3 FILIYXL

[7F 74 7% —&I& (Anaphylactic reaction) (SMQ)] (Z FE2D 3 EERTH %,
PIRRIEEELT F 74 7F 2 —RICAFEZERY %5 PT TSNS,
R R RICEEN 2 ABICHENAABEZEML TERIND, TN DOFHREN
BiElE. B2 T7F747F—RbZeRLTWEEEZONIHES X WVERTH 5,
RBEEZMEIEL72DICWDODIDTF 74 7F >V —RIERZEET 5. 7/LTYX LA

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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DEZFEEY) ANFERA K BRREINDEAIUATONTNAZEATHRITNIER S

A AN

— BEAEHLIWVIEHATIY-AICET HHE

- AT7TTV-BILETZAE (LK[E/ FRE)., "D, ATIV—-CIIET2HAE (LT
2hE S EMD % D FERE /D)

- H7IV-DICEY2ME (CMEME MEME). »2. [HTTV-BICETHMHE (£
SE/ERE) HEWEHTIV—C (BT 2HE (NWEZE/ SRS/ % 5 FERE,/
D]

264 BREOEMEEXRFHROFHICET ZER

[7F 74 Z%>—KI5 (Anaphylactic reaction) (SMQ) | 333 & [LIEERICMZ T, 7

LAY XL%EED SMQ THD, ZO7NTY) XLIZLERRBAZEOEL DX DDEAEHET

WRETDHEFEZHET DI EOBELAMLEI TS, ZOTNTY ZLIFUTIORT £ 5 HBIER

BoO7OELRELTHRAT S ZENTE S,
RICHRET D SMQ OB/ [RERE TR LT 2EHEKRERT S (1.5.2188)
BREZOMBELTY 77T 2RV, BEIN/EG ZFEF T 572027 )LTY XL
ICEBHEAEGDEERET 5, BRERNMD B WEAOBZEIETNITY X LE = 2T I
BTERTSILHTES, [7F 74 7F>—KIit (Anaphylactic reaction) (SMQ) | @
TINTYXLE, ATV —Aor (73U —Band 173V —C) or (h73Y—Dand
(h7TY—Bor h7TAYU—C)) TH5, 7ILIAUXLTERSNIEFFUZELT
HANT 252 ENTE S,

26.5 [7F+747%>—Ki (Anaphylactic reaction) (SMQ)| O&Z&RY X b
The Merck Manual. 15th edition. Merck, Sharp & Dohme Research Laboratories. (1987): 306-7

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.7 [M&#IE(Angioedema) (SMQ) ]
(2005 £ 11 AEXXY Y —2R)

271 EE
ZM2Z (CIOMS E%) :
- %zbnéﬁli R (B B, B, EEHD)
— ZHERMEO—BUED TMICEARTED ONFE. B4 ORE IERARA R RN
VBEKRLEZV T DL H B,
MEFE (747 FEH2 WV EMEFRRMEZEL L END) ¢
- EMPCEMLTVEA, RREKR, MET. RTHETOREZED
—- FREDOFEICK2EEEOREBOHR
— EMMEOHGRE L OEBMETTEIC K > THIRY 5 3E
EME & MEFEITEMNCHEIR., H2WIZEMOIEMMMEZEDEEER S L CRFFICER
- LREHZVITHELCEOREREREIC. KO 7 0L X THE
- FREOMEZFEIL, BEARICKVEREBNTBZIN
EMEBLO/ HBHVIIMEFEIERDO LD ICHEINS,
— IgE KEM (B T, BY. EF. EE. AE. AFELLICHT 2RHENRRZMNE)
— WENENE GEEME1EBSLU2E8, BRME1 RS L0283 BIEHNEX, MERY

&)
— FEREY (TAVRA MEYE. XBEEH., TREU Y, TVUREAE)
- FFRMHE

272 BE/BRARLE

CEE

(& FfE (angioedema)] H % W [MEMHEMEFE (angioneurotic oedema) | & W

SHBTEUHE

- FEEROFERCTEEMAEED HLT & #E (Angioedemas) | ICV) > 73 52 PT

- HHE. LREBLUVEBEZETMOIAHRMBLICHEEZ RIZTTHELOFERESD % W ILFE,
BiRG Ex &0 PT

— HLT [Z/Z (Urticarias) | ICU > 27353 _XTCD [EFD (urticaria) | & W5 HEEXS

U PTs, LU BRAMIE DBRZERLAEWVL D, H 2 WITEFLULORRZ BT

5HD

— OEABBLIERR. EAMCOFER EDL SIS, BFOESEA S ER L OREEZRT AE
- BRUSHE. CORBIIEMEICE CBBEHRETH Do
— BLOBIOEM 7 FVICEET S [/ A X] ZFBICEHESYE DIF[REVER)

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.7.3 MFEOEEELERFHZEROFHICET SER
[M%E#kE (Angioedema) (SMQ) ] IZFEIEHRIR & LR ROBEAHA T 5, 35MI1E1.5.2.1
*EBRBITDHE,

2.7.4 [M%E;ZE (Angioedema) (SMQ)] OBEEHY R b

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of
terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS) 1999 pp 12 -13

Dorland’s lllustrated Medical Dictionary, 28th Edition 1994 p78

Braunwald E, Fauci A and Kasper D. Harrison’s Principles of Internal Medicine, 15th Edition,
2001 p 341 and pp 1917-1918

Beers M and Berkow R. The Merck Manual of diagnosis and therapy, 17th edition, dated 1999
pp 1054-56

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.8 My o EEEFE 1% B (Anticholinergic syndrome) (SMQ)
(2006 EF9 HEER Y U—2R)

281 EE

v AEEMEREREEE (Anticholinergic syndrome) |3 BEEMRIRZ MR (23U Y 1EEIE) RO

WRER 2 (CRIET 2 M O A f£ 5 $#ELIRRED 2 &L TH B,

EE L 7-FEFLILADBICRIRT 5,

oy AEEMEEE (LZAAY YHERE) 37t FLaU oz a—0r, BRE, 53

RIERELIOZREATOERZ, 3 VIFEIMRBHREIRREEZ 2 VEEEX % = 1T

mWERy E[ERRICEKEE T 5 2 & T, BEET %,

BRARATRIE B XOLS5ICA, AaTEVDLSICEE T, BOLS ICRZLWTWVWT, E—

PDESICHRL, BFEDLDICIE-TWS] &ERIEINS,

VIR IF 2B AR & CNS FERICHFEE W B,

— 25 CGR#) R BE. =0, SRR, S0 XN, I8 Lk L KB,

78, 8k, MELER & XK, BB LOREBRESEESS LILLIERET 2,

— o3I EENEREIREE (Anticholinergic syndrome) Ik, IRAER, B, B4
[EEH S5 WIELNER L L0 MERERRME 2R, BEAHA, BREHE7 T b—t. BRK
B H 5 L, E@%T’Hiﬂﬁﬁﬁ%%f#b?%ﬁ?é ZEbH B,

28.2 AT/ BAEHE
ag:
- MAVUEBMHEERS LV LEROL S B ZOEELRRIVERICEES 2 PT
— ZOSMQFAMARIaY SMEFEERERRE L TWS,
BRA)
— BRI BRAEAE (L7 W,

283 FILIYXL
ATV —EFTROLIICERINTWLS,
AT TY—A Bg&RER)  PT (13 ) »EEEEREE (Anticholinergic syndrome) | A3 —7
A>T INTER
AT 3 —B (REERR) : mERICE&ELPT
HT7T3Y—C (LERFR) : HBHRICEELEZPT
A7 33U —D (GEHRR) : ZoMoina U AFBIEEREFICEIEL 72 PT

TILTVXLZFRALIAERTIE ATTV—AICY X FINFPT TRESNIER. H5 Wi
H73JV—B. C. DICVUR PN PT ZRIEZNZN 1 DFDER % & © 74 % FHE RIS &
ERCE
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FBREBICL o TIE, BHEROAZRE L. OB EE TIE CNS BED FELUND A% &
ET5hb LNV, INSOIEFEZFET 27-H1C1F. 7T LIRS & W LEERER
HEEBTHIELEEEELEEZOND, LALBAD, TOAEIFBDTEL WEFIZEET S0
MY DH S,

284 BREOEMEEXRFHROFHICET ZER

[V >~ EEMEAEEEE (Anticholinergic syndrome) (S M Q) | IZ5igiiR %R & [LIIRZRICHIZ T

TILAYRLEED SMQ THhD, TOT7NTY XLIFLEBREAEOEL ODXDOHEALEHE

THRETDEPERFET S EOBEAXM LS TS, ZOTNLTY XLIFUTISRT L5 #HiE

REO7OLRELTHATSZENTE S,
RICHRET D SMQ OB,/ [RERE TR LT 2EHEKRERT S (1.5.2188)
REFEEDOMEBELTY 7 VI T 2RV, RESNER Z2FER T 27227 )LT Y XL
ICLBHAEDLERIET 5, BRERNIDBRWVEFOHZEIE TN TY X L%E <=2 TN
BTERATSZLHTES, 13V »FEMEAEEEE (Anticholinergic syndrome) (SMQ) |
OT7NLTYXLIF ATITY—A or (AF3TY—Band #57TY—Cand #73TY—D)
THb, TIWIYXLTERINIFEFITIXFELTHNTHZENTE S,

2.8.5 [#H3a V) EENEEEREE (Anticholinergic syndrome) (SMQ)| #&&E&RY X b

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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29 B8 & 28 (Arthritis) (SMQ) |
2013 F9 AEKXVY Y —X)

291 T
[E3&Iz¢ (Arthritis) (SMQ)| X, EER L OREEYT 2 AlREMEN D 2 BN KA CEEI % D B1L
DEENRT —RAEFET DI LEBRELTWD,
RE=—D2LULDOEM TOREDERL LT
- RK
- B
- &R
- Bk
- WE
- BREINI-8hE
UT 2 E8CLBOBEOBMRNFEET S ¢
- ZERMEEE (ERUEEERSR)
—  RREMERIERA
- BV U~F
—  ECREMERIEN A
- BET2ECREREE
BENEZICRAT 2/ lE. UTOBZEORMERE LTRRETZ22E1H D :
—  RAEMEEEIA (BIRIE. BRE. RA, HERILE)
— FEXEMORE (FIx X, ERMHEETE)
RIEUBEEAIIUTZEL I ENH S ¢
- KWBEfoHx FIzIE F.OB OB, £
- BElsLoEAROmAOEE (BIZIL, (LBREE. Bin. HREEM. i)
KMV BEEA E ZBEHEHRIIUTOL S ABFEORREH D2 EAEIOND ¢
- EEMRFFRMREE
- A LIRRAEI%
S2HZEMY T~ F
— FLAEDBA BE@BEEIVALR) HDVR) I TFHEEOBRIPRRTH S,
@MY v~ F

- A
o FEAEDIZE BEY U~ F (KEM). FIEEMUEBEEE (KEM) 245
- /NE

o WBEAEDHEE, BEUSREBBAIZLS
COBETIE, LIFLIE—BMETH A, BEIREZHINTICEEL /21T 7~ F R
DEEDEELA T -LTHEWIELHD

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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292 AT/ BAEE
ag:
— RCRMEESEZ. RIS - U Y TFHERASOEAL REDORE
— BEEOIbILY & EREETDORE OEIEIER I I 5 FE
- BERBOME. BHABLVZTOBREASNIAFHEDOLZH & AEICRIDWUESR X
ERiiES
—- FEEOREHIFESZO—HLTHEIZLEHBHOBECIREEEZRT HRE
- BUL-BEDHZ7-0. BOBMXAEEDHE
—- PBIENICHE%R L5 X 2EEIEREICET 2 A8

— 2T LHEEMAICEEL RVIEEYMEORRAE

— BHAOEREZRICEY FAH-oTVAWY I TFREBOEBESDAE
- RHERZRTHE

- T—2&HAT /4AX] #BHRT DHFHENH, DLEHPR

JMO £ : [BIER % (Arthritis) (SM Q) | 1&. SRIgE R & [RIBIRRDAEZMHA T L5, 3Fil1E 1.5.2.1
S8,

29.3 [BIEIX (Arthritis) (SMQ)] O&E&ERY X b
B8R EEREEDEOOAILZT =TI

http://www.merckmanuals.com/professional/musculoskeletal_and_connective tissue disord

ers/symptoms_of _joint_disorders/polyarticular_joint_pain.html
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210 [HE. /& X% (Asthma/Bronchospasm) (SMQ) |
(2005 £ 11 BIEEXY Y —2R)

2101 E&F

e

— EEHRE. FERIR. T U Y/ ERA ST 2 REDIEBEREREEETH 5,

— RIEICE Y BRARRBEYICH T 2 REBERIGHENTTE L. [REXER  [ERXIEICE S,
ERIRRIICIE, RIEMECT—RRICERE O, BB, B, MBKRIER. BBWoFKE FICKR
M2 WIEREH) 2REd 5,

- INLOHREOFHIZ. AIZMOK[URGIRTH 2, INiE, BAICEZITEEICL-> T,
TRICHDHWVIEEHAMICEIET 52 &hH 5,

SEXER [EINE

- SEXFRHOIECLZETERTH Y, SEIILRANICL > TERPEET S L
VPRI ICAR AR TH B,

— REXEERES REXEESN, BEEFEOSMHIROERTH 5,

- [REXE® /SEIEER] L0 [HEUMSEER | 3. HEZICHT2BAT
TAVIVEERICELY FERAOREIESR SEXINERENRE L -BEICERINS
FETH D, ZOREORE, BAFSEHZWETT OV LE (BEHHSH % L IEF
A ICLBRHDO VTN TH S,

210.2 FEBRAEHEE
ag:
- WE/REXEE DKL B EE RS AE (PTLLEEWE (Cardiac asthma) | Z R <)
— FICRMOKL RBIES L OERE RS HE
— WPIMIRERE. MEEREREEZ RS T OMOIRERE

- BIET 2RAMES

- BREBLV/ HDVITTFIHEERE

- FBISERENTH 7o, BEPREKEDEFIRE ICH 1T 2 A INMEA 7%\ & &
AN D4 BT RESEEES L OEER

2.10.3 REDOEME LRFHROFAICET 5ER
[H B/ [UEZER (Asthma/Bronchospasm) (SMQ) | I3fiEie® & LBk RORAEZ KR <
W3, FfiF 1521 258452 &,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2104 [HE/SEXE® (Asthma/Bronchospasm) (SMQ)| O&E&ERU X b
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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211 TpEEFR[ESE (Biliary disorders) (SMQ) |
(2007 £9 AEEXVU Y —R)

2111 E&
2O SMQIIFBBICEYT 22 TORA TOEEZRHETE 2 LA I CBEREH S L
EmEE L),
ETORATOERELLVBEEREEZICEELIFO,
EERICETIFEYS L VEREEEZTET 5,

211.2 SE/FRAEE
(A
- [BEX%REE (Biliary disorders) (SMQ)J (L~JL1) (&, BEREEICET22TDX
ATDOREZHN—L, ROLDEED,
o #EW
o HEXRMUREE
o MRARERER
o MBEREZOHEEER
— B 7 SMQ [HEEME., XEUS L VBERHIEEY 2 BEREE (Functional, inflammatory
and gallstone related biliary disorders) (SMQ)J (L ~JL 2)
o BTOMBEE., XEMESLVOBEREEDEERES
- Y7 SMQIEEXRICEIET 2 BRRIEE. #ZEH &L OER (Biliary system related investigations,
signs and symptoms) (SMQ)J (L ~JL 3)
o MERBAERR
o EE XER
— Y7 SMQ [fBZEESEIEZE (Gallbladder related disorders) (SMQ)] (L ~JL 3)
o PERIIFEMNLZEE
—  H7SMQ [fB&EFEZ (Biliary tract disorders) (SMQ)] (L ~JL 3)
o BEICHENKZES
- B 7 SMQ [BEEMEEREE (Infectious biliary disorders) (SMQ) ] (L~ 2)
o BBE DR
o BEOERTH DAIREMEN B D KA DIKAE
- H7SMQ [[BEAHESET 2fE=E (Gallstone related disorders) (SMQ)] (L ~JL 3)
o MBRICEEETY % IREE
- B 7 sSMQ [EE#HEY (Biliary neoplasms) (SMQ)| (L ~L 2)
o BEOHEY (RSB LUVEN
- B7SMQ IEBUES L OFMERAOREEF Y (Biliary neoplasms malignant and
unspecified) (SMQ)] (L ~JL 3)

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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o EMHEEREES
o RM. BEAREINTLWAWEEHREY
JMO % : %7 SMQ [Bits L UMD BEFREY (Biliary neoplasms malignant and
unspecified) (SMQ)] (L~ 3) OTFLICIE, LI 4DSMQ & LT [EHE
EfEE (Biliary malignant tumours) (SMQ)] & [EBEEARBFOEERESE (Biliary
tumours of unspecified malignancy) (SMQ) | % %, B, BEIFEINLTWL
7 WABEFTAE W) 1L [ B4 E A 0 JBEfE % (Biliary tumours of unspecified malignancy)
(SMQ)J Ica&shs,

— Y7 sSMQ IEMBEFHFEY (ERS LK) —7%45E) (Biliary neoplasms benign (incl
cysts and polyps)) (SMQ)] (L~ 3)
o RUDREEFEY
— B 7 SMQ IR MEEREE (Congenital biliary disorders) (SMQ)] (L ~JL2)
o HRMDOBEREE
R4 -
FERENBRRERER
Y7 SMQ [#EEEME. KEMS L OBEAHEET 2EEREZ (Functional, inflammatory and
gallstone related biliary disorders) (SMQ)] WA ST DAE
o IHEY
o HXRMEREE

F AV 2BEESLVEHEEERRARERAZOTELREZHELT HHEIE. 7
SMQIEE R ICEEY 2 ERRRE. BES L CYE (Biliary system related investigations, signs
and symptoms) (SMQ)| & #(Z [FFBEZE (Hepatic disorders) (SMQ)] ®H 7 SMQ T#
% [FriERERRARRE. #iEE LK OER (Liver related investigations, signs and symptoms)

(SMQ) | =HETEZLNHRIND,

F Y7 SMQIEERICEEY 2 ERREE. BE S L OEIK (Biliary system related investigations,
signs and symptoms) (SMQ)] (&, CIOMS-WG D # 1) P FILXE T, [IBERDORE.
&5 L OER (Bile system related investigations, signs and symptoms) (SMQ)| &&n<T
W5,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

30



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.11.3 [EEBE

BBERESE
(20000118)

BeBetE, MEMS LUME Bp B REE FEEET A SRMIBEREE

zab\sagéiiiifgﬁiﬁéﬁifg (20000120) (20000121) (20000122)
BERICEEY fEBEBEREE BBEAEEES fEEEE BB LU RIEBENEY
BEGHRIAE. (20000124 BREE (20000125) RN IDY DS (TR b LUK
1’5 & OIER ) (20000127) H Y Y —TEEE)

(20000123) (20000128) (20000129)
BB BEETHOR
(20000197)
(20000196)
21 [BEERMEE (Biliary disorders) (SMQ)| DREEE:E

2114 REOEMEERBHBROFHICEAT 2 ER

(A& %= (Biliary disorders) (SMQ) | |3$REEFRAFEDOAD 11 DY 7 SMQ & gz
CIREMROBFE LR 1EOY 7 SMQ [[BERICEEY 2BARKRE. #IES L R (Biliary
system related investigations, signs and symptoms) (SMQ) | TR N 2 EEEE %1F > SMQ
TH 5, fE> T, MEOY 7 SMQ TIE LA SMQ H £ T I SMQ THIGH®RR & LR RIEFE L
HEENBONDG, BEEEEIFEDZ LML, T0 SMQ DOFAIERE S & O LSRR E THE
RENBEBEEA /-0 SMQ LRIICERTE S (1.5.21 28), LAEB® SMQ OF A IE
THIBEED SMQ DAREZEET 5 L TEETE S,

R ERE R CBUES K OERIEZ. 7 SMQ TH 3 [1BE
IR (Biliary system related investigations, signs and symptoms) (SMQ)] |

37-&, [IBEREZE (Biliary disorders) (SMQ) | ®H 7 SMQ ($3h3z L 7=
BRIE, TBBENBEELEE] ICEBET 2RREERET 572D

EXICBIET DERARIRE. #UES L VE
IZ7 = E T
IR AN AR

ZiE. [EAEAEET IEE
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(Gallstone related disorders) (SMQ)] 2FAT 27 FTld+oTchuLard Lnikwn, PT (&
B (Jaundice)] @ & 5 A#E, EULEVREDL S BRKARERR (Ihold BERICEET
DERRRE. #iES L OFEIR (Biliary system related investigations, signs and symptoms) (S M
QJICEENTVDS) THRRINTEFALEET ZEFZ IR TCETLDICIEDEL RN DL
N, fE> T, TAIO SMQ 2 FAT 2RIZEEBNICERT 20 Tldn <, ERRNARERTZ1TL
WYRH DEFIRTD20ENH S,

211.5 [HEERFEE (Biliary disorders) (SMQ)] ®&Z&RY X b+
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-1891.
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212 TEHSIUVFHEHETHOILEHREY
(Breast neoplasms, malignant and unspecified) (SMQ) |
(2008 EF9 HEER Y U—2R)

2121 E&F

EICEET 2BUES LOFHERNBOBEEDOI N TEZRHT 27-DICHREL -,
EICEET 2BMEB L VFETHOTENO I RTICMATRHEET %,
- EMREEERE

- EWERBEEDREEZHOFE

- ZOoEHICRENLEEY—H—

Iz
Iz

2122 A/ BRHNEE
ag:
— BUHIEIIEATHOREYICETIRETHOMICHABICERLTVLEH O,
- TROBEBZECEMFLIIFATHOIETFEYICEET 2IREICEET 2 BE,

o F¥
o BRERBRE
o BEBE~—H-—

o BhEYTIREATTEIES L OYER
- BMoIEILEYICETSHE
— PT [EJRfES (Phyllodes tumour) ] (FNTEE L TRUETHE2HPBHDIBELH D)

— BEFIEFETRHOFEYICET 2HRBETHAIPVPEICAFEICERL TLWAVLED

— ERMIABAOBMERBICEET 2 RELZCHOFEASLVESY—H—ICBT 2HE

- ABE~OEBICEYT 2 HE

—  PTIAEFT (Breastoperation) |, EfEBICEENABEFETIEAWLS (1L,
FEBICILBOBRRABERIGEICIEIABEZEBMLTH L W),

I ERENAEMASEERES L OBHARBEEDAE L SO FEDORREICIZ. SMQ [E
M E (Malignancies) (SMQ)| OTFLIICH D ZEFNETNDY 7 SMQ 2FERT 2 EHNLEE
[/ l/\C)

E PT [#LEF17 (Breastoperation) | (&4~ SMQ A 54 L 7=28%, FEB ICILBDOIERRA D EL I
HICIFBML TS LUy,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2123 BEEHE

BUES LUFHTAOAEHEY (SMQ)

(20000149)
|
EMAEES (SMQ) EUHELRBOIEES
(20000198) (SMQ)
(20000199)

22 [EMBIUVHEETHOILEFHFEY
(Breast neoplasms, malignant and unspecified) (SMQ) ] DEERE:E

2124 RFEOEMELBRFHROFAICET 5ER
[BHES L OHHETBEOIEHREY (Breast neoplasms, malignant and unspecified) (SMQ) |
EERER TR E LR ROREZHA TS, M3 1521 %8B35 &,

2125 [EHdH L UEBATHOILEFHEY (Breast neoplasms, malignant and unspecified)
(SMQ)] o&E&ERY X b
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th Edition,
2005
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

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

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

34



Introductory Guide for Standardised MedDRA Queries (SMQ)

213 T[FEfR (Cardiac Arrhythmias) (SMQ) |
(2006 FF9 HEER Y U—2R)

2131 T
REIRIL, WINHOERIBOEMR L ITEEDEETH S,
TERIETEZ O —RNICIETBEREBRBFMNESICLS2HDT, ZRNICIZMITHEEE X

DHOEFBICLDHDTH 5,

TEIRIZ. ZD2DEES/NL—TICHFEEIND,
—  BRARMEEE AR

—  SEMRMEEERR

2132 A/ BRHNEE
as
- CEEECHINBEEZECAEIRICEES 2H o0 5BHROBEARE. %H57 % ECG,
BE., BLOORBAE

— R A—H—ICEBETINBECRES LN OVARICEET 2HETCESEICERT
H5HLDOPVCEEERRTWNENED

EFilbAY—F F K7Y b /QT#ER (Torsadede pointes/QT prolongation) (SMQ)]J |
HoD SMQ (LRIL1) THD, TEROEGIKREZT 2BICIE. 20 H}lﬂf— F o F R
7>k /QT#E (Torsade de pointes/QT prolongation) (S M Q)J HIRRICED D T EHHE
é*ééﬂéo

JMOE:[ bL¥—F K K7k /Q TR (Torsade de pointes/QT prolongation) (SM Q) |
1% 2004 £ 12 BICEMO SMQ £ LTY Y —x&h, [FEAR (Cardiac Arrhythmias)
(SMQ)] MUY =27 (MedDRA/X—> 3> 9.1) [ZIFZD SMQ DL ~NJL 2
DY 7 SMQ & N, ZDEHDOKRFTI PLY—F K K7 b /QTER (Torsade
de pointes/QT prolongation) (SMQ)| (2 ® SMQ & FFEORE & LIS AE. LA
BOEZADNZVELDI-H, MedDRA /X—2 3> 101 VU —XBFICHEI SN, B
ERIIOYiANY NSV
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2.13.3 BEEHE

TEER
(20000049)

TEEIRFAFE (RARIEREE AR REIRICESET 2 BRRIE FRMEE L OFE BRTEK
B & ERENERE & B, BESL L OER (20000052)
) (20000051) >
|
| |
BRIRERER (REEES L I RN R E SEIRIETRER (EEES LV
VRS ETEREEEE A5 8) (0000162) DEWSERETRNEREST)
(20000053) (20000054)
| | | | | |
EEEE TAFEETREBEREE || FERFERIRAR EMESER M DEMEERME || FERFEASER
(20000056 (20000055) MAREIRAE REE R REERR MR AR AR
) (20000163) (20000057) (20000058) (20000164)
2-3 [ARZ[f (Cardiac Arrhythmias) (SMQ)] DOREEE:E

oL XL 3 oY 7 SMQ FIZIE THRIRETNER (GEESS L CREMEERESZET)
Bradyarrhythmias (incl conduction defects and disorders of sinus node function) (SMQ) ] & &
Rl [FEFEMNTEIRAEE (Cardiac arrhythmia terms, nonspecific) (SMQ) ] [ZE Hd SMQ +
By 7 Tldd, B0 SMQ O [TRERRAE GRIRMETR RS L CHERERZER%Z & $) (Cardiac
arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias)) (SM Q)] ®—&B& L T & F)
RLzATNIEWITEW,
EkD BT, [HRIRERER (GEEE S L REE#AERS % 58) (Bradyarrhythmias (incl
conduction defects and disorders of sinus node function)) (SMQ)| ICE# Y > 7 L TW=PTH
T =Y 7 SMQ [FERFENRIRIETEZARAE (Bradyarrhythmia terms, nonspecific) (S
MQ)l &L TL N4 TBMEI Nz, £7o BERMERER (EEMHS L OOEHBRENER %
4 ¥) (Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias)) (SM Q)] (Z
B>y LTWE PT 7 0—7fan/z¥ 7 SMQ [ FEHFE 0958 IR 1% 2 Ik B &5
(Tachyarrhythmia terms, nonspecific) (SM Q)| AL ~JL 4 (ZEBIE N, TNHEME N
DDY 7 SMQ IFEMHD SMQ by 7 TIEA L EAIICY 795 Y 7 SMQ £ DHEEE TDH
FMATNETH 2,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.13.4 REOEMELBRFHROFAICET 5ER
[R#Ef®% (Cardiac Arrhythmias) (SM Q)| I3fiskieR & LBtk ROAEZ FOEEHEED SMQ T
H5,
TED 5 HDOY T SMQ (IR FAE ELIHRRAZER 2, BEBEZF > LU, &
D SMQ 1F., HEHRRAES L OLRERRAZE (1.5.21 38) TERIN, BEBSZR/-LV
SMQ OFIFICELIL TWb, EuEEO SMQ OFBIETUIEED SMQ OFBELAFEET L
TEBTE %,
[REARICEEE T 2ERARE., BEdS L EK (Arrhythmia related investigations, signs
and symptoms) (SMQ) |
[REARARE (RIRIEREARS L CSEIRIEREA % &E) (Cardiac arrhythmia terms (incl
bradyarrhythmias and tachyarrhythmias)) (SMQ) |
[ERMES L OFERTEA (Congenital and neonatal arrhythmias) (SMQ) |
[ E=MSEARIETREENR (Supraventricular tachyarrhythmias) (SMQ) |
MBIRETNER (EEMS L O LEUBEIRETNER%Z S ) (Tachyarrhythmias (incl
supraventricular and ventricular tachyarrhythmias)) (SMQ) |

TERED 7 HOY 7 SMQ TG RAZBOAZFTFD, [>T, FERELLERERETIE, F—D
mREm2 GEE 1.5.21 258),
[ RRRIRMETZIRAZE (Bradyarrhythmia terms, nonspecific) (SMQ) |
[FERENTEIRAZE (Cardiac arrhythmia terms, nonspecific) (SMQ) |
[{zEfE=E (Conduction defects) (SMQ) ]
A EIEEEFE=E  (Disorders of sinus node function) (SMQ) |
SR RAEIRMETZEIRAZE (Tachyarrhythmia terms, nonspecific) (SMQ) ]
[RIREARER (CEEES L REKAERSE % &€ ) (Bradyarrhythmias (incl
conduction defects and disorders of sinus node function)) (SMQ)] *!
[OEMERIEREZR (Ventricular tachyarrhythmias) (SMQ) | *?2
JMO JE : X1 Ver12.0—12.1 T D A
X 2 Ver16.1—17.0 TG D &

[R#Ef® (Cardiac Arrhythmias) (SM Q)| O AL SMQ IC, M. AR, fEX. BRAK
REFBRECTERINTLSE Y7 SMQ O REARICEE T 2 BRARIRE., #U2 H £ OFEIR (Arrhythmia
related investigations, signs and symptoms) (SMQ)J %%, Z®OH 7 SMQ £ L /=183
RElFhnnn, FIZIE MEEXME] ICEET HEFEREDIT27-HICTASMQ TH5 (8
fE= (Conductiondefects) (SMQ)] THREL-L I TIE+HTIEAL, LDEBEMNBED L S 4
BT HRAKRERE ([TERICEET 2HBAKRE. BIES L OMER (Arhythmia related
investigations, signs and symptoms) (SMQ) | IC&FEFNTW3) TRRINIEFZEL &N
BET 2T NTCOEGDOT Lty baBE7-OICIEIRBEELELEDTHA D,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.13.5 [AZEMf (Cardiac Arrhythmias) (SMQ)] OSEERY X b

Harrison’s Textbook of Internal Medicine
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2.14 TilF 2 (Cardiac failure) (SMQ) |
(2007 EF3 AEERY U—2R)

2141 EF

DD EEORHN S L OEBFHOLNESEZ BT 7-DICEYRMREZEY BT 2 EAR

AIBEAIRREZ LN D,

BEEODFEIE= 2 —3—7.00Hs (NYHA) AERELEEICE OV TIT,
DMEREDRRIZ | Ao IVETD 4 BADH Y, BEREBOFHIRELA T WIREL L, BED B
SEEHIRCEL WBREEFIRET 2T KRB, oI, PMRBEALICEHRESZITI 2 &
HRETHDIREEL TITHES NS,

BRRATRIZS XX TH A, BIMEFE. EFRIRED LR, FFER. D > 7KEE. S8AR.

DIBR, BEOMREEELR EAHED,

OISR A 35% K124 B,

2142 AT BRANEE
D SMQBEETELAER2ICHBTH S,
ga !
- PR
o A/ELEDHEDHEIIINDLT., BLOBEICEWTIRET 2 00 2% LR
e
o MAEDREOKFHERIIER, #ix. REMRE. BLUCLEICET 2D BOMGE
— I
o MAEDRENRFT S &, FIEBRICHFEL LI & OIHVE TR 2 #E,
ERE - IREMR
o LEMEEE
BRA%
— OEWRRMEAERE IS OHEEL ED.0f 2 e ODRRBFRE T HE
— DARBICERT NN H 2D RRICEIC[/AX] $IERALEEZR 2D EER
LMD Z DD LEDHE (B 1 FFMEREFREES & CREFREUSNOFREE) (C
HiBY 2 HIRS L OIER
- LAENITES LOBRICRIET iR BEE

2143 BRFREOEELIRFHROFHICEAT 5FER
[0 A% (Cardiacfailure) (SMQ) | IZBIHHRIR & MR BRDAEEHA T 5, 51 1.5.2.1
BRI DHE,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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214.4 [ A %2 (Cardiac failure) (SMQ)] ICEAT2EEXHDOY X b

Council for International Organisations of Medical Sciences (CIOMS). Reporting Adverse Drug

Reactions. Definition of terms and criteria for their use. 1999: p 64-65
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215

2.151

iR fE (Cardiomyopathy) (SMQ) |
(2008 EF9 HEER Y U—2R)

E®

OEHE © TRREDREZIE T —RIZETEETH 2.

JRFENE D IERIE M DR B
LIFLIFmAAH L E WL, B L IETEA
TERICERT 25 DT,

o [EEIM

o mIME

o XZRES

o REDEE

o LEDER

WE, THROFEREICHFEIND,
o HhiREY

o MBXRE

o fRA

THE (R MRS (WHO) (L5 &

D DADREFNLREEICL2ETICRESIND

JREBA

folEids = 1REE T 2B O —MMEBRTIE AW
[RFEMECEE] & HFIEND,

2152 AT/ BHRAERE

=2

A -
= -

[OEREE (cardiomyopathy) | £ 7-1% [W0E2¢ (myocarditis) | & W5 BB &€ PT
[OEHTE] BSED PT @5 B, HLGT [WLHEE (Myocardial disorders) | (CY > 794 2 %
)
SIMEMECHEICET 2B, BLU0Z0EEMRICET 2 A3
RIEMERBDS B, DHEICW 28D H 2% BICET 2 HE
DEBEDKERICET 5 PT
HLGTI L& ke (B F %7 % b <) (Cardiac and vascular investigations (excl enzyme
tests)) | (VU >3 20 EHERED PT
DESLE (cardiac procedures) (ZBEET % FE
A EMEICBI T % B
DIEAERICESd 2 B8

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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- TBEREOEREICET 5 HEE

- AROKEBICET 2HFE

- LROERBICEET 2HFE

- LHARDEBICEET 2 A

- LAROKEBICEET A

- ERMERBICET 22 TOME

- LDAEICEFEENTHVWRKMMREBEMES L RERR,

F R RIGIEE ICHEEENESVA. OBEE - ZTOBRERNBEEEERI—T 4 VI DER
NHRDE-ZNIFEREMOS VEIES L WERZ#b AWV, WREZ (Dyspnea) &, fE
FIMTOBRICHYED [/ AX] 2EL3BZFNLH D70, 7TU—DoBALTH I,

¥/, A —Y— % OEVEQEAER THEENICEET ZREEME D H B LA E DEIECIEIRD
L VBENAE Y 2 & LT TFR2 (Cardiac failure) (SMQ)] OLSHRRAZEY BAd 5
5L H 5,

2153 REDOEMLIRFH/BROFAICET 5ER
[OEE (Cardiomyopathy) (SM Q) | IZFRIGIETR & INSRBRDOBEZHA T 5, 351 1.5.2.1
BT BHE,

2154 [WERfE (Cardiomyopathy) (SMQ)| »&E&ERU X b

Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000
Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin Cardiol. 1999
May;14(3):250-62
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216 [hiR##R R MM EEE (Central nervous system vascular disorders) (SMQ) |

(2006 £ 9 AIEX))—X;

2015 £ 3 A (NI fESE (Cerebrovascular disorders) (SMQ) |&KYRMEE)

2161 T
PR RS &L OCMMERFICETEH D

— EMEPREHEERMEREES L OCHMEPRERROEEEOD—_DOETES/IIL—TIIH
fFans,
— FMRHYNTIL—TICE, INBLDFEITIL—THANR—=LTWHRWVWEEBASENS,

216.2 AE /BRHNEE
- BE

~ RECAEBECADD LT, BNEEECEEY 55T 5 AE
— SRMNMMEREEDRAE
— REICEAEY 2MNMEREE DR
- MMEBRECUEZ AT 5FE

ERBLIONGICHEO D ICEET 2HMEREDOMAE (F) 1 PT [HMEMHESAEM

(Traumatic intracranial haemorrhage) |

T IMENEREICEEYT 210% 52T 554, IMAEL., [HEREE (Retinal disorders) (SMQ) |
X [#E B LM (Embolic and thrombotic events) (SMQ) | #&4®H 3 F A4 7> 3
YHFIAETE, HD SMQ IZHE > 7-1E1E MedDRA @7 TV —DERFE LA BTREETH 5,

2.16.3 PEEHE

ARt R MEEE
(20000060)
|
FRARARAR R I 3 & OB I B 1 IS 2 N EEIME ST I NN
(20000061) PR RIMEREE

(20000165)
JE I AP AR AR R HH I P AR AR R AR PR RIS L O
mEREE mEEE B B IR 1T 5 IRAE

(20000063) (20000064) (20000166)

2-4 [HhiF#RERMERZE (Central nervous system vascular disorders) (SMQ) | DB

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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BtEE
T EOD SMQ AEENEND. RIREREROMB LUOEROMAICERT 22 L2 LY ERE

ICRIRT 572812 MedDRA /N —2 53> 18.0 T, ZMEEZIT> 7

[H sMQ &5 1 SMQ &R

FRRFAERMESEE (SMQ)

Central nervous system vascular disorders
(SMQ)

BMEEE (SMQ)
Cerebrovascular disorders (SMQ)

IS S O IEIME & FFE S 175 0 PR
/éf/ \fﬂ”/ﬁ%—ﬁ (SMQ)
entra

/)76‘5 =z (SMQ) . nervous systém vascular disorders,
erebrovascular disorders, not specified as oo : X !
not specified as haemorrhagic or ischaemic

haemorrhagic or ischaemic (SMQ) (SMQ)

D S O IEIE EFFE S AL ORI E

E IR FAERMEfEE (SMQ)

EMERMERE (SMQ) Ischaemic central nervous system vascular

Ischaemic cerebrovascular conditions (SMQ)

conditions (SMQ)
IR EEE (SMQ) AR R M EEE (SMQ)
Haemorrhagic cerebrovascular conditions Haemorrhagic central nervous system
(SMQ) vascular conditions (SMQ)

& 21 N—=Ta3r 180 ILHT2 [HIEHERMEREE (Central nervous system vascular
disorders) (SMQ)| OTFHIDY 7 SMQ DHIFEE

LRI 2 oY 7 SMQ [HiREErHmes L OMMmEMEZEE (Central nervous system
haemorrhages and cerebrovascular conditions) (SM Q) J (&, “¥&ig" & ‘IR DAFEICH RS M,
B LL R 302087 SMQ. BlE [EmEFRERRMEREE (Ischaemic central nervous
system vascular conditions) (SMQ)] & THIMEFRHFRMEES (Haemorrhagic central

nervous system vascular conditions) (SMQ)] ([ZH&E SN TW 3,

A—HF—ALDEFHFICLY, N—=T 3120 T [HMMEFREE (Cerebrovascular disorders) (S M
Q) ICEEY Y LTWEPT A L= Eh, %7 SMQ HitEdH 2 W ZEMAE & FE S
N WhiRHsERMmMEREE (Central nervous system vascular disorders, not specified as
haemorrhagic or ischaemic) (SMQ)] AL ~RJL2 & LTEME NIz, TDH T SMQ (FD L
N2 DY T SMQ EIFER Y BHO SMQ FE Y 7 TIEEWL,, BV 70 [HRERRNE
fE= (Central nervous system vascular disorders) (SMQ)] O—&& L TOAFBITRNETH
%o

E#kO BT, [FREFRHINS L CHIEEEE (Central nervous system haemorrhages and

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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cerebrovascular conditions) (SMQ) J ICE#E Y > 27 L TWE PTAZIL—7any 7 SMQ[H
R R H M £ OB ME 4B I £F 5 KR8 (Conditions associated with central nervous system
haemorrhages and cerebrovascular accidents) (SMQ)] AL ~JL 3 ([ZEBME Nz, ZDH T
SMQ HEHMD SMQ My 7 TlEBEW S, EAISMQ O—EE L TOAFIHTRETH 5,

2.16.4 RFEDOEME LRFHROFAICET 5ER

[hiX 2 R IMEREZE (Central nervous system vascular disorders) (SMQ)J &, ¥iEs L OIA
HRROREZFOEEBED SMQ TH S, BEEBSZH DI UL, D SMQ OF A IF5k
L ORISR RAE CER S NEEEE A /2740 SMQ OFAICEEIL TW5 (1.5.21 88R),
FHIBEE D SMQ OFA I TAIEE D SMQ DREA ‘AT 52 &L TERTE 5,

2.16.5 [FFiEMHRERMEEE (Central nervous system vascular disorders) (SMQ)| @
SEERYRX b
The Merk Manual (Seventeeth Edition). 1999
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217 BB R (Chronic Kidney disease) (SMQ) |
(20133 AERY U—R)

2171 E&
1M EfERE (CKD) =BEOEEDHEEICHEL25Z 2BADRELE > T-BE
RE. HBEE, SEECETEE IS

UTOEREET  BRAR. BO, B, OR% KEEE, "REHERKR. B~ KHE.
Z D FE. MADET. HRECHER, KOrE. RETR, HILEERCHM, REE=

l—mm;—\@@%w
B OBRARRE, IS BARICES LT 5

E%%@ﬁ%tﬁ?%m%%ﬁiﬁ R - BRBEOEE, BMICNT2TY AORITF VE

. B CBELTHOND
1BMHEERE (CKD) UTDZCDERICLE>TERI S
- DIMEER

o BEREEILE

o C-ANCA 514, P-ANCA B3 & ANCA et o & %

o TTA—LERE

o EIMEMEBIE

o EBEIRIMEAE
— BEEMRIREERS

o BB

o HEs/OTY A (gA) B

o HRHEMERIKIFREILAE

o BUNEALEE

o [EMEIEIEMERIKIEE &

o RBRRETHERIKEEXR (BMERKEER)
—  TRMARBREERE

o TEBIRIE

o EHUTVFTI-—TX

o BEEYTUTTF

o REMEAHEBR

o FREVIE

o v RNRRF v —fEEEE

o Tz F—RNIFEE

o EBAEMIVUXAsOTY VIMGE

o RBEBLAIKEBRL

o LRWEX
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B M4 £ U C BATA

o]
o WE
o ERFBRERETAILZ (HIV)
o EFHERREPE
o ~OAER
o wHH
o RZI¥vIIv
o 7IOAF—=TX
o L#HEKERE (LCDD)
o #FEW
o MMM/ RIED 1K IER
o AMMYFREEERR
o N/ vik-vr—rTA VKR
o TIR— MEEE
o WRMUEBRE
- RAEMEMEES
o EW (FIzIE. A7 ATIR, FATY /=)
o RBUREE (YALR, HE. FEH)
o YrI—7L VIEEE
o BMEEHY T LMIECEESH IV T LI
o YA F—TX
o BHOBEHEEF v MBE
o EFEE
o MHREA
o ZHRUERE
o YRFUEWEE
—  PREZEAZE :
o [IREEKEAR
o RMRIZEREX
o EE
o 1RISREARHMERE
o FRERZE
o MEREMEED

RN ROMUTOBEEDOY—H—%ET !
- RELEES

- BHEFAREER

CKD DZD2DFZEREIFIERDESLY ¢
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BRI ORN 5 BEEEDIL
— DIEEEA~DET
=IMEIL. CKD OREETHH Y., £LEHETHEH Y., LYRVWEEEDELX ELIEESE
DETICEET 3
ZDMDEREILZ. RDEFHY
- Em
- REREEFE
- BEREBELALVTLE) CREFOEE
- HREE
EN B EIC X 5 CKD D2 RrE% !
— REHREBBXROBPOLSALBDOEEIHELT. ROANAEZET S 3 r BULBRDIE
B (BENE/-IIEENER) N"Roonhsdz e
REFNLRERE £/
o BEG~—H— (RPMAOES. F/H-IZEHRKRETCORE)
~ BREBEGEOEEICFEST. 35 AUERKEEBEA 60 mL/min/1.73m2 KiETH 5 Z &

O

AT H [ GFR(mL/min/1.73m?2)
1 BEE E%¥/1 GFR >90
2 BEE %, | GFR 60-89
3 FEE | GFR 30-59
4 EE | GFR 15-29
5 Bre <15 (/&#7)

#22 CKDD52DRT—Y

217.2 AE/BRAEE
aE
- MR (T FN), FERBELVCKD DRANALGEEAXEUERICEET 2HE
- [E2E] CWHBMENMIW-AZZ OB ARKEREDHE
— CKD ICBET 2ABEDFIEDOAGE
Rt
— SIMEEXCHERRE. E D CKD Z kT EANRERN ) R 7EFOAE
o BERBICEEEETZBES L CHORRBEILHIN

- EHECBLOD LS BIRFEMNER O RE
- ERMBLIOHERDOBFE
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— PT l2MBHEEE (Chronic allograft nephropathy) | % & < B#BHED AHHE & BRSO
B

JMO % : B E% (Chronic Kidney disease) (SMQ) ] (£, &R & L& RO BB %
ZATW3, FMiE 1521538352 &,

217.3 84S (Chronic Kidney disease) (SMQ)] OBE&ERIY R b

Levey AS, Coresh J. Chronic kidney disease. The Lancet published online August 15, 2011.
DOI:10.1016/S0140-6736(11)60178-5

Merck Manuals Online Medical Library for Health Professionals, Chronic Kidney Disease,
accessed 2011-09-26:
http://www.merckmanuals.com/professional/genitourinary_disorders/renal_failure/chronic_kid
ney_disease.html

Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:
http://emedicine.medscape.com/article/238798-overview

Harrison’s On-line (Harrison’s Principles of Internal Medicine, 17¢e), Ch. 280, Chronic Kidney
Disease, accessed 2011-09-26
http://accessmedicine.com/content.aspx?alD=9130075&searchStr=kidney+failure%2c+chron
ic#9130075

K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease: Evaluation, Classification
and Stratification. Am J Kidney Dis 39:S1-S266, 2002 (suppl 1)
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218 T#EREZE (Conjunctival disorders) (SMQ) |
(2009 EF9 HEER Y U—2R)

2181 E&H
E=TRaE S MR
— BRogim (BRIKERE)
—- REEO%E (REREE
TEEICHES 2EE
- AMREEXA (VAL MEME. SARE, ZEHE/ T LILF )
BHEER (b7 a—~, BEETLILY— BEFAERBEX)
- M5 (BETHM. £%. 2U5)
— ZEMIRAE (Cogan EAM, B, BRA. A, TEER)
— KEEREREHEEE BREERABE. RT4 -7V Y3y VERE)

- BRMRE

- E5

FERIGERERBICLVELS BT 2FHO—EBIE TELOBY THD
— ROKRADEFA

- RRE CEBRIR®)
o RRRELIIIBDOEEICLDERYRAL & DRI
o ZOFEITLILF-MHEEREADFEHTH LN, REALLIIRZEBBIRATLHR
THIENDHD
o BRI MIBETH?, MEARBOHONLWHERICIE, BELLWEEBIEIENTHS
o MRPOWYDFZ

218.2 AE/BRNEE

aE

— FIH. KAE. BN, LEW. TOMOIENMEES K UFERRMEOEEORREICEET 2 A5

~ WREICEET 2BRERED A

— EREICHT LB ICEET 2 HE

~ WEEIEYICET 2HE

- PT [7LF—tAEL (Alergic keratitis) | : LLT [ 7 L L ¥ —trAfEE%A (Allergic
keratoconjunctivitis) | 2D PTICVU > 7 LTHE Y, BEEFIZEHT 2RIgEEELAB L E

EAONDT®

- ZOEROFERDVBEEMEF/ZIIERREEOVNTNATH 2 HERIINZHE (FIskCD
WTIERRAELEZ SR)

R4}

- BEREEZEOHMBESLWERD > B, MOREFTICHLROONDEZEZONDLDICET

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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RNEES
- FEEEEORMORRE F /< FHERES IH S EREFICEET 2 A5
- FERRRARE BRI B
- WERIMGICBEIET SAE. BEL. RAEROERICEREET 2RO H 555 %R <
- ERUWERICET 5HFE
- mRICBId 2 HFE

2.18.3 RFEDEN LIRFEHROFAICET HER
[#EAEEZ (Conjunctival disorders) (SMQ) | I33IERAED A THERINT WS, E- T,
[NBRR EBEFRRIIF BRI OND, FMIE1.5.21 258B3 52 &,

2.18.4 [#FEREZE (Conjunctival disorders) (SMQ)| O&Z&HRY X b

Scott, O. Conjunctival problems. Patient UK,

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

Stedman’s Medical Dictionary, 27th Edition

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

51



Introductory Guide for Standardised MedDRA Queries (SMQ)

219 &8 (Convulsions) (SMQ) |
(2007 EE3 AEERY U—2R)

2191 TE&
FAE hiFEIR%R (CNS) —2—AvOREHN S HKT 2 BRBUD BB /BRKNEICERRAT 3
HIEMERTH D,

— R, BRAEBREENSEZZEHNSIERSICHIN TEAVERNEBERICE TR,
TADA L BENEREKEICER T 2BRERIFEZHIWIRTH 5,
TSR IEICB T2 EHERELRTH 5,
- BRBOIEEEHE L. 2BRICTEEICR 5,
- EIEBEREB LUCERMEOVWITNEAHY . BATEEZIZ2BHICHERET 5,
TANARIEDOERES4E (1981 £) :
— EHRME

o HESRE (BB, BE. BEHR. BENEBEZLOL D)

o iEMEEHRME

o RMAEMFEEEMNED BHRME
- EFF

o myFEME (NFEE)

o MEWMARMREE (KEME)

o BEMRME

o AR

o IF//O=—MERME
ROFAFEE

o HTERFEME

o FLIREHE

219.2 AT FRAEE
(A
% (convulsion) |, TTAN A (epilepsy) ] &2 L& [F1E (ictus) | & W5 BEEXE
CPTTHY ., RIEICHRBESNESHETHZ2HE S v kbW (F:PT [MNBIET
A DA (Petit mal epilepsy) J)
KEHROEHEZ TR 5 HE
[HER% Tl SOC [BRRRE] (U295 [EE (abnormal) | RIR% b DEIEME
- FEWTREDEEEROBEL OHELS I WERERTHE
EENZDHREH D WITERFHOETELREZRDOLARES L VEGHESE
— BEBLOFIEFHICEET 2HE
FAE & DX RIA R EE R 2T
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R4}
[EE® (nomal)| & LS B8RRI E B L MERER DAL SOC [ERRiRE | OMAE
— %% (incontinence) | # i3 % PT IZIF4FE A EEIRDER % 0% L 7=
— PT [E#E% (Loss of consciousness) | 3 & U PT [E&#iL ~ILDIET (Depressed level
of consciousness) | lEh BN D [/ A4 X]| O—RE R >7=
- REERBLBEVWESHDOAZIARLTPT

2193 RROEMLBRBROFAICEAT 2ER
[E%# (Convulsions) (SMQ)| |5kt R e [LIBREDOAZEA#HA T\ 5, FMiL 1521 %
SBIBHZE,

219.4 [fE#® (Convulsions) (SMQ)] »&EERY R b
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 [AJEEE (Corneal disorders) (SMQ) |
(2009 F3 HAEER Y U—2R)

2201 E&E
BEES L TROBEICHEING,
FELHFICLZ2BERES (AE. 2R, L UEIE)
— ABRICEETIRREORE (FLL¥— #EEX. ¥ x—7 L ERER
- AEREE:
o FfRRRZ
o AEYZItOT74—
o ERK
o RTA—TVR-Tarvy U iEERELEOESBEERE
ASMQ I, AEO—DOULDREICEET 2FENS L BRI N/SERENLEIES L OE
REEGEERIND,
- ABAERELR
- R—< v
- AEREES
— TARAE
- AEREAK

2202 AR/ BRHNEE
ag:
- ABERICBEYT 2T NTOMABE
BRA)
- RRUAERES
— ARICEEY % BEE
- AEREICEEEYT 2 YENEG

¥ 1 PT %88 (Blindness) |. PT {8 1F&EZE (Visualimpairment) | £ &£ U'PT [RBIET (Visual
acuity reduced) | % & DIEERMAABEIZT X FOFER, 280 [/ 4 X] 24 Lok
L7

2.20.3 RRDEMEIRBEROFAICET 5:ER

[AIEEZ (Corneal disorders) (SMQ) | (#5iEiazR & LR ROBEEHA T W5, ML
1521 %8B35 &,
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2.20.4 [AfEEE (Corneal disorders) (SMQ)] O&EERY X b

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

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

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

Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious disease. Eye
2003 Nov; 17 (8):886-92.
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2.21 TCOVvID—19(COVID-19) (SMQ) ]
(2020 £ 9 BEEXY U —2R)

2211 E&
aAF 74 ILRFE 2019 (COVID-19) (4, BEHESMMERBEEFEIOF V1)L R 2 (SARS-
CoV-2) ICL& > THIERIINDIBEETH S
2020 E3 B WHO W/ X> T Iy /AT E
FICHFERARAZNL T, BOREBEFICALN O AN EIERT 2
WELCX T 2 FRAEES & LT, FhWL. YR DOER. BAHEMNERZ RO, &, BERET.
BLUZOMORBRENRNEEND
BREND OEROFIRE COMMIL 2~14 H
FEGI DO KB IFEERETH D BEOIERTH DA, —H, BEEF 721, BILHIRERE
T FHAET D
—MEIERIZ. RDEBY
- R
_
— R R
- EE
—- HE
— TR BEHACREEA
BERBERARE L TUTHEENSD

~ Bk

— ARDS

_ DG, SHEG. MREREOA AL L, BEUARRAHEESOSHE 258
CEES

PERAABIEE, FICWEEREPLOXFEEICESABLNTWDS
2020 FHIZDEFER T, S EFIFAERNLABAECT 7 F UNABTMEINLTLS

Z0OSMQ IE COVID-19ERICT YAy EanTHY £ HT+ Y AITBEEBETE.SARS-CoV-
2 B /COVID-19 DER # B ELKICHERTE, FLRBECERELEAESD. XTI v 7 %1
DEIEICETAEREZIRSZA D I EICHERARIETH 5,

7-& 2L, BBEREEETIE. 2D SMQ (£, COVID-19 BEnHES5K, FIREME FREN. B
EEOFUMIEBRHDIEREZIEOASDICEKRILL, BIL77—~YIEY IV IATOIRAEL T,
COVID-19 OEECFIHICET 2 EEEBOBIONMEAOEHN OZRFAEEL LN TE B,
RASMQET—ZR—XITEAL T, EFBEE. BEBEH T4V I/AE. VURIJEMOETEIC
BT 2ERMLANLDOT—RZNEBLODPMTHIEHAIETH 5,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

56



Introductory Guide for Standardised MedDRA Queries (SMQ)

[COV ID-19 (COVID-19) (SMQ)] ¥, EFAIHIKICE DL T MedDRAMSSO & EE
RARBEMARIIL—7ICL > TRRICHEINZ, XTIy onh, 22— —ATEE7ITEL
SMQ OFBAABEICT BN EBEFEHND -0, AEZEV R DT —ZR—X2LB TR ML
NTULEL,

2212 AR/ BRAEE

ag

— COVID-19 %59 FzE

— SARS-CoV-2 BB D iRE A

- BEHEASATVTOWAVWREEBLZOAEIE. VAL AREHIEANDRLEOBERIEE &
R A RECEMEENRAE D7 LD BT 25V HI-0EBEIN, £
IREAEE LTaganTtund

— SARS-CoV-2 ¥ 30 F VA LREREOKREFRAZIL. LEBAZLLTAEIND, Z
noomEIL. %fﬂ%f@‘ﬂﬁ%ﬁﬁtLTF@ 7007 LOREEGIOEE D
EZRYVITERTHD

— FFED COVID-19 AEHNFAAIEEICAR PRSI —T 14 Y JIER I NI-AIREMEL H 53
BED [a0F 7/ LR] BLUZ0MmO—MAGAE,

— SARS-CoV-2 25 ICBId 2 A

— COVID-19 O#f&, fER. BHHEIRRINT 2, RRAETKELLEAT 2 —EDEREZ R
T EEEBRNTRABW O, REPREREE, WEAe, RETE BMEES 3 v 7
7 & COVID-19 & DR EMARWARBTH. T—XEy M/ A X] AEL 2 8EHD

HBI-HTHD
— FHORESHERFR. BREB LUOREY—H—&EL ED SARS-CoV-2 (CIESEN L ERKRIE
BERECZOMATR

- —REARIIFAEDOESZEEIZ. COVID-19 ICHBERNTIEA WD, BAShd, 2nd
i, Bk, BERME. BN ATBRILEAEENTWLS,

— BFEOYRTPOREOEFDOY X VEMICEET 5 Y X 7RAFEIFRE, FIZIE &
I, FEIRSE

2.21.3 REDOEM L IRFH/ROFAICET 2 HRR

[COV ID-19 (COVID-19) (SMQ)] &, H#& L THERZR L LBREOREAF > T
BRI - REOEIEE v a v 152 ICRE SN TLWD,

[COVID-19 (COVID-19) (SMQ)] 2#FEERT —X 74— /L FNEATIHE TD7

4 =L R TROBE, BICE. BRBREREDOMOEEST 2T -2 74— KHEET 0

BAH D,

Fo, -V — I ERRREITSHE, HIRA (cutof) DXREEERT Z2LBLH 5, BHIZIF
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BN HEHRERDAIEEMEDH 2EFIE. FHEIA T T AL ZADORYDIEGIHRE S 117z 2019
FRrIEUEOBND LD LR D,

A SMQ (£ COVID-19 ICHFFEMICA D LD ICERETEINTH Y, 2—F—1F, BFEOI X IR
FREERRZ £ 1) SR ARRREZIT I 720122 NEND SMQ HE DEREESICELCT COV I D
- 19 (COVID-19) (SMQ)] %D SMQ L#AEDE DI LA TED LI ICL TS, HIX
EUTZ2EE5T 5 : [2FET% (Acute renal failure) (SMQ)] {3412 (Cardiac failure) (S
MQ)] E#H LU MmE (Embolic and thrombotic events) (SM Q)| [ M4 A iF 4R & I & f
= (Ischaemic central nervous system vascular conditions) (SM Q)] [EIME.0 %2 (Ischaemic
heart disease) (SMQ) | [ T% (Respiratory failure) (SMQ) ] [kEH L NREFEE (Taste
and smell disorders) (SMQ) | [F&EM4 - MM > 3 v 7 4kAE (Toxic-septic shock conditions)

(SMQ) ]

2214 [COVID-19 (coviD-19) (SMQ)| msE&RY R b

Zhu N., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia in China,
2019. N Engl J Med. 2020;382(8):727-733. doi: 10.1056/NEJM0a2001017.

Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
(COVID-19) [Updated 2020 Apr 6]. In: StatPearls [Internet]. Treasure Island (FL): StatPearls
Publishing; 2020 Jan-. Available from: https://www.ncbi.nlm.nih.gov/books/NBK554776/
Zaim, S., Chong, J. H., Sankaranarayanan, V., & Harky, A. (2020). COVID-19 and Multi-
Organ Response. Current Problems in Cardiology, 100618. Advance online publication.
https://doi.org/10.1016/j.cpcardiol.2020.100618
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2.22

['B# 7K (Dehydration) (SMQ) |
(2018 £E3 AIEEXY U —R)

2221 EE
Bk &1x, HERAKDPOFRETHS

i3

BikiE, KDDERTBICE > T, BIC—KICIE. BiE. BBE. £72I35EH, 568F
EDKDCEDIDK ST HBEICHKET %, KB ITMREAXITHERNOERIE, £7/213%
OEFDHEICEFZEA 5 X DAL H V. ki, KOEROEE GEK T BT
2) PEEOKDELAREOEROTEELH 5, mF ~ UV LIEE (Na>145mmol/L)
N—REITH Y Ky, BROEITER L TWBIHE, ik, EBIIE. $LMEERDH—
BEICERD LB,

FRAARIZRAKDEEEICE > TRE->TLWBAREEN H B
BEORKIE, BEOERT 2L ~ALT, EMHOEBRRGEREN 28, &L IFZUT
TH Y KE RR. R RS Z — > E, BRIA. KV LT —L (REDERY ).
BLOMEDEH (appearance of both eyes). RFINZTNENIEE TH 5 Z & H 4,
DR H T AICEML, RERD I H D,
FEEORKTIE, BHE, BER, EMNEBFRERERED 2~4 HERL, HEILEZE,
R FEIREL MR/ R — > A O M, ME X ER BZMEIFTFENS TN E).
RIFIEss <. REYLI—L (BEDRY) ZAET 212D HEL, RFOREO., R
DL, ZRD B 5,
SEEOMMKEREZET 2EBHF, St L TEMMEB BN 4 WUETHZ, D
WA T < MEDORIEP O UEIN, REOXZ., R, R/ X — > O, 1B
REIR AR, DIEBAAE ML, MEDET. lRABVABZTEL bhRL, £
BEYILI— (FEDRY) TX FTlE, FEARY 2L, RFIOEONLA, R
DIEBIIR I, ZR/READH B,

2222 AT/ BHAEHE

2

=

BDBE, DDBE, HHREDRED. BTEORI R L, BEHISLFEEDORKOEIES
L OERIC(R 2 FREE

FrAICBIRT 2 L VERNAY—H—THIERREMEICR 2 HE

HLT [&{k&ER 72 (Total fluid volume decreased) | »» PT THHI4> =3 v & (Shock
haemorrhagic) | Z kW72 ToD PT

Bt

HRTERAS L VERELAICEET 2IRENEAET, I/ FLIHLTELO
[/ 4] ZRESBARLENH S D,
BRE (FFYUYLEMER Q. MRPH/ ST X — 2 — OERFRED,
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— PT [HmME> 3 v 2 (Shock haemorrhagic) | (£
2.22.3 REOEMELBRFHROFAICET 5ER
[Bi7k (Dehydration) (SMQ)] &, PUER & LHRROAEOMAZF > T\ 5, FillAF
BlX 1521 ICREBEFHINTWB,

2.22.4 [Bixk (Dehydration) (SMQ)] ®&E&HRY R b
Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their Use; 1999.
ISBN 92 9036 071 2
MedScape: Drugs and Disease: Dehydration, updated 2016-11-27, accessed 2017-08-29.

http://emedicine.medscape.com/article/906999-overview?src=refgatesrc1
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2.23 T[Z25%E (Dementia) (SMQ) |
(2007 £3 AEEXVY Y —R)

2.231 TEE
AVMEIE. BELESE (ADL) (CEEA R IRMEEDELE/IIELRETFTRIND,
ZEOBMORRA :

— R EM B &I B12 RZAE)

- BEN ) 7Y —TR)

— B () HIVEE)

FHIBGE (—ARICAIEM) TlEIta ) SERE, EEF, NLE Y —LVEBRERAIDRR & 7%

%,

Z D OFRE D FRHE -

— TAYNAT—IE (7104 F3E RRHRRICH T 2 R EEHEZAIEED.

—  IMEMFRAE CEBID 10~20%) (ET7ILY A v —5kmEHBET BAEEMDH 5,

— —EOEX (B EERF. VU EAE H2 7 Ay h—) IthoRRIC & 3 RAEZE
BlosgsZ &N TUNS,

ZEDSEBD S DBV EE

— RN - MAUMSRE DA DT, KRR HE. RE - ¥M - MMEORE. BLU REME
DRIE 5 E M,

— RABEHOEA(, BEICAEETH -7 ADL OEE, HKh, BRH, RLH. 2TEE.
SHEAES. MERREEND. S0, BLUOTEICEENELZZ N H D, EITHEEE (T8
DEHE. BithE L OFIEICBIH 2 KEESE)) D Xig,

— RAEE (BIE. REHE. 558, Sraftofkk, MmBBHRo#E - Ek OBk,
mRE, =8, WEMW)

DSM-IV (JE#EBOZH & HA D=0 D <= 2 TILHETE 4 R) OBAVELRIEEA ST ¢

—- HIREE

— ROPHAEED—DOULEAHYT ZHA
o KEBE
o RITHE
o RHITBEAE
o FHITHREDESE
o MEMFIITEENLEEEEE

DSM-IV IC£ B T ILY /A X — TR EELAELE :

- ZOMHORRE R

— KEE - FETEBEICBIT2Z2—0YDEk

— REHEL. FLWVBEROBESTEE. SEOME (FICME). S98E. ARZ. ADL
EITRRDOME, MRMEBEZENOET., W BT, SEEME. BE. Bl KEE.

cly
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REZHEREE. ERGITE. BBHARE. THOXREERL. #Hil. “FENERE
JMO 3£ : DSM-V TIET7ILY N A =R EEINMEEINTWE Z LITER

2232 AE/BRHAELE

(2

- FHEO—MERICEET 2HE FIRORE

- TAYNAT—EORE REEVRAMEZT VY NAT—IETHDIEREL. 2D LS
ICHRE T 2RI D72 0)

-  MEMFRAAE

- TAMERIEIBEBIOCLNREORZBOBAMZRI AN >72H . CIOMS-WG TlEZNH
DAE% SMQ ICFERT Z &2 RE L, I, PT [ESEE (Amnestic disorder) | HY8
mEn,

- PT =88] & PT [=BHUREE. FHlAH] B0 SMQICEENS, MOFROLESR
OEBUREEICOWNTIE, SMQ [E#Es L OBEHFBEEREE (Psychosis and psychotic
disorders) (SMQ)| Z&E a7z,

AN

— RRAEER (B EBEKEE) 229 5% DMOFEDERE,

—  RMEFRAAE

FiN— 3> 15.0 THHE PTIYEF R MR EIEES (Substance-induced psychotic disorder) |
MEBIE N, ZNE TPT [FEH#EMERESE (Psychotic disorder) | O FALICEEE S T UL /D
H D LLT (LLT [EFIEEHw. £ Dftt (Drug psychoses, other) J. LLT [ERFIMEHRE. £
BB (Unspecified drug psychosis) |. LLT [ X7 04 RK¥54fF (Steroid psychosis) | &) H'Z
DHFHHR PT OTFALICBITEINT, TNITHEWL PT [HEHEMEREE (Psychotic disorder) | 1 /ix
HREMFEE LT [BAE (Dementia) (SMQ)] ICB&EENTWEA, THoHd LLT 138
BEINTULAEL, ZNIE PTIMEFREBSREIEREE (Substance-induced psychotic disorder) |
IFRRAE DR E DREZICHREICRIET 5 L IEE AR WY N/Z7-DTH S, b L. A
BET2Hh2 VIR 2BHEEMICRHEAET L1V —AEX2551L. PT (WEFERE
1R IEFEZE (Substance-induced psychotic disorder) | % &R L TRERERXICEHTH R,

2.23.3 RRODEMEIRBEROFAICET 5ER
[S240%E (Dementia) (SMQ) | (Z8kish & RO A DBRRAE THER SN TS, 5L 1.5.2.1
EBBTDH L,

2.23.4 [R%NfE (Dementia) (SMQ)] OBEERY X b

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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2.24 TBifE (Demyelination) (SMQ) |
(2008 EF9 HEER Y U—2R)

2241 ETH
R A EY B B OBEE CHRIEE 5 MR ROKBDH,
R EKRICEEZ 2T 5,
B AERBET 22 A N ALITRBICL YRR Z A BANA L,
FELZZ MR TOY T FILDERELZREET 5,
RE. BfF. FTHEDH 2 VITOEEDEEDRRE &5,
RORKRMEBBBEOEERITZHEBILVIETH B,
bl & L TR OBES AR, ETHEZEMABEMES L OBH OB M EELTEEN H
Fohs,
fiBE © RO RARIN TV BB DI E
— PR ORBEIEPIFERRNTEET S (F 0 ZRMEBIE)
— FBUEORBEIIREERERICEET S (f: X7 - N —EEE)

- fbDRE
o Efslk
o HBIERERE
o HERIG

o XRE&E - HRHEE
o HF (HiE/ZRDHH., BAREELETERAINTLEIHDEED)
o H

2242 AT/ BHHAERHE

r
o

— FAHEMBLOPREOREEEICET 2HE

— EERIZ“demyel’® & LA

- MEEBICEEMNGMERESORAE

— BBEICEIET 2MNBHMACHEMNERAICET 2HE

— FEBICHEMLHUE - FEROBE T, [FREMHE= 2 —0/%F— (Peripheral neuropathy)

(SMQ)] L T¥F > - L —5EMEEE (Guillain-Barre syndrome) (SMQ) | IC& F

NTWEWARE (TREOFRESR) ALEBRRAZE L TEEINTWS,

— PT [=X##&%% (Trigeminal neuralgia) | 3% FMERBEALIE X th O B fEIARE & BBE 0 A BE1E
D BT-DRIBRRABICEENT LS,

— ZHRMEBEICERICRENCEEREZRTHE

- EREOME

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

64



Introductory Guide for Standardised MedDRA Queries (SMQ)

=
X

BEER AR E R L ICBI T 2 R

- MEEDRE & 7% 5 HEE

—  [R#%= 2 —0o/%F— (Peripheral neuropathy) (SMQ)] 2 W& [¥7> - NL —
fE{ZEE (Guillain-Barre syndrome) (SMQ) ] ICBEICEEN TV AEUE - FEIRROAE

— FEMEDHEV EH. IR HEBEZ 0RO CHEFRNTET L /- REKEEZ R~T
iz - FEIRICEAT 2 AR

— BE. FRBICHEMNICEECEIR L SN DBRERBELUNOBRKEERE LR

- ERERNA - AT B L UNEREEICEYT 2 H5E

— HIVESERZE

CIRBED L TV E RN OIRFET HDTHNIE. D SMQ DI & [KIFHRRAEE & [FEFIC

[R#1%E = 2 — 0 /¥F — (Peripheral neuropathy) (SMQ)] 8L [¥7 > - NL —fEEEE

(Guillain-Barre syndrome) (SMQ)] #FFBT 2 Z L MR I NS, MEEEREOEE - IR
ICE8Y 2 LEeRAE L [REME=Z 2 —n0/F — (Peripheral neuropathy) (SMQ)] &

[F£Z >\ L —fE®E (Guillain-Barre syndrome) (SMQ) | IC&FEFNTWA 7%, 2D SMQ
DOIEBRAINTND, £/, W OHDDAERARBIIES CHEFENTH Y, EE L 7IgEik
BakdT e, HOWETAMERDPTTDTHEZEhoBEAINTULE, INHDFRAX
N7-FAzE (KSMQ ® CIOMS O # 1) P FIILXED Table1 & Table2 #58) 21— —D¥
Wric & VIRRICMNZA 22 ENTE B,

2243 BRFEOEEELIRFHROFHICEAT 5FER
[Rit88 (Demyelination) (SMQ) ] (3%kEE TR & LB RDBEEHA TW5, FllE1.521 %
BRBRTDH &,

2.24.4 [Jit#E (Demyelination) (SMQ)| O&EZ&RYU X |

http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902

Gale Encyclopedia of Neurological Disorders. 2005. The Gale Group, Inc.
Stedman’s Medical Dictionary 26th ed

Demyelinating Diseases. Walter R. Timperley, M.D. Lecture. 2000.
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html
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2.25 [S52FEHLVBER. BIE (Depression and suicide/self-injury) (SMQ) |
(2006 EE3 AEER Y U—2R)

2251 E&
D OfEIE. RMET & R & T 2RO BBEIRETH 5,
Z < DIGEEA DBEHFERZH D, FIC, TR, B, MEROEL, BRTRE. BB LV
MO Z(, BHREEKEDES, BRESS L UOLKRLBHEHE - ERTH S,
WEIZEAHNTH Y. MOMRIEEYE, BIc/LIex7)y, LAy, BLURZ
OB ERMLTWEEEZLNTWS,
EEOHSLEBENR ML RXZZITTERBTEIEAMoNTLS,
Z< Digh, BERE BBRE. OHIEE. B NERLE) 2/,
SEIFAER emEE, BOMEE, JLFaXRT04 YY) ICBET 5,
BEERR, X2y VEESIOT LI - BYELAR EDMBOBHIRREEZBEICKIIRT %,
EDOBE, BERLE. BLUBRERIE. S OBICEZLROONDEMHETH D,
[FEHEEOZREFHT~ =27 ILE 4 R (DSM-IV) | ICEEEESNTWD S DFICEEET
FREODWEEICIZ, 5250, 27T, b LAFIEFLEAERTOZ LICHT 2EKE/ILE
UDELWERD. HE2VWEHEEETOEIMOEL METHIHESENTLD,

JMO *: [HBHEEZOZIEHEFT~=2T7ILE 5 R (DSM-V) | 0I5 DEEE (Depressive
Disorders) % 08

2252 AT/ FRAEE

(A

— DSM-IVDKRIDHWIEY — K, KI5 2BEE. I DRES., [IDZERUERES. L0
EYBHREIDEE OPMELE L LB L TERIRIN/ZEY PTs

— 52 H LLIE S OMEEER. 115 2501 LLERDZEE., FEED L < ITHER,
BEEHH ILERS L < I8, BENL S DREoERERES, BYILH. BR. 8L0
D DR RE Y HIEMEEICEET S PTs

— PTI{:HE 25 (Intentional overdose) | $5 & U PT[#(E @ F 2 (Poisoning deliberate) |
. SNODOABOTILLT ICBREIIBGITAZTETI 2D THE7H, B/
B1% (Suicide/self-injury) (SMQ)| DR RICSEE

— FIREEED PT TH5 PT [RFHEEERFRAE (Terminal insomnia) |, PT [#IHATNERSAE
(Initial insomnia) |. # & O PT [FEARERAE (Middle insomnia) | 1&. 5 DfFEEICHE L
TELBEINETROBELICOPEHENTH D720, ASMQ ICEE

— ELF3 (abuse) &1f&k7F (dependence) OEE% L ~NL2DH 7 SMQ [5 2% (BB
B %k <) (Depression (excl suicide and self injury)) (SMQ)| DLEAEZEL LTEE

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

66



Introductory Guide for Standardised MedDRA Queries (SMQ)

Bt -

— IR, B, BHLEEORI, BFH. BLUOBRELZLAEEDLDAEWVARLICEYT S PT

— PT [FRERJE (Insomnia) ], 7z —X | TXAFOWER LY, COPTIE [/ AX| #0537
TTHB-%

2.25.3 PEEEE

SOmB L UER B
(20000035)
|
B3/ 815 5205 (B&/BEEK)
(20000037) (20000167)

25 [52FBLUVHIR BIE (Depression and suicide/self-injury) (SMQ)] DEERE

&

[52%H L OB B15 (Depression and suicide/self-injury) (SMQ)] |42 FEE TR E N
THY, 220897 8SMQ ZHKf>TW 3,

H 7 SMQ 5 2¥F (B B15E %K <) (Depression (excl suicide and self injury)) (SMQ) |
I, D OWORRENAAEESE L. TEREMAE LLHRRAZOMAIEH D,
DY 7 SMQIF EMTOERT 2D TIE%H L ELDNS 2FEH L VOB B15 (Depression
and suicide/self-injury) (SMQ)| O—EBE L TORFIBITRETH 5,

Y7 SMQ B3/ B (suicide/self-injury) (SMQ)] 1Z. BERCEEICET2HBENLHE

ZAELTCHEY FERERABOHEFE>TWD, 20OY 7 SMQ IFEMERD SMQ TH %,

2254 REDOEMLIRFB/BROFAICET 2R

ZDOEEBEEAIED SMQ Tl [52FE L UEK. B (Depression and suicide/self-injury)
(SMQ) | 1E. FEEREAEBRROBESAFED, LALAAS, ZOH 7 SMQ D—2TH D
(B4 815 (suicide/self-injury) (SMQ) | (&, BigRTROA%EIFD, £-T. SMQ [B# B

1% (suicide/self-injury) (SMQ)| O E L VLEBRRIZIFE LR A D, BEESEEZIFO I &

BUAME. & D SMQ OF AT S & ORISR RARE TR S NEBEE Z /-7 L SMQ OF A

LTV (1.5.21 88), LAEBO SMQ OMAIE TERED SMQ ORZEAFEAET 52
ETEBTE S,
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2255 [52@B LUV BB (Depression and suicide/self-injury) (SMQ)] m&#
BERUZR b

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.
Major depressive episode. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 320-327.
Major depressive disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 370-375.
Substance-induced mood disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 370-375.
Dysthymic disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).
American Psychiatric Association: Washington DC, 1994, pg. 345-350.
Minor depressive disorder. Diagnostic and Statistical Manual of Mental Disorders (4th Ed).

American Psychiatric Association: Washington DC, 1994, pg. 719-721.
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226 TEPIERA. KESIUHES
(Drug abuse, dependence and withdrawal) (SMQ) |
(2007 EF9 AEER Y U—2R)

2.26.1 E&F
= ELA
- EYOEEBNHEA
o BAEBMICIETKRERBE (Bl SHEZEX D)
o BHHEEZTLEICHET 255G (F BETHD
o EFDIFEFHIEM
— AP AVOFEREBEORE LU0 OMBEERIFEFEOEAIL. W< DA DEHER TEINMER ICH
%
— EWELRORBEMEIERD L S REMLEEBRRICK Y REINS
o EEFNIMLENNLENOAFALEE. 12—V —0UKRLEBHER. BLUEYD
MMERENIBRIEER
- ZEYOIAIERILL TETWLD,
- RAMNCEEMNFELDH D,
- ERIE. BRORBEFOUE, ENE. SAMASICK > TERT B,
BERT
- BREBEICIBITAEADERFIE
— YWBICBENAERIE. FEICEAL W ABAREROPIE - BEICL VRS,
— EEIROERIE. BushTuw-rmgmEic i) Bh s,
o —MMICIZ. BFoaUBRLIE ¥ THD,
o FEFEMEIR. 7-& ZIFTEL. THH S WIXER, ZEORT. "FRIOIEN, SEAR
ez 3,
o BEOERIE. TR, FLEEZOAS, ZFREE. FTRIE. FREERETH D,

2.26.2 AT FRAEE
ag
- EWIELR/KE
o [&LA (Abuse)]. [1XAIFEA (intentional Misuse) |. [RIEZEH] (illicitdrug) | &
%W [k7F (Dependence) | # 8T T R TOREIFFIEE T 5,
o AATAVWEHICBELWTHERINSY, BLBICH > THERINSHE (F: [
g, BE®RE]. [EYREREN] £7-13 [EYSHED) FEBRAZEET 2,
o HERBITLIEMETHE
—  BfERR
o [EYEER #E5L2TCOREIIEEE TS,
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o [HEke] »25WE [UNT U F] OAKRBEZECHABIILBAEBLT %,
o FERICHITIZ2EH%RTHRE

- EWIER/KF
o EWERSHZVIEIEYHPEOERICET 2HE
o WEEHOMFPREDENE RIIREEICET 2HE
— TILa-LEBBLOZaF UELBICEYT 2
— BEEREES5ICET 2ARBIE. —BRICERA SN TV B Y, FlISkE L TR > 72 BB,
BoBEREREOEYIAZ RTINS LNABAVREYAEELOERICEET A
ElEEEND,
- BERR
o EYEEROEIKICET 2HE GEREMNBEC [/ A X] 2E)BEZ720)
o TINA—NEERBLIOZ T UEERRICEET A8
o ‘BE"AEELHABETH-THEASMQOERICERLAWVD O, Blb, ABHEERY
BEMEOHDEFOVWTNICHEREL R WGE

2.26.3 PEEHEE

EWELA. KES L OB
(20000100)

EMEL B S L OMKTE SR B RR
(20000101) (20000102)

2-6 [EWMILA. Kk7EH L UBER (Drug abuse, dependence and withdrawal) (S
MQ) | DREEREE

E(N=Y 31741 TEM) 20O SMQ ICIE, HF W, BHEE, ALER. BLOIEEFOA
BREED & S BERFHOBECERE & OEDILA L RFIEIC LIELIZBEET 2 8ECER
HEENTEST. ZNHDIFEALIE, T SOC [HRREE] L0 SOC [EHEE |
FIZEEND, INODABEBOXA 7L [/ A X] Z#EYATAEMELH 5 70 L% SMQ (2
BIINTWERYL, £/, EwmeB-oTWD [EYKRE] [EWILA] & HKREFE] OBIRE
Wiz, BBONICERBAREENH D, EWLWoTH, HEIFEDRRICHYITHE EEZOLND
BEICIE, TNozZERELABITNIEE SR,
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2.26.4 RFEDOENELRFHROFAICET 5ER

[ ELA. &kEFEPH &L OBl (Drug abuse, dependence and withdrawal) (SMQ) | (35t $ &
VAR RARZHOBERED SMQ ThH 5, BEMSEZR > Z LML, 2o SMQ OF X
Pl s L ORIERROAE THEA S NEEBS /7240 SMQ OFIFBICELIL TL1d (1.5.2.1
S8), EuREEO SMQ OFIBEIE TAIEED SMQ DAEEHEAET 5 2 L TERTE %,

2.26.5 [FEWYILA. Kk7F$H & VBt (Drug abuse, dependence and withdrawal) (SMQ) |
DEEERY R b

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

(2016 £3 AEEXVY ) —X)

2271 T

TFERERIEI S L OBk % # 5 BY &6 (DRESS) &, BB, H#H, MAFHNEE (7

ERIEANAE, FEEELY V8B UV REE, B L UOREBIES OB LIS L - THEM T SN DR

s, BENICEDZEN T, BRUEOEYRISTH %, HMWIMTANAETREINLTL

P, AFEEEIT, OEFTHIHEIN TS, INiF. BEIL. BLEBELAERERT

TEREBICEDLY R TVERREREEELTWS,

ZOWR., ZODMELECREELOMAHICBEL L THEHTIEAL,

DRESS DEDRAZHRET 5 Z & id. REETH D & -72A 1000 5D 1 H % 10000 7

D1 EHFIND,

DRESS OFHlER X H = X LITARBETH 50, BEEFNERRFNERFOESGDOERT

HHEEZLNTWLWS,

Z L DRI EFZM TRINT LS,

- HFEORIEETOREORBTDORBR. EHOH B OTRE LY RERISZS]
FRILTWBAEENENH B,

— EYO oW ELETEFMMLICL2RED Y v BRKOBHERBYOEREZ 5 EL2 2
LTWBRIEEMEN D 5,

— EYHPNELIZVA MAHA > ORED DRESS DEREA DR LD—1&%IB>TW\W5H
BEMEA DD s FIZIE. 4 & —04 F -5 DRHINFERIRE EEL T 2 ATREMH D 2,

— EMHPNTELI=AILRZT A LA (HHV-6, HHV-7, T X & A > - /N—"7 1 )L X (Epstein-
Barr)) OBEEHAHNRERISESI TR T, £/-IFBIET 2 AIEEELH D,

- EFE, HDE bAMBRMENILELRT (HLAalleles) H, FFE DEYH 5| €42 2 3 DRESS
ERARLTWR Z LMD o7z, WL ODDIERIT HLA alleles 1Y, BE DRER L 725 7E
DHERBZFRIHELIICRZ S,

% DFEHF|H DRESS ICERT 2 EMEINTWLD, UTOEFINEENS:
— 7871y /—JL (allopurinol)

— AT EE Y (carbamazepine)

— X7 (dapsone)

— & LY F> (lamotrigine)

— X¥¥LF > (mexiletine)

- /%4 2U> (minocycline)

— *EZE> (nevirapine)

— F U ZXANLNELE Y (oxcarbazepine)
— 7z //NLEZR—JL (phenobarbital)
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— 7 zx= kA (phenytoin)
— ZANLT77HZ Y (sulfasalazine)
— T 77LEJL (telepravir)

— NraxA > (vancomycin)

b DFEHITD DRESS OXEIRE 13, (FLAEHWL (U X M), UToEEA/EEN
5
TEXFIVY -0 577 B (amoxicillin/clavulanic acid). 7 2 U ZF U > (Amitriptyline) .
7 LR Z & F > (atorvastatin). 7 A EY > (aspirin). 717k UL (captopril). £ 7 7 K0
* )L (cefadroxil), L 2% 7 (celecoxib). 7 A Z L 7L (chlorambuci). 7RI 77
2> (clomipramine). 37 4 > U > (codeine phosphate). 2 FUEFH Y =Lt 7 4
¥ L. (cotrimoxazole/cefixime). > 77+ ~4A K (cyanamide). T7 7 X< 7
(efalizumab), TV X 72—/ (esomeprazole). /N4 FAF¥> 7 oRnFx>
(hydroxychloroquine). 1 77’07 = > (ibuprofen). 4 ~F =7 (imatinib), 7 > H >
(olanzapine). 7 = =)L 7 %/~ (phenylbutazone). ¥ =—%*H L UF 7 2> (quinine and
thiamine). ¥ 7/ X)L 7 7 EU ¥~ (salazosulfapyridine). 1 A %> X7 LT FU T L XS
JL2 > (sodium meglumine ioxitalamate). /X)L 7 OBF FU YL/ T h X722 K (sodium
valproate/ethosuximide). X&'0./ 72 k> (spironolactone). XA bL 7 h~<A v
(streptomycin), 7 #/LEEX kO >F 7 L (strontium ranelate). X)L7 7 X x4/ —IL
(sulfamethoxazole). ~ U~/ K (tribenoside). 3 LU/ =H I K (zonisamide)

DRESS (X FERICFBAINTWLS & ICERKRIERZ R E L TEZMc N5, DRESS D2ldD
[RROHBEE (T—LFREZVYZ—F)] FRVHA, SEIEFRIL-TI2L->T 178

HIEMNS &K 2SR % 5 EYRIGHEEEE (Drug reaction with eosinophilia and systemic

symptoms syndrome) (SMQ) ] D7=H DFHERIRTER I NS DMEENREZINTL 5,

ROLUTEAEICEAT 2513, ASMQ AU P FAXEICEIFNTWDS  KBREE(\ DY

= 7 b (Phenotype Standardization Project (PSP)) ;RegiSCAR;HADI&5T 7 /L — 7 (the

Japanese consensus group)

BEIEUTZEE:

- MBEL->TUVWBREREREEZFRIEL, WEREEITD

— EEERBLUONERZAEET 27-0IC25HRT 0 A FEAEHTEE

DRESS [FZETERK 10% T, FHRR EEFH P LN UEROEIFTCHRTFHICEVWTEER

TH D,

DRESS O#RIZHTICIZUTAEENS (UTOLDICRE L AW) -

— fEAHERE (connective tissues diseases)

—  ERMFEIKIEILE (idiopathic hypereosinophilia)

—  IFERBRIENNGE(®EAEE (hypereosinophilic syndrome)
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— MEHREIFERMEY »/YETE (angioimmunoblastic lymphadenopathy)

- RTA—TVR-TYary U iEEE (Stevens-Johnson syndrome)

— hEMREEILEMARA (toxic epidermal necrolysis)

- B2MWNARMEFRZMEBELE (acute generalized exanthematous pustulosis)

— JIliBfE (Kawasaki disease)

— 1M (serum sickness)

— U/ (lymphoma )

— 1B >~ /& (pseudolymphoma)

— T4 DEM T AL ZAEE (various acute viral infections) (B Z (X, T2 & A > - /N—77
A JLZ (Epstein-Barr), ~/L X (hepatitis). 1>~ 7/ T>H (influenza). %14 kX H
07~ A JLX (cytomegalovirus), LUk b HEARET AL X (humanimmunodeficiency
virus))

DRESS D fEFEIREAE

(=

- UTHRESINDER :

o EWAERIED 3y AURNITERAFHIR, LV
o KEBIVO/ELIFIERNMEBRICHRIER. BLO
o RODLGELEHLZONEOHOLND

FE Fever

PFEREKIEN (B LU/ EFFREY > /83R)

U > /REfE

BRAY

- UTOREFIZERNT S ¢
o EA RICHEO—FHABERERSE LICHLDOTIERL

¥ : DRESS ¢ BIET 2 EHOBZCEIRNEWIC 1 # BUARICKE L hh > 7255
DEFZTET DAL H D BIZIE. U /EEC 6 5y AEOFKEHEL K
EDFHE),

o LEREOEEIIEFNZLDE—ZHLAL

o [EWMFHRUETBURE] L LTHEINTLBMMOATREENS W2 Z 5T %
BRI OIE, X IFEARESICEHINTLIRESNIER, I oid, BE
CEMNH D BEOEAZAET LD, BRARENEETCE AL 7o, BHLLEE
ML > 7o O IS DERIRER IR E S N TA L,

2272 Ag/BRHNEE
2
DRESS fEf##f % Bnd B (EEAZBL L TEENDARB. hT7 3TV —A)
— DRESS OEAIC—HBICERoNIEEERS L UOL2885 NEzREOESGICEEY
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2. MERBICHEYT 2AEZE0, (BBABLLTEL, Ah73Y—B)

— DRESS OEFIIC—MRICRoN 2 HEMEORBS ICBEET 2 th0EEAE (LEHAE
ELTED. A7TY—B)

— TUANREFEEICEEYT 2ARE (KEAZEELTED., AT TY—B)

~ 25VOBEIEICBEEYT 2HE (REAZLLTEL., h73Y—B)

- HERICEEIAE LHABELLTCED., 73TV -0)

— U vREREICBIEY 2B (LEAZEELTED. AT 3TY-D)

— DRESS OEFIC—MANICEON 2 MEFHNESE (LEAZEELTED, hT73IV—E)

- SEXRMRAE
— EEREER D WREAE
— [l DWRICEEES 2

2.27.3 FHOaYXL
AT TV —ZRDEDICED 5:
AT T —A FIERRAE
A7 3V —B BMEEICEELHAE. RESHER. VM LIEEEL, 25 %56850ER
zad
A7) —C FHHICEEYT 5HE
Hh7IV—D U /RENICEEET 5
#1173V —E DRESS OEAIC—RMICE 5N 2 MGEIERERS

UT#%#8ET 2561k, BICRETT27-OICEHAET AEMNEERT S :
h73YU—ADBE (BAzE) OR
AT TY-—BHLoDDELEL—DDAESLVOATITY—CDED=20R_2H5DH

F#9 5L Aor(Band CandD)or (B and C and E)or (B and D and E)

2274 REOEMELBRFHROFAICET 5ER

[ ERIKIE IS L e BEREH S EYRICEEE (DRESS fE®EE) (Drug reaction with
eosinophilia and systemic symptoms syndrome) (SMQ)] (Z7 /LT XL %#F-7- SMQ TH
V., ZOT7NTY XL, BLOHZEFOHENE L VBBILT 2780, WALWALRATIY —
DEDLBREAREBAEGDE TS, TATYXLEZBEHT S L TIDO SMQ OLIERE
DHRBIIEBRERALDDICHD, I SMQ 1. BEAZEZHNGIRET OO ICEEEFDOREKES S
CEEANELTEY. TR RRINTEGOFHMMETRaT ) v EE BRI DT
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23, A—Y—IFBEWNROEHICR I T %EF1T 5722 DRESS @ RegiSCAR 0 FFME#E D Fl)
AzZERINETHD; LHrL, MREODERBELOEONIERIE. —BHICERRALHY .
INTZENSOFFMEELABTRIT 20H1EL LWhH LA, TN TEET ZEL % HERAICK
ALTLESAIBEELDH B,

mWLWT — % TDRESS # 1R ¥ 254, [EEKERIEA (Severe cutaneous adverse reactions)

(SMQ)J. MFEEEIEMS L V2 BERZ 5 BEYRIGAEEE (Drug reaction with eosinophilia
and systemic symptoms syndrome) (SM Q). PT [ZE¥:88UE (Drug hypersensitivity) | 5 & O
PT @BE (Hypersensitivity) | 2B ICFIBT 2 2 & 2819 %

2.27.5 [HFEEEKIEMNE &K UL BIER%E # 5 EYMRISIEIZE (DRESS fEf%E#) (Drug reaction
with eosinophilia and systemic symptoms syndrome) (SMQ)| #&Z&#Y X b

Cacoub P, Musette P, Descamps V. The DRESS syndrome: a literature review. Am J Med
2011;124:588-97.
Tas S, Simonart T. Management of drug rash with eosinophilia and systemic symptoms
(DRESS syndrome): an update. Dermatology 2003;206:353-6.
Bocquet H, Bagot M, Roujeau JC. Drug-induced pseudolymphoma and drug hypersensitivity
syndrome (Drug Rash with Eosinophilia and Systemic Symptoms: DRESS). Semin Cutan Med
Surg1996;15(4):250-7.
Pirmohamed M, Friedman PS, Molokhia M, et al. Phenotype standardization for immune-
mediated drug-induced skin injury. Clin Pharmacol Ther 2011;89(6):896-901.
Chaiken BH, Goldberg BI, Segal JP. Dilantin sensitivity. Report of a case of hepatitis with
jaundice, pyrexia, and exfoliative dermatitis. N Engl J Med 1950;242(23):897-8.
Saltzstein SL, Ackerman LV. Lymphadenopathy induced by anticonvulsant drugs and
mimicking clinically pathologically malignant lymphomas. Cancer 1959;12(1):164-82.
Kardaun SH, Sidoroff A, Valeyrie-Allanore L, et al. Variability in the clinical pattern of
cutaneous side-effects of drugs with systemic syndromes: does a DRESS syndrome really
exist. Br J Dermatol 2007;156:609-11.
Walsh SA, Creamer D. Drug reaction with eosinophilia and systemic symptoms (DRESS): a
clinical update and review of current thinking. Clin Experimen Dermatol 2011;36(1):6-11
Sullivan JR, Shear NH. The drug hypersensitivity syndrome: what is the pathogenesis? Arch
dermatol 2001;137(3):357-64.
Shiohara T, Inaoka M, Kano Y. Drug-induced hypersensitivity syndrome (DIHS): A reaction
induced by a complex interplay among herpesviruses and antiviral and antidrug immune
responses. Allergol Int 2006;55:1-8.
Phillips EJ, Chung WH, Mockenhaupt M, et al. Drug hypersensitivity: pharmacogenetics and
clinical syndromes. J All Clin Immunol 2011;127(Suppl 3):S60-6.
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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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2.28 TEEEREE (Dyslipidaemia) (SMQ) |
(2005 £ 11 AEXXY Y —2R)

2.281 E&
mm:ﬁw (QALZATA=LELT/ HBEWE NI TVEYR) BEIFETEI L IFEAL
BEBEICLE, EERIND,
Eﬁ%%ﬁitm:%%ﬁﬁ@%%\%5vuﬁ%ﬁ@étt%ﬁﬁ%%o
AODFEED D B,
- H3LXFOa—JLIMAE
- &hUTUEY FME
- #EELEEME
- ZXRMESEMIE
— {EASIMSE
AL ZTFA—LERY REARIE, TDOHEICK > TLDL, VLDL, 3L UHDL IZKBlEn, &
MFARICFETDZALATH—ILDOEDH S WIIEIRT DNFOH. /-2 0mMANER S
ZENH B,
HDL % E, MHAREE Il X70—)L) EBEOEMIL. 77 A — LAUSREE
DEBIVRIRFD—DTH 5,
SALRTFA—LME &Y 7YY FIEBRKIE, BERHICES T 2HEBOERE (F) !
fEze) CEAELAWVRY., HBEOEREZRI AL,
77 0— LMEIRBEALAE DERRAEIR D WL < DA ld, EREEMICHEB LB ELHEU L
T2 LT-BICHKIRT 5,
BENOBWERE LTHREL-2MS L XTFA—LIEIFF SN TULAL,
BHES MV ZUEY FIEIR, $Z 5 <CEBEHERPTLI—ILOBEER (BREFED LS
7)) ODIWMNTH 2, H2WEHERE B3 PA—LREDBS) PREALEELTWVWS D
EDBH D,

>

2.28.2 AR /BRHAEHEE

@%‘

- fg& (lipid) |, [aL X7 0—/L (cholesterol) |. [ b U Z UV K (triglyceride) J. [V
ﬁEE(mmeMJ@mﬁ%hO%m

— MmFOEE, VAREH, ALRTH—L, MU URY FEBRZEICEET 2EFZHE

— FBBIE3MED SOC ([R#F L UREREE], [FARE]. [HXME. kS L EEE
D) IcHk

- BERHHOBRGHNRBEERYT 9 BOMAE BRI/I-IUELAAREOHZEREY K
EORBEEL RIEAZIRET 57-5)

- ZFL LT [BERHES] (CBBT 2 ICD-9 5L EA
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— 1824 y AL Ea2—I2HWL T, CIOMS-WG DFIFEF —Lld, TX MERICEDEFEEIC
B3 2BRAKRRERBRAZTCIOSMQICEETS0E - MFAaLXTa—)L, IR YT
VeV FEEBIMETHD I L 2HR LT, tOREREDKRE CTIIXNROER IR
SN h o7,

EEEREICEETAAEE (B : PT [Od—2 %% (Gaucher's disease) |)
— ASMQOERHEICEFERRLAWVES AR THE T, OL X7 A— 3 X (cholestrosis) .
feihzEte (Fatembolism). LU [URA F (lipoid) | &L 2MHE

2.28.3 RRDEMEIRBEROFAICET 5:ER

[fEEREEE (Dyslipidaemia) (SMQ) | IIFRFED A %D SMQ TH D, it > T, HKiFR
RELBRREIFFAUBRIEOND, FMlE 1521 28R 5 &,

2.28.4 [BEEREEAE (Dyslipidaemia) (SMQ)| ®&E&EHRY X b
Harrison's Principles of Internal Medicine, 16th Edition
Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med 340:115-126,1999.
Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult Treatment
Panel Il — Third Report of the National Cholesterol Education Program (NCEP) NIH - U.S.

DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH Publication No.02-5215,
September 2002
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2.29 [E#¥H UM (Embolic and thrombotic events) (SMQ) |
(2007 EE3 AEERY U—2R)

2291 E&H
MISEIZHOEEOHBEERICE > TEL S, T4/l k a—ld, MBFEOREICEITE2ER
FEIMERE, MEMRD. BLUCMAEBEOEETH S &k 7z,

ML, MEOMRZRATHICEHAELAZY FBLZY L TP RIRZE VW TERZELZT
LOommEEERT 52 L TREDIToNIEETH 5,

EREIF, MRICK > THBESNZMREZIZEYICLY ZOEBAOMENRIRER SN D
HRETH D,

(mietf) EARzsld, Mg (M) ICEIET 28 RONE (BIRE) THD,

229.2 AT FRAEE
ag:
—  HLGT [#®¥EH £ U #efE (Embolism and thrombosis) ] 12V > 7 3 2 Z#fiE$H & Ul
TENE
- BESLUNMZEFEEOER
- FEEEDOAGE
— EREBLCMEEICEET 5 FHORARE
—- EREBLICMNEEICEET 21REDRHRE
— EREPS L OMEEICEEEY % MieFRIRA D FE
— EREBLCMEECBET 28RE & CEIROAE%Z ~T AHE
— EREBPLOMEEICEEYT 2BERECEREZRT AE
- ERNEDOME
— EREPL LOMEEICEET 2 -84 (RIME) 0FERERTHEA
— THRE (diplegia). ¥ B #%E (hemiparesis). F B (hemiplegia). —@1t H ME
(hemiplegia transit) . ER2#E (monoparesis). E#fE (monoplegia). 2 ffE
(paresis) . & X3 (paraparesis) . ¥ it (paraplegia) . PO <23 (quadriparesis) .
B LU ME (quadriplegia) 2 <9 AEAZ ST 5 (EREDS L CIMILE & OREFED
A Y BR W EEFE (palsy) . N2k (paresis) . i (plegia) & N2 FfE (paralysis)
9 BEIEBRAT S)

— RBGE RIS B BERED £ VMRS RS I
) 22 BFORE (B MR £ 72 (385 BT 5 Bt BN £ - A B D%

B0 RER)
- HERERIAVEBRREEORE (Thbb, BEMEDORWRERE
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- AR AV BELUEROEREDRRE

- FFREMNTOEREORFE

— ERES LOMNERE L OBENE Y SR VESNE, FeME, MES L UVTERE%L R
IHE (M. F5RE. R, B8R E, BERERE. BERE. T2ME. T
EXFRE, WRE, ORTEE. B&LU0nkmEZ R~y BEEZ887 5)

2.29.3 BEEHEE

Eeb Lomie
(20000081)
RO ER S L O e MEX A THREH D WL BIRDER S LU MR
(20000082) EEROERS JUME (20000084)
(20000083)

2-7 [E#$ELUMmi2 (Embolic and thrombotic events) (SMQ) | DREEEE

[#Ei$H LM (Embolic and thrombotic events) (SMQ) | (L~JL1) (kD 3EED
L2087 SMQ IZhlFens,
[BiRDZFER S L M (Embolic and thrombotic events, arterial) (SMQ) | (BEitigZ= o PT T

=959
[k D ZE S L Mt (Embolic and thrombotic events, venous) (SMQ) | (JEigiig= o PT
THERR)

[ME XA 7R EH 25 WILERE OER S L UME (Embolic and thrombotic events, vessel
type unspecified and mixed arterial and venous) (SM Q)] (AIBERZRD PT THAL)
EMESLUMEEICEET 29 X TOREEZRRT 2720, 20 SMQ Y7 SMQ % #H4
EHhERZENRETHEEEI NS,

[P AR RIMEFEZE (Central nervous system vascular disorders) (SM Q)] [ZFE g ; [BNME
fE= (Cerebrovasculardisorders) (SMQ)]]. Im&% (Vasculits) (SMQ)| & U [1Mte
tHEE#IR 2 (Thrombophlebitis) (SMQ)| ICDOWTH FLEEBICANDIRNZTH B,

2294 BREROEHEERRB/BROFHICET 5ER

[ $H L U'm& (Embolic and thrombotic events) (SMQ) | IEBEE#EE%ZH D> SMQ TH Y .
WIBREDO A %D, L1zh > T, PR e LIEERIEE CER L A5, 5L 1.5.21 251
5T &,
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2.29.5 [#E#$HLUMIE (Embolic and thrombotic events) (SMQ)] ®&EZ&HY X b

Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A. 1st Edition
© 2000 Oxford University Press
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2.30 ThFE&EEBR{ERH 9 (Eosinophilic pneumonia) (SMQ) |
(2009 EF3 HAEER Y U—2R)

2301 E&

FERERMERT A DI, FRRERR £ 72 13ME. H 2 W EZ OMA ICHBREKOERIRD >N D T

ETHD, REMPTFBREBINELZ <D LN,

BRI TFLO&EY TH 5D,

— BEE FICHEN)

—  ERIFHRMERMEL (B HER. 7z b LMY T AT 7Y

- BREA B ahAY)

- 25%KRE B Fr—7 - R +T U RERE)

— TLAF—MK[EIMT AR FILRER E

FWELELITREREOBY TH S,

—  RMMoOFEIRIEIGE (>450/uL). [EXZMMEEER (DBID>5%). F 7= IEM4ER

- BEXREGRLEORE (PIE X7-I3MFBIKNSEERELMINI L H D)

18 M 4T BR K B 2%

- FRETH, VLLX-—ZREEDND,

— R B AERD T BIERE T, EFID 50%ICH W TIHEDRERFH B L IEFEE
NRHLND,

- FEAEDHE, mMANERERERE (i ZED“‘photographic negative” L FRE 112 ) HY%F
B LTROOND,

BT ERBR M P 2%

— BRERTBEEDN, BFETERWTEORAICHT 22 HEHBERICEEZ ONS,

— W TREZ, B2k HARE. BT, BLOREREH O BERERE

L7 L ILAEREE

— HRHBERKIIEOHLBETH 20058 T. —BHEOBENEMER B L R M7 EER

BINEZ#S .
— BERIEFEEERIE, FICERBETHD EEZONDID . WRENFETCELR W &N
%W,

2.30.2 AT FRAEE
ag
—  WFERIRMERTERRICEEEY 2R ENLAE AR RICEET B,
— BRAMRERED S b, FENBFRIREEE TIZR WA, MAZRT EEX LN BHHEEIC
B3 2RAZBZLERERICAET S
B oM ICHiROBRKERE T ABZLERRICEET D
KM BEIRICESET 2HED S b, [E%E (abnormal) | Z&THE (B : PT 473K
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#E%E (Eosinophil count abnormal) ])

— BEME. BMEE. YLaA P2 REBLVHMICET 2T XTOARE
— BPMREEH# AL SR A ORI AEIES L OERICEET 2 A8

— LN O OB KRS ICET 2R

— RAYMIFEEEKICEIET 2AEN S B, [IEH (normal) | A& TR
— RIEMAFEEIKICEEET 2HEBD O b, BB HFHARWAE

- FERICEAT 2B

~- EEMEEZRTHAE

— OEELIIBUYREERTHE

T2 BBOEBERMNAAE. PT (1% (Pneumonia) | & O PT (£ (Myalgia) | % [R5
BRICEET 2, 7TV XLEZFALTICLRRREERT 25515, IO OAEILFEE
IZ%LKD [/JAR] RESED-0, BATI2RENHDLEEZ BN,

2.30.3 FZIOaYXL
[FELER MR 2¢ (Eosinophilic pneumonia) (SM Q)] IETFRICK VRSN,
IR A Z RTHEN PT 280 E®E (h73 VU —A)
PSR R ICINRRARB TN L 7L ER, LEREAZBIE TR0 2 EohT3Y —
ICHfEIN D,
— A7 3V —B: FEEIEINERE
— HATTY-C:AZRTEEIAONIABBSLVCZD0FFERE (PT [hx
(Pneumonia) | & PT 575 (Myalgia) |
BRBEDHER, FHAD/-O ITEIRTNEERNZ, HTTY—A RS o PT 2—2LUEETER.
FRABIRRAZEOAT IV B BLUOC O PTEHD PT Z2&—DULEEUES. 3hHH A
7-ld BHLUVC) DEFIEEZOND,
2.30.4 RFEOEMELRFHROFAICET 5ER
[4FERERI4E 2 (Eosinophilic pneumonia) (SM Q) | I3%EisiiesR & Mg ZR ISR T, 74T
RXL%EFED SMQ TH D, ZOT7INTY XLIZLBRRABEOEL ODXSOEAEHE THRHRE
THEFEARET DI LEOBEZALIE S, TOTLITYXLIFUTICRT &5 RgRED 7
AtXELTHIAT S ENTE S,
B, WHRET 5 SMQ ORI/ [RIBRRTERA T 2ERZIRRT S (1 521 50R)
RBEEOMBEL T, V7 FT7IT7 AL MBI NIEGZFENS 27012703 Y LIS
L 2EAEDEERT 2, BRRERVDPLRWEFOBZEIETNLITY X LETZ 2 TIIET
BATZZEHTED, [FEEEMEM% (Eosinophilic pneumonia) (SMQ) | o731 X A
i, A7 TY—Aor (h7TY—Band h73TY—C) TH%, 7ILTY XL TRRSNISE
BHEFVRFELTHATHZENTE S,
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2.30.5 [#F7E&¥KkM4AHZ% (Eosinophilic pneumonia) (SMQ)| ®&E&RY X b
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=Eosinophilictpneu

monia+&rootTerm=eosinophilictpneumonias&searchtype=1&root|D=12837&gobacklink=1&d
rug=1
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http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneumonia+&rootTerm=eosinophilic+pneumonias&searchtype=1&rootID=12837&gobacklink=1&drug=1
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2.31 8§44} BEE 1% B¥ (Extrapyramidal syndrome) (SMQ) |
(2007 EF3 AERY U—2R)

2311 E&

EHHFRMEOBHESIE. LRRAELERAAIVEHREEH L VIEPRE R SIVZR

FENEORFEZEE T 2EE, 1) AMEHE, —EHORKEEE L0774 IV ICE

BELTRETHZENDH D,

EH  HANREHRORE L/ IIEERSICL > TRIINIEEEDEETTH D,

— EBEFITERHBRETESE. £7-13. BFEEESTOEREZET 21 H 5,

BEBRUYENR—F VY ZRL VRN ZT  THID T BIUVERECAFXTT, B0

2. BB T AR IE. 2O SMQICEEFNZETH D,

H# 7 SMQ DFE -

— THIPT I ELEEDORIOBENRIE, BHLEZTDOLAIDMENEIE, £/lE. 20
Mo

- PRFRTVT (BEMIRAFXITEET)  OFBE@EMEE. . BLUREICL AL
NAZTHEEMOERRT 7~ — > ARES), B, BH. PLOEHOT7 T F—EHKRES
LERELBZEDDH B,

— PR FZT7 I HAOKEEEEZIIRBNGNGETH Y BB ELIIRBOEETEL-0T
LT, FRIYU -, BE HORE, R\ BE-WESX =27 Ao IS, U
BIOMEBRDODI R N TEBEED,

— R Y UREKRER BREEA—F >V VR ENENR—TH Y B D LR, EfE
BLOEHREGRO ZHUE, T DO/ N—F > VRESHIC I, BHEE (BIEREE).
R OTUE, LTSN, Bl ET Y BT, NFIE. BEAE. BLUOLRBREHETHH 5,

/

2312 g/ BRHNEE
ag
- BRBIESSMEREEONA—F VY URBLONN—F Y ZXLICEBT 2 HE
- N=FrYURIEELAWVRE. BRESI =T () §58), EAHEEOEHEE
(B : BREUES ZFX2VT), BLUOTHY P TR EDZDHDOTLRED AN IKFEE
- LFEICEAEY 2FERICET 2 HE
- BEETIRE
BRot
—  ETHER R
- REEEEH
- REREBETMIE
- XFY R -VatTRE CBR/NNEMSE 3 )
—  RIRehE SR RE R A
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- bov—Lv bEE
_ SESEAREROIRY CRASMEIRS. SRR, BIHIES)
- FEROA—FT Y UEERICR S B

2.31.3 BEEHE

SR R RS
(20000095)
ThHIIT CRERTIT .S Nty N—F 2y U EE
(20000096) (20000097) (20000098) R
(20000099)

2-8 [#f{F/IRIEIREE (Extrapyramidal syndrome) (SMQ)| DREEE:E

2.31.4 REOEMELBRFHROFAICET 5ER

(SN ERAEIRRE (Extrapyramidal syndrome) (SM Q)| (33kiis & ORI R D BEE % 5O R
BEED SMQ Th %, BBHEEAFF D Z LML, 2D SMQ ORI IEHkE S £ VL EREAE
TR I NBEEBEZ -4 0 SMQ OFAICELIL TW3 (1521 58), LMUEED SMQ ®
FAIFTUREED SMQ DHEEHEET 5 L TERTE %,

2.31.5 [$#{&NIREE(RBEE (Extrapyramidal syndrome) (SMQ)] ®&E&H Y X b

Stedman’s Medical Dictionary, 27th edition, 2000

Harrison’s Principles of Internal Medicine, 14th edition, 1998, p 2356 — 63

CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30

Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical psychiatry, 8th
edition, 1998, pp 955-963

