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1. [FLHIZ
11 MedDRA FBEERRTRINIDITEZR .o ooooevoeeeeseeesssssssesssss s sss s s s s 1
12 B B oo eeeeeeeeeeeeee e e s et ea et et ee et et e et ettt ettt et et et e et et ee et nensrnenens 1
1.3 SIMQ DIBAFE ootk 2
LIS Y (€N S b Uy = ey g = = OSSO 2
141 3E35 (Narrow) EJRIFE (Broad) 0) AT (SCOPE) ..ocorreeeeeeeeecessseeeeeerecesssessssessesssessssssseessssesssssssessssssssssseesnn 2
142 TILT) R LAERE oot 3
143 AT T (TIVT VU R LR ID) coeoeeeeesseeesseess e sesss s sisssssssss s isss s 3
148 TOTZARFEED ERF) coooeooeoeoeeeeeesseeeeesssseeessssssees s ssssssssssssss s sssseessssssssssssssssesssssssssssssssees e 4
14D  BEBBREE ..o er 4
LI T = 4 1 1 4
L == T Y G e 3 OO oSO 5
15 BREOEEER R R D B B T B E R oo eeeeeeee s eeee s seesesese s eesesesee e 5
151 (FBET DHERERL T SMQ ZEARFRITIEFIT B oo 5
152 ERESNI-HEEEEHIT SMQ ZIRFRITHERT Do 5
2. @4 ® SMQ
21 TEHELVIESE (Accidents and iNJUFES) (SIMQ) 1 ovveeeeeeeeeeereeeeeeseeeeeeseeeeeesseseseeesseseseseesesseesess s seese s 8
22 T2 HNE (Acute central respiratory depression) (SMQ) L. oreeonreeeeneeeeseeeesseens 10
23 TEMEER (Acute pancreatitis) (SIMIQ) 1 . oseeeceeseeeeeessesseseesesesseessessssessese s esesssseeseessssessesssssessess e 12
24 TE2METRZL (Acute renal fallure) (SIMQ) oo eeeeeeeee e eee e seeeeseseeseeseeeeeeeeeeseeseene 14
25  TEEEERIIRIE (ASranuloCytosis) (SIMQ) L eomseeeeeeseeeesossessesessesssssessessssessesesssesessssssesssssessesssssessesssnenn 16
26 [7F7745F% > — K (Anaphylactic reaction) (SIMQ) L. eeeeneeeeseeeeeseeeeseeeesssesesseesesesseeseseseseeens 17
27  TINEFIE (ANGIOEAEMA) (SIMQ) L oo eeee e eeee e e eeeeeeseee e seee e seeeeeeeseseseeseeseee e seee e seeeseesessenseeees 19
28 T3 AEENESREIEEE (Anticholinergic syndrome) (SMQ) 1 .. ceeceeeeeeeeeeeeseeeeeeseeseeesseeeeeeseeseeeene 21
2.9 TEABTZE (Arthritis) (SMQ) oooeeeeoooeeeeeesseeeesessssseessssssssssssssssssssssssssssssssssssssssssssssssssssssssssessssssssssssssoseessoes 23
210 TRE. /fEXEE (Asthma,/ Bronchospasm) (SIMQY) L eeeoseeeeoseeeeeseeesesseesesseseesessesesesesseens 25
211 THEE RPFEZE (Biliary diSOrders) (SIMQ) J o eeoeeeeeeeeeeeoeeeeeeseeeeeseeeesseeesseeseesessesssesessess s sess s sseesesseesesseees 27
212 TEURLUFHMTBHOIEFHEY (Breast neoplasms, malignant and unspecified) (SMQ) 31
213 THREERR (Cardiac Arrhythmias) (SIMIQY) J oo eeeeeeeeeeeeeeeeeseeeeeseeeeeseee e sseeeesesesesssesessess e sess e sseesesseesesseees 33
214 TIDASE (Cardiac TAIUIE) (SIMIQY) oo e eee e ee e ee e eee e sseseseeeee e see e ses e eeseeses e seeeneseesessesseseene 36
2.15  TiDVERAE (Cardiomyopathy) (SIMQ) J....oooeeeceeeseeceessseeeeesssssseeessssssessssssssssssssssesssssssessssssssssssssssessssssssesssnes 38
216 [HhiR#HEE R M EFEE (Central nervous system vascular disorders) (SMQ) Jeveeooreeconeeeenneene 40
217 TEMEEESE (Chronic Kidney diS€ase) (SMQ) | oo seeee e sseeeesseeeeessesessee e sees e seeesesseesesseees 44
218 THEREFEZE (Conjunctival diSOrders) (SIMQ) L eoeeeeoseeeceseeeeesseessseeseseessesessssesesesese s seseseesesseesessseseeens 48
219  TEEEE (CONVUISIONS) (SIMIQ) L oo eeeeeeeeeeeeeee e eeeessee e seee e seee e sese e seeeeeeeeeseseesesseee e seee e seeeseeseesenseeees 50
220 TTAFEFEZE (Corneal diSOrders) (SIMQ) . oeoeeeeeeeeeeeeeeeeeeeeeeeeeessssessseeseeseses e ses e seseesssesseesssssessssesseseene 52
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247
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[EBENSE (DeMENtia) (SMQ) I ooooeeeeeeeeeeeeeeeeeeeseeeeeeeeseeeeeeeseeseeeesseeeeseseese s s esse s ssesseesesesss s seene e sesseeseseesseeessenes 54
[R5 BE (Demyelination) (SIMIQY) L .vveueeooeeeeeeeeoseeeeeeeeeessseeeeseeeessseeeeeesesssseseseessessssessssssssssssessssssssssesesssssesssesessenes 57
S52EH LUV B B1S (Depression and suicide/self=injury) (SMQ) Leeeeomeeecenneeeeeenseseeresnene 60
FEMELR . IKTFH LUV BT (Drug abuse, dependence and withdrawal) (SMQ) J ... 63
MASE R EIE (Dyslipidaemia) (SMQ) [ .oo..ooecooeeeseeesseessseessssessssessssssssssssssssssssssssssssssssssssssessssessssees 67
[FEH KUV IMHE (Embolic and thrombotic events) (SMQ) 1 ... ovveeeooooeeeeeeeeeseeeeeeeeeesseeeeseeeesssseeeseeees 69
[ EE TR M4 At 2 (Eosinophilic pneumonia) (SIMQY) 1 ... eeeoceeeceseeeeeeeseeeeeeseeeeeeesseseeseseese e seseeeseessese e 72
[ RS BRIAE 1% EE (Extrapyramidal syndrome) (SIMQY) J..oveeeeoooeoeeeeeeeesseeeeeeeeesseeeeeeeseesseeeeseseessssesessenes 75
rmENRE CES. FABIUIRIAAERL)

Extravasation events (injections, infusions and implants)) (SMQ) 1 .eeeeoreeeooeeeceseeeceseeecesseeeeeseeeenee 78
[ FEREREE (Fertility disorders) (SMQ) [ .oo.mmcoecsocsoesseesssessoesssesssesssssssesssesssesssesssesssesssesssessons 80
DHIEE DIEFEMRIES LUBEEES

(Gastrointestinal nonspecific inflammation and dysfunctional conditions) (SMQ) | ....ccooeeeeeeeeenne. 82
DHIEEDZETL., BEE. HINHHULIIFAE

(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) I.....cccoooverurerrrernene. 84
[RRENERDEBESRE

(Generalised convulsive seizures following immunisation) (SMQ) ] .....cooveoironreiereesnree e seseeseseeseseens 87
THERPIFE (GlAaUCOMA) (SIMQY) I oo eeeeeeee s seeesess s eeeesse s eeeeeesse e essessssssseeesesssesssseseseenes 89
5> -/ \L—E{%EE (Guillain—Barre syndrome) (SMQ) 1 .....ccoeeeeeeoeeeeeeeeeeseeeeeeeereessseseseeeeeesssesesennes 92
& MmEEZ L5 MmEKEME (Haematopoietic cytopenias) (SMQ) L eeoeeeeeeeeeeeseeeceseeeesseeeeeee 96
FMiTENRERIRIE. BKBLVKRAETR

(Haemodynamic oedema, effusions and fluid overload) (SMQ) | ..o seee 99
AMEFEE (Haemolytic diSOrders) (SIMQ) 1 o eoreeeeseeeeeseeeeesesesesesessseeseesesssesesssesessseseseseesesssesesssens 102
[ H M (HAaemorrhages) (SIMQ) L eeeeeeeoeseeeeeeeseeeeeeesseeseeeesesesssessesssseessessssessesssssesssssssessesssssesssssssessessssseseesssnen 104
[FEEH LU HIEREE (Hearing and vestibular disorders) (SMQ) 1 .eeeeoeeeoreeeeneeeesseeeeseseeneeenn 106
THFBEZE (Hepatic diSOrdErs) (SIMQ) Lo e eeeeseee e eeeeeseesessee e ssee e seee e seesenseesseseee e sesesesssesene 108
[ENE . EEME (Hostility/aggresSsion) (SIMQY) 1 e oeeeeeeeeeeseeeeeseeesesseessseesesesssesesssesessseseseseesesssesessnens 114
(SMm¥E FERBDFEIE (Hyperglycaemia/new onset diabetes mellitus) (SMQ) J v, 116
[ BUE (HypersenSitiVIty) (SIMIQ) 1 eeereeeeeeeeeeeeseeeeseeeesessssseesessesssesesssesesesesesesessesssesesssesessseseseseesessssesssens 120
[ HLE (Hypertension) (SIMQ) L. oeseeeeeeeseeeeeesseeeeeeesesesssessesssssessessssessessssessesssssessesssseesssssssessesesseessesssneen 122
HMEF R LMSE,” SIADH (Hyponatraemia/SIADH) (SIMQ) Jeeeereeeeeeeeeeseeeeoneeeeneeeesseesesseseenesenen 125
[FRERERIET — RIGTEIE T F/E (Hypotonic—hyporesponsive episode) (SMQ) J oo, 128
I8 & 14 By 2B (Interstitial 1ung diS€aS€) (SIMQY) L ouveeeeeeeeeeeeeseeeeseeeeseeeessse e sseeseesesesesesssesese s esesesssens 131
[ M1 KB 2 (Ischaemic colitis) (SMQ) J .oovoeeeeeeeoeeeeeeeseeeeeessssseesssssssesssssssessssssssesssssssessssssssesssssooe 133
[ MM DV BB (Ischaemic heart disease) (SMQ) .. eeeeconeeeeceeeeeeeeeseeeeeessesseeesseseeesseseeeeseeseeen 135
FEHBR D RN (Lack of efficacy/effect) (SMQ) L. eeeeerieeeesssseesesssssessss s sssssssssssesessseseee 137
[RESFEE (Lacrimal disorders) (SIMQ) L e eeoeeeeeeceeseeeeeeseeeeeeeesseseeesseseeeesees s ssesssseessess e sseseseeseesssee 139
MFLEE T 2 F—3 X (Lactic acidosis) (SMQ) J cooveeoeoeeeeeeeeeeeeeeeeeeeeseeeeeeeeeessseeeeeeseessseeesesseessseeeseeseessseeee 141
[7K ERIARFEZ (Lens disorders) (SIMQY) J..cceeeeeeeoeseeeeeeeeoeeseeeeeeeeoesseeeeeseesssseeesssssssssesssessssssseesseessassseeee 143
M)7RD ARAT4— (Lipodystrophy) (SMQ) [ ....cooeeeereerseeesseeesseeesssseessssesss e ssssessssseessesess e 145
[EETEIR EE (MliGNancies) (SIMIQ) L e eeereeeeeeeeeesseeeeseeeeseesseseessessessaesessssesesesese e sesesssesssesessseseseseesessssesssens 148
FZE 1) 27 \FE (Malignant lymphomas) (SMQ) L ...eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeesseeeeseessesseeeeseeseeseseeee 151
B 86 E T BEIZEE (Myelodysplastic syndrome) (SMQ) 1 o eeeeeeereeeeeeeeesseeeeeseeeeseessesseessseeseessesnens 153
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2.98

I 4 GE (& EE (Neuroleptic malignant syndrome) (SIMQY) L e eeeeeeeeeeeeeeeeeeeeeeeeeeeee e see e seesneeen 156
I IER% 214 T H1 (Noninfectious diarrhoea) (SMQ) J.....cceeooeeeeeeeeeeeeeeeeeeesseeeeeeeeeesseesesesssesseeeesesseessseeee 159
M IERR R X 2 (Noninfectious encephalitis) (SIMQY) Lo eoeeeeeeeeeeeeeeeeeeeeeeeeeeseeeeseeee e see s ee e ee e sne e 161
M IER LM X IE .~ $&2% (Noninfectious encephalopathy/delirium) (SMQ) 1 voveeeeeeeeee e, 163
[ IER LM REIRE 2 (Noninfectious MeNingitis) (SIMQ) L eeoreeeereeeeeeeeeseeeesseseeseseessess e eseseeesessees 166
MR %2 (Ocular INFECtions) (SIMIQY) J ..o seeeeeseeessssseessssss s esesesssessseeesessenssseeee 168
TEREKEENEZE (Ocular motility diSOrders) (SIMQY) 1 oo e eeeeseeeeesseeeeesses e seee e seeeeesseesee 170
IR 28§32 [EZE (Optic nerve disorders) (SMQY) L.....coceeeooeeeeeeeeeeeseeeeeeeeeessseeeeeessesseseesesssesseeeesesssessseeee 172
IO REIREEREE (Oropharyngeal disorders) (SIMQY) | oo eeeeeeeeeee e seeeeesseeeeesees e seee e seeesesseese 174
(B IRIE (Osteonecrosis) (SIMQY) | ......ccommeeeceersieeeeseesssssssssssssssssssssssssssssssssssssssssssssssssssssssssssessssssses 177
[ BHEE B AME (Osteoporosis/osteopenia) (SIMQY) 1 oo eoeeeeeeeeeeeeeeeeeeeeeeeeeeeseee e eseceseeeen 179
BB LUERTBHOINESFEY

(Ovarian neoplasms, malignant and unspecified) (SMQY) 1 ... seeseeeseeeseeenens 182
MR & B & KU HREZFEE (Periorbital and eyelid disorders) (SMQ) I .....coooeeeroececsseeeseeessnnes 184
[ RAEME=2—0/\F—(Peripheral neuropathy) (SMQ) J........ccoommreeeoeoereeeeeeeeeesseeeeeeeeressseeeseeesessseeee 186
MEIREFH EIRDRE Y (Pregrancy and neonatal topics) (SMQY) Jueeeoneeeeoeeeeeeeeeeeseeeeseeeeesseeee 188
[HEEIREE (Premalignant diSorders) (SIMIQ) o eoeeeeeseeeeeseeeeesesesesesesssessesesssesessssessseseseseesessnesesssens 192
BN IUEFMATBHEORILIREY

(Prostate neoplasms, malignant and unspecified) (SMQY) L. seee e 196
TEEFR (Proteinuria) (SIMIQ) 1 eeeeeoeeoeeeeeeeeeeeeeeeeeeeeseeeeeeeeees e eeeessesseseeesessssssseesesssssssesesesssesssseesessensssseeees 198
AR KRG % (Pseudomembranous colitis) (SMQ) L ..eeceeeeeeeeeseeeeeeeseeeeeesseeeeeeseeeesesseseeeeseeseseenn 201
[EMHES LU EHFEMEREE  (Psychosis and psychotic disorders) (SMQ) J coeeeeeneeeoneeeeseeeenn, 203
[fifi= M0 ESE (Pulmonary hypertension) (SIMQ) . eeoeeeeeseeeeeseeeesesesesseesesseessesesesesssssessseseesesssesssssens 206
B MEEE (Renovascular disorders) (SMQ) 1 ..o eeeeeeeeesseeeeeeessesseeeeseeseeseeeeee 208
MDA Z (Respiratory failure) (SIMQ) 1 . eeeceeeeeoseeeesseeesseesesesesesesesesses s seesssesesssesessseseseseesesssesesesens 210
[HEREFEE (Retinal diSorders) (SMQY) | coveeoeeeeeeoeeeeeeeeeeeesseeeeeeeeeesseeeeeeeeeessseeeeesssessseeeeesseesseeeesesseessseeee 212
12 SRR HEIE (Retroperitoneal fibrosis) (SIMQY) 1 e oeeeeseeeceseeeeseeeesseesssessesesesesssssesese s esesesesesssens 213
ME BT RREREE .~ 34 7 Y F— (Rhabdomyolysis/Myopathy) (SMQ) J..ceeeeeemreeeeeeneeeecenseseeeeeneesereenn 215
[ERIEFEE (Scleral diSOrders) (SIMQ) L. eeoeeeeeeeoeeeeeeeesseeeeeeseeseeessessesesees s ssesssseesesseseesseseseeeseesseeeen 217
' EJE R [§ 8I4E A (Severe cutaneous adverse reactions) (SMQ) J......ooooooeveeeoooeeceeeeeeseeeeeeeeeeesse 220
[3/339%7 (SNOCK) (SIMQY) Lot eee e eseeeeeeessees e ese e s seese e eseee s seese s sees s s s ess s s ees s sseseseeeseesseee 222
TEMSLUEHTHEOREHREY (Skin neoplasms, malignant and unspecified) (SMQ) 1..226
2 5MI)T<h,—T X (Systemic lupus erythematosus) (SMQ) L. eorreeeeeoseeeeesseseeeesseeeeneenn 228
MREHIVIRE[EE (Taste and smell disorders) (SMQ) I ...o.ooeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeeeeeessseeee 232
[BEEEHS LU EHTEE (Tendinopathies and ligament disorders) (SMQ) 1 oo 234
[ 42 P EFAR 2 (Thrombophlebitis) (SIMIQ) J .o ssses s sessessenees 236
[ ER AR HEHEPEE (Thyroid dysfUuNCtion) (SIMIQ) L eeemeeeeeeeeeeeeeeeeseeeeseeeeseeesessee s ssseseesesesesessseseseseesesssesessnens 237
NMLY—K K AR7UR/QT EE (Torsade de pointes/QT prolongation) (SMQ) J ... 240
RIS M E 4% & (Tubulointerstitial diseases) (SMQ) J ..o 242
lFEE AR IRSE(ZEE (Tumour lysis SYNdrome) (SMQ) L oo eeeeseeeeeseeeeesseeseeseee e sesesesseesee 245
EMSLVEMTHOFE IREHEY

(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) | c..vovorceoreeoreeereeenenn. 247
[ EE R (VASCUIIIS) (SIMQ) L oveeeeeeeeeeeeeeeeeeseeeeeeeseeeeeeessees oo eseeesseessess e eseessseseese e sees s e ssess e essse s sseseseeeseens e 249
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B4 0D SMQ(BAXRELIFOR+EIE)

SMQ EF4 SMQ Z&FEA FR H

AN ORI AR O 75 IV A Llﬁggiiﬁgg fallopian tube neoplasms, malignant and 247
T 35 L OVGERIAS B D BTS2 IR A2 4 Prostate neoplasms, malignant and unspecified 196
MBI UEEMARHOILER LY Breast neoplasms, malignant and unspecified 31
MBI OGEH AR O R E#H 47 Skin neoplasms, malignant and unspecified 226
B L OGEHEAR B O IR A9 Ovarian neoplasms, malignant and unspecified 182
MR Malignancies 148
FEMESE (A Neuroleptic malignant syndrome 156
PR oS JE Malignant lymphomas 151
TF74T7% > — Kt Anaphylactic reaction 17
IDRBLUAHR B Depression and suicide/self-injury 60
R R RIE /XA /T — Rhabdomyolysis/Myopathy 215
£ Corneal disorders 52
WA ERE Hypersensitivity 120
AR 75 8] P 8 L VIR B e 2 Periorbital and eyelid disorders 184
ARGy Ocular Infections 168
AR BB Ocular motility disorders 170
F M it % R Interstitial lung disease 131
JHFpEE Hepatic disorders 108
BRI Arthritis 23
TARENE R 2% Pseudomembranous colitis 201
AMEEAE Acute renal failure 14
EMEER Acute pancreatitis 12
VP AR R 0 Acute central respiratory depression 10
GG Scleral disorders 217
o I P R £ Ischaemic heart disease 135
JR 1 PE R 2% Ischaemic colitis 133
¥ N —IEERE Guillain-Barre syndrome 92
A ERHRAR T — RS AR TR AE Hypotonic-hyporesponsive episode 128
RE A Convulsions 50
1A % Vasculitis 249
LA AR (B T A X OMA 2B r) E:(;rlg\é?;)atlon events (injections, infusions and 78
IR Angioedema 19

MATENRERTRAIE, EKBL OB AR | Haemodynamic oedema, effusions and fluid overload 99
AR MR R Thrombophlebitis 236
il ML Conjunctival disorders 48
= SAN L. Tendinopathies and ligament disorders 234
RO K Lack of efficacy/effect 137
1 JPAE M B e Oropharyngeal disorders 174
& I Hypertension 122
e MU B8 PRI D FEIE Hyperglycaemia/new onset diabetes mellitus 116
) AEENPEIE e Anticholinergic syndrome 21
B e BR AR fii 7% Eosinophilic pneumonia 72
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SMQ 44 Fi SMQ JEEE4 PR
SPN e Thyroid dysfunction 237
% R RS Retroperitoneal fibrosis 213
IR AN 4 Respiratory failure 210
BHEEE Osteonecrosis 177
BALRRIE B E Osteoporosis/osteopenia 179
BRI OE B Myelodysplastic syndrome 153
T B IUHEE Accidents and injuries 8
JIEE S H Dyslipidaemia 67
A peR e Optic nerve disorders 172
HE B RIE Severe cutaneous adverse reactions 220
HA i Haemorrhages 104
RIS HA S0 e i Tumour lysis syndrome 245
WA DT L. . b By N oGt?ssttrrl?clgfr?tmal perforation, ulceration, haemorrhage or 84
GOt Rt s EOWEp | CoSUoesinal nonspecifc nfammaion and w
vavJ Shock 222
LA E Cardiomyopathy 38
P I Renovascular disorders 208
DARA Cardiac failure 36
TR i A Lens disorders 143
PEARSN BRIE T Extrapyramidal syndrome 75
SR RefE Fertility disorders 80
TR 3 L OB MR PR Psychosis and psychotic disorders 203
[IEERINGE Premalignant disorders 192
T T v —T A Systemic lupus erythematosus 228
RS S Asthma_“Bronchospasm 25
T 1. PR 2 B i Bk e b i Haematopoietic cytopenias 96
FER B I ONAR Embolic and thrombotic events 69
it fi Demyelination 57
GERE A = Biliary disorders 27
EEPS Proteinuria 198
FRRX PR R R I A R Central nervous system vascular disorders 40
HETE 3 JORIRERE Hearing and vestibular disorders 106
KT N AffE SIADH Hyponatraemia/SIADH 125
(=€ i Hostility/aggression 114
MY —K K RA7U8/QT it & Torsade de pointes/QT prolongation 240
FLEET VR — A Lactic acidosis 141
IARE AR DI 7 Pregnancy and neonatal topics 188
FREE Dementia 54
SR A A [ M R Tubulointerstitial diseases 242
Fiti v ifnJ 55 Pulmonary hypertension 206
FERYLME T Noninfectious diarrhoea 159
R BB 2% Noninfectious meningitis 166
FESE G I Noninfectious encephalitis 161
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SMQ 44 Fi SMQ JEEE4 PR
IR RGIE FE % Noninfectious encephalopathy/delirium 163
AHENR Cardiac Arrhythmias 33
18 1 B g Chronic Kidney disease 44
R =2 —m /3 — Peripheral neuropathy 186
R 36 L OMR T e Taste and smell disorders 232
HEHERT BT Agranulocytosis 16
S LS 14 0D A By AR A Generalised convulsive seizures following immunisation 87
HHE B e 7 Retinal disorders 212
TEWELT | ARAF B L OB Drug abuse, dependence and withdrawal 63
T I e Haemolytic disorders 102
URARE T f— Lipodystrophy 145
TR R Glaucoma 89
TR Lacrimal disorders 139