The case of the frozen addicts by J W Langston and Jon Palfreman — Publisher New York:
Pantheon Books © 1995 ISBN: 0679424652 OCLC: 31608154
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232 TOENRH GES . EABIVIERAAHERAL)
(Extravasation events (injections, infusions and implants)) (SMQ) |

(2007 £9 AEEXVY Y —R)

2321 E&

BIRAKR S ICINEEYOMENRE L. BATEHIETH 5,

—- BHREERZMHED 2N H B,

— WLOh0HGE (B HEEOFEEED) 3. BABEXEZEO LY EELRBRERELMFD
ZENH D,

ROEDBHFEICEIY D 5,

~  ErREEEES

—  ESEDEAL O B AREAZE

MENREIZEERICIE. MRBLCZOMDEROMEH 2 WIEED O O FEIHERB~ DR

HHWERBE L TERSND,

- A SMQ oERTIE. TIMENRE] &, BHTUNY — CEF. BHEAEL) H2LIEEH
BICBRT 2 A HHEICBIRT %,

- MEAREOBREFEDAREEEZED,

- KR, iIHB L UER‘HEENICRRINS,

2322 AT/ BRAEE
(A
— EYTUNY—LHREICET S [MENRH] 245 A:E
— PT &% (Extravasation) |
o PT @] & AL 2EYT N —#iELEERTHS (SOC [—f - 25E
EB L OREEBHIOIREE (General disorders and administration site conditions) | |2

H5)o
o HEPETOTAMERICEDOWVWT, MRFFIOKERRZITVL., BENZHERES
n7=,

— RS EAL EBEAR AT T, MEHRB LUOHREEZHN O AR CEEA. FE. RH.
fERR. R, B|IEB L OBENEAEDINTWSAHE
o HFMEAHAEDLEEMHESIMEALDOABEA. & SMQ OHFICHT 2HLMHEICEOINT,
BIEINhTEEINT,
o ASMQDIFED AV FFVRIZOWT, BETFERES] ##5 PT 1d. A SMQ OE
RICEHT 25513 EIE D Z ENHEKS,
o BREMRDERBS LMD I-HDREE (LITDESRB)
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— PT [Mm&&H (Extravasation blood) | # & O PT R/ (Extravasation of urine) |
— PT [&E#&I&t (Contrast media reaction) |
— JEHERL (Injection site) | B XU Z M [EIXIG] INHIFFERFERATH D70

F RS ORRE ST, OENREDOERTHS GBE. A SMQ IS aéﬂ’(h\%) )N
MENRELRCEDRIY 55, INOOREIZ. I—T 4 Y7 HERICL>TE BEDT
—ZR=—RATITONTVWBE LY ZHOEFZRET DN H D, 2D EiE, A SMQ %7
BT 5BRICERELTHEIRETH D,

F RG] BEE. ERXY Y —ZRUFIOT R MCEWTHEFOEFZRE L7 L TH,
BEICIE, AN SMQ DOFHEICED S Z LIFEETIFALWEEI LN TWLWS, MedDRA 1 —H

—ld, BE2OT—RICEDOWT, MENRHICET 2FEHZ -T2 & 210 [HE5Eu] A

EAMEON, UFAEIVELRLDELTEEINTVWEINEINEERT HNETH D,

F Y=L LLT [hT—TILEPHE (Catheter related complication) | #'F ;Efi?ﬁéﬂtﬂﬁﬂ
ERNRICEDDIEEEEITNETHD, COREIIREZOSMQICEENS PTICIZY >~
7L TWRWA, BET BEH &R YBLAEELND D,

2.32.3 REOEMELRFHROFAICET 5ER
[mENFH CESF. FAL LOERAALIAL) (Extravasation events (injections, infusions and
implants)) (SM Q) JIZ¥EEigHR & INRIEROBRBE MR T\ 5,4 fld 1.56.21 2B 22 &,

2324 [MEARE GES. EAH I CIEAALEL) (Extravasation events (injections,
infusions and implants)) (SMQ)] ®O&&E&RY X b

Brown, S. Complications with the Use of Venous Access Devices. U.S. Pharmacist.
http://www.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2FF9.cfm&pub_id=8
&article_id=131

Stedman’s Medical Dictionary, 27th Edition, 2000

Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin Oncol Nurs
1992;8,2(May):133-147
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2.33 T&FEREREE (Fertility disorders) (SMQ) |
(20119 AEEXY U —2R)

2331 E&

MHREFEROFEY 7 (SMQ) ] DOBIFEFIC CIOMS SMQWG (£ THTEREREE ] £~
IL1DOSMQICERBIEINETHDLLRIE LT,
AHEE -
- —FEBELAVTERSZFBIIRL AL (BRRICH DB T)
— HJEAIRERFR D KRIFD 15% A EEL TS
- ZLLoxHEoHEIESMLERLERO—2
TIEEICIEBHELZEOMEDCERIBEEL TH Y., MEOEEFZNENN 5% TH D
- BUHLLZEOEROEAEHLEICLEZAEEDNEEIL 20%TH 5
— &Y 10%DEHAIZFTBTH S
—EDOFIFTITEEN L TIEREORBRIIET THS ; BEINDHEAIL :
- BFEINEHEER OKEERES
- BFOEIEL
— ARBMIORE
Fk, RAZEL 7 IREECTFORMDRNEEDORERTH % EHIBATH0H Lk
FEDEFTERDPTNTEDY X7 ICEET 5 -
- REZRB LV BENER
— A3 RYU T 7 FELIIMBOEYICEES 2 EMHEIER
- BEDEES
— TEUARBEICL ZMRAAEERD F 7 1£3EmM
- =
TIEAE D FIRICERET 5 FEH) (£ -
- WEEEE (Y7AKRRT7 IR JATLTVILE)
- HESFSLORTOA RFEIOHE
- BEORLEYE
— BRRRYTU Xk
- ZOM

2332 @8/ BRIEE
a8 !
—  EERERREEE KR T IR ICRE T 2 A
— ATEEEICEIET HLEICEIT 5 M
- ATERERIEICREET 2B (B%) BT 2ME
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- HIEREICEEFEZSARVWERET2ICETAE (Ve F—IcBaT 2AE
BOMROFEICET2MAEL T B EBENDY £ 5 LR VEEICET

BTN EOER EAOT - R ERRT 51— — L BET 21T LA ETRTDMedDRA

EIEZDOD HLGT. §/4bHH HLGT MEEZES L ER—MEZE (Sexual dysfunctions,

disturbances and gender identity disorders) | 3 & O HLGT [1#8E S L VA TEREFEE (Sexual
function and fertility disorders) | ICYNEH SN TW5 Z &L ICBEINIZL,

JMO F : [£FEREREZE (Fertility disorders) (SMQ) | &, BigiRR & LIBRROHEEHR T W
%, FMlE1.5.21 2SR5 &,

2.33.3 [4J5EHEREE (Fertility disorders) (SMQ)| o&E&HY X b
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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2.34 THIEBEOFFERMBES I UHRERE
(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) |

(2007 £9 AEEXVY Y —R)

2341 EH
RASMQ O T—biz, —EDHLEDHFENEELERE, BET LI L THD,
—  LIXLILERICER T 2 FAZER (F] 1 Boo, B, JBEARR, BREERMERSE. TH.
B ZROICEBREINE
- BENIPLEBICELHEHLLE~BRAINS
ASMQ Tlx, [FEREM] 4 2EIE. ZHOKREOTENESD 2HIREOREEZRKRT S

2342 AR/ BRHNEE
ag:
— HEBEDOBH 5 2 ICEEY 2 IS ERIMEASIRAE
— HILBOBH 5 BB ICEET 2 IFENAELE#IR
— BILBDOH oW HENICEEEYT 2 IERENERE IS O-YE
- MEULAICEETIEE
— SOC [EEigE] o DMAE
— SOC #ARlH L UARMLE| »>DME

— [OFEREERE D SEEEREH D WEKERE
— IS, KK EBRINERDIECHARENED 2 W IFEEEEEEORE U TDES
ire))

- RRUBBXA

FISICHEMABBEICEOVWTRERET A7-0I1CIF. ROSMQAERT 22 LHTED, AL
fi£% (Acute pancreatitis) (SM Q) J. [E/LE DT, &E. HIH % L (£EIZE (Gastrointestinal
perforation, ulceration, haemorrhage or obstruction) (SMQ)]. B L U [BERMEKE 2%

(Pseudomembranous colitis) (SMQ) ]

B T ELA (Laxative abuse) DL 1. IRTE TlE DHLE D IEFEHLAEREZE (Gastrointestinal
nonspecific dysfunction) (SM Q)| »—ZTld/ Ly, 2 —H—2' [$ETERILA] NEFIDIFTE
ICHARSIE, LLT B TEELA (Laxativeabuse) | % 1 —H—DERAICIA 5 Z & Hk
2o
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2.34.3 BEEHE

HILEDIRRGENRIES & VRS

(20000137)
HILE DIEFEMAIE HILE D IEFFEAEEEREE HILBE OIEFRMERS L LB
(20000138) (20000139) (20000140)

29 [HILEDIESFEMRIES & VEEEREE (Gastrointestinal nonspecific
inflammation and dysfunctional conditions) (SMQ)| DOREE#EE

2.34.4 RFEOEMELBRFHROFAICET 5ER

[BLEDOEFENARES L UHEEEREE (Gastrointestinal nonspecific inflammation and
dysfunctional conditions) (S M Q) |13 $ki5i & & VAR DAEAFOEE#ED SMQ TH %,
BEEEEEIFDZ LML, 20 SMQ DRI IFMES L VAR RAZE CER S NEBEES
Frf7e L SMQ OFAICHEBL TW 5 (1.5.2.1 58), Lubg/E D SMQ OF A IE TARE D SMQ
DHEAEETHIETEETE D,

2.34.5 [HILBEDOISEARIESD & UEEEREE (Gastrointestinal nonspecific inflammation
and dysfunctional conditions) (SMQ)] ®&EZ&KY X b+
Harrison's Principles of Internal Medicine, 16th Edition
Medline database
The Merck Manual

Dorland’s illustrated medical dictionary
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235 [MHILEOZRA. &E. HMH LU IEHAE
(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) |

(2007 £9 AEEXXVU Y —R)

2351 T

HILEZET

—- FHH/EZEBLTILEZ I DTAHDLVIIRE. YHEZTEBEL THE/TL

—- BEBEZFIL-BBEDINTDOETOEIL
o HWEBInTLARL (FAKE) -BEEICEEEML LS,
o WEINTWD (WEMH) —K@H2WVIEMOERICE > THESNTLS,

— REAMEHZ WLV EAUBEXICK > TRHEDOIFoN 5,
o BW., EEEE, BEPLMMLIRELTEEINS,

— WEINTLWAWVWETLIE, BEENOWEEA ZXICKLVERTES (BEDOIMERE X 5
BH),

- BEHLIWIEBERAEICB T 2BFAOXMED D W IZEDR

—  REMEIEBORRICL YR I NS,

SHALE H M

- HM-MEH2WITEBOWI AL L OMmEDRH

— SHLBHmM - EEEoWTnhoIus H okt
HILERZE

— BAE-EWELIIFEZ21TH. HHVIEEF > TV 2R, KR8
- JHLERZE-HLERARYORBRESE

2.35.2 AR BRAEHEE

ag:

— BMBEOWITNMADOELLICH T EEFICEET 2 A8

— SHEBOWINADOELIICE T2 ERICET 2HE

— BUBEOWITNAORMICE T IEESLOHEEICERT 2HAE  BBICL2EBhbN
5 MR

— BEBEOLWITNHAOREALLICEH T B HEMMICET 2HE

- B, BB, HMICERT 2ER. Filis L UORHNERRIRED /-0 DAE

BRot

- EMEEZEUHLMENEYICET 2HE

- HKEEEICEEY AR

— OFEWEEEEICEGRT 2B (—Y -4, [OEEIEREE (Oropharyngeal disorders)
(SMQ)| A#EBITRETH D)
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- ERUEEICEET 2MHE
2.35.3 PFEEEE

HILEREIL, BB, HlH 2 WIdHE

(20000103)
HBILBEDOZES., BE. Hidpd s\ N - UL e e N L
g%iofﬁm;ﬁﬁwﬁ/mﬁ HLEOME || HLEORS || BLEOBA || BEo®RND
(20000104) (20000105) (20000106) (20000107) (20000108)

210 [HItEDOZEIL, BEE. Hildb 3L IIEAE (Gastrointestinal perforation,
ulceration, haemorrhage or obstruction) (SMQ) | DREEEE

HILEDES., BB, HIlH 5 WIFHARICEAT2IRTOT —RERRTH7-HI1C1E, TXT
DY 7 SMQ ZHAEGHE TLERREZ(TO T EABBICHEDZMHENL L, S HITINA T,
[OFEIREEREZ (Oropharyngeal disorders) (SMQ)] ICDWTHEEBITARNETH D,

2.35.4 REDEHE L RFHROFRICET 5ER

DECEDOZEA., BB, HibH 5 W IEEFZE (Gastrointestinal perforation, ulceration, haemorrhage

or obstruction) (SMQ)] 3%k & LRI ROAEZFOEERED SMQ TH D, EEESEE

FOZ e E, 20 SMQ OFBIEEE S L ORISR RAR CHBR I NEBEEEZF- 40

SMQ OFAICFEUL TW2 (1.5.2.1 B8), LARKED SMQ OFFIETEIFEED SMQ DREE
EREARTDHIETERTE D,

2355 [HILEDZETL, EE. HilndHh 3 L (IEE (Gastrointestinal perforation, ulceration,
haemorrhage or obstruction) (SMQ)] ®&E&KY X b+
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
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236 [RELEROSSESREE
(Generalised convulsive seizures following immunisation) (SMQ) |

2012F 9 AEXVY Y —X)

2361 TE
[AEFI (Adverse Event Following Immunization; % ZBREEER) DTS RE] |
¥t9 % The Brighton Collaboration D E#& Kt > T [ RELEBER D2 B F/E (Generalised

convulsive seizures following immunisation) (SMQ) ] (&, REUBEDEEERTHD I D
LR RATOREOFHKE IS 27-HICHFKEINT,
[RE] ZEEOHEYTEICL M- 2 — RV OERBEARETH D, LTOATIY —AE
N5 :
- EoFE Bb. ESUEREEZIIRBMERTE)
- 25RF
2HEREEIROL S ITHEIND
- BRhFEE
- REMWRME
—  FIRMERE
— REMRRERE
- IFxovno=—%F
—  RIEFEE
FIEIIRDFHEET
- REN. THEDHIE
- HMEEE
- BEEREERE
- 1TEHEF
- EEEZTXEERHEX
SHRERE  BEEIEFHEL2INEET S
The Brighton Collaboration @™ AEFI (Adverse Event Following Immunization; &L E®REE
ER) L LTOEBKEERFEFNDERTIE. MEBSHOL NLZUTOL S ICERARLTL
5
- MHEEBETOL NI
o EHEWLEEFHABLY (AND)
o EHFMF. BEMURF. BRMERE. REEMARERE. 73RN ESHEE
- HEEDZHTOL N2
o E#HBXOMELLV (AND)
o EBFMF. BMEMRE. BAMERE BEERBAOERE. X 73R DES R
- HEEZHOL I3
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o EHHXOBWEHLLV (AND)
o fhoEFEBEHE
236.2 A /BRHNEE
ag:
- ZEEBRELIATOHEERT IHB. ¥ ZOEOIBEREI—T 4TS BT
BHIEREND AR H 2 AE
- 2EEERFOBBOLBECEROBETHICE#RL VL s L UL 5 @8R ICEE

ERCYiEES

— The Brighton Collaboration (BC)ICH |} 2 & BEEREFOERCEEICERT 2ERDH
=

R4 -

- EEHXEH IV EEEHHEZHEDLTEVWTADADRA 7O

— EREHIHEILL THY AEFI L IFBEEABRWTANAD R A TORE

- A%ﬁ“%WL%LiémfﬁﬁtkﬁmﬁmOK%ﬂ@@ﬂj:BC@E%ﬁ%ﬁm%
BOLEESFEIBRERBEMTEMHIILIELITBEOAICE I  LDRRICL D, £
7=. B (EEG) D & 5 BERKRBRE ZIZT & A ERAEET, EINI-E L THRERIEM
THhHhoTHD (EEGC DFEERMIIBICE 1T 2 BRE 3K 40%) .

E 7L TYXLEBT S SMQ r%rﬁ\_%@:@ S %/E (Generalised convulsive seizures
following immunisation) ] ®7 X MERIC . TAMETIC B & LW BEOEES
E@%?%PT%%ﬁ:@SMQ#%%%éﬂtzt#b\$SMQ%E$ﬁEﬁm?6:t
EY)TIIRVWEEZIONS,

2.36.3 F7ITYXL
ASMQETROEXUHOTILITY X L& BHAL TRRINTENZFMALE 2 —DOHRET D,
AT7TV-AILET 5ABZETIED
H5HWE
HTFIYU—BIBT2AEZEUES (BHL AL LTMBOMERNER) BLUOHTITY —
CoAZE (EFMEL 5B OEARROAE

2.36.4 RFEDOEMELRFHROFAICET 5ER

IR, LIEBERICNA T [RFNLEE DL EEEHIE (Generalised convulsive seizures

following immunisation) (SM Q)] (&, 7/ 3JYU X L%FDSMQ TH 5, A7/LTU X LIF, B

DRI Z S O IRV IAHZT 572060, EIFAhATITV - TOLEBRRAEOEAE LY

Thb, ATNLITYXLIE, UTITRT LIS, —DORKETALRE L TEEAETH D,
RIS, SMQ 7 T ) A E /- IEAEoO SMQ & L CGEAL T, BEYT IEMNERET S
(1.5.2.1 28),
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BREE7ALX ;7L XLOEEDEZBERALTY 7 b7 27 CLERTRRLIDES =
A== 7d 5, RRLIZEMDNS BT -2ty b THZHFE, 7TLWIVIXLETZ
AT E2—ITEBT S LN, [RENEBR D2 FEEF/E (Generalised convulsive
seizures following immunisation) (SMQ)| @73 Y X Alk, A, £71Z B & C)] TH
D, PWI3VXLZAVCTEAZEWICENTTT VY PR T 5T ENTAIRETH B,

2365 [REULERODLEER HK (Generalised convulsive seizures following
immunisation) (SMQ)| ®&E&RY X b
Ko, DY. Generalized tonic-clonic seizures.

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

Bonhoeffer, J et al. Generalized convulsive seizure as an adverse event following
immunization: case definition and guidelines for data collection, analysis, and presentation.
Vaccine 22 (2004) 557-562
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2.37 T# P& (Glaucoma) (SMQ) |
(2008 EEF3 AEER Y U—2R)

2371 E&
BRAEDEMICFEA T OoNIREED I IL—T
BHRIABORESL L OCHBENLEFTRIEEZEL D
FPHOBEICLVEEORNEESH 2 WERAEBRIEIHSZ LN TES
FERZODRAS
- HIEBARARE : BNORKBEOYENES
o AME EBEKOEBEICLDIRADENEDO LR, REROEE & BHIEKIHIFH
THRETD
o B ERLLICRAEENRKET LI ENDHD
— BARBARRNE : BERY X T LAIERHA#EI A TOLARL, BHEBEEIERELICKRETE L
W 5
o MAETEHEDLHZL
o BEICITRBEMUERNER BECEEOER. BE. BE~OFAHRE. JYox
Hl owmNrEEND
oA 7
— E&E (BAWHET) EOKRNE: BRNELENEREENTH > THHEHEZFHAEEZIN
%
- NBHRAERE T AR NBEHDWIZBERICHKET S
o FREBBEANRICELT 2. RHOEREFS Z&IFFEAERL
o BELAWEKBICES
o BEMTHIZEEZLNTLS
— ERMEFNE D BBIEERTCICHKIBT LN, —FURNICRETLILHHD
o BURICITRR. XEZME, BEOCRANEEND
o RIZHL, FIRHBWITTHRICRET
— ZTXRMEANRE  ROBENESEICL2RANELR
o BRASHZWVIIMOEFRENRR LD &N H D
o AERFERLLZIERZERZICL, RAEOETZEEY
FAEDRK
— XKEICHIFZHN10 AHI0BRAEIZ/7OEY —< 1D GLCIABLGFOERICLS (2D
BEFOEDHIPREAFEHL VD EHEINLTLD)
- BRAELER. REE. ABRNES. MEGHY X7 &8N E 5
o TIZ7UHRTAUHAIKRBICELBRANELZRET DXL EL
o HOREMBATAEILT 7Y ARTAYAA 77 XABMADRETIZRBDR
ReBmpzenrdHhl), BALY 605 8FEEL. LIFLIFEETHEIRT S
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- BRAEO LRI BEKOELEDEND 5 WIEKOFHOETOWTNERREAY | £
NEREROBE L1
- ERREOEAEREEENKBT 2H5EITMBOERIBESL TCLWHOLE LNEL, -,
SRECHREREELZRELLEVWEELHD
o ZDMOIERE LTE, ERAGRE. BHEE. XICKRICLAVE, RFEM, FE,
K. M@rt, R, IRIREEAH D

2.37.2 AR /BRAEHE

a8

— HLGT [#WNES L OSREAE (Glaucoma and ocular hypertension) | O FAID TR TD
PT

- THMBIOBEICEET 5HE

— APHEICBIEY 5 AR

— PSRRI PWAE. SR CER. BRAREERS L CaEAICEY 2 AEITERE
ICFFENTHEICETET 2HDAET S

—  IRERRARE R, B, 2. B L ORI ERE R TRARE D A IR TIER LAY,
AR D & BFEFI ZFHE T HMMEZ L DH D

- 2BHOEXRERFTORBZEOLEXREORE

— SOC [ekieZE| ORET. EBLEVWSIREALLVRERL L OMAE

- URJAFOAE

- HKELLAOZXRMENEOCRRICEEYT 2B (B I, S5 EX BARE, ©F
6 L CHERIRNME)

— . EBR. BAHICEIT 2AE (LT E5)

FBRROBMICIG L T, BHEDOBKRRTITERDOERRIA (Ophthalmological) ® SMQ %= #EH¥ %
BEDNH DD LN,

2.37.3 RRDEMEIRBEROFAICET 5ER
[%%AFE (Glaucoma) (SMQ)| |IFERR L [LIBREDAZE KA TW\W5, FMllf 1521 %
SBITBHZE,

2374 [#AFE (Glaucoma) (SMQ)l OZE&ER YR b
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.nlm.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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2.38 TIX¥S52-/\L—IE&E (Guillain—Barre syndrome) (SMQ) |
(2007 EF9 AEER Y U—2R)

2.381 E&H
7V NL—EREE (GBS) &, BENNET 2 2D KRB 2 FiFEE (AIDP)
Th 5,
FERIE, BE. LSEH D VITEILBEADIALZBHBNIETA 7T XA Y 5] &0
THERRT %,
OB EEFTIEIHIEDT I/ F VERIMSNTWVD,
RIS 2EZEOREICEIF. 0. ¥ 27 Vg (ADP &4 %) 2 WEERE (&
MOEMBRE) *ETCHRMRERERIGERITOTHA I,
GBS . B%. ROFHEFT,
- BMAEMBIZIULEOFEE, BRITLERTNCEST %,
- RBoRFHEROEE
— R OEME £hHR WEER (CSF) ER LR
ZDHOEHEICITRD LS BEDLDHY 2D,
- EFHHRL LUOCMEHRREORES
- BEEEREDH D WIINEROES
- BBEIC OV TOEBEREEFHIEIN
2HR D GBS £, HMFM~HE CHENICEEEEL, BFE. 4 BEUNICEBIRSIC
ET D,
BHEOERD 4 BREIUEEBLET 20, £LIEBET2H5E8IC1F. BUREEREES R
iEEE (CIDP) & LTH¥EEND, CIDP & LCOEKEEILES 2 » AUARICTESICE
ERN

2.38.2 AR BRAEHEE

(A

— PT [¥5> - NL—JEEE (Guillain-Barre syndrome) |. GBS OH# 74 A 7 & &N %A
Z PTI27— - 74 vy v —fE&EEE (Miller Fisher syndrome) ]) & & () GBS & RIE:E

- MEBLUOTEMEOAE GEXRME. ENTERZBZR )

- WA/ BHAETELUHEERAE

~ BET 2R E L UHEHES

— REBEEPCEFHEELR & OHBINAMIRS L IR

— GBS £z 59 2ERKRERE

- ERWICET AE
- MEBLVEGAE
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- LEOERBAE

— R/ BN 2R RS,

- HEBREFNFR—EESLUOHA (PT [RE#ERZEERES (Biopsy peripheral nerve
abnormal) | % B <)

— GBS 0B

2383 FNAIJURXL

FIRHRETBEANITNTY X LZAWERL THIRERAIETH %, CIOMS-WG ODFEFEF— LT
FERAFREDBIETHL 22D T7NLITY X LZFHTLIEY HICEN-bDIEBonEh o7, £
DFEREL T, 2—H—ICREIND ASCI 7 7 A NIZIET LT Y XLICET 2HhT7TY —
FEENTLWAWL, LA LED L, KRR TREDEANIREINIAREDH HHE(CIE
TLWITYVIXLZAWSZENERTHZNE LNEL, 20O SMQ DT /LT Y X LFAICHEHBE
ZRHOA—-—Y —F CIOMS # U P FILNXEZSRBRIT B ENVEDOND

(https://www.meddra.org/standardised-meddra-queries £88) ,CIOMS # U ¥ FILXXE(TIF T

WYX LICET2HMBRE DT IV —FI0OBEY X MARRENATLS,

CIOMS-WG g7V TV XL%ERET S ENPRETH-7ICHBEH LT, MSSO ICTERD LD

BTN TY XLICEY 288 EERTHEDICKHTNS

JMO F: EFED MSSO d Website ~D 7 7 £ X1 MSSO @ 1 —H%—ID/PW H"hETH %, IMO
D 1—H = IMO D Website (RE~DEHOE>FFa XV FT74T7F =) HHE
BREIETH B,

S OICFHAICAE T NEEMIE. UTOEEDOWTNHA—DICEEHT ZEFITH 2,
HATITV—A (ER) OFLDICYRPINEZPTOA L ELE—D, HD W
HTTV-—BHLOIELELETDDPT ZRETH2VITNHDES. H2 W
HTTY-BHIOIRLCEE—DDPT L, AT TV—CHoIBREEHE—DDPT A#HBET
5\ Nh ORES
H73TYU—B. C. DDxNENL L, DB EHE—2D PT DIREN BH 5D
RS (Paresthesias). BE#i#X (Hypoesthesia) $ £ OB 711ET (Muscular weakness) @
LI BABTEROREN HLEOEAITIETILTY XL 2B & 1BHIC Tk [/ 4 X 1%
D, ZOEIBEFTIIER ST RREBITH720, 1B+1C+1D 07 /LT Y X L% F]A
T ENEDHOND,

ATIT)—IFROLIICERINTLS
HF3aU—A i)

— GBS XU GBS Y 744 7%&Rd PT NEMAEUMBEMHELZH R 2 —0/XF—
(Chronic inflammatory demyelinating polyradiculoneuropathy) |. PT #8814 % F = 1 —
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H/¥F — (Demyelinating polyneuropathy) |, PT [¥ > - /N —fEf&E# (Guillain-Barre
syndrome) |. L U'PT 25—+ 74 v+ —fEEE (Miller Fisher syndrome) |

H7IY—B (L)

- DPEBIVBHUBDOT —EZRXR=—HNLDT A MIEIVWTHRICXEICEL>TEL
ENFF TV - NL—ERESLIVCZOEROES Bib, A7ITYU—-A) ITOVWTES
Rona8zES L ER, BHEERZA 7OUBMEREEBS LOREREZ &L, FAED
. UREARES. BRERRB LU= 2 —A/F—ICBRT %,

HF3Y—C (RHE)

— TAMIEODVWTHRIIXBICE - TEIBINLF TV - NL—EEESLZOE
BIZOWTEREAONDEHE, ERP L VERKEREE

H73YU—D (&)

— TRMIEDEZNERoNLH > IR ERB L UVBRARAEES L OF T - L —
ERESLIOCZOBRICOVWTEONED, TR IINET —EXR—IXTERD LN
o TR, B S L CERRIRE(E

2.38.4 REOEMELBRFHROFAICET 5ER
[¥ 7> - NL—fEEEE (Guillain-Barre syndrome) (SMQ) | Id5isi#% 3R & LSRR D BB % 6
ATW5, F#illld 1521 2283252 &,

2385 [¥F5» - NL—fERE (Guillain-Barre syndrome) (SMQ)] o&E&HRY X b
Textbook of Clinical Neurology, 2nd Edition, pp1085-1089, 2003
Cecil Textbook of Medicine, 22nd Edition, pp 2379-2381, 2004
Harrison’s Internal Medicine, 16th Edition, pp 2513-2518, 2005
Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis and Treatment,
2006 ed. Available at http://www.mdconsult.com/php/231760506-2/homepage
Cha-Kim A. Guillain-Barr3 syndrome. eMedicine. Available at
http://www.emedicine.com/pmr/topic48.htm Accessed May 22, 2006.
Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal Chemistry. 2003;
10:1931-1937.
Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore, MD; 1995.
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2.39 [EMmpERFIC&SMmIkHEAE (Haematopoietic cytopenias) (SMQ) |

(2005 £ 11 AEXXY Y —2R)

2391 E&

EENREZEZICBEIN TV I2EGHES LSUCBRREBRHIAL2ICEBI2EERCOEE. K

SMQDEEDEREEL L THEAT LI LIETELRDL 5T,

- INSONBETIE. BLEUERBEBREOFRE L HAXFIENTLERL,

- INHDOREBITIE. W ODDERIRED 2 LWITBERENAEEN TV S,

BHARRMEND, |EBAIE, S86H06). BAIKERAE, BOERAE. FHEBAE, A

EOBAEICBI T 5 CIOMS ICL 2 ABERS L OEREEIIFEET 20, IO DERICHEHE

ICERT B LI TERD T,

- INHLOERICIFMIKADEOHEROBIEL L ERAEENTL S,

— —EIIEREMNTH Y. SMQLEBRRICBEVWTHERERTHD LITEZ DN,

— BT, INHDEEICIZ MedDRA FIZE IS IR E N T WA WERIRIR A E 0 BARE 73 80 Y
SEhTWE,

2.39.2 AT/ BHAERE

=
X

ag
- SEMORALEELZSKRT 2HFE

- BRI 0 MERFHEIES L O2HTH
— BRSO MRFIRERSR
- BEOZMAE

— RERRICIE [FrER] BE2as ((FHER] L0 ABIEYHEBEIBERENBEME
MBI M EATBEICT 2D TIER W)
— RERZRICIZ. BED [EF (abnormal) ] AZE%=aE

—  EEAREIES & OYER

- BRBEH VL IIHEREBELEDRERE (INCORABIIERENTHSL7-D)

- HERICEGMD (Z0foH. EFFHMETHL) BHEE

- AmMBmM, RHEBEEBM, $RRZEEMN, BLUOERFREBMICET 2HE

—  EBERIBRAE X B DML L 72 SMQ ([EEEHIERAE (Agranulocytosis) (SMQ) ) & L&
£

- RElE LT, EEMORERES LVOBHESIIBRA STV

TNR—=U 3151 BV, BADERRT — XA FEALI-BENRRBRICE DS, PTIANEY

A k£ iE4 (Haemoglobin decreased) | & PT [~EZ A E Y EE (Haemoglobin abnormal) |
OEEH, NEMEEIC X 2 ROBGBAE (SMQ) ] DREIREAED PT & L TEMI N,
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INODAFBIFELOHZEFZRET S EANTESD, LIFLITEMREEIC L 2 IRMEKE
DE CFEBRRARSICLERT IO TIEINLL,

2.39.3 [EEHE

EMEEIC L 2 MERRAE

(SMQ)
/Annnnnn~\
BEMEEICL 2 28BUE EIMEEIC L 25k EMEEICLEH EMEEICL 20
DIEFHE (SMQ) MR E MR E VRS E
(20000028) (SMQ) (SMQ) (SMQ)
(20000029) (20000030) (20000031)

211 EmREEICK ZMmEKEADE (Haematopoietic cytopenias) (SMQ)] DFEEREIE

2394 REDOEMLRFH/BROFAICET 5ER

NEMEEIC & 2 mEEAAE (Haematopoietic cytopenias) (SM Q)| (s & OAHRERD
FEZFOREERED SMQ TH 5, BEEBEZFDZ LML 20 SMQ OF A IS L O
[N R THR S NEEEEL -4\ SMQ OMAICEML T\ (1.5.2.1 81), LAk
JED SMQ OFA I TMEED SMQ DABEFEET 52 & TERTE %,

2.39.5 [EMmMEECK3MmMKEAE (Haematopoietic cytopenias) (SMQ) | n&E &R
DX b
CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for

their Use’
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240 TMiTENEAMRIE. EXKEIUVHRKBAR
(Haemodynamic oedema, effusions and fluid overload) (SMQ) |

(2008 £3 AIEEXXVU Y —R)

2401 T

EHIFZREDFEITEZ COEF|TRBINTWS

FI

— BEICBITES MY T LEKOBRINDIEE

- BMAOBMBLRFNBLPHL ST LAF v 2T Ey h— (EHLEIS>DREEEL
%)

— JERTOA FERAEHR (NSAIDs) ABICH T2 7ARL T IV DEMZEE

—  RMEMEEFEICEET 5 thDEH
o ¥17 DA
o IXbRAZTUH
o LFOARTHEAF
o COX-2BEZEH

FREOER

—~ MHREROERERRKEDHRRDFE

- BEIE. K TEB~OBRLAEORROFEEERT

— B IR Y VAR OMEHZWIEMEOEBEDBMICL D) 2 WIFE2EHE (b
Te2HbWEBELRICLS) THEIH LKW

— EBALIC K Wb ARE(ERR)AMERIND Z & HH B (8K (ascites) . Bz (hydrothorax) .
H B WL 0FEKEE (hydropericardium))

- RKEO2BMHZEIIEEFE (anasarca) EMFIEND Z &HH D

— [AFEE LT, FHE (dropsy) B L UKEE (hydrops) 7'é %

B (effusion) DEXER

— RO VR D WIEIME D D EES D W LB~ DRH

— AN EREROZELDRER

2402 AE/BRAEE
a8
- E%L—ﬂd‘é)ﬂmo BEOHRES L UEHEMIz " AEBZET
- FEORECEIRICET 2HE
- %ﬁ@(mm)ang%ﬁ% E% 9 AR
— EEEBRCERSIMICEET 2 FESLOCEBHER (BK) ICET 2HE
BR4L
— B FREICEEL -FE
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o PUS:IRECEBEMRSICEET 530 (F]: PTILE# & (Post procedural oedema) |
HEE)

— EFLAORBRSLH RS ET B FEICR S AE

— RICEBELFE. ERSLUCBHADAE

— PT [R#Ek%E2E (Peripheral venous disease) |

— MEHRUEFEEIRENES T 2RRE L CERINTWVD,

—  [Mm%E¥#E (Angioedema) (SMQ)| ICEBEINTWVBE L DEE. BICZDRIZEL
WIS L SND TRRDHE

2.40.3 REOEMELRFHROFAICET 5ER
[MITENRERFE. Bkb L MR REET (Haemodynamic oedema, effusions and fluid overload)
(SMQ) | IZFHIERAED A% HFD SMQ TH B, - T, HEEHR L LFERIZE CHERD
Bond, FMIL1521%25RBT5 L,

2404 [MITEHRERZE, EKkH LUVEFRBER (Haemodynamic oedema, effusions and
fluid overload) (SMQ)| ®&&ZY X+
Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys Assist ,

www.jaapa.com/

Harrison’s Internal Medicine
Dorland’s Medical Dictionary
Stedman’s Medical Dictionary 27th Edition, 2000
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2.41 TBAm{%EESE (Haemolytic disorders) (SMQ) |
(2005 4 AEER Y U—2R)

2411 TH
AMMEEE RO RMERIES L CREERMIRRBEROBIRE £ B ERINT
W3,
AMEBMIT TREEREEE T 5,
— AR IMBRAERE AN
- JEfEEEmMEE YL E M
- MEANT NI REVES (E7-Exm)
FRRITTREOL D ICHFETE 5,
- RMIRREE (B BRXIB. EE~T/ACEVE)
— RMBREEE (B EEERARMEKE, REEEBMERKRIE. FillaEan)
— HAEER B BE. BFBFRETE BUNDEEERN, BEE. 5R)

2412 IE/BROELE
et A% R RE. $abn [FAM (haemolysis) | ¥ [FAMM (haemolytic) | & L5 B
BEEUHB,—RICEGEINTWLE, MREREESG, L WANEZ R REZHEIES 5 L
EBRERBRLEENTWS, FERICEET 2 LLOERITEEINS,
B BZ o AMICE250THIN, T LEZ D EIFVWIBWVERKRERRORAEN.
IHICHEEENTLD,
FEHEDEMDIEFENERIE. —MICERA I TV S,
#JE (jaundice). #=JE (icterus). M=, LDH M, B GEEER). £ UL E > MfE
GHETE) &, AMEBMICBHRATAEWZ DMOMIE, iR, L ORERRIZBRAS
NTWs,
FEORE~NEI/ A VEFBRBRA SN, ZD LD BRI TORBMIT, EY)EEROZE
ZTTLWBREVSENBL LA, ERICHIEE~NEITAEVEICKLDBRAERO—DOTH
%o
BEEMEROKERETCROIKERER EORRIFBRAINTWS, LA L BIEELA T
N0 7 a—x-6 -1 vEKkRERXEILE (Glucose-6-phosphate dehydrogenase
deficiency) DREETH D770 —R -6 - VBl kERBZEIEEICEET 2 HE L%
AENTULEL,
VA1 (hemolysis) | & %\ & [FAMYE (hemolytic) | A BIRENTWARWESRSH 5 W (EHhE
R IEBRA TN TV S,

2413 REOEMELRFHROFAICET 5ER
[AMERESE (Haemolytic disorders) (SMQ) | (BgiteR & [MBRROBAZE LA T\ 5, #F
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i 1521 2R &,

2414 [AmEEZE (Haemolytic disorders) (SMQ)| o&Z&RY X b

Council for International Organisations of Medical Sciences (CIOS). Reporting Adverse Drug

Reactions. Definition of terms and criteria for their use. 1999
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2.42 T (Haemorrhages) (SMQ) |
(2006 F£3 AIEERXY Y —R)
2421 TEE
HIMEmME»S DMBORETH S, IMNEEOHMIFKEIICEI>THEI N, SREMD GES

[S/NEW) . 23 (lem £T). ¥HAHEI (lecm MU b) EXRB|END, MROAEDHEBRNEREIL
[MfE & M EEN D,

2422 AT/ BHHAERHE

@_

i (hemorrhage/bleeding). IMAE. BRH M, K. sRHIM, ME/ HMOBES &
UCMEBEWHZHEAIRL TWAHRE., NI LB LSO LEDLEEND,

PT /R 11 (Blood urine) | % [HMmEIEMAE FRRIEERAFE% B <) (Haemorrhage terms
(excl laboratory terms)) (SMQ) ] H & O [H MBI EEAKKZEMEE (Haemorrhage
laboratory terms) (SMQ)| FICEHA. ZOABIZRFICIARNTFET 5 LBHAIC
RRINTLWARWESIE, BEKERER EERINI AL LKL,

o CZORREIF. BB, RYPOMBMREZRNSE-OICFERINS,

BISEMELRY AR

HIMOBPELRZHO R VEES L UVEFZ~T AHE

EBEOBRKREME. 7272 L. PT /R (Bloodurine) | &<, Znid, BEIZKRE
EB%ZRTHABCIEARL RPOMBROBIEZ RT AJEEL DI L TH S (ERRSR),
HMBAAE, o dBEENARRATHY ., BHERICEEL ALY

2423 REEHE

1
(20000038)
HmEERE (RRREREZ R H MBS R R R E R
<) (20000040)

K 212 [Hi (Haemorrhages) (SMQ)| DREERE
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D SMQ ICIF 2 BEHY . TR AHMICET 288E (L) & TRICRT =204 7
sMQ (L~ 2) THERINTWS,
[HmESERE (BRARBRERZE%KR <) (Haemorrhage terms (excl laboratory terms)) (S M

Q)
[H MBS &R AR FHZE (Haemorrhage laboratory terms) (SMQ) |

2424 BREOERLRFH/BROFAICET 5ER

[H1m (Haemorrhages) (SMQ) ] 33tisiH & VL ERRDRER 5 - -BE#EED SMQ TH
3, BEBELZZE O LML, 0 SMQ O BIIES L AR TRAE CHER I NWEER

EEFZA L SMQ OMBICEBLTWS (1521 51), EUEED SMQ DX AIE FAREE D

SMQ ODAE%EMEET HI L TEBTE %,

2425 [HIM (Haemorrhages) (SMQ)| ®»&Z&RY R}

Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000
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2.43 THERHEIUHIERESE (Hearing and vestibular disorders) (SMQ) |
(2009 EF3 AEERY U—2R)

2431 T&H
AN SMQ IFZEXICBIET 2D H2BEREEZ2IEI I L2 BMNELTWS,
TROED 2 EFEOMEEICXY L T, 2fEEDY 7 SMQ Z1Ek L 7=,
- BE
i
BEAMET., BE. £/2IE0ET 5,
— ASMQ T LEERFAXAIL TLWAL, TNIE—EBDEETIIING DIFEHLE
BT D-HTHD,
ASMQIcaE&EINEAHEIE. RAMNICNE,NO4E L 2HIERSICET 2HETH S,
TE BE-S2NET N, THLLRBICHLT 2EFICHT IBE
- BEBEORRAIITIZOBY TH2,
o HNEEHDWILIHEORE (EHE. /-4
o WEH?W\IIEMHERORE (BREHID)
- RE#HEIISSICTEOLIICKBENS,
o REMW (BFH). £/IE
o M (5 8 PuthiEiE)
& EE-BOREICEET 5,
— FiEE (NEH) BERTROERE3|cRITIELDH D,
o FEMESHFL., BEMEDE VL, FEERHA, BEEL., Bl BH. L, EThREE
DAEIR

2432 A/ BRHNEE
ag:
- HOWAIEEOREEEICEYT2MAE (ERL L UREE TEE8E)
- RNEICHXT I FEESICET M8
— PWNCRZ BB RERRAEICEET S
—  #E. ER. ABICEET 2 BBIERMNICAEERRICED B

- SERMORRICEET 2 AFE

— RBYE - BREFRRICBE S 2 ME

- HEWICET 5AE

— RS (CNS) [EE T, BRE L TBRERSE (f : MMERSE) /23 FEESs (5 :
NHPEE) &Y HEERE

- SMBISERY 2mREICEET 2 B
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T EEHENCIEZCDREREAHYBESHIC [/ AX] PELZ—RHEAY S 3, [EiEk
HEW] & [FHEHFV] ERAECBULWLONZBZELHE7-H, PT FEHEDHFE N
(Dizziness) | % [LEii&%R (Y7 SMQ [§IEREZ (Vestibular disorders) (SMQ) | d/LiEkIE
R) KT ZEPREINS,

2433 REEHE

EEd L OREREE
(20000170)
HEEEE HIREEE
(20000171) (20000172)

213 [EEE$P L UHIEREE (Hearing and vestibular disorders) (SMQ) | DREE#SE

2434 REOEELBRFHROFAICET 5ER

[+ L ORTEEREZE (Hearing and vestibular disorders) (SM Q)] (&, $E$H L OLERZRD
FETHEBRINZIBEEBEZHED SMQ ThH %, BEHESH 2 2 & DA SMQ O EEH A IFIR
BELVLRRRABI OB INIBEBEZFE/-HL SMQ LRALTHZ (L7 av
1521 281), THD SMQ ORBZEAEHLE D Z LICLY L0 SMQ OFAH IS 5,

2435 [EEE$H LUHIERSE (Hearing and vestibular disorders) (SMQ) | 0&Z&#
Z b
Stedman’s Medical Dictionary, 27th edition, 2000
Merck Manual of Diagnosis and Therapy,17th edition, 1999

Vestibular Disorders Association, www.vestibular.org

Otorhino-Laryngology, James B Snow, Jr., 1979
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2.44 TBFBEE (Hepatic disorders) (SMQ) |

2441 TE

[FFIEZE (Hepatic disorders) (SMQ) ] I, ff#s> X7 LLKICBRT 2FTRZHFRE L TED

(2005 £ 4 AEEXVY ) —R)

e, LENEMTH D, TEPEENTLD,

YD EICEET 2R 0EEE MO L OTRICERT 2 AR 0 H 2 2 FFE 0 IR

ER

FFEICBE S 2 EMNG by 7ICBYT 288 DY 7 SMQ
HENCEHET 2 RIREM DO H S TEEICE I 2 HEORE

a—F H#7 SMQ D 4&FR
[ FFREBIEER AR R ., BUES LK WYEIK (Liver related investigations,
20000008 .
signs and symptoms) (SMQ) |
(AT IC A2 o 2 AB5+ 5 -6 L U'EE (Cholestasis and jaundice
20000009 . .
of hepatic origin) (SMQ) |
20000010 [IERZERT 26 (Hepatitis, non-infectious) (SMQ) ]
20000011 (B L OEFEHABEOFFEY (Liver neoplasms, malignant and
unspecified) (SMQ) |
20000208 [E4RFHERES (Liver malignant tumours) (SMQ) ]
= e ——— = ;
20000209 Eg 5%)75 B fFiEfESE  (Liver tumours of unspecified malignancy)
20000012 [BUATIHAEY (BREBLORY —7%EE) (Liver neoplasms,
benign (incl cysts and polyps)) (SMQ) |
[FFR2. FHgE. FEZES L 0Z 0o fFiligEE (Hepatic
20000013 failure, fibrosis and cirrhosis and other liver damage-related
conditions) (SMQ) |
20000014 [FFig DKM, RIiEE., FTERB LCEERMEEE (Congenital,
familial, neonatal and genetic disorders of the liver) (SMQ) |
20000015 [BFRE ICBEd 2 5@+ & S HIMES (Liver-related coagulation
and bleeding disturbances) (SMQ) ]
20000016 [FFE (Liver infections) (SMQ) ]
20000017 [BAREIC 72— ILBB L HBE S N7-FFEE (Hepatic disorders
specifically reported as alcohol-related) (SMQ) J
20000018 (BZ?JE!I)EE@EJ‘E(DHWE% (Pregnancy-related hepatic disorders) (S M

52 2-3 [FFFBEZE (Hepatic disorders) (SMQ)| o bEY &

LRIF2THIZE SMQ TH D, ZDO—mBIE. S50, RAFEEREDEERICEDOWT, BB

MICHgEa NS (UTo [BEEES] 0EZSR),
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2442 AT FRAEE
B ERID SMQ (L~ 1) THD [FFEEZE (Hepatic disorders) (SMQ)] o BIIE, £ T?D
iR ERZEZ a8 5L THD,

[BFFEE (Hepatic disorders) (SMQ)] T3 754~ —S0OC &L TYU>»ZLTW% PT
DHYZXELTWEA, D SOC DL DAEENH XY —& L TSOCIIFEERES]
2> LTWa,

“BF” E WS RABEIFEERARSICEVWTIZLIFLIFR > TERSIN S, ZNITEBRE DR
ROBFEZMDOT HOWERXATOFEEZERITEBL L TERAINTWS, TimZ OMEI
SMQICLK > THATZAMBATIEIR VWA NETLD R EBRREFREISIVE L I NS,

[ATHGRSEREPRIR A, IR & UEIR (Liver related investigations, signs and symptoms)

(SMQ)]: ZDH%7 SMQ DIFLAEDAGEIE SOC [ERRRE] © HLGT [FFEBERKRE

(Hepatobiliary investigations) | @ T2 %, LA LAD DD HLGT O FICIFEMNA E DR
EAEELRVEBRREEOHEELB LUVEERBRBERRNIEENTLS, HAIIALOD
FAEIEZOBRRAICIIEENTLRL, T HICZDO SMQ 121X SOC TFFEEREE | @ HLT

[FFABE 2% & MEIR (Hepatobiliary signs and symptoms) ]| ®O 3 XT D PT £ L UOD#

TIEHZHMD SOC HHD PT &L,

[FFRgIc2E 9 R85+ 5 - ifH L U'HEIE (Cholestasis and jaundice of hepatic origin) (S
MQ)|: ZOBRRICIFFFEICERT 2EBE LTS >HICEET 2T XTCOABEIEENT
B, €->T. FFHMRRE (exstrahepatc conditions) CEEEY 2 ®EBEIIBA SN TS, K4
L OmEIFBA I N TN S

(BB L UHEATHEORFEY (Liver neoplasms, malignant and unspecified) (SM
Q)l: D% 7 SMQ DT RTOMEIX SOC R, Bl L UHFMRRHOFREY (FiRs
FORY —7%ET) (Neoplasms benign, malignant and unspecified (incl cysts and polyps)) |
DT D HLGT [FBE S & UFHlRBA 0 FFREE 2 #14EY) (Hepatobiliary neoplasms malignant and
unspecified) ] IZ/8 L TWL\ %, FFlE~Dz=fEEEIES (Metastatic tumors) (XA ST

[RIEFFEY (ERELIUVRY—FT%2EL) (Liver neoplasms, benign (incl cysts and
polyps)) (SMQ)]: =047 SMQ IET 335 ~COMAEIR SOC B, B L UEE
TROFAEY (ZEBLVRY —-7%48) (Neoplasms benign, malignant and unspecified
(incl cysts and polyps)) | D TFIZdH 5,

(A2, FRHEE. FEZH LU0 ZOMOFMAZESE (Hepatic failure, fibrosis and
cirrhosis and other liver damage-related condltlons) (S MQ)]: ZoH 7 SMQ L@ FEE
MTHAIND ZEEZBERLTWAWL, BFE L [FERRMATA (Hepatitis, non-infectious) (S
MQ)] LHEAEDLE THIAY %,

JMO i : 2 sMQ (Z13 PT [UEMHEATEEZ (Cardiac cirrhosis) | EEEhTL AL, 21—

P—ZBHEICH LT, PT [WDEMEFEZ (Cardiac cirrhosis) | Z8%H5Z¢%E
BY3
PT [FF#E5 (Liverinjury) | |& [FFAE., IR, FFEZH LU Z Ot FFHEIEE (Hepatic
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failure, fibrosis and cirrhosis and other liver damage-related conditions) (SMQ) ] IZ&
FNd, TORABEIIN—Y 32100 TEMENEZHDTHD, “FHEE (liverinjury) "ORET
IFLIEFLITEYBEDO LS BRIFEELEBINI A, W D2HDFE TIEFE~ONE%
BH®Rd2ZL6HD, 20O SMQEFAT 2L, 2D PT TREINDMES 2 EER < 5
LT, MEELINMEEDIFHEG TH DD ZRET DHELNDH 5,

[FFiECBET 2 8E$H L OB MEE (Liver-related coagulation and bleeding disturbances)

(SMQ)|: ZoH 7 SMQ ICIFFFEEEDETICHE S BERFORD. BLUPINICRERT S
MARE /T A =R —DEAAEENTWE, TOH T SMQ ICEEFNSAEIE SOC [ERKE
E| hoTHD,

[BAREIC 7L O —ILBE L IR S NT-FFFEE (Hepatic disorders specifically reported as
alcohol-related) (SMQ)|: Z® SMQ (CIZBEREIC T O —ILICEEET 2 EE (T 2 HE
ZEL, INOORABIIMOY 7 SMQ ICIFEEFNAWL, BEHR o 7L a—)LEEAEIFEA
EREOHEBEEZERERT 2BRITBERRINEVEDOTHD, 73— LICEEET 5 ATREMH
NHH2HWMORRICL 256D HDHE. BIAITFEZE, (ZZ20H 7 SMQ IZIEEE AL,

[MEIRESEDIFFEZE (Pregnancy-related hepatic disorders) (SMQ)] : & ® SMQ D&
IIETIRICEIET 2 EE LR 2 EENBRAENESEN TV S, TN HAEIItOY 7 SMQ I
FEENTLARL, EREREOFEGEZHRRT 2BIE. B NOoABZRELLVLADLT
5,

FERE L UBEOREICOAEET 2AEIIHRAINA TN S,
ERZHEOLLEWVREBERE S WEIERLAERZ I REAZBIIBRA I TV S,
AEIEE S PO IRREICBI 9 5 AEEIdBRA TN T WL S,

JMO E: - N—=T 3> 121 CLERTABOATERIN TV TROY 7 SMQ £, ki
LB OMmERABEZR LD ITBEINT,
<HIF L RBOMBRRARBZFOL D IBIEINT-Y 7 SMQ>
> [FFigofRME, REME. FiERE L OEREREZE (Congenital, familial,

neonatal and genetic disorders of the liver) (SMQ) |

>  [BFEX (Liver infections) (SMQ) |
> [FFEICEET 208515 2% $H L U'EE (Cholestasis and jaundice of hepatic

origin) (SMQ) |
> [FTERERRARRE. #iEH L OEIR (Liver related investigations, signs and
symptoms) (SMQ) ]
> [FT2. FHEHIE. FIBEZs L 02 0o FliaEE  (Hepatic failure,
fibrosis and cirrhosis and other liver damage-related conditions) (SMQ) ]
> [FERCEMATA  (Hepatitis, non-infectious) (SMQ) |
T, LERRABICOATERINTWZTEOY 7 SMQ IE, BB ERABD AT
BT 5 L5 ICBEESNT,
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<JIIRBERAED A THERT 5 Y 7 SMQ>

> TERREIC 7L 2 —ILEBE E RE S NFFEZE (Hepatic disorders specifically

reported as alcohol-related) (SMQ) |

> [BUEBIUEHEMATBHOITFHFEY (Liver neoplasms, malignant and

unspecified) (SMQ) |

>  [MHREIEDFFEE (Pregnancy-related hepatic disorders) ] (SMQ)
> TRUEFHEY (ERBLORY—-7%4T) (Liver neoplasms, benign (incl

cysts and polyps)) (SMQ) ]

> [FFREICEEEY 28 EH K O HMmESE (Liver-related coagulation and bleeding

disturbances) (SMQ) ]

s N=2 3170 T [BEBLUCFERTBOFEY (SMQ)] X, ToY¥ 7
SMQ & [BMHEFERES (SMQ)] AEEKREAED PT [FF7 7L —32 3> (Liver
ablation) ] @& L7-7-&. [ & EBOMRRAE] 2#RF2Z &Il o7,

- N—=2 3> 231 TPT [FF77L—< 3> (Liverablation) ] (& Inactive ICZEFE X
., MBESLUFERTBHOFHEY (SMQ)] 1F. BE [JHERRABEOHR] TH
FRENTWBDT, ASMQ ZFIAT 5K I1E. BRISFENDE,

2443 REEHEE

TEOMIE, [ATEE (Hepatic disorders) (SMQ)] DREEHEEE =L TV 5,

FFEEZE (SMQ)

(20000005)
|
| | | | |
EANCEHET HHFE| | FEOLERME. =R FRRR BRREIC 7L — HTIRESE O BT
= - SENER R, FrERB L (SMQ) IWEEERES o
| (QnQ). \ (MO) (20000018)
[ [ [
EACBSET B e BE PN FiEICERT % FHEICBEET 54k
FriEE -EfESE T, BEES L OE BB e & %%&%ﬁﬂllﬁﬁ%
DA xS Rbos) U G0d S (20000015)

(FKTMAnnnW\

FERREMERT A CElE S EON-=3 RN RMi#HEY (T2
(SMQ) DRFHTEY) BLORY—T%4E

(20000010)
(SMdo00011) ) (S¥Bd012)