JMO #:TSMQ F5|FE ) TD SMQ DEFIIE SMQ FiEA4FRDT V7 7 Xy METH D, H ARGEFHHEL
TT 7 EATHFED— 2L CHTHIED A AGE H kE #2520 CTRIATRITIEENTH

%, 2O BAFEHKIZL UL 1 0 SMQ (lnactive”® SMQ (1B DA THERL L TRV, 4Dk
BTSN TS (SMQ) /(SMQ)ITEIEL TV D,
N—Va 181 FTIIIV—AESNZL~UL 1 O SMQ 1 98 T, 7 SMQ 2 & HL AR 214
T 5, SMQ ([ZHTHEMEKT5I121E MedDRAN OF7 0% —WE A THS (T4

@ MedDRA/J 158> —/LCld SMQ DREJEHEIE LFETE RO IRD H 73 [HE) o

%72, IMO @ Website (I B ~DOBHMHE | - [FFXa AR AT7F)—]) 12 SMQ O il
TR REZBHL TVDHOT SMQ DFED B E ISV,
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FAN) o % D SMQITE EID PT DYAR (A AGE
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LM, MEICIVBREN-, —E8D SMQ TIX T3 E P THIHEIIBRAHEREL TD

SE D5,
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HFE~DEE

ARTFF|FE MedDRA FFEHER R (SMQ) 1L, Je3h CIERESILTIY, MedDRA D IGERCZ D/N—T=
NTHKHELTZEA O SMQ EFLIZEH 2282 HANEL TD, 2L, €410 MedDRA VY — A fi;
IZEENTEY, 2, VAR —FCEILHEST MedDRA DU =7 YA EOYR—ILES—TTT 7L
ATED, FRERDIFNIZ, MedDRA FEHERR K (SMQ) 1L, D FEEMAMERS L TEY, TNE
> MedDRA OFIFRIRD/N—2ar DI —AIZEFINTND,

IMO 7 ERRIFSEFERICAT RSN TS IERLZ IR L2 DO TH 523, SMQ % H KGR MedDRA
(MedDRA/J) |23 35 Z L& HIFRL TV AE DO TldZev, SMQ DBIFEEZILIEFE/R D
MedDRA Zf L, 7>, 53 MedDRA Ta—R LS /=7 —ZIZ SV TESh=2
LE LT RBLTHS,

SMQ 1L, TRTOEZMRIE 70 &M E D=L TRV O TR E SNV, F72, 7%
T?D SMQ 1% MedDRA DI/ —Ta ORI R &5 1T 5D T, SMQ DX, FEEEZ AT
SNDHTENDS,

B F T2 — Y —12Eo> T SMQ O HFEHEE ITE ENINZ DN TGE . EAUTHITO"SMQ LI
SZENTEARN, fUbIC "SMQIZHESEIE MedDRA M FE A LIESRETH D, VWWIVRDIRILTF
ThoTh, HOMMOIGFED=— X ZIVBEINT /) —%, ZTORRERE L-T'SMQ" EFESZEN
TER,

2D MedDRA m—H =M 32354 ICH DMEFET 5 SMQ SRR 2N Z LA HE(R 9 D728
ToD, IBTERINT ICH 23MRFET D SMQ LIR[FIT 2 rIREME R | FHAk CHEE L 7o/ =) —ITfEE D
REBAE T DZRITFFRS NS,

ARFFIEFRIC, B[ 72— T 7 AN Z5 AL T\ 5, SMQ BR¥E W], BIFRRTT AL 74— Ry 0%
o121, D MedDRA OZKIFIHFE ~etSiu CWOEREIA G & 7 =— X1 JEFRL
TV, 2006 4 7 HORi T, [7=2—X 1 JIZBE RS,

ARILEIZEOT=THAOFI R, fHx D SMQ DEBYANBIOMOFE FZ A A/3— 7
D E-SNTND, O DOT 27 A MNIBEICHI A TERW, HHWITE RSN TND ATBEENHH D3,
JEE e BR G W CIRBIO FEINHE SN TODZEITH ESZV,

SMQ F313#E MedDRA A— =3 181K 201549 H (JMO)
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1. [ICHIZ

1.1 MedDRA RERRXDESR

MedDRA #E % %5 (Standardised MedDRA Queries:SMQ) 1%, H2 E RS- EFHRREEET-
IR L OHLEICEE TS MedDRA HIEED S L—7"TC, il E LA (Preferred Term:PT) L
VTR S D, SMQ @ H I, BEE32 ATRENE DB D E BIE B 22 S 1EHAS DR E SR TR E BT D
ZLIZHD, EENDMFEIL, ek, SEIR, W SEBRE, SIRFTA, BRRA T —& 2O E T
HIRRAE T — 72 EIZBHE 5, SMQ (RS 15 T ERE (Lowest Level Terms: LLT) & SMQ TfE 4
L PTIZV 7T DHDODHRTHY, o> LLT 133~ TERit b,
12 HE

SMQ /Z, MedDRA =—H—DM TR ENET — X DREE LR TR AR T DIEUEY — L DB TR
RS NDINTIR ST ZEIBELTZB D THD, M 417H5 MedDRA (ZH T Rl 717 =) — (Special
Search Categories:SSC)# HFITFELIL TV 7223, MedDRA 23 35 o0 BILR A [ (Bl %’uﬁk‘i()“
RS SR £ 2 ) CHUAE R S-S B 20— I DO BSR40 7= O TIRARW C ik i
72o ZNES 1T, MedDRA [E BSHERFE FEF%ES (Maintenance and Support Services Organization:
MSSO) iZ. 2002 4 ¥J5HIZ MAG (MedDRA Analytical Groupings) DBIFEICHE FL7=, MAG 1Tx5L
T HIE FHPRAE 72 12 BE DB BEE 55 MedDRA D Db HFEE L~V D HIEE (72721, —%IZ LLT
1EBRS) T, WO FEZIT AR TO SOC IZE T HHEEOESIREERIIL, YikE AR REE- 130
EIRI AR DG, FER, AR L, BRRR AT —% ., TOMOABFHRAET —%, BLOBEETS
HERBREREE T bo LI,

MSSO (255 MAG DB%E % T-LIEIZRIFFSIZ, CIOMS (Council for International Organizations of
Medical Sciences: [E|FREE 2 A Hi#ES) 13, MedDRA T —F (L 7 SNT-T —Z okt B L LT Fifll
T — TN =T D BRI S720 M B OF G LT, £ D27 —7{kid Standardised
Search Queries (SSQ) EFEEALT=, MAG & SSQ DI AT AWZEHD THEHEIL TRY, WIho B
%, MedDRA FI I ORI — /L EL TCOER A2 T ZLIZH D LITH LN Th o7, 20720
CIOMS & MSSO i, CIOMS V—%2 77 /L —7 (CIOMS-WG) & MSSO 23 4E [/ Ty — /LB %
FTHZENZ—PF — Lo TORKDOFE THHENI M TEE L, HFETHRETLENIZENLIAH
MAG£TSSQIDE AR | ZOEHET L —T 1T LW a5 952825 E LT, 200345 A
LLFE, CIOMS-WG & MSSO 03t A i R # 13, MedDRA 15 #E £ 5% :U (Standardised MedDRA
Queries : SMQ) EFEIX D EH T/ ~7-, 2003 4 11 H . ICH MedDRA & % B4 (MedDRA
Management Board) (ZZ D #:FEI1EZEAE KL, SMQ DB D=2 ICH 7' utv A& 452 LAk
ELTZ,

CIOMS-WG [3# %o =3 5L 24 7 ERRI 33 MSSO, JIMO (Japanese Maintenance

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

Organization: H ASHERFE FRFEED) . WHO (World Health Organization : A AR EEFERS) 35 L O A,
OHED _E#EFF (Senior Scientist) THERR STV,

1.3 SMQ MRS

SMQ BHZE D) B i D & S BT DA & 72 DB O FHIRE R E 52818 o7, 100 <D AlHE
PEDOBHDHNE 7 DBEANHEES =, CIOMS-WG [3Z D% HE DY AN R L, BAFOEICIENL 2 5%
EL TS, ZNEND SMQ DAL CIOMS-WG 42 8 Takfll, AR 281, RS i=% 7 F—
LCRRIEENED LD,

AFHEIZIE, A= a0 0 MedDRA E3ETHEAEESND SMQ DEF ., 15 /TR, S
TWL5GEIRREBESLT VIV X LRFERINTND, ZOBEHRDO LT, EL LSz SMQ
CIOMS-WG 73MERLL7 TR URL JWF T m— R TELHFEMSC T HIRL Tha,
https://www.meddra.org/software-packages
— A7 SMQ DOBIRBLOMEH O FiEim T 7 m—F1%, [Development and Rational Use of
Standardised MedDRA Queries (SMQs) : Retrieving Adverse Drug Reactions with MedDRA | &L
T CIOMS [Z&h RS,

ZELUMEFERIZ OV T, CIOMS Dik— 43— (http://www.cioms.ch/) & RSz,

JMO 71 :CIOMS DO FI17#1% TDevelopment and Rational Use of Standardised MedDRA Queries
(SMQs) | THD, ZOTHATIL CIOMS 2Bl A TED, Eiz, HAGERFARIZIMO 2>H A
FA[RETH 5,

F7-. MSSO it 5E % D SMQ DFEA b3z CIOMS-WG ERSCE T CIOMS 4
YA LELLTIMO D Website (£ B ~DBIHE : RF 2 A N T A7 T —) IS EfS Af
BETH S (FED MSSO D Website ~D7 7 213 MSSO D —H—ID 734 EE)

1.4 SMQ ABELLTERESNT=ZEZA

SMQ [XFFEDH FHRCHMNRTR (D BERAEE 2 OB FHIS T M0 CRER 72 FEE
TUFIERF R TROHEMNRBELTZHEZ V—T7Ths, % SMQ I E#ZHETLIHEOEA THD
M, ZOMIZ, — DL EDT =T NS0 HFEOM A G LR EINE T2 FEN Db 0bHD
(MLA4LT7NVFVRLMFEIZ ) . ZNDDZARZRAEITTHN T 27285 SMQIE FREIZIE R 5157234 F
LR AR S TND,

1.4.1 Pk (Narrow) /KR35 (Broad) D RA=2—7(Scope)

ZOEZFHE, 22— —=DRLOXRERSTORIEA R T AT REMEA MRS TRV EFI Ok H & 22 e
T256 (k) & FTRENED & 2T~ TORERF] (B2 53R R TIEE A & F T B BRI E iR
SNDREBIL E END) O H AL EET 256 (A IR T 200 ThD, ZD7=w, Uik #5R

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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RO THE B BN — 7, T R I IR | S5, (I SRS, THR 3
S LRI B S E T, BB R R 2 e B0,

_\
Narrow Narrow Scope
Search Terms
. Broad
Search
Broad Scope
Terms
-/

X 1-1 PR IR EILIRAR TR

1.4.2 7VIVR 2M1HR
eI, NIRRT Z T, T ATV R L% LI RER DS AT 6EZ: SMQ bd D, TR E H 55

flix OV T AT AV—IZX 3L TEDOMAGDOE TR T 26D T, HARDIRBIRRE 7 — LT
S RETDIEF DR EE IV ET DD THD, TR LRI IE TR 2R E T RD
FED | FTo, KBRS TIVRIAATER B TED, A5 TR (SMQ) | T, Bl
MFEMFEIZ SO 7T — 27 V—TbSivd, 173V —B IR EEDO HFEVANTHY, h7a
U—C 138 Ltk D FHFEV AN TH D, TEAMEFER (SMQ) JIZHIT 27 VTV A LTI, T 25150
JEGNZ, 7TV —A k) FHRED D7t —2D HFERa—T 0 7 ENTER], FiE, h7F)—
BDHEED Ve Eb— DD HGEENT A —C DRHFED VI EL—DOREOWERT—T 4 7 SH
TREBIEEFRL TS,

FrED SMQ ZHWTCRLOBDIEF DMER % A REIC T H720121%, 7/VIV R LD T ARETH
%o TNAANALOM AN RO HEE ZONDLD0L, IR REE AW 3R T ORI THRISND
BETHD, T7hbb, T/ATVRXAIELOHDIER %2 FAEE TR T HMLEMELHS TN TE
60

1.4.3 7V — (T VIV R AKX Sy)
TNFYRLEFFO IR E I SMQ Tl JAIKDOMERFEN T 2 D7) — TSN T,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ERSNIALAEETHATES, 7TVAVRLEZFEL TS SMQ Tl BIROMRBHGEIL, T I T
I —ATHY, BEREETFIC/RE, B, C, D, 773V —Th s, FlxiE, 2R (S
MQ) | Tl KD FRFEN — oD AT IV —I27 —FEN TS, BTV —B LR D
RFEVARNTHY, B7 2 —C [T EIER D FHFEVANTH D, [BMERER (SMQ) 1123127 VYR
LTI, BLOBHLIERFNZ, 7TV —ABI) D HFEDO—DNa—7F 1 7 SHVIER]  EI2iX, 7=
J—B ODHFED— 2B LA TAV—C ODHFED — 233 —T 4 7 SNTIERFI L EHRSND,

1.4.4 V=AM HAFEDOER)

SMQ HFEDY =~k (SMQ term weight) (£ 7 /L TV X LEHIZHOGILD, HFEOT = ANIT VYA
LERALIZBROA AT TV —DREMEEZ R L T0D, FlziE, TE2H )7 ~h—7 A (SMQ) JIZH %
B REEL. RO FFETHH ATV —A, BLOLIEO HFEIHTIV—B 5 | ETCONHODH T
V=2 N—T LS TND, INRDE 7TV —121E 1 05 3 FTOT A MRED Y THNTWD, T2
HET) T~ =T A (SMQ) HZBIFET NVTVR LEFA LIRS R T, 5532 fEL0H5)
JEGNL, 7TV —A G O HFERT—T 4 T INTIER], BEON, R REN T —T 4> 7 E T
DYETX, BT AV =0 A M FEILT, 6 UL RERDGE OIERIL ERIND,

1.4.5 BEEREE

—H80> SMQ TH, BIEY%— 0> =) —% MedDRA I KOG 5 I L7 i PR 245>
THASLTHIL TN D, ZHBIE, —2LL Lo FRZO SMQ MfLA At TLD AR 70 SMQ %
FERL T, —HORRR SMQ BT, T SMQ (V7 SMQ) Dz A 5 LU el
fEBID K3 D20, FEED FIFRIE, BEEHIGEZ RS SMQ DDV SMQ HIZ R LA —7 (Hlik
EIIE) P ESNTRESNTOSI LD,

ZOMERBIZE) =P — TR WM E 5D, FlZIL, 2— =X, T —F_XR—2ANDFREEFIHRDLE
JEB TR 572012, SMQ w7 DB (f1]: X THH~7 SMQ & Te[iffEE (SMQ) | 421K)
ERHTHIENTED, iz, 22— =%, FEE (SMQ) 1056, —2DH% 7 SMQ D& (fil: 7
SMQ MR EHD TR (SMQ) 1 2RI 222N THLW L, HDNEL—HF —D=—XIZJ&
U, BEANOEEDOYT SMQ DFAGHEEFATHIL4BINL TH LW,

1.4.6 PT/LLT

SMQ_Content 77 AL @O Tk PT(Term_level=4) 1X LLT (Term_level=5) L E&L T2, Fil A
FIXT — 2B PT LUV TERBSN CODDR5 PT OAEFIAL THRE Ll § 255, 7 —HX28 LLT
UL TERBINTOSEATE SMQ_Content 77/ /L® PT & LLT Ol J5 Z2F]H L Tz a £l 454
ENRDD, 7725, T_TO PT X LLT L CHIFIET D0 TH D,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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1.4.7 FEEDRAT—H R
% SMQ BIWEEIND PT/LLT IZIFAT —X AN G- TnD, AT —H AT Active”H D\
I¥"Inactive” TH D,
“Active’72 SMQ 1 MSSO (ZLD AT F U ASITWAE DT, “Inactive’7: SMQ 1HfcAT &5 SMQ D
ASCIl 77 AW — 2DV —ARUTITE FNDHD, B S TIIA T U ARSI TN D ThHD,
R ICH IR TRWEENTD BITEDB X LB DIRNWESNTD RICHLLENRH D ESNT-HEA .
SMQ (F"Inactive” SN A RIREMEN B D,
SMQ 2 &SNS PT BEO LLT iEInactive”Eiu T ACH 77 AV BHIBRESILT I > T
%, "Inactive” L SNHDIE FRED LR RO TH S,
PT 23 Inactive” SN A D1, FIEW TH 76550 NE SMQ ORERKEEFE Cadle~T- 86 (i
WE S BRANEENE TSNS 6 e E)
LLT @ PT U 73 EES L, FHIZU 7 L7 PT 23 SMQ OREALEE R TG4
SMQ ZHI L= & Elii 3588 13 Inactive’® PT/LLT ZMBENOERNTHZLNMETH D,

JMO F:IMO OF 277 (MedDRA/J Bowser v.4.0.x) BLE AT A7 79 —ClX Inactive””2
PT/LLT 13 RS20, "Inacitve”® PT/LLT (2B AIF @A LB A% ASCI 77 AL
ERIHLCHERT DL,

1.5 BREROEBERREROTAICETSER
1.4.1—1.45 OHF TSI TND SMQ D% FF DKL, SMQ D ER FH i1 L O L7 i 57
FERIC B A 525, LLTIZ SMQ ORFEEMEIZETHW L2047 a3 5,

1.5.1 £HRE3 MR L C SMQ ZRRIHEHT5

I E IR R 7TV R LR, B ES) SMQ OEREIT SMQ A A L7 i 385 RO R
PEAIINSED, HDONET /AR FERE D SEDEVHZETHRER ROMEZ R LS5 8% BB
LTS, ZNHDOMEREDOFI LR THY, FIHE XL/ RE2HE LT SMQ @ MedDRA H
FEVANERIH T HIENAHETH D,

1.5.2 RESNT-HREL LT SMQ ZRRICHEH TS

1.5.2.1 PRIBARRLIIRIRFR
AR I E LT DR RIS U T, FRROWT Ma E T 5203 AIRE TH D,
TEBIRR R O e AL DR R DT D I IR R - PRI 58 H R D A2 i s/ (A 975
HDHNZ
iE 51 A5 58 0D P e 1 8D DA SR D T D AT SR IS 3% - el 5% F 8 & LS Ielod 5% FHRE O il 7 A f 3%
(Rt 25 b I

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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5y D SMQ ITSIBAR 77 & J AR 2R O i 5 D FAFEZ £ o TODDY, W<D030D SMQ TIEg 5% F &R
DI, BDHNTIRIEAR R FHFED A TR S AL TND, ZAUE, SMQ DRREERS FlZ FRLD KO 705 % b
25
PR 3R R L ORISR R HFEDO M 52> TD SMQ : Sl i 525k L & IR el b 32 6 13
F72 %, IRIAR SR ORE FAIIPIHAR IR OFE RSB FNDDBZNLINT LB R HFE TREIN
TN E T,
Peghg s FIFED A CHRERLS IV TN D SMQ : JAIER 38 Dif R &Pl 3R Ot Rl IBINSNDIA
IR IR O RNIRNZ0D | [7]— 725,
JEISHR SR FHEE D 7 CTHERLS AL TV D SMQ - BRI 51 T 5= I FE 3 2 bl & LTy
BRIV (AID, 0 SEFIL72D) o INIBAR SR O B DRk ROFEGIZAGHZ LN TED,

1.5.2.2 TLAIVALZRHLI- R
TNAVZLZ LT SMQ 1T, JRR SR HFEOFI I DR /A X | b S La HIC
REFSILTCWD, TXTD SMQ BT NIV RLEZH L TWARTIZZRW, T/VIYR LR ESILTND
SMQ ~DIEBEFIHLL T, TNEND T /LAY ZLHE & (272> TNBDTT LY X LOF] IR
MNZES T DUERDHLENIZEND T HILD, FEHIC DN TIT ATV XL ESAL TS SMQ 1
XTIV RL NGB ar ZRR T CRRIRL TODO T, FIRICH T~ TUIS BT 5L,

1.5.2.3 BEBELRAL-BRER
PE @IS 24D SMQ DIEEAE TR, EALITALE T2 SMQ EFRIERICY 7 SMQ Z ML L 72 i R A&

LRI 520N TE5, FIME T EAIBSEH DT FARE OV bR 5288 TE, LD
Ry 7 DUNE FALO RN 27 BT 5T X TORGEZED HIENTED, LnLRi D, FrE DM E
&2 FFD SMQ TIEFER 38 L IR R DKy U CHEE SR E SV TUD72E | AL SMQ 23l A
PEAFF S TREFSIL TV DG E D HLD THEEDNME ThHD, ZHLTFHEDHH SMQ % FtllmrnTd,

MEE R FEE (SMQ) |

IREENR (SMQ) |

B LR (SMQ) |

MHREE (SMQ) |
LT B OBEEREE SMQ % E DIDNTEABHLWITIFIHTHRENITONTIE, 3% 4D SMQ Dt
WANEESZRT DL,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2. @4 ®D SMQ
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.1 T[ZE#HELVIELL (Accidents and injuries) (SMQ) ]
(2007 & 9 AIEERVY—X)

211 B

VS8 SI I IRl SRt e AR N S SEN O 2L )

—  RRZ, W IAT ORISR O BESR

— R IEERINCAAVRT THLD, Mg R A A 2 B

—  EEFIZBITHERENCEE T O T HOFEDEI (R U7 BV T T TV UH,
BILOHOSHPE) IZEMDOI AT 7 77 2 — LS TN5,

- FHICIDBEEDOI AT LN VT BE U EORFHIIRBWTH, YA DR, Rl
ZBGS NI BE IZRBWTH DL RS,

[#it% (Accident) |1E T FHHEIFIH AT E KA TIEARW A, LIZLIE T 2280 kD A8, FEE.

FIEN2E BV THRIBIC DR DA XU b, HDHWOIE, IR ORE T IZB W TR ISRk~

M EEFRSND,

PSR SO B CLE, FRE RS (injury) JIXFER (LR R B A A 5,

— K SMQ ®HMTIL, bolB ES, J72bb, [HBIET S (toinjure) 11X, TAIET 5, BT
DD ET S (wound, hurt or harm) |z 4,

—  ASMQDMEHEIL, [RFHHYHE L (metabolic injury) (toxicity, etc: #ElE72E) | 2B KT 5HDT
37K MR Bk R ITERE OFEREL TOME A2 ADME AR 2B EH D\ T
2B AbDTHDE RHOEES ),

2.1.2 Q5 /RN ENE

(=

— EFRICEHETLIHEE. T70bb, Fik, 85, L, SME., i, &4, A5, R, MR
Rk

—  PTIAIE (Wound) | T, PTTANERYL (Wound Infection) | D XH7cAED A OHE FH EE T30
FGE

—  PT Tt (Snake bite) | B8O ZFo @iy, AN XAWAE (8 R8I L 2WHE . filts4
Fi<)

— BE#EITHIHEY ) HEE () PTTIRAN 24 (Foreign body in eye) |) T, PTTHR ™ 52 ¥
(Foreign body sensation in eyes) | D X2 B FHFE T3V HEE

— SMBICBE SO T O T ARE, 722X, PT84 T4 (Limb reattachment
surgery) |

Bt

- FBIOBEEOVRAT 7772 — 12379 2 H5E (F]: PTI22 5 A kAR (Sudden onset of
sleep) |

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— R R IO LD F s L ORI B9 A EE (1 PT T BRI L D iR 5
(Pulmonary radiation injury) )

—  BRHLIVTEICL DA IHEZD O HGE

—  AEVEEEYME D7D HFE (B PT TGS Ef#E (lliotibial band syndrome) |)

— HBEICOWTOMBSRERIREO R R HRE (B : PTIE (LR 28 (Myositis ossificans) |, PT
[Edim (Eschar) 1)

—  HiREOBE B I OHHE DTS O GE

— oy iiReAMET B9 2 HIEE (B PTT S PEHI MR (5 (Perinatal brain damage) 1) : Z0 HFEIE,
SEREOREAIHELE T

—  BEATHOOORGE B PTG E O H 51T 4 (Intentional self-injury) 1)

— BB, ERMEG., EmER S, (PT84 (Drug prescribing error) |, PTIE J5ME
1% (latrogenic injury) 1) \ZB99-% HzE

—  JUSRBEEFE B LOVERHCEI T2 HEE (B PTI & EFF (Child abuse) J) .

—  [HRWERE O HGE B PTIHHiE Y522 (Removal of foreign body from external ear) |)

1 BE, <0 MedDRA @ PT (#1]: PTTJE3E8 {5 (Gallbladder injury) |) 1%, SOCTHEE | h3Ek
FOWVEAOHE ) O T EEE, THEE 1 SOC O AL T2V 7 &, RS, SMED
Ml NFEDLINCEN TS, /- T, 20D SMQ ZFIH L TERFIMR R %2 I+ 5812132
ERBMEENE EN QDY) ICHEEEE T,

o — 3, LLT TS5l Pl £/ 1Rt o o JE R BIC Lo i D #E 2k (Loss of teeth due to
accident, extraction, or local periodontal disease) |, LLT I M& 4% 5. (Injury asphyxiation) |
BIOLLT %A% 22 (Accidental needle stick) | 23— (27 SIZEGIZ & T XOICHD
ERMETHD, 2O LLT BV 7325 PTITBIEDOLZAAR SMQ IZE N TV, ZOH
FHIEA SMQ DO GIEBI AR R LD,

2.1.3 REDOEERBEFEROFHICETHER
Ml LOMERME (SMQ) 138 3R L IR SR 20 2. CUD, 7Rl 1.5.2.1 #2352k,

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

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)

9



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.2 T2l NHl (Acute central respiratory depression) (SMQ) |
(2007 & 9 AIEERVY—X)

221 B

SRR PR B X AR R O— T EE T D,

IR AR A TR R AR BR LR & DA AAZ D = L TEHRSNLD,

—  AKEA R MIEZ 5| EE 2 Ml T A HRO [

—  BRERATAMSEZ 5| EH T T ABE OB

i LU CORERNET SR — L R RER P O I T Reic KBRS,

—  REOSE BRI, EEIEK S JOEEIMEIC LT

— RO SRR, TV —)L | BHER NI $ JOVEUR M 0 it U< VR A R AU A
B2 Eo HEERR FRF NI 53 DR I - T

SWEIREE R MAE L, D ASEAR, FiEZ 5| 25, AR <, il Xz

%

BAMEEREETAMIE L, FRUERE SIS TIERnHD,

— MR AL B X OEER D E LOEEELB L O va— s AZBIDE T

— MM PERR R KON CSF EHE N

—  FRMLAE . EERERE (I AR ED RO M N . S A O PEER . DAIMAREDAR T ST A
IfAGE | AR EAE | DA A B =35

HOARPEREI M, e U CRAFTA R H DV I IHEIRRE ML 2BV CTR 25,

—  REHT AV O MEAR S SRR X, AP AR DR () HDWITRIEPAZEIC L > TH &k
SNDTENDS,

— R PEREAR BRI E (CSA) I, 2O T3V —RHD,

- B BREEN S DR T DV NI EE S DR T 245 i Bl 1 A MAE , JRIA & LTl B faigE |
e, 7— R <X T VIO X7 PHGHE R DD,

- PSRN ) 23 TUHEL TUND A, MR 6 1 TR 5 L OVE M IR 2 1 o TN B IR T
BT IRBE AT AMAE, F = —2 « AN—7 ZRER L, Z D T RE D A 1 AR R S - 7
DISETE T D, JRRELTE, DA, @R, B, R ERERBZ2LND, (Fo—1-
AN—=Z AR, T HIBEOFERINHNIC RO D ThH D) .

o

222 wa/BRoVERE
e
—  RERSRICE FND HLT IR AT AR X O p HAR A | O A FEO L1225 (abnormal) | &
W) FEEE BT M A FHRE
— PERRICEEN TS PTIIER R4 (Respiratory failures) |00 5572 R4 T aHERY |

E
G=]

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

— JREBRBICEEN TS PTIFE T > R —3 % (Respiratory acidosis) | D X572 Z D fthod
[ElFE) | FRE

—  CHTAERGE RS HEE (B PTUF A Ve #0ii (Neonatal respiratory depression) |)

—  RERRRICE D PTIFE{E 1L (Respiratory arrest) |, PTILLJifif% 11 (Cardio-respiratory
arrest) | O IO 7 ER B X O EZ R T HE. ZIOIZIERV ) —RRIOT ANMIEBW T /A X]
WZ2RDTEMD RSV TUE,

R4k

—  TIEH (normal) |&W) HEEZ S Te PT (15 : PTI ML 7 A 1E % (Blood gases normal) |

—  [EffiFEMORWEE (B PTIPO2(PO2) |, PTI Zf##{kjx 5% (Carbon dioxide) |)

—  EWPFEINEODDIVFERE RS PT, 722X, PTLLEMER B (Cardiac asthma) |65 &
PTIE w77 o7 EWRE (Pickwickian syndrome) |

—  PTIRZ (Anxiety) |, <D /A X &Mk T D120

—  RMENRILIE (Peripheral arterial vasodilatation) . 70 I 45 34 (Central vasoconstriction)
BLOYHZKNE (Pulmonary edema) D KO 7ZRRENMET S R — R/ ARACBE L7 FE e B AIE
BTN

— i (Respiratory depression) DR, <D /AR | &z 4572

VE - Ak AR MEREE ] (SMQ) H D FAZE A 7= 727 AN 2 H 5% 8 —50 18.0 THETLZ, A
P FFARME R 30 (SMQ) IZBE T2/ 1l D7 AME, MedDRA /N—zr 10.1 THEfSiv, 18k
FBIROFEHRPEDO M 7 DO JFEICBI T2 HGEE B AR SMQ DAT—TF % KT DLV A OHEAED
TANME FET AR BEAF O B AR MR ANE] (SMQ) @ PT Z AV CHEmS4L, FIThAFEF DX
0 IR RER A4 (SMQ) DFTRIHRE PT Oty b HWTEBSIL-, T AMEROFRFHILY,
AN ORERRI TR L 7272572, SMQ DR FNENBUD LIz LRI SNT=7=0 I D[ /A X ) DIEAE
LT M AR P W A ) 2 BB 9~ 2 AR TG MR SR O SE Gl e R OMR 2 EHEIC LT, #E2R, FEAS
A (SMQ) 23, L SMQ LU TIEMBAR IV, ZOT AORE LA ST | Sk HAR o W i)
(SMQ) (2 28 FEDEIEFFEN MedDRA /X —a> 18.0 [ZEIAA TWD,  FEITEHRIZ OV TIE,
SVERARPERER ] (SMQ) (BT DT AMER N E N TV ICEAT AV T L LEES R
Y AN

2.2.3 BMREOEMERBFREROTFRENCEE T H1ER
[P HPA PR R ] (SMIQ) TR RR 58 & IRk 58 24 2. T D, sffilE 1.65.2.1 #5352k,

2.2.4 TEHEPARIEFERIH (SMQ) | DB E EEY AT
The Merck Manual accessed online on 12 January 2006
http://www.merck.com/mmpe/sec06/ch065c.html?qt=acute%?20respiratory&alt=sh

Harrison's Principles of Internal Medicine, accessed online on 12 January 2006

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.3 [21EME 2 (Acute pancreatitis) (SMQ) |
(2005 4E 11 H EXVY—X)

2.3.1 EHE

AT FEMEER T — M, BYEDIRAE TH D, BIKBNIARED OIS E1E, B2, A7

FIEEARRRE IS L > TR T R&ETHD,

VR DER

—  _RREER o KL OME M- A R L T DR D S MR B DS E, MERERE . [EE . Sk
I IBMEE DIFH DT R DBOBID,

— EEALDEE | P BIOR P OMEESR (77— BB LU A=) HlZH,

—  ZOMOEIEFRIL, I, TAAIRAT 72— BRI HAHNIEU AL, AL
A, HEK, EIIRE A LS AE . L EREINE CTH 5,

— BV ABENEE OFESENERER LBHEL CODIENDD,

BEEORMEIZLD ., BBLOMSEREZEIS av/ICEAZENDHD, 2O ay/Zidh, FTICE

HTENDD,

2.32 QE/RIENE

— [ (pancreatitis) | LV HEEZLED PT (72721 B HEOFEZ R T PT 13BR<)

—  JERERENEEART PT (4 PTIHERYE B2RE (Pancreatorenal syndrome) )

—  PTI L 48 (Cullen's sign) |

— R (BH S ERE) BT 2R L OVERICY UL LR ICBE T M fEs X
— BRI A OREIC B2 I EE (B PT TR FE N (Pancreatic pseudocyst) |)

—  BYERERIZRE TS HRE
— BRAIRE LI EZ ONRVEER O EZ R T HEE (B : PTT AL 7 AN S (Pancreatitis
mumps) |, PTTHA AT A L APE#ES (Cytomegalovirus pancreatitis) )

2.3.3 TNAIYRA
K SMQ DT NAVA LT DL BERSTITIERIA FREDRMEDOTE . COMEFNTFEMLE 2 —73
WE LS D,
AT AV—A & T DM EEE & TIER]
HDHNE,
A7 F) =B (FRRRAEE) AR 22b—2 Ll B BEUOHTAY—C (B L CIERY AR) 96—
LL_bod RE D W5 % & L e A5

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.3.4 BMBROEMEBEFRFHEROTFRNCETHER
[SMERESR (SMQ) NEIFEEIR FR L IR SRR T, TRV RL%EFFD SMQ Thd, ZOT /LIYR
LIRS RO % DX OB EDE TRGETHIEERET 5T L ORI k&t s, =
DT NAYZNILL IR T IORRBH O T m AL LTI T2 TE5,
NS 55 SMQ DRI IR TR T HIEFIE SRS (15.2.1 1)
BREHBOMIEL T — YT 7T E, REESNISEGIZRYT DT T LAY XA LD
HEDEFMT D, RFERERDDIDNEBIOLEIZT VAV A b~ =27 WVHET#EM T 5240
Tx%, (AL (SMQ) |07 AITYRNT. HFAU—A or (HF=V—B and H#5=2YV—C)T
D, TN AL TEIRSNIIEFNTI AL TH 1T 52E3TED,

2.3.5 [ (SMQ) |OBEREIYAR
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 F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.4 [2HBA % (Acute renal failure) (SMQ) |
(2005 4 4 AIEERVY—X)

241 B

BMER R4 (ARF) LU F O IO Ri a1 T AIEERE Ch D,
Koy, BEEE ., BXOEEREHOERNERI -5, 2872 BHEREDIK T
ZODEGHK 0.5 mg/dL 2 2 HIM{E 7L T F = PR EOHMFB LN 10 mg/dL 2z 5 R H#E %
FOPRFERIN (FEFRIMIE) | ZIR, RFEROEAL

BPEB AT, N—ATA OBERED IEFH#PHO NI, BT RAELNDI ZENR DD, AT, BEAF
TOEMEF R R RO E TR A RLR5 80 HYID,

242 RE /BROVEYE

i

— BRI G BIERE AR RITRA O HDOWVIREEORDDZMIB LOER NS EN TS, BilZ
X, PTIEMER A4 (Acute kidney injury) | (281 3O PTT R (Anuria) | CGREIR)

— RIS 2O RFEITE Y T (B D) FEBI AR5 E 2 Rt 8D,
BEE A EICE B R W LU AR RV E T D, BRI, PTIM AR
F /1 (Blood urea increased) | (F 2 5)
’%'EEXT/}EODJ“@%E’JWH:E?E B2 X BMER IR %HEI%%%%?E
AR R0 HEA %ﬂé‘i@%%iﬁfl B 2 VX AR

- HH ﬁ%% PEGMER R 2T — Il E SN D HEE. filx i%«ﬁ%‘%%ﬂi%%ﬁlﬁ\ B RITPEE A
2, M AE PR REE ﬁéﬁlﬂfégfﬁ%

—  SOCIARBLUWERHMLE 2 & ENLEHEITIZBI T2 MEE, FlA1E, @&, mikFET, 8
BT

—  IEFEBIX ORI A A E (B PT 2L 7 F =2 (Blood creatinine) |
PTI kv 455 HifEE =R (Fractional excretion of sodium) | ZB&< (FREOEES )

— BB ALERT PT (B PTHE M A4 (Renal failure chronic) |)

— BB (b mAUY AMSE, KN Y AE, f R Y AR ) 7
=— A 1 T ARFEBIFHIIC LY, 26D EME IFHIT, SRR ZREG 235138 kR
RATRERATIXNZEDHI L7,

— BEitEoFE K AT HEE () PTIE &R E 2 (Renal vein occlusion) |, PT .04 4
(Cardiac failure) |, PTIJiFi#Z (Hepatic cirrhosis) |72E) DU I FESRAFNFE MR A 250K
w235 HEE (1] PT A MR ERIARE 2% (Glomerulonephritis acute) | 725)

—  PTIERIEMEHRE (Nephritic syndrome) |, 2O B — ARG H DU T FEAI B E C7/eu

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

FHLLTHOLLN TS

— 2O SMQ &, ZER TR BEHEREO AR LD AMIRIEICE R A S TS, Bk
ERARREALIE &\ o T2 R ]2 ROSIZBI 32 A REIF RN S T D, ZHUEE R ERIRICHER &
A U DBEFEME R BRI LAE . BUEICHEFT 32 R BRI 28 ©L BHEBED T RO TR 228138k
T DH BIZED,

H:N—Tar 18.0 T, BTOEBEB TS 0B HEERICIEW, LLT T2 A4 (Acute kidney
injury) 1% PTI2MEE R4 (Renal failure acute) & ATVRZ 7RG, Fll PTIEMER A4 (Acute
kidney injury) | &72% ; LLT 2 M gJ% (Chronic kidney disease) | % PT 8% A~ 4 (Renal
failure chronic) |(ZZ8 B L7-fE B, #18 PT M2 MER B (Chronic kidney disease) | £725,

"= 18.0 T, PTINID Ak (Fractional excretion of sodium) |Z JKIA=—7D
FFEELCIAMER A4 (Acute renal failure) (SMQ) JIZIBANL | BRFFEEUE IE 5 B L OGEHIAA R
BRAENGE | OB L TEINLT, TR A5 BRI ORI, B AR RSB/, B, 21X
WIRIPEBR BT R L TW DO &35 ETRMEB AR 20N EA A THDH, £l PTI K
Uty 255 e (Fractional excretion of sodium) | 1% EMER R EOEFIFFEDTZDIZ, 2D
SMQ DG LB T 5 A REME D B .,

2.4.3 BREDOEMEREFREROTFRENCEE T H1ER
[BAMERF R4 (SMQ) | IFPR S8 & IR SR 20 2 TV D, iRl 1.5.2.1 229528,

244 TRMHEEARE(SMQ)DBEERY AR
The Merck Manual, 17th Edition.
Cecil Textbook of Medicine, 19th Edition.

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

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.5 [$EFARIIRAE (Agranulocytosis) (SMQ) ]
(2005 4E 11 H EXVY—X)

251 EH
HERERIERIE T, A2 B DI EFS FHMEL ST BT TG E L TRELT 5,
J G :i‘h‘éﬂwr&%m;?“é;k(%ﬂmr@ WD, EMEEN TR DD,
— RN BERPFEBLRIL, 10 T AIZ 1 AR TH D,
HE @ﬁ%qﬂﬁwﬁw(<o 5x10%/L DIEBRERIER) TR D L7240 DR L OER O 2472
FIEALED, (FE: <0.5x10%L 1% 500/ul A7)
— BN AEEURG, PEITD
—  DIPENEEES DAL P ELG DR A

252 W8/ RIENE

—  MEERERAE (agranulocytosis) | &0\ BGEZ 54T MedDRA HiE

-  BMEKICEEL R I T HEERREEL R

— BBk REECEGE B O T A T (B PT T3 2 47 o 2R 8D iE (Febrile
neutropenia) |)

—  PTTERIEMERUIIE (Anthrax sepsis) | FR< M B g 12 B -5 4 Co U E 75 (FRa L 7E
Z ), ZHITITHIE T H6 T U b Ml B G 035‘}75#?.“( X720y PT T AE 6 R i i
(Abdominal sepsis) | D X577l fE R IZ HFED & £40D,

— RIS X OVR RO MRS 2 AR 3 R

—  ESRTERAE DD A B PGS J UM AT A S0 P (91 BTG . J6 4, T, BT
AR, B EUK, JEIT)

—  PTIRIEVERUMIE (Anthrax sepsis) | : ZAVTBERERL ERIE 2 £EH5E O Tl RIEUMAE X
IR ERDI D H DO TITRIET HIENH D,

2.5.3 BRRDOERERFKHERDO T RN HER
MERERLERIE (SMQ) JIT BRI SR L IR SR 20l 2. T D, FEMNE 1.5.2.1 224524,

2.5.4 TEFRIEREE (SMQ) | DBEE YA
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 F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.6 [P+ 245%>—Rt (Anaphylactic reaction) (SMQ) |
(2005 4E 11 H EXVY—X)

26.1 B
WORHEE S DBNED R VERL  ZOFEE, F AL, ZER0Z | FE g5 | M8 & M
PARTZ A ES AV N DS EURI S P B GR R SAVT- BRI B
Z OO I TOVEWR B0k, B, BEECR W, A TRIE, Bk, <L Zx, MEBRIEEH 50
B SRS 1A I [
—  KVBEEE AR EFAAER  FEAE, M-, FELR . otk

2.6.2 BE/RIERE

i

— PTL_LOMEET, 7T 747F L —ORB IO N A RELRERTHDT T

— Tx— X1 TAMAT OB LB Y R ONEDY AR 7TF74FF 2 —0 SSC (55
R 7TV —)VARD HFE, 20D 3 ¥ F L top-down X TLE 2—&Nn7z

—  ZO SMQ DBRRETF —LIE, B HFEOAE IR, KAz iEL ., s — % TEaE

54

— SRR T, KR TED S 3 FEO AT — (LXOE M I TR, SR
B,/ EOFEE WL, DI TR (2 A L A RE IR S

774 7% —IZBfR 5 SMQ X = 2d D, [T 747F% > —KIE (SMQ) 1 &Toay”7 (SMQ) |
DL_XN20HT SMQ THAI T FT74T7F% L — /T F747F% > —kay7IkE(SMQ) | THH,
ZD OO0 SMQ DESITELSTWD, [TFT74T7F— /TF74T7F L —k av 7 REE (SM
Q) NEIVEERT T 747% 2 —0RH, bl ayZICEB DI DI RITHY, Bz IH7
HETROWLDIIZOREMEIT D720, [7F747% 0 — KR (SMQ) 1T ay 7 IRELIAMZ PT
MALESHEUE (Type | hypersensitivity) | D XO72HFEZ G TeD T, JVIRFPHE S 2 TIUY,

2.6.3 THAIUR A
(7 F747% 2 — s (SMQ) T TRED 3 #HE R TH D,
PAIR R LT 2T F 74 7% > — OGS HFEZ BT 5 PT THERE LD,
RSB SR I BI AR 3R\ 5 D B ICAH 2 072 FEE 2B N THERR S LD, 2D 04 & ) &E
I, BZOT T 747F% 0 — K E R~ L TN D EB 2 DD LOYER Th D,
B EZH] LD 00D T T 74 7% v —NEREFE ST D, TAIVRLDEZZ T
ZEANIARR 715, R SNDIEFNZLL T OV N0 E G A TUORITIURZRBZ2 0,
— FIRAFESLIWIITI—A BT HHEE
— A7AV—BIZETHHE (EXGE RN o, A7) —CIZ BT 2GR (A 7 1E =

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

WK%/ EHFEIE /TR
—  H7FV—D BT DHMEE (LM ENE ARIME) ( 2>o, [(B7FV—B IZE& T 5 M5 (BX0E,/
FRRAE) HDUNIH T2 —C @32 M 5E (I EVEIE S22 OREAE,/ HL) ]

2.6.4 MBOEMEBEBERHEROTFRICETHER

(7 F747% 2 —RU& (SMQ) NS 3R & IR R M A T, 7 ATV X L% FD SMQ ThD, 2D

TNTY A LTIRIEAR R AFEOHE 2 D X5y DI AEHOE TRHRET HIEF LR E T DI LOREA M

L&D, ZOTAIYR ML, FIORTIORR BB O T AL U CRI AT 52N TS,
NS — KR LD SMQ ORI/ AR R Thk T DIEF a3k 9% (1.5.2.1 Z )
BRBEBDIWILEL T — Y727 2 MR SHIIER &85 3572027 VTV A LIZED
FAE D EMT D, R RN DIREGIOGEIXT N AV A L~ =a T VLB Tl 45
Lt TEA, [T 745% L — (SMQ) JOT ATV R AL, hFII—A or (372U —B and &
F32Y—C) or (#7=2Y—D and (F7=2V—B or B72AV—C)) TH5D, 7T/LAY XL TEIRE
MISEBNIVARE L CH I THZENTES,

2.6.5 [7F7747%—R)E (SMQ) | 0BZEZEY b
The Merck Manual. 15th edition. Merck, Sharp & Dohme Research Laboratories. (1987):
306-7

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Introductory Guide for Standardised MedDRA Queries (SMQ)

2.7

[ 1 &3 fE (Angioedema) (SMQ) |

(2005 4£ 11 A IERYV—X)

2.7.1 EBFE
=92 (CIOMS E%) :

1

EZONDIRRIT AR (] i, 29, KA

ZIENED VL C— I TFEH D DO DIFE il 2 DI I TRt I3 S BLAV =0 T
KLV T22LbH5,

THIE (VA Nl S DU T M A AR IR S M XN D)

FERRZ LRI T8, TREBELEZ, R | B Tk CoFR LG T

RGE OV NENZ A HLEE O RE 55338 O 5

B OPRBR I LN M T Ko THBL T 51 fE

SRS &M E TR RS FEER . DDV NTJR BT O FEMAM PO B RFER & U CIRIRHZ 3

FRIEHDTIHLE OREEFR I, [FERO 7 a2 A THEL
FRGE AR, MEEEPAZEIZ I EmE G T BT

HHRB B IO/ HDOWTME REITR O I HFESND,

IgE IKAFVE (1] fEKy . B, FEH, B, WE | T 52 8N % BREURUZ L)

R AEME GEAGYE 1 R O 2 M 2 KM 1 B ds KO 2 Y EAEME A8 4%, LB m7e L)
FEGRIENE (7~ B PUAEME . X BRERA, 7 AV TV R l)

Rtk

2.7.2 A8/ BRI ENE

&)

A,

1.5 2 i (angioedema) | & D\ M T I A& % i (angioneurotic oedema) | &V ) HiGE
TG

HLT T &V A |12V 7352 PT (7721, PTHE A 4 7 /E (Hereditary angioedema) | %
39

B, EXOERB IO IBE % & Tothoo S IR 528 A KT T HR IR RBH DU N ITF I, Jif
IRiaLaEte PT