A2, FHEMEE. AT
BEB LU Z DT

R MY
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M AT S B4 EORNAR O T AE
(SMQ) @5 (SMQ)
(20000208) (20000209)

214 [FFREE (Hepatic disorders) (SMQ)| DREEIE:E
[FFFE= (Hepatic disorders) (SMQ) ] IZ FRITRT £ 5 ICEWCEBHEMRICH 52 —ED SMQ
TEBRINTWD,
& D [FFEE (Hepaticdisorders) (SMQ) ] &, FHiEICEART 2 RIgEME D H 2 £FHFED
BREMNBRRTHY . TNOOBBEIEYOFEICEET 2 AEEOBFEILRE DL,
[BX)1CB9E T 2 FFEE - 2#ERI% 3R (Drug related hepatic disorders - comprehensive search)
(SMQ)] (T EfI [FFFEZE (Hepaticdisorders) (SMQ)| n5. XM, BELEHE, 7L
O—LERE, HIRBIEERG EDFEFNBESREBRALIZEDTH 5,
[ZX)1CB9E T 2 FFEE - 2#ERI%R 3R (Drug related hepatic disorders - comprehensive search)
(SMQ)] OFMLICEFERIFFEDT-HDOY TIRRD [EXICBEET 2EE -FESERD
# (Drug related hepatic disorders - severe events only) (SMQ)| »'%H %,

2444 RFEOEMELBRFHROFAICET 5ER
[AFEE (Hepatic disorders) (SM Q)] 883 K VAR OMA DRFBAZB R OBEEBED
SMQ TH %,
TED 8 HDY T SMQ IFRIF & [LEDRFERAFEZF 2, BEBSEZR > Z L 4ME. 2D SMQ
DOFABIEHES &K VEHRRAZE CHER S NBEEEEZ R4 SMQ OFBICEMUL TV
(1521 28), LAEED SMQ OFAIE TAEED SMQ OREA‘EET 2 & TEBTE
%o
(AT IR 281 5 - $H L U EE (Cholestasis and jaundice of hepatic origin) (S M
Q)J
[OOSR, RiEtE. 4 RH L OEEMERES (Congenital, familial, neonatal and genetic
disorders of the liver) (SMQ) |
[BH|1CB9E T 2 FFEE - 2#ERI%R SR (Drug related hepatic disorders - comprehensive search)
(SMQ) ]
(XK ICBIET ZHEE - EEERDA (Drug related hepatic disorders - severe events only)
(SMQ) ]
(A2, FHgME. FFrEEE L U Z 0o fFAEfEE (Hepatic failure, fibrosis and cirrhosis
and other liver damage-related conditions) (SMQ) |
[IERFI4ERT 26 (Hepatitis, non-infectious) (SMQ) ]
[FFRZ (Liver infections) (SMQ) ]
[FTRERS SRR AR IR T, BUES L OER (Liver related investigations, signs and symptoms) (S
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MQ)]
TRED 5 HDY T SMQ IBFRBEMAFED A 2D, > T, HERR ELBRRTIEE CHER

NELND, FMlEtEsar 1521 IC8BhEsnTLD,
[BR#EIC T L O — LBIE & & SN/ FFEE (Hepatic disorders specifically reported as
alcohol-related) (SMQ) ]
[RMEFF#FEY (BB LOKRY —7%45T) (Liver neoplasms, benign (incl cysts and polyps))
(SMQ) ]
(BB L OEHMTBEOFEY (Liver neoplasms, malignant and unspecified) (SMQ) J
[FHREICBE S 25 E H L O HMmEZE (Liver-related coagulation and bleeding disturbances)

(SMQ)J
[EIRBSEDFFFEZE (Pregnancy-related hepatic disorders) (SMQ) |

ERPARRE OB R, BB IR O BRE LY 7 SMQI FTEES @R AR IRE ., RS L UYEIK (Liver related
investigations, signs and symptoms) (SMQ) | IC&E®H 5N T 5 D T, [FFEZE (Hepatic disorders)
(SMQ)] O FEOY 7 SMQ IEZWE LUV ZDERBICHENABRERR LA AW o,
FLEERRAE E R oL, fIRIE, “FFEOREICEREEYT 2EMZ B2 572612131 7 SMQ
[FFEEL (Liverinfections) (SMQ) | TERT 27217 TIER+HTH 2 Hr b ANE L, 7 SMQ
[FTIEED SRR PR IR A, MRS L UMEIR (Liver related investigations, signs and symptoms) (S M
QIICEENZFHEEERED & 5 LEET 2ERRRERE TRRI N ENHL TL 4 BEEER O
EARICIEDED BNV, TAIL N D SMQ = FIFAT 2 BRI I1E, [fBE R EE (Biliary disorders)
(SMQ)J ,RAL LS ICHIEREDTZ 2 TILNBIABEE IND, FIAICKE L TIZEZREIRT

NETH 5,

2445 [BFREZE (Hepatic disorders) (SMQ)| OBE&EHRY X b
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-1880.
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2.45 [@E . MWEH% (Hostility/aggression) (SMQ) |
(2007 EF9 AEER Y U—2R)

2451 E&H
WEM(Z, BEERICOAGAZ{TEIO—FRE  EXENDOZT ORI 72 ITAKTH I T 5 Kt
ELTHRT %, HE, WENTE., BEXIIHEORB AR > BENZEHE L XA E
CERIFEHERE L TBRNS,
MEEAADHZVEISL—TICHL, BYZRL, BEEMA LS & 21ER

2452 AE/BRAEE

ag

- BEYHREEHOEWVY XY %ZRY PTs

- BEPHEMEOSWY X7 EES LLT 288 PTs

— —REICRRO—EBTH DB, BN & B WBEM OEIR EREE (F - IUBMEEE (S
BIES % PTs)

MRS L ITWEME L OBEENR, —BIICERDO—ETH IR EEEE (F] : BRME

PEECBEEY B PT ) BRot:

- BEBLUVBEGITAICEET S PTs, 3L ORAE. EXICEET S PTs I2DWL T,
ZNHLDIRREICEET 5 SMQ A'H 5 DT, A SMQ H o IEBRA TN,

- BWE/WEMEBEEEDS < RVWEHHEREE PTs (B0 SMQ & LT [EMES L O
FHEE (SMQ)] 7% 3),

— TLaA—-LBICEBEEYICEET S PTs. I nld. ZHICEEICL> T3 ERI TN
AV 5]

- ZOICHE/EMWICR D ARED H B ENEERR (FIREBEETTERE 4 L) FIEFEN
TEDLDOTHRIANL =,

— BELZEEHLIVIEIHE WBUEOBEEL L CORTAB BENMBREETHD LN
AN )

— JEfS (abuse) FZEE WS LY [#ETT (Abused) | A, ZHICEDTHEVWZHDOT
FEVWDOTHRIA L, LAL, T—E2N—XIZ&k>TlE, [/E7F (abuse)] 12D Y [
&% (Abused) ] ZERICO—T 4 Y ZICBVWTWBEELAHZDT, CNODEELE
HBEIEDNRERBELH D,

~ WEMIIHLEENTIERVARE

2453 BRFEOEEELIRFHROFHICEAT 2FER
[ = WM (Hostility/aggression) (SMQ) | (I3kEiigR & LEMROPEEHEA TS, 5F
L1521 %8B35 &,
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2454 [BE /W2 (Hostility/aggression) (SMQ)] O»8E&EHKY X b

Dorland's lllustrated Medical Dictionary, 29th Edition, 2000
The On-Line Medical Dictionary, CancerWEB project, Dec 1998
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246 TBI¥E BERFEDRIE
(Hyperglycaemia/new onset diabetes mellitus) (SMQ) |
(2006 £3 AIEXY U —2R)

2461 TF
FEFRIE D 2B, @E, #AR AR A 45 CIERFME /L 30— R £ /2 (XML 23— R
ﬁ@tﬂ%%£t¢5
MERBICH T 2mMMEIL. A YR Y Y DMORED. L3 —EEORD b LIFIa—
RERRDIBINDRER E L THRT 5,
1 BUNEPRIA
SRR D 10%
- HOREMBHMEOMIEICLS (1IAR) & LEEHRE (IBRE) o1 RV RZE
2 BUNELRTE
- DEF DK 90%
— SFEIFEFLREBEOARY VM. A VR UMEE. FF/ L O — RER DB % R
ET BTN aA-ZARFOEGHUEE
A & EENREZESBER
- 18 BHROREESE L OMEEEA
- 283 URIEF (BakE) HER
ZDOMDENICE oNDRRA :
— AVRY U FIIEROBENERYXE
- BN RER (BUHEEXRR L)
— AYRYVERHRLEYEERT Z2ADMEE (7 vy JERERR L)
— TANLRBE (A MAHBTANREE)
- BEOEXL L IHMLEYE
— ZOMOBEGRIERE (X7 U EERLLE) IS
— RO 4%ICH T B AGHE
WERIEDIFRRIELAERT DAREM O H 2 SMEEED 2 & DH 5 EFH|
— 18 LT 2BICEML-ER

- AHhZX L
o AVRYVERDED. A ¥R ot f MEECRED (B RY Vi
&)
o B HBOBHCREUHDEIESLOA VR Y VHANEOLER (f v 2—AA(F2
mE)
o FIEVREEISLIO-ZFESLIOA VR VESEDOET (FLaaLFaR
TAARRE)

o AVRYVERMHDET (FAF7—HHEERALY)
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— L OBE BHORSPIEICL Y AP, H25WVIFROBRBES L/ 731 >~
RYviccay hAa—JLAEE

LCRDONDAER © ZEE. BB, R, FERD

ZOMORHES : AL XTA—LMESLOCF-Eam bV 7)Y FMiE

AR VIEE

- 1 BTIHEE

— 2BoOPHHIEEE. EEOETICHEWNET

BHEAHHE

- HERBMET b7 F—2 2 (DKA), #5138

— T FUMERERBEERRE (NKHS), fFic28
o DKABLUNKHS IZ&d o, BEICEZMRERARI 2RI TAIREELH Y

REAHEIR. SUNmEN WEERE). KOEE (BEMEER L), BLUPZ2—0/F

—M (REEERL)

— WMNLEERIL. mIEORREICEE

- KRINEFERIZ. EBUHSOESLOZ0MOAHET (BMELE) (CEE

246.2 AR BROAEHEE

(A

- BRR/ mEOSMORRERT AE

- BEREBLICIELEMEEZRT ZOMOHARE

— ERFEL LIS MEEET2EHEICEVWTFHEINDI AR Y v ELETILI—IK
HEE

— “diabet-,” “glucose,” “insulin,” “ketone,”$ & U"“ketosis" D ER %= H ¥ 5 HiE

— HLGTIERBES (#ERE % 2 E) (Glucose metabolism disorders (incl diabetes mellitus)) |
IZDA BT EAEDRE
o ZOHLGTIZU>792%PTO@EEMEZLE 21—

— PERRMAEE. FIRAROERROZE. Bt . BUR. ERICEBICHFERNICEEL
TW3EEZXLNSLAHE

- LERFERAZBIBRRAEOHRARETRTH2L0THSED. T ORHEMEIFEVRHE

RIIAHHEA R THE
2.46.3 RRDEMEIRBEROFAICET 5:ER

[ZMiE, #EREDFAE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) | (3 5kigiiazR &
LR BEORZBEHEA TW5, #FMiE1.521%5RT5Z &,
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2.46.4 [=M¥E¥EREDREIE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) |
DBEEFY R b

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.
Citrome LL. The increase in risk of diabetes mellitus from exposure to second-generation
antipsychotic agents. Drugs of Today 2004; 40(5):445-464.
Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical

antipsychotics: literature review and clinical implications. Drugs 2004; 64(7)701-723.
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2.47 T@BUE (Hypersensitivity) (SMQ) |
(20133 AERY U —2R)

2471 T

Z D SMQ DB

— VXU EEEHE, PSUR (ESNLLMRIRE) T OMOEREENIHRIER 70
FUHNBEETIAEMNHDBEUE,/ T LI —RIGDT —ER—AERETIET S

— BEUE/ T LILF-—REICEEL TWAAIREMDNHZ2ETD XA TDEAERERS S Z
tEBERLEZHD

— V—LRPFEREDBEMERICOER D Z2A 7TEXAT 52 eamBKLTLWAEL

BEOT LILF—EROZHD SMQ I3, TTICE4DLDOHAEFEET S BIIE, SMQ [7F

7 4 7% > —&J5 (Anaphylactic reaction) (SMQ)J. SMQ [M%E;#E (Angioedema) (S

MQ) D)

"BEUE" &, LIFLITEYICHT 2 5E0BRGRICICEET 2% < DREEZTRRT 2729

ICHled T—ARRY 7R E TEREI NS

- ETORATOTLILF-—RSIERYT2HEELYVEEZICANLONDS

SMQ [@#UE (Hypersensitivity) (SMQ) ] IC8&&N5% << ODAEIL. BEUEE 7L IILF

—REBLUVERBLEZZFRORRZXDL TELT, REINEFICOWTITER @7

DnETH B

2472 A/ BRAEE
ag
- BRI FoBIOCMOERERICEET 2EBE/ T LILF ERZT RS AIEEL D
52 TCHHE
o MMEBRRME=TLILF-—HAHELRRRD—D &R > TLDIREE
o LERZTAB=MORRERIES L T2 AEEEL = LIKE
— BEYE/TLAFX—%RERT HEARERROAE

ZHOBFIIHEWT, BUOBEZRIERNHDen b, BEHHDLWFT 7/ Frg5e
DOEIEMOSEICL LT, 0D PT IR RB L VAERTAZOMEICEEIND. H
ZNEVTNICHETEINAVEND BRELNE LT,
BRA%
- BCREEBICEYLHE
o LHL. bLINOCOREZRRT Z2HENHIHEIE. 1—HP—FZ DL 5 HA
EOAEMICIL—T LTV HLGT (B2 %&ZEZE (Autoimmune disorders) |
i i
— BiEEERSICETIAEE, b LAEETZIHEIE HLT [BiEERKRIC (Transplant
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rejections) | TH/N—TZE %

L BRARSICET5EE

o INH (TLAF—AEETHE, KHICHT2BRERSETTRE) FBEA
Held., 1—Y—I5 PT [EYRFEAFEERIG (Idiosyncratic drug reaction) | &89
HZ &

OERICEET 57 LLF—FE B B BYWEIICL5H0)

— FB5FREE

BE, 70 FICBEEL T WERERE

JMO % : MBRDOEHE & MRER O F BT T 258 ; BEUE (Hypersensitivity) (SMQ) | (3%
HWieR & LBRROBEZRA T L5,

2.47.3 [BHUE (Hypersensitivity) (SMQ)] O&E&EHY X b+
R 2HDEH 0]
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2.48 [®/E (Hypertension) (SMQ) |
(2008 EF9 HEER Y U—2R)

2481 T&H
SEFEBRMENASWVW & EFERIND,
JREA :
— B (REMIAEBRESMmME)
- fOEBERBICHELZDO (TXRMESME)
EDOEMLZEZEMEEL T EMNICOVWTELDEENEZ oNTH Y IEHME 140 mmHg
PR, #RaREAMAE 90 mmHg LA E & U 5 EE A o INHEEA M AE 200 mmHg 2k, HEaREAMAE 110
mmHg A L& WS BEEICE S F TLERICHIZ> TS,
2003 FRNEMEF S (ESH) /BUNGIERF = (ESC) SlEAA F 74 v L UKEE
SODBER IR ZERT (NHLBD Tld. EBEIMMAE L 120,80 mmHg i & SN TW3, Si0E
fE Fiwaf L MmE 120~139,780~89 mmHg & X TWL 3,
REDEETIE, BIILEIFESETEOMEERE EFEOIT TV 5,
KEDDBEHEIIBERTH S, SlMEZHERT 2 EITMEREICES>NS,
RS L OVER -
- BE (EE0SMEDHBEDHR)
- BETAREEMOHZZOMDIFR FBMESE L, EEPL. ZEFE. BE LV

TR BN

- MEFEAICERY 2FZ - 2HM, MR, BL0ER
- ENERBREICEZVER : BE. FREHE. 5L 0mRREER
—  FRERAEIR : BEEERE. BMEED L IZNMHMm. \EREE. £ XS mEMME
BEHEMESMETIE. FHOBEFNEL IR ShhWn, RROICESHMEIRBICEN FIR
THH, BFICEREICEZ WL,
SMEROHBEEPEREELREDLMEARY FDYRIRAFELTEETHD, RHZ
Wre BEBENEETH S,

2482 AE/BRHNEE
ag:
- BREG/AFEE/BREOBMETH D ERENTVWEITNTOHERE
- BMEREDL LIEBREREBALICLDZHO, FHREADBEOBRICLEZ ZRES

MmET, ZOREAPFHRINTWLEHD

—  PT [EHERE: (Metabolic syndrome) |, @IIEA ZDEEDEEDERTH H7-0,
— IREIERMEREE
— LDy =Ty YH Ty ROERICEE T

2 RE(E
_ OSBEEERLE Y S L < R EEE O R (s

<
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- BmMECZM~—h—FIREFRICEISHE
- RERBEBEGZERTIAEO S B, BEEO—#L LT [EMEME (hypertensive) | & L
DHBEELLD, REAKBIEGICHT 2EHMABRLZHEET 27-01CF SYVEFEEDS
W SMQ % ER T 2B H 5 (B[ g miE & E (Ischaemic heart disease) (SM Q) .
(AR REREs K OMMEMEIEG ICH 5K (Central nervous system

haemorrhages and cerebrovasculoar conditions) (SMQ) | ),

— ERUER/EECEMEZMES. FLEEMEICVWEZ2EZTNOHIELD

— FEMERE. PIARETTERE. BEENEITERE. RETTE. 5o MICZ NS DRFENLREIR
B L OFER

- EROBREBEEZSUHEROS L, aMEICEET 252 M0Hh2H0 (f: LEIEE,
REVE. T T 0 — LMEEIRRE(CEE) , 7272 L. R 0 —8 & L <& ME M (hypertensive) |
EWS ABETEUIHEE TR

- EBMSMEICE T 52 MmEMERIEOMRER (F) @ ZE. &, SiE)

— DBV RIZRF B ROEREE. ERE. RIE SiEIER ESH)

— S RBOoNDIBMEOHEL R B : BESLFEFSMED T L)

- ZRMEEmMEZSIZRIITAREOH ZEREZIET AE

T IASMQ oY —F mIELIIFI-AL T THBGEICIE, ASMQ LRI TN
BIRE. MR EAERSB L OHERICET 25 (CIOMS-WG O F U P F L XEDER2 2 5R)
ERRBRICFBT 2L 2RTITNETH B, £/, [EMELEE (Ischaemic heart disease)

(SMQ)] * IPiFHRRHIE L UMM EEIBEICH S KRB (Central nervous system
haemorrhages and cerebrovasculoar conditions) (SMQ)| *7 & D fttdd SMQ %#FAH L T,
BMEOFEABRHETIILARFNT LI L TES,

* EE0ZEEKEC ¢ (Central nervous system haemorrhages and cerebrovasculoar conditions) (S
MQ)] “IEZC I OMS -WGDF Y P FILXEDRRLZTH S, $iTIE [Conditions associated

with central nervous system haemorrhages and cerebrovascular accidents (SMQ) |

2.48.3 REDOEMELRFHROFAICET 5ER
[&IME (Hypertension) (SMQ) | ¥ E & VLR ROBEAIF D, 5illld 1.5.21 458
THIE,

248.4 [BEME (Hypertension) (SMQ)| OBEEHY R b
Journal of Hypertension 2003, Vol 21 No 10.
Journal of Hypertension 1999, Vol 17 No 2.
Harrison’s Principles of Internal Medicine, 16th Ed (2005). Part 8, Sect. 4.
Dorland’s Medical Dictionary, 30th Edition, 2003.
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2.49 T[{Ein%E (Hypoglycaemia) (SMQ) |
(2016 EE3 AEER Y U—2R)

2491 E&

EmaEld, R E 72 IOER GBI IE, BHRREOZEL) BRETEZENDHD LN (BF.

50mg/dL ki) FCTICMBI/ L A—-XOFLZFHE L TWDE, EMEITES, 7/L3—X

DHEAFZARLREBAEST DA HZRLDEENORET 5,

— EmMEOZHTE LT, MEOET., ZOEROFE., BLUNBEENERBICR->72HE
DINLDEERER [7 14y 7LO=# (Whipple's triad) | % —f&HIICEIRT 2,

— BOBFEXRIL, BELRET 2FEREETEEED 5~10%TH %,

— BRI, LD —R L ANLDETICERE T 3 3 RAAR 0 IEMEL & i aerE = (2 BT
BLTWS, Z0oH, BT #iE BA. A% ZEICHS, M7 La—RofBEE
DD (FEFREHEE (neuroglycopenia)) (8EEL. TR, ZFREME., L. ELHkE
= BE RPYICERETORRE R BREEELH B,

EIME DB 4 RRECREITRD E B -

— EY) - TR/ AARYF—IL RYZIVY FZ—F YUFLABE ZLK
Y7 IR (Y775 BLMEMELBEET 2ROMBETREE L TEZHOMOE
MhdH 5,

— REBRNVKZVRZOFER/ELA - EERSE. F-IEIBRBEOREDT 743 55
NTERT DI LN TE 2 HCHRMEME,

— ARMEA R Y - FIZIE AR VELEEROES (SMEES). ROJER M
B,

— RISHEmMAE - SR ECoMBICL S BIIE, EBELCEFML-EEREN D
%), -l RMEBRIIEE (B2 1E, BEMERERE) .

— ZERERHMEmE
o MHEEMREIX. EFLBEHEREA T, BHEGROES T K B MzOBFA/ERIC

RERT 2@mA 2 CEENE (BESRBEENE OO 2EXHBTHY . &
ATIE, BEEMEIX. FICEBFME. RAICRoN S B MlEBREMAEH > ®XR
NhamA 2 v MEDKEZHAT 27-HICERIN TV S,
o EBEEMEBRIEBEVCENREBCOESLESL TWAREELD D,
— EMEOMORERICIIRDE DI H 5,
o HIoREEME

o HEEKRE
o IVHYYAX (BEREEH)
o IR

o EBEIEMER
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o /NBEEDS b EmeE

o &EBEfe

o TFEAHEEEETIE

o ZfE

o BREBRE/ AX (T—T4777F)
EMFEDBEIL, 7NV —XTHY  OEERIT, RANGRECHEEKRICED L TER
TEHZENAETH D,

249.2 AE/BRHNEE

ag:

— [EmEDEL IREICHT 2 HE. EEE LT [EME] CABTROEL IRED
[MEmiE] % —MRMICED

— EMEOBHAE Y R— T 2EET 2REFRRICET 2HE

— BHOLEE - EIEOEIRICEET 2 RS

— EIEDEG DR %E R T RIREIE D & % BE AN AICEE T 5 FAE

BRA}

~ EMEOFER ICBIT 5 AE

— EMEOCLREFREICET 2HE

— FICHERRICEEYT 5RE

— RIMMEE > THRETIFROBEEFT. BENIC /A X] 2REBRICADIE
BENDERERTHE GLEETH. SRR SEH BRSO

2.49.3 REDEMLIRFH/ROFAICET 2ER

[MEm¥E (Hypoglycaemia) (SMQ) ] &, SRy L VAERROAEBEZFH, FlAE
BIZDOWTIE, 1521 ICRRHEINLTW S,

BB, ERO—MMHNFEFENBEHIL. Ny 7077/ AZXDEL B AHENHIH
570, LPERIT. FELTERIRETHD, 7R MF, RBRAZBE. R¥P74 73>
bA—iL, XAHTFT4 73V bR —LOXRERL T,

2.49.4 [{EMm#¥E (Hypoglycaemia) (SMQ)] &E&HR YR b

Hamdy, O. Hypoglycaemia. Medscape Reference.
http://emedicine.medscape.com/article/122122-overview#showall
Merck Manual, 17th ed..
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2.50 [{EAHY) LnjE (Hypokalaemia) (SMQ) |
(2019 E3 AEEXY U —R)

2501 E&F

EHY Y LMEIX, 3.5mEq/LARFOMmMEEAY 7L (K) BETHY., 25DHY 7 LEFHO

TRFELIE, MIERNNDAY TLOERELRBHICL > T ERIINS,

JREA :

— HVU 7 LEREDRDY

— BEEIE. CHLELSDH U T LOBRE LB

— BAHYYLMEAS|ERITIEHANMONTWSEYICIZ, FIRE, TH., AR, 2
FZNUN BLPILaLFIAAR, BLUB-2ZBRRT I IEEND,
*IMO 3T @ RS CKEE) T [Mineralo] 13X 37 A RIARENAERLZTHDD

TZZTIE [Tx70] &LT,

ERARBURIE DY 7V LADIBOREICKEL., UTOEREZEE

— BHET (Muscle weakness) . FEE# (muscle cramping) . #R#fER M UN#E (fasciculations)

— FREMAL TR

- BB, BLMELE (EHY Y LANELPEEOHZE

ECG (UWEBMN) Ziiz@E., mEFHY VLN 3ImEq/LEKRBDOFEICKEE, UTEED

— STYET (ST segment sagging). T E¥E (T wave depression). & U EEX (U
wave elevation)

— FZELWEHY VLAMETIE, TRIFRBINSI LAY, URIFETETREL LS

BAY T LMEIE. ROLD) BARERES R T AIREDH D

— DEMHEAAUGTE (Premature ventricular contraction) # & OVOEMEEAAUNE (Premature
atrial contraction). /O EMSEIRMETREN (Ventricular tachyarrhythmias) & & VO EESE
ARMEAREERR (atrial tachyarrhythmias), & U2 EF 71X, 3EODEE /Ay 7

— LEMBIERICKETIAELELH D

M=-d

- BROHYV Y LOHEFE, BEICLDEROENMCEEDERN L WIRY ., 20~80mEq/H% 5
A5

— BHYUYLUEREROBE. BLH Y 7 LAOERNES L. BOERIRER TG 720
DEZRY VT HITNDD, ZKA0mMEq/ hDAHE5ZX 5, EEDERAEANIL 10 mEq
IThIATFICTRETH S

250.2 AT/ BHRAERE
a8
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— BAVYTLMEFIZ. AV T LERKEZERE RS BE

— MFBLIOCRFPOHY TLREDETE/IE. EBZBENICRTRE

— KA YT LAMIEOKRREBICEREICEET 21RE. fIzIX. BHY 7 LEFOATNLECG
BERE

— KA U T LI0E SRR AR N EE AR

— {EMmE (Hypotension) ¥ {E#25% (Hypoventilation) & D & 5 IEA U 7 AEICLIELIE
BIE Y 2 Z Db DRI

BRo :

— EHY Y LMEDOEICFEND DBEICEES 2RRA (F: #XRE7 7> 2 = — R
(Fanconi syndrome acquired). BRHMEET > F— X (Renal tubular acidosis))

- ERENLHRNICEET 2MEERS LURERES

— MBIV T WA WIREHRE

— BHYU T LRECBEET 2RSS L OER

— HZXMOEHY T LME

2.50.3 BRFEOEEELIRFHEROFHICEAT 5FER
[ME# ) 7 LM (Hypokalaemia) (SMQ) | (Cld, $si & LB OMADBRRAENH Y. M
BEEEAEIF 1521 ICEBHINTWS,

2504 [{&AH Y LME (Hypokalaemia) (SMQ)] o&E&HR Y X b
Merck Manual, Professional version; March 2018

Kardalas E. et al. Hypokalemia : a clinical update ; Endocr Connect 2018 Apr; 7 (4): R135 - R
146. Published online 2018 Mar 14. doi: 10.1530/EC-18-0109
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251 [{EF+ YUY LiMnEE .~ SIADH (Hyponatraemia/SIADH) (SMQ) |
(2007 £9 AEEXVY Y —X)

2511 E&H
BF MY TLMEIR, ROLSBBEL4OERRBICBEAEL TREIN TV,
— BIEWEETD. O - M0 AE, A, BAEERE. FIRBRERETE. ORMESE.
mMmiE, 2MEITEEERS, ik, TH$H KLU SIADH
EF FYU Y LMFEORE L,
—- BROBRSRDME: F M) TLBEIOKIRZICEES 2 (BHE/ITTRICERT 5)
— BERASE/MNGE  ERBH B LI OFEELREET 2 (5 > MELTRE F T BERIEERIC

E_a_%)o
- BERIEEESMNE  ERBH 2V EBEERMORIEMEREET 2 (B L<HBREAIE
SIADH),

SIADH X, XD & 5 %2fE&4 DFIRICEETS %,

— FEY (BRI, PRERER (CNS) BEE (FEHHF. BENEMH 2 W (SMmE, ANk
HDWIEHERR, FodaMEMR). MES (X, B WE. 78 MREEM
BE)

BEF bYU D LMAEE SIADH (X, & HICRD L S BEE L BEET 5,

— CNSEUEEX|, =BMH S 2% (TCA). £/ 7 I v#+F £ —EEEH (MAOI)., ZEIRK
o b= UEEYAKEEE (SSRD. M7V Fr JUEER (FChLAwEey)
& DRt IR

— JERTFTOA FERXAER (NSAIDs) BLUOT7HE LTI/ 72>

— YATHA FRIRF B L7042 F

— ANT7FZATLTE a7 asNI )

- TyIFTUIUoEESR (ACE) /1 yEEX—

- ZLOMEEE B /n74RT77IR)

B MU T LAMEIR, BF, MEF MY 7 LA<135mMEq & L TERINTWD,

- BEHDIVIIBECHARBEIZ. BERTH D,

— EE (MEF bYU Y L<120mEq/L) H2WERMEDBEIE. KPEETRY D ROEIE

BLERZERT
o ROFREMER : SRR, MBREEEL. KRUH. MIE. RE HSITEE. K8 5LUE
5N

o T OO Bl BH, BLUBHMETIREDS D L IEHHEE
o ZDMOBEREMEER (MFHOF MY VLAETICNZAC)  MBREEET. K
BREEOERELCIZET. BLORFF MY TLOEREEL IHET
SIADH D 2#rid. &+ b 7 LAMEDMDOREZ B L TIT I,
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2512 AE/BHRARE

ag
ROBEZDFFE :
o 1&EF YU TLME
SIADH
mE+ YUY LETICOWTOERKEREE
o MEREEETICOVWTDERKREE
o WRHEFMIVTLEREDOENICIOVWTDBRKKREE
o REBEDMZEIZOWVWTDEKEEE
— PR FRIE. BFIC. BF b U Y AMAE, SIADH, 3L CMEFDOF b U T LD W IEHA
RELWVEVEEDESH D WIHETICEET S PT 250,
— RERFRIE EF YT LAMERT,/ X SIADH 2 R~M$ %, MAEREDH 5 L ILRE
FEORE., REDF MU T LSHDWILREREEBICOVWTOEMNPT Z#&T,
R4t

— A SMQ TIREREINEFICE L TIUTDEZZSERT D I &,

FERS MUY LMES LU, XL SIADH OZHTIE, ZETOREBREBOFEICE DI, I
b DRKRRE L, KIEDGE., RO —EL L TiTh b, T DR, & V) EELEHE (&
BHDZWNMIFEDL S R) M H DAL EFIEEELRBRERRA#OLTICEELRHEOAE
WETDIEDHDHDT, 2D LS RIFAIZZ DERIEE SMQ H S IEBRA SN D, BEIC,
FEEOEWRE (BL, B, #El. 2 WVWIEHEE) 2HREL TVWDEH, ZLUTIEELRR
BRERZREL TCOARWVERD, TNEBE L TREHRICI-AVERABRCTHY . |WE
FEGIORAICE T BESF U 7 LMFE/SIADH O%E % FMT 2 ICIEANTHoRBERICTER
WREEF & LT, ASMQ s BA N2,

2513 BRROEEELRRBEROFHICEAT 5ER
ME+ b Y LmiE/S | ADH (Hyponatraemia/SIADH) (SMQ)] (it & [LiEi@RD
AEZHEA T\, Fillx 152125822,

2514 [&FFVUILIMIME,S | ADH (Hyponatraemia/SIADH) (SMQ)| ®&Z&# Y
Z b

Foote EF. Syndrome of inappropriate antidiuretic hormone secretion and diabetes insipidus.
Drug-Induced Diseases: Prevention, Detection, and Management. Tisdale JE and Miller DA
(Eds). American Society of Health-System Pharmacists: Bethesda, MD, 2005. pg. 611-624.
Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus homeostasis.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, and Yee
GC et al (Eds). McGraw-Hill: New York, NY. 2002. pg. 953-979.
Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of Internal
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Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-Hill:
New York, NY. 2005. pg. 2097-2104.

Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison’s Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-
Hill: New York, NY. 2005. pg. 252-263.
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252 [HRRET-—RIGHEETRE
(Hypotonic—hyporesponsive episode) (SMQ) |
(2011 F9 AEXXV U —R)

2521 E&
A RRIET — RIGHEETHRE (HHE) (ICIZROFFEDLH 5 ¢
- ERNLHBEERDOET
- BREME (U moREEICT L T)
- REOZEE (BEA. F7/—1)
TEEDT 7T rETHERLARICERELTWVWD
- Y777
- BER
- NETA TR AVIILIVHELATB
- BEFATIFV
FEAENBEBERD 7 7 FvOEREHBRICEREINTWS
S VBERICHKRT L0 :
- \EEpRRLYemRET7 T
- —REEOHME. BEFVE®REE
BERINFZIBERHD TRICEET 255 LA TIE AL ¢
- TUFVORE
- HEERR
- TIFVOBEERD
- TEIFLEROHEAEDLE
KET 7 F o BEERFEFE (VAERS) ICHWTIE BH LY ZHDIF 5 10 EEE (53%)
IZ HHE ZzR&B® L TWb, —A, 7V X707 F 4 —~_A 7> X2 X7 L (Netherlands
vaccine surveillance system) TIZEMICHEIFE HHE DAL Y Z<CHBESNTWL D,
FHEBEZEOMEORIR L COREIL. BF 3~4 BRETHIH . FHEEERD O 48 K
BETRIZLELEH D,
FER IS4 6 9 5 30 G < .
3HD 1 DEFITHRALBDHOND,
The Brighton Collaboration (BC) HHE Working Group (HHE OEfIE &% FFES) (L. FKIEE
DEEREVRICEDE, 3REOEEZHOTILIUXLZRRL TV !
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NS A—4 HEEZHT DL RV
— L~ LAIL2 L~RIL3
o BRIG £7- | BRS £/ | BRIC £7 | BRS X7

Bt ERS | ERS | X ERIS | W ERS T

GRS BHEREET | HERET B % ERIET
Z8 /-1 28 72k 2A 71k | B8 £k

REOZEL | 57/ A5 FT) X | FTI—E | FFI—E

£2-4 [BHERET-RISHETHRE (Hypotonic-hyporesponsive episode) (SMQ) ] IZ

BT AREZHOTILITYXLDOLRIL

2522 TAE/BRAELE
(A
- Pz dASE
- EBEEMEZMDHT BC O HHE OFERICEODVW/HES I WERORE B:77/—+t
(Cyanosis))
BRA}
— HHE OZMTICBEEL A WHEE

T 1 BC OEZERICIE. HHE OR2Kix Zf11F 2 BN ARBRKRRE AWV EBARICEHIN TV S, L
A L. ¥k HHE 02l & BEDOESICL > TREAREBELBEMAENDIAEEN D Z 0T, &
KRIEEOREEZARSMQICTETRETIERVWEIMET RETIEAEL,

T IEBLAEETAFORBR,. BCOL AL 7LD YXLAARSMQ ORI NE7LITY XL
EINTW3

2523 FHLOYXL
[ ERRIET — RISHEIE T F1E (Hypotonic-hyporesponsive episode) (SMQ)J] o7/ TV X L
ATIT)—IFRODEHICEREINTNS

AT TV —A: P

HTTY—B: HBRET

H7TY—C: KIGHEET

H7TIYU—-D: BER/FT/—F¥
AN SMQ O7NTY X LEZBEAT 2L, BRINECN TROFXHEDHE,
Ea—rnEEHMINDG,
BLDOHBEMIETRICEETEHD !

AT ITY—A (EEHRR) (BT 2HBZETES

HBHWIZ

Z DERIFEEML
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ATTYU—B+ ATTIY—C+ ATTY-—DAOLRA—DULDOBEXETIE
I—H—([FEMOT7ILITY XLZERLTHEL,

2524 REOEMLRFH/BROFAICET 5ER
BAIR R & LIRS R T [BRRET - RICHIE T H4E (Hypotonic—hyporesponsive episode)
(SMQ)J IE7 LTV XL%ZFEDSMQ TH B, A7/LTY XL, BENOELZ S HICIKYIA
A BHHD, EIFRATIV —HTOLRRARRAZOEAEDOETHSD, AT ILTUY XL
iE. UTICRT LI, —DndRE7TAL R e L TEEAETH S,
BAIC.SMQ 7 T Y — &g, IR SMQ & L CEA L T BET A ER A %ERT 5 (1.5.2.1
SH),
BEHOT7OLR; V7 b2 T72AVWTT7ALTY X LOEEHLEEERAL CLETHRERL
TEGZR ) == 045, RRLIZEMNI NS BT -2ty bTHBHFE, 7/LTYX
La~=aT7)LbEa—IlEAYTSZENARE, [HBERET - RICHEETHRE (SMQ)J
DTNITYXLE TA, £l BECED)] THY, 7T XLZERWTER ZEHLIC
BFTT7O My PURMNTZZENAETH B,

2525 [HERET - RIEHEETHE (Hypotonic-hyporesponsive episode) (SMQ)| @

SEERV R b

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): e52

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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253 [RENEHEE. BCREREST (Immune-mediated/autoimmune disorders) (SMQ) |
(2020 EF9 HEER Y U—2R)

2531 E&
FENTEMREE (Immune-mediated disorders) (£, B SfEMiICAIT o N7 AFEZF R L.
o Exs TR RERAEEE (Immuno dysregulation) % FF# & 32
B ®& &L (Autoimmune diseases) (£, BB L UVEBOHMREZEN & T 2 TRRE
B9 T #BAE D S B BUE O FAE % fFWFRFEMNICEL B
BRENEUEEBOERIITHETHZA, UTHEEIND
- EBEHNER
- NMEHEEE
- BERIIEELTSZDIEY
HREEIEA S| R TRENEEREDOFREEAEICIE., UTOHEAEDLE TRET 255D
H5
B2 RSH T #fE
B 2K
RIEEYTA M HA >
EEE
BENEMEEDN, BEDBCREANZALEL DI EART LIBASAICENTWVSD
T Tl
BREBEETIE. YA MAAVPE/ 70—FAHGAEEDERAL, AEXEMZIZED
BEMTHIARNEEOBEEREBEL TWD, XHZXLF, ROEBY
- T/ RBRENEMES
- BEOREDOR
RENEMREEIL, RESBEZEDIT-OICHRT 2\ b ERTE277FICE-T
BENLGBSEETLH D
BFHEIIIEIEZTHY., HoWIEHRANVEEEZZT LML H S
- —EMIICIE. KB, HILE. [VBICERDER
- ENBRIGICIE. FRENERCADMEERD R ENH D
BEEEENLEREBROBEICIIUTIEESIND ¢
— ALAFARTAA FICL B REIH
~ EBEFXRF (TNF) [BEEFIL E OREE O R R

2.53.2 AT/ BHAERE
25
— BREEECTIFUICEETAARMEOS D EENEMEES LVECREREE S
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59 HE

— TEICHERINTOLERELLTHL BEREZF - ERENTEHOREBERFNTALRD
SEWEEHLA B B 4kRE (B BBET Y 7~ F. KEENIERIDE)

o TIUVFURELEETIAREND DD, EEHREENEG TN, NS IERE
BELLTEENTLS,

- [Be®&] £/d [RENEE] OREBICHET 2EMINTWRWERE, &£ X
¥ PT [BT% (Hepatitis) | (£, PT [B 2% &2 (Autoimmune hepatitis) | 5 £ O
PT [%&Z4EFF%4 (Immune-mediated hepatitis) | ICX/5T2Hb D& L TEENS, &
NoOBHINTWAWAEILZ, RENEWHBECREEEZLTLERLTVSLE
R OAR WS, —ICEERAEE L TEENS, 72720, Told, BUYARE
NEMEOBEEREL/2E. =T 4 /T 2BROBFERORWEENRT — XA %R
R DHEBICMEDH BN EH L NAE L,

o JEFIRRT/ ARX%ZF|ZRITAEEDLH D70, WitdT 2IEEMOMBEFAEIL
SFENm0 (F): PT [FF B2 fE (Neutropenia) |

~ BB REREX Y/ VBZETRENET A ADOBEERERE, Ch o3k
HAEE L TEENTLS

BRA}

— GENEMEEELSLVCECEEREZICEET 2HECERIL. EFENAMED/-O,
72 [/ 4 X] ((FH (Diarrhoea) | ¥ U A £ (Urticaria) 72 &) %5l &# 2291
BEMLH L0, —BNICHRAIND

— B0 RBENTEIREE

— HEEREEERYT —ILIMMAE

— BCREANZXLHNIARATELRWVERFIE. MEFE, £/ 7574 7F > —RIG

— RRFHREERE

- ERMEIREERSE

2.53.3 BREOEMEXRFHROFHICET ZER
[RENEEEE,/ B ®ZEE (Immune-mediated/autoimmune disorders) (SMQ) ] (%, &
HH L VLR RAEEZFD, Filld 152128822,

2534 [®RENEUHEE B2®EEE (Immune-mediated/autoimmune disorders)
(SMQ)] o&E&EHRY R}
Brahmer JR, Lacchetti C, Schneider BJ, et al. Management of immune-related adverse
events in patients treated with immune checkpoint inhibitor therapy: American Society of
Clinical Oncology Clinical Practice Guideline. J Clin Oncol. 2018;36(17):1714-1768.
Champiat S, Lambotte O, Barreau E, et al. Management of immune checkpoint blockade

dysimmune toxicities: a collaborative position paper. Ann Oncol. 2016;27(4):559-574.
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Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R, and Sindic, C.
Optimal approaches to data collection and analysis of potential immune mediated disorders
in clinical trials of new vaccines. Vaccine. 2013; 31: 1870-1876.

Kieseier B, Mathey E, Sommer C, Hartung HP. Immune-mediated neuropathies. Nature
Reviews Disease Primers. 2018; 31 (4).

Kuek A, Hazleman BL, Ostér AJK. Immune-mediated inflammatory diseases (IMIDs) and
biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr; 83(978): 251-260. doi:
10.1136/pgm;j.2006.052688.

Puzanov |, Diab A, Abdallah K, et al. Managing toxicities associated with immune checkpoint
inhibitors: consensus recommendations from the Society for Immunotherapy of Cancer
(SITC) Toxicity Management Working Group. J Immunother Cancer. 2017; 5:95.

Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on newer
treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

Thompson JA, Schneider B, Brahmer J, et al. Management of Immunotherapy related
toxicities, Version 1.2019. NCCN Clinical Practice Guidelines in Oncology. 2019; 17 (3):
255-289.
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2.54 TRR3A%PF % (Infective pneumonia) (SMQ) |
(2017 &£ 9 AIEEAAU)—X)

2541 E&H

fhiZld, BRMEICL 2AMORMBORETSH D,

— iz, BEELETIE. R MBMABEORARBRECHES — RN AXTHERRTH
%,

—  KETIIHTE 2~300 AN BEMAICEE L T, ZDKN 60,000 AAFET L TL 5,

— RKETEA Y7LV ERICHAIEL, ETCEROE 8ALICH Y ILTCDEFREREERNT
55,

RBEMRR ORR, R, BE. FHIEEBE., BLUOFROEIUTITERELTWLS

—  YUBERHIWE. TAILR HE, BERICEDZHONED

— OIa2z=74 (FH). B, FEIEHOREBEEOHEER TORENITH,

- REREDOH D, FTRERERAEDOEHICRENTH

BRERFT R

—  BRANERIE. BELREICBENLHOE T, FLEEEIE. BELOA OB E
TIXEIETH S,

—  BEE. LIETLIFEREZ S BB, £7RIRELE L TBESLIV /£ EETFEETS
BaND b,

— WL, M. FRREEMOEE L0555 5 0 PERERENRI DI LN D D,

- fhofERE LT, EF. BRE. HRE. BEE. SLO0BBERYH 2,

— HEEORAO—MBHAEEHHEICIE. RIS, RIEKES 3 v 7 B L UZHBTE. B
EEELS L OHFEREEOEBELEEND,

— SiE TR, EICHEEL (EHEES | confusion) DFIENZ DD IMEE 7L
HELDOBAEZRT ZENH Y., BRERERNIE-ZTY LRV ENH 5B,

M2 ld, BEREBL > b7V CBREAMRICE OV TWLS,

Z DML ¢

— U T LBRBEEEEE

- MmREE

- ABERRELOL P2 7 RRICHT 2 RPARBKRE

— PPIRER T AN REEICHT S PCR (KU X 7 —@E#EKIG) RE

- MEFRE - HRREFEN IgM FLiMdmo = F

— NAFw—Hh— BIRIE. CRIGEL Y VBHLOTOALY b=

BH—MGAEIL, BYIATNEES L OEREZRAT %,

2542 TE/BHRAEE

SEE
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- RRMEhxEXRTHE (B (4 (pneumonia) | F7-id [FfE% (pneumonitis) |
EREZEHT) RRETERBOEELBEST 2HAUNLINOABZIET %,

- BERETEEOHRBNGRARREZES., Mz LIELIES SR IREEICET 55
MO BREAE (FIZIE, PT [FAIREZZE (Pneumococcal infection) 1),

— FICHRERI TR IIHEERE, FRRRICEEND, MAICEET 2R]BREDH 51
DHEFEIZ, LERRICEEFNTLD

— FRICREORES L EIR

— Mz LIFLIERI 2R IHWERICEET 5 HLGT [MAEMFMN S L CIEFI%RE
(Microbiology and serology investigations) | ® F{i|Z & % R EERG M,

— RRRMRH XIS ICEE T B EiRZET (diagnostic imaging). MiEH A, HEZICET 5 H
F. FRTOMBOREBEREICE T 5 AE,

R\

— REENE L OFBIRERK (T4FERIKIERZ  (Eosinophilic pneumonia) (SMQ) ] %
BWTRET 2 ZENTED),

- BE. BER. SEELEERLEICERY 2k, MiEx/ATUBEROMAIL, B
B, BREICLIERNBRMAD—TETH D70, PT [ILERM%A (Post procedural
pneumonia) | 1$k <, 7= PT [88kMfHA (Pneumonia aspiration) ] HBA SN 25,

— ISR %R Eike Z RO ERRI AR D B FRE,

- [VEXRDOBRE

— FRICEET 2RBEOMES L ER (BEE. BE (chills). Effe (rigor). FK#., IF
)

- ERMEDORE

— MRICEE LA WRNEYRIRE £ 72 138 E,

2.54.3 RROENHEERFH/ROFRICET 5ER
[T (Infective pneumonia) (SMQ) ] (&, PR EHKRROAZEZHFH. 1.5.2.1
ICFHRAEENREHIN TV D

2.54.4 [BiH4HH% (Infective pneumonia) (SMQ)] &R Y X b

Harrison's Principles of Internal Medicine, 19th edition
Merck Manual, 19th edition
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2.55 BB A (Interstitial lung disease) (SMQ) |
(2006 EE3 HEER Y U—2R)

2551 E&
MEMMEE (ILD) (4. ffaEE s L Ao B EEMICEE L 2 E 4 OFIIRRB ORI TH 5,
- BMTIEAL PEOEEEICES D TIEEL,
RIS, U & FHRREEICH T D RIETH S,
- BUOHE AEISHEE & MEROBERMUICENY . Z0FERE L TRBEERMERE Z 5]
R,
Pt OENL S L UER L, AR RSEBROERLEEZICOHN S,
RED -, FEREICKEZRIZTTAREDLH 5,
— BREMAHAICHESFAEEAIEXXIE. BZHILD OEFHO—ETH S,
#7180 BEOEENHEROREE (RELEDL L IFZEHFOBBO—I, BREBEREESR
mE) BEHMELTWATD, ILD 2B 20IERETH 5,
ILD =2 D7 I—FICHETES :
- FRERA»FoONTWEHD
- RETEHDL D
FNFNDITIN—TIZH TN —TICDET R ENTE S,
—- MEFAIEINEERSE CORAFEOEBINIET VXD HLHD
- AFEEZHEDLEVDLO

2552 Ag/BRHNEE
ag:
— fabmse. BEWRE, BLORMELZ R T 2MERICERT 2HE
- RRA SN TV ILD L CRATRHED ILD
- HWFEZMHES LD (PLaA F—=22AE) BLUOAFEZHEDREWILD (Fy F/XXF
v —fEREER L)
— PERFRAEICIE. BAMICREMMRISERT OCHEEEICL ZBETTO ILD @
BlLEEZZONDHDEEE
o TLILF—EosLUOBHRICcHTI2HEMESRMRGEES ILD 288
o MWEHRICHT 2EEEOHBORIGIZEEINDE EEZXONSE, ZNILER L HA
SNBHFIROBMEICH T 2REZMEEZE L IEBINT 2008ELAH Y. TORBRBEKR
e 2EERD B D,
—  LERFEREICE. BRMOEREHEININAC THLEEMMERICERT 250528
& (BAMERESBMEERE, FHMEREE RS OMAE. INoIXILD A RBT %)

- MEMEMEBOHIES L OYER
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- BEBIUBEMESICEET 2HE

— BHLULEYAEROEESMEL L BT LAF—HEHICEEL A WEE

- BMXEEBORE

— SELRMRIKED AR

— TEREOREIIFBMHOMOKRIGHA DR TCTREBINGZWEREYBRAINS : 7Ia/ F—
R, BEMHoMEERm. BB, FFEE. GVHD, ElE(IC L 2MEBEMMES

2553 MREROEHEELRRB/BROFHICET 5ER
[FIE 4R E (Interstitial lung disease) (SM Q) | (Z3EIHRTR & [N RDOAEEHA TWL 5,
SHHHIX 1521 25 BIT B &,

JMO % : [FHIEMMER (Interstitial lung disease) (SM Q)| OD&E &R
BERERIE A DS - JBEHNA RS54 BRERBRFASOF AMEERZN -
BENA P74 MEREES EEHBREM BRI EREBIREBEV E A KRR B

AY,

B

%ﬁ@%ﬁuwgﬁ4h74/ KERESEFEEHA RFSA ) —X, B25H;
2003 £ 5 A. : ﬁ#ﬁ ?