(25892 (urticaria) | & W) HEEA & 0, HLTTZFRIZ |12V 273550 (fi]: PT T2 FR5
(Urticaria) | . PTM&E5E8R92 (Urticaria chronic) |, PTT#RMEEFRZ (Idiopathic urticaria) |
72E) . BLO, @A EDORBRBREERLRWE O (PTG 57 =52 (Application site
urticaria) |72&) . HDWNIFHAILIS O R ZE % 560 (PTIH EEE#Z (Solar urticaria) |
728G [2ERR92 (urticaria) | 24 Teb DOIT S

PTI 7L /L% —1EifE (Allergic oedema) |

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ot

—  TEASBALIERR ., EAEALEEZ 2 SO IO, R OFES TR A L OB A R R
—  ORMESERZ . ZOWREILE B ICA U EEHE Ch o790

— BELBIOMEM: (7 BT D A X 2 IR I <R AS T D IER RAYIELR)

2.7.3 BREDOFEMEREFREROTFRNCEE T 51HER
[ V7R (SMQ) J I B 58 & i 52 a4 2. CUND, 364liE 1.5.2.1 28B4 528,

2.7.4 TMETRIE(SMQ) | DB ERRIYAR
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 F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.8 3 EEhtEAE 1% B (Anticholinergic syndrome) (SMQ) |
(2006 £ 9 AIEERVY—X)

2.8.1 B

Pia U AEENMPEE BRI B A B A AR (BT U U AEBIME) SR OFSRE R 4212 B3~ D AR OO R

ZESEELIRBO Z & TH D,

[ & LT B FLYE R DS LZEITHE B35,

Pra ) AEEhESRA] (AAB Y AEREHER) 137 v F v al o D =a—nr fiRHE . B AR Ve

MO TOER %, #RiREit% D) AFEWER R 22 ) AFEN M SRR A2 T 72V 4y LIRIERIC

XhlTHZET, HET D,

BR IR FUF BP9 O IO a7 EIDIIIZE H T BDLIITHN TV T, B =D LIITIR

VIEFREDOINIE-STND EERHEIND,

FEIER T EHIEIRE CNS SERIC SRS,

— Ak CRA) ek i, A& B RO SPEHE | mrFRET oo R | RLET LR LT B L Y
AENR, M - ERE, GRS L OURES RIEBEIFEES LIXLIERAT D,

—  HULEOHIRYAFEME BRI L, ZRAEIR, B AR E SOV TLHRRE OB
FEREAT RA R, BN R 7T b — B R A 3 A\ 3 R R IR R JE R
ZEDTRETHILLbD D,

2.8.2 wE/RI LN
i
—  PLRUAREEEIR B L O EREO L7 0 EEARKBUERICBE TS PT
— 2O SMQ IFEMERTIR AFBIMEER A XL LT D,
FRob
—  FRRlZRBRAN AL RIS,

2.8.3 TNAITURX A
AT AV =L FRROINTERSINTND,
T 7Y —A Bl k) - PTHi= ) AEBPEE R (Anticholinergic syndrome) |32 —7 42 7' S
AUTAEB
T 7Y —B (LR ER) AR RICPHEL 7 PT
A7V —C (R R) R I L PT
A7 AV —D (R R) : 2 DO OHF= ) AFEPESE BRI B L 72 PT

TNIAVALZRHUIZBEE T, A7V =AUV ARSI PT THESIIER], HDHWNT ATV —B,
C. D IZUARSILD PT ZEAERFNE 11 D EFJER 5 X572 B 2 -l B IE ] &35,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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TSI BHER O A Z WS L., o5 Tl CNS B FFELIAN O A a2 W35
MH LN, ZIVHDIERI 2R E T 5720120%, TV R LUK AR R A2 EE T HZLHE
TLEZ HND, LLIRING, ZO 5 EITMmD TV MER &R ET 25 Al HetEn & 5,

CIOMS-WG % 2006 4 5 H &2A T, 20 SMQ D a—F =507 2 —X I T AMERE BT, &
HRAFEH[Z00 SMQ (2 PT & LT (Hypertension) | 235G AL TRV Ea A RLUT-, 20 SMQ BEF
F—LOBELFII[PT &£ (Hypertension) | 25 62 Z &I 3MRET L7203 | fiied TIERFEA THV £<
DEBEDIRMERIZFRE T HZEPHESNIZJERB LT, SHIT, BT —A3H 84 R0 T —
HR—AT, 20O SMQ (2L > TR T 47 ar b — VAN BT A REMZ L E 2— L7223, &
M EDERE STV TWIIERNL L HlD A Th o7,

2.8.4 BRBOEMEBBRHEROTFRICETHER

=) AEEMPERE GAE (SMQ) BRI 3R & IR SR A T, 7TV A LZFFD SMQ Thd, =

DT NAY R NIRITHR R FFEOFE & DX 53 ORLAE DT TRGRLE T HIEGIZREE T HIEDOREE %1

EEE5, ZOTNVIVANILL FIORTIOBRRREZE DO T o AL TR T2 T4,
AN — KR LD SMQ ORI/ AR R TRl T DIEF 24k 975 (1.5.2.1 Z )
BRBEBDIWILEL T — YT 2T 2 MR SHIIER &85 3572027 VTV A LIZED
R B D EMT D, MR RV DIREGIOGEIXT NIV A L~ =a T VLB Tl 35
ZEHTED, U AEBEEBERE (SMQ) IO T VIR AE, 7TV —A or (B73V—B
and #7323V —C and H73)—D) ThHbd, 7T/LTY AL TEIRINIZIEHNT) ARELTH 175
ZEMTED,

2.8.5 [HLaVAFBMEEEGREE (SMQ) | DS E BRI R
Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of 1.
Terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999. Pages 24-25.
Heller Brown J, Taylor P. Muscarinic receptor agonists and antagonists. In: Hardman JG,
Limbird LE, Molinoff PB, Ruddon RW eds. Goodman and Gilman: The Pharmacological
Basis of Therapeutics. New York, NY: McGraw Hill; 1996:141-160.
Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.
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2.9 TBAffi % (Arthritis) (SMQ) J
(2013 £ 9 HIEERVU—X)

29.1 B
SMQ B 1T, R L L BIE 32 Al RENE D3 5 B 28 ORI BN R DAL DI FERI 0 — A% R IE
THIEEREXEL TS,
RIE = — DL EORFICORIEDRERELT:
- R
- KYH
- JEIR
- A
- [REShi-@hiE
LT %25 L2 OO BEMR N FET D!
ST B EE (ST BAH R 8
S PERE 2%
BAfiY Y~
HLAEE R B 2%
B9~ H s
BRI B SRR T 20 A%, LA T ORED ZIREPERE L THRBLTL22L01305:
—  RIEPEBIEIA (B ZIE, TRYYE, RA, FEsiLs)
—  FERIEMEORGE (B 20, T BIEAE)
RIEVERIEIRIZLL T2 B I d 5!
- RMBEOA B2, T R) . E20X
— AR B IOV T 1A 00 7 O RIS (1 20X AGBEES, B, HERIFEHE, IhHE)
KA e BEE 2 L S BAF BT RILLL F O IR ED RN EZL D ZENB X Hb:
— VR MERIEI
—  TALIFEEIS
ALY~ T
— FEAEDGE G (BEIXTANVR) [ HDENNTN Y~ TF YR EO AR RE TH D,
BHZ Y~
- AR
AFEAE DG BT~ T (RAENE) | ETT AR ETE (JIEME) 128D
— N
AFEAE DG AR IR RIZLD
ZDOBE T, LIXUIT—\METHL0, BEiREZHSN TICEIE L 30~ F MR EOE

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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TOHIEZH L TRNZEB DD

29.2 A&/ BRH‘ELE

HE

—  JERYEMERAENA SUGME VT~ TR BA S Dbk & IR TERED TR

— B RIE DRI 2 HFE, 121X, PTTRIHEE (Joint stiffness) |

—  BAEERA O HEE. BEiRBIOE OB SO G DHEDZM SIG RIS DA E LR T H
B

—  BfSiOREPEO I THL LT MO B CEREAFR T HGE, 2. PTISLE Bfi%k
(SLE arthritis) |

— FPLEEBERS L0 BOBEESRERO R, Bl 21X, PTIZU I E & # (Plica
syndrome) |

—  BAEICREAE 5 2 5B IBE BRI 2 HEE. Bl 21X, PT IR B M B B 2% - ST M
JI fiz 9 - 7 7 3 E 5 BE (Pyogenic sterile arthritis pyoderma gangrenosum and acne
syndrome) |

R4k

— T ULBEERICEEL RV IEEM MR R HEE ., 51213, PT IR R % MR fi)E (Diabetic
arthropathy) |, PTI<—F = MiEERE (Behcet's syndrome) |

— BAEROMERERICE Mo TW W T~ F IR B OMM R O HEE, FlziX, PTIVY~
FJifi (Rheumatoid lung) J

- FEREZEZRTHE, fl2EX. PTIRERE S HE H ALY A2 (Femoroacetabular
impingement) |

— THHITI AR ET 2R R D IRFRBES . B2 X, PTIIUEE (Pain in
extremity) |, PTI"E A%+ %% (Bone scan abnormal) |

2.9.3 TBAFIZ% (SMQ) |DBEERIY AL
ZETR ERIEEE DDA~ =T )b
http://www.merckmanuals.com/professional/musculoskeletal_and_connective_tissue_disord

ers/symptoms_of _joint_disorders/polyarticular_joint_pain.html
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2.10 R K E X & (Asthma.”Bronchospasm) (SMQ) |

2.1

(2005 ££ 11 HIEERYY—X)

0.1 B

s B

AEGGHIAG, AFEEER, T U/ ERDSBE B3 5 50E OB SRR E Th D,

RIEIZID | bk 2 22 b3 AR RS PE TLHEL . KA e, NG D,
BRIRAIZIE, R M C— IR O | iy, B804, BOEBAcHuEk, kD 5 A (Rrl & &
DUNTRER) AR E T 5,

INBDRIEORIL, AIEMEORIRHIIR THD, Zhu, BRICEITIEHFICE- T, B2l
HDHNTER I IBIE T HZENH D,

SV SRR /AR SR -

RUE SO ORI LD KR HIBR THY | K& SCILIRANC Lo TR BT DI L2
IZARRIRTHD,

SO RIE 2D S ST, Wi B EE O KR HI RO EIR T D,

MU SO S SN Y | 36 LN A7 B M SV S | 1, PR ISk 32 A= T 1
Y IAEHRIZ I TARRA O KU SR SUE SN A E S B BLL I A I E S D HRE Th
Bo ZOREOINIZX, WA FEHD NI T a1 VH (B B 5DV EEINAD (2 XD H1%
DWT NN THD,

2.10.2 AE kR EE

a

o

i 2,5 SR DR 2 72 TR A2 FEE (PT LU MR B (Cardiac asthma) | Z[#=<)
TN MO 2 7218 3 JOYER A~ 3 A

PTI v /Lo—-F 105 A4k S, (Charcot-Leyden crystals) |72 E i B O AL 25 . S RE R
TREZ T EOMORAEHGE (F]: PTIS R &) (Forced expiratory volume
decreased) |)

BR4t-:
—  BHET D RYMERE T (1] PTI 7L L — MR8 S 7 AL L A JiE (Bronchopulmonary

aspergillosis allergic) J)

TBRBELO BT BEE A EE (51 : PT M 5784 (Asthma prophylaxis) |)
HFIIFF R TH D72 | FEFIR I 1T DA 72 8B 2 HIVDER % 72K R 1
fBE33 LOVER (61 : PT T [K ¥ (Dyspnoea) |, PTT g A~ (Chest discomfort) |, PT &
M7 % (Rhonchi) |, PTTIEIL 5538 (Respiratory distress) |, PT IR fifi & & HE 0

(Total lung capacity increased) |)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.10.3 BREOEMERBERROFRNICETHER
MRS S (SMQ) 138 58 LA IR 52 2 2. TV D, 5EfIE 1.5.2.1 22T 524,

2.10.4 R/ K& XKEER (SMQ) | DBZEEIY AR
CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for
their Use’, pp 89 — 90, 1999.
The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.
‘Harrison’s Principles of Internal Medicine’, 14th edition, pp 1419 — 1426, 1998.
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2.11 TERERFESE (Biliary disorders) (SMQ) ]
(2007 & 9 AIEERVY—X)

2111 B
ZD SMQ FNEEFICT 2R TOXA T OEEZ I TEDL LIRS NIz (R H DOV M T E
ELO),
ETDOIAT DNAFER L ONAE R E B A F o,
AR RICRET 2 H A B L OVE R EE AT E 1D,

2112 @E /BRI ERE
(e
- FHE ERREE (SMQ) 11T, IHEREEICE T2 TOIASTDIREE I S—L, IROLOEE

ie,
HEW)
SRR
- ER IR IR AR
I R B D LA AR
— Y7 SMQUERENM: . SIEMER L OMEA A B 2 0 R B E (SMQ) |
R TOREREME, K{“@ki@ﬂﬂﬁﬁfﬁu_@ﬂﬂié%h*
— BT SMQIIBE RIZBIE T DEFIRIR A, xS LOYER (SMQ) J
- EfR *ﬁﬁﬁ%
- ffEE R L OVE IR
— H7 SMQIHFEREFEDE (SMQ) |
- IR SR RE B 7o T
— H7 SMQIILEREE (SMQ) J
- RAE R B T B
— BT SMQIEEYLMENEE R [EE (SMQ) |
< JEAE DR YE
JEBLDFER THD AIREMED DD RAED IR HE
— BT SMQIIBA A B §- 5/ E (SMQ) |
AR BT IR TE
— Y7 SMQIREH £ (SMQ) |
- NETE DR A (R d JOVENE)
— BT SMQUENMIB LU RO HEREY (SMQ) |
EMEOIRTE B Y
B MR E S QU RO RSB BT E Y

UJ>

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— BT SMQT BMENRIER AW (B LOR)— 725 T) (SMQ) |
- B JSE )

— BT SMQI e RPERRE R FEE (SMQ) |
SRR RRAE SRR E

R4k
—  FERRERMER R RS R (B PTIITEE S |5 (Hepatic enzyme increased) |, PTIy-27 /143
NV T AT 5 —F B (Gamma-glutamyltransferase abnormal) | . PTIy-Z L Z3L 70 A
7 =7 —EBH (Gamma-glutamyltransferase increased) |)
—  LLTIMEAT 2 X Bl% (Pancreatitis due to gallstone) J1%. UV>79°% PTIEZ (Pancreatitis) |
AR SMQ IZEFNTWRNWZDRAASTND (TRROEEZSH),
— Y7 SMQIEREM: . SIEMER L OMEA A2 0 R B E (SMQ) |
HTAEY)
e RVEREE

/3 —a216.0 128V T, Loy 3 o IHAE B E (Bile duct related disorders) (SMQ)JIZ
AESN TR (biliary) | O HFET, IR LR E LI HREDO 2 TII/RNZ D, 20 SMQ
D& [REREE (Biliary tract disorders) (SMQ) IIZAF Lz, F7-, L-UL 3 O [ERAL AR
o % [#% 5 (Site unspecified biliary disorders) (SMQ) | 134 FRZE B L7=Z o [ H 5 &%=
(Biliary tract disorders) (SMQ)JIZHfA L7=D T, [ERALABH O JHE 55 (Site unspecified
biliary disorder) (SMQ)JiZH I CA/FEL 72V,

IMO 7E:IMO 2L T D TMedDRA/J V16.0 SET R 1121% SMQ I & &5 PT DA F 4

YARLIZE 2N, SN PT (XISMQ_spreadsheet_16_0_Japanese.xls] TR
TED,

o — =3 RHE B IOV TIRBE AR R A HGEO B R R RN LT 25813, 7
SMQI B % 1 B I B B R MRS . B L OYEIR (SMQ) J LI TIFEE 5 (SMQ) J 07
SMQ THh 5 TR R, #iEis L ONER (SMQ) 1 &2 0F 95203 HEltsn s,

7 LLTT AR A 12 LD % (Pancreatitis due to gallstones) J i, MHE R REE (SMQ) JIZ8 &S
720N PTT#EZ (Pancreatitis) |12V 7L TD, BERICA LLT 25 050 E 50T —F —H &
DHEBLE LD,

A7 SMQIHIE % (biliary system) (2 B -2 i R AR A L 18 36 LOVEIR (SMQ) J 11X,
CIOMS-WG DAV F /N IETIE, [ Ed(bile system)DHRAL, {#fpis LOVEIR (SMQ)
L Cna,

[E:/N—2a014.0 T, BEAFEOY 7 SMQI M3 LOFEM R O IEIE T A4 (SMQ) 112 2 DHT
LW SMQ 23BNy, o— W — TN D DG ER], B B OFEM R O
BrAEMORES ER], FXWE ER A G DY CEEBSIOMAHOH MO ES /IE

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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BlaRER TE DI 2oT,
‘Za‘z'/\‘»—va‘/ 12.1 TH7 SMQI RMEMBIE T AW (SMQ) J 13T RMENRIE ST A9 (Zha s LORY —
ET0) (SMQ) | EAFNERE SN, 13— Var 121 T, RIS B HFEDOHT
fr%ﬁjzémﬂ\fdﬁ SMQT HIE &2 B J- D ERAR R AL, 18 3o K OYEIR (SMQ) 13RI & I
MoOMBHEEZFFOIICETINT,

i N—va 12,1 T, HERIIHEE R R HRED A TSI TV =7 SMQTEE RIZBHE 45
BRARARES . (B L OYER (SMQ) NIFEkE IO R AREE FF O IO EHENT-, BEE
EZRFOLUSME, ZOH T SMQ IIBBE IO 58 HIFE A D FERE I O SMQ SIRIBRIC
&5 (1.5.2.1 ),

2.11.3 BEEE
JH S R F
(20000118)
FEREME . SIEME B L ORG - .
> R H == H PERESE AR E
PN B b P RH S R P RESE T £ HE R MR E R
(20000119) (20000120) (20000121) (20000122)
<M iH b2
W5 B 5 | | Megepmns || oy || mssess S L O f';ﬂg ﬁﬂﬁ?
R, Bk || & D HIAR B 0O RHSE N
ORI (20000125) A —TmETe)
(20000124) (20000127) (20000129)
(20000123) (20000128)
EERE LS (SMQ) AR B O
JENEE (SMQ)

X 2-1 fHEXR[EE(SMQ) DREE#EE

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.11.4 WBROEREBRRFERDO T RANZETHER

RJE RS (SMQ) B R HFEO A0 11 HOH7 SMQ Skl IR 5= HFEEFF> 1 o

7 SMQI AR A B I~ DGR A, B L OVER (SMQ) | THERR SN D g 1 1&E 2 > SMQ

ThD, {7, 1L DOV 7 SMQ Tl _EA7 SMQ FBL TN FAZ SMQ TR SR & It b F2 1 3[R Uk 3

PESND, BEERSEAZFFOZELAME. 20 SMQ ORI I L VA 28 55 CHERR S U=

WG AR 720 SMQ ERBRICEE TE 45 (1.5.2.1 M), EArREE O SMQ ORI TALHEE D SMQ
HREEAE ST HIETEIE TED,

B R ARG R MR L OYEIRIE, $7 SMQ TH A IRIE R IZBE T D EF R E ., Ml JOVEIR (S
MQ) 127 —TbENTW5 728, [HEREE (SMQ) |07 SMQ [ VA kY i = W e AN YA
W, B AT, THEA 23 BB L 72 f 3 IS B3 D R A 20 32720 1E, TIEA D BEE T 5 E (SM
Q) JEFAT AT TIE+5 Téeb\ﬁ%bmf;u\ PTFEﬁ(Jaunduce)J@otom%d% UL E A
D LR R IR AR F (TSI TIHE R Eéaﬂ%ﬁ& AL s LOVER (SMQ) IZE EHLTWD)
TR SIIIEFS B3 D IE G2 3 R CE LD TN L2505 L, 55T, AL SMQ
ZRIH 3 2B A BhAOISE 320 T, E%E@fﬂﬁu%ﬁ%ﬁb VEY)72H DA T DML EEN DD,

2.11.5 THEREE (SMQ) |DSEEEY XK
Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-1891.
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212 TEMEIUVHATHOILEHEY
(Breast neoplasms, malignant and unspecified) (SMQ) |
(2008 £ 9 HIEERVY—X)

2.12.1 EH
FLEZ B A M 3 L OGEM AR D IEE O3 R TR T 272D BIR L,
AR M B I OGE RO F A O+ X CUINZ Fitb®a a5,

—  EMR BRI
—  CEMEREBIEDOIBR LM O TFE
— Ol R~ — T —

2122 A% /RN ERE
Gk
— BEMEBIUGEMAHOR AEMICRET2HFE THLNICHEIZE KL THDHHD,
—  TREOEAZETEMRS LU OFLEHT AW B3 IR R8I B35 M3,
P
- FRIR AT
NG~ — A —
- BT DR IE AR U I L OYESR
- BUoOIAEREMICET L HGE
—  PTIEERMES (Phyllodes tumour) | (FNCTEEL TRMETHLIDEMEDLELHD)

m>

—  EMEBIOGEARBH OB DT 5 HEE CTHLRMEICILEIZE KL TWO7RWnE 0

—  EBAEASBH DB B B DVRIR L2 W O FIE B L OMES ~ — U — BT D HEE

- ABE~OEBIZETOHE

—  PTIA5EZREAF2 (Metastases to reproductive organ) |

— PTF?L TFfff (Breast operatlon)J MR BT R R ZIE R FIE TRV (72720, 9E
TN OB LB A NI IAHFEZBINL Th W),

A N—Tar 14.0 1IZBWT, Zo0H LW SMQ MBS L OREM RO ILEFEY (SMQ) |
ZEMENT, 22—V —TEMEOLOER EG], BN BSOS RHOF MO ESL
FEB, FINLH T ZALA A DS TEMEB L OGEM R OB AN DO FSFEBI RN TEDHIIC
o7,

1 - FE R BLAY 72 FEVE P B BEEDIR BB 36 L OVEME IR FE B E DO TRIR LT O FIE O MR ITIL, SMQI LR
B(SMQ) 1D FALIZHDZENENDOHT SMQ i HTHZENEELY,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)

31



Introductory Guide for Standardised MedDRA Queries (SMQ)

1 PTIELE Tl (Breast operation) 134 SMQ 2>BERANLIZAS, FEF IR OB S VB2 51

Bl Th L,
2.12.3 BE#EE
EMEB X OSEMARBHOFLE 4D (SMQ)
(20000149)
|
MY IR (SMQ) FEARA O FLEREE: (SMQ)

(20000198)

(20000199)

2-2 EEBIUOFHHRAOILETRAY (SMQ) DRt EERE

2.12.4 BRBEOEMBERBEEROFTHRNETHER
MRS LOGEHARHOFEAAEY (SMQ) J IR 58 &R 3R 26 2 C)D, ffiiL1.5.2.1 %%

2L,

2.12.5 MEMRBIUFMARADOILESEY (SMQ) 1 0B EE LY AL
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th

Edition, 2005

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

European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-muenchen.de
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2.13 A Z&fk (Cardiac Arrhythmias) (SMQ) |
(2006 £ 9 A IERVY—X)

2.13.1 EH
AREERIL, W NG DB O AR F I HMZEDRETH D,
FEENRIT IO~ RIIZITER AR TR EICLSH O T, ZkEIidimg
DEFIZIDLDOTHD,
AENRIE, DD FET N—T SN,
- RARMEAREENR
—  BAARPEAEERR

EINE

=
%
e

R0 DAt

el

2.13.2 A& /BROVEYE

i

— AREEECH SRR LS O AEIRICEE T 5650 DM EO R RE M FE, 7447 % ECG,
., BXOWMHEHGE

IZ248

— DA RRA— | CE T A AL E SR A RS SOV AU I E T A HEE CIEREEICS LT 5
DRFFE LR THRWE O (PTHLOHEER (Heart rate normal) |, PTL 4% (Heart
rate) 172L&)

BT —R K A7V QTIER (SMQ) HEHAMD SMQ (L)L 1) ThD, REENRDAEFIf
ZYABICIE, 2OV —R B R7 U QTIER (SMQ) | #MRICE D HZENHERES NS,

IMO #F: ThvH—R K AR72R/QT EE (SMQ) Ji 2004 4F 12 AIZH MO SMQ LTI —X
S, TAREEAR (SMQ) | 230V —AS U7z FE (MedDRA 73—z 9.1) 1Z13% D SMQ DL
L2 DY T SMQ 3T, TDHDOEFTCIMLY—R K R7Uh/QT EE (SMQ) J1E
ZD SMQ LBRFEORELPIRAEE | N HFEDE X D3 %D 872 b7 MedDRA /3 —
2a10.1 V) =Ry BIS L, B SO /25T,

A N—Ua0 12,1 T, PERIZIAER ZR R D B THERLS L T2 FREOY7 SMQ 3k & At o
B HREE RO IOIEIES T,
RELRIZBEE T B EER IR, B ZOVER (SMQ)
R EMESARE AR (SMQ)
D EMHRMEAEAR(SMQ)
SRR LU AE AR (SMQ)

[ =g 12,1 C, ZIVE TR R HRED A TRER ST T FREOH 7 SMQ I8 52
FEDHEFFOINTE ESNT,
FER HAORARME AR A FE (SMQ)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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rEEE (SMQ)
Tl EipkRER E (SMQ)

FEFF BAIAEENR A RE (SMQ)

FHRFEAOBRIE A TR R (SMQ)

2.13.3 [ElEEdE

NI
(20000049)

AFEHRF FE (R R A FE RS REENRIZ BE T A R AR AT R
PR SANOS ey NS
FOBENRME AR RS T ) e B L OVE R % d &
(20000050) (20000051) (20000052)

|

| |
RIRMEATE AR (R E B IO B BERRMEAZZAR (B PR L ON
. FER R AR RS
TS Hi Re s = 25 T e) 4 SR A RE ST )

(20000053) (20000162) (20000054)
| | | | | |
{8 R TASESREREE || FERFEMRIR MR DM AR R R B A HE IR
(20000056) (20000055) PEREER A GFE RELR REEHR PEREEAR A 58
(20000163) (20000057) (20000058) (20000164)

X 2-3 FREAR(SMQ) DREEHERE

FIRBENDOEFFITIEDE N —a 12.0 TIAFEARA FE (BRIRME AR L ORI AR A & T0)
(SMQ) JIZEEI 7L T PT 37 0 —7 kS, Y7 SMQIFERF B ARFER A 38 (SMQ) 1 3L

L 3ITBINENTZ, ZOH T SMQ IZL~UL 3 D7 SMQ EIT /2D Bl SMQ b7 Tldze

W, BAZO DRBER T EE RIRMEASEE IR K OVEIRME AN IRAE & ) (SMQ) J LA TO AR AT

RETHD,

[FEkD B BT, TRARMEARFEAR (38 R s LOVRRS il RE R E 4 5 1) (SMQ) JICEHEY 7L T

72 PT 37— k&7 SMQIIEFF R AVIRARME R EERAHGEE (SMQ) 123 ~L 4 [ZENSH, -

BENRIE AR (=P RS L OO MR AR Z & 1) (SMQ) HZEHE 7L TV PTH 7 L—

TSt SMQIIEFFEABIRM: AR FE (SMQ) 1 3L ~IL 4 [TBINE Tz, ZoBinshiz —

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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SODOH T SMQ I HH D SMQ Few 7 TidZel, EALIZY 73587 SMQ LD G TO AR TN
=THD,

2.13.4 BBRDOEMBLBEBEFRERDOTRNEETHH]R
IHENR (SMQ) 11k Fs T ORI 3R FHIFE A R SRS EED SMQ Th o,
TRLO 7 DY SMQ 138k & N Isde 58 HEEA RO, Mg AR > ZELAME. 2D SMQ OFIH
I3 F KOV 3R FHRE CRERR S UM S & 2 F57- 72\ SMQ ORI FIIZHERIL T4 (1.5.2.1 2 R),
AL FEE O SMQ ORI X FALREE D SMQ D Eait &+ 5L TEMTED,

REENRIZBIE T HEER IR, M EBS LOVER (SMQ)

RARME R B (i e 38 L ONRAS B e 4 & 1) (SMQ)

RILARIFFE (RIRMEAR AR S K OMEARME R IR E & 1) (SMQ)

e KM L O A AR (SMQ)

EEMARE AR (SMQ)

BEARMEAENR (E BB SOV SEEFARE A ERE S ) (SMQ)

D EMAAARMERFE AR (SMQ)
TRED 5RO T SMQ 13RI SR FFED Ir & £, 16> T, BRI SR LI 52 CIE IR — R s
BoNs GEIE 1.5.2.1 25 ),

e B ERIRIE A HEAR A R (SMQ)

IR A NENRHEE (SMQ)

RiEEE (SMQ)

TS Hikg e (SMQ)

FERF RSN IR HEE (SMQ)

[RIEAR (SMQ) 1D FAL SMQ (2, 24 FE7e s SER, BRRRASE R CllSh st~
SMQ D I AHERIZ BEE 2 EF R AR AL | B3 LOYEIR (SMQ) 12305, ZDH 7 SMQ IS L7- iR #7
&I, Bl X, MR RGN BEE T DIERE RO A7 DI ML SMQ Tha =& (S
MQ) | TR L2720 Tlidt4r Tldze, DB A K572 B -2 B AR AR AR F (TR FE R BE
THRERRA ., MEBIONER (SMQ) JIZEENTWD) THRRSNDIEGIZ G T Z LB 59
CTOIEBI DT — 52 NG DTo DTN E L2 D TH A, THE REE (SMQ) JWZHEBIL T, Fho
SMQ ZFIFH T 2883 BB H 920 Tldze< | R HIBA 1 TV E B et O 28 IR -2 B3
H2,

2.13.5 TRER(SMQ) |OZEE LU AR

Harrison’s Textbook of Internal Medicine
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2.14 TiA 2 (Cardiac failure) (SMQ) ]
(2007 & 3 AIEERVY—X)

2141 EBH
DS AE AR DAY 36 L OV B 09 A B A4 7o 3 7 8D L 0 U070 ik 2 250 (- 2 & A3 A AT RE
IRIRREZ N,
HEIEE O FIE =2 —a— 7 Dl (NYHA) D33 E LT FHE IS E DV T T,
—  DHERESEIT [ BIVETO 4 BB | S ARTEEYOHIBRAS RV KRB G | SR, BAZE iR

T HIRRE, S5HIC, R UICH RIEEZ1THOZENNEECHDIRREE TlTyEEN D,

BEIRPT RIS ESETH DS, BPERE, SEEIRIEO ES- HIER, i,/ 7K AE, BEAR, CAER,
SSENONBZ QLS AN/ E SN
DA H =R AN 35% R 12725,

2.14.2 BE /R ERE
ZO SMQ I1IEEAREAEARITILETHD,
i
- B
KD EOREDOH I DLT, i ORI W THFT o0 R 2%l 35
éﬁ
S DARAEDARRED Rz R HEIR U5 L ORI B 320500 FiGE
TN
SDAREOIRIENBAFTHI L, X \AFAE LT Z & DRV R 3 278000, St F 7=
m‘ﬁﬁfﬁﬁ
< ol FH i 22
FRob
— DEMEBEARME AR E T D AR ZE R E DO AR E DRI ER A~ HEE
— DARITERETHRREMEDRH DD, BRI VAR | EITRELE 5 250D EB 2 6NH%
DD ZELDIFIR (1] - 38 VAR T NI IR 6 s J OV J8 WP DS oD IR0 [R] ) (2 363 9~ 5 1%
R LOVER
— DA L OVE BRI T T i e s 2

2.14.3 TIVIYR L

CIOMS-WG [, #E7RENTZOAREDEFRIZIESNTT VA A L% ZD SMQ (25 AT 5L Al FED

EIMITONT DM EEZTT 72, LHL, CIOMS-WG TIF 4547 VY X ADRGET AN E i L

TV, LIEA3o T, 22— —=nbD 7 VYR AFIEOEH R G MEICBE T 23 A MR TS,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ZOTNAYZX LT, IR HFED, TR O R 2 — >, ’FRINEERIEDO HIFEE — >, BLW
BRR /e ER FI IR A RED HFEE — 2O A =D HRERH L ENEESIL TN D,

2.14.4 BBROEBLBEEFREROTRNEETHH]R
DARA (SMQ) NEMIEAR 3R & ISR 38 4 2 T D, 3BflllE 1.5.2.1 #5 W3 528,

2145 TLA2(SMQ) IIZBI 5B E XEDY AL
+ Council for International Organisations of Medical Sciences (CIOMS). Reporting Adverse Drug

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

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.15 Tilfh%E (Cardiomyopathy) (SMQ) |

(2008 ££ 9 HIERVU—X)

2.15.1 E#H
DMBAE : FREDIRREZ IR T — X2 W HFECTH D,

JERHE M D FE S i 5% 2R
LIZUIEIRIR AW ED, H LT A
TRLCER T DL D TIFAR N,
sAlilk
- I
KRB
- FRIED P
DO R
W, TROFRRIZESND,
- PR
J s it
oLt

A RAEERS (WHO) (285

DO HORREL R E LD EE ICIRESND
JE IR AP

filL e 212 B9~ 2 P 0D —FR /3 FEME TITZR W
MM IRIE | LB FHTND,

2.15.2 Qg kR ErE

a

i

LOARIE (cardiomyopathy) | 72 1% L0l 2 (myocarditis) | &) HEEE S T PT

DHIERE PT 055 HLGT L EE | 1273550

i MR O E L2 B8 32 F &R (1) : PT T i =M O iE (Hypertensive cardiomyopathy) )
BLOZo #7242 HEE (] : PTLLEJE K (Ventricular hypertrophy) |)
RIEMEIRIBODIS | DFEICW =D FTREME D & SR I B2 HEE (] : PT O L a R —
* (Cardiac sarcoidosis) |)

eI RO S | DEICW =2 Al BEME O H 2 BB 32 HGE (B : PT 1 fu O i iE
(Ischaemic cardiomyopathy) |)

DAEDREFIZB T % PT

RBHNCLDEEDHID | DHIEICW =D AT REMEDH D BB 95 PT (1 : PTI 7 Lz — L0
fiiE (Cardiomyopathy alcoholic) J)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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—  HLGTIDLE R (BB AELIR 12V 5.0 A ERE O PT

—  PTLLJfi#4E (Heart and lung transplant) |, [0 4E (Heart transplant) |, 38 ZONLy== A4
B N 0 A (Ventricular assist device insertion) | (HLT.0A#ETF4H NECJIZU > 72)

— RO B2 TR
— DRI HIFR

—  EEMRME R BB D R

—  REOKEMBIZEET DR

— DEOEBIZEST D R

—  DAMEOEEIZEE T O HEE

—  DNEOEEIZEE T O HEE

—  PTI kR (Myectomy) | (HLTF BT ) 2)

— ERMEBICETL2EMEE, (B PTIAREENRFE ML = 2 AUE (Arrhythmogenic right
ventricular dysplasia) |, PT 56 KL i 2% (Congenital cardiovascular anomaly) |, PT
[ Rk D 28 (Heart disease congenital) |, PT7—/ L 5% (Uhl’'s anomaly) |722),

— DR RITFR R TRWVERIR R A AT R KO AR AL (1 : PTLLEME T R T LRI RS FR

400 (Atrial natriuretic peptide increased) J),

T PR SR E IR B B O DAE I — Z OMENE LA FERERI—T 7 OBLEND
RHL—ZIUTERFEMEO B\ IR LR Z D720, PTIFE K3 (Dyspnoea) |13, JE Bk

ROBITARG EDI /A X | ELDBENDHLT20D 7Y —DbERINL TH I,

TANTIXEBIOKE 53 % L3R 3R HFE TR DI ENTE72 (Ll Pl 38 FEE Tl

T&ERN2T7),

2.15.3 BRBEOEMERFFEROFHNICETHER
LOARIE (SMQ) IR 3R & IR SR 2 2 TD, 3ElIE 1.5.2.1 254524,

2.15.4 LLMBIE (SMQ) |0 EE RV AR
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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2.16 [thiF##R R M EREE (Central nervous system vascular disorders) (SMQ) |
(2006 £ 9 A ERVI—X;
20154 3 B ThMIm & fEE (Cerebrovascular disorders) (SMQ) J&KYAZFHREE)

2.16.1 EH
HOAX A HH s L OVIMIM A S8 1E IS B 321
— R AR AR R LA R 0 KON HH i PR AR R ML R D oD EFES N — TR
b,
- MHRBYNT =TT, IO EE T N —T PR =L TCORWHREN G D,

2.16.2 W&/ BROVEYRE
W
- J?l*?aé“i/’lﬁm (2L I A B (B 2SR BRI B 2 JHEE
—  SERMERN M BRSO I RE
— G BRE T AN M FEE O HEE
— M B O ALE A Rl T D R
Ak
— FH B LUSMEICH OB 3 DMK i B E o 55 (B PT T AME M 88 25 PN H i
(Traumatic intracranial haemorrhage) |

UJ>

Tl

7:CIOMS-WG (% 2006 4- 5 H & T, 22— =007 = — XN 7 AMNIEAT L7 —R 3w 7%
LE2—L7, H22— P — TR IR R IE £ T WL OO, fEko HEEE B
MF BRIz, IHIT, FREREFICET2HFELBMT 20RO, WG X, £DH
FEIZIRRF RS E DL CGBEIILRNZETAELE,

T - TR ARiRE R H 1 36 OV i B PEFR B S AR D IR AR (SMQ) |0 FTRE I, i if & MR 5 D e —
fiez o MAH) 72 (e B L OVEIR A %

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.16.3 BE#EE
HAR A R L B
(20000060)
|
AR 555 1 OV . e 7 HLPED DV R MR ES AR
FAR AR T ML

(20000061) (20000165)
L PR HH 1 P Ao R T H s L O
1 A s I I L5 P 1851 R IR RE

(20000063) (20000064) (20000166)

B 2-4 it RILEREE (SMQ) DR E#EE

FE:U>0D SMQ FIREZNZENDS, FAHRARE R DINB I OFREO i 5 BRI 225 LD IEMEIZ R B,
T 57~ MedDRA /3—=> 18.0 T, AR E T Z{T-7-,

A SMQ 4%

# SMQ £ #r

Ml Bl (SMQ)

Cerebrovascular disorders (SMQ)

FRECPHFER ML BB (SMQ)

Central nervous system vascular disorders

(SMQ)

MDD & 0 TIF ML & FFE X F1 70 0 il &
fEF (SMQ)

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

LD S 0 TIEML1F & FFE IR0 TR
FEARM B (SMQ)

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

JE M PRI Bl (SMQ)

Ischaemic cerebrovascular conditions (SMQ)

S PR M B (SMQ)

Ischaemic central nervous system vascular
conditions (SMQ)

M EA I Bl (SMQ)

Haemorrhagic cerebrovascular conditions

(SMQ)

Al P PRHEE R M B (SMQ)

Haemorrhagic central nervous system vascular
conditions (SMQ)

LoUL 2 OH 7 SMQT AR R H ifiL 36 SOV i PEZR R (SMQ) J 13, SRl &R D FH RS

Pl

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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SN, SRR IFL UL 3 O o0 SMQ, TR MM PR fR R I R E (SMQ) | & T g

HOAX R LB fE S (SMQ) JIZAEIZ T D,

FHEPOOEFFIZEY A —2a012.0 THRRARRE R MAEFEE (SMQ) HIEFE 7L TV PT 28
7= ST SMQIH MAESH D\ MT R LA & FFE S AL\ FARARRR R 1 2 B E (SMQ) J 231X
JL 2 ELTGEIMENTZ, 2037 SMQ IZfhdL UL 2 DHF 7 SMQ L1374, Hlod SMQ Few 7T
32, EALV 7O TR E FEE (SMQ) ] O— L TORFIH T RETHD,

[AEkD B BT, [HHARRE R HH 3 KOMM B PER B (SMQ) NZEEE 7L Tz PT 237 L—7 1k
SV SMQIHARARE R H 36 KO M A MRS D IREE (SMQ) J 23L~L 3 IZiB NSz, 2

DOH 7 SMQ HEJD SMQ M7 TIHRW = |

A7 SMQ O—EREL TOAFIH T RETHD,

EN—Tar 16.0 PARTCIE, AR H 38 KOV M & MR I AR IR I (SMQ) 1 oo IFEI LA

WAT—=TDHTHoTz, N—Tar 16.1 T,

AR AR R I 36 KOV . B AR AR D IR AR (S

MQ) IZE ENDHFEL, KA — 7 HI AT — T D EBLLNNCH SN TND,

£ :CIOMS-WG LEDH T SMQ DA MEAREKIDALFRE, TridE s,

CIOMS-WG X&

MedDRA EZEH#ERZX (SMQ) F5|FE

SMQ 1.2 ZDMLD i i 45 i 2

ZOH 7 SMQ ITZHIBRS AL, #ERSMQL.2 TZ2D
filL o> b L B (SMQ) JIZHERL TV e 2T
PT 1%, Lb 2 OTH & DV MR I &R E
SHZROHR AR R L8 [ (SMQ) 11V 7L
W5,

SMQ 1.1.1 Bk 58 0 FRAR AR R Hi i 45 L OY
GERIRER (S

SMQ HRR R A H L33 I OV I 87 4 75 R
) 20 SMQ 1T i &2 FiH . IRD = H>D% 7

SMQ 1.1.2 JARIk SR O PR AR R H il LY
Jibé 1M FE A

SMQ THERK S TS,
o PR RAEE R A T L OV L AR I S
HHE(SMQ) (A3 Fs L)
Ml 1 X AR R il B A (SMQ) (BRI oD

#)
o JE AR AR R LA RS E (SMQ) (Bl
#)
SMQ 1.2.1 BIginsR D2 O ik & e L~UL 1O SMQ IR
SMQ 1.2.2 JRIBHRER D Z O ik & e L~UL 1O SMQ el

# 2-1 PARARRMEREE (SMQ)IZET % CIOMS-WG XXEE SMQ F3|EDBRE

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.16.4 BBEDOEMBLBEBEFRERDOTRNEETHH]R

AR AR R MU BEE (SMQ) 113, Pl KOVA IR R R FF oM EEE D SMQ Tho, Mt
EEFFOZELAMNI, 20 SMQ OF B J OV kR 58 55 CRERLS RS @RS iE 2 Ff 7700
SMQ OFIHNZHFABIL T4 (1.5.2.1 2H), EAIBEED SMQ OFIMIE FALMEE D SMQ D HIFEZ
BT HILTHEIETED,

2.16.5 THXARERIMEREE (SMQ) |DBEZFEY AR
* The Merk Manual (Seventeeth Edition). 1999

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.17 T2 YR (Chronic Kidney disease) (SMQ) |
(2013 £ 3 HIEERDY—X)

2.17.1 EH
MEVEE IR (CKD) =B DO W& R RE IS5 8% B 2 D 4 D H 7R~ T- R
JRIRL, S B EE A TR I X A
LUF OFERZE T BACRIR, Bl R, DS, BRITEEE | W EBEIR | R, 97, 2%
SiE . FIS O | AR HE LA K IR L RN B I EES O L, R =2 — a3
— . SRR A
BHEREDO MR, I B AERICE SO TRITT S
B2 ELHE P BTG T DVRIRAATO NS IR - BB E O B, BT+ 2 =Y AR = F AR IE, %
HroB b 7D
&M B SR (CKD) L F O %L DERIZL > TR IS:
— DMAEEAC
-C-ANCA [5G, P-ANCA [5E:& ANCA [P0 i & 7%
T T — L FERRE
- 1 I R R A L
- P R AR
—  JFURMESRERI R
- JIBE A B i
a7 AlgA) BHE
- BUIR Y i R BR O LE
N RE
AT R RO 2%
- TR TR ER IR 2 (BMERERIRTEF )
—  TRPESRERIRE R
- W PRI
cRHPET) T h—T A
-BEI Y ~F
R A VERE AR
-5 FZ I
7 RISAT I GERE
¥ 7 ) — N R AE
SRAEVEZVA a7 fE
YL R ER AT 2%

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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N8/
‘B ML C A%
i
" ENMRE AR T AL A (HIV)
e ~EA
- 4 K|
R=UTIV
TIpAR—T A
-L #4745 E (LCDD)
A
- AR L SR M SR B
TR LR FE S AR
s R = T A SRR
< T IVIR— MEGERE
- A
—  RARETEVEPER A
SHRW) (B 2T, AV T = AT IR, T ) — L)
JEYYE (T AVA M A )
S — VAR
A PEAR A U A LSE S8 i A Lo A SE
Y LafR— A
OB Bl ¢ ANEHE
-EHEJE
- U 2%
-SRI
VAT ERE
—  RIKPAZE:
- IR EERE A
- BPERTSE AR R
- JiEi5
- 14 NEEHRAREIE
- AR IR I
Z I IROMEL T OBREG D~ —T1—% &L
— RIS

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— R R
CKD D250 FEHRHAFITRDOLEED
BRI D72 N DB RE D HE I

— DR EASOEST
I EIX, CKD OJRKTHHY, F-AIHE THHY, J0H OB EEDOTE R L0 ME EEOHEITIC
BT %
ZOMMDOEPHEIL, IRDEFD
- A
- RAEEE
BIRBEH LT DL AR OIEE
—  PRRRREE

[ N7 B 2 D CKD sl FE e
—  SRERIRIEIE RO BB OF RS T IROME R 53 7 A ML EBIROBE; (1%
ERETIIHERER T RO LD L
SRBRFHYIR B  F X
SR~ — I — RROMIR DO R | F G R O RE)
—  BBHREGOAEIRST ., 3 7 A L FSRERIRIEE A 60 mL/MIin/1.73m2 Kl Ch D&

CKD ™ 5 DD B IR DI EFTZEIND

ATy Bi) B3 GFR(ML/min/1.73m?2)
1 BlEE ER 1 GFR >90
2 BlEE ER | GFR 60-89
3 HERE | GFR 30-59
4 #HE | GFR 15-29
5 AR <15(/&HT)

2.17.2 AF /B EYE

A

— (7T ) ERIB LU CKD O BRI 528 (1 2 1%, PTHEMEE A4 (Chronic kidney
disese) | . PT & M7 #25¢ 38 JiE (Renal osteodystrophy) |, 5L PTIE#EIC LD IE
(Oedema due to renal disease) |) & & T o & # 12 B2 HGE

- TEE ) LOHMEMFEPIW HEEZ 5 T U2 B R A O 38 (B 213, PTHRERIAIEE R
B (Glomerular filtration rate abnormal) |)

—  CKD (ZPH# T DIE RO FINED HGE (Bl 21X, PTIEE T (Peritoneal dialysis) J)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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R4k
—  CKD %X AR KLU AV K -0 FFE (] 21X, PTIHEIR¥ (Diabetes mellitus) |)
« B BB T B B 4 2 T E o L OMtL oD 9 IR T RE A5 A% (151 20 PT TS IR i M e
(Diabetic nephropathy) 1% 1388 S 578, PTHEERR 5 (Diabetes mellitus) J 1A &SN
V)
-PTI& i+ (Hypertension) | — 7 ARDFERL, [ /A X | e B Mo FFEEPRIC — ROV S 4L D GE
HIIX CIOMS SMQ V—F > 7/ V—TDJF %% 5 R)