=S, EUHE? /J\)E' =it BIRZHT pp.938-94939 £ 852019 FE6 A &

MhnZ (IPF/UIP) —EBEHA K4 v &ETIC BRDEOEE

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

146



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.56 TEEniE KRS 2% (Ischaemic colitis) (SMQ) |
(2008 EF3 AIEER Y Y —X)

2561 E&E
MMt RBRIFMAHREIIEESND ZEICL > TEL 2 KRBOEIETH 5,
BEBICHT 2MRo—BEDORMCLYEL B,
ZDBE WM TH 20, ERFICROBTIERNA, MEXR. H2 WVILRETEREICHE S &
ERBICHELD
AR RIZEMERDRE LEEICL D
—  BMEBIE R ARG R
o HEEOTEINRE. EBNooHm,. LUCMmMEET
o fEBBOILR (BEH)
o MBEXOHIE (FELEHF)
- BARUEEmMMEAEX
o MBRE®RIIZHETH?D
o ZNEFEBLAWREALEN B SHBICELRIZENH D)
B RBXITTEECERNLD 2 EBICZVWRERTH D
I RBEARERECAIND
BEIITEMEORAEZEOTICRKET S
BEdT2ERE LT
- OMAEEDET
—  TEERR
- N5
—  FlT (B 0 KB - BB ENARFAT)
- MEX
- REXOREE
—  BHAEMMESE
S L o
— BEDOEHA
3D 2ULDBEIFRENEEE FEIRNEREEL BOKRE. IEYE) ICRIGL. Fiif
NBEEINDZ EITHTH S,

256.2 AE/BRNEE
aE
— EMmMERBAE LMo DOEE
— EMERBAOERE L CTHAEWNICHKIZT 2IREICEEYT 2 HE
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~ BET 2ERRIREARE
R\
— BBDPEZE (stricture and stenoses) (CRFET 2 AR
— RIMEXBAICERFENLEBRKRERICEYT 2HE
— PT [ XL 7 (Melaena) |
o LEVHMEHMZEY%T 2
0 T—ARN—RTODTAMERTEBOTEZLD [/ AX] 2% LT

F AR RICEWTIE, HMICBET AEEIX [/ A4 X 2%ERT2EALH Y. B, BEX
ROEFNOTAMEICBRERIN, 2D [/ AX] IZZOEFHIBEEDEERICFEREINS Z
CICERLIZODDENG L,

2.56.3 MREROEMLBRBROFAICEAT ZER
(R4 A2 (Ischaemic colitis) (SMQ) | (5kiEe3R & [RIBRRDAEZHA T\ 5, i
11521 %583 52L&,

2.56.4 [EmHEXAEX (Ischaemic colitis) (SMQ)| &Y X b

Satyaprasad V Alapati SV, Mihas AA. When to suspect ischemic colitis. Postgrad Med
1999;105 (4)

Michel Huguier et al.Ischemic colitis; Am J Surg 2006; 192: 679 — 684

Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of ischaemic colitis.
Aliment Pharmacol Ther 2004; 19; 729 — 738

Harrison’s Principles of Internal Medicine, 11th edition 1987; 1297
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2.57 TR i E (Ischaemic heart disease) (SMQ) |
(2006 EE3 AEER Y U—2R)

2571 E&H
DEEILIE, DD TDRERICEDBRRETRED I 72 LW\ BROFHROTEE 25 =
9,
DBEMDERS K< HBERIE. ONEBEIROAZEMET 70— LEMEERETH 5,

2572 AT/ BRAEE

(A

— DEREMICEIEY % H o B IKRE

BRo}

- UBHENOBMOY RIRAF%KTHE

— PTI7ANRZIEVBET7TI/ b7V R7 27 —EREE (Aspartate aminotransferase
abnormal) | EL O PT [PRASFVEBT7T I/ FT7 R 77 —HE#EN (Aspartate
aminotransferase increased) | (. 7 = —X | T X M TBEMRD 4 WER %= ZHRE L 1=
D TR

F U OLEERIE PT [ 7ARTF BT I/ T

2717 —HEE (Aspartate
aminotransferase abnormal) | & O PT [7RA/XZ ¥ V87 2

J RSV RT L5 —HHEM
(Aspartate aminotransferase increased) | # & A TWz, Mo DAEIXT X MEER (BRD
BRUWEFIZZHIER L72) (XY BAIn, dWT—% (D% Y 2000 FLLH] ; MedDRA LL
Al) ZRREAT 2HE. INODOABERRICEDD I EHEERIRNETH D,

2.57.3 BEE#HE

B RS
(20000043)

DB ZE Z O BB I RS
(20000047) (20000168)

215 [EmE &R (Ischaemic heart disease) (SMQ)] DPEE#EE

ZDY 7 SMQIZ oo miE 0%k B (Other Ischaemic heart disease) (SMQ) | (ZE R D SMQ
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DhEYy 7 TIRERL, B0 [EmE &S (Ischaemic heartdisease) (SMQ)| m—E8& LT
DODHFBITRETH S,

2574 BREROEHEERRB/BROFHICET HER

[ 2 (Ischaemic heartdisease) (SMQ)J (¥ E L VAR ROAB % FFOMEERE
BEDSMQ TH B, BEEBEZFDZ LML, 2D SMQ OFA LIS H & O L& RARE TE
&N, BEEBEEAS-7 0 SMQ OFBICELIL TS (1.52.158), HUEED SMQ OF
RIZTRREED SMQ DAREZEET 25 2 & TEBRTE %,

2.57.5 [EMmE0%E (Ischaemic heart disease) (SMQ)] D&EERY X b

Harrison’s textbook of Internal Medicine
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2.58 T$hEE/ZHEBR D RN (Lack of efficacy/effect) (SMQ) |
(2005 £ 11 REXY VYV —2R)

2581 E&

[3heE (efficacy) | I FATOLIICERIN TS
—- Hf0EECEEAMNASKET T, EELVWERAMREZ LS TERMA GBE) B
- EBFT, EELWAEEREZL -5 TEE. £YFNaEl, EEAEDRE

o ;éEE’J?ﬁ.ﬁyﬂJjﬂ (HEAKOONDLEELVHR) & IFEBEFRTHD
[EhER (effect) | &, HAIEBICE > TH L INBEREETEINTWD
> T, [3hEe FhE D XN (Lack of efficacyleffect) | IZBRBDENEFUT THL I & %
RTHDOTH D,
[%hee/shE D &X4N (Lack of efficacyleffect) | @YU X7 W WESDERMNFEET 5 AlgeED
HHHEZTDLDBEFEERET 5720, FEOEFICHEISEN Z DRRICH 25EICHRE
SNDEROERNZERT DHENDH D,
—HOLEDT —EZR—RTlE, FEFL NV TEARRICHEREINS 3 e x| 75
ITHHRITONTWBEZ EHH D,

258.2 AR /BRAEE
ag
— BIEWEBOERFCER S I XY TIEED [—ME) BE
o A SMQ . EEICEERMBR, %F7/ 07U EELREDMBRKS,/ M&EREE
PIFRRE], EEERS. Mg, B, B LB TAEEMNEEICHEIS TE S HEE
MDD B
- 7Fv, EERE. MEOEFH D WIEIEMEICET S [ZOMOERIFEORE

- fFﬂEO) Edp D WEEHBEICOALTIEE EHE (B BREX. iARRERF)

- TUF v BERICERINER, FFRREICERT S [HEE/ SHRO XN ER O
BRICEKEF NS 1 —H —(21d, CIOMS-WG A EE L 7= [4h8E/ ShE D X0 (Lack
of efficacy/effect) (SMQ)| OF UL FILXEDNERT IWHESRBIT DA EBHH
N5,

2.58.3 MRFEDOEELIRFHREDOFHICEAT 5FER
[ZheE,/ R D 40 (Lack of efficacy/effect) (SM Q)| 3R DA %D SMQ TH %, 1t
> T, WEERELEERIIBICHEREINEOND, EMIZ1.521 558528,

2.58.4 [3hEe /PR DX (Lack of efficacyleffect) (SMQ)| OBEERY X b
Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003. pp 590-2
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2.59 [REB{EZE (Lacrimal disorders) (SMQ) |
(2009 EF9 HEER Y U—2R)

2591 E&H
RIEE L REROES !
— mibReREE (RIEEERS)
- 2REMAE
- RROBEE /R
- REBHEY
— REH LORPE
ERPRAEAR
- BFRRE
— EREzIE
JREA :
- EEY YT R EDE SRS
— EF (B FRED . REBEOERZIEEIE DAL H 21BN W

259.2 A5 /BRI
- gE:

— RENEICEIT 2 HEE

- ERBLOREOHEYICET BHE

- RRBLVREDERES LUVREEICET 2 HE

- RBOKES L CRRICET 2 A5

ROV

— BB L AMEEINE A & DA EEA OIS RIER I 2 FE

- EXRMRBRERICET 2 A5

- R&aROIMSICBES 2 AFE

2.59.3 RROEMLBRBROFAICEAT 2ER
[R23fE= (Lacrimal disorders) (SMQ)] (FIEMRBEAEZEDOATHEREIN TS, £>T, &
BRRELEBRRIZIRCERNAEOND, FMlIZ1.521 %558 T 52L&,

2.59.4 [R#{FEE (Lacrimal disorders) (SMQ)] »&E&H Y R b
Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13 ; 297
(6646) : 473-477
Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6 ; V : 100 — 104
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Thampy, H. Eyelid and lacrimal disorders.

http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%20and%Z20Lacri
mal%20Disorders.pdf (BRTEIL T 7 £ XFEED URL)

Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999
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2.60 TFLEE7SF— X (Lactic acidosis) (SMQ) ]
(2005 £ 11 REEXY Y —2R)

2.60.1 E&F

BT F—YRET =AY F vy THEAERBET > F =2 2 (REEORK[EZMN., FFIC

U A IVARERZM4S A pH OET & HCOs DiF) D 1EETHY . PCO2 (REEH X

D) ETFICES,

NRME D LDHPFEENMET T2 EZNAH 20, hT7A—LT I VORHBICL Y DBHENE

BIZEERZ ENH 5,

FHEBNARYLE & PR MENREHIFEL 5 %, FRUEBSLICROLEI Y 774 7Y ZDET
Y. RAKENREZ YT RS,

FARR AR AMET L. BB, BER. BX. HEICL - TEBEZES,

TR UBATENRIRT 22 0D D,

ERERET (AR H20IHRHEOESE BE  EXHSLUEREED) ICEHKT M

i L-FLBRIEEE OB B E I 5,

MmAFABEEREA 5mmol /L ABRXBRWRY, ELLWT Y F—YRXEENTH 5,

BRIBET > F—L XROBKERITTEDBEY TH 5B,

— SEEIEOERY X b BIRRH D W ILTRERHE, BXH 5\ L EE, B, ERKE. B
]

— PR MBIIREEREIEL BHL RILOET (2 0OREITERE DI ~SEIC RO
EPRRBREAFES 2D D) BHES,

- TYR—YZROERERERSTERT AV E LTABEN MR EIND ZEICk > T, HE
Ehrans,

2.60.2 TAE BRAEHEE
ag
— SOC [BgFR#%EZE (Investigations) | IZE L. [£% (abnormal) | & W5 BEFEEZ ETEER
ENLERRICAE
— PT [R#MHET7 > F—3 X (Metabolic acidosis) ] & O PT [ 7> K=+ X (Acidosis) |
T NERRICEE

~ SOC MHEARE ISEL. [EH (normal) | &\ 5 EREEE 5 M. & & OMEHEE
HiE WAEE

- LETIVR-—VROBENABT S P R Th ORRICL2HDTHD L%
BRREIC R Y PT

~ BREBLUHERICHEIT2ERICEAT 2HE

- BEREDEEZTRT PT
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- ABRTYF—YR0ZOOBRAORRETIME (V3 7, G BIEESY £ 10K
T M
- ZOMEOIFRIEE

2.60.3 RFROEME L RFEHROFRICET HER
[#LB 7 >~ F—> X (Lacticacidosis) (SMQ) ] |3¥kiEIRFR & LBMRROBBLZHA TV 5,
MiE1.5.2172z28BIT52 &,

2.60.4 [#EB7> F—>Z (Lactic acidosis) (SMQ)| OBE&EHRY X b
Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th Edition,
2001 pp 285-9
Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third edition, 1996;
volume 2 pp 1541-44
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2.61 T[KEAFBESE (Lens disorders) (SMQ) |
(2008 EF9 HEER Y U—2R)

2611 E&F

BAMWBERET 286 —WOERRE GFICHAE),

BHEZEDH 35%1ZLT 5,

B AR

— ZLOBROKR (FITINEICEES 2)

— BERBRAICERETZN. LELIE—TEULEOFEEIGEL ThodH 5 WIZRERET
MHTREESN D,

— ERIE. LIFLIFERICCC (B #1]). LIFLIFREIZNICEEOBRRNED. RED
BEEOENEZEHES L LI bIFTIERL,

— JERICIE. 7L 7. BE. BEREOE., BIfOZ(. —RUERLENEEIND,

EEFERE L CERARR EREINHEIL, BISHEEL TWIRENRE( L7z & AT

N5,

2O LB e EFAEDOR O BREELZFHET 2 ICITFRNRETH S,

T (L 0BEHRELY)

— FKBRER KRBAERIMADOZ & T, ERED 2 VENMEETRET 20, BHZIEHR
ECOKBEREICLZLDTH D,

- BARE:
o KXRMH D WIFHRINLKBEDEAE DR
o IKGBEDRE
o BAEEPLKBPICL ZKBECKBEEDES

2612 AT FRAEE

S =

— WBRELTHELZAPHEICHRDAE

— BEFIEORELEET 2 SHHE

—  HLT IkBEEEEL, LEBLUEME (BAEZKR) (Lens structural change, deposit
and degeneration (excl cataracts)) |, HLT [ 7k @ {78 F % (Lens therapeutic procedures) J.
B LOHLT [BAEIRRE (Cataract conditions) | ICU > 2 3 % PT

BROL -

— JEREO—# L L CTEHRNRZFEREES ICEAYT 5 A

— SOC l# &I (Social circumstances) | OFAE

- BAREFMICHES BRREESHEICET 2 A%

—  ETHREE. REMREEICET 2 A58

—  4ME (trauma) (CBIET 2B

=4
an
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FIURROEMICE > TE FEDRRTEMOIREA SMQ 2R T 20ENH 255G H 5,

2.61.3 BRROEMLBRBROFAICEAT 2ER
[K@BIKFEZE (Lens disorders) (SMQ)| [FigeRE LIEBRRDOBEAHATWS, FMlE
1521 %8B35 &,

2.61.4 [KZEAHEZE (Lens disorders) (SMQ)| o&E&ERY X b
West S ; Epidemiology of cataract: accomplishments over 25 years and future directions.
Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8
Abraham AG; Condon NG; West Gower E The new epidemiology of cataract. Ophthalmol
Clin North Am 2006 Dec;19(4):415-25

Robman L; Taylor H External factors in the development of cataract Eye 2005
Oct;19(10):1074-82
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2.62 (17RO ZX+AT+— (Lipodystrophy) (SMQ) |
(2009 £9 BIEER Y Y —2R)

2621 E&E

HIVESEY Ry 2 bOo7 4 —:

— BEALPOEEREE BHEAE) LREMEEEREL (FBIHEBERE)

— BEBEXEZZIEEFEREREOVWINIOALROSNDEEEN VD ZOMDEL
Tli. BEMORKELIRDOONDE BEEIZEW)

— PERAPEKEE & RERFEBERE SEMN DEBEMTH Y. U X7 HFE L OCERORHIBE
NEL D

e BR B KAE

— SEEERIREMAEDEXR

— SHESOAEMEDHAR

- IEEX

— FEBESMERE SR

PEPAHE A= MRAE

— RMEMERRRRERE

— EEm. B, THR. EEOKE THEMOEL

- BAEICRLZ(ROoND (BEICHTLHIHENRENEL 256N H D)

HIV YR R A7 4 —FEREED Z D DR

— =BgMfE

— AR vERMH

- B YR MmE

— SIM¥ERE

- BRBEH LT 70— LUBRECEEDRKIRY X7 DIBK

AERBEEOFRBEF IITRICIEBBPBINTLARL

HIV-1 7877 —tBEESLUOX 7 LAY FNEEREBEEBREEFEII TLOEFICL Y EE

%)

- LF/AVBOEESLO MY 7YY FEYAHZDRD

- T b FYUT7DNA (mDNA) KU XZ—+tyDEE

- BREARHOMEE

— FERpiERREDEE

AR UREZEET. B AEKEES. BFEENOIX ATy VY ZRBEROX T L ¥

AL —YavERRTEIIETVANH D

E%ﬁmvhu74»xﬁi(wmmvﬁ%%éﬂfmam%A~mv1a¢ﬁﬁbﬁ%$%

BLTEEERESLPYRSZA AT 4 —%23| SR ITHEEDDH D
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HAART Z=Z J TWB HIVIEEEED S B, VR X A7 4 —DRBHONBZBETIE, B
LNEWEBHE LKL T, REFIA LT —HEES L UCRERIHIEMNT 2
EIRIZ DB TH D
— EREEM (N RRAET IR MY A XDE)
— [EEREER R AR
— B“EEOREREE (BB /EEY 1 XD
— IEREMHD £ RVWAEY A X0EMN (ZELCAEZED)
— ZOMOHIIRRERERE ¢
o REE (FshhiE)
o &5 (B MEY 1 XDEM)
PRAAHERZERERE DFTR ¢
— SREE L OEEREBEO B OERLIRS
— BEEFIRZH O MkDEE
— BREST SR D AR R
ERARIREAT R ¢
- &hUT YR FME
— ®3LX7FOa—J/LIMAE
- BEVREAEME
— SIMERE

2622 AT/ BHAERE

(i
URIZ bA7 4 — FEFEBEEE. BB KEDIKREICET 2B

— URIYZRbOT7 4 —OEES L OCERICET 2B

— HVEZEOURIRbO7 14— 5B ORERFIREICEY 2 A, A DL TIERA

- HVEZEOURYR A7 4 —ICHNBORKREMRE (3L UBEERKIKE) BT 2
FTERE] EWHHBTBHINEBRREREIEENA TV

— URIYZRbOT74—ITHESLEICET 2B

BROL

- SERUEZRICEBTHE

— PT IH | VEFEERE (HIVwastingsyndrome) |, HIVESEURY X b0 7 4 — & (ZB%
DV DIEREETH 5728

- TTA—LMEREEICEEST 2HABREDV R AT 4 — (IS RASHER
IZB8d 2 R

- BRBEBLIOENEEICET 288 RIEERICED)
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2.62.3 REDOEMELRFHROFAICET 5ER

[URT X bA 7 14— (Lipodystrophy) (SMQ)] [#8EH L OEHKRROAETHERINTWL
%, FMlE1.5.21 25RBT 52 &,

[URYZX A7 14— (Lipodystrophy) (SMQ)] ICEENDERANS L OBRKRERZEIE. Y

R Z A7 4 —DEFIOREICEEYT 2 EENABIRE IR A LEBAED PT IEERE
fE (Dyslipidaemia) | (£, &~ SMQ DT X FEBEICEWT, BLOH 2REZIRRT 2 BRI
EHLH 25 &AL 7=,
FEERBOEEICEHET 24N &%242L [URY X a7 4 — (Lipodystrophy) (SMQ)] %
FMALTHREIAREINZV T 2RETEIEHNEE LWEE, 21— —F, BRTEH7-0
IZ [BIEEREIE (Dyslipidaemia) (SMQ) | A SRIRL-BEAEE L TERT D H. £/ [
BREEAE (Dyslipidaemia) (SMQ)| Z0F F2E%&FES DA 52 EET %,

2624 [URYZRFA74— (Lipodystrophy) (SMQ)| ®&Z&RY X}

Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008
(http://www.emedicine.com/derm/topic877.htm)

WHO/Forum for Collaborative HIV Research Joint Meeting : ARV Drugs Adverse Events,

Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft) , 28 — 29 February 2008
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2.63 [EFK B (Malignancies) (SMQ) |
(2007 EEF3 AEERY U—2R)

2631 EH

BEUBEOTEDT-H, ZHT HHEIE (f) : DeVita » : 2005 &£, Peckham © : 1995 &) %
SR LT,

[BME (Malignancies) (SMQ) | IUTOAZEE2EL 2 TDXA TOBME/IE
FHTRAOES ; B RBEERE B RBEED R LD OF £ BEY—H—,
DE : BIEEIRRBIZR) 4 O SMQ FICFETES % [EIEEIKRE (Premalignant disorders) (S M
Q) 11
A SMQ I 10 BloH 7 SMQ A oS, EBROERCEAEHLE TOFERALAETH
%o

[BHZEE (SMQ) | 1Z. 2D H 7 SMQ ICHbE TS,
— Y7 SMQ [BHFILFEMABOES (Malignant or unspecified tumours) (SMQ) |
— Y7 sMQ [EBE4EEBEEIRE (Malignancy related conditions) (SMQ) |
- Y7 sSMQ IBEUEEEEDRE L 2K O F % (Malignancy related therapeutic and

diagnostic procedures) (SMQ) ]
— B 7 sMQ [fEE~—Hh— (Tumour markers) (SMQ) |
Y7 SMQ & [EBMHF LM OES (Malignant or unspecified tumours) (S M
Q) | l&. BUHZAIIFETHOESICET 22 Th MedDRA BEEEELTHY, =2
IZoh izt 7 SMQ ICEICH b TLW B,
—  [EMEES (Malignant tumours) (SMQ) |
- [BEHETBOES (Tumours of unspecified malignancy) (SMQ) |
Y7 SMQ & [EMHEEE (Malignant tumours) (SMQ) | &, UTFoH 7 SMQ ICEIZH
MeInThd,
-  [m&RFHEMEE (Haematological malignant tumours) (SMQ) |
—  [BEmAFMEMES (Non-Haematological malignant tumours) (SMQ) |
Y7 SMQ & [EHETRHEDES (Tumours of unspecified malignancy) (SMQ) | &L
ToHY 7 SMQ ICEICHbINTWL B,
- [BMEFRBoMmMKRFHES (Haematological tumours of unspecified malignancy) (S
MQ) ]
- [BMEFRBOFEMAEFHIES (Non-Haematological tumours of unspecified malignancy)
(SMQ)]

263.2 AR BRAEHEE
(A
—  [BEMFILFEMRBOES (Malignant or unspecified tumours) (SMQ) |
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o BEUF/IIFMEAAOEEICET 5T XTD MedDRA OAE
- [E4EBEEIRE (Malignancy related conditions) (SMQ) |
o BHELBICEEY ZIREICEYT 2HE
- [BHEEBEEORELZHOF A (Malignancy related therapeutic and diagnostic
procedures) (SMQ) ]
o BHEBOERERICALWONDREEBLIUOZHNAICET 2HE
o INLOBREBEEBLIVEZENIEOE SN IL, FBUEOKEICLALWLNS
—  [BEg~—#5— (Tumour markers) (SMQ) |
o MEE~—H—IE8ET 5 MedDRA DAEE
o EE~Y—H—ICBL L BRMNOFFIRSIL—7 (EGTM) B E &7V = 7H A b
(http://ar.iiarjournals.org/content/27/4A/1901) =SB D Z &,

— FEMICEET 2B
- BMBEEICEET 2MHE
—  [BHFAZILFMETBEOES (Malignant or unspecified tumours) (SMQ) | (22WT
o BHERBICEEYTINREZEZRIAZBIEIZOY 7 SMQ A oBRAT 2,
o HBWICEET 2RABEIERNINS,
F I N=2 32200 CBVWTHDODOY T SMQAUTDOL S BF 7> 3 v DESIREDR % B
#IC [EM%ESE (Malignancies) (SMQ) ] (BME N7z :
[M&FRIEI4EES (Haematological malignanttumours) (SMQ) ] £ & O [BEMAFHEME
fE% (Non-Haematological malignant tumours) (SM Q) | #, [ZE4fE% (Malignant tumours)
(SMQ)] ¥ 7 sMQ & LTeEmanh, [BHEERBPOMEFHES (Haematological
tumours of unspecified malignancy) (SMQ)J. H & U TBHEERADIEMRFZHES (Non-
Haematological tumours of unspecified malignancy) (SM Q) | H' [ B4 E R D fEE (Tumours
of unspecified malignancy) (SMQ)| ®H% 7 SMQ & L TEME 17z,
JMO J£:/N—2 3> 17.0 TBINE L7z [FFESE (Hepatic disorders) (SM Q)] O Tz 7 SMQ
[ ATREES (Liver malignant tumours) (SMQ)] @ PT [FF7 7L —> 3> (liver
ablation) | 1. /X— 3> 231 TRT7T—X XZE (Active 5 Inactive IZ) A 1ThHN T
W3 Z EITER,
b [BMEEE (Malignancies) (SMQ)] O TFRIDY 7 SMQ @ [ B4R BRI ED B
& 2o F % (Malignancy related therapeutic and diagnostic procedures) (SM Q)] @
PT [BF7 7L —< 3> (liver ablation) | ® X7 — & X |4 Active TH 5.,

F Y7 SMQ TEM F 72 ILEHMA B O ES  (Malignant or unspecified tumours) (SMQ) | (X3
NTOBHNLREMERT ZEARBRKL TWD, BIHFZHICHRE L -t o BEES MR A
DEZICET 21D SMQ %2 W EH 7 SMQ A BRI TWS, BIZ I, [BMES L UFER
ORI IRFEY (Prostate neoplasms, malignant and unspecified) (SMQ)J %7 SMQ
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O [BHS L OHEMTNBEOEFHEY (Liver neoplasms, malignant and unspecified) (SMQ) |
BmETH B,

F BN F - IZFEEMABOES (Malignant or unspecified tumours) (SMQ) | x> [EM&EEE
BB 20 FE (Malignancy related therapeutic and diagnostic procedures) (SMQ) |
ROREEHIC [EMEREEERAE (Malignancy related conditions) (SMQ) | &, BlEE&EE
ZRIEDS L OGTEEERBICEAL CHRESNLFECREICEEYT 2 BUHEROER %
RETBHIENTE S,

F Y7 SMQ O B BRE O AE & 32 #T D F% (Malignancy related therapeutic and diagnostic
procedures) (SM Q) | ICIF L FEECHATIAER LD PTAEENTWS, L LAED B,
L FERCHIHRAEICHE Y BEEERICEET 2 LLT Z 20U 7 SMQ IZIEEEFNTULAL,
INHOLLT Mt FEECHEHGAEDO PTICU Y 7 L TOWHRWLWA L TH S, LUTICZ DEH)
AN IS

SOC PT LLT
Rt & UREREE BAURE (L FEER BN KR
/Decreased appetite /Anorexia post chemotherapy
miEH VY Y SREE Zim (=253 5=l
/Anaemia /Anaemia post chemotherapy
SRR E TH LB LB T H
/Diarrhoea /Diarrhoea post chemotherapy
ShERE Rt MUHRE R Bt
/Vomiting /Vomiting post radiotherapy
BT GRS RAE (SRR TR L 7 R
/Secondary /Immunodeficiency secondary to
immunodeficiency chemotherapy

#2-5Y7 sMQ EMEEBREEDRELZHOFiE (Malignancy related
therapeutic and diagnostic procedures) (SMQ)] IC&FhiWVWHE

2.63.3 BEEHE

EhEE
(20000090)
[
[ [ [ |
B L EHATAOE || BHRSEERE BUWRBHEDARE | | mEv—h—
= (20000092) MO F ik (20000094)
(20000091) (20000093)
[
[ |
=4 e EMERRAOES
(20000194) (20000195)

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

163



Introductory Guide for Standardised MedDRA Queries (SMQ)

MASOBLIES | | FlREOBILES il
(20000227) (20000228) (20000229 (20000230)

216 [EM%E=E (Malignancies) (SMQ)| DREE#EE
2.63.4 REOEMERFBROFHICET ZER
[EM&EE (Malignancies) (SMQ) | IZBEIRFRABD H % - 1-fEEHED SMQ TH %, it
> T, LI SMQ $ LT RTHO TN SMQ THIEIEHR & [LERRIZFE CRBRIME LN D, BEEE
BEFDOZELANE. 20 SMQ OFAIEHE S L VEIBREAE CTER I NERBEBEL 4
L SMQ OFAICEBIL TW3 (1.5.21 58), LABEE® SMQ oFAIE TAkEE o sSMQ oA
BAEREETDHIETEETE D,

2.63.5 [EMHKEE (Malignancies) (SMQ)| m&EERY X b+
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995
European Group on Tumour Markers (EGTM). http://egtm.eu/
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2.64 TEtE1)>/\JE (Malignant lymphomas) (SMQ) |
(2013 E3 AERY U —2R)

2641 E&
U NBEIF—MRIC, FERTF UV RfE (NHL) BLOFYF VHEORL 2 EBEEED VL —
ZICHFEE NS NHL
— UV EDK 85%
— PO ERO R RIEIL 60 &
— NHL OEOAh DR —N—F v bV NESLCY VRFERE Y VN ER I, BEEH
ICHIAES 5
— FERBLUVBRANZHICEDZBL4OER BIZIE, 7T—F 7 T7+—LL—Yar,
REAL ©%8) IC& 2081 D 5,
— NHL Ok, BHOERICIZEL DRES L VBEGRBTAMER I NS
— R, BEE. BE. BLU0B4RBEORT (ER. E8%) ISH L THE
— BEICIEUTOREENH S -
o HB{RERE
o R (T7R&A>—/"N—A4)LX[EBV]E CEIFFA T A ILR)
o REER (BHH#EIE<BLMERESE)
RETEIREE
o I1BMERE
—  ERARERIE. FREBAIL L OEYZEE (B2 I BEEEE SBEED,) LV ER

O

N

— NHL OFEEIZIE, R v/ EifERS £ O' B AEIR (B symptoms; F#. 52T, A=)
ZRHHETEHEDONH B

ROE VY L E

— NHL & ER > 7-BEFNMRE. £MFMNZEE, &L OBRKRNFEEZFD

— WEEZWO-BHICURY v /REOERDHERIND

— FHERDZI-OICKBEGRENZRAWVS

— Uy RNEIERB L MERE B IEER AR

- ZHGEREEE. EREREEZ IR L TR

— FYFVUUEOREIGELHEILL TLAL
o WEDOREMREMAE, FIZIFEBV . B5L TWBREENH S
o HIVEEEZHEDOFEERAZ L
o BEMHREICHEEZRLZLTCWBRIEENH S

264.2 TE/BHRAEE

SEE
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— FERIVF VU VNEORARZA T RS HE

— RYFURRTF V) NEORKRAL BRFEEDRE

— BIR/AXTELOHZEHNAERTEDZD R HAREENH 2BHEET 2RAERE
R Mo 0MEIR. BFLEBRERAZELE L TW5,

- ERMOKRREZRT AR

— UV REOSENHEES LT OREDAREN L BEET 5 PT [BiEk Y >/ U8EMHERE
= (Post transplant lymphoproliferative disorder) | %=k <. @Tn Y >/ 3BTEMEEICE
ERCYiiE

— U Y REOFFRNLEIE - ERICNT 28, U/ EOETOMIRLFERDIA L IFIE
BFENTHD, ) /E- Y VR EER - ORDFHEORBIRIE. FEY /3 EB L UFEE
BHEOKRA IR TRDOoN D, IERITBEL THREICE 25D TH D (BIRITEERD.
e, BFhEo [BEEKD

—  HEBEKEDO R

JMO JF : [EH Y > /<& (Malignant lymphomas) (SMQ) | (d5isiieZRAE & LSRR D
FBEHATWD, FillE 1521 2RI H2 &,

2643 [EMY/%E (Malignant lymphomas) (SMQ)| ®&ZE&HRY X b+

Vinjamaram, S. Non-Hodgkin lymphoma.
http://emedicine.medscape.com/article/203399-overview
Dessain, SK. Hodgkin lymphoma

http://emedicine.medscape.com/article/201886-overview
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2.65 [¥%ZEER (Medication errors) (SMQ)
(2016 EE3 AEERY U—2R)

2651 T

REERIE, EREMAR, BECHEEOEETICHL2EEMTHY . TEYLKREFERLE
EOBEICOLDL D, FLRRAEBLARULHL2EBDFHAIEAA N FELTER

N5,

- ZDEIBWANY NI, A—L -T2 —2ar HROTNILERR,
EFIME. KBS, #AF. AR, ®KE #B. T2V VIR R BLOMEAZEE. &
B’ ~NLRTTEG. FIEBCY R T LICERLTWS AL H 5,

- REBRIE. BENICEIER EIER (ADR) Z##5 KEIBR) 26703560, B

FiRiE (ADR Z#H 7R WEEIBIR) L bhWEEHLDH D,
— KBEBRIZ. BEIPEETHRIOEELAEETEIENTE S,

— BEMGERIEBRIE, ERICIIBEEZEELVKRRATH S, WEBROREEICDEA DA

BEMENH D IREBCIFEREZ L TW 5,
BEBBIF, BELZ<DEEA (ADRs) #5|ZfI L TW5 ¢

-~ ABRREBEDOI L, IXTOEEERD 18.7-56%ICHHET 2R LARKEELOEB LR

S2TW5,
- BRLAEESRE L% 3 AR 5 2.
_ FHARALDEEZLNTNS,

SEITELE ML T W, BEREEE, NEE. BF) CRRICEETIUTOEH

THEREBENMELTWD, HIZIL

~ BEILLDZEDEXDRME

- BOIL-ZRIDOEDRMR

- MELREETH1 v

- KEHUOREMR

- FHEBEGFEEEE (RYIRVEREASE)
REBIRIIUTOLDICHEEZE X 5AIRMENH S !
- B

- EEFEMR

- EEREEE

— IR

- BERRRREHRE (BERERRIEEE)
- EHoZEZ2HE

2,652 AT/ BHRAEHE

CEE
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— LROTERICKHREBRZRT F/ITEKT 2HE. CNOoBEIE IBHAEL LT
FEINTWVD,
- EAMICEREBRBRERSAVEETHIHN AR T NLRRMEOHE. SRRER
REABO LS ICEEBRE LIS LISERYH 2 7-0REBREZRES 2 H E’U’G%ﬁﬂifi%
AN H B, TN HAEIE. —BNICEEBAZEL L Ta8&dan5d,

- BN FHERARERAE  EERTIEINSIE, BEBETIEARL,

- BIRBRORE

- RBERFOGEORE

— EISH (FT7 TR ERORE

- EWHEEEROMAE

~ BEERORE

- EEREARTHZE

- EERCEYEBREZ RITVEREORHRE

- T—ﬁ@a?fi’éf’ DI/ AR #EHHTAEMDH 2 IFENLAECLBOBES %R
FzE. Bz L. H&F (Poisoning)

2.65.3 MEROEHELRREROFICEAT 3ER
[#% #5832 (Medication errors) (SMQ) | &, EH L VEEREHAEDOHELXRE L. il
AEEEAEF, 1.5.21 ICERFHI N TWD,

2.65.4 [#%ZkiB:2 (Medication errors) (SMQ)| o&E&HRY X b

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
_000570.jsp

Health Canada's role in the Management and Prevention of Harmful Medication Incidents.
http://www.hc-sc.gc.ca/dhp-mps/medeff/cmirps-scdpim-eng.php#a1

National Coordinating Council for Medication Error Reporting and Prevention (US); 2001.
About medication errors. https://www.nccmerp.org/about-medication-errors. Accessed
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2.66 [BEEEW IEEEE (Myelodysplastic syndrome) (SMQ) |
(2013 sF9 AEER Y U—2R)

2.66.1 E&
BREEFRRIERE (MDS) =&EMBIEs n—VmORE /I —T
MDS [Z T IC & » TE#EGIF -5 -

B ERE F 72 13 B REH AR
- MREERES
— EE R
— SRR i i Bk A
— I & el E A R
ZO0OBHMIERTNTA GRMmER, FAEK. BLOERK) BS5 L TVLWBAEENH S,
MDS [ZU T OFHRIREE Z X o D,
- BHEOYTIA-TIE, LIELIZEKBREANE (AML) ICEET S,
UTOREEXETDEZENH S !
- &M
— I/INRRAME
— B R BRIBLAME
UTFozm77a—FheEnsg :
—  A2MERE R IR BEIEFEAR
- BffRE
BRI A ¢
— BMETCIREE
—  AJREERERIE
~ MRS CEEE
- BRBEIIRENREENDH S
UToBENRRTEZSMD LA
— MRS CEEE
— AR
— AL R
- EERBEHCEDE Bl ~rtEv)
—RE BB, RANOBEE) /32 RkE B1b, EROBREOEE) ORJEeE
T A BEZECHBERENLR LD
EE%I
- NIVRRBHREES L UOBERELTDEK
BHLZE (BE=2UEDORE)
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COEMTHRETIARMELH Y., EICEHEICFELEEZD
FAB 948 (French-American-British 948) :

— TSR Mm (RA)

— ERR#H%IFERZHS RA (RARS)

—  FEIBNA#S RA (RAEB ; 6~20% B8B83 EK)

—  AML ~0#47H) RAEB (RAEB-T ; 21~30% 8863 k)
- 1eMEEMEamE (CMML)

2008 &£ WHO 948 :

— BRBOEEME S MK A E

— RARS

— RAEB

—  ZIMIRFRER % S R B A E

— bq HHMXIEZEHF D MDS

— H¥ETEXLMDS

- /MR MDS

2.66.2 AE BRAEE
ag:
— MDSEBESETREIND LI REE /EEDOHZE
- BEEMAZEAZST MDS OFFICHEENICE SN BEREHE
— BE—FIBEORTERICEENLWVIEETH, MDS OBRKNEIRICfRb 5 Z 0fbd
BIEMER IS 2 HE (B2 11X, PT DRMEGEAEE (Pancytopenia) |)
— MDS O EbSH THENGREFIBEICOLWTORAE

— MDS 0 3 MERFR O MBS ICBIE L 73R RVEUR, TERB L ORBICHT 2HE (B
Z X, BMOREEDEY (Fatigue) 5 M/NMRIBAME DEED S (Contusion), 47 ERE
WEDBEED R (infection) 7 & DAZE

— EIMMAE

T [BBEEFREREE (Myelodysplastic syndrome) (SMQ) | 3. T DEKERERT L ED
NDEFICERELTTWE, TN MDS TOFRTRAZXRT 2 & H AJRERIBL WS —fl X
£, BHmEKEAE (Leukopenia) — 7217 T < £ < OMBEARAERERTHH LRI
REIZHFICA SMQ oA L TWD, 2—H—I3, BEROH DEFZRET 5 7-DICHRAIC

[ B8 2 IEEEE (Myelodysplastic syndrome) (SMQ) | ##EA L7-WEELH B, 7=,
a2 —H— (MK % R RERIC MDS OKREZ R I REF OFE %L 5 EMmEEIC X 20
BB AME (Haematopoietic cytopenias) (SMQ) | #MEEA L 7-WEELH 5,
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JMO 3% : B ERAMIERES (Myelodysplastic syndrome) (SMQ) | (3 5kisiiazaAE & LR R
ORBEBATL S, HMIE 1521 58BT3 L,

2.66.3 [BEEMAEEE (Myelodysplastic syndrome) (SMQ)] OBE&ERIY R b
Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome. eMedicine, 10 October
2011; http://emedicine.medscape.com/article/207347-overview
Tefferi, A and Vardiman, JW. Myelodysplastic syndromes. N Engl J Med 2009, 361(19):
1872 — 1885
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2.67 T[EMFEEEE (Neuroleptic malignant syndrome) (SMQ) |
(2006 £ 3 HIEER YU Y —R)

2671 E&

BMAEEE (NMS) IZENTHEP, RICELAREEOH 2ELETH Y, B, HEMR. =3

LRILDZEAL, BLUOHRMERICLZABEOEIEL L TOBEMREEEE M E T

%o

NMS OFEBHEF £, HFEEOT /NI AMEAICEEET 585 ThH 5,

NMS IZEELT 2IERARESINT LS ¢

— R/ UBE (reserpine 7 &) DFREAZITTCVWAHKARBAECHAVWERICHITSIE
®

— N=F VY URBEICBITREEN NI VIZRET I =X M OB B OIER

- WMAVUVE TrT7zxIv RBUFIL, AhAY BELOT I IUTVICLD
FEICH D R

BE, MEREOREGEEICBITI2EEOHEMHES LMERD EREZEAE L L T, BEMEHE

BEET (BT, &Z ik, MELR. RLEME), WMTIES, K. I4/70—X X if

AroEEX TOERMLNILOZ(L, EEE. HMBIEINE, $LFI7LT7F U RIAFRFF—

+ (CPK) M7k & OEFBEORKEENIET v X% b L ICEANICEKIN S,

RHEOBMBHELH L VIEEROFBHFEICE VW THRE SNABRERICKERENIA

W&o Ths,

2672 AR/ BRHNEE
ag:
— NMS 3LV Z 0T EARMIRICEET 2 PT, &, E#E. 347 0—X X IR, HiEG.
Bl NILoZEf, BESEEERS. BOIKEIE. CPKIEMA Y
BRA)
BB BRAREEIERL TLAL

2.67.3 FZIOaYXL
TETNEE L GRRSINDERIE, AT TY—A BERER) IC8EINTLS PTA—DUE
BESNTWABESL HLIE WINELEEERTHDHHT T —B.C.DDITIL—Th 5,
ENEN—DLULED PT ZHE THRESINTWBIERTH 5,
AT ITY—A* EEER)
— NMS F7/ldtA b= VEFEFCEESHICEMT 2B (TN old NMS & L TEREZS
nYTWV) DEENAREEERT PT [EMERE (Neuroleptic malignant syndrome) |.
PT [ A b= iE(%E (Serotoninsyndrome) ], & L <% PT [EE=#y (Hyperthermia
malignant) |
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H73Y—B, C. D* (LEH®E) : h7TYU—B. C. BLUDDERIITREDOLEBY THS:
- h73IVU-—-B (REICEET S PT)
- H7FIVU—C (BHEHEEILBEICEET S PT)
— A7 3Y—D (NMS ICBEET 2 Z DD PT, BABREBERREOMELZET)
“EHTTU—AIXCIOMS AU P FHILXEBICEHINTWEAHTITY -1 ICHET S, A7 TV
—B. C. BLUDIE. #NZFhAhTTY—2 0 [FMEETZREME]. [HEMEBEIC
BEd 2R%RAE]. LU INMS ICBIET 2 2 0thDi&RARE] ICZNTNWEHT 5,

2.67.4 REOENELRFHROFAICET 5ER
[EEE=EE (Neuroleptic malignant syndrome) (SMQ) | (dfEisiiesR & L@ RDAEEFO

Z&icmzx, 7ILIVRXLEETS SMQ THD, 7IITYUXLIILERRBZBEOELOHT T

U—TofIAEahbEThHY ., BLOHIEMNEZFET DI LEORBENHN S, TITYXLIFE

REDOWIBE LTCTROEL DI BFIETHETE %,
ENISHRET 2 SMQ OB,/ [RIBIRR THE T 2EHERERT 2 (1.5.2.1 BR)
BREEOMBE LT, V7 F7T 7AWV RRSNIEGIZER S 57070 Y X L4
ICLBHEAEDEEET 2, RREREIS DB WEFIOBEIET LT X LETZ 2T IV
BTEATS L TES, [EBYERE (Neuroleptic malignant syndrome) (SMQ) |
OF7NITYRXLIFAor (Band Cand D) TH2, 7T XLTERSNIERILY X
PELTHADTHZENTES,

2.67.5 [EM4AERE (Neuroleptic malignant syndrome) (SMQ)] OZ2E&RY X b
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,
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2002, pg. 1219-1242.

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant syndrome: a
review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.

Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and neuroleptic malignant
syndrome. Psychiatric Annals 2000; 30(5):314-321.

Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic malignant syndrome and
atypical antipsychotic drugs. J Clin Psychiatry 2004; 65(4):464-470.
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2.68 [IERXZ1ETH (Noninfectious diarrhoea) (SMQ) |
(2013 fF9 AEERY U —2R)

2.68.1 EH

[FERREMETH (SMQ)] IFEFMDERMDNH 2EGIZRFTH e 2BHLILDTH

%o

— ZOXPYUZPTOAT 4702 NAREOMOREERRENRETIZ A WIRAEYERET

RIEZET,
THROERIZUATDOEEY ¢
— HHESEEEM 4B T>3). BLNF0E
- BEOBIORDS. BLUTFE
- {FoE2EM (24 BET>200 75 L)
ZREROEFELT—RNICEonN2&8I7ER
HoWBEWERORTEVWIA—t TS EHEDH S

AELDODEERD THOREAEBERLH D EINTVD, UTORRIES

- nEYE

- T#A

- IEMmERE

- SUVA—REFLIFVILE LN —LEEET LG
- MEBHEERE

- ML EFATVAILRE

- RITFVILEELEY

- AER

— JERTOA FHERAEER

— dlkeFv

- HIEEAS L OERETTH

- RRRITZTUIVEE

- ZL OB TY X b

FEREMETRDA DXL

— FERIEME (BIRIL, BBEMEE 71 E TR

- KREM @IZIE. BHEAORKE &3 ESOMBEEENER)

2.68.2 AE/BHHAEHE
[
- THZETRTHE

BETH D

ek, Kigz. BBk, ZHA. BBRAOBEO L S LEICTRZH S BILE D XERRE

J@LT%ﬁHEu
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— THOBECEOHIZICET 2 A, PR ILAIFILE (anal incontinence)
— THRIOFBEUFERE RS REMXICET 2HE
~ THROBEHERICET 288

— RREREREICH S BE

— TRIC—BHICEHT 2 RINRR B & ORI =R BT 2 B

— TRIN—BEEEIRETH 2 2W BRESOMAE. flxiE. BEL (Diverticulitis) |, ¥
L ORFEUGEE % RT PTs

JMO 5T : [FEREEM TH] (Noninfectious diarrhoea) (SM Q)] (F. SEEieZRAE & [LiEEER
DAZE*HA TS, FMlE1.521 %5835 &,

2.68.3 [FREFMETH (Noninfectious diarrhoea) (SMQ)| OSEERY X b

Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea. Drug Safety, 2000;
22(1):53-72
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2.69 TIEREZ14A 2 (Noninfectious encephalitis) (SMQ) |
(2007 EF9 AEER Y U—2R)

2.69.1 E&H
AN D RIEE TR I N D,
ICIEBENRRE R D,
BAFHREDHELHD (ZOSMQAAPTRETEHD)
NEREA., MEHERRAH 2 VIIMEREED L S WEAEOEE L L TEET ERE
24520 H 5B,

¢

%
__fn
X

iES L OER

—  BERRAICERE R B R ME S
—  fEEL

- EMBEREZECITHORE
- EBHLANLOZE

— EaMHVIEe RS RE

—  KREBRE. EEARA. TERAME. THEERS L OMERLIET EORBERRRES
BRIRTER— TEAMOR S (C L VY RRASEE. RAEX /7 IZSIADH ARG 52 EH'H 5,
ERER (CSF) 7’07 7 A4 LU, V) >/ SERMEBERMAIEINE. BEAZEQAEMNB LV
EBHITILI—-ZEETH D,

MRI, CTELUVEEGDEEART I L hH D,

269.2 AT /PBRNEE

2
SRIBE. THEL. B, B, KEXE MeRES. BER0ZA. ABELLELUTE
FREICEEEY 2HE (Chold [/ AX] 2#EL2EEZoN, LERRICEEFNDINE
TH5)

— BAICHE S THREINDABEMED B 2 ZHAMIRIEIRICHR S PTs

— “$FER (neonatal) "2 &L PTs CERIFRMEDTIREMED H 2FEFIA RN TE R WD)

~ BEICET 2 PTs (MAOREEOAENENHS)

— EMEOMWEERIRERE

- BEAESHTHEWEEREEDRE

— BEIKH. KBE. REEOL S BERBMEOFRERROBIEICET 2HE

- RENVEETHDZ&aT PTs

— PEEEEREREZL (encephalomyeloradiculitis) *I23 3 % FIZE |14 MedDRA (2 1E 7% LY,
— PT [v—7Zfx% (Lupus encephalitis) | CEFICBIHRT D2 &dH Y 2740Y)

- XM/ EEMEEETRERT S PTs
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— AR R BEE. B, B Bk BRER. 890/ TR BB mEER. >3
v 7 ICBET 2IEFENL PTs (BL. PT |—_\, Z{t, (Mood altered) | (£ <)

— BAICBVT, BETH - TEFASBOBEEARET 2 PTs (B : (KEFASEES. RKBEF
7-1% SIADH D %35 (ZBS&E % PTs)

— EBEFEAOL WERRREAE

— [IE% (normal)] XBASTHAE

*IJMO 3T : B BEHEE A (encephalomyeloradiculitis) DEIEE LT, /N— 3> 20.1 [ZREEM
DRABDPTIT7 T/ 74 L RMEREREFIRZ (Adenovirus encephalomyeloradiculitis) |
MEMENTUNS

2.69.3 REDENELRFHROFAICET ER
[FERLLMERN 2 (Noninfectious encephalitis) (SM Q) 33kt & [NBRBRDBEEHA T UL
%, FMlE1.5.21 22BT 5T &,

2.69.4 [FEREEMRIZ (Noninfectious encephalitis) (SMQ)] OEEZFRY X b+
Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary, 30th
edition, dated 2003. Saunders, Philadelphia
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
1431-42.

Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal Medicine. 16th
edition, 2005, page 2480-83.
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2.70 TIEREZEMNIE. = (Noninfectious encephalopathy/delirium) (SMQ) |
(2007 EF9 AEER Y U—2R)

2701 E&H
ES & CEEIE—WICBREME £ - IRBEORR %,
HHFEFM (KSMQATRELTWVWD) D2 EHH B, REMDEEDIHE L. EHHERE
ICHBRHBREO—REIZREE L CES5T 284N H 5,
BEC BEIIRFEE L TRESND A H D, FENLYHWEEEZEKRTZ LD
H5,
AE
— OB EL-IIEEEZZNN I EIMOEEE-IIVEFAMERREERIND,
- ZLLOREENH D

o FBHM
o BrBElE

o TTIIZvuh
o BRERITHEF (HIVEE, Y4 b XHATAILZRELELR L)
o EFFRMABEE FFUEME. &7 v = 7M. (EMFEE, €5 b U 7 LM,
FREIE) (CHes
o BEMNE (BEREZHIME) IEFNFRUESOEICRERET 2 L0 H 5,
- FEUIBERREELTH 5,
— ZOMOERIZ, BIR, B#ELNLOZEE, BRIk, RE. RAE. BE IA70-XX
BLOBHNETHRETH D,
- BEFENZ R oND,
Fx (BEEELIRRE
— EXIIRA. TH. R BE. BCRBOLBHOBEL ML T IRERRETH D,
— BFERMMERBICERT 5, $EZ0MOKREIHERT 255N H D, BRICIITELE
ENnb,
o REHE
o HEM (EHIM)
o &M (MEAES L UMHIEE)

o MMAHI
o BEMFI-IIEBUNER
o R

— MR - BRI, KREEZMED SREB. AMBELBLURSES. B8 IR (—KIC
$IR). BMEE, 5l T H Y. B, RERELETH D,
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2.70.2 AT FRAEE

a8
SR, fEEl. ERIREE, Bk, B BERF. SHOLETE L TAREICEEY
ZHE (IMnlE [/VAXR] 2EL2EEZDN, LEBRRICEEFNEIRETH D)

— BEEH D WIEEELE VD AENA- TV PTs

—  PT [H#ER (Psychiatric symptom) | (7 X MERTIE. H 2 3LRETIEZ OBEIL
EEDA—T 4 Y IIERINTVE)

— “FERZECPT (EXHBFHOEFDAIEUENBRATELWGZEENH S

— PT [E2UEHEHE= 2 —0/YF— (Subacute myelo-opticoneuropathy) | (XE>)
FEARTHRESNIZBRERTHY, N FAFTF/ OVARREZE BRI TWL
%

— (BEFEREFORKIEERE

- BEAPBRLOHTHEWEEREEOMERBAA/ALATH DD ND

— BRI oNT-E D ER BE, BHEETOMS. BRAELESR

— RBEICHKIT B EETET S PTs

— LLT 'S L ERE (SLE encephalopathy) | # e FICH> PT [)L—7 X% (Lupus
encephalitis) | (FEFICBEIET 22 LldH Y A W)

- &XRM/EEM (inherited /genetic) % ~%d % PTs

— R, RK# R, B, BH Bk BRER. [0 0MR, BiE. MEBER. > =
v 7 ICBEY BIEBEREMA PTs (BL. PT [892Z1 (Mood altered) | (35 <)

- MECRROAREMEEZTRRT S PTs IEBRASINZ (B, &7 E=TIME. E0EE.
&+ bYU Y LM, REE. SLELE),

— PT MEmM#EMES (Hypoglycaemic seizure) |

— BEFEDORWIRRRERE

—  [IE® (normal) ] £B\x*ELHE

— BWROEROSN-EEEZFHELOBE

2.70.3 RFEDOEMELRFHEROFAICET ER
[FERMERNIE /8% (Noninfectious encephalopathy/delirium) (SMQ) ] (Z%rigiik%R & Rk
ROABEMATWND, FFilIE 1521 288 T 5 &,

2.70.4 [FERFMERNEE /&% (Noninfectious encephalopathy/delirium) (SMQ) ] &%
BERYZRF
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
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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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2.71

MJERX B8R 2% (Noninfectious meningitis) (SMQ) |
(2007 EF9 AEER Y U—2R)

2711 EH
BERR A IBERE D RIEE TR I NS,
—MRICBEAER & B,
EENFHT Db HD (ASMQHPHTRETDHHD),
MR BRS¢

CSF o EZ 4 O RERMAIEIMNE &L BECEE CHEMRE IN G WZ L 2/ e T 5,
TANATREST DI ENDH 5,

FNTHBEN., EYEBEOEHESL L TRET S IEARLALNTWLS,
EEFREREMNEL (DIAM) TlE, X, SEEEE. BE. #Hil. BOH L OEL
RO RFEIERE L TH D,
FEREARDZEROERATTY —FIERT O FERAER (NSAIDs). HEHR. 8+ H
wEISO7YVEE B/ 70—FARBELOT I F o TH D,

1B IEBERR 25 :

17 AU RS 2BRDOKETH 2,

JRE & 7 DAL, CSFICEETIASNZREER (F: XV L FE— k), fEeR
BHEICERINZEE () >270XRY >EL0OKT3)., BLUIERTOA REHRA
&) (NSAIDs) 7'# %,

TER I B DM O BRI (R 525 ETIHE CBRTH D, RMEEETH LS
EN% W, ERICIEER, $EEL. HEE. BN, LONES L CEERES S EN D,

ERER. MEHBARRADH L VWIINTREL EORAEENEE L /ERE LTHRYT S

ZERDH B,
2.711.2 AE/BRAEHE
a5

SR, $5EL. BIK. B, EERE N-x-—-0/F— BEROERBLVERE
(E AR IR T 2B (INMDIF [/ A X ] ZE LD EEXONAERRICTRE)
[FER] 2#ETHBERANFHRUEOTEELDH 2 D THRATNETAL

PT &k (Agitation) |. PT [F#4£ 2742 (Agitation neonatal) | (I 5 EFHERE L O
FHRICE T 2BBRADBIETH D)

A HEDO A IIHEEXAICEELRWVEALARBRS 2>HOUMNMEIEEN TS (LT
DBRAEEEZSR),

BREFER %R PT
RIT. HEREEREEZL (encephalomyeloradiculitis) ® MedDRA FIZE 7 L,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

182



Introductory Guide for Standardised MedDRA Queries (SMQ)

- ERMFLIIECREESZRY PT
- FEDICERT 20D PT
- BRR ¥R BE. Bo. BRESIORKICEYT 2IEFRNLG PT

2.71.3 REOEMELRFHROFAICET 5ER
[FERLMBERE % (Noninfectious meningitis) (SM Q) | 33kt & [NIBRRDBEEHA T UL
%, FMlE1.5.21 SR 5 &,

2.71.4  [FERFERERX (Noninfectious meningitis) (SMQ)] O&E&ERY X b
Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary, 30th
edition, dated 2003. Saunders, Philadelphia
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
1431-42.

Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis. Curr Drug Targets
Immune Endocr Metabol Disord. 2003 Jun;3(2):143-9.
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2.72 TIERRZHEDEH % /1D E 2 (Noninfectious myocarditis/pericarditis) (SMQ) |
(2022 3 AEERY U—2R)

2721 E&

DHEIE. DHORELEEIND

DEXIE, DEORELEEIND

DHABLOOERIE. 2k, Bak. BEounwdThogadt s s

DRZ. DIEAFIC, BERE (VA LR E. £42EER). 3% (A, BEHRER. B &

Ve BRERE), BERBRESR. BEKE CGEF. £PEK. 77F 0K E) hERL

IRAD B B

ASMQ lF. EER. 77 F . EYEFADOBREICEEET 3 & BbNEIERPMLHAS &

O/ FRIEDBEROEFZFET DI LICERZHTTWDE, ZD LD WIER & DOREENSE

ONZEROFE LTI, UTDOEIBRHLDOLH S -

- EER (7 /FTVY ZBRAOOE UF VL)

- 72F> (SARS-CoV—-2 mRNAZZA| EE5HEEXAEC. BRFR. HWER
NEE SN

— AEPEE (W OADE/ A —FILEEK)

DE R DBUE - FERICIEUTOLOAEENS ©

— . EE. FERMEIREEE. FT. RBAA COFFENPUE - EIR

— UEHEBORBEBINRERS

— DEMR I, DI 3-—HBLPLENORE (PREAL TR, STHA LR, mE7O Y
7. FAENE - FEGMHEERE R &)

— DEBNAFY—N—DLEEEELREERE

DIEXOHIES L CERICIEUTOLDOAEENS -

— . EE. FERMIRER. RT. BRI A EOFFENLHIE - R

— DEEE. DEERIIOERERAL EOSERERR

— DEEBOEBFIREORE

— LDEMR I, Dx3— LEX (PRED TR, STHED ER. TREE, KB ML —
>y %) ZEFH®RE (nuclear medicine imaging) £ & U8 £ 7 IS X REE D /L2
FIRKOEBENEEND,

2722 A/ BRHNEE
as
— EH T F FRIEEYERANOBERICHED DBHAB L FIT0ER DB
WES L OERICOWCERT 2 HE
— DBHABLO/FIGOERETREY 5 ZHRRE - BRREERTRICEEYT 2B T, 5FIC
DIEESR, DT a—, OEBEX, AREER. BN MFT—h—ITEET S
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— LDEBABLIO/EFRIFOEXDBRICAVLoNZ BEES L CNEICEYT 2 A5E

- RPEZRTAFE

- MEHR. BB, FLRERBYoEE T HE

- XM - EEMEBRERTHE

— [REOHER SMQ DT T Ty D/ AR ERD EEZ LN DIFFRILEERERC
WiERICRZAE (R, R KRS, FE. BUn, #Th L)

— REOTHAR SMQ OT T Ty D/ A XEGDEEZONDIFHFENGRER R
DM R OAE (DHACOEAMUNDEETLEIY S 2RELRE - L L)

— [BEMEE DR WERAKIRE A

- [ER] o¥FEzaURE

2.72.3 REOEMELRFHEROFAICET 5ER
[FERME A % /0 E2 (Noninfectious myocarditis/pericarditis) (SM Q) (Zi, FRigiiazR &
LR ROBZEERHA T3, FlAIEEEIZ 1521 BHICEHINTWL D,
[FERME AR % D E % (Noninfectious myocarditis/pericarditis) (SM Q) | (& MedDRAMSSO
EREILBBLVCEROEBRNAEMARSIL—TICL Y, EFREHRTICEOWTERENHD
TH 5,
a—H—F, TIEREM LA, UEA (Noninfectious myocarditis/pericarditis) (SMQ)] & [F%&
ik (Cardiac arrhythmias (SM Q)| #fHAEHHE T, DAL OEXICHE S OB R PR
L) EENICRRT DI EERTTHERL,

2.72.4 [IEREZEME DR/ 1DEEZ (Noninfectious myocarditis/pericarditis) (SMQ) ] @

SEERV R b

Bozkurt B, Kamat | and Hoetz PJ. Myocarditis with COVID-19 mRNA Vaccines. Circulation

144 (2021) 471-484

Brighton Collaboration myocarditis/pericarditis case definition (accessed online on 14

December 2021)

https://brightoncollaboration.us/myocarditis-case-definition-update/

Butta C, Zappia L, Laterra G and Roberto M. Diagnostic and prognostic role of

electrocardiogram in acute myocarditis: A comprehensive review. Annals of Noninvasive

Electrocardiology 25 (2020) 125-134

Daniels PR, Berry GJ, Tazelaar HD and Cooper LT. Giant cell myocarditis as a manifestation

of drug hypersensitivity. Cardiovascular Pathology 9 (2000) 287-291

Imazio M and LeWinter M. Evaluation and treatment of pericarditis: a systematic review.

JAMA 314 (2015) 1498-1506
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Masek KP and Levis JT. ECG Diagnosis: Acute pericarditis. The Permanente Journal 17(4),
(2013)

Mevorach D, Anis E, Cedar N et al. Myocarditis after BNT161b2 mRNA Vaccine against
Covid-19 in Israel. New England Journal of Medicine, October 6, 2021

Patone M, Mei XW, Handunnetthi L, Dixon S et al. Risks of myocarditis, pericarditis, and
cardiac arrhythmias associated with COVID-19 vaccination or SARS-CoV-2 infection. Nature
Medicine (2021) (accessed on 14 December 2021)
https://www.nature.com/articles/s41591-021-01630-0

Taliercio CP, Olney BA and Lie JT. Myocarditis related to drug hypersensitivity. Mayo Clinic
Proceedings 60 (1985) 463-468

Witberg G, Barda N, Hoss S et al. Myocarditis after Covid-19 Vaccination in a Large Health
Care Organization. New England Journal of Medicine, October 6, 2021
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2.73 THRREXZ (Ocular Infections) (SMQ) |
(2010 F9 HEER Y U—2R)

2.731 EE
3BmOREFRE
- ARECEBICRETZHOD
- BRAzZ% (BOREIDRE)
— BREIEREBRE DL
AR AE
- FEROEEFEEELFREINZFERORBEICEOL
— BEAEEXICIILHEMEYEICL 2ERNEESDE
— REAToOTCHLBRNAERKRTIILLHD
- REFMZTTEBBIBRAKERET S VRINH D
LEOMECERNRELORRAEBY 5 5

2.73.2 AR/ BRAEE
ag:
— REFICEEREY I BEAEZHALTWIRAE- NS REE, JEAETH %,
INOOBEMAEICIRS, REAFEOBSEYE Lo, K. Rig, BE, RHRI X7
L, AR, F@fE ¥, R feEsreEncnid
- EBROBPEAZETREAEVALANAVY, BBEERT LA TEDLHE B PTIS
ESE% (Uveitis) |) — I IE—REICIZAEAETSH D

- BRARRTHVIREEOME (Bl 7LA¥— BCRERE. 55
- FERUEBLOHERDOIRDOKAEICEET 2 HE
- FERENLGEIRERICET 2 ME

2.73.3 BRREOEHEERFHBEROFAICET 5FR
[BREXZ (Ocular Infections) (SMQ) | (3 5kigii& R & LR RDOBEZHA T L5, 5L 1.5.2.1
HSBIBHZ L,

2.73.4 [ERE#E (Ocular Infections) (SMQ)] d&EERY X b
+ Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A prescriber's
guide. Drugs. 1996 Oct;52(4):526-40.
Sherwal, BL and Verma, AK.  Epidemiology of ocular infection due to bacteria and
fungus — a prospective study. JK Science Vol. 10 No.3, July-September 2008
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2.74 THEREREEH[EE (Ocular motility disorders) (SMQ) |
(2010 F9 HAEER Y U—2R)

2.741 T
RECEENEE
—  EERE
—  BRERE
— BRHREE
~ BEMREE
—  HNEEREE
—  HERRRBE
— IRBHMWEER
- EEHENE
— BRIA/NTF—
REGESHZ 2> bA—IL L TULWBAERE :
- WAIERH. MIEH
- TEH. LEmH
- R, TRE

A fe AR PR IR
—  BRREAE

o MEE. BiE. B, BEEIEERKEICERT 226 Lgn
o LERGEHAE-ICHZRSLE, BELALBIMIZzmL, INHERDREL

2%,
- BEMRERE
o EZLIEFREINTREATWD, BERBEEICLI2HDELEH S

o MIRIEIFRICEETS
o WRELILBEABETRICEITSZEATERL, FERELTERIEL 2,
— SRR
o EEEMEE. BE. ZRUMBE. BiRE. PREROBREL EARAEENTND
o MWERELILBIE MICmIFsZernTERN

2.742 QABR/TRNEHE
a8
~ HRERARE (Ophthalmoplegia) 7 & OBRMESEE% I L T\ 5 M
- B L RMmREEAHEL TV AE
~ 1% (Diplopia) 7 & DIREHEE OHIES L WEROAHE (LEHRRHE))
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Br}
— BAHEZE (Visual impairment) (CE8J 2B ERAE
T : CIOMS-SMQ WG I3, [HRERZEEIFEZE (Ocular motility disorders) (SM Q)| @21 —H—(%,
[SEANEEREEE (SMQ)] 25T LAaEEBIRTEFMNL WS, LUbIFHLT
—ZAR=T, [IR] ICBET2AEBEBOA—T 4 VI +DTRVAIEEED H 255 IEEEN D
EThHB,

2.743 BREOEEELRFHROFAICET BFER
[EREKEENESE (Ocular motility disorders) (SMQ) | Id¥RIgHRTR & LIBRREZ MR TV 5, i
131521 2RI 52 &,

2.74.4 [REGEFHEZE (Ocular motility disorders) (SMQ)| O&E&RY X b
Clinical Neurology, 7t edition. Simon, R, Greenberg, D and Aminoff, M. Ch. 4,

Disturbances of vision.
Merck Manual. Palsies of Cranial Nerves That Control Eye Movement.
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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2.75 TBfMER X% (Opportunistic infections) (SMQ) |
(2020 EEF3 AEERY U—2R)

2751 E&E
BMBRRL L Z, EEREEREFHO>EAAICEBE. ML ERIIAHVA, EERLDIE
TREEICR2EMICL DBREETH D,
ﬁmfwﬁFTih BICILKZIF AN LN TLW S BMEREORELERIEAWVWA, BME
RICEET 2 —MA Y RVATFIIRBEMEDET TH S, RBEEEDETIE, XKt
LB RERERE, BEOBUES., Ml t3EE (MRESHLFER . 2B
Bk, EVFNEERASHRT. ERAECERMERERE S EOEMERIR. £/2E8E (B &
BUREA) CEE Bl EEOXE) HNERERKEE 7 13 EOEREBIEG OB R0 A4
HnH 5,
HMERELZE 2RI ITMAIZ. RETE2ORAICL>TERELEDLIHENH D, TDRATHE
YT IEELRPEOKREDIE. —MREFATREONSI LD LFELLTHY ., —EORKREIEIL
REIE (/23R EIHORE) ICBET 2AEENS L. REINFIEhTWEATLY
BEIC, £ REATEBRYT 5RBELXFTHIEELRAREECRANICERT S
B (Eny) PH2ATEIYEEICRET S,
HIRRREIE. BEDLZA 7ORENHDY—H—THY ., BEDBENLRERS () :
Za—FYRXF R YEARY (Pneumocystis jirovecii) ¥ £ U HIV) DBRRIYIERE & L T&IL
S2TW3

2752 QAE/BRAEE

ag
BERDIREE (F] tHIVBRAEBED 2 —FEVXFRAVARTHA) 2B ETIEER
BRE (REFEOESABEICEONR L, FIEHEELBWERE) ICk->TEl &R
SN B R

- REBEOEEABEOBEOREREICL > T ERIINDH. BEDEETIE, BEZF
B2 ERAL, SEIRDIRE ., SAEIENMEL - IEBERPBEOBETIEOH - ZIZRI SR WL
BEE (F) 2 VU v EEE o BEETIRED)

—- EBEMICEROONT-BNREBEFHAA RT4 > OBKRNICEEYT 3 REREIREE
AP EINTWBEER HIVBEA E B /- SEFESRBE 72 I138EIC ctzaﬁa&ff
mE (AA. ELERENEEREERBOEDFIEETHER S N5 REIH)

— INoOEBICHRO ZEERKRERE, INOBRARERZIL. —ROICEZEX -7
ICFEET 20 WCODDERKRE L, FENEBMNERRAZaBEORE ICFERT 2
g2 a—-70—8Th D

— LR TERINIEEEFONE R

— —RIC. BE. AB. AR OEMEE. RRE. Bt. 3L OCEEROREEREIL A
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B Ra=TICEFEFNBMEADH HH, FEE - ITBEEREE. FEALY g X3
—7IC&ENTWS

— B, U r/NE BRRIGIRRE. WA, LBEOXE, RERFAL L, BAMREEO
FEAE., 721372 0—FH & %5 2 mFME BB DIRE

— ERMESR ) REUERETRLERE (primary immunodeficiency syndrome))

— BEREAMTV T W WERRIREIEE AR

2.75.3 REOENELRFHROFAICET 5 ER
[BFA R % (Opportunisticinfections) (SMQ)J (&, Higia®R & [LERTOMEEL H U . FHil
WEBEIEIL, 1521 ICREIN TV,

2.75.4 [BMRARHE (Opportunistic infections) (SMQ)] ®&E&ERY X b

Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.
https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August 2019).
Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-mediated
inflammatory diseases: consensus recommendations for infection reporting during clinical trials
and postmarketing surveillance Annals of the Rheumatic Diseases 2015;74:2107-2116.
Centers for Disease Control and Prevention. Guidelines for preventing opportunistic infections
among hematopoietic stem cell transplant recipients, Recommendations of CDC, the Infectious
Disease Society of America, and the American Society of Blood and Marrow Transplantation
MMWR. 2000 Oct 20; 49 (RR10): 1-128.

Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007 Dec 20; 357:
2601-2614. doi: 10.1056/NEJMra064928

Tomblyn M et al. Guidelines for preventing infectious complications among hematopoietic cell
transplantation recipients: a global perspective. Bio Bone Marrow Transplant. 2009 Oct; 15,
(10): 1143-238. doi: 10.1016/j.bbmt.2009.06.019

U.S. Department of Health and Human Services [Internet]. Guidelines for Prevention and
Treatment of Opportunistic Infections in HIV-Infected Adults and Adolescents.
https://aidsinfo.nih.gov/guidelines/html/4/adult-and-adolescent-opportunistic-infection/0.
(Accessed 1 August 2019).
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2.76 TR ##Z[ESE (Optic nerve disorders) (SMQ) |
(2008 EF9 HEER Y U—2R)

2761 E&
BRI ITBEOAZBRIETER S NIZA V7L REITIET 5,
FHREEOWITNADERDOEE., £7-IEMORREEFOBEICLY BRA'KICWEZEZ &N
H5,
BIREEDEAENATERITA WV, K SMQ OIFRIE, FERE. BHEL (KE). LT
ReRAETE (RHRoER) THh 5,
BRIEDREA -
— FEFTY (A AR/ =, TFL Y-, &0, £ER)
- ME#taEE
— BRI BICEXIVBI2OXRZT
- EBEH W@ :/R7L7z=0—0 AYZTYR TEZYTh=L, YTFTYV)
BHER DS
— B (DEAFIIREBEL ISEITT2EEE. 2~7 HEICKRA ISEITT 285605 5,
- BRI LCT, HRME/ZISHMEBEICERT 2,
- BARFIFEBDREN D, T2BEPETEHETH D,
ﬁ@@_m%¢%® BB FF U VELEIRBREZEICLD2EHFEDBETH S,
INS BB HTRBHIBREFORLEICEL, RAIHIEARL TCERICKBT 2550 H 5,

276.2 AE/BRHNEE
ag:
—  PER R
o [BRD (optic)] & WS AEZETLRE
o RHRILEICEETS SHE
o HHEMBMEDL I ICEMEICLIELIIFELZRIFIABICET2HE
— LIERER
o H[EEEOHES L WMERICEY 52HE
o MNMEDXIEICEIET 5 AE
o EREMLAEDS L. MERICEEYT 2ME. 2R LIREOHEATHO
AR FMFRICBEET 5 PE
BRA)
— ERZE CHERINIFFENGHOR
- SEXRMEEBICETARE

F RROBMICIE L T, BEDRR TIE, B OERR (ophthalmological) @ SMQ % {£R 3 %
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WEDDH B,

JMO ¥ : RRHCEIET % SMQ IE, =Y 2> 21.0 DEEA T, [AEEE (Cmeral) SMQJ. R
BREAMRS L CIREREE (Periorbital and eyelid disorders) SMQJ. [BR&Z: (Ocular
Infections) SMQJ. ERIGEFHEE (Ocular motility disorders) SMQJ. [#EREE

(Conjunctival disorders) SMQJ. [ 7K @AFEE (Lens disorders) SMQJ. [ #EfEfEE (Retinal
disorders) SMQJ. [#%kMBE (Glaucoma) SMQl #'® %,

2.76.3 WREDEM L IRFH/ROFAICET 5ER
182 &= (Optic nerve disorders) (SMQ) | IFFIFIRR & LR RE WA T 5, FMlll
1521 %5B34 52 &,

2.76.4 [fR#AREEZE (Optic nerve disorders) (SMQ)] ®&E&ERY X b+

Merck Manual Online, published by Merck Research Laboratories

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

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

193


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

Introductory Guide for Standardised MedDRA Queries (SMQ)

2.77 T'OpEMEEEEE (Oropharyngeal disorders) (SMQ) |
(2007 EF9 AEER Y U—2R)

2771 TR
MfEMREE (Oropharynx) &1, TREICE>THENZOEZE S
- OE0ERAE
sk
- OFE
—  RURTEEE

2772 AR/ BRHNEE
ag:
— O F 7 EEBEOAND DRLADEEE L IIBHNRKRE, BEICET2ME
— MREWSEOHEY. EIE. BIHMEYRE

—  [RZEnREE BEGE
- HRAEE
- ¥ 7 sMmQ & VWE.:. (SMQ) ] »35
o PTIHRZE (Gmgwaldlscolouratlon)J PT [8MWAEE (Gingival hypertrophy) | @
EDICBEHDWVEIFEYTH S Z ENBEETHVAEBEZED. [HA (Gingival) |
EHESLETORE
o PT [t/E#E (Periodontal destruction) |, PT [#a/E% (Periodontitis) ] ® & 5 (2
PICEId 2 A

— Y7 SMQ TOEREOT LILF—4REE (SMQ)] DniHs :
o FEOLSICOBRNICEWTEHRT 2N TELT LT —ERICEET 2 A
— Y7 SMQ [AFERECHEY (SMQ)] D
o HOBRNICHIT2EYICEET % HE
— Y7 sMQ OEMEOREE (SMQ)] DA :
o TALZRBIUNITYTICERTZHEEDL S ICOFENICTEHRRIN S BLIEIC
B9 % A
— Y7 SMQ [HERSEEDRE GEY. BEB LU T LAF—%F<) (Oropharyngeal
conditions (excl neoplasms, infections and allergies)) (SMQ)| DFE : FHFEDRE
E. TEYMH D NI T LLF—RISEPFEICEE LA WVWEE T, ROBRICK 2568% &

s

o BE
o BB
o Hm
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o FMTEHDESE

_ BES L UBRETROEEOBEE L < 2EEICEET S

- ER0OREELIIEEICEEYT 5 HE

— RN, REMS L CEREREEICEEYT 2 A8

— FRRABEOF, AES L CERFR

— FRMRSHICBIET RE (] £R) *

- Y7 sMQ [HEREOHEY) (Oropharyngeal neoplasms) (SMQ)| D5 :
o HRIMEEEFTEY O

2.77.3 BEEHEE

OfEREEfE =
(20000109)
OREREE D FEY e MR B oD R COREMRSE D 77 RS OREREE D IREE GRrAEY).
L L —IRRE BEB LV TLILX—%RF
(20000110) (20000111) (20000112) (20000113 < )
(20000114)

X 2-17 [OfEMESEREZE (Oropharyngeal disorders) (SMQ)] DREE#EE

7 SMQI OEMREE DIREE G B b L U7 L)L ¥ — % Bk <) (Oropharyngeal conditions
(excl neoplasms, infections and allergies)) (SM Q)| (£, CIOMS-WG O F# U ¥ FIILXETIE
[ORARZEDYKZ (Oropharyngeal lesions) (SMQ)] & LTEEHINTW5S,

2.77.4 REOEMELRBHEROFRICET HER
[ =R EERS = (Oropharyngeal disorders) (S M Q) | IZ3sii@ RAE D A % D EEEED SMQ
Thd, o> THRERRELBRAETIIRALERIBOND, FMIE1521 %5380 &,

2.77.5 [OREMASEFEZE (Oropharyngeal disorders) (SMQ)| D7-HDEEERY X b

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

Dorland’lllustrated Medical Dictionary — Saunders 2003, 30t Edition
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2.78 [BIE3E (Osteonecrosis) (SMQ) ]
(2010 3 AEERY U—2R)

2781 T
BEFRILTICMBRZHET 2MEOMMREEICELE > TEL %,
BXEIET (KERBEE) NWFHRIEMUTHEIN. TOMOBICHLELD I LMD S,
2 B EEHR
- MBI
o LWHEEASEWL,
o MBROEE~DEENLRBEELLIIEBEICLYEL S,
- FESMEME
o JFaAXTAA ROFEA. 7ILa—ILEA, SRADREN, T—> K. &
MTYUTF< =T R, REREE. SiEME. BEBHE. 74V UK. BRIRES, &
ERFHREDWSDHhDY R IVRF/FFEICLYEL B,
o RBRMOBZEELH D,
KEREIEFEIL DR
— RBTXFIXTHREME (BERBLHEIND) THITRICHEET 2,
— KIS, [BlohrndL 5% BREFAIZELITR2L5RBRLAHEIEHH D,
BIRHIZ R
— BIEAESEAOBZ H D DIESTICHE S ER
- WIEDHIR
— bLYTLYTATHTHASHREICRD N5,
- ZL0HE. REHOEMXBREEIXERE TH D,
SEEIE (ONJ)
- ERRRFF—FOERICLYEL S,
—- BET-oRBFMEERL L TCELZOHNHEBNTH B,
— BESLIOERICIZER. E0CH o, HMEER. X, BEERLELH D,

B

2.78.2 AR /BRHAEHEE
a8
— PT [B12% (Osteonecrosis) | £ & U PT [15T#RE1ES (Osteoradionecrosis) |
- BRI T 2B ICEET 2
- BEFEOZMIREICET 5HE
- BEEICHEBENICHENLHES K OERICEYT 2 A5E, BERIEIFEOE (B KRE
BH. 3R) ICHFHT B0, BRINIAEIL. oDz RRY 2ERLH 5,
— IFIFHBPREBLVEBRLBEOBRAICET 2HE, L. THEHEREAL ERKXR

Fr— FURIOFEREER LT 2B OBREHBAT 270 TH S,
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— BHRDLES L UEHHEICEEY 5 HE
BRo%
— LEOBRIEERENLbOTHD (B DEE] ofamy)

F  REEER TR, PT 8% (Bonepain) | FBANCL>TIE [/ A X #HRESEDIBZNN
HHH, - —FZDEMNICIE LT, APTOBRAZIRFTLTEIWbDET B,

2.78.3 MRRDEMLBRHFBROFAICEAT ZER
[E1E%E (Osteonecrosis) (SMQ) | l&5kigH L NLERERE THBRENT WS, 5% 1.5.2.1
HSBIT DB L,

2.78.4 [BiE% (Osteonecrosis) (SMQ)| OEEERVY R b

Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html
Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,
http://www.emedicine.com/orthoped/TOPIC430.HTM
Tofferi, J. and Gilliland, W. Avascular necrosis.
http://www.emedicine.com/Med/topic2924.htm
Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J Australia
2005; 182(8): 417 — 418
Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With Postmenopausal
Osteoporosis in the Health Outcomes and Reduced Incidence With Zoledronic Acid Once
Yearly Pivotal Fracture Trial. J Am Dent Assoc 2008;139;32-40
Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw: diagnosis,
prevention, and management. Annu. Rev. Med 2009; 60: 85-96

Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection. New
Microbiol. 2008 Apr; 31(2):155-64.
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javascript:AL_get(this,%20'jour',%20'New%20Microbiol.');
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2.79 [BHREBEIE (Osteoporosis/osteopenia) (SMQ) |
(2009 EF9 HEER Y U—2R)

2791 EE

BHRKE=TROFHz "I 25 EEREE

- BERY (EBICBRLE-BOBEMEEYY 0EERD)

- BHMEEOEE

- BRME=BELEERD

BHMBNMETH->THBITY R IPBRT S : LROBERD EZNICHES BIFA/ARDRES

VX9 WERAL X B, BEME, BB, KBRS LEB. B TEBTH B

BE. BIARRTZ2E T, BRET. BHEEELZRBES SERIFECHWL

FIEHE

- EBERF B BEATSER £ OBREERSR)

— EH| (BiIcsaaLFaqR)

- BE

- A&

- 45!

- 4£EEE

- BIRED

18 (B

- RLEROoNBHERE

- MRILEVYRZICERT S

- WEMRRRAEOES KICHEDIENE L UERINDOERL B %Z LB %

- BRBORNMCIEY. O L XBH BEERME) BLOBFESHTOU X 7ERICDOED
%

— IR MAFSUVRZICEYEIRRBERLEVICHTEAZBORSZEASEY ., BEHAODAIL
> L OEN, BOAHIT T LABEHOET, 1,25-2 FAF E4X I > DEAIEN
IZDBBBENH D

— 1,25 (OH) 2D3 DEEEMICLY TROBRINEL S
o SHILBEHIL YT LRIRDIEN
o EBNLDHILY Y LBRINOEN
o REETOAILY Y LERINOE

— MRRRLEVRZICEY)  BEMRBICEELZRIZT VA AV OEELENT 255D
»H5

28 (ZAM)

- BLHICHKFITS

- BREIC, BEKROETHELUEBER® 1,25 (OH) 2D3 EXETHEL D
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3 A

REEEBREOEDICLY REE, RERE. EBFOBIU X 7ERIZOBHN D

EHOFEICLD Bl /a2 Faq k)
$/old. BAREFEEZBL CBERIETESEZZOMBDERICLS

BOBREOFEMIEEE L TEBREMNMEBIND Z EHZ W

WHO ICL 2 BHEERIENPTEER L. BEENEEFAARALEDF% 2.5 ZERZETES
REELE S NTWLW3

BRE~Y—H— (BBFENTIVAVRRAT7 72— AXTF ALYy | B70a7 -4
RTZF R, RPTFFIEUP/UY) 2RVTCAEWRZERT 2561 H 5

2.79.2

aAg/BRAEE

CEE

2.79.3

BHRBRES LUOBRDE (BEEZET) ORBICET 2HE

HQE@E’W@%E?I‘E@J_L B L S HEHREICHEOENOERZ ETHES L OFERIC
B3 2 M

LEIMCERAINIBRAREICEHI2ABEESTHEELTC [EE] &u
SINT-BEREERAZELEEINTWLS

BAREICHE S B ICEIT 2 HE

PT [4M5% B EE (Post-traumatic osteoporosis) |. &NEEDRE Z/MGEICEET 5 b
DTHHIN, BRI AEELZEEILLAREEEZERTILENDHDEEEZOND

B TIEEm

nll

SERMEEBICREYT 2 HE

3‘/\‘"(0)%?)? BI9 % FE, BAARRIE ICIES IS4 & o (BREIEN. . KBRIANIEL.
hE [EFMEBHERE]) ZHk<]

PT [&HAE%EIZ M 0% E (Kyphoscoliotic heart disease) |. BIEEHEE REIZE) 18

MERIEDEHHE TH 2 H. AHHEICET 2 HEZ — KNG/ SEMOAFEICRE L. 2R

MARAHEIIED RN L& L

BEMEORBED L & DEERICET % SOC [H&IRE (Social circumstances) ] (2 > 7

ERCLiE

REDENE L IRFHEROFAICET 5IER

BHERIE/BIRME (Osteoporosis/osteopenia) (SMQ) ] (35rig 5 L VL HIRER D FAEE TE
&émfméoﬁmu1ﬁz1%%%¢é:to

2.79.4

[BHRE,/BBAE (Osteoporosis/osteopenia) (SMQ)] D&EERY X b

Hobar, C. Osteoporosis. eMedicine, 16 December 2005

http://www.emedicine.com/MED/topic1693.htm
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WHO/Forum for Collaborative HIV Research Joint Meeting : ARV Drugs Adverse Events,

Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft) , 28 — 29 February 2008

Dorland’s Medical Dictionary
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280 [EMSIUHHETHOINRTLEY
(Ovarian neoplasms, malignant and unspecified) (SMQ) |

(2008 £9 AIEEXXVU ) —R)

2801 E&E
VB ICEETIBEUYES L UVEHFRTBEOBEEO TR TARHT I EA2ENE L THEL -,
INEICEET 2EU S L OHEATRNBOFREMOITRNTINMATRLEET 5,

— BRBEERE
—- BHEEBEEORELZDHOFE
- EBv—H—

280.2 AE/BRNEE
ag:
— BUHEIIEATHOREYICETIRETHOMICIHEICERLTVLEH D,
- TROEBZEUBMX/IIHMRBOINEREYICEEY 2R8EICET 2 AE,

o Fk

o RARRE

o EE~Y—H—

o BIETZREEZRTHES L OER
R4t

— EMFIEEEMTBOFEYICET 2HEETHIHLBEEICINEICER LTV ALED
— EBRIABHOEBEMERRBICEET AELECHOFES LI VEREY—H—ICBET 2 HE

- E~OEHICEET 2 HE
- NEBLVEICEEY 2HE
— PT [BREF4T (Ovarian operation) |, BEUHEBICEENABETETIE AW (27

L. EBICEEORBENHELBEICIIERABZEML TH W),

T ERENGEERERERES L UBYEREEDRE L MO FEROBRRICIE [BHYER
(Malignancies) (SMQ)] OTFZICH B ZNZENDOY T SMQ A2 ERT 5 EHNEFE L,
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2.80.3 PEEHE

BEMSLUEMTBHOINEFEY (SMQ)
(20000151)
|
E4INERES (SMQ) EHERFDOINEES (SMQ)
(20000200) (20000201)

E 218 [EMHHSLUHEBRHAOIIEHFEY (Ovarian neoplasms,
malignant and unspecified) (SMQ)] DREEEE

2.80.4 RFEOEN LRRFEROFRICETZER
(BB L OEEMRBEOINEIFTAEY (Ovarian neoplasms, malignant and unspecified) (SMQ) |
IR TR E MR BRDOHEZHRA TW5, M3 15.21 %5835 &,

2805 [EMHHFIVHEHTBHEOINEFHFEY (Ovarian neoplasms, malignant and
unspecified) (SMQ)| OZE&EMY R b
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.81 TEBREREBEP L VIBEEREESE (Periorbital and eyelid disorders) (SMQ) ]
(2009 F9 HEER Y U—2R)

2811 T
ARRR :
- ABEARETLIILICLY., TICHIBROBEEMEET S
- RERONDHHELUHH /T 2
RS S
- RECRBHTERINIEE
- BiREIERETERINDIBE
- [R5 (BVIRERE [CNVI] ) »EHR%EES
- FIRBRIEEE CNIIXE) LU aT—ckYELEEIND
- IRERE-BEGzREBHE L. ETRREEELTWLS
o MREZBEREMEIIFEORFREEENDILAKZHIRYT S
- BREEICHA > THFET I2RITRRDOEBEERDICBELTWS
o RENELDHENHD
o BRBRITEBIRANICABLTLS
o VFAREBEERBLVELTHRI U VTRIZ. BMEBREN CRIREES Y BT
UEBELTW?
RERICHEY 5 2KBIETLEOBRY THD
- &Y
- KEPS L ORRE
- BENRESE B AR)
REBHDRBEZIZBHICHELRIFSHVA, FEUER (GRE, EYRE. £2I3ER) %
SlIERZTHZENH D
RiE% (REBOAIE) I, RERICH > HIEERE 0EB 2 MM ORBTH 2

281.2 A/ BRHNEE
ag:
- REBWEICEET 2R
- BEEICETIHE
- IRERFEICEY 2HE

R4t
- BRI ORBAEEEDHMES L OERD S 6 MOREFICHROOND EEZ LN
5HD

- R LURBEREGICEREL S 2HB0KERE (B : BRMEAIE). BL. RER
R RdHBICLVEMHENDS HDERRC
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- BEFLIOREAFEREORMORRA L IFRES & CIREFFEREE IS S ERE - &
RMEFEERICEET 5HE

- REICEHY DHE

— CN lIB L CN VINCBIET 5HFE : o DMER. REOESHEICEMRLTWDS
P A SMQ ICIFBEENLTWEEZ LN DT

- RESLUVRBEEEGICEEY 2 HE

FILLT Lo [BRER] AREO—EICO2WTIE, ASMQ OB Y X MZEH LN TUL AL,
DERIZ. TORPTHAEBICLETEDDLIIENTEAVNLDTH D, ASMQ DIL—H—
. INHD LT BT L, 983N/ SMQ AZBICL Y RH I N/EAICIIZA T, Ihn
ODRABTCI— MEINTERZRET2HEINERELTH LW

2.81.3 RROXH L RRFEROFRICET 5ER

[ERE A S & VIREEES (Periorbital and eyelid disorders) (S M Q)] (33kisitk R AEE D & TH
BRENTWD, > T, MEHRER ELIHRRIEFA CHERIMG o N2, 5Fi#llE 1.5.21 228352
Eo

2.81.4 [RRERAED L VIRIEEZ (Periorbital and eyelid disorders) (SMQ)| #&&&
YR b
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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2.82 [R#4E=21—n0/F— (Peripheral neuropathy) (SMQ) |
(2005 £ 11 REXY YV —2R)

2.821 T
REDES, BE, BEHEREROEBE
BERABFMREICL VETINBEROBRICEDEZH SN 5,
UTOEEDS b, HhEHL—2ARHSNAITNIERE SH L,
- BBRETEZH#SHNET. H2WIFEERE (BREBIR L HHE)
- KEZIEILDETIREREE
~ BEREEEE

2822 A/ BRHNEE
ag
—  [FEMZ2—AF—] $LUBEERICET 2/E
— CIOMS EEOHFTHBBINTWS, #IR, K. BEREFRRICET 2 A3
- BEREHRBBEPLIVEETIHAMRELEE
R4t
— RIEHREEICEEY 5 A
_ EAlE LT, BEEMO— 2 —ONF—0HEEIL. BAIhTWD
— BEREIPBERIIZZ 2 —ONXF—DLIITHBOREBIZHS Za—ONXF—(CEET I H

A
an

2.82.3 RFEDENM LIRFEHROFAICET HER
[ZRAEME = 2= — @ /¥F — (Peripheral neuropathy) (SMQ) ] (Z3tEigZFR & LERRDOBE=HEA
TW5, #ll£1.521 5288352 &,

2.82.4 [FKH#M=a2—n0s/5F— (Peripheral neuropathy) (SMQ)| ®O&E&HY X b

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of
terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999 p 32
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2.83 TEIREFH &£ RO RE Y% (Pregnancy and neonatal topics) (SMQ) |
(2011 E3 AERXY Y —R)

2831 EX
MR & FrEIRD b By 7 (Pregnancy and neonatal topics) (SMQ) ] XD BRI TR S
N7,
- fERIEHIN TV SMQ [HEREROERE EiEEE GTEREREZEL)] LBEEHMR
%)
o LMEIDOSMQICIEX VY TF YR EDOMBEERZ2AET2HABICETLIFELNH -7
— HREFERDO ME Y ZICBEEL RS LORY AD~DBEEEZRA LIE S
EIEREBIED by 7 EFEREIZ IO SMQICIFEENTE ST, FIOMIIL 7 SMQ &
T ENEZONTVD
CIOMS-SMQ-WG 7 — AL lZ. EMA ®“Guideline on the Exposure to Medicinal Products during
Pregnancy: Need for Post-Authorisation Data”% FIZEE & D HA K& L TSR L1
HARZAVORTIIHERBERIFUATOLI ICERINTWLS
- HE. EE
- HE. EE
o TE. ENtk. BHAE
o FERREAMICLEL T/hE W/ FEARIBEHKEEIL
o F4EREVBEIRAEIREE

E¥iZ
o JERYIREE
- RRIBZT
o EfrHE
o HBAME
o JLE
—  HERPE

FUTHUEERE (BENSLUEAZRBL COMERERREE) 2O SMQICEEND

2.83.2 AR BRAEHEE

(A

— [JEREFERD My 7 (Pregnancy and neonatal topics) (SMQ) | oaMasi
AE:
o WIREOHE LBl DA
o HEREBELEIZORE
o IEEBHIREEIFORAE
o MmE (NIHLUBR) BLUSLEDORE
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(o]

O

O

O

DIRIZEE S B IRRED AR
BN B L OB EN LICHERBEOI oMW ~ €y 7 DR
faIRREE D MEE

FRMES LR EEEEEFROME

- [hEXME. REES L OELRMEREZE (Congenital, familial and genetic disorders) (SM Q) |

(¢]

SOC [4FtE, RIS L CBEEEE] 0F T PT

— [k, DBREHHE L BBRRTF GRES L ORELKR <) (Pregnancy, labour and delivery

complications and risk factors (excl abortions and stillbirth)) (SMQ) J

(¢]

o

o

(¢]

o

RED. R, HEDORE

B SRR E R

BEALIE I FE

T = MERBERRE

PR RIE R

k. Dk, HEICEYT 5 F=DME
EYREOHED ) R 7 ZIBINE £ 2 IREDAE
FRGIEE D MAEE

— [#HApBEENeYy 7 GTEROBIAEN L-EEASE) (Lactation related topics
(incl neonatal exposure through breast milk)) (SMQ) |
(Fhzov 7 SMQ [HaERIFL 2 FEZ (Functional lactation disorders) (SMQ) ] &
S OH 7 SMQIEZL % N L 7-F4 IRIEEE (Neonatal exposures via breast milk) (SM Q) |

=Et)
o FHANMEELITRICEIEL TR 2IREICET 2HE
o FAMMICEELAAES LVABEEHEDRAE
o BIAENLIEEYBRESLOFEDOHZE
o WIEEORE
—  [BRREZE (Foetal disorders) (SMQ) ]

O

FRIRDIRREICBE S 2§ NTDHE

—  [#F4&EBEZ (Neonatal disorders) (SMQ) |

O

o

FERICETZINTOHAE
FERBICE T2 EREEEZEDHBIEFRRINEICEET 2T XTOD PT

—  [HRFPiES K ORED Y X 7 (Termination of pregnancy and risk of abortion) (SM Q) |

o

o

o

o

(o]

BABLOAIREL LOREDOHEE

RES L IR IEAHHED FAE

BhEd 2 NESL L VERKREEDRE

MEDY X7 RHFDFHE

HLGT [REE+H & U'FEE (Abortions and stillbirth) | 12U > 7 24 _XTD PT H SHEK
SN
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—  [IEBEFIROKRES L 6% (Normal pregnancy conditions and outcomes) (SMQ) |
o SOC [#£IRE (Social circumstances) | O A% T IEBHIROIRES & OEIF
B4 B
o FTEMNIIRDAE
o WiRE TR IERAREMERDOAE

— [JEREFERD v 7 (Pregnancy and neonatal topics) (SMQ) | O AIBRAE

o MREBRZMHOLLVERKREORE RAREEBELS)
o HJEREB L UMMEETREAE (INSIEROMIILZLRILT1 D SMQ T 52 &
MREINTND)
o HEBEME (INSEBIOMIILAZLRIL1D SMQ ETEHIEAMREEINTU
%)
o PTIhrF*FY 7T X<EFE (Toxoplasmosis prophylaxis) ] - & o BI@EMEAME L
- [hXME. RiEES L ETRMEREZE (Congenital, familial and genetic disorders) (SM Q) |
o SOCI%EXRM. KEMS & OERIEEE (Congenital, familial and genetic disorders) |
CEEENTLWAEVWTXTORE
(TR, DIRAHHE & BRRTF CRES K USLEZFR <) (Pregnancy, labour and delivery
complications and risk factors (excl abortions and stillbirth)) (SMQ) ]
o MELIEEDRE
— [FHArwEENe Yy 7 GTEROBILZN LZEEEZSEE) (Lactation related topics
(incl neonatal exposure through breast milk) ) (SMQ) |
(FfIo Y 7 SMQ [#EERIFL W FEZE  (Functional lactation disorders) (SMQ)| #
S OH 7 SMQIEZL % N L 7-F4 IRIEEE (Neonatal exposures via breast milk) (SM Q) |
=EaL)
o FEIIRICBIE L 7230 kRE D FARE
— [BR'REZE (Foetal disorders) (SMQ) ]
o MBI VRBEMUEBEICEET A5
o MEREEDYRIVEFORAE
—  [#FrEIBEZE (Neonatal disorders) (SMQ) |
o FEREFORE (RIOMIIL7-SMQ & L TRET S)
o HEXRMUREE
—  [FiRDies L OSRED Y X 7 (Termination of pregnancy and risk of abortion) (SM Q) |
o WCFENEIRE Y FHE
—  [EBFIROKRES L UE:)F (Normal pregnancy conditions and outcomes) (SMQ) |
o ME/WFR~DY R 7IZEET BREDAE
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F TR EFERD by 2 (Pregnancy and neonatal topics) (SMQ)J (&, /Y=Y 3> 14.0
T HREROERE EIEEN rEIRE R % &) Adverse pregnancy outcome/reproductive
toxicity (incl neonatal disorders) (SMQ)| ¢ BEE X 27T BMI Nz, AL, T1T
RERORE EiEaEt GTEREE%ET) (Adverse pregnancy outcome/reproductive
toxicity (incl neonatal disorders)) (SMQ)] DX 7 —% X (%, "Inactive”ICEE S 117z,
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o [H4 1BE=E (Neonatal disorders) (SMQ) | (2R MED A

EAEBALTWDIDT, 2D SMQ

ERBT ABICIE. TR, REES L FERMEREE (Congenital, familial and genetic
disorders) (SMQ) ] #BINL THRFRAZEHET 5 Z & H

5T &,

2.83.3 FEEEE

HEREHERD PE Y &

BEFHEICE > TEUNED TIRET

(SMQ)_
| | | | | | |
gexpe. g || R ORER || 2 awesE b || e || s in e || EERES & || EREEOR
o rt\:fLﬁﬁ? N HE{JbBﬂ_::uE Z‘EQEJLJBEE:'E . o
BB & OEE ke By GRER OREDY R || BEH L VEIF
b (REB LU ORIAENLTF (SMQ) (SMQ) 2 (SMQ) (SMQ)
HEREE at Az L7
e (20000190)|| (20000191)
(SMO) EEBRC) REE S ) (20000192) (20000193)
(20000077) (SMQ) | ( hoiAhn1 02\
e TR ES BIAEN LT-FEIRERER
(SMQ) (SMQ)
(20000188) (20000189)
219 [HIREFHERD FE Y2 (Pregnancy and neonatal topics) (SMQ) | DREERE

JMO JE : TR EFTEIRD b E v 7 (Pregnancy and neonatal topics) (SMQ) | (&, $ig&EzRE
LSRR OBAEAFFOREBED SMQ ThH b, BEBEXIF DI LUNL. 20 SMQ
OIS L CRBRRAE CTER S NEEBE T FH/-4 L SMQ OFAICFELIL
w3 (1.52158), LMkEED SMQ OFAIETURED SMQ 0DRZEZHEET 52
ETRETE %,

2.83.4

BURE

Guideline on the Exposure to Medicinal Products during Pregnancy: Need for Post-

Authorisation Data. London, 14 November 2005, EMEA/CHMP/313666/2005

(TR EFERD FEY & (Pregnancy and neonatal topics) (SMQ)| O&EE
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2.84 THIEEIREE (Premalignant disorders) (SMQ) |

(2007 £3 AEEXVY Y —R)

2841 T
ERE  BIOEEEOREICETIARET. HEXNICRTEARARETH D,

— B (precancers). BTEMIRZ (preneoplastlc lesions). #HA%kE (incipient cancers). Lk
BEARFEY (intraepithelial neoplasias).  7-13812E% (preinvasive cancers) & 4
(= ()

— BOERMEMICRITZZEDH D

- BICBAONBVEEDRBLHZLZENDH D

— JBICETT B LIRS WL

— LIELIE. iy @*f‘ﬁift?@ﬁﬁﬁﬂjb ¥ ()

— BERENETT ABEICIE. RTEICRET S

2842 AT/ BHNAEHE

=
X

(A

— EB (Atypia) ICBIT2HE. FIZ IS LLT LNV TERRFEYE L TE SN, &F
Tlx [E2#6% (dysplasia) | #2325 PTOTICMLET 2HD

— HLT [BBERFAIEREE (Myelodysplastic syndromes) | IZU > 7§23 X TCORE

— HLT [B8E8EEREE (AME% <) (Myeloproliferative disorders (excl leukaemias)) |
YU I LI NRNTOREGE

— HLT [/ErIESIRREN E C (Skin preneoplastic conditions NEC) | (ZU > 2 353~ T
OD}EHEE

— HLT DBEBMEY X a7 4 —B XU EE (Gastrointestinal mucosal dystrophies
and secretion disorders) | (U > 7 3 5BEDH 5 FHE

— BEMREORES L WAEICEET % SOC [BAKRE | $ £ 0 SOC AR E L URR
WE] hoDfAE (BRA%ESR)

— BHICEMETEERINTLIARE. AIRIET~RTo [EEA (insitu)] &

— HERAICEL, HEHVIE, BVEXRTEMERBICEET Y XIATF

- EMERBOFIRFELTHWAZEATEZMREY—A—BLORILEYFIEER
- JEREMNT. TAMERTEEAT X E2bn3nh o7z, £EREFICET 2HE

CERESOMEIL [A1EIRAE (Premalignant disorders) (SMQ) ] A oA EshTL3, (7]

FEIKRE (Premalignant disorders) (SMQ) | 72132 D% 7 SMQ O WINHhTT —XIERL
I A—Y—-HTERES BB COBNERRZMNE LT 2551, [EBIEEE (Malignancies)
(SMQ) ] =sBRan7=Ly,
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x

.
=x-

2 BREES L U OMEFESMIOREIRAE (Premalignant disorders, general conditions and

other site specific disorders) (SM Q)| (Zi&. PT [EF AL (Dysplasia) | 7 & DI A 4FTE L
mUWHE rEEINhTLWAW S, Y7 SMQ © [M&DFfEIRFE (Blood premalignant
disorders) (SMQ) | ['BEDETEIRRE (Gastrointestinal premalignant disorders) (SM Q) J.

[ 5828 DETEIRFE (Reproductive premalignant disorders) (SMQ) . B & O [REDEIRE
IKR& (Skin premalignant disorders) (SM Q). IhiodH 7 SMQ & [2BRES L VUZD
fth 45 E BB D BT IRAE  (Premalignant disorders, general conditions and other site specific
disorders) (SMQ) | Z#AEHE 2 T EWRETH I LAV, FEFHHETOERA
NROLNBZ ENH D,

SMQ [FTEIRRE] 1Z, ZREMEDITEN OO ICEIEREDAZTRE L TWD, 2D SMQ £
ROLSBBHEY RIRAFORBEZPREICKHRNAL TW D,

- BMEEOECHER

AN AFERBEDEFERAXAIILEE

- EBUEBOY X7 BRI YDEHEDOKRIENRRMEIRRE

L - Tt BIRITBEDEBICO—T 4 v 7 &417- MedDRA FEBICE DK EHY X7
HAFOBRREMREETDIND LNAEL, CDLHO—DDOT77A—F& LT, £FTIHIC
AN OEBBH 5 WNIBRUCE LA H2DOh TR VIART 2HhE LBV, 7z&x X KB
EMEEN,HELASIE, -V —ZAXBRICEEL/-BEZRRT H7-DIKREDIEE %
BRTHIEEEZFRINETHD, TNTOERY RIVERFO L) BEHRIBRDI2DIZIE,
FROL S BEBENEROBRE., £EEFAXANVNEERELREOAEN (LM ORELYE
. B&EL7- MedDRA FEEZ AW EECLEARRIDETHA S,

2.84.3 FEEEE

Z
o

p
>+
samp
5

(20000085)

78 O RIRERAE B BB DRI IRAE B2 DRIRRIRRE B8 DEIREIRAE EHREB L0 Z D1

o N S b
(20000086) (20000087) (20000088) (20000089) FFE BP0 IR IR RS
(20000169)

x

2-20 [#HiIfEIREE (Premalignant disorders) (SMQ) | DREE#REE

SH 7 SMQ 1ZfED L RIL 2 o7 SMQ (6, 17D ETEIREE (Blood premalignant disorders)
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(SMQ) I, [2BREL LVZDMEFEMOFIEIRE (Premalignant disorders, general
conditions and other site specific disorders (SMQ) ) & IFE74A Y Eio SMQ F 'y 7 Tl
7N, BT [BTFEIRAE (Premalignant disorders) (SMQ) ] O—#& L CORERT NETH
%o

ROWUDDY 77— ICE ) EEDRRMNAIGEICK B,

— [m#&oFifEkRE (Blood premalignant disorders) (SMQ) |
- [ BBorifEkRE (Gastrointestinal premalignant disorders) (SMQ) |
—  [4&7EROFEIRREE (Reproductive premalignant disorders) (SMQ) |
- [EEBDOBEIREE (Skin premalignant disorders) (SMQ) |

FROMOO I/ L—TICEENRVAREIEY Y SMQ @ [251REH L UZ OMRFEENLO

BIfEIRRE (Premalignant disorders, general conditions and other site specific disorders (S M

Q))) OFLIICEREEINTL S,

AI—Y—EIRDODZD%ZXRT B LT, RRZALEIEHZENTE S,

- [HEedri] RmE (BUEREBADETHEENZ /IR VEDZH D)
- [&H0%] BE EToagEErH2hH Luns o)

2844 RFEDEMLRFH/BROFAICET ZER
[B7%E k%8 (Premalignant disorders) (SMQ)] (ZfEE %> SMQ TH V. HAEDO A% FF
D, LI -> T, PR RELBRRIEIE CERE R, FMIx 1521258352 &,

2.84.5 [®IEIREE (Premalignant disorders) (SMQ)| ®»&E&RY X b

Classifying the precancers: A metadata approach (Jules J Berman and Donald E Henson)
Heenan PJ, Elder DJ, Sobin LH (1996) WHO International Histological Classification of
Tumors. Berlin, Heidelberg, New York, Tokyo: Springer

Berman JJ, Henson DE. A Comprehensive Classification and Data Implementation for the
Precancers. http://www.pathinfo.com/jjo/preclass.htm , 2002 (Z 04 A +IFIRFEHE I N

TLWahrH Lk

Harrison's Principles of Internal Medicine, 16th Edition

Dorland’s Medical Dictionary

¥ 1 CIOMS-WG AMERL L 7=4 U ¥ FLxxE (MSSO,/JMO @ Website ICIBEFH ST 3) (2,
BAIND Website D5|AMER L THDZDT, SEBDHZ &,
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285 [EHSIUHEHETHORILRTIEY
(Prostate neoplasms, malignant and unspecified) (SMQ) |
(2008 EF9 HEER Y U—2R)

2851 T

IRRICEEET HBUES L CHFBTRAOBEDINTZRESTS 2B E L THFEL .
SARICEET BB LOFMTAOHEN DTN TICHMATELSEET 2,

— BRBEERE

- BUHRBEEDRRLDHTOFE

- EBv—H—

il
il

2852 AT/ BHAEHE
28
— EWFEIIEARBOREYICET ARAETHSAICEIIZIRICERLTVWE LD,
— THROEBAESUEMF/-IIFEHETNBORIRTHEY ICBEET 2IREICET 2 HE,

o Fk

o RARRE

o EE~Y—H—

o BIETZREEZRTHES L OER

— BEWFEIEEFMRABOFEYICET 2BETHHINBEBICEINRICERL TVLEREVED

— EMIABOBMERRICEET 2RELZHOFESLVESY—H—ICBT2H5E

— BN~ OEREICEEY 5 ARE

— PT [®I3ZBRFAT (Prostatic operatlon)J BURBICHENGBEFEATIEAW Y (7
720, EBICLBORRYBERIGEICIIAAEZBML TH L),

I ERRNAENREEERES L UBHKEEED AR ESHOFEORRICIE. [BIEEKRE

(Malignancies) (SMQ)] OTFIICH B ZNETNDOY 7IEER SMQ 2#FEHT DI EHNLEEL
LY,
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2.85.3 PFEEHEE

TS L OFHNBA ORI EY)

(SMQ)
(20000152)
BURIILRES (SMQ) B ERBADO R IRES
(20000202) (SMQ)
(20000203)

221 TEMEIUHETHAORIIRFEY (Prostate neoplasms,
malignant and unspecified) (SMQ) | DFEEEE

2854 BREOEMEXRFHROFHICETZER
(B L MO IR EY (Prostate neoplasms, malignant and unspecified) (S M
Q)| IR R L [NRRZHA T WD, FMlE 1521 %5835 &,

2855 [EUHFLIUVHFMETRTBORILRIHTEY (Prostate neoplasms, malignant and
unspecified) (SMQ)] OEE&ERMY R+
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 F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.86

I & B8R (Proteinuria) (SMQ) |
(2014 9 AEEXY U —R)

2.86.1 T
BEBRREIFRFPICERLZNEEABEDFET 52 & THS (>300mg.24h)

BHEINT-ERRE L, HOEREZIIREEN L WVWIRELRTH S

Z<DOEBEETIE. EARIZ. MOROERE (FIZIE, MIKR) ZfF-> THEET S
RBPDEAEOEEIF. BiE~0OEEIHY ., BESE5ERIT

BEEICREAT 2EQRIZ. BEIIFRETHS @E@RLIBETESNS)
EBRREAIEMED LRIZ. 150mg/ BEEZ N TE Y, Tid 24 FFERRAIE.
FIERER /7L T7FZ v (REE>45mg/ mmol "EFETHDB) OF VX LTD
AIETRIEE s 77 I ICHT BAIE L. #930mg/ HTH B,

30~300mg,/ B (20~200u g/ %) D7 L7 I VEEHRIE, S/AT7LT I VREEZ D
e BICEWLANILE, 7077 IVREABIND,

* 70 —tEE0GE, EERIIEELEREDERZS| TR TARMENH 5,

AR DIRICEIET 2 RN B B

- EARD S

RIRAEMEEB R
RIKIBFEE DHER
HRIKEoBZAEM FFICKY, MREAE (KFICEBICZE) NRBEIND,
HHIRE &R
IEARMAEICK 2EERBEOBERINEE ORER
FEEAENRTILT I L) HREIOTY VEREOL I ABITNIVWEAELHDE
H R
LIZLIHEREEDO XM (FIZ X, HCO3 JBHE. R, 7 I /BR) PEICIEAR
BRI (CNHEARICEE) 2MLTEZ S
F—nN—7n0— (&n) HEBRK
NS IRIMBEHE (BPIZIE, ZREBHECEEINDIRE I AT Y VBEH) A
PRABE DBERINGEN Z B R 5 BF 2
HEEMERIR
BMREEM B 1L, EE), ¥ SHEEEOFALEZERE LT Ar7EA
DERBEHGEZENIE., ZOER. RPOEREOEN (B¥<19/H) 27
X
BMAAESICRES EBHRT 2
R EEHIR
RUEREE (NRB. BEHATIERES —HKH)
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o EHIRIZ., FICEEORLFRICHKE

o [RIZ. BB, BEREFMLYERBEEANICZOEAENEENTLD
o TRIIREF

o FRAGZETAIIHELR N

2.86.2 AT FRAEE

(A

— H:E [EHR (proteinuria) | # &L A

- RAPFAREMBEFOTLTIVOLNLESEBT M8 BHRREXZIEZTAUNDOR
). BEEEFEEZ0EE (TALTIV /LT FIVE) OWThADFEICE ST
QB FBRRFPTLT I VHEHOEE(EET, TLT7 Iy BETILT I VIR) BROBERE
bEEN5,

- B2Iivprsa7Yr BEI/SOTYVEHE (RVRXYa—YXER), IF/BEVRE
DORFPPMBFOBEORBRIE (T4 v 7RT4vy) RHEHORBNCL 2MtbOERE (7
LTIV DLRLESRY 2HE EBRRE 712U

- BRMUFT7Oo—uEEE (PT 57 0—tyERE (Nephrotic syndrome) |) &, PT [EH
X2 fiE (Protein deficiency) | ¥ & U PTIB%& £ (T & %2 & (Oedema due to renal disease) |
(EICZDBEEDH 2 TRMROERTH S) LERIC (77 A—EERFEFEENA
WZEahboT) KREWREADEREEBEELBEREZEATLS,

R4}

— PT [ 70—tJERE (Nephrotic syndrome) | #%<. BREMES L ORMBERES S
. BEARDOBENLRA

- BRO [/ AX] ZEYATAEESENH 57-0, REMITE. MEERE. SIEMER
Dx 7 B—EEREOMOEHE (PT [EAXZIE (Protein deficiency) | ¥ PT [B&E&
IZ& % %fE (Oedema due to renal disease) | %< ),

- RieE, BHEREL. BE. EEROFERAE (WEEHRE. BUN, 7L T7F=v B
LU/ La—2 GFRDAIE) TEHEIND,

- ERMOREIL. BRI

— BEEADONH R WEERIERERE (non-qualified investigationterms ; IE &4 &) (£, B
NT 2, BERICIHO N ICEEZ R L, MEEER O LT Wi LA (non-qualified term) |
ZAWTEAROBREAEZRT EEZLND PT [J[REB (Protein urine) | &, #I4T
H%

JMO T : [EfEER DI h 72 WEERIRZEAEE (non-qualified investigation terms) | 13, BEER %
bW I R (BRE) COREL, FLIEFBRRERZRL. YRNIC [qualified
investigation terms | (RN ARERBREITFTHEZERL TWLW 5, FIZIE. UTD L
BYTHDB,:
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PT Urine protein/creatinine ratio (fR$FZEH 27 L 7 F = > tk) : non-qualified

investigation
PT Urine protein/creatinine ratio increased ()[RFEH /7 L 7 F = > tL#&h0) : qualified

investigation
2.86.3 MREROEMLBRHBROFAICEAT ZER
[ZE8 K (Proteinuria) (SMQ) | Itz & LIEBROAEA A T\ 5, ML 1521 %
BT HT &,

2.86.4 [ZEHAFKR (Proteinuria) (SMQ)| m&Z&R U X b

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

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)
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2.87 T{AEYEKE 2% (Pseudomembranous colitis) (SMQ) |
(2007 EEF3 AEERY U—2R)

2871 T
BEMRBXIIXBERIEEDRIEEDEETHY , MEVEELZOGHEL L TR %,
BIC, MEVBE~DODBEEN BRI TERIETEIENH D, ThahH, RADBHEOARFM., /K
HIE. BEEM. {tFEE. FLIIBEHBELREOERBERDREN LIS LITEET HHET
5,

BREREIR, H2BOMNEVEDOHFEE. HDWE, MOBRICKL > TEFAMEENEFEL
BORRICE W TBREIEIEY 2 ESMEZED—>TH 5 [Clostridium difficile (78X kU Y
T TAT74TL)] THD,

JAXMYTITL T4 74V LOREICIIBEES LUSHERENERTH 2D, BEKFMEN
WSS OMEBIEERITBEEXBAOEEZH 224172 H D TIEAL,
ZHOMEYEEREICEET 2 TRHORE L. BEEXBAOHEEZHCRHENREILEMR
INTLEWLWEEZBLND,
AHEORWVHEYESREO THIZ. BE CIHREYEOPIEE 2 BRELUAICERAISHEL
ERAH

BT 2ERPRBADIBAICIE. BEERAOMBEENT > X% 0IET 5 7o OBEmAEE
NAETH 5,

2.87.2 AT/ FRAEE

(A

- [/BXRbMUPYLREGXR] $LOBEEY 2B % R~ HE

- EERETERRIN/SL D LEUE. ERBLOBRERMRICEYT 258

— [ RRMNIYTL - Ta74vL] ZBHETIEEL NILOMEYAE

- 7ORMNIUTTL T4 74>L (C. difficile) ORIEEMEE BEE AW oI, FEFR
i Tz bYYY L] BE B 2aR MY P LEE (Clostridial infection) % &)
ERAWAZN[2O0ZXMYYTL-/8—=7 Y vP X (C.perfringens) (7 /L 1 H) ]
mEDRBEEEHEL

- MEYEICNY 2R ER O PT [ TH# (Diarrhoea) | 3 & O PT 114 T % (Diarrhoea
haemorrhagic) | D B&IFZYH & SN/=H, TNIE—EBOEF A Z 5 TRITHIETRERTE
B >1lcOTHD, LA L, ABENRET HEFNRGICEET HEANZDIET 2725
ICIE, ERIEE R ZEEICRET T 2 BMAER I NS, RENBEXOZEICIE, [LER
=D PT @ [ (Diarrhoea) | IC& > TEHED [/ A X HELF, LA > T PTITE
#) (Diarrhoea) | £ &£ U'PT M4 T4 (Diarrhoea haemorrhagic) | OfER IZTTEME IC
e BIFRBRD A THREIN D,

R4}
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— JRARMITTL-TA4 74 LUNOBEERET DMEYRAE
- KBOEEXEBELAWVHEEESICREY2HE
2.87.3 REDOEMELRFHROFAICET ER
(AR KB (Pseudomembranous colitis) (SMQ) | ISR & [RIIRRORARE % H A T
W3, FfliF 1521 258452 &,

2.87.4 [BEMKXE% (Pseudomembranous colitis) (SMQ)] ®&E&RY X b+
Merck Manual of Diagnosis and Therapy, 1999. 17t Edition.

Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2" edition.
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2.88 [HFMARSIURHRERES
(Psychosis and psychotic disorders) (SMQ) |
(2007 F9 AEER Y U—2R)

2881 EX
BHREEIE, BERFTICBLVTRO L) L EMESENIC LI VRO ONIBEEETH
%o
— %78 (Delusions)
— %% (Hallucinations)
—- ELLWEEBELESE (Markedly incoherent speech)
— Rtk - B1E17%) (Disorganized and agitated behavior), B (L. £E& B S ICIXARELR
E RN A
BHEIL BREEERTHo L —ROBRERICBLVTHAVLLN, £EFICEELELTDE
BEOTENICEER5X 513 ELFNICBHERELIREEIN TV S,
BHEIE. ROL DS LELOBMEZNESTICL > TERINS,
HE KA (Schizophrenia)
— REXRFARIBREZE (Schizoaffective disorder)
— EMMEZE (Delusional disorder)
- —FrBEEIERIS (Brief psychotic disorder)
— BEREEZH O EBHE (mania with psychosis)
— BWEEM#S 5 2% (Depression with psychosis)
— FWHE (Dementia)
~ #x% (EAH 5 Delirium)
BHmEIE. ROFBIEE HERT %,
— HIEOEEERF (AhA v, T 7z RIVEE)
— FEHORA (F—/3 {F8h%E, L-DOPA, HHEERAY)
HAEKIFE (Schizophrenia)., A KFERKEE (Schizophreniform disorder) . & &&= IE
f&= (Schizoaffective disorder). — RIS tHfEI4ERES (Brief psychotic disorder) (24 LTl
[¥5 %9/ D ] (psychotic) & W5 FAEEIX. =78 (delusions). TEE X XHE (prominent
hallucinations) . f#1& L 7= 2% (disorganized speech). f#{E L 7= % L\ 3 BRBMITEH
(disorganized or catatonic behavior) % ZkT 5,

2.88.2 AT FRAEE
ag
— PT (1% (Psychosis) #&TRHEDE OBHRE L N2 0HERA (F: PT [BFEE
I & 2 1EHEEREE (Psychotic disorder due to a general medical condition) | — Z 415
FEREEEZOND),
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2.88.3

& (Psychosis) # L < |3 15#EMEREZE (Psychotic disorder) (ZBFE 28 5N 2 AER

HDVIEHEHBEOEEERTIER (1’5' CPT [ EE#H1E (Neologlsm)J PT [=484E
(Parancia) |. IM 5 IEEAEEEZS>ND),

151855 (Psychosis) % &€ L LLT () : LLT [ #5851 5 2% (Depression psychotic) |)
HIBEST 2005 2BOLEFEA PT (B : PT [X5 2% (Majordepression) | — Z#
HIFLEAEEEZBND),
BN REFFRE TR WBHES (B ERBE). CNIEEIRSEINREEE B
SHEBABEMELHY BIZIE F =N AMEPENRERAEZBLLIE D), £/, HE
ENEFZROBHRUEBEETH D LRBT IRICHARAEORB IR EE L 2T 5
CENBHDBIEERRADI-OTH D,

TEMREOREICRET 2HE. o 0®REIL, B#fE (Psychosis) UND% < DIE
KOFEZDHDICHWLNDEZ ENH D,
tDOANICEENIRETVWEDOT, FHRICEEBEEEZ R~ PTs
15185% (psychosis) OIERE &Y 1E5H . B#E (psychosis) I[CE& L7AWL PTs
PT [iaXFAE/<\—v + 7 1 [EZE (Schizoid personality disorder) |) |H:8&. HB1#HE
(psychosis) & FERBMRTH VU AN SN D, 7o, BETD /-0 113 BEHFEIEEE (psychotic
disorder) MEE S NAITFIER S,
151858 (psychosis) & 2 W ZEEMEREE (psychotic disorder) (ZfEWRIRS 2 Hik54H
BThHWE ZIZELRBOONDER (72L& 2 I1E. A& (Anxiety). $£E. (Confusion). %k
R4 (Disorientation)) 7 &
5 2% (Depression) (K5 2% (Major depression) #[<) B LUOBEKHBERT 2 H:E
INoDEEIZ. B#E (psychosis) TR THLCEHBHND,
FERRNLRERE

REDENE L IRFHEROFAICET 5IER

M55 S L O HBMEE  (Psychosis and psychotic disorders) (SMQ) | (&3tisiigse &
RBEOREZWMATWD, Fillld 1521 25RT D&,

2.88.4

(4R S L VHEHHEIEREE (Psychosis and psychotic disorders) (SMQ)| @

ZEEMY R}

Dorland’lllustrated Medical Dictionary — Saunders 2003, 30t Edition
American PsychiatricAssociation: Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition, Washington D.C. 1994
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2.89 [ M EfE (Pulmonary hypertension) (SMQ) |
(2016 ££ 3 BE4ET. 2007 £9 AEEXY YV —R)

2.89.1 E&E
2013 . fiSMEEDNE 5EHES v R T ATHSMEEDH L WHEEHEZ L, sh
FEEDH L WEERZ 2015 FICY Y —RSh, [slEE (SMQ) ] OREFIFERI/ T X —&
—IIFEE5ZX T,
2O SMQ ICEEFNITOMABEOEMAEE X, FEACHSMEE (2L PT [FFEE
(Hepatic cirrhosis) |) BB L TOW AR WS FIEFRREOFEZBLNICLEZ; BED [/ 4
R | BIRPRER 5 —MHICHSMEEICBIET 2 5k4 REECIEROAZEOBRIE. 8Fh
BWZ EITERT b, £7-. HORREIE. EREEICERIC—HLAEVWI EADD 5T,
FRICEBL LT, [famEE (SMQ)| #HETT2 2 LaxRD, FILLWERLH L L SMQ
DBE/BNEELZE 5 BffsMEEOHRS VR T LD R, BLUORMNOBRES
(ESC) L URINMEKZF = (ERS) OSIMEEDZH & BEDIZODER X AT 7 4 —
ZDFERICEDVWTHEILLze 2O SMQ D7 DAE) X MMEZNIZISEC TEHI N, AE
. ABRZIT-7,
fismERE (PH) (&, A2 TIILRERFMEIRFHEE (MPAP) > 25 mmHg, 7z IES&H
FD mPAP >30 mmHg & L TEZRSNTW, MEIRSMEE (PAH) & LTHMSRTLS
fismEE (PH) oY 77 —7Tld, FEIREAEA 15mmHg U (=15 mmHg) T&
INnIERSHRWE T EEELEINT S, £/, WOHPDEETIE., FMEET (PVR) (=2
F7-13=3 Wood Bz & T2 Z &HARE) HEEFNTWLS,
LETOEZDEENAES L. BHAEOL AL, 447 BLOEREAEEESNTOARLE
WHOERICBEELTWS, BICBEOESERBORMEIRE (PAP) (X, FICIS5CTEILL
TWb,
FIFRABEREIMICEDWT, EEZBEICTE & A, 2015 FED ESC/ERS 4 KZ4 > D
BEELENTH S :
fimmERE (PH) O LUVWERIZ. REBFMEBIIRFIIE (mPAP) 225 mmHg THY ., &
IR A LR ARTEIE (MPAP) 21~24mmHg D BE DEFEDHBRBEZ LV B UV
TTH-DIIHELEIND,
- EFawmsLCnEER (PVR) OEEIRNAIND,
—  8~20 mmHg & &K mPAP &, FIARIREAR T ET Y XICEDEEE EER 5,

2.89.2 AT/ BHRNAEHE
28

- MhehEEo2MEZE0 (EFBEEEDSHE
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- MenEEoBEraiRlz (PT [MeERE.C (Cor pulmonale chronic) | ; PT [HZEE
K (Right ventricular hypertrophy) | ; PT [=5% 7B ~2fE (Tricuspid valve
incompetence) J)

— & MmAEE (pulmonary hypertension) D45E O F1% % i3 2 A

— EmMEETERY 2 ITRWSNSERRRE & BREDOFIE

— EMEEICEVWEET 3 HME, EIR

—  TfTHX> COPD # &, fEIM/ERE (pulmonary hypertension) &BIET 2 Z LA EFNK
ENES s

— fEMEELIFEACREELAVIERENLBRRERAETCAETFIE

— EMEFEORENTHEWEIE, ERT. LIFLITHORECERE TR o, BED
B, /A X (] FEhtEH L (dizziness)) DRE & 7 % AJBEED 5

- EBEEMTL LR WREIERS

- EXAE

2.89.3 REDOENM LRBHEROFRICET HER
[f=MmERE (Pulmonary hypertension) (SMQ) | (&, ERZR L LERROBEEHA T
W5, FlAERIZ. 1.5.21 ICRHEINTWL D,

2.89.4 [ffimMESE (Pulmonary hypertension) (SMQ)] o&E&HRYU X F
Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the American
College of Cardiology Vol. 54, No. 1, Suppl S.

Updated Clinical Classification of Pulmonary Hypertension. Journal of the American College
of Cardiology Vol. 54, No. 1, Suppl S.

Guidelines for the diagnosis and treatment of pulmonary hypertension. European Heart
Journal (2009) 30, 2493-2537.

Assessment of right ventricular volumes and ejection fraction by echocardiography: from
geometric approximations to realistic shapes. Ellen Ostenfeld and Frank A Flachskampf
Department of Clinical Physiology, Ska’nes Universitetssjukhus, Lund University, 22185
Lund, Sweden.
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2.90 ["BihEEE (Renovascular disorders) (SMQ) |
(2010 3 AEERY U—2R)

2901 EH
EMERZEICIZROEDINEENS,
— TT7TO-LB{MEBREERE (RHZ<ROONZBBROER)
BENR DARHE R TR RS
- ERMETEIREAE
BmEOHMNMEREE
WINHBHEERDICRIA8EELAH Y, BE, IRL=ZVEEOLEREWIETENS,
BE RO=D2DOHRED I HbDO—D2& LTHRNS,
- EEEETEARERE
- BnEHsME
—  EIMMEBE
FRRAIE MABBROKETHY . INDPABEBRE L/ £ EMINEROEREXET
TH 5,
- KEEEEE—MKIC., —AIEZEmAEoBBRERICK Y EL B,
— BUMNBEREEE—MIC, NmEmEEICL Y EL S,
o OEfI - Efomigss (F sz L - BERN)
o UM L (B DEERMmE)
ILFFEENFHRT 2 EHMEBZ DR ICIIRDLDAEEND,
- BomE#EEF-IEEEEDES
— AR SAEEEE
- BarEERXKE
BMEREEILETEN DEEDSMEICELZ LAHY . BE. COSMEAREEE L Tk
%,

290.2 TE BRAEHEE

a8

— PR ER CHLT [BMEREES L CEMEEE (Renal vascular and ischaemic conditions) |
ICU Y03 5T RTCOMARE: PT [M&UEHNOIELE (Thrombotic microangiopathy) |, PT

2%t (necrosis) | # &L ABAHR < (LEER)

— PEgRER  BMEEMEICEET 5 AE

— hEe%R  BE (REEER] 220 HLT [BNEEES L OEMEE (Renal vascular
and ischaemic conditions) | (2 > 7 3 2 FzE

— JRERER AT AIRERAE

Bro}
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— hXRMAERTHE
2.90.3 REDOENELRFHEROFAICET ER
[BMmERE (Renovasculardisorders) (SMQ)] 3EER%RE & WEHBRROMBEEHA T L
%, FMlE1.5.21 2B T 5T &,

2.90.4 [BMmMEREZE (Renovascular disorders) (SMQ)] OZE&ERY X b

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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2.91 [MEIF £ (Respiratory failure) (SMQ) |
(2015 E3 AEERY U—2R)

2911 T
MEIRPEE (X, FEIREEEZ 2 IIMBRICEEZ SR, TORBR. MoBULHEEDEEZ 726
TRIREMDH 2R _BRICRFRDOHRICHR I ERZENTREETH 5,
TODERFEREBFZNFER (B, F/-I3EAEGHOETRET HREELDH D) -
- IHRBREN (HRAZTHBEE)
— T+HRZBlRFROH YR (RROBLOER, PaCO2 D LR 1H7257)
— MR R R
— HEBLVEMHAEMMEEREDOSMEEBE
— BIFBH T T 2 EFOBERS
— WRHOETORREERZEME BIZIE ¥7 > - NL—EREE. EESEIE. RV
X2 HE)
BRI L BUECREIK ¢
—  PRORREE
— SRR
— REENEOEE
— IR
- T
- FT7/ -+t
- ERZER
— RELSERITNIL. RERICITER, FIRELE, FETICES
LW
— BEOBERS L CERAKTHMm
— BRI A X
— F9EB X R
BEIIUTEEE !
- RENLBRERROZELE
- BERR
- o3y hba—i
— RSB

291.2 GAE/BRAEHE
a5
—  WRANE RG] RS AR HEE (FREROPRIEDA N> ~IBET 2 HE
=)
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_ RRRCEET B MR CERORE
_ BRRAE TS RETR

_ R4 CEEY 2 AEAE

_ WRRL LTS RERSE

~ ESRERERSE

— WRA2OZRZRYARE
- HhEHORRA. FIZIEPT [—#tiks%=+35 (Carbon monoxide poisoning) |
— BIM%GE DK PO2 7 & DIEFREDRE

291.3 REOEMELRFHEROFAICET ER

[MEEA4 (Respiratory failure) (SMQ)J (. Heldid% & KEBREDMEAHAT NS, il
I$1521 2RI 52 &,

[MFRA% (Respiratory failure) (SMQ)J 13517 L 7= SMQ & L THF S L7z,

2.91.4 [MEEFR2L (Respiratory failure) (SMQ)] m&E&ERY X b

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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2.92

l{AfE &£ (Retinal disorders) (SMQ) |
(2009 EF3 AEERY U—2R)

2921 T
HEEEIRALRBES L VERZET 270, SENRERIZTERL,
AKSMQ I TEDERICKL 2FBEDIEEICH S HEREESICESZH T TWS,

IR ARG BT
RERZ
BR

MEICTEY 2RE

2922 AT/ BHAEHE

2

AL .
=

PRIBIR R

o MERRERTHEUN BRAEEESR) T retin” 22T TN TOAGE
o HmIMICEEEY HMFE

o MEICEEYTIREEE (B b 2VRRE) ICEES 2 HFE

o MEEEEICRENLIRARERE

[RIERER

o MJREREFEOHIES L WERICEEY 5 AFE

o MEREEFICLTLOHENTRVERKREME

ZDMOEEBD DB, BARNAERE L TRIRICEEZ RIZTENGH 2D, 47 L HiE
fRef2d i Tida <. MedDRA (ZfERI DR ERZAENNE S N TV WERRICEE
ERNiES

FRMEICBEIT 2HE

TR R (CBI 9 % AR

2923 MRROEMLBRBROFAICEAT ZER
[#AfEFEZ= (Retinal disorders) (SMQ) ] [XiaR & LIBEROBEZHA TS, FMIL
1521 %5B3 52 &,

2.92.4

[{BREREZ (Retinal disorders) (SMQ)] #&ZE&RY X b

The Merck Manual — Online Medical Library

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

229



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.93 [&IE[E#H#IE (Retroperitoneal fibrosis) (SMQ) |
(2006 EF9 HEER Y U —2R)

2931 T

BEEREE (RPF; A —EY FEELTHALNTWLS) EENAEETHY., FLALED
EB (68%) l3iFHMETH D,
BOeREEZTRIDIET VRN H 5,
— BRMICK > TEL A -BIRE Y IRHT 204 FICHT 2 &b
32% D IEEFMEER ICBET 2 RS HARRA
- EEH:
o AFHILTF TaXIv BEMEHF. NIV AFILER
- ZOMWOBEETILD (RENEN) :
o BEREMEAMIEE, 28T )T —TRARE
BHR (FEAR) !
o BEROCEBMEESEMICKL L TR
- ZOMoBESLTVWARA :
o EEXIARE. REESG. B, RERBMES. ROHRELE. LFEEE
[REBE. ME. BLUVZDOMOBEY % 1187 % HIEERA~ OfHEROBE BB RN
FER 1T — MR ICREABE T, BRPRERIZIEFFE M
— TWEHRT 7010, BERE L U0Z OO BERZKHA HE
BATHERER
— PIREEPRE. R, TIEEE. Bk, BACNR. RERD. HE B, B, TRZE
BLO/FsmetERiRg, B2 TRIBRKESOER (BRMEETHRE)

2932 AT/ BHAEHE
- A5

PT £ IEfE8#EE (Retroperitoneal fibrosis) | 3 & OM/KEREGE (hydroureter) ”°“/K BYE
(hydronephrosis) "7 EfER & L CE U7-BEERZ &I AE
R/ ERIZFBEETCH B0, 7T —FHICEIRSN/-FHRBITLEENELTH S, LIF
LIZBERE, BREHAED & IC2ETIEIThND (B4 - PT [MAIREERRE (Flank pain) |
iF. BOBW—BLIERTH DD, G&LT)
BR4L
RPF DERICEZHE LAWVWARE, FLIEFERATEVWEEZ oNLEFENLAE
- BEITIRBRNEUEEBICET2AE BEHY 7 FRE)
—~ RPF 0BMEICEEEYT 2ME (REREELY)
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2.93.3 REOEMELBRFHEROFAICET 5ER
[ BEREARHEE (Retroperitoneal fibrosis) (S M Q) | I3 fiskig 3R & LBk ROAEZH R T %,
L1521 25B9 52 &,

2.93.4 [%EEBHEE (Retroperitoneal fibrosis) (SMQ)] OZEERY X b
CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21
Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm

Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis. UpToDate®,
27 February 2005  http://www.utdol.com/
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2.94 T[IERERAREE. =4 /3F— (Rhabdomyolysis/Myopathy) (SMQ) ]
(2004 £12 AEERXY Y —X)

2941 E&E
TFNRF—IF HELVENT IHELEMLAWVGELNH 2ENHEETHY . HRCERE
D ZENH D,
BB RRIE |3, BB OLEAERICL > TELCZERETHY . HARDOED. FIco L
TFvEFF— (CK) »Z0tomHiEx (FI/ 7R 7z27—4, ABTe s - —
CTHRE), VLT7F=v, AU L KRB, 470y ALy LELDY) Yy O25ER
~DBEEES , HDEGLTBEHNERID 2 VIHBRROESHNERGICEE LSV
AT BLUBRBEORBICEEL TWD, LH LABYOES TIHEERBAICEERNT
WL HEET D, TDORAIZ, EEH 5 WITEBEDEH R EICLEMNME, KNEIEKEPA T
LI YR EOHEE, 7 A L REE, HMG-CoA ETTAER - MBEMEEL EOEE, ahA
YTV 7RIV -TLA-LKE WER - HEBEOREREDERBLVENLRE TH
%, B RRIE L. BECHCRENALO, S, EETESEENTAEMLH L LD E
T4 Th b,
BAOEUE - FERICIE, BE. BF. BN, ERBLIUOBEIEEN. S < oIFE, KR B
WA EDKBHICEL B Z AL VAL BBEB. EER. O&EVCHME, BLUMEMHICELD LD
5,
Z DM OFERFREERICIE. AEBI, B, B B Bo. 8k 2o CICEREE
TEA—ZBDORI\IEEND, EEICHRYBI2LEWHEREICIE. AEBTE, 3 /8— b X
v MERE, BEMEOERNGE. OHES L UCHRRAeENEEN 5,
BN RRE 2 R T BRARREBRE T, 8%, 7L T7F ¥+ -8 (CK. £ CK-MM
NELLIBINTAZENEZ W), SF7OEVR, BLUVMBIAF 7OV BN EENS,
Z OMOBEBRERRICIE. MBI/ LT7F=v BT RSP —EBLV0T7I/ b7V R
T 7 —EOEMAEEND I LLH D, £/ BANLYTLMES L OEGZEN T AR
NHsENY 7 LINE (BUEBRLBEICEIT?Z) bELHIehH D, SHTIEFHERICE -
THEETE %,

2942 AT FRAEE

B2 3 — 7" (Narrow scope) : BEREIRIARIE, I F /X F —ICHRBE D, H % WIS RUARIE
S IFNRF—ICEEOEA LM E L CBRARERE (B 5 (Muscle necrosis) DERER
R E W ICREY 2 HE

[N X 23— (Broad scope) : HEIERRIEDH 2 W I I FNXF—2E LE-RERBETIEAR
WA, HERERARIE, S AT —ICBET 2HEER. B, #5252V IBRKRERRD
PTs (BP9 (muscularfatigue) F7-(ZMms 2 L 7F = > EF (elevated blood creatinine)
DR E). TN o DRREICK Y BERERARIE, I /3 F —Z2 "I EALRE S N5 aTett
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N5,

TR RARIE S 5 WL I A NRXF — 1T D ZELBKERO -6, ZZEMIIRIDH O Z N
DICHOEEINTI—T A VI EINTLWEWI EEZBEITRETH S, 2D SMQ IC+DHREE
ERIcES7HIC, AV = b XY MERBFB I OO I A /3F — (CEE L A WA ICEEE
THER (BHE. HRED. HHET. HEEE. HEE R HERORSE) H2 L I3
BHBERE S 2 W E T A /X F —ICATREMED H 2 FHBERUANDER (B2 L ZNICEET S
ER. CKH2 W IIMMOFHNERDEN, EHLY 27 LME, EER) 88T 5,
CDIVTY—DREZRD D720, TXNTOENGFBMBES 2 NI IFIF—(ICEETLSH
RIFEENTULAEL, BIZIE HLT [ 2 4/3F — (Myopathies) | ® F{LD PT ICIE&EFNTL
BWHLDOHH B,

ASMQICEEL TIE, BRAEEIIFICED o N TLAEL,

' MedDRA D JL—ILIZ &Y | LLT [ERERIERAE IC & 2 BT % (Rhabdomyolysis-induced renal
failure) | 13 PT 2 MBEE (Acute kidney injury) | O TFALOD LLT (BT HNTWB, i
> T, LLT [ mARE I & 2 B2 (Rhabdomyolysis-induced renal failure) | |$5Eisiig 3R
ORRAZBICRZ DM, Vo9 2 PT [2HEBREE (Acute kidney injury) | M LSRR
THD1H, [HRFAFICEENTWV S,

2943 REDEMLIRFH/BROFAICET 5ER
AR BARAE /2 A4 /3 F — (Rhabdomyolysis/Myopathy) (SMQ) ] [35iEigz & KRR D
BE%xEA TS, F#MIx1521 %2832 &,

2944 [HEEHBAREE, I #/5F— (Rhabdomyolysis/Myopathy) (SMQ)] ®&E&#%
)X b

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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2.95 [4JEEZE (Scleral disorders) (SMQ) |
(2010 3 AEERY U—2R)

2951 E&E

Galid

- BEL. BE. REEORORENE

- KEHHPAT—TTEREIhTWDS,

— HEEFREEIEARICELL TV,

- EBEZiZo3mm~06mm&iEso22hH B,

- AR (A1A) sLOESREERE () cEfRL TW5,

- BER-BEAXRAOHEERE

— ﬁﬁ@%@ﬁ“ﬁ(%%ﬁﬁﬁ@:?—fyﬁﬁgtﬁﬁ%%%)%Eﬁiﬁo

— BEREEBIKEARITREARAOZVEEZ N L TEREISE

FmpE

—  BUERSRAEANRE O 5E L R E

- BEEZESMEZEL,

BIEMEE OFIES L OER

- TR

- FRMICE 3

— BRERZFA

- 8

- T7—U%E

— ik

- B

- =W

- fRhEk

SEIEICAE L BTERE

- FeBE

o —HOBEEHEMEEFECEL S (f: BREAAIEIE. T—7—X - X ¥ 0 RXEREE),
o EBARFERDLWIIMAMAREEZIIKRKABROBEICLELDZ LD D,

—  BEREILR
ARBUBORELEOBREICHWVEL D (F] 1 ERMERARE),
ERUDBEFITBEOBED L CERERICELDHEDLH D,
- TJFUE
WAR L 7BBEANA~D 7 FUEOEHBICEVAEL %,
BEIBHAETELIVOEEOER (BB FVE) 245,
o HBET7FVEIIBETMERE /- IIREEEMEZED Z&2°H 5,

O

O

(o]

(o]
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- EEX
o HBEEESMEHENH HEEEBORRBMEXIE
o FIZ20~30MRDBEICEL, KEDEEITBUHD IETH 5,
o M3IND1OLEHICEEERE (f: RERKE LTOES, 7 he— BE. B,
FIIBRFEEREES R EY) HRHLND,
o MIRBLOEIRE LT, Fif, BEOREK TR, L@EFXmMEENDH 5,
o BE. BBIIRENTHZ (1~2ERH),
— IR
o MREEREBE. 37— oE BLUMBEYETY VS
o HENE. BFE. FLERONMGICLVELDZ LN H D,
o BMLVHEIMEICE L, —MHKIC40~50 mARICEL B,
o fEFID3HD 1 THEEIMEICEL B,
o ERE. BEKOERE. BMAENET. BEORELR
o EFIDIND1 THERELIINE IBEBLXOEHI/RDOOND Z ENH S,
o HMEMNEXIFELRAREZRT,
o MEFBEMBELIVEANELSZZENH D,
—  FIERERML
o MRIEEIE (REZEHFHEL)
o |FIFFINECEESY I TFBEOAIIRD NS,
- WTEMHE
o B0mULTRDHOLNG,
o #2~3mm/NhEh, MEOFEEROREEEIEHMEBRORIAICEL S,
o HIERMTHY. AHEZTHDEL,

2952 AT /BRAEE
a8
- BENLEEREICET 2 A58
- BEREICHHNGEES LWERICEYT 5HE
- rfEERBICEY 2HE
- BEEEICEEYTIRERRICET 2HE
— SRIRICEEET HAEICEET 5 HE

- ERMUERTHE

- BEBZEOFRFENAHBESLOEROS> 6, HOREBEZEEHBIIAEEOHDH D
ICBET 2 (INo0AREIEFRO SMQ ICa8&3IN5),

— REBEEEOAFIECHLEEBICET 2HE (F  BAK., SESBEAE)

- RBEMoORE
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- FRENBREME

2953 RROEMLBRHBROFAICEAT ZER
[P8fEFEZ (Scleraldisorders) (SMQ) ] IZEHRRAEBEO A THERINT WS, ZTDI=0H,
iR R & LSRR ORERICHERZRY, M 1521 %53838B352 &,

2.95.4 [3BFEFE=E (Scleral disorders) (SMQ)] ®&E&RKIY X b

Riordan-Eva, P. Vaughan & Asbury's General Ophthalmology, Chapter 1: Anatomy &
Embryology of the Eye

Cunningham, ET and Shetlar, DJ. Vaughan & Asbury's General Ophthalmology, Chapter 7:
Uveal Tract & Sclera

Gaeta, TJ. Scleritis. eMedicine, 14 April 2008,
http://www.emedicine.com/EMERG/topic521.htm

Hampton, R. Episcleritis. eMedicine, 18 March 2008
http://www.emedicine.com/oph/topic641.htm

Merck Manual, 17th edition, p 717
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2.96 [BXIMSE (Sepsis) (SMQ) |
(20199 AEERX Y 1J—XR)

2961 EH

BMEIZ, BEICHTI2BEEORATEEICL > TBIERISINDIEDEBN TS OEEET

2LLTERIND, WOEIX, HEYE. BRSOV ALIERFEZECH W 5 EEKEK

FiZE-oTElERIEING,

A -
BEEERICIEE A% > X7 L (intactimmune system) ZFDBFETIX, 77 LBHEREE
77 LEER M RL —BNERERTH S

- BREVIATLAVELEOLDNTVLSEETIE, FNEHECEREL’ LY —RNBRRRTH
%

- BEMEHT—TIELEF MORENGE, AOARMNE, BERE. FEE, B&
VR BEREERE, ZLO0ERIKMMEZFRIEST SV X7 Z2m0H 5

— TRUHEBLCEERESRIZ. 22— TEHIDVENLREES 3 v 7 OFRE
THBIZFEMY 3y VERFE ISR TAEMLDH D

— RREFEO—MEREBLIICIE, KEE. BB, HILE. i aEn s,

ERIRER X, RRE A28 ERKRER) ICERFL. LIFLITERENTH S, N HICIE

ThEEND,
FEE AR, FT. BLUETRZ &0 REOIE

— REABAT ZL, KRB OES LT I2BRECERIENE Z&AH Y, 2l
IE. EME. BEREOZEL, BEL. B2, BLMERRENEEND,

BUMAE DEEWTIC I, MR IRIEERIE. £ 72 1M O BREILLDOBEGE & 4 ICERRIEIE & fE

KOBPHAEDLEDNRETH S,

BIMEMSES 3 v 7 BEDFRTXIL, HROGKMER 7Y —= v FEEORBURHEL T

WEITA, FHIT30~40% T,

ALEE .

— REROBEIE, BOMNIITHONERET, AIRETHINIL, TRTORENLEEZEY
NTHAREET 5, 2L 7-IEL. VIBRT 20FLH Y, BREIIHFET IRETH S,

— BMFEDOREIL. LEMEYE L ERMEICL 2 REZROICITY

Ny Ty Y EERIE, 2RNRERE Y R— T 570ICEEREIND

FRAEDHE, BRNUEIN D,

BETRLPETr2Z2E80. BIYB2MOERICHETZ2HR— MR ETH B,

— BUMFEMEY 3 v 7 DEEIE. —RICEFERENIVETH D,

- ShEE BREANOBEUAEREEETEIEL0T, EREBEICE > TmEIY bR —
IWIETEZETH 5,
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296.2 TAER BRAEHEE
(A
— BUMfE (sepsis). WIMEMDEE (sepic condition). BXIMfE (septicemia). i IfE
(bacteremia). BEEIMfE (fungemia). H L UI7 AL RMIE (viremia) Z3IET A
- MEBEEGEICET 2 A
— KRMEOBEENAF~—h—ICEBT2HE
- BMBIUOBMEYES 3y 7 ORE

— LD/ A X | =BT AREEL S VIR EN AR O AR (K2 (Pyrexia) . BE (chills) .
HmEkEL DEN (White blood cell count increaced) 7% &)

- MMEICHENTIEIZVERE, HEYF. $LO0MEFREDOHAE

- XREOAERE

—  BUMAE (sepsis) (CBET 25K MEZEE (Congenital conditions)

F L AENARRE T 2 ICIE TBUIAE (Sepsis) (SMQ) . IEFENIRAE (Agranulocytosis) (S
MQ)Il. BLU [HhEM-BIMEK> 3 v 7I3kR8 (Toxic-septic shock conditions) (SMQ) |
EEAEDEDIRLELND D,

2.96.3 MRFEOEELIRFHROFHICEAT 5FER
[BIfE (Sepsis) (SMQ) | (TIE, FINIERARE & LBRRAB LS V. ik & EEICOWT
DA FEEEIL 1521 ICEFHLTWD,

2.96.4 [BAMfE (Sepsis) (SMQ)] OSEERY R b
Merck Manual, Professional version; February 2018.
Rhodes, A., et al. (2017). Surviving Sepsis Campaign: International guidelines for
management of sepsis and septic shock: 2016. Critical Care Medicine, 45 (3), 486-552.
World Health Organization (2017). Improving the prevention, diagnosis, and clinical
management of sepsis. Seventieth World Health Assembly A70/13.
Singer, M., et al. (2016). The third international consensus definitions for sepsis and septic
shock (Sepsis-3). JAMA, 315(8): 801-10.
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2.97 T[EFERBEI{YER (Severe cutaneous adverse reactions) (SMQ) |
(2005 fF 4 AEER Y U—2R)

2.97.1 E%
A SMQ I3, BFIEHRUETHDE I NS, BECHICEDEZENTREROENEEEST 27

DHICFHFEE *Lf:o

EREREEIEA (SCARs; Severe cutaneous adverse reactions) (3 Fi2Z2 &,

ZRA4I3 (EM;Erythema Multiforme)

—  ZAIBIE. EICHRICHIICOR T 2 BB RREAFHE T 28MEETH Y | HME
OB AEMES ZENEZN

— BAMAREIFEND LS BERE L TWS, AOARKRD, BE - 7-EHEO=2DMEE
HRY . FLICKBLIFET SN, AEOKRE L DERILEHRTH 5,
HEH, BREOLIBREFERIROONDE L HH D,

RTF4 =TV R Tary ViE&EE (SJS;Stevens Johnson syndrome)

— RTA—TVR-Tavy VERRE BHOL S BRE L TWEA. D WIERKET
BEZ DA D O A LHEDOKREREZFHE L. EEOKBETOAZHE,

— RATA =T VR -Pary U EREICIE, AREBOREK 10%ICkIKETLANE X

SHERIE. ZFAHRLY BEBRTH 5,

REMREIRIEAMARE (TEN; Toxic Epidermal Necrolysis, 74 TIVIEfREE L HFEIEN D)

— hEMERLEMMBRE L. AREED 10%%8B2 % ERIEF & REFEE% 4 S L%
BT & R e L. E&b“éﬂéﬁﬁ'%o

— RIBEMED D WIFEREDNREDLROOND I ENE L, KEEZHIBE LAV
andH s,

— LEHEAOKETLANROOND Z ENEL, 2HERITEFTEETH Y .. @ BER.
KREEREET,

FERIRIEIN & £ 5 AR % 4 5 B RIS (DRESS fE{&%#;Drug Reaction with Eosinophilia
and Systemic Symptons)
(DRESS fEREf (2. £7- [FRIEME 2SEREHIES] £ L TR TSRINTWLD

ZEICEFBRT DAL,

— DRESS fEREf OIS LEERE. R, U o/ \EHEER. OREE. FaThHY. B
fig. Bh. OB, F7-3BEROEETH S,

— ZORETREoNZFHIRMAERS (TFBRIIBIE. M/RBAME. BLUEERY »
INERIBIDFETH 5,

— JEROREILERET, LIFLITEDHIBE 2~6 BRICKET 5,

SHERRERSHEIREE (AGEP' Acute Generalised Exanthematous Pustulosis)

— AGEP (3, FEMHIRAE RIS LHIEREERMERBOREICL > THHE DT o
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LHBRMRBERETSH S,

- KPP, BFRBER, BEEECEBBUARICHEE L, EFPIEER 1~28F TEARICE
'3 2,

— BE. FERACRMEMAMKEDEMLFET 5,

- FELTHOLOPHERLERET 2D, BRCRRE TSI H 5,

INoDERIT. BLERICHVEMERED. KERKE, £LEBREEEEOREELNH
LRBDFRLEFEET B,

2972 A/ BRHNEE
2
- R o AODESE (EM. SIS, TEN, DRESS # & ' AGEP) % R¥ 2RAENS
FhTwna,
- B ZhoAODESE (EM. SIS, TEN, DRESS 5 & O AGEP) Z T D ZlrE
ICEENDHIE IR %Y MedDRA ® PT AE& &N T3,

534N
- RERBOEIEDZ WIFEIRTH->TH. EM. SJS. TEN. DRESS £ L U AGEP &
WrEE (LS F N TWAR W ED 5 W IEREIRD MedDRA @ PT 1. BRAAE N TW5S,

- 250, FFENG, BETHLILDZVWEERL (B &2) Rz hTns,

2973 REROEEERFB/BROFHICET 5ER
[EAEZEEIVER (Severe cutaneous adverse reactions) (SMQ) | &% & [Ligi@zR DA
BEBATWS, FMllL1521 %2585 &,

2974 [EIEKREEIER (Severe cutaneous adverse reactions) (SMQ)| O&Z&ERY
Z b

Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New England
Journal of Medicine 1994; 331: 1271-1285.
Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use. CIOMS
publication, Geneva 1999.
RegiSCAR group (http://regiscar.uni-freiburg.de).
Severe Cutaneous Adverse Reactions to Drugs (SCAR): Definitions, Diagnostic Criteria,
Genetic Predisposition, Jean-Claude Roujeau, Laurence Allanore, Yvonne Liss, Maja
Mockenhaupt (http://www.dermatol-sinica.com/web/data/20091130043801.pdf)
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2.98 [t EETF 2 (Sexual dysfunction) (SMQ) |
(2021 EF9 AERY U—2R)

2981 E&
MHEERD L X, HROBRE/-ITBEOMNRL Z O 2 BHEBEFNERDBR%E
T EDOMREE. BUE. FIIEREERINDS
I o, MAREE (sexual desire disorders). ME#IEE (sexual arousal disorders). 7
IWH X LFEE (orgasmic disorders). §IE#EET 2 (ejaculatory dysfunction). 4RIZESEE
= (sexual pain disorders). ¥'& EYFEFRMEMEKIETRS (substance/drug-induced sexual
dysfunction). L UF—MALGEFZIHEIKICK 2 EEET2ZE0
—MRAIBERERICIZAT A EEN S ¢
- MBREEOET (diminished genital sensation)
— R (pleasureless). F7zlxA /L H X LHEEL (weak orgasm)
— #\EAFIILHRLIE (anorgasmia)
- MREHOET (decreased sex drive)
—  FhiEETEE (inability to achieve erection)
—  BJ% (premature ejaculation)
— SEBEZE (Impaired lubrication)
- FLBEEE Nt (Diminished nipple sensation)
— M BERERICIEUATAEENS ©
— BUFRFIIERFNAEL (B BRESRR. 1R T U X)
— ZaFy, 7hAa—, LI YUIT—>3FILKZF v (recreational drug) DI{EF
— FLEVORE/ZL Bk EFH 57070 F VIEROFRILEYDOEL)
— I OWEBEDOBEHEE
— 25MWERE B BRE. TR MRTOVYREE, B 0EE)
- &=
MR EZL | SR ITARMEOH HEIIUTHEEND ©
—  RLE BT
- BIRMELO P UBERYAHREES (SSRI) BL0tO b=y - /LTEXT7YVE
Y AHEER] (SNRI) &L 2
- TR VR
- 50 UX UV Z—tEHEE
—  FEFA PREEE
- LF/AFR
—EDETIE, BERILERLENBIRMR (side effects) M 5T 25E50'H %
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2982 AE/BRNEE
a&
- MEEDETICOWTERLTWSHEE
- MMEEZ SO MEEREZICOWTERL TWSEERE
—  MEMEBEET IC—ARRIICERE Y 2 UR S L OVEIR
- BEEYIEARERERLEICEEND

33

- MHEREOTEICDOWVWTERL TWSARE

- MR LICRET 2 ARMEER

— X774 Y7 (Paraphilia) & OMER—4EE (gender identity disorders)

- ARE L URERNE % & T IFEER (Supportive treatment modalities)

—  THEEIIMEEOETICEET 2EFNB L URHESNAEY RRF (F): 73—
KEFRE. D O, HERA)

2.98.3 REDEMELRFHROFAICET 5ER

[4EHEEETR %2 (Sexual dysfunction) (SMQ) ] Tid, BiEGZRAE & LEBRRAEEHL TL

%, FEMAEREEEIX 1521 HICREHINTWS,

[4#8ET%2 (Sexual dysfunction) (SMQ)] 1%, MedDRAMSSO ¢ #FIEBE L VERDOE

BRAEMARIIL— FI2L Y, EFHHRTICE OV TER SN, TOREY X MME, AEE

IS BVRIDEILINTVWEIREDEERD Y AR I OHBOBRICEOINTEES

HEN7zbDThHhs, TN ASMQ IE. ORETIEA <, EYEREICEE L /- 1E#e DK
ICERZEBELTWLS,

SMQ (C1E, BREFHEAEEN TV AR WS, R EEET S DRIEEED $ 2 ER = 1R HR

T 57-0IC [ME#EeR2 (Sexual dysfunction) (SMQ)] #EAT2a1—H—(L, LE21—¢&

PHTICHRIEDOHRIEICET ZEAIEREZED DT TH 5,

JMO '+ : MedDRAMSSO ¢ #HIL/H L UCERDERNLFPIRIL— 7L I1E. 2018 F LA
IZ CIOMS ® WG W THREf S 11, ICH TEZE I L TW/eh', IRE ICH PtC EWG IC3
WTHTE SMQ 21 REF L TW %

2.98.4 [MH#EERL (Sexual dysfunction) (SMQ)| o&E&RY X b

Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan &
Sadock's Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015),
p1013.

Healy D, Le Noury J, Mangin D. Enduring sexual dysfunction after treatment with

antidepressants, 5a-reductase inhibitors and isotretinoin: 300 cases. International Journal of
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Risk and Safety in Medicine (2018), 29:125-134.

Bala A, Nguyen HMT, Hellstrom WJG. Post-SSRI Sexual Dysfunction: A literature review.
Sexual Medicine Reviews, (2018), 6(1):29-34.

Rineke Gordijn, Martina Teichert, Melianthe P.J. Nicolai, Henk W. Elzevier, Henk-Jan
Guchelaar, Adverse drug reactions on sexual functioning: a systematic overview, Drug
Discovery Today, Volume 24, Issue 3, 2019, Pages 890-897.

Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to Serotonin
Reuptake Inhibitors in the French Pharmacovigilance Database: An Example of
Underreporting. Drug Saf 36, 515-519 (2013).
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2.99 <392 (Shock) (SMQ) ]
(2006 £9 AIEEXVY ) —R)

2991 E&H

BEHNIOEFAUOMITHES LURBEBEZORETHY ., BERIANEGOMITICEELS

BEOERE TOHBFETEAVWT EAFHTH B,

ERIARTERR
FIgEpAR M E DK T, S8R, SEER. KBS L P OS X, BHERED 2 HEE ., ZIR.
EIE (BICTERBEVWATZLWTOREDOND) . ZERS HEHRS L OCHRAMEDE).,
EMMEBTRBHOEEICEZ NAHENET

- BREERITEBERRECHY. ZLOHEART Y F—YINEon s,

BRMESERDEE 72 IL0REY 3 v 7 OFRKIER

- EIME., BS. SR BS, F7/ —CUHERBE. BAELAR. TR, BEEil. &

ORIFM £ 72137 %
MUIMAEES 3 v 7 DERIRIER :
- BEBIUHHA, KEXARB LTI, BEOEMLE. CGHHEEM

- BRIITNIGOEHE, MIEES 3 v 7 13 BROLBRERMES K OOREY 3 v 7 ICR#
L7=BRIR/ X% — v~ & ST
vavy o niEE:
- ERIESEDE
o boLBLELTBLNDB,
o MEDEDY (B> a3y 7)) FHRIEMBOADBIOVWTNAHINREATH S,
o EFMUBRMEERIMES 3 v 7E, BHPNMRE~OBEELFRAEZEL TLAL
BRY . HENICERIMEERTH D EIFERMRL,

- e
o [FEAEDGE, HMMEMEE R DERK/SZ— %252 T,
- DR

o BHARVTELTOOLARENFERTHY LW TWREMETH 2 (B OHIEE,
BEOHER L),
o MEREREDEBMEEROBMIEES FEZNLRARBEFRTMICH T 2RETDH 2,

- R
o FHUOLMEEENYHIBET 2 EEBRICNT L IRSHRRTH S,
- RN

o RARMOBIRMEET %45 BRMENKREZ5EL T,

o RN av I OFER: MBS KEHM., FHIEG. 25 RRE £ 72 T E TP
BRI RS

TFE74 7% -4
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o HENEMDESMEBEUE DR

o RBFEFDEBFENR (RZVUVREDEFEZED) ~DEREBICLIMEFE. %
Dt mOWTWEREZEN T EIREBZH S MEREROFRIR

o TFT74T7F -k avrild, LROBKRIELUTA2BETF 74 7F VK
ISEEERT B

—  {Em¥EE

o HLDBE, NRELERBOBE A > 2> (VW TWROFHERFBE & HH)
IC K B TBYRRENRETH %,

o EHERIBHRBHEETDICBVTHLROOLND,

299.2 FE/BHAEE
a8 !
- Mg BMERERTAEEMOH B 3y 0 EETTRTOPT
— Rt
o MEsTExkdIHE
o R (anuria) z 2L MAE
o {EZEF (hypoperfusion) %*& & MAE

- YavJOEBINICHKEL TCLAREE (OHIERE, mMEELUEERL L)

- FROBREBIC—HLRVEE

- BRaviBLUNMEMES 3y 7 OREE

- T LHBBEREADICL DD TREBVWEHAESREEIEEXRTHAET. HFYICHA
HeEZoNSLDOIFREAE L TR

- BRMERXBE GER. ETR. ZRE L)
o —EBlE. 7r—X | TRMERDOL 2 —HICERA

- BomEEERTAFIIRRE L TR

T ITFT74TF—ICEMRT A SMQIEZOH B, [7F 74 5% —KJ& (Anaphylactic

reaction) (SMQ)] & [7H+ 74 5% —/TF745F>—H> 3y 7KE

(Anaphylactic/anaphylactoid shock conditions) (SM Q)] ([* = v % (Shock) (SMQ)]
DLARIL2DY T SMQ) THD, TODZ2D SMQ DESIEER > TW5,
(7F7472F%>—/TF+747F%F>—8> a3y 7R (Anaphylactic/anaphylactoid shock
conditions) (SMQ)J 3L VEELRTF 74 7F >V —0OFEKR, b avIItZESL5%8b
DICHEENTHY ., BPOLSBEETRVLDICIEZOREEEID BV, [TH7147F
— &It (Anaphylactic reaction) (SMQ) | &3 3 v ZIREELAC PT [ 1 2588E (Type |
hypersensitivity) | ® & 5> 7%ABZ &L L VILEHETH %,
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2.99.3 PEERBE
g, —D DA SMQ (L~RL1) @ [ a3y 2 (Shock) (SMQ)] &x>DH 7 SMQ (L
R 2) R BEEERD SMQ TH B,
BY 7 SMQ ICIE, B & RIS ORBRAENDH 5,
R OAEIE. ROOY 7 SMQIARTICEBLTRLTH D, &Y 7 SMQ IZKTE & N7 fkig
DEEIZIER S,

avy
(20000066)
[

[ [ [ | [ |
vav /BEEORE FLY—FR K MEEFHAME REME - TFE747FY BEMAEES &
BhHoWE0Eo || #7o b, va|| C || M S —/TF747 || v 2
KBS (LH—F K v 4 B BE DER7AVN v 2 IR EBE #2;@7 avy v 7 FER
AT M <) 7R

(20000068) (20000069) (20000070 (20000072)
(20000067) \ (20000071)

K222 [¥avyZ (Shock) (SMQ)| DREEH#EE

2994 RFEDOEMLRFH/BROFAICET 5ER

[+ 3 v 2 (Shock) (SMQ) JIZBEETRS L VAEHRROAEBEL FORBREED SMQ TH 5,

BEEREE A DI L LANE, 20 SMQ ORMIESREE L VREBREREBE TR S WEEREES

F7-72 0 SMQ O BICEEIL TW b (1.5.21 288), LAIBEE D SMQ OF A 1L TRIEE O SMQ
BEA eI DI ETERETE S,

2995 [¥3v¥ (Shock) (SMQ)| »&E&EHY X}
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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2100 NEESIUVFHEETHOREHEY
(Skin neoplasms, malignant and unspecified) (SMQ) |
(2009 F3 AEERY U—2R)

21001 E&E
ASMQ lE. FEICEET 2T RTOEUSLVHEMTBOEE#RHET A2 2#BMELT
BRI NI,
KSMQ IZREICRET 2T RTOBYEE L VHEMTHOFEYM S LU TLEE2ET 5,
— BUEREEORE (REICHEN)
- EMEBREE0REFR (REICHEN)
- EMEBREEOZENE (KEICHEN)

21002 AR /BRAEE
(A
- TERICET 2HEE
o BMELBREEDNRERE (REICKREMN)
o BMEBREECREFR (KEICHEN)
o BEMEBREEORZKNE (KEICHEN)
—- BEEBLUVFETHOFEYICET 2B CHBEICKEBICERLTWELD
— TERZEUCEBEUBIUOFMNRAOREFEYICEET 2 B8
o JRREICEET A HE
o MEICEHYZRE
o FRERWMEICEIT 2HE
o BE~v—hH—IBTS5ME
o FEYIMELLMERICET2AE
o BEFLEINEOKRBICEESTZEZZONEHE

- REICHEEOZVWEMESLUFHTRHOFEYICET 2H5E
— EAIAEEINAVWERRBICEET 2 EETFHICET 2HE
— BMIAREINAWEMNRELRICEEYT 22KNAICEET 2B
— BMIArFEINGVWESY—N—ICBET2HE

— TEIHEEICEET 5 HE

- RE~OEBICEYT 2 A3

— PT [/EFH7 (Skinoperation) |, ZNIZEBMHERBICHEENDBEEFRClEAWES (T
LOFSE),

F L IEBICLEARBENDERSEICIE. PT [REFHT (Skin operation) | Z BN TE5Z & &
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ERA

FERAIAEE SN [BEMKREBICEET 2FE. EMEABICEEYT 2 AEFR. BEMERAIC
REET Z2ME] 2B TZHBAICIE. [BHESE (SMQ)] oY 7 SMQ #ERT 52 &N
EFx L,

2.100.3 [EEEE

EUYEBLVOFEARNBOEE
FEY (SMQ)
(20000173)
|
BUEEES (SMQ) BUHETRBEOREES (SMQ)
(20000204) (20000205)

223 [EMBLUHEBTHORBHEY (Skin neoplasms,
malignant and unspecified) (SMQ) ] DOREEHEE

21004 RFEOEMERFHROFHICET HER
(B S L OB EEHEY (Skin neoplasms, malignant and unspecified) (SMQ) ] (&
iR R & LR R T A TW5D, FMl£1.52125RBT 52 &,

2.100.5 [Eitd & UMD B EH £ (Skin neoplasms, malignant and unspecified)
(SMQ)] o&E&ERY 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 25T F<h;—T X (Systemic lupus erythematosus) (SMQ) |
(2006 EE3 AEER Y U—2R)

21011 E&E
SEIERRERECELADEBRRICHEELRIZTIEUAFELEACRERSE
IR AT VERRILEY B4R BLOTTRZA Y == 412 (EBV) & EDERIEE
RF & BRZMERTF & OBEERD. &R (FFIC DNA). MRRETEH % L IZMERGUR (253
THECTHEOEREZRE., TNV RERTH S BT
— BE®D30~60%T. ZAHEDNA B LU SMm KU RTF RIS DA HE
- L—T7ZUERRERTF. WAL CF U EUHE, B L OBEOBBTES R THEE
STV VIREREL RRo AN
— WEEEICEY. MERTORREAEDILE
EHALHUETY T~ b—FT X (SLE) OFROERLEEDIERO B A FRE O] B
— EHFM SLE O AN ENICEREICHE
— EHMSLE ICH T IMBIUEDIFLEAEIZE X MV ICHT2HMETHY . ENICTARHE
DNA (2333 2 Hifk
FRARAERIE. EEE L HRBICEWVLW TS
- 25K BATRIR, AERL. BRE. BE. BEE. &
- RERER
o &LL< HBHERIL FOROBEA (EERLHE)
o EAM. BEP. K. B L OHFICHRRAZE L BEREBRE
o FEOMAMEICKHN : 2 OIBOEREICHRE I IZEROBIRFE
o ZOOREER  MELE. TUEBEN., MERE. £, A8
- FH. F. BoZRMBEHL (BFD 90%)
o HEED10% CEEZHK
- BAEEELREBEER
HEREDZEHH B
o TAHEMDOH DEAKRERIZ. BEAR. O AMEMEEIBESERRERA, RRESE (0
FR. BBFR. IR, HLIamB o L7 F =M
o mIEFLIVR70—CHEERERE GRRETEEOERY X7) ZHEOARENE
—  PIRERRRAER
o FERE. TANMA. HBHE. S[EEMERE. AEEL
o IMEMEICKDMWMZEF F /- IT—@EMEEMMEFRNE
—  ZOMOMEIRAHHE
o MIE I DEEA. LEX. BHEE (VT vy - By 2 R) LDAEBL, AEERAS
o fi:iBHRKREMNS D LIIEDLAEVEES
o I : &M, BmMEKERDE. AR AE

(o]
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o CHILE :IER. BO. B, TR
o R :FIRAEMRAEL. FFFRMEMEERA. MRME X, REREL

2.101.2 G& /BAE%E

CEE

2.101.3

SLE 0EEICEAT 2ME (ER. BB, BRAREERZET)

WZE JERRFR  “lup-” “erythemato-,” “SLE-” “LE-"

HLT (T 7~ b =T 2B LU0 Z0BE&EKE (Lupus erythematosus and associated

conditions) |

o ZDHT D774 —BLPtAHVYZY—IIAELTWS PT (&, BRAL PT
[IWiRA REFREZSE (Lupoid hepatic cirrhosis) | #FRWT, IXTEEE

U7~ FF% (American College of Rheumatology: ACR) D 2WrE# % K IBINAE.

a2, EihE. BEEA L

PT [##Z3& 514 (Antinuclear antibody positive) | (&, 7 = —X Il 7 X bETD WG D&

HED LIS, ERRICEE

T—RHEND [/ A X OFRREBZIFFROTLRAPSEERTAHE. BLUVI—LZX
RO

PLIY XL

NoOATIAY—%TFTROLIICERLT:

ATFIY— EE FABEDNEHR (VA b)

A PRIB AR N/A

JeRRBER

OWES

BIENRE

BRI 2%

BEE

RS

ITI|O(mMmM OO
WIN| =2 W[WIN]| -~

Mm&kEE

| REES 3

* 2-6

[£28M4xT) F< b—F X (Systemic lupus erythematosus) (SMQ)| ®AhFITY

[KBAZED “IEE ¥ X7 LIFEBRNICERS N, BECERERE L N 0EA0RE5 2%
TTWBBEICEIT2 L <HoNT: SLE DFEBFOERICERT 5,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

250



Introductory Guide for Standardised MedDRA Queries (SMQ)

TILTVXLIE, TaeoesYEALE:
ERIREICEHINTVWAPTE2AEDOHT IV —IC&k>T, F—TDF T3, —DODHT
JY—RTOEHRDOPTIF1EOAENT Y FT 5,

AEABLTWE AT I —ARBRNICRE L/ NEE (F: MEERE, BEX BLU0R
ZREEE3) #EL T, ATV —2EEEHT S,

COEEFN6 LY IBREWVES, TOEPIHREIESLELRVDEFIRETH DL EABRT I L%
RET 2, FIz X, MEEE ), REEE ). BLUBEE (1) oAhT IV —IZHBPT
=BT BIEFIREIL. SLE OLBIRROEFRE L L THFET 5 (3+3+1=7),

2101.4 RFEOEMLIRFH/ROFAICET 5ER

[25%T ) 7~ k—7 X (Systemic lupus erythematosus) (SMQ) ] (FFRigIEZR & LIgiRZR D

FAREZHEATWAZEICMA, 7LIVXL%EHFET S SMQ TH5D, 7/TYXLIZLBRRA

EOELADATITY —TOHAEDETHY, BLOHIEFZRHEST S EDRENHN S,

TILaYUXLIIRRBEONEE L TCTREOL I BFIETHETE %,
RUIC —WRET 5 SMQ O, [RIHIRRTHET DEAERRT 5 (1.5.2.1 B8K)
BRRBEOMIBE LT —V 7772V, RBEINIEMNZENT 27-HICT70TY
ALICLBDHAEDLEEERT 2, RRERNDPBRWVEFIOBZEIETILI) A LZEY =2
TIIBTHERTS2ZLHTES, [25HET YT =T X (SMQ)] 7T XLl
Aor h7T3V—7ITA FOEFD6ZBRDHETHD, 7/ILTYXLTERSNTAER
FUVRMELTHATEZENTE S,

21015 [£8M%xT)F<F—7TX (Systemiclupus erythematosus) (SMQ)] N&EE
YR b

Guidelines for referral and management of systemic lupus erythematosus in adults. American
College of Rheumatology Ad Hoc Committee on Systemic Lupus Erythematosus Guidelines.
Arthritis Rheum 1999;42:1785-96.
Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr. LM,
McPhee SJ, Papadakis MA, editors. Current medical diagnosis and treatment. 43" ed.
New York: McGraw-Hill Companies, Inc.; 2004. Available via intranet at
STAT!Ref Online Medical Database. Teton Data Systems, Jackson, Wyo. (Version 3.3.6,
2004).
Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper
DL, Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors. Harrison’s
principles of internal medicine. 16" ed. New York: McGraw-Hill Companies; 2005.
Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems, Jackson,
Wyo. (Version 3.3.6, 2004).
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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. Auvailable via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs 2004;23:111-5.
CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for
their Use”, pp 19 — 20, 1999.