— DI AR LI DEE 2 BN IERF B IE RO FFE (B 212, PTIE.L (Nausea) | . PT

[ 57 (Fatigue) |)

- ERMBIOHAIROME

—  [PT 18 RIFEBHLEE (Chronic allograft nephropathy) | k< B DA BHIE L HEHESUG
DRGE

3 —218.0 T, BATO EHEREB 20 55 HE HFEHRICHES T LLT MEMEE R (Chronic kidney
disease) | % PTEM:E R4 (Renal failure chronic) | R Z | HHl PTHEMER g% (Chronic
kidney disease) | L7~

B SR &Sl 5 D7 —Z_X—AT SMQUMEMERE R | DAl HFEICTT AN I, EFHY
W HEADNTI T AR DOVW<27 PT JHREDA SMQ HIFEUAMIIBINS I, FEAIIZ OV
TlE, CIOMS SMQ-WG DAV VIV LEESIRENTZ,

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

2.18.1 EH
S N o) i
— MR (IR ERASAE)
— IRMEO# i (AR IR
T BB DR
— EVEREIEDR (VA VAN, AR ME, BN, ZRENE T L L —E)
— BPERELS (FTa—~ WM T L VR — | BE AR S)
— HME GRER T i, B4, Z5)
— ZEPEIREE (Cogan & ABE, IZLBE, BUR A, K54 BriE2Eh)
— IR R B AL N B CRBE M REIE | AT — T v AV a AEGRE)

— ARMRE

— JE

SEPR IR I KV 2% Ll T RO — 5T FREOEY Th D
— ROFRHDOFZ

— PRIFE QB FREIR)

TN E T FLIEDO IR LD B & O FI
TR T LIV — MBI DR ECH DN, IR R F - IR A FEIRER THR BT H2E0D

%
KN — RICEEE Th D, SMEDRBOBIRNGE IR, FLWERITENTHD
BRI DT A

2.18.2 A ERHVHETE

G

— WL RAE, BNE TEEY . OO IESMENE T LOTERGL RO FEEOIRREI B35 M55

— AR BT DR R R A O I RE (1 : PT TSR AR I B % (Biopsy conjunctiva abnormal) |)

— AN R D ALE T B9 H R (151 : PT T #5M5% % (Conjunctivoplasty) )

— FEEET AR5 HER (1 PT RS B D B8 429 (Benign neoplasm of conjunctiva) J)

— PTI 7L L% — A % (Allergic keratitis) | : LLT [ 77 L /L — 1 A #5525 (Allergic
keratoconjunctivitis) | 2320 PTIZV 7 LTI, BIEEF 448 H 3 2 FIREMED @ e B 2 b
Ay )

— ZOFEZROFRPEGME FI TGO WNT N THD EHERI S A HEE (FIZMC W T
brofEEMEA S M) (B PTT#EZERD (Conjunctival cyst) J)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Ak

— MR E ORI OIER OIS | O IRIEE LD ONLEE 2 HNDb DI 21

— oft R oD B 0 oD L [R] E TE BE E C RED SE R B I B 9 A I ER (B PT T K I8
(Pemphigoid) )

— bR A B A (s 3 A EE (1 PT DR #5548 (Conjunctivitis bacterial) |)

— FEMEAME B 32 FEE (] : PT TR L 245 (Chemical burns of eye) 1) . L, AR #L0H
OEICEEEE ST L B0 H 256 2 < (F]: PT 15 £ 8 45 (Conjunctival
abrasion) |)

— S RVERBICEA T DM

— BRI BAd A HEE

— [IAX DR ESNAT0 , LLTTHRERFE RS L (Conjunctiva bulbi colouring yellow) | 2302
LTW% PTIEJENR (Ocular icterus) ] Zf#4+ 9% (MedDRA /S —a2 11.1)

2.18.3 REDOEMEMRBEREROFHENICETHER
RGPS (SMQ) | X BRI 2R ZE D I THERR S CUND, o T AT 57 & petili i 52 1 [7) U R
BEOND, ZEMIT 1.5.2.1 #4528,

2.18.4 THEIRIEE (SMQ) | DB EEEY AL
* Scott, O. Conjunctival problems. Patient UK,

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

+ Stedman’s Medical Dictionary, 27" Edition

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.19 =8 (Convulsions) (SMQ) |
(2007 & 3 AIEERVY—X)

2.19.1 EH

FEAE PARAR R R (CNS) =2 —m O EREN DI T Dl [F IR D F 5 700 Rl s K 2 38 1F
PHFERTHD,
— JERIT, BIR 7S E D = E DDA S A TR VRIS E TR S,
ThD A B B BT R D IR MR A A PRI Th D,
FAR I PERAEIC BT HIEEME LR Th D,
— B OIEZFEEL . BB AEEISEZS,
—  IUEITEEMEB OO VLT RL 3B JRFE T RS PEIChE IS,
T hﬁxh%&f’ﬁ@l?m*ﬁ (1981 4F) :
- HoEAE

%‘WB Gy AE GEE, I, B AR, SR ES DB D)

REMER R A

CIRMERIR A ER A

- ZfFlE

< RARFEAE (VNFELE)

- SR ELPE A MR AE ORFE1E)

REMEFAE

Wi 1 FAE

A u=— PR
- ROVEZEME

SHE R R

.?LIE] R -1'*4

2.19.2 AE/BROVEYRE

(=

- W?g-@(convulsmnﬂ [Chirio (epilepsy) |HHWNETFELE (ictus) | &V llERZ & Te PT Th
0. BT NIEEB DS TERE THHEIMIXR D720 (B PTI/NEETAL A (Petit mal
epilepsy) |)

— R OB IMEZ RVET D M EE (] : PTI3{FE1% #E (Postictal paralysis) |)

— R FR Tl SOCTER AR A JICV 79 5 HE (abnormal) | B4 0 BaE GG

— RGO 2 ORI LOERZ RS HEE (] : PTIE (Tongue biting) 1)

— SN DR EDHDNTIERRE O T EAREHR DS RIS L OBARTEREE (] PTI LIRS
F27v=—"1TAN A (Baltic myoclonic epilepsy) |)

UJ>
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— IR BIO EIE TR EEE 5 AR (5] : PT I 7-F/j (Convulsion prophylaxis) |)

—  RBAIEEDIXFINNE 22 W (5] : PTI /L= — (Narcolepsy) )

R4k

—  [EH (nomal) | LW ERfFE A& 3 LOMEARRE R D72\ SOCTEFIRIR A | D FFE

— %% (incontinence) | Z Rk 4% PT 134 E 7 BERIR DIE B 2 R SR LT

—  PTIE#H K (Loss of consciousness) | 3L PTIE L~V DK T (Depressed level o
consciousness) (I 720D /A X | D— K L7poT-

—  RIEEWH T U OEEN O A& LR L7 PT (1] PTI4 2712 —X A (Myoclonus) |)

2.19.3 REOEMEMRBEREROFHNICE TR
Mt (SMQ) NI BRI ER S IR 3R 2 2 CUVD, 5FflNE 1.5.2.1 2583528,

2.19.4 [E& (SMQ) |OSZEBEEY AR
Harrison’s online, Chapter 348, accessed on 29 May 2005

http://accessmedicine.com/public/about_am.aspx

f

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 £ 3 AIEERVY—X)

2.20.1 EH
AR E T FRRofEIC T ES NS,
—  AERMERICEID TR GO, =R, BXOELE)
— AT DIRF M OWEE (T LA — FEER, = — 7 L UEGERE)
- AlEREE
- B Y
HEC AR T 4 —
AT AT AT 2 AENFERE 2 E DI B
A SMQ (X, AIEO—DLL EofE |2 B T2 FEH AT 36 JONEBIR S A7 IR B A 72180 36 L OYE IR
EElERIND,
- AR
- AU
- AEEE
- TAAE
- AENR

2.20.2 A5/ BRAOVESRE
(=
—  ABIEET LT N TO MR
FRob
— PRV IR E
— A BT DR
— AR EE T 2 ERR S

o

7 PTI4:P] (Blindness) | . PTI 1 71F&% (Visual impairment) | 35X T8 PTI# & T (Visual acuity
reduced) | 72 & DI RV AFEITT ALORER, ZED AKX | AT 2O RS LTz, Fiz, PT
(2T g —T R Par ) JEfFERE (Stevens-Johnson syndrome) |13 LY A& FH OB E AR 9H D
T, IRIREDFBUT—EOREFNIRONDT-0 | T AN RIZKVERIN LT,

2.20.3 BRBOEMERBRERO TR TR
[ e (SMQ) 113 dsom 58 L IR 358 20 2 CUVD, iEmllld 1.5.2.1 224528,
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2.20.4 TARESE(SMQ) |I0BZEEY AL
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 [EB%EN%E (Dementia) (SMQ) ]

(2007 ££ 3 HIERVY—X)
2211 EBH
FENEIL. B HAETEENE (ADL) 12 E Aok 7= 3 3RS R O B L F /- 1B L L ER SN D,
ZHDOEEFNDJREIA -

— R (B B 430 B12 KZHE)

—  HEEME (T Y A~ )

—  JRYE (1] HIV BEE)

FEF B (— MR mTiMe) TIEFI=m VAR RFE, SR, ey — Ul RAREIRAI DS RK £ 72D,
ZDOMDTERED FEHE :

—  TIINAT IR (T I0A REEE PARARRE RIS 1T DA R ME 22 (LS P10

— I EPEREE GEBID 10~20%) 137 VY A~ —fF L 535 Al HEME AN B D,

—  —EROEA (] HEARA, HiaV AR, H2 7oy b —) 13RI L AR AE & B L S

HZEDRBITND,

ZHD BB LR DD BN E e -

—  PRHNBERE - FNBUMSRE D RE S OMETT | YRk, SO - T AP OB E | B KON, RAEMEDIK

& 21k,
—  WRARE IO, W EICHRE ThH 7= ADL DOFEE, HIr ), BT, RN, R Re . B
RRES) | MR EE S RSy BIUMTENI BN ELD LN HD, FATHRE (TTEIOF

B 4 38 L ONHIENC RO 2 KSR B O K I,
—  RPETE GRfE, R4, SE5) . BREE B HEME ORI ARt SR O < EIR QR SR
ZAH BUEEE)
DSM-IV (A% RO B LS55 DT D~ =2 T IVILET S 4 M) OREE S L YEAEIE
- GiEkEE
- ROFBIMEFEDO—2DLL LS T 556
FEIE
- RATIE
-SRI BEAE
- RATHERE DB E
R ET TR e B e bR
DSM-IV IZEDT WY A~ —TRis Wi & I
—  ZOMDJRR DERS:
- KWEE-RE FHEEICRITA=a—rr DR
—  RRIREEL HTLWMEROESARE, SEEOMBE (B ICHaEE) | KU BikE . ASZ2L, ADL 21T
BB ORI, FhR BB IO HIBr ) O | S gt | mice, 5Bk, JRE8E , 2
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IR . SRARZRATEY, HEVRZE | ATBh O SR, $EEL, “ 5 BAVE AR

2.21.2 W& /B AL

W

— BRI ARE I B2 T8 (R oo

— TNINA—IROHRE HREBENRIIEET WY NA~—I{ ChHHEREL, TDIHHE
TDRREMEDTZD)

—  MEPERBEE

—  TAMERIIEEB LR OMFEDO A AMEE RS0 7273, CIOMS-WG TiZZiso
A& SMQ (278 ZLARIE LTz, $51C, PT &SRS (Amnestic disorder) | 23BN 7z,

—  PTIEAR) L PTIEARMERESE | 3R] A2 0 SMQ ITE £D, R S E7 R EOZARM:
OV TlE, SMQUREHIF 35 X ORFRIEREE | A BTSN,

SPA
—  RREMAEAEIR (B IE R EAKEE) &2 2 5 OO FFEDIR K,
—  ARPERREE

— =50 PT(I{EE /152 (Disturbance in attention) | . [ /~IRJE (Insomnia) | . 5 Hill M
(Irritability) ) IZOWTIESHIEE LIZA, EDHDT AN RIZIE S TERIMNL T2,

3 —Ta 16.0 THIEL PTTVE RS S8 MERG i PERE 3 (Substance-induced psychotic disorder) |
BINEN, TNET PTHR#R MR E (Psychotic disorder) | D FALICALE STV 25670
LLT (LLT I &) 445 # J5 (Drug psychoses,) | Z Ol | . LLT [ F RS w5 . 3 #0 AS B
(Unspecified drug psychosis) |, LLT A7 A N kE4 (Steroid psychosis) |%5) 232 O #L PT @
TALIZBATS IV, ZHU R PT DR PE R 5 (Psychotic disorder) |13 A8k %2 A REE L T
[FRANE (SMQ) HZAESHTWD, ZIHOD LLT IEE &SI T, Ziud, PTIEFH R
F5 495 MEFR 2 (Substance-induced psychotic disorder) | I ENE O 5 Ol 8 I e | 584
HETE RV SN 22D Th D, L., BT T 5520V 332 B F HE M I B3
LHla—W—nE 2 58513, PT -5 36 MRS 9 M % 55 (Substance-induced psychotic
disorder) J &R L THRBERUIZED TH RV,

2.21.3 BRBOEMBERBRERO TR TR
[FRAEIE (SMQ) JI3Sksk & J A D 7 OF S8 FFE CHE RSN CQVD, 3Rl 1.5.2.1 25 R4 2528,

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

www.hosppract.com/
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2.22 [Ri## (Demyelination) (SMQ) |
(2008 £ 9 HIEERVY—X)

2221 EBH
PR A B0 2 BE R 0D B 3 OB 2 PO MR SR D IR R D BE,
RS AR R E 2= 1T 5,
B A E T 59 DA =X MPRBICEV R 2D b e,
A TR OV T IV DIREREE TS,
JEGE, BE, SR WIIMOMRED R E D RN L7 D,
bR A2 B RE DR BT B LIE TH D,
fl Dl & U DB A S | AT PE 2 BAME VBN 38 ROV HED HE S Ml & S HHIE A3 1T 5
o,
A8 - i SR O BE R MR T QOB R O iR
— RO B X PR R N TR AT D (] 228 R LE)
—  RIEPED BB IR RIS D (B X T S —JE )

— DR
BB
- B CAE RS
I SIS
R AR TR
-7 G 23 A R RE e S CESh TV Db ox 5 i)
NI

2222 A /BROVETE
HE

— R KOO G BB 32 HEE (B PTT 258 LiE (Multiple sclerosis) |,
PTI¥Z - L —JEfRE (Guillain-Barre syndrome) | 510 PTIMELASJERE (MELAS
syndrome) |)

— BB IZ“demyel” % & do FH 55 (B : PT [ B i 1% 2% % = = — 1 /3 F — (Demyelinating
polyneuropathy) | . PT & 14 ¢ e 4 Bl 8 14 26 58 4R = = — =35 — (Chronic inflammatory
demyelinating polyradiculoneuropathy) |)

— R SR (R SRR AR I AR B oD L EE (151 : PT T A% 2% (Optic neuritis) J)

—  WAREICPIE T DM H R I E M E BRI R T 5 A EE (PT T2 i FE K 2% (Acute
haemorrhagic leukoencephalitis) |, PT I #£17 1% 2 B % 2 & K SE (Progressive multifocal

o

leukoencephalopathy) |)
—  IERICR R RO HFE T, TR E=2—m /T — (SMQ) | BX ¥ - L —
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JEERE (SMQ) NZE FANLTWRWAEE (FREOTERESIR) AR EHFEEL TR E ST
Wb, (I PTIL L2y M (Lhermitte's sign) J . PT I &8 iR Bk & &) (Saccadic eye
movement) |)

—  PTI=X##% (Trigeminal neuralgia) | 13238 MHEAE(LIE <>t o> i itk BE & Bsd o> m] HEME 2
SOOI KRR HFEIC & FN T,

—  ZRVEEACIEIZ IR IR R e R E RE 2 & HEE (B PTG R 3 B S A R EE H8m
(Expanded disability status scale score increased) |)

- EXRVEOMFE

—  BEE R E R BB 5 R

—  RBEDJFIN 72D HFE (B PTT 7 /L= — LJE (Alcoholism) |, PTIE 43 B12&:Z (Vitamin
B12 deficiency) J)

—  RiME=2—m/F — (SMQ) | HDWEF T N —JEFERE (SMQ) JIZBEICE FNTnD
e AR O HFE (51 : PTI 85K (Paraesthesia) |PTI & 2% (Areflexia) |, PTI 5 /11K T
(Muscular weakness) |)

—  HeD CIERF A CTHEAT L7 Wi BB IR AE 2 s 37180 R I B 972 JHRE (1) : PT IR EN MO F
(Dizziness) | . PT 1'% 57 (Fatigue) |, PT I 2 %% (Faecal incontinence) |, PT I #j 5 &
(Muscle spasticity) |)

— B EWICRR RIS RO E SN DR A R (B PT IR 4 B 55 B 340 R EE 8 m
(Expanded disability status scale increased) |) LA O EGRR R A FHREIZbRIL

— IERRRMN = o — T = B X ORI PR E RS2 I RE

—  HIV B

—  LUFO PT:PTHEMEZR BIZE) 25 == —nr/3F— (Polyneuropathy in malignant disease) |,
PT [ JE & i fa M -5 86 FE (Plasma cell myeloma) | . PT P OE M S JiE & £ (POEMS
syndrome) |, PTIZ 1245 (Lyme disease) |, PTIU/LTF v Ak —Lh-~ruar a7 ) i
(Waldenstrom's macroglobulinaemia ) | . PT [ i 5 ¢ & 4 £ # % 2% (Optic neuritis

oyl

meningococcal) |)

ERBED L 7T NV E RIS FET DO THIUE, 200 SMQ Dtk & It 57 I FE & R e 1 [ AR R
Za—aF— (SMQ) | BIOIF T2 U —JEFER (SMQ) JZFIH T 223 eSS D, Bidh
PR RO FERIC B 2 I R AR L TR = 2 — 8 F — (SMQ) J BL O FZ - S —
JEMERE (SMQ) [IZEENTNDTD, 20 SMQ MBITFRINEINTND, Fio, WO D IR GE

13D THEFFRATHY | R LTMEHIREEEZ R T 2L HOLWVITAMERB AR+ THLZEND
RSN TND, ZRHD RS- HEE (CIOMS OA VYT /L LED Tablel & Table2 & R) 1%
=P —DHWHTLORRITINZ D2 LR TED,
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2.22.3 BRREOEMERBERERD FRICETIER
MifE (SMQ) J TP SR & IR SR 2 2 CD, ZEflNE 1.5.2.1 253528,

2.22.4 THiBE (SMQ) 1DBEZEY A
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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2.23 [52mEB KLV B B15 (Depression and suicide/self-injury) (SMQ) ]
(2006 4 3 AIERVY—X)

2.23.1 EH
IOPFIT, KK T & FRERETDRAAE R IE TH D,
2L OYETE A OREHERZED, FRC, A2 Mk, S0k, B REE ., AAIs JOWER
REDZAL., FEAEEHERE DR | MEAR PR 36 KOS AR e B (K185 - SR T D,
JERITEA I THY ., IMOMIREEWE , B/ e 3270 kb= BLORIU 02k
ML TNAHEE 2 HIVTND,
HEOSDEARN AE 5T CRILTDZENHLI TN,
S OWE | 1B MERR R (BEIRIF . DA FEZE, i, I A 72 8) 208D,
SESFARBA (P M E 3, B QBT LT a 2T aARR8) IZBE T 5,
BEIANL A=y EERBIOT b a—)L - S22 8 OO FEHIR EA S ER I T2,
FEDIRE | AREIE. BLOHZREKIL, H2RICZ<RBOOLNLATIHE THD,
DS E OB LR ~=27 VHF 4 il (DSM-IV) | (SRS TWDIDIRIC B 957 B
PWEREIZIT, 11D OR . ETOZELLURFEAE R TOI LK TR EIFE RO F L
B HDHNT R FAEETOIFEMEDOF LVME FAEENTND,

2232 A% B EE

(=

— DSM-IV ORI DIFEEY =R, RIDHIEE /N ORIETE | [ LHRIERET | B X0
TR EEOBZWIEREL g U CRINSUR%Y PT

— 9O H LI DI BESE R, 195K LXK A H), FRERG U ITAE SR, FEriEE)
il 1 @S U<IXBEE, R 00720 SR PEOREIR RS E , i ELA, A&, BLUH D RERE
T OREAIERIEIC R E S PT

—  PTI{EXAE &£ 5- (Intentional overdose) | 3 LT PT I E @ Hi % (Poisoning deliberate) |
3 ZNHDOMEED TAL LLT ICHREITEGTHEZRRT 200 THLID, A%k B
174 (SMQ) | OB 3R ) 5

- ARIRBSED PT ThH D PTIRFAFEESRIRAE (Terminal insomnia) |, PTITHIHIARIRIE (Initial
insomnia) |, BX O PTIHHIARIRSE (Middle insomnia) J 1%, 509 BE 2B W TR S S
HARROFFAICRORF R TH DT, A SMQ I8 5

— CIOMS-WG (245 18-24 » AL v 2—diE R, &L (abuse) Lk 17 (dependence) D &AL
L1 DHOFEBIOEE BE (SMQ) ) DIRIBIR SR HFEIZE DT,

o

FRA:
— ORI, O AEEDRE, Y BXOKREZbEEDRNWARLICE TS PT
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—  PTIAREE (Insomnia) |, 7=—RX 1 TAMDFERID 2D PT 1L /A X B E L7210 THDHT-

»H
2.23.3 [EiEEd
IDRBLIOH% A
(20000035)
|
| |
B BE 2007 (A %%/ B1E%EFRL)
(20000037) (20000167)

2-5 5> ORBLUER BHE(SMQ) DREEHE

20 SMQ IFTEFERIZRI IR OMR (L~L 1) & ARBIREEDOT T SMQ(L~L 2) DRRFRD 2
&R CHER S AL TS,
HoRBLOAEZ B SMQ) 1:¥7 SMQIHFH (B#, B EZIR) (SMQ) 1127 v —7 1k
SNTOORFFA OMERE, 7 SMQI B/ H 5 (SMQ) | FiZdh LMk
A% B (SMQ) | :SMQU—F 7 7 L —FIZ ko TS S IR 52 2 3 T D Z BT R E TH D
YW SILT T D | BIBAR SR D A a4 52

FIHEBENLOEGEICIY, N—Tar 12.0 THOHBIOEE B (SMQ) HZEHEY 7L Tz
PT 237 v —7{bEL, 7 SMQIH-04K (B % B 52 FR<) (SMQ) I 3L~VL 2 [IZBINS iz, 2o
7 SMQ IIfhdL~L 2 DF7 SMQ &iFH 70, HIRD SMQ Ry Tidewy, B2 SMQ O—i&
LTCOHFIHFTRETHD,

2.23.4 BRBRDERLBRFEROT RN TR

DoFBLOHRZ BE(SMQ) IIMHEH#EEZFF> SMQ Tho, Hl SMQIH DRIV A B
(SMQ) IIPIEAR TR L ILIIR SR AR5, LU, AL SMQ DI H /A5 (SMQ) sk 3R
DHIHEFFD, fE-T, TAL SMQIEA /B 15 (SMQ) | Okt L OVRIHR IR URE R 705, HE
HEIEZFFOZELISME, 20 SMQ ORI Ik 46 K OVAIRR 5% FGE CRERLS IR R i 15 & R 7= 720
SMQ OFANTHEEIL T5 (1.5.2.1 ), EAZFEfED SMQ OF I TArE 8D SMQ D HFEZL R
BT DHIETEMTED,
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2.235 [5oRBIVER B (SMQ) | 0BEZERI R
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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2.24 TEMER. KESLUBER
(Drug abuse, dependence and withdrawal) (SMQ) |

(2007 &£ 9 HIEERVU—X)

2241 EBH
S ELH
- HEpoEERIER
JEH B IR B R G S (Bl [ E 2 5720)
B RREREA R B ST DA (B 4% T A1)
- 3 D I = A
—  IAALOfEAE OB IO OMIFIHFREIEDELA I, W< OO T CHAME M IZH 5,
—  BEWELH OB AR LRI XK O LD 7272 AR H BRI VIR ES LD,
SR DO IEBL R E & T AT REME
i A O PR SO0 () K
M HME SN DR R
- ZIEYOEHIEREL TETWD,
— AN EEENTERSD,
— JERIE, A O PRV | BEE, ARSI o TET D,
B
—  WHEICBITHEROM AT L
—  WEERRAERE, FRNCE L QO R AR R otk R S I 25,
—  BEBLOIERIE. OB R CO R I I S,
- REIITIL, FEHI OB R LT THD,
SFERFEAPEIR, 72T, FHRBSDVIIER, ZEOIIT, FEE O, SRS 2D,
SERE ORI, R, HHAEEORS, RN, MRIE, EERERETHD,

2242 A BROVETE
aE
—  IEWIELA KT
- TELH (Abuse) |, [E XA (intentional Misuse) |, [~ 1EE5#I (illicit drug) J& AWM MK
1 (Dependence) | & 103~ T HEEITIRE 35,
LA TRV A ICB W THBIESND A, LRI > ThBlassn s HEE (B THtED RN |
N R T PR E ) F- i S ik ) ) 1R EEE 5,
SHEIR BT DG AR G
—  BEB
- [SRMBIEI | 5 T 2 Co HRRIIIRE 5,
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THEBL HDWNTTU AT R | OB F I 2 & T FFR TR REL 375,
SHEIRIC BT o F a2 EE

TE K SMQ MBHFICHAR L2 572 MedDRA /N—a 9.1 63— 10.0 O T, BA%EY

W& Eh Tz PTITY N K& ifl £ (Rebound hypertension) | 1%, PT [ & I JE£
(Hypertension) |12V 732% LLT 124 NP & Cuna, PTIE T (Hypertension) 11, FE4F
REYRbOT, Vo745 LLT 13D ORI BIFRZ2 0T, PTI & L (Hypertension) Ji3.
ZO SMQ [ZITBMEFL TR, —HF—320 SMQ Zii H 325513, LLTIU AT R
1. [+ (Rebound hypertension) | & b2 A[HEMERSHHENIZ LA EE T RETHD,

5345

EWELA kAT

EWELHN BT TR OFEIRIZEE 2 AR

- 5 TE S D i R E O AN A R R A IS B 90 FHEE (B PT T 8898 Al B in e & 0L B
(Analgesic drug level above therapeutic) ) IZ. M #ITEE L TRFTINTZH, HZIZ
CIOMS-WG F— LD amDAfE R, HIBRES L7,

Tha—VEABLIO=aF U ELURICEE T2 HEE

PSRt AR BB T 2 HERIE. —MRAICERANSILTVDD, BilShE L TRl 7oL, 3o

TP 5ARR K 20 8 O FEMELR 2R 3030 LIV W AR BN 722 R 3K L O IS B 9~ 5 FERIL G £

o,

BHE L.

BN OFEIRIZBE T2 HEE GERF RANBE T /A X 2 F0EE 57-0)

-7 va— VBl FS KON =a T B Z B S5 R

CHERL A ST HFE CTHoTHAR SMQ DERICAELWE O, Ah | [mEm ER OB 1B

DBHLIEANONTIUTH BELeWGE
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2.24.3 FEiEtEdE

SEWELA | ARTF B LOHERL
(20000100)

W EL 6 LOMKAT SN
(20000101) (20000102)

2-6 FWELA. IKEBIUEER (SMQ) D@ S

A (N —=var 17.1 BN 20 SMQ 12X, HFEW, FilkbEE, RHER, BLOGIRED MRS
D RO 7R 7 B85 O IR 2 B Lo 3R EL ) SARAEIE IS LI U B 3 2 e o SiE R 23 3 E41 T
BHT, ENODIFEAL T, EIT SOCTHRRIETE | IBLU SOCHFHIESE | FZE N, Znb
DORFEOZA TV, /AR | ZBIAT FREMENRH D728 4% SMQ IZIBINSHIL TR, Fio, i
LI TWD THRIMEAT ) | THREL T ) & HKAFIE | OB RER 1T, IO R D TR D, LU
S>Th, HOFFEDRBRITHEY ThHHEHE Z NG AT, ZNDEBE LT UL b0,

2.24.4 BRFRDFEMMERIRRE RO TR HHER

SEOELH R A7 B OB (SMQ) 13pdsi L OVAIRIR SR HFE2 R opEEME 5D SMQ Tho, [
JERE A RFOZE LM, 2D SMQ OF T Blsids K ORI 3R G5 TR S U B IE A R 7720
SMQ OFIIZHAMIL T % (1.5.2.1 ), EALFEE D SMQ OFIIE FAZFEE D SMQ D FEZ
BT HILTIMTED,

2.245 TEWILA. KFBIUEEL (SMQ) |10BEZFEY AR
Stedman's Medical dictionary 5th Edition, Lippincrott, Williams & Wilkins, 2005
Harrison’s Principles of internal Medicine, 16th Edition, McGraw Hill, 2005
Huang B, Dawson DA, Stinson FS, Hasin DS, Ruan WJ, Saha TD, Smith SM, Goldstein RB,
Grant BF. Prevalence, Correlates, and comorbidity of nonmedical prescription drug use and
drug use disorders in the United States: Results of the National Epidemiologic Survey on
Alcohol and Related Conditions. J Clin Psychiatry 2006 Jul; 67(7):1062-73
Isaacson JH, Hopper JA, Alford DP, Parran T. Prescription drug use and abuse. Risk factors,
red flags, and prevention strategies. Postgrad Med 2005 Jul; 118(1): 19-26
Haydon E. Rehm J. Fisher B, Monga N, Adlaf E, Prescription drug abuse in Canada and the
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diversion of prescription drugs into the illicit drug market. Can J Public Health 2005 Nov-Dec;
96(6):459-61

Woody GE, Senay EC, Geller A, Adams EH, Inciardi JA, Schnoll S AU - Munoz A TI - An
independent assessment of MEDWatch reporting for abuse/dependence and withdrawal
fromUltram(tramadol hydrochloride). Drug Alcohol Depend 2003 Nov 24(2): 163-8

Brady KT, Lydiard RB, Brady JV. Assessing abuse liability in clinical trials. Drug Alcohol
Depend 2003 Jun 5; 70(3 suppl):S87-95

Johnson MD, Heriza TJ, St Dennis C. How to spot illicit drug abuse in your patients.
Postgrad Med 1999 Oct 1; 106(4): 199-200

Widlitz M, Marin DB. Substance abuse in older adults. An overview. Geriatrics 2002 Dec;
57(12): 29-34
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2.25 TRRER&EE (Dyslipidaemia) (SMQ) |
(2005 4£ 11 A IERYV—X)

2.25.1 EH

c MFIRE (L AT e VB HAHVEN T URYR) RENETHIE AFEAE DA EE
(2725, LEFRIND,
BARHIFR R FI T ZIRAR R OFE R HDOWIEME D EE LR’ ThD,
HODRENRD D,
- HBalATo—/)VIigE
—  @mhZYRYRMIAE
- BEAMENELE
—  CWRPERREfSE
—  AKAR M yE
AL AT n— VIERURE A3, TOHEICE>T LDL, VLDL, 33X HDL IZXBIEH, FRi+I
\AFAET DAL AT 0— /LD B DWIIIEER T RO, FIIXEDOW FINERDHI LN DD,
HDL ¥z, A EE (Frloalb 27 m—) V) IREOHANE, 77 v— LVEEREELIE D 7216
RK - D—>ThD,
BV AT r—/VISE, @7 YRR MIAE B 4, IRERENCB 53 Dlsigs O B (51 JER) LB
HLZRWERY R OFER A 7RISR0,
7 T v — LEE REE A LIE O B ARAE R DWW 0T, SHEEME IR BLIL TR A B HELL Lo T A
L7 #%ICHBLT D,
AN DORIVEH LU CRIEE L= AN aL 27 a— U MIE X EI S TR,
SYEE N Z VYR MEIL, BZOEEHELCT Va2 — L OREHEE (REKFEREDLH7) OB
NWTHD, HOIHERIF (Frloar ha— LR R OGE) RFEREBHEL TWHHIENHD,

2.25.2 A5 /RO ESRE

(=

—  [HEE (lipid) J, T=L- 27 = — /L (cholesterol) |, [RUZ' V&V (triglyceride) |, VAR H
(lipoprotein) | DEEMR 2¢O HIGE

— MHOIRE. VREA, aLATFr—L, N7 VB REERICRE AE S R

—  FEEIE 3 SOC (MRE#F LU ) | TRERMA . [ R, FiEMtB LSRR ])
\ZHIk

—  JREARBMOBERNREBAZRT 9 O HGE(EEEIISE L TREROH L KR E A
R EZ R I REGI R 3 57290)

— BELLC, IRERH#ES B35 ICD-9 /a6 H]

— 18-24 y AL E2—ZHB\ T, CIOMS-WG DBHRTF — AL, TAMERICESEIREICE T2

o
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FRARRAER R HFETIO SMQ 1284 3201 fharA7e—v 27U EE R

MAETHHZ L 2B LT, tONEHE BEORE Tl B OIEFNTR B SN~ T2,
R4k
— B EREICE T D HE (B PTI2—2 =% (Gaucher's disease) |)
—  DUTFOREEEIAR SMQ O &I EHEIMR L7220,

PT =L 27U L% JiE (Cholesterosis) | . PT I i1 %24 (Fat embolism) |, TVR AR
(lipoid) | & & T2 FE (1 : PTTUR ARt (Pneumonia lipoid) |) . PT 5 & H4E (Lipid
proteinosis) | . PT#@lEAEMLE (Lipaemia retinalis) | PTIAEAR (Lipiduria) . PTIVARE 4
/K ZJiE (Lipoprotein deficiency) | B8X O PTHEILEVAREE T 7L — A (Low density

lipoprotein apheresis) |

2.25.3 REBEOEMERBREROTHNCETHER

b

FHEREFIE (SMQ) NIPIER SR D H%FFD SMQ ThD, 16T, Bl R & IR JR IR UG R

Bond, ML 1.5.2.1 #4528,

2.25.4 TIRERIE (SMQ) 10ZE &RV XK

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 1ll — Third Report of the National Cholesterol Education Program (NCEP) NIH - U.S.
DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH Publication N0.02-5215,
September 2002
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2.2

2.2

2.2

6 FEiH LU MmEe (Embolic and thrombotic events) (SMQ) |
(2007 £ 3 AIEERVY—X)

6.1 &

MAREIZZE DO EOH EAFRICL>TELD, Va/bka—3, MRIEDRAEIZIITHEREEL
1A BE RSy B EONMIREIRE D E Th Lk~ 7z,

IARE I, M8 O M4 RATAICFAZELZ0, FIBELZ0 L C Pt a %\ CER A R4 157
MAEZR T DL TR TONDEETHD,

FERRIEIT, PRI Lo THERES U7 B F 72 1T BT K02 OERAL D M5 D3 Z28REWr S 5 95 B C
b5,

(MARYE) BRI 1L, MARTE AR (IMARAE) (2B T2 ARDORIE (FARS) TH D,

6.2 A& BRIV EYE

(D

—  HLGTIZERIE R JOMARSE | 1TV 7§52 ki 36 L O AR SE

— PTI Ny REFT7VIE@RE (Budd-Chiari syndrome) | & PTI XYz by ol v X —EBER
(Paget-Schroetter syndrome) |

—  FEZERB IO A B O S

— FHEBMEE#EOMFE (F: PTT M4 Bk % (Thrombectomy ) | . PT I ifi #2 %€ f& & &
(Thromboembolectomy) |)

—  ZEREB L ONARSEIZBIE 35 TR0 HEE

—  ZERRIEB X ONARSEIZ B 3 DA D HEE

—  ZERRJE R K ONARSE |2 B 2 MR § k2 O FHRE

—  ZERRIER L ONMARSE L BE T S BRI L O IR PAZE R 7~ 3 HIEE

—  ZERJERB I OMAEICBIE T DG MIEOE L4~ HEE

— HEWNREO R, PTIXIMLE % /E (Cerebrovascular accident) | 35 X TY PT [ i 4 4% %€
(Haemorrhagic infarction) |

—  ZERRIEIS L OMARSE 2 BEE 45—k (5 fut:) OF G4~ 3 HEE

— T BRI (diplegia) . = & B 8 (hemiparesis) . f 8 (hemiplegia) . — & £ F ik J&
(hemiplegia transit) . H. /K 4 ik (monoparesis) . H i (monoplegia) . A~ 4= bk J&
(paresis) . 4%} R (paraparesis) . xi#kJE (paraplegia) . VU4 FfJE (quadriparesis)
BELOWERE (quadriplegia)Z 3 HEEA 015 15 (FEARIE B L ORAE L D BHE A F V15
7RV EBE)FRE (palsy) . A~ JFRE (paresis) | R (plegia) 36 L Ve (paralysis) 277§
MEEIXERSN2)

—  PTI % BAZE (Shunt occlusion) |, PTTEZE S fLF2 (Thrombosis in device) |, PTTHE
IAFERAL A (Implant site thrombosis) |3 KT PT IS v MiLAESE (Shunt thrombosis) |

b
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- KIEI M T D28 e B LA E 2~ 3 TGS
R4k

—  SERRIRF- FEE (B MR TE F 72 X8R B D e Mo M 7213 B 2ot

DIIK)
- RERZRSIROERRR A FIFE (7205 | AN Y 72 AR5
— HA BAR, BIONEMOZERE D A RE
—  FERRERM M B o HRE

- %*@ﬁiﬂi(ﬁﬁﬂ%ﬁk@F%@Zﬁﬁw%fm\ﬁﬁiﬁ PRI, AN FRHEEL, PRI IS & %E JPRE A7~

PR (BRI, =5 R R, — @Mk A R, BN AR BERRIEEL . AN A pRfiE . A
T, et BRI, DU AN 2R, 6 JLONU R 2o~ 3 RE 2 e & 37 5)

2.26.3 FEEEE
Ee B IO
(20000081)
A 1 MEFA T RAHONTIR & HEIA da T
DFER ik DIER i
Bk ZER: B L ONAE D F L N LK iR BB Lo
(20000082) (20000084)
(20000083)

2-7 ERBIOULRE (SMQ) DR E1EE

[ I LA (SMQ) | (L-UL 1) 13RO 3 FERIEEDL~L 2 D7 SMQ IZ431T B,
- TE RO ZE R I LOUMAR (SMQ) | (IR R D PT THERK)
- TE RO ZE R I JOUMMAR (SMQ) | (IR R D PT THERK)

[ E AT RABDNTIRATRLOER B IO (SMQ) | URIERZED PT THEAR)

RIS

H: LATFIORT E91C, CIOMS-WG 3it# L= 7 SMQ D4 FRIA SMQ F-5|EDL Fr& T/ ~>T

W5,
CIOMS-WG (& &
SMQ ZEfe I L ONAR , BYIRVE, #RIRME. FERFRAY | ZERR B IO (SMQ)
SMQ ZEf B X Ok, BIRMED RO FER B LU (SMQ)
SMQ ZEFE B X O, FRMED RO FERR B L ONMAR (SMQ)
SMQ ZEr B L ONmAR ., FEMsE M2 A 7R HTRA R O ER B L0 (SMQ)

# 2-2 ERBIOUNE (SMQ) 2B 5 CIOMS-WG XX&E: SMQ F3|ELDEHRHK

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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-7 SMQIE CIOMS SCEICFLR SN MW7 7 —7 I Y T HFETH D,

- FEMIE B L OMMASEIZBNE T 5 X TOMFELHR T 5720, 20 SMQ O SMQ Z#lA &
DELIENPME THHEE 2 LD,

[P I P (SMQ) J [Z8 R ; [k ifn 3 % 2 (Cerebrovascular disorders) (SMQ) ],
M4 %% (Vasculitis) (SMQ) | B XM ke tEE#IRZ% (Thrombophlebitis) (SMQ) JIZ2WThH E
TeEEIZANDRETHD,

N —var 14.0 IZBWTILE A7 R HLWITIESG T 0 281 3 L OMLAE (Embolic and
thrombotic events, vessel type unspecified and mixed arterial and venous) (SMQ) J i, %
W SR FRED B 3 iR 1B ES Tz, LLATE, 200 SMQ IZIZRIBHGED 035 T
77

2.26.4 BREOEMERBEREROFENICETHER
MM B IO (SMQ) TP EREE A2 S SMQ THY ., S HZED H i, LT=v-> T, Ml
CIARFRIZRICAE &7 D, #EAlE 1.5.2.1 #5352k,

2.26.5 ERBIVME (SMQ) | DBEZE AL
* Concise Oxford Textbook of Medicine. Ledingham, John G. G., Warrell, David A. 1st Edition ©
2000 Oxford University Press
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2.27 T[HFEEBR 14 2% (Eosinophilic pneumonia) (SMQ) ]
(2009 £ 3 AIEERVY—X)

2271 EBH
IFERERVER 28 DRFBI T, IR 7213 RVE . HDOWNIZ DOl T I FRERO BN RDHNHIET
D, AN M AR EREEINE S 2 <FRDHALD,
AL T REDOHEY THD,
—  JRYSE (FRIZ R
—  RAIFFHFMEMESE (B HiER], 7 ==r | LN TR 70)
— BERA W ah )
—  BEVERE (B F v —7  ANTT ASEGERE)
—  TULAF—MWRE ST A LE VA2 E
W R L T RO THhD,
— R M OLFEEEREANE (>450/uL) | & SRAGEAHE (5 BD>5%) | E7 T
—  MEs X B EoRER (PIE £72lI i BRI EE MR L RSN AT D5 D)
P P BRI A 2%
— JBEKARH, TLAF—FREEEDID,

— IR, TN IR TR A RO BE SR T UIEBID 50% 23 T RO REFEDH DU ITFRIE DT
HHID,

— IFEAE O mRIVERTR RS (EEAE D “photographic negative” EFASiL5) MR EL
TROLND,

SR ER IR AT %

—  JRRARHEDR, FE TERWHURDOW AR T DR MR BUE G E B 2 DD,

— Ik, PR R, SRR, R BT IS KU & D SV EEME AR R

L7V VIE R

—  FPEREHERIT IO THLO BT, — IO BBV R 6 LUK i o i Bk

NAEZAED
—  JRERNTFE REGYE ., FrICE R G THHEE 2 DD D, IR E TERNZEn%
Uy,

2.27.2 W&/ BROERE
(D

—  PT I 4f f# BR % fiti % (Eosinophilic pneumonia) | . PT I fifi 4f & K ¥4 2 Ji£ ( Pulmonary
eosinophilia) |, PTIL 7L UEfERE (Loeffler's syndrome) |72 & o bR ERPE A £ (2 BE 9
D A7 R AR R 03 %,

— B ZRRRIEODY S | FERAN A ERERYER B TIER\ WS BiR A TR EB 2 LRI BT

o
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L M FEZ KR R e & 5 (] PT TR R 2 (Alveolitis) | 3 X O PTIifii2{# (Lung
infiltration) |) ,

— O R DERASE IR A7~ 9 R 2 I 3R I el & % (PTHERESEE (Hypoxia) J B8 LT
PTEH#5 (Hyperventilation) J) .

—  TNAAYALIIOMGEER RIS E | RO S 2 FHO HIEE. PTHIi% (Pneumonia) |
BLOPTIH A (Myalgia) | % IR ERICEE 5,

— R MAFERERIZ B 3D HFEDS S, [ 5% (abnormal) | 25 Te JHEE (6] : PTT4F B ER A 2 &
(Eosinophil count abnormal) )

R4k

—  RYYE BRHEIE, LaA R = AR IO MICBI 59 _Co fqE

— R DR B2 x5 L OVERIZBI 2 HGE (I : PTTZBK (Cough) | PT I [K] 5
(Dyspnoea) |)

— i LASN DERLL D G BRER R SR BE 35 I RE (191] : PT T4 BRER 4% 525 (Eosinophilic colitis) |,
PT iR ER M0 5 2% (Eosinophilic myocarditis) |)

— R MAFERERIC BT 5 HEEDS S TIEH (normal) | & & Te FI&E (1 : PT AT fe BRBOE 3
(Eosinophil count normal) J)

—  RMMAFRRERICBE T D HFEDY S | EMiFEZ RO 72V EE (1 PTI4F 2 ER % (Eosinophil
count) |)

— AR HEE

—  EMEREEL R NG

— WO E LB B R T AGE

T 2 FE O FERF B2 I FE . PTIZ¢ (Pneumonia) | 38X ONPT I AR (Myalgia) | & IS 22 128
T 5, TV RLEF AR TN R E T 25513, ZnoDHGEIIEFICELD /A X 1%
AL BRATILERHDHEEZ NS,

2.27.3 TNLEYRX A
M EeER AT 28 (SMQ) 11T FRelc LM skEins,
TFBRERVER 2% 24 B0 PT 28 el 28 (072U —A)
DA 57 FH B IR 58 RE 2 BN U7 IR SR, SRk ERIE R iR 2 oA 73V —125
FIhb,
— AT AV—B: AR EREINSE G
— BTV —C:iREZTTEBZZONDLHFEB IO Z>OIEFR G (PTIfiZ¢ (Pneumonia) |
& PTI#5 AR (Myalgia) |
RFRDOFER, FMOT- DI BT _REFEFNL, T2V —AFIR) O PT 2oLl L& TeiER], 721X
IR FRED 7TV —B BLOC © PT B0 PT 24— LI EETER], +--7Zabb A £/212(B
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BLOC)DIEFILEZDND,

2.27.4 BRBOEBLBEEFREROTRNEETHH]R
B ER AT 2% (SMQ) NEBEEAR SR & IR SR ITIN 2 T, 7 AT YR LEFFD SMQ ThHD, ZD7 /L=
YR IR ZR RO TR 2 DXy DIHE DY TSR ET DIEFZFE T HZ DR E 21 ESE 5,
ZOTNAVZANILL TR T IO HREBZE DT AL L TR 22803 TED,
BN REBRET 2D SMQ ORISR FR Tik 4 T DIEBI 24738 975 (1.5.2.1 B )
FREFB DB T, VT T =T % AV, FRER SAVIIE G2 385 T~ 57 DI T VT YR LT LD A
BOEERT D, RERERDDIRVEFIOGEIZT NIV RA L~ =2 7 VB TEHA 5248
T, HFRRERVENI 28 (SMQ) 1O T VRV X ALiE, 7TV —A or (H7=2V—B and #7=2V—C)
ThbH, 7T/VIAVALNTERSNIIEFNIV AN L TH I T5ZE03TED,

2.27.5 THFEBRERMEMZ (SMQ) | DB EEEIY AR
The Merck Manual accessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html

Harrisons Principles of Internal Medicine, McGraw Hill accessed as
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+pneu
monia+&rootTerm=eosinophilic+pneumonias&searchtype=1&rootiD=12837&gobacklink=1&d
rug=1
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2.28 [8f{k4| B FE X B¥ (Extrapyramidal syndrome) (SMQ) ]

(2007 £ 3 HIEERVU—X)

2.28.1 B

o ERAFFRIEOEI EEIL, LR NEIZIIR ASUARBE SRR EH DD TR R I 2 B R B
DR Z AT DA, PV AEEhER, —EOFUREIR BXOT 7 =3B L TR T
HZENRDD,