The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999

“Harrison’s Principles of Internal Medicine”, 14th edition, pp 1874 — 1880, 1998
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2102 TERBEH LU EEE (Taste and smell disorders) (SMQ) |
(2006 EEF3 AEER Y U—2R)

21021 E&
BESLOKREEEDORR IS, BHES, 2L U0F2BRKE, DRFETRE. BERNEEL
ETH b,

- ZLDiGE, HHET D

- HKEBLUREEEZEMHESEER

— fbFEERE

- HEmMEE

— EiEMmEE

BEELABBLUOER

- HKREBEEL=H%EOXMN

- KEEREFE=-KEOERE;, HLHOEX

— HKRERE=HREOREDET %45 REHEE
- ERE=REOXM

- BREFE=REOBREDNERTZ## 5 BREHER
~ BREER=REOEBI/IIER

21022 AE BRAEE

EEE

- fEm, BE. BEOUHEICEFRLE, KEXAIIREEEICEET 2 H5E

- XRMOMETICEET 2 HE

- ZOBEOREREEORKTMICEEY 5 A5

— HLTIREEZE (Taste disorders) | & UF HLT[FR B 1% [EZ (Olfactory nerve disorders) |
7747 —BLPEH VX )—THELTLWAPTZELHDTNTZ SMQ ICAN
7=

—  ‘“taste,” “tasti-,” “geus-,” “smell,” “gustat-,” “-osmia,” “olfact-" D R = &L F:E

BRAL -

— R SMQ OHERIZRESNTWEH, BEEMNICEHRALIZE DR,

FIAET—ER—IATOT7 =X | TRAMIBWT, BEYORRAEFKBLVCEVOEMNERFEL
BAETI—T 147 E3NTW, ARIREREDRE L ABRICEMOYERNFIEDRE & % #5!
TAHEHICIEEFNAL 2 —PRETH D,

2102.3 MROEMELERREROTFMICET 5:FR
[BREH L PREREE (Taste and smell disorders) (SMQ) | Id5ISHERAFED H THERINT
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W%, > T, BIEHRF L LHRRTIIALCERNMEOoN S, 5F#lllZ 1521 22RBT D&,
21024 [HREBLUVREREE (Taste and smell disorders) (SMQ)] OBEERIY X b
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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2103 MEEE BRIV HESE (Tendinopathies and ligament disorders) (SMQ) |
(20153 AEKXVYY—2R)

21031 E&
BUREEEL L UORHEEIE. FICBRYRLOEMAERICE ZBECHEOREFZIIRE,
wERTlE. THEX] F£7-13 [8F 2] EMEh T,
mHA
- REEREN. FELEMREBELEIONTWLDS
- BYRLOBMABEHIELRBRRAFELEEZION TV
- AEE~NOEYOEEFELZETON TV
- ANFREEEFAOEBRIFELEIT WS
BEH—BNICEEZZITHVRCEHTEIE. UTZ280
- BEBRELLVOZEHRSE
- FHowfls L OsaEES
- xR
- TXLREE
- ®BKRE (&%) R’
BEES L UOWEEEOY R 7ERIZ. RO LS HARME, AREOEADOERZEA TUL 5,
— BEE (RAR—VEE, BofcbL—=>7 EH)
- EBAML—ZYTHhOESERE
- FREBHE/ITER
- EY
o HIZTFAOF/OrvRAEYME
o MOABHEIRE, JILFIXTEANERBLORZF U EOBEELRRINTLD
— AR F I N T LB HITER
- BEEZIRIIEITETODMALOER
— B ZhIFY ., BFOERE. ERE L CEBOBEAEEOBDLERIND Z WD S,
BEAE
- I/HYHYA4X
- BEEREE
- BEREF
- BEHR
—  B{LEEE
- EETFRE
- BHEEE
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2103.2 AE/BRAEHE
as
- BBIUHFOEEICEET 2HE
- BEEWFOREEICEYT 2 AEEDORHRE
- BEEIVWFOREEICETI2REERES L BHET 2HE
— BELEWHORETICREOMIE - FERICEET 2 FHE
— DEERELORBICEET I, ERL TWD 0, EREUBEREE. FENMEME
EEES LOHmEXIL. REBRAZBELTEEINS,

— AERUREEF - FERENEEEICET 2HE
— ~NLZTORREICET 5 HE
— BRUOREEF /IS RENGESICET 5 A8

— FFRRENGHE - EREIRER [/ A X] Z2ECAIENELH 5

2.103.3 KRFEOEMERFHROFHICET HER
[BEES L UOHHEE (Tendinopathies and ligament disorders) (SM Q)| &, figiigezr &
[NEBIRBRDRAGZEZmA T\ 5, Fillld 1621 22RBI2Z &,

2103.4 [BEESLLUVHHEEE (Tendinopathies and ligament disorders) (SMQ)| @
SEERV R b

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
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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2.104 T m#g1EEEAR 22 (Thrombophlebitis) (SMQ) |
(2007 EF9 AEER Y U—2R)

21041 E&H
mie Rk (Thrombophlebitis) (&, MiEFR (MIEEE) % # - /-8R XME (F#RE) TH D
(COFEFRIFF—F vV FONGBESAIMICE D),

2104.2 AE/BRAEHE
ag:
— FRA S L OBEIROAEICEREY 2 HE
o [MeFEMZ M- ARBITFERRAE LT 5,
o MEFEMZHEHLEWVAREIZLERRARZE T 2,
- FEFE
o IMeFEMZ M- ARBIIFEIRRAE L T 5,
o MEFEMZHEHLLEWVAREIZLERRARZE T 2,
- REABROKXTODH DBWKREDME
o IMeFEMZ M- ARBITFEIRRAEE T 5,
o MEFEMZHEHLEWVAREIZLERRAZE T 2,

UZX7RFORE (B Bt BREUEELCIZECREES)

—- WBERREAFEOLAVERREORSE (Thbb, BRBREEBSA. £721E[1EH (normal) |
IRIRERER)
RBFERTELLD [/ AX] HEHN S PT [ (Haemorrhoids) |

F ¢ AR 2¢ (Thrombophlebitis) D EFZEABELIBIET 272012, ASMQ & [ERB LV
mt (SMQ)| ##EATI2LENH DL HANEL,

21043 RFROEEERFBROFHICET HER
[ EE#AR2% (Thrombophlebitis) (SM Q)] I3fiskie®R & LISk RORAEZH A T\ 5, il
I$1521 %8895 &,

2.104.4 [Mi21EEIR% (Thrombophlebitis) (SMQ)] ®&E&HR Y X b

Dorland’lllustrated Medical Dictionary = William Alexander Newman Dorland, 30" Edition,

June 2003, Saunders, as Elsevier imprint
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2.105 TERIZHEEERES (Thyroid dysfunction) (SMQ) ]
(2009 EF3 AEER Y U—2R)

21051 E&H

R IREREEE (X IR IRBEBEDE T £ 721370 E L L TIRN B,
R ETEIZRRRFLESRZETH S,
— BERMEFIRBEEETEIRRBEBEICL260TH S, FREERIBERILEY (TSH) A°
Ehnd 5,
o mb—MHNARERIZECHREEEETH D,
o ZDMo—MMARAE L THBREFEAH Y., BAHEI — NEE. ARFMH. K
FHEEERE I Y F 7 LBEEDRICKIRT 5,
— EREREFRBREEETEIITROBEICKIRT 5,
o BIRTED L ORRIERBAILEYBEFLEY (TRH) HWXZE /I TEED,
B D TSH bRz
— FREEBETECHES L ERIETEOEY TH S,
o EANMAE. B, ABZE . FHVE X 72 IZBA O LR ERR
o MEFE HEER. BELLUERBOEE (HE) t. MRFE. RIS, BRE.
UEF—FR. BRERIE. &Rk, LEREFERE
FIRBREEBETTEE 2. FRIRFLEY (T3 HLV T4 OBEMLTH S,
— JL—T7RE (FEHVEAEFRERE) IR —BOUEERTH 5,
o FIRIRHERETTERE. FIRIRIE. IRIRZEHAE, IR EMBRKEZFFHE T 5,
— KREMRRBREZR (FRER) (S, BRERFEERRIER. BARPRRA. BT
VNERMERRIRR L EDND B,
— EEHFRMEFPIRBEETTEE L. VFVLERIFA Y Z—T7zAv-a (CLYB[ERIE
N5 ENH 5,
—  FRIEEBEEITEE 0BRSS L ERIETEO®BY TH S,
o EFITUE. LT BRAUTE. RERD. TR, Mh. BHERZUEM, B0 AR, Ik
8. SEMR. OEMEE,
o ROBURIZILHRS. BREEBERLRENH D, FEAMBEIL/L -7 XBICHENTH
%o
o HRBRRF—LIFEGZEBNTRIFRETHD, HH Bam. BE SLO0M
ERRAFEIRT DT DD 5,

2.105.2 Q& /BNAE%E
28
— FRIREEETES L CFIRIREEEFTERE (CRE T 2 FE
- BENAMES L OERICEEYT 3AE
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— [E% (abnormal) ] %#& T BIRREEREEAED PTs
— SOC [BaRiRE | ot o) BIREREDERZE (3. FRIRMEBEFUESE £ 72 (3 R IR BEIR TIE %
BRIIORTABE TR AW, MADY 7 SMQ OLEIRRICED 5,

— #5880 (Nervousness). E% (Palpitations). % (Constipation) 7 & D4FEMTH
WEES & OERICES &S 2 AR

— [E% (hormal)] #&CME

- HERICBETZHE

- EEMREEZRT PT

—- HRBROEBF/IEIEUEREICETSHE

2.105.3 [EEEE

R IR AEREE (SMQ)
(20000159)

FRR IR RE TUESRE (SMQ) R IRELREER TRE (SMQ)
(20000161) (20000160)

X 2-24 FRIRBREEEREE (SMQ) DREER

21054 BRFEOEMERFHROFHICET HER

[FIRBR#EREFE S (Thyroid dysfunction) (SMQ) ] IFFRIEIEER & KRR DODABEZHA T L5
BREEXFED SMQ TH %, BEEERFD Z & UADAR SMQ OEHBA KIS RIEMRRE & LR
ROBENOERINDIEBEELZFF/-2 LV SMQ ERLTHS (E7/> 3>~ 1.52158), T
IO SMQ DAHZEAHEAEHLE L Z L ICL Y EIdD SMQ OF A AIEEICR D,

2.105.5 [BRERHEEEREE (Thyroid dysfunction) (SMQ)| OBE&EHRY X b
Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907
The Merck Manual accessed online as

http://www.merck.com/mmpe/sec19/ch282/ch282c.html

Harrisons Principles of Internal Medicine, Mc Graw Hillaccessed as
http://accessmedicine.com/public/about am.aspx
http://www.dorlands.com/def.jsp?id=100051347
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http://www.merck.com/mmpe/sec12/ch152/ch152e.html#tsec12-ch152-ch152e-239
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2106 ThLY—FK F R7UL/QTEE
(Torsade de pointes/QT prolongation) (SMQ) |
(2004 £12 AERXV U —X)

2D SMQ £ 2004 F12 BiIcEMSMQ &L TY Y —XEN/, MedDRANXN—253>91 11 —
ZEFIC [REIR (SMQ)] OFRIDL NI 2D SMQ & EN7-AH. MedDRA /N—< 3> 10.1 Y
D —ZXBFCHEOEHBDOL XL 1D SMQ & i,

21061 E&
P —F F R 7Y b (TdP) 2B LEMEROEKRTH Y. ZORARER L, HY
VLAV R XV RAOREEAERRET B OEEOWOELICBEET S EEZ LN,
DB (ECG) FIR : TdP IE, RIES L PAPR. QT ERF 71 QTc MR, BEL U K.
T EXERE/IZERAE T HES. F7-13“long-short sequences”’ DA% £ 7= 5T %M
QRS EICHED . B L<IFZTME QRS EH%EITT %,
Bz &R AEIRIEBAITER LB S, BREDD D IIBRANRRANHEINS £ THRT
2ZENEL LDEMENICETT 2N DH D, FEORKIERFOBRKRERICIE, BYERIE,
FEESOF W, K BLUPENICERRAENH D1, BFIE-VLTLWOBE, BIEOERIER
L,

21062 TE FRAEE

2

— RS 2B L CRRREZREI MRS TH S, FLREENMY—F K K72 Q
TERIZOBEAZHD

— IR MR, R, 2T BLURERBR: LY —F F KTV FQTERICEE
ICEET DERARET HAIREESH DL D

- ZORBROBEZE LT ID, BESNL PT OEEICIE, TP, QT/QTc iER., L E
MREEAR,HRE), 408, 8K, UREIE TIRES, L. BLURARRE

— PT [OEM4EIR (Ventricular tachycardia) | 1&. LLT [Z B4 O0EMSEAR (Polymorphic
ventricular tachycardia) | #1582 7-® ICEBO®RRICBE L 7=,

- FECEFFMOFVAL, IEEEERCIMRPAEIE. EIR. ECGHERILRHRA
2.106.3 MRERDEREELIRREROFAICET S:ER

[P —F F K72 b /QTiER (Torsade de pointes/QT prolongation) (SMQ) ] (3%
BRR & MBIRROABEZ A T\ 5, FMIZ1.521 %2585 &,

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

261



Introductory Guide for Standardised MedDRA Queries (SMQ)

21064 [ty —F F RF7YF/QTHER (Torsade de pointes/QT prolongation)
(SMQ)] o&E&ERY R

Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A Textbook of
Cardiovascular Medicine (5th Ed). Braunwald E (Ed). WB Saunders: Philadelphia, 1997,
pg. 640-704.
Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced Concepts
in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.
Definitions and basic requirements for the use of terms for reporting adverse drug reactions
(XI): cardiovascular system disorders. Pharmacoepidemiology and Drug Safety 1998;
7:351-357.
Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
publication, Geneva, 1999.
Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison”s Principles of Internal
Medicine (15th Ed). Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New
York, 2001, pg. 1292-1309.
Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
2002, pg. 273-303.
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2.107 TRR#AEE E 5% B (Tubulointerstitial diseases) (SMQ) |
(2014 sF9 AEERY U —2R)

21071 T

BRAEHEMERIL. BEEO—HTHY., FICHECHEZME S, £/, FICEGFIIX
FEDRERE L TRIEL, BEEETIETT %, RIEIL., RERBRIAOAXEEEZZITS
M. EoLKEEEZZITHRWEELDH D,

RAERMBEEEED Z 20N
- SMEREEMEMERS:
o HHEHLLEsBMNTFTEET S
o BHEICEEZSZIXFEURBEBLCFEZRHMET S
o RAMBHEREEE/IITDIIOANS
o HEEOHHEIIEUBTIEVCELEENATEEZREIITAEELDH S
o FhWA: BPE; FEY
- EMREEREYERS
o HEMNTTHRAICHKIRT S
o MEMRHE. BRHE. RAEEEM. BLCRMEERERS. WINITETRERESY
%5
o HBEHE BLUOELVWENOZEREZED. MEMXES L UBEEHORE/LA.
HROELEREL TWD, BIRIETRWET I ENTE S,
o EBEMUEE. SMEE. SXAEOLFHEDOREIF, NS L OCHAIEREOR
MAERT,
o MOEMEEDERICL>TARVOBREZELDZZELHY., F-HAF/I1E
MEOFICH->TELD
o FHHEAIZ. UToesl : Hx; EY,;, BOoRER. Er. BLUVERXEES;
PAZE IR G 2B

2107.2 AE/BRAEHE
as
- TERICEBET AR, LERAEREMESISECBEET 2BRAEREE A4 ~THE
— REBEEEOEEF A EIBORMEHMERHORREICERT 2BES L UBESE
— BRMERAEEEICREICEET 2RRBLROES
- BRAEEEESICL 2BRIEERE. BREE. RN\ T Y ARECRERR
- BREBZAENLISLIERMAEMEMEREEZ 0T

— EXRMORE. PT 73 /8K (Aminoaciduria) ] (Zf4¢
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FRAERBEMEELZDO T RMRO ML H 2 FENBEE. REBIZCER £ /213K
BRE, LrLEKAEREMEERICEAEEDLDTIIHRL, £l L VSRS
DELDMOFETIHEND ZEDBHY, <D [/ AX] Z#RET HA8EDNH D,

— LIELIERMEMEMEESBICEAEYT 2EUEZ 2 KT &L IN-BERRECEBRERE
lE. HRBICITFEEI WO RA SNz, =720, ZnIEFRPICEBINL T L0
INLDRATEREDFHF LWL, LVEFRNLGHIRZERT 2D TIEAR L,

- RAERHEMEEOTRMNEOAIREMLH 2 Z OMOEBTES, #E. ER. /3%
&, 7277l KAEMEMREOBENALOTIERL, hERYD [/ A X 2RET
2 AIBEED B B

- —ROICEYICEELLVRBERBEEREORERICEAR YT 2%BEH

—- REEBREDOTNTOERE

- JEERTIREMRE

I AMREEEEMEEAOELERIZ. AUBTTRLIC ORI H Y. oo, [REE
BB M2 (Tubulointerstitial diseases) (SMQ) | H XU [2MHE+R2 (Acute renal failure)
(SMQ)] oEAEEAELE-ERRIE. BAICE->TIIEETH D,

2107.3 MREOEELERREROFAICET SER
[RMEMEMAEE (Tubulointerstitial diseases) (SM Q)] (&, $gitesR & [LHIRRDPE% s
ZTW5, £ 1521 %288B352 &,

2.107.4 [FRMEREE MK E (Tubulointerstitial diseases) (SMQ)| &EEHR U X b

Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial Diseases of the
Kidney

Merck Manual for Health Care Professionals: Tubulointerstitial Diseases

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis

Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37. Chronic
Tubulointerstitial Nephritis

Coltran RS, Rennke H, and Kumar V. : Robbins Basic Pathology. 7th ed. Philadelphia:
Saunders, 2003. Chapter 14:526-527.
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2.108 [[E% HRIEFEERE (Tumour lysis syndrome) (SMQ) |
(2013 fF9 AEERY U—2R)

2108.1 E&H
[EBRIRAEEE (TLS) : BAMAR. FILAEICHT IRIGOWT A DEBHIERNE
YO AR E
RV AT R,
—  =RBEIE
- &AHY T LME
- &Y vIE
— BEHILT Y LI
TRMBORR & 75 % AIEENE
BEre
TEERR
- R
— AT (ZEHRALDICLD)
BOEREIE, X7 2B MRERISERR &L ZEHFI2DORREBRIABREOH DT A M HA
> % U
ERMEERYF Y v ESLUCRERIFEOBEOR TEWEE THE
- fhoEREL FES5OAEENH S
UTomUR7ZLUEIDOFE>TWSEE
- EMEre
- ZRR
- Pk
- ERMm/E
- FRMESR
TLS OBEMEIE L. BEEEICL 2RBOBOAHEL TR E T
[BRPRIRZE ] o TLS & [ERIRAE] O TLS DX 3
—  [ERFRRRE] O TLS 13, /AEMBEI 3 BUAR & aERKBE 7 BUARICRDEEZ 20
tETHS
o =IRBEIME
o @AY Y LIME
o =V VIME
o &AL LME
—  [ERFRAEE] TLS £ [ERARIGZE] TLS AREXM SN, U THREF L TLWBHEICKE
95 ;
o JLTFF=UELR
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o R
o AEkR., F7-IE
o

TLS 0 EEBE X, BEOEZELFH
- BAEDCKEOERELARMEDOY VBALY YL, FYVFrBLOREOTEROD
Eigas

2108.2 AE/BRAEHE
ag:
— TLS o [ZWrl 0ofRE
— TLS OfERKIE. KEFoEEDBE
— TLS ofEo#EZ R ATEROAE
— TLS OBOMIEICHT 2AE. INS . ORBMOBIEICHL KT O WTHY | fE
BEEF DR TR TH 5728
— TLS OBOHIRICHIS L - AEMEICEET 2 HE

— TLS 0EE L L 3mEAS L EBRFICEET 2 HE
R OREENR 7 & TLS ORBEHERRERD "TiR" BRRMRICEEET 2 HE

2.108.3 F7NITUXL
(&5 AR iEEf=EE (Tumour lysis syndrome) (SMQ) ] DAL :
[EBRIBEEHOBRKRZH 2R PT 280HERE (A7 3 Y —A FI3ER -7,
[RIRFRICIE, SRISRRICE TN D BEICEBNME N BMOME (LR 21—7) A&Enk
T, B AO—70BEIF. Z20AHFT 3V —ICHOEINET,
- Hh73Y-B:RBREMER
— A7V —-C: BRERESX/IIBERICEET 2ME
IORBLEL—DEOHITERINDT—XICIEF, AT TY—-AICUR N PT b E
Lb—DZWET BT —R AR -TORE). £LEATITV-BELTYURIENLPTD
TODTIN=TDENETNALLELLELE—DD PT OEAEHEEZRET 25 —IADEENS
BPLUOLHEARI-—7THEDNC, AZlE BHLUC)

2.108.4 MRERFEROEREE FRICET HER

BERT & EIR%IS A <. RS (Tumourlysis syndrome) (SM Q) 17 /4=
RALzFHED2SMQTH 2, AT7NLIUILIEF, BHNOEFAZEICRYAL/IHODSETEHHT
7Y -~ TOEERRABEOELEDE THE, AT ATUXLR UTERT LS, —20
BREBEROTOERE L TEERIETH S,
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B, SMQ 7 TV Z¥ks R SMQ & L CHEAL T, BET 2EME%RERT S (1.5.2.1
BREOHTOALR ;Y7 b2 72BVWTT7ILIY XLOELEHEEEAL T, LETH
RLIEEAER == 09F 5, BRINEFPNSBRT—ZEy b THDIEHEE. =
ATITOEFILE 2 —ICT7NLTY X LZEBET S EHNAIETH B,
[FEZRIEAE(EEE (Tumour lysis syndrome) (SMQ)| @7/ TYU XLk, AF7-lF BELY
Co 7WIURLTTZANRY Y TENTERE YR NT 7 Ty FHAEETH B,

2.108.5 [FESAAIRAEIREE (Tumour lysis syndrome) (SMQ)] OSE&ERY R b
Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J Med 2011;
364:19, 1844 — 54
Krishnan, K, Jaishankar, D and Ikeda, A. Tumor lysis syndrome. eMedicine (October 2012)

http://emedicine.medscape.com/article/282171-overview
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2109 NMEMSLIUVHMEFHOFE BEHFEY
(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) ]

(2008 £9 AIEEXXVU ) —R)

21091 E&H
FEELIINEICEET 2BUES L UOFMATROESED I NT2RET 27O L 7=
FEEIINEICEET 2BUES LOHBTBOFEDOITNTTMATLELEET 5,
—- BUREBEREERE
- EWERBEEDREEZHOFE
—  HIEIKEE

2109.2 AE/BRAEE
ag:
— BUIEFEHEETHOFEYICETIABETHLSNICTFEELIEMBICERLTWEHD
- TROBEZECBUEI/IEHEMRNBHOTE X/ IINEREYICEET 2REICET 2 AE.

o F¥
o BRERBRE
o BEEBE~—H-—

o BIETZREEZRTHES L OER

— BMFEFEFETRHOFEYICET 2B CHEICFEEAZIENEICERLTVLEREVLED

— BMIABHOBMERICEET 2RFELOHOFESLVOEREY - —ICBT 2HE

— PREEICEAEY 2

- FEIELIIME~NDEBICEAT ZHET. PT [£JE2REE (Metastases to reproductive
organ)] Z&T,

—- BUHEBICEBENDBEETCEAVWTECINEDFOME

EERENAESREEERES LOCBYERBEEDRE LSO FEORRICIE, [BEERS
(Malignancies) (SMQ)| OTFRIICH B ZNZTNDOY 7 SMQ ZERT 2T EALHL L,
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2.109.3 [EEEE

BB LUOFEETBOFE
S INEFEY (SMQ)
(20000153)
|
| |
BEHFEE-IZIRERES (SMQ) EMETRBPOFE X/ IFIRERES (SMQ)
(20000206) (20000207)

2-25 [EEBIUVHBTHOFE TIEHEY (Uterine and fallopian tube
neoplasms, malignant and unspecified) (SMQ)] DREEEE

2.109.4 WREDOEMELRFHROFAICET 5ER

[BMs L CHEETBOTE INEHEY (Uterine and fallopian tube neoplasms, malignant and
unspecified) (SMQ) | IZFRIGHRR L LIBRROBELZHBA T2, FiMllL1.5.21 25ET 52
Eo

2109.5 [EMEHLUVHEHERHOTE SIEFHFEY (Uterine and fallopian tube neoplasms,
malignant and unspecified) (SMQ)| ®&E&R U X b
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,. Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.110 TME % (Vasculitis) (SMQ) |
(2009 EF3 AEER Y U—2R)

21101 T
mE% (Vasculitis) : MEEED KA
FRERAVSHE L VREZNEHIIRE L -MEBEORUE L VOBEICL > TER S,
FEHRMEMEL : MEXITHELETIHOT, flE LT, TROEEAEITFONDS
—  {IZEEDAR A
—  EEMEZ FHEDAR K
- YT —NFEE
MEXIIEREOFEE RTIHEELH D, Bl LT, TROEENZEITONS -
- 25TV TFThb—TX
- BEEsYUTTF
MEXDOFHITME DORES L UTIBIETH D,
- MEAEI’BBIIEEFIND,
- WEL-OEICLYVHEBEIN TV A EBOEMZ D,
FRORBICK Y [LEED DKL BBEOERBENKIRT HZ N H 5,
HowrEE K&, HBUOMEBEICELZBELDH 5,
BB ED—DDERICREBT 2HE HNIE. RRFICERDORERICEET 2550 DH 5,

21102 AE/BRAEE
ag:
- ERUEMEXICEYT 2HE
—  Tm&% (vasculitis) |. [E1iRk% (arteritis) | ¥ [ME % (angiitis) | =& M2
- RWMoFREOS bMEELE~T HE
- MEXZRT EEXONDEKRIKRERE

— MEXOERICEYT 2HE. TN DERIIREREZRIELOMEICLY RE ST
B,

~ BRMENEX (BEEF/ETLLX—MHRES JOBHEERICHES) (AT 2HE

- KXRMICBET SHE

— BROXEOHICEET 2EE (21— —Ik [MeEEER%A (Thrombophlebitis) (S M
Q)] #8BT 2N TED) Z/xd HE

— 2R OBENLBLKMICEIIAEN S b, MEXOBELBEICRIBLVTNTO
Rz

— BV ITFOZOMOBCRBREERLRE, MBEAXADYRIOHHELICET 2HE

- 2FUT VT —TRICETIAE (Y —-F [28%T) T~ h—7 X (Systemic
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lupus erythematosus) (SMQ)] #5835 Z & HHK2)

— FERBRMERBICEET 2 HE (A —Y—3 [FEREKIER 2 (Eosinophilic pneumonia) (S M
Q)] #5HBI B LhHKS)

— BRARMEICET 2HBCOEXICLVIBINT 2EZNMAH 21, FHENTHRUVLARE

2.110.3 MRFEOEE L RFHEROFHICEAT 5FER
[MmE& % (Vasculitis) (SMQ) ] (Z¥iEiEzR & LR RDOAEABA TS, FMlL 1521 %25
BdszE,

21104 [MEX (Vasculitis) (SMQ)] DSEERY X +
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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1% |- 2EFOBRS—E

B 5 E 2

CIOMS Council for International Organizations of Medical Sciences

ICH International  Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use

IMO Japanese Maintenance Organization

LLT Lowest level term

MAG MedDRA Analytical Grouping

MedDRA Medical Dictionary for Regulatory Activities

MSSO (MedDRA) Maintenance and Support Services Organization

NEC Not elsewhere classified

PT Preferred term

SMQ Standardised MedDRA Query

SOC System organ class

SSC Special search category

SSQ Standardised Search Queries
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18 1l- 47 SMQ Z&®7-FIAFIEELR SMQ #&Y X b

UFIEY7SMQ%#E2H7-SMQ OBV RN TH D, 7LIYXLEZBERLZSMQIZIZTAX
DR I7*pMfFEEINTWS, FRDY Y —XB%ZHEEL TW3,
JMO JF : RRIBIFL AL 1D SMQ DRELZINE (FIL7 7y MNE) TY,

« Accidents and injuries (SMQ) /E# & & 8% (SMQ) [September 2007]
«  Acute central respiratory depression (SMQ) /2R IERERINE (SMQ) [September
2007]
«  Acute pancreatitis (SMQ) /2% (SMQ) *[November 2005]
+ Acute renal failure (SMQ) /24EBT% (SMQ) [April 2005]
«  Agranulocytosis (SMQ) /&S ERE (SMQ) [November 2005 ; 25T September 2019]
+  Anaphylactic reaction (SMQ) /7 + 7 « 5 %> —&J& (SMQ) *[November 2005]
e Angioedema (SMQ) /mE#fE (SMQ) [November 2005]
«  Anticholinergic syndrome (SMQ) /#t2 U v E8ItEEEE (SMQ) *[September 2006]
»  Arthritis (SMQ) /B8&1% (SMQ) [September 2013]
«  Asthma/bronchospasm (SMQ) /=8 SEZE®E (SMQ) [November 2005]
« Biliary disorders (SMQ) /fE:&%[EE (SMQ) [September 2007]
<% Biliary neoplasms (SMQ) /RE&EFH £ (SMQ)
»  Biliary neoplasms benign (incl cysts and polyps) (SMQ) /R M4BEHF LY (
ERPLORY -T%2E5E) (SMQ)
» Biliary neoplasms malignant and unspecified (SMQ) /&4 LK ' SE<AD

fEEHEY (SMQ)
® Biliary malignant tumours (SMQ) / BM4EEREE (SMQ)

[March 2011]
® Biliary tumours of unspecified malignancy (SMQ) /B4 EABE D B
BiEE (SMQ) [March 2011]
<~ Congenital biliary disorders (SMQ) /R MEEREE (SMQ)
<% Functional, inflammatory and gallstone related biliary disorders (SMQ) /#8E14. %

ML L CBAEHNEET 2BERES (SMQ)
> Billiary tract disorders (SMQ) /fEEEZE (SMQ)
> Biliary system related investigations, signs and symptoms (SMQ) /BB % (Z
BEd 2ERRRE. #IES LWER (SMQ)

> Gallbladder related disorders (SMQ) /fBZERFEREE (SMQ)
> Gallstone related disorders (SMQ) /BBHEAESET 2EE (SMQ)

< Infectious biliary disorders (SMQ) /B BEREE (SMQ)

« Breast neoplasms, malignant and unspecified (SMQ) /B4 & L VHMTBEOAEFEY (
SMQ) [September 2008]
<~ Breast malignant tumours (SMQ) /B3 EiES (SMQ) [March 2011]
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<% Breast tumours of unspecified malignancy (SMQ) /BHERBEOHEEE (SMQ)
[March 2011]
e Cardiac arrhythmias (SMQ) /F~#fk (SMQ) [September 2006]
< Arrhythmia related investigations, signs and symptoms (SMQ) /TNEARICESET 2k
FRigE., #iES L ERK (SMQ)
<% Cardiac arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias) (SMQ) /7~
EIRAE (RIRETERS L CEREREZEREST) (SMQ)
> Bradyarrhythmias (incl conduction defects and disorders of sinus node
function) (SMQ) /BRIRERER (FEREES L REE#ERETZEE) (
SMQ)
® Bradyarrhythmia terms, nonspecific (SMQ) /3E55 ERIMRIRIETZE IR

AHE (SMQ)
Conduction defects (SMQ) /{zEEZ (SMQ)

Disorders of sinus node function (SMQ) /A& EtEEREE (SMQ

)
» Cardiac arrhythmia terms, nonspecific (SMQ) /FEEFEHITEIRAZE (SMQ

)

» Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias)
(SMQ) /#EARMEARER (EEMS L NOEEEREREREST) (SMQ)
® Supraventricular tachyarrhythmias (SMQ) / EZ=MHSBEARMEREEMR (

SMQ)

® Tachyarrhythmia terms, nonspecific (SMQ) /3E45 ERYSEIRIETZE IR
A (SMQ)

® \Ventricular tachyarrhythmias (SMQ) //DEMSERMEAZERR (SMQ
)

< Congenital and neonatal arrhythmias (SMQ) /5eXM$H L OCFHEIRTER (SMQ)
e Cardiac failure (SMQ) /.0 f% (SMQ) [March 2007]
« Cardiomyopathy (SMQ) /.0HEE (SMQ) [September 2008]
«  Central nervous system vascular disorders (SMQ) /iR R MEREE (SMQ)
[September 2006]°
* [March 2015 (BN EEZ= Cerebrovascular disorders (SMQ)| &£ V) ZF#ZFE]
< Central nervous system haemorrhages and cerebrovascular conditions (SMQ) //#X

FHIRRHME L OMmMEEESE (SMQ)
» Conditions associated with central nervous system haemorrhages| and

cerebrovascular accidents (SMQ) /R R H M L PN EHBE I
SIKEE (SMQ)
» Haemorrhagic cerebrovascular conditions (SMQ) /H 14 A AR #R 4R & M & S
= (SMQ)
» Ischaemic cerebrovascular conditions (SMQ) /B M4 iR RMEFEE (
SMQ)
<% Cerebrovascular disorders, not specified as haemorrhagic or ischaemic (SMQ) /H

HH2WIEEMEEFEINEVHRERRMEREE (SMQ)
«  Chronic kidney disease (SMQ) /124 Ef#m (SMQ) [March 2013]
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«  Conjunctival disorders (SMQ) /#EEEZE (SMQ) [September 2009]
+  Convulsions (SMQ) /&% (SMQ) [March 2007]
« Corneal disorders (SMQ) /AfEEE (SMQ) [March 2009]
« COVID-19 (SMQ) /COVID-1 9 (SMQ) [September 2020]
+  Dehydration (SMQ) /fit7k (SMQ) [March 2018]
+ Dementia (SMQ) /z2%1iE (SMQ) [March 2007]
« Demyelination (SMQ) /fit#& (SMQ) [September 2008]
« Depression and suicide/self-injury (SMQ) /5 o2&+ L UBE% B (SMQ) [March
2006]
<~ Depression (excl suicide and self injury) (SMQ) /5 2¥% (B#% ./ BE%#K<) (SM

Q)
< Suicide/self-injury (SMQ) /B#,/ 815 (SMQ)

«  Drug reaction with eosinophilla and systemic symptons syndrome (SMQ) /#FERERIEIN$ &
OeBER % # 5 BYRIGEER (SMQ) (DRESS fEM&EE (SMQ) ) *[March2016]
«  Drug abuse, dependence and withdrawal (SMQ) /E#%ELAH. &EH L OBl (SMQ)
[September 2007]
<~ Drug abuse and dependence (SMQ) /E#ELAHE L OkE (SMQ)
< Drug withdrawal (SMQ) /ZE&|&ftR: (SMQ)
« Dyslipidaemia (SMQ) /fEEE%FfE (SMQ) [November 2005]
«  Embolic and thrombotic events (SMQ) /ZEi& & L U'fne (SMQ) [March 2007]
< Embolic and thrombotic events, arterial (SMQ) /EhRDEW b L O’ Mte (SMQ)
< Embolic and thrombotic events, venous (SMQ) /#ARDEL$ L U (SMQ)
< Embolic and thrombotic events, vessel type unspecified and mixed arterial and
venous (SMQ) /ME X A 7 RBEH 5 W LEEROESRE L U'ME (SMQ)
« Eosinophilic pneumonia (SMQ) /#FEsERI4 % (SMQ) *[March 2009]
«  Extrapyramidal syndrome (SMQ) /#{k /B8 fEREEE (SMQ) [March 2007]
< Akathisia (SMQ) /7H> > 7 (SMQ)
< Dyskinesia (SMQ) /Y ZF¥ %Y 7 (SMQ)
< Dystonia (SMQ) /¥ X F=7 (SMQ)
< Parkinson-like events (SMQ) //¥—F >y v#ER (SMQ)
«  Extravasation events (injections, infusions and implants) (SMQ) /&4 B CE5t. JEA
BLEAARERE) (SMQ) [September 2007]
+  Fertility disorders (SMQ) /4 5E#EfEZE (SMQ) [September 2011]
« Gastrointestinal nonspecific inflammation and dysfunctional conditions (SMQ) /;E1t & »
IERFEOKES L OHEEEE (SMQ) [September 2007]
< Gastrointestinal nonspecific dysfunction (SMQ) /JE1bL & D IEFEAIKEEEREE (SMQ

)
<~ Gastrointestinal nonspecific inflammation (SMQ) /;E{tE DIEFEHIAE (SMQ)

<~ Gastrointestinal nonspecific symptoms and therapeutic procedures (SMQ) /SE1LE D

IR RAER S L ULE (SMQ)

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

275



Introductory Guide for Standardised MedDRA Queries (SMQ)

« Gastrointestinal perforation, ulceration, haemorrhage or obstruction (SMQ) /JE{t&E D%
FL. BB, Hindk 2L IEFAE (SMQ) [September 2007]
<% Gastrointestinal haemorrhage (SMQ) /SE{tEnHMm (SMQ)
<~ Gastrointestinal obstruction (SMQ) /E1tE DEIZE (SMQ)
< Gastrointestinal perforation (SMQ) /;E{tEDZEF (SMQ)
<{ QGastrointestinal perforation, ulcer, haemorrhage, obstruction non-specific
findings/procedures (SMQ) /JELEDZFFL. BB, HludH 25 WIZFAEIC OV TOIER

EWFTR, /E (SMQ)
< Gastrointestinal ulceration (SMQ) /;E{tEnEE (SMQ)

+ Generalised convulsive seizures following immunisation (SMQ) /& EALE % D& BB &
£ (SMQ) * [September 2012]
+ Glaucoma (SMQ) /%A (SMQ) [March 2008]
«  Guillain-Barre syndrome (SMQ) /¥ 5 > - /AL —45Ef#E: (SMQ) [September 2007]
« Haematopoietic cytopenias (SMQ) /& MEEIC £ 2 MEKEAAE (SMQ) [November 2005]
< Haematopoietic cytopenias affecting more than one type of blood cell (SMQ) /&
EEICLZ 2B EomEEADE (SMQ)
< Haematopoietic erythropenia (SMQ) /3EMEEIC & 2 RMEGEADE (SMQ)
<% Haematopoietic leukopenia (SMQ) /3EMEEIC L 2 AMmMEEE (SMQ)
<% Haematopoietic thrombocytopenia (SMQ) /3EIMEEIC £ 2 M/MREAGE (SMQ)
« Haemodynamic oedema, effusions and fluid overload (SMQ) /M{TERER)FIE. EXKE LN
wrEaR (SMQ) [March 2008]
« Haemolytic disorders (SMQ) //AMm4%REE (SMQ) [April 2005]
¢ Haemorrhages (SMQ) /i (SMQ) [March 2006]
< Haemorrhage laboratory terms (SMQ) /MBS EERREERE (SMQ)
<~ Haemorrhage terms (excl laboratory terms) (SMQ) /MBS &EME (FefkieBAE% B

<) (SMQ)
« Hearing and vestibular disorders (SMQ) /FEE & L U'FIEEZE (SMQ) [March 2009]

<% Hearing impairment (SMQ) /EEREE (SMQ)
< Vestibular disorders (SMQ) /#iEEREZE (SMQ)
»  Hepatic disorders (SMQ) /iFBEZ (SMQ) [April 2005]
<% Congenital, familial, neonatal and genetic disorders of the liver (SMQ) /FFig D 4R 14
. R, FERB LUOCERUEREE (SMQ)
<~ Drug related hepatic disorders - comprehensive search (SMQ) /& ZB&EY % fFfE

= - 3ENER (SMQ)
» Cholestasis and jaundice of hepatic origin (SMQ) /FFlg 2R T 2B+ 5 -

wHELUEE (SMQ)
» Drug related hepatic disorders - severe events only (SMQ) /ZEA|(IZBEET 3

FHEE -FEEFEROA (SMQ)

® Hepatic failure, fibrosis and cirrhosis and other liver damage-
related conditions (SMQ) /FF A2, FHRHEHE. FFEZH L UZ0fb
DfFfEfEES (SMQ)
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Hepatitis, non-infectious (SMQ) /FEEZI4EFF A (SMQ)
Liver neoplasms, benign (incl cysts and polyps) (SMQ) /E 4T
£ (BRBLORY-T%245E) (SMQ)

® Liver neoplasms, malignant and unspecified (SMQ) /B & Us%

MABBOFHEY (SMQ)
»  Liver malignant tumours (SMQ) /E4FiEES (SMQ)

[March 2011]
= Liver tumours of unspecified malignancy (SMQ) /&4 EA<EH
DRFEERES (SMQ) [March 2011]
» Liver related investigations, signs and symptoms (SMQ) /ATH&ES EERRIR
B, BUEL LOER (SMQ)
» Liver-related coagulation and bleeding disturbances (SMQ) /FFfi& (C B&E 4

ZEES L CHMmEE (SMQ)
< Hepatic disorders specifically reported as alcohol-related (SMQ) /RBHE(Z 7 /L3 —JL

BB L HEINFEE (SMQ)
< Liver infections (SMQ) /FFE# (SMQ)

< Pregnancy-related hepatic disorders (SMQ) /#HREED FEE (SMQ)
» Hostility/aggression (SMQ) /&=, KE X (SMQ) [September 2007]
« Hyperglycaemia/new onset diabetes mellitus (SMQ) /= M#E #ERFEDFHEIE (SMQ)
[March 2006]
»  Hypersensitivity (SMQ) /8%E (SMQ) [March 2013]
«  Hypertension (SMQ) /SIE (SMQ) [September 2008]
«  Hypoglycaemia (SMQ) /{EmtE (SMQ) [March 2016]
+  Hypokalaemia (SMQ) /& U 7 AffE (SMQ) [March 2019]
«  Hyponatraemia/SIADH (SMQ) /{&+ r U~ LMfE,/ S | ADH (SMQ) [September 2007]
«  Hypotonic-hyporesponsive episode (SMQ) /B ZRIET — KIGEETHRIE (SMQ)
*[September 2011]
* Immune-mediated/autoimmune disorders (SMQ) /& ENEHEE B2 HhEREE (SMQ
) [September 2020]
e Infective pneumonia (SMQ) /2 M4hhz¢ (SMQ) [September 2017]
» Interstitial lung disease (SMQ) /EE &L (SMQ) [March 2006]
+ Ischaemic colitis (SMQ) /&M XiE% (SMQ) [March 2008]
« Ischaemic heart disease (SMQ) /E 4 0%E (SMQ) [March 2006]
< Myocardial infarction (SMQ) /.05 fEZE (SMQ)
< Other ischaemic heart disease (SMQ) /Z Db E Mt FEE (SMQ)
« Lack of efficacy/effect (SMQ) /5h#E /shE D XN (SMQ) [November 2005]
« Lacrimal disorders (SMQ) //R25fE= (SMQ) [September 2009]
» Lactic acidosis (SMQ) /#B 7+ F—+ X (SMQ) [November 2005]
« Lens disorders (SMQ) /K R&EE (SMQ) [September 2008]
« Lipodystrophy (SMQ) /U R 2 +rA 74— (SMQ) [September 2009]
« Malignancies (SMQ) /&M&E (SMQ) [March 2007]
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<>

Malignancy related conditions (SMQ) /E & LBEIEKE (SMQ)
< Malignancy related therapeutic and diagnostic procedures (SMQ) /B & EREEDA

BEEZHOFE (SMQ)
< Malignant or unspecified tumours (SMQ) /B4 L VM BHOES (SMQ)

» Malignant tumours (SMQ) /EHfEE (SMQ) [March 2011]
- Haematological malignant tumours (SMQ) /M&EF K EMES (SMQ)
[March 2017]
- Non-haematological malignant tumours (SMQ) /3EMEFEMESE (SMQ
) [March 2017]
» Tumours of unspecified malignancy (SMQ) /Z¥TBEDfEE (SMQ)
[March 2011]
- Haematological tumours of unspecified malignancy (SMQ) /&4 E<EF D M1
RFRIES (SMQ)[March 2017]
- Non-haematological tumours of unspecified malignancy (SMQ) /&4 E7<AF
DIEM R FHIBES (SMQ) [March 2017]
< Tumour markers (SMQ) /fEZE~—51— (SMQ)
« Malignant lymphomas (SMQ) /&MY > /<& (SMQ) [March 2013]
« Medication errors (SMQ) /#%%i@32 (SMQ) [March 2016]
»  Myelodysplastic syndrome (SMQ) /B8 EF ik fEZE (SMQ) [Sptember 2013]
« Neuroleptic malignant syndrome (SMQ) /&4 fE®2 (SMQ) *[March 2006]
+  Noninfectious diarrhoea (SMQ) /FERZMTH (SMQ) [Sptember 2013]
« Noninfectious encephalitis (SMQ) /IERZMER 2% (SMQ) [September 2007]
» Noninfectious encephalopathy/delirium (SMQ) /FERERE, /% (SMQ) [September
2007]
* Noninfectious meningitis (SMQ) /3ERF1EREREZ% (SMQ) [September 2007]
* Noninfectious myocarditis/pericarditis (SMQ) /IFERLZNE L ER K/ (CIRAINEE (SMQ)
[March 2022]
«  Ocular infections (SMQ) /ERE (SMQ) [September 2010]
»  Ocular motility disorders (SMQ) /EREESEZE (SMQ) [September 2010]
«  Optic nerve disorders (SMQ) /HFIR &% (SMQ) [March 2020]
«  Optic nerve disorders (SMQ) /#F##i2E=E (SMQ) [September 2008]
+  Oropharyngeal disorders (SMQ) /OfZMRZEREZE (SMQ) [September 2007]
<% Gingival disorders (SMQ) /EREE (SMQ)
< Oropharyngeal allergic conditions (SMQ) /ORFRZE®D 7 L L ¥ —4kEE (SMQ)
<% Oropharyngeal infections (SMQ) /OFERED R (SMQ)
<% Oropharyngeal conditions (excl neoplasms, infections and allergies) (SMQ) /IR

SEOREE (FEY., BREBLIOTLALF—%KB) (SMQ)
<~ Oropharyngeal neoplasms (SMQ) /OFEMREEDF A (SMQ)

e  Osteonecrosis (SMQ) /&% (SMQ) [March 2010]
+  Osteoporosis/osteopenia (SMQ) /BHEE/ERANE (SMQ) [September 2009]
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«  Ovarian neoplasms, malignant and unspecified (SMQ) /&t & & VSl DOIPEFHEY (
SMQ) [September 2008]
< Ovarian malignant tumours (SMQ) /ZEM4INEES (SMQ) [March 2011]
< Ovarian tumours of unspecified malignancy (SMQ) /EM4EABEOINEEE (SMQ)
[March 2011]
»  Periorbital and eyelid disorders (SMQ) /EREE M+ & VIREEEZ (SMQ) [September
2009]
«  Peripheral neuropathy (SMQ) /> k#4E= 2 —n/¢F— (SMQ) [November 2005]
«  Pregnancy and neonatal topics (SMQ) /iHiR & FERD vy 2 (SMQ) [March 2011]
< Pregnancy, labour and delivery complications and risk factors (excl abortions and
stillbirth) (SMQ) /#Hk, DIEEHE L BRRT (RES LURREZRKR) (SMQ)
<> Congenital, familial and genetic disorders (SMQ) /%X M. RIEHS L NERHEE

(SMQ)
<% Lactation related topics (incl neonatal exposure through breast milk) (SMQ) /#.;+%

WEEBE Ny s FHEROBAENLI-EEEZSE) (SMQ)
» Functional lactation disorders (SMQ) /#48ERIEH W EE (SMQ)
> Neonatal exposures via breast milk (SMQ) /B#. =N L 7-#H4E BBE (SM

Q)
Foetal disorders (SMQ) /BRIRFEZE (SMQ)

< Neonatal disorders (SMQ) /#FiEREE (SMQ)
<> Termination of pregnancy and risk of abortion (SMQ) /HFiRF s L OFHED ) X 7

<>

(SMQ)
< Normal pregnancy conditions and outcomes (SMQ) /IEEEIFRDKEES L OExlE (S
MQ)

«  Premalignant disorders (SMQ) /g1#Z k& (SMQ) [March 2007]
< Blood premalignant disorders (SMQ) /I D ETFEIRE (SMQ)
< Gastrointestinal premalignant disorders (SMQ) /BB D aIEIRAEE (SMQ)
<% Premalignant disorders, general conditions and other site specific disorders (SMQ) /
L HRES L Z DMIFESMOFHEKE (SMQ)
< Reproductive premalignant disorders (SMQ) /4B DETEIREE (SMQ)
< Skin premalignant disorders (SMQ) /& /& D BIJEIRAE (SMQ)
«  Prostate neoplasms, malignant and unspecified (SMQ) /&4 & & UsHMAEE D RIS IRET 4+
¥ (SMQ) [September 2008]
< Prostate malignant tumours (SMQ) /EM RN IRIES (SMQ) [March 2011]
<> Prostate tumours of unspecified malignancy (SMQ) /E 4 ERBEOFIZIRES (S M
Q) [March 2011]
Proteinuria (SMQ) /EHFR (SMQ) [September 2014]
+  Pseudomembranous colitis (SMQ) /#&fEMEREE2% (SMQ) [March 2007]
«  Psychosis and psychotic disorders (SMQ) /#5##E 5 L VFHEHFIEREZ (SMQ)
[September 2007]
¢ Pulmonary hypertension (SMQ) /ft=Mm~EiE (SMQ) [September 2007; &] March 2016]
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*  Respiratory failure (SMQ) /%<4 (SMQ) [March 2015]
« Renovascular disorders (SMQ) /B EREE (SMQ) [March 2010]
¢ Retinal disorders (SMQ) /&&= (SMQ) [March 2009]
* Retroperitoneal fibrosis (SMQ) /& EEIRMERE (SMQ) [September 2006]
«  Rhabdomyolysis/myopathy (SMQ) /#&#EFRIARRE, X 4 /¢F — (SMQ) [December 2004]
« Scleral disorders (SMQ) /52fE[E=E (SMQ) [March 2010]
«  Sepsis (SMQ) /BufnfiE (SMQ) [September 2019]
«  Severe cutaneous adverse reactions (SMQ) /EEFZEEEA (SMQ) [April 2005]
+  Sexual dysfunction (SMQ) /H#ER42 (SMQ) [September 2021]
« Shock (SMQ) /> = v~ (SMQ) [September 2006]
<% Anaphylactic/anaphylactoid shock conditions (SMQ) /7 F+ 74 Z %> —/7F 74 %
-k a v IHRE (SMQ)
< Hypoglycaemic and neurogenic shock conditions (SMQ) /{EmiEE £ L iR 3
v 7fER (SMQ)
< Hypovolaemic shock conditions (SMQ) /II/EEFHAE> 3 v 7KEE (SMQ)
< Shock-associated circulatory or cardiac conditions (excl torsade de pointes) (SMQ)
/¥ ay VBEOERD D WL OEOKE (Pry—F F KT7» hzkk<) (SM

Q)
< Torsade de pointes, shock-associated conditions (SMQ) /LB —FK K R7 > b

. Y avrEERE (SMQ)
< Toxic-septic shock conditions (SMQ) /&4 - BIMEX> 3 v 74KRE (SMQ)
«  Skin neoplasms, malignant and unspecified (SMQ) /&t & & VB DO FEFHEY (S
MQ) [March 2009]
< Skin malignant tumours (SMQ) /B4R EES (SMQ) [March 2011]
<> Skin tumours of unspecified malignancy (SMQ) /E4E RO EEREE (SMQ)
[March 2011]
«  Systemic lupus erythematosus (SMQ) /254 T ) 7~ =7 X* (SMQ) [March 2006]
« Taste and smell disorders (SMQ) /tEH L UREREE (SMQ) [March 2006]
« Tendinopathies and ligament disorders (SMQ) /BEEZ £ L UBHEE (SMQ)[March 2015]
«  Thrombophlebitis (SMQ) /Mmiz4E:Ac% (SMQ) [September 2007]
e Thyroid dysfunction (SMQ) /F ik izisEREE (SMQ) [March 2009]
< Hyperthyroidism (SMQ) /FKBREEETTHERE (SMQ)
< Hypothyroidism (SMQ) /R kARHEBEE™E (SMQ)
+ Torsade de pointes/QT prolongation (SMQ) /r/LH—F K K7>+/QTiEE (SMQ
) [December 2004]
e Tubulointerstitial diseases (SMQ) /RMEREMEZEE (SMQ) [September 2014]
+  Tumour lysis syndrome (SMQ) /IEEsRIEEREE (SMQ) *[September 2013]
« Uterine and fallopian tube neoplasms, malignant and unspecified (SMQ) /&4 & & O'GEil
TEEOF=,/INEFEY (SMQ) [September 2008]

SMQ F5/Z MedDRA N— 5> 25.1 0 202249 9 B (JMO)

280



Introductory Guide for Standardised MedDRA Queries (SMQ)

< Uterine and fallopian tube malignant tumours (SMQ) /B4 F= /IiEEE (SMQ)
[March 2011]
< Uterine and fallopian tube tumours of unspecified malignancy (SMQ) /ZE4ERED
T=/EES (SMQ) [March 2011]
«  Vasculitis (SMQ) /mE % (SMQ) [March 2009]
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