FE 3% HERSMESE BN R DI ETIIHRAERE T I Z Lo TEZSh D EEIERE DI E THD,

B T BRIK T RE | F2i3, BEEMEEE OERE R 52E80305,

HAHBRME S —F V=R L DANST T HVDT BLOERMED AT 25N, B
T DA RIE, 20 SMQ IZ& A& THD,
+7 SMQ DA

THLVT VEHEZORIO A RANENE | VEHAEEORSOMBA G, F2id, Z O,
DAFRYT (BREMD AT RO T G Te) - AEEE S, f5. BL ORI AN A
BEVEORERSIRT T h— L AHES), BES, FTE, B L OVEOT 7 h—BHREEL £ AELDT
LN,

PARET A ORI E TR BB THY  EB E T EROREELTZHTHO T,
) —8 #85 B O REE ., B, WEEE-HEH AR =7 2B NS TS KOMKRER D A
=T EBEE T,

IN=F UV PFRRER RRNES =X UV IR EAMBL [Fl — TH VIS L 2 IR [E S X
OEEFRIR O =i, TOMOD/S—F 2 ARREHEICIT, Rk (1870 858) | Wiy
WITHE, K740, SIS FOAAT INFIE, EF AR, BLORSRIHK T 265,

2.28.2 A kR ErE

a

o

BE R A 5 L Ok 2 B o/ e L VU R B L OV S —F 0y = X A B % il 26
PR R B LR MR, IRRPE S AR= T (1 A15R) | 5 BT O S B (91 2
R AF VT BIOT AL T8 OZFOMOFERED IR I 1
ERRICBEE S AR RIS BT A R

ESBEAS AN Pk

PTIEYE (Tremor) 137 =— X I FANTEF O /AR | 25| ZEILER, 72— [ FAMNIE
TR RO & O KER Sy A T D 17258052870, 20 PT 1220 SMQ ® HFED
YAMZFES T,

PTIHR g1 (Blepharospasm) |13~ SMQIPAR=7 (SMQ) JICE &SN TUVAA, 2D
PTI R4 (Blepharospasm) | SMQ %2k 247 AHEIZBIL T T AME R DT —
XTI N—T N TR STz, (o T, V=0 77— T (X DR FFROH Atk B
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THLZ—P—DAA RO TS,
594
—  HEATYERZ BPRRRE
— BB
- BRSRINEREAME
- XF¥R- Va7 (MM ZEMIE 3 1)
— PR LR R E R

— bhy—LlohEZE

N

5

—  FEHEAROMES B SR O IR CRRERMEARE, (= RER, BHERRER)

— PTIB#H 4% (Excessive eye blinking) |

—  PTIFR:ER IEARRESEWERE (Restless legs syndrome) |

—  PTI3A4kr=—(Myotonia) |
—  PTIF:RR % (Dyspnoea) |

— HERO = RS (B PTRAENME T (Foetal hypokinesia) |

2.28.3 BEEE
SRS IE R
(20000095)
THTT DAXRTT PAR=T PR RS
(20000096) (20000097) (20000098) (20000099)

X 2-8 SEESBAERRE (SMQ) DREfEHEE

2.28.4 BIRDEMERFRERDOT AR §HHER

HEARSMIRIE PR (SMQ) N3P L OVRIHR R HFEZ R S PE & D SMQ Thd, PEEfkE R
DZELIAME, 20 SMQ OHFIF B L OVAIER SR 35 TR S MBS S 2 R 72720 ) SMQ DF]
AEAPILT5 (1.5.2.1 /), EZREEO SMQ ORI FALMEED SMQ O MEEZE /&3 52L

THEMTED,

2.28.5 TSRS BRIEREE (SMQ) | DS EBE YR
Stedman’s Medical Dictionary, 27th edition, 2000
Harrison’s Principles of Internal Medicine, 14th edition, 1998, p 2356 — 63
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CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30

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

The case of the frozen addicts by J W Langston and Jon Palfreman — Publisher New York:
Pantheon Books © 1995 ISBN: 0679424652 OCLC: 31608154
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2.29 TiESRH CES . FAS JUHEAAERL)

(Extravasation events (injections, infusions and implants)) (SMQ) |

(2007 &£ 9 HIEERVU—X)

2.29.1 EH

FRIRN & G- C ST 3 ol 8N T TR A LIEIREAED 2L D& L /T & IHE Th 5,

— TR ENEIRE DN DD,

— WO ORE (F1: HATEOALFRIEA]) 13, MR AZ S LIV EE R B BIEL O ZEn D
2,

DI AT I D,

— VRSB AL O BRI BE R

—  TEETEALTAL O FRAREA%E

M8 MR TR FIZIE, IR B L OEDMMOARIE D M55 D\ NTE DB JE R~ 5

WL E L CERSND,

— A SMQ @ BH8YTIE, TIESMRH X, T VA — (S, ZH7eE) HOWITaEIZB%
THEIHEIZBIRT S,

—  MESNE OB IBIED FTRENEE 5 Lo,

— KR BB L OVER S MR A I CBlER S D,

2.29.2 AE /R ERE
(e
- %%%U/<U~&%%EKBSW5Fm%m}%m%ﬁﬁﬁﬂﬂ%

—  PTI{&H (Extravasation) |
PTG X, Infal72 2388 7 V) N — B L IEBIFR Ch 5 (SOCT 2 H [ F B L O 5/
BRRE1IZDD)
-BUIEAR FETOT AMERITE DN T, R FFIORREATU, BE NP Z Y LR ESI,
— S EAVHEIAR BT T B IO B A HEECRERS , I, 12 TEAR . T, B
BILONEBESHAADIIVTWD AGE
YA B DR E 2 O RIFEAS A SMQ DHIPHIZM 4 5% UMEIZ SN T, % I3
ncaEshe,
K SMQ DFFRDAL T F L AZHOWNT, Tl F 5129 PT 13, A SMQ OERIZEE T
D EITEESELIEN KD,
A HEAL OISR R L ORLBED T2 D A FE (LLF O7ESIR)

U4>

52
—  PTIfuygis H (Extravasation blood) | 35X O PTI R 1=1H (Extravasation of urine) |
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—  PTI&AI < (Contrast media reaction) |

—  PTIERLEE @RISR Dt > 7= Hik (Wrong technique in product usage process) |

- PTI&H %~ (Systemic leakage) |

— DEISERAL AR (BL R oS RR)

—  PTIAESEALES (Injection site reaction) | 38 KON OaE O TSGR ] (1 : PT A GER
Az Jis (Infusion site reaction) J) . ZALHIXIEFFERB TH DT80

T B B O SALBENL, A SN OSEIR CTh D (BIFE, A SMQ IZEE STV 23, ME
SN2 EB L INH D, ZNHOHFEIL, 2 — T 7 FIEIZL> UL FFEDT —HFX—2
TITON TWBIVZEOER R ETHIEDR DD, ZOZEIE, K SMQ ZF|HT2FRICEEL
TEIRETHD,

A TEe AL AR, EXVY—RLIRTO T AMZB W TS O FHI 2R L= ThH, — &I
%, A SMQ DO#FIPHICE DA E1HE Y TRV e E 25 Ts, MedDRA =—H—%, B
DT =L ZHADWT, MAEINE BT 2 F 22— R T 5L ZI TR G-50L ) FFEDMEDIL, 4
FHRENLERLOLL THESNTCNANEINEEBTHRETHD,

A ARET LLTI 7 —7 /LA HHEE (Catheter related complication) |73 5 IR S AVIIE R & 5%F
GUIED DL EE BT RETHD, ZOHFETHAEZD SMQ IZEEND PT IZIFV 7L TV
W3, BT DIE G L2015 AR DD,

2.29.3 BRBEOEMEBRREROFRICETH8R
N 28R RS FEAB I OO IABEBNAL) (SMQ) I3 538 & IR 3R 2 2. T D, aEflliE
1.5.2.1 #5352,

2.29.4 TIESNRH GES . EABIOHEDIALIAL) (SMQ) | 0SB BRI AR
Brown, S. Complications with the Use of Venous Access Devices. U.S. Pharmacist.
http://www.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ ACF2FF9.cfm&pub_id=8
&article_id=131
Stedman’s Medical Dictionary, 27th Edition, 2000
Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin Oncol Nurs
1992;8,2(May):133-147
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2.30 T&FEREREE (Fertility disorders) (SMQ) |
(2011 4£ 9 A ERVY—X)

2.30.1 EH
MR FER O Y7 (SMQ) |DOBRZEHIZ CIOMS SMQ WG (X AFlfgREE |1ZL~r 1 ©
SMQ IZHBEEHREThHHEFAEL,
AATE
— 1R LW TR B Z R DITIR U2 W RS20 5 )
—  FAEEFEERO RO 15%B3 AL TND
— OO HED B LE RS ERO—>
AITIEN L B &M EO M MEDZER B G- L CTRY, DR EBIIZ 21K 35% ThH
— B LMEOER OM A DI LD RTIEDOEI A1 20% Th s
—  FED 10%DTFRIZ A THD
— B DRI TITAEHER R N IHEMR A OFE RITIE # Th D  ABESNAFHIRIE:
— R LUREEMEAE Ao RERE E
—  JRFOHE S
— BRI A
Frske, ZHRAE R FIT R BB s T O KIMPAIEED RN THHEHIHT D08 Lt
FEEDAETE B RN AUEAE DY AT | ZEH# T 5
— BREERBIO BEMER
—  Za, 2Ty EIM O I BEE S S m R

—  WEOER)
—  REOZAFEIC LA AR E R F 713N
— ik

AUESREDFE B Z B3 2 3K A -

— PR Q7R AT IR, 7aT LT V)
- PUEERBLORT oA RAI OO

- FrEOHAEWE

- HERARS VAR

- ZOfh

2.30.2 W& /BRI ERE
(D

—  EGERERD A RO DRI B 92 L EE (1 PT TR DN i sl 24 (Premature  follicular
ripening) |)

—  ARTHEEIC BT DALE (BT D R (151 : PT RSS2 45 (In vitro fertilisation) J)

o

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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—  EFEREREIC B T DA () ISR 9D EE (B PT HaAE 22> (Sperm  count
decreased) |)

R4k

— AERRICHEBEREEL S X W R RIS T2 EE (] PT T8k % (Libido
disorder) |)

— QREE O ROWEICE T HHEE (B PTI 2740 7 = V2 —JEFEHE (Klinefelter's
syndrome) |) £721% FEHEREHERHVEIL R VIFREICE T2 A5E (6 PTT k5
(Anorchism) )

E M RER 2D FSL e OT — 2 e tmfi+Ha—V —, BT 51T AE T TD MedDRA
HEEIL > HLGT, 7725 HLGT MR E B I OWER —MEREE | B XN HLGT MR RE RS X
OVAEFERERS 2 I SN CWBZ LI B SN0,

2.30.3 [EFhREREE (SMQ) | 0B EBRIYAR
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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2.31 DHIEEDIEHRMRES LUBEEES

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

(2007 £ 9 HIEERVU—X)

2.31.1 B
A SMQ DT — /L%, —EHDWMILE DR B E EA LR, K52 THD,

UIFUIE AN K92 A Ak (1 B gk TE RS B B R iR R T, {8
) PSS LT
RIENDEIGICELIHEE ~EHSND

A SMQ Tl IERFEM 2225513 2RO ED ATREMEDH DR DR IEZ BT 5

2.31.2 A5 kR ErE

U

—  HEEOHLPDER S B 2 IERE ARSI AR

—  HILE DB DD D312 BT FERr T S IE P

—  HILE OHOLDHE ST BE T D IR AR R R D1

— RO A B DR E

—  SOCTE#RIEA 12360 HFE

—  SOCHIEHB LUNFHLE ) 250D HIFE

Rt

—  OEASEPE DO A HERE AR 2DV IR E R

— NI KBRS/ FE CTH D RIEMED DU ITHERERE F MO R RE (F1: PTI /2 —
J% (Crohn's disease) |, PTI{& % K%< (Colitis ulcerative) | I3 & SN2 (L FDiES
HR)

— R BR

T SHICFHEZRIR RIS TIR BT 5720121E, IRD SMQ 2B BT 5L T&5, [tk
(SMQ) |, ITH L& D ZEAL, 185, HIHHVIEIEAZE (SMQ) |, BL O AN K52 (SM
Q)

1 T2 T 455 (Laxative abuse) 113245 %) PT LT, ¥7 SMQI L D I e B AR REFE 2 (S

MQ) | OPHEHAFECTH o128, /3—Tar 10.1 T PTIEYELA (Drug abuse) O FAZO LLT
2k FiF sz, PTIEYELH (Drug abuse) 1L [THLE OIEFFRAEEREREE (SMQ) J121E
HEVFFRA)TIIRNEB Z BT, 16T, B FEEELIIIBUE T HE O IR RAvHERE
5 (SMQ) | O— T2, b L., FIHE DR T HEL " 2NE F O R E (A A L5
726, LLT T M #EELH (Laxative abuse) | &2 —H— DR AU Z 52 L KD,

H:CIOMS-WG OAVTF NV LETIE, 7 SMQITHLE DIEREMEE IR (symptom) LA
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WEI71E (SMQ) 113, TTMALAE 0 s BLMEE (5 (symtpmatology) 38 KONG4 (SMQ) | T

ol
2.31.3 BEEE
AL O IR LAY RAE F L OWERERE =
(20000137)
AL O IR B R NE WAL O IE R A FERE RS = LA O FERr BAEIR 36 L O E
(20000138) (20000139) (20000140)

2-9 JHLE DIEEROKER I OBEREREE (SMQ) DR fEHEE

2.31.4 BREDEMBLBRBEFREROT RN TR

MEALE O IR RAYRIE IS LOBERERE E (SMQ) 11383 L ORI R FEZ2F SR e s o
SMQ Th%, FEffE R >ZEUIMNE, 20 SMQ OFIITHEIS KO 5 HIRE THEBR S AU
JERE G2 R 72720 SMQ ORI FIZHEBIL T\ A (1.5.2.1 2R) . BN E D SMQ ORI IE FALME D
SMQ D HFEEAE G T HZETERTED,

2.31.5 HLEDFHRRMEIIERBLUBRERE (SMQ) |0SEEEIYAL
Harrison's Principles of Internal Medicine, 16th Edition
Medline database
The Merck Manual

Dorland’s illustrated medical dictionary
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2.32 THIEEDEA., EE. HMHHLIIEE
(Gastrointestinal perforation, ulceration, haemorrhage or obstruction) (SMQ) ]

(2007 £ 9 HIEERVU—X)

2.32.1 EH
AL 2 FL
— BHSMEBEEEBEL LN TEHLIVIEERE . WIKE BB L Tk
- HEEZI - BHEOT X TOETOZLL
BRSO (BB —  REREC R AR L TN D,
RSN TCOS (BN — KLVl L > TS TV5,
- BRAEHDTOFEAMIEERIZI > TRHE S I B D,
<R EE JERERE, HOR B LU L RELTHEIERSNS,
—  WESIQRWEEFLIL, IEREN OBERET A L0 RS CE D (A O SRR X 5 H) .

—  WEOLIWTHEMER BT D RFTO KKad D\ IR

— RIEVEBEHR RO BLIE I LI RSN,

(ER{ae=gastin

— Wi — A HDWITHER DN I HO MK DY H

— DL - WA OV OISO I iR

THILE PAZE

— [PAZE — WA LIRS EDITA . HONITEEES TODIRPL, K8
— HLEPHZE - WLE A O EE

2.32.2 A5 /RO ESRE
B
— {HEE OWT DI BT DAL T D HEE
- HIEEOWT IO HIEEIC B2 58
— JHEE OWT DDA IIT DI F I L ORI EAIR T AR BRI L L b DR
— {HEEOWT OB AT D MBI 32 HEE
— AL TEBES. MM BRI DER, TINR L OB EIEE R R D70 O H5E
R R W B R SRR R WRLB O BB OB 57 Vv —7 O R, BSR40
(DT —HX—ATOTAMERTINOD HEEN L LR E R ETH2DICHH ThoT7
D, BESITWD,

=6

l

FRAk
— EMEEAE S OELE S AT O HEE
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84



Introductory Guide for Standardised MedDRA Queries (SMQ)

—  BRREREEICRE A MG
—  FPEEEEREE I BAR T D HEE (2 — Y — %, TR RIS (SMQ) 2B E T & ThHD)
—  ERVEREEICET MR

3 —a16.0 Lanicik, [TEEE 02, B5. HifnbAVW EEAZE (SMQ) | 1 o HFEITAIE A
A—TDHThoT-, X—var 16.1 TiE, THEEDOREIL, BE5. HibIWNIEAZE (SMQ) JiZ
GENDHFEL, I AT — T FI I AT — T DOWNFT NN FEIN TS,

N —var 13.0 TZOELE D ZRFL, {85, HilLdHDVWIIPAZE (SMQ) 1O Lo Fit¥ >
SMQ (IR 5= FIFED I O RE R DIIBAR 7 30D - DRI ZE B S A7z,
HLE O L (SMQ)
HILAE DPAZE (SMQ)
HALE DL (SMQ)
THILE OTE; (SMQ)

2.32.3 RlEtEE

LA 2R AL, TR, HIBH DU NI PHZE

(20000103)
Yﬁ'flﬁ%@%ﬁ}l_‘\ tﬁi%\ lﬂm})éb\ligﬁ NN Pirin e N Pirin NENTS, N s Pa-] NNTS Pirin
BN C DI BT HL AL THAL & DEAZE s DIEE HALE DZEFL A o H
(20000104) (20000105) (20000106) (20000107) (20000108)

X 2-10 {HLBDOZRLL, BE. HiidHo\  iXAE (SMQ) DR ERHEE

H7 SMQIELE DZEAL, &5, HIM&HAWEPAZEIZ DWW TOIERF AT AL (SMQ) 11,
CIOMS-WG AV /v 3BT, T, WRHB X OYMVE TR (SMQ) J &L CREHES I TD,
HLE DL BE ., HibDVWNEPAZEICR 32T X TOr —AZMET H12DI2E, TXToH
7 SMQ ZH A B o CTIRIBIR R AATO ZE DB TR D730 eV, SHITHIZ T, T e g
E(SMQ) IZOWTHBE T RETHD,
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2.32.4 BREDOEMEBRERERDOTRNZEETHER

MHARE O ZR4L, 155, HildHoV EPHZE (SMQ) 3B E KR SR 2RO @ E D SMQ THD,
FEE RGO ZELISME, 200 SMQ DRI LUV 3R RE CHERR S LB B i 2 e
720y SMQ OFINTFELIL T4 (1.5.2.1 ), EACFEE O SMQ OFI ML FZFEE D SMQ D FlFE
T B AL THEMTED,

2.32.5 ELBEDZILIBE. HilidH oV NIAZE (SMQ) | 0B EERIY AR
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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233 TRBZLERDEFESRRE
(Generalised convulsive seizures following immunisation) (SMQ) |

(2012 £ 9 HIEERVU—X)

2.33.1 E#H
* The Brighton Collaboration ™ AEFI (Adverse Event Following Immunization; 4&% #L&E % 4 %
FG) L TO R R RAEREF] O EFRIHE - T RFNE R D2 HEBREIE(SMQ) | 1T EL
EHRDHEFR THLIDIIRIAT DFNEDFEANT T DI DIZBAFE ST,
AR NI E O BT L DM =2 — DR RIEE TH D, L O TV —NEEND:
— BB RAE NS BAMERIEE/ TR MEFAE)
- HRE
BHRBIEITRO IS EIND
- WiSEAE
—  GRIEVEFREAE
— WML
—  GREVERARMEFEE
— A rm=—%AF
- RARFEAE
FAEITR ORI EH
— 2R3N, RBEE O fHIHE
—  RkEE
— B REREE
— ATEHEF
— Bk EEITERIEA
BERAE A BB I TERRIE R L RS MRS S
The Brighton Collaboration @ AEFI (Adverse Event Following Immunization; 4 4L % &
FH) LU TOREEERAIBIER| O E F TIE, MEEZEOL L2 Ll FOINIRIRL THD:
—  FEEZKOL~L 1
R BRI R B LT
RLYFEAE, SREMEFEE, RIS, FRIECIE R AUPETS AR, £ B e
—  FEEZKOL~L 2
BRI R OIFRER L
RLYFEAE, SREMEFEE, MRS, FRIECIE R ACMEIS AR, £ E B e
— FEERZKOL~L 3
BRI R OIFRER L
- fttn.o> 4> By S dh i
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2.33.2 SE /bR ELE

a

&

BEFBRIES AT DHEBERT DHEE, FXZOI 0 FEGEa—T 17T 520
SNDAREMED DD MFE (B : PTTEUME 4 (Clonic convulsion) |)

BB TR AE O RO RE IR O FHRE CRAICE L~V B X OVe B i Eh 3o | B4
2 FARE (B PT IR ECME A H) (Tonic clonic movements) 1)

The Brighton Collaboration (BC)IZ#51J 22 & SN ED E RS ILVEICEE T2 F RO HGE

ot

W

BRI 13D 0N e BB 2 e 7 W C A A DZ AT O HFE (B PTINETECTAD A
(Petit mal epilepsy) )

R RG2S HENL L CEY AEFI EIZBED 2N CTADADZAT O FFE (F: PTIAREIZ ARHE X
Frn=—TAhIIEFEE (Myoclonic epilepsy and ragged-red fibres) J)

B E AR AR B DR R AR SV E O FRE (B PT M EE 2% (Electroencephalogram
abnormal) |, ABRIDIRALIL, BC D IE FE7300157 ALE 1% D8 By I B S AF 1308 FLRE# g
WrHIUIZUIFIRIED IS EDFRERIC I D, Fz, ki (EEG) D IO ZRERKR B EIXIZEAL
RHHET, EMESNIZE L THIFRNEMETHH0HTH2 (EEG DFIER KM I 1T DI
1359 40%) .

TNITVALEHT5H SMQI i ULiE % O 2 B i 3 {E (Generalised convulsive seizures
following immunisation) | D7 ANE RN LY | 7 AT B &L T =Bt o 2 3,5 12 B FR
3% PT HEENRZD SMQ MHHIBRSNZZEn 6 & SMQ ZERIE A T2 LI3E I ¢ix
RNEEZBND,

2.33.3 7LAYRX A
K SMQ % FRE D&MD T NV R %5 L TRB SR 2L E 2 — D55 E45,
HTAV—A BT D HFEE G TIE
HHNE
ST 2V —B (2@ T 5 HEE G TIER (Bl ~L B I OO HESR) BLOH T3V —C O
oh CEEY Ik &2 H R OBLINE S0 HGE

2.33.4 [N BEROEHRBIIE(SMQ) |OBEEHY R

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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2.34 T#MIFE (Glaucoma) (SMQ) |
(2008 £ 3 HIEERVY—X)
2.34.1 EH
© IRANEOHEINCRETTONDIRE RO 7 LV —TF
AR FLIA DI L 3 T O 20 By R 8 2 A U D
FHIOWEHRIZ LV EE OB NEEDDWITH T EIIIPHS ZENTED
FHR " ODXAT
—  PAZEME A RPN AR PN 0D BRI I O Wy B P
AR KO EFEICEDZERORNIED F5-, (AR O R &0 7 8 R 03 SR TR A
T5
AP SER AR NN BEE DR AET DL HD
— BB  JER S AT AT S TR0, S EITER AR LIS AT 0D

)
ENRETRBZ
BBV I ARG PEAR 82 | B TR ME O EETRE . B SR~ O EIREE, ATV D Fo0 D
WEEND
fthoox A4~

—  IEH GAOIET) JEORENEE : IRNE RS IER &N ThHo Ch MR EEI NS
— NRERRNEE  E T 1R NS DWITERIICRIE TS
- BB AN RIS 5, BHIOEIRAEI Z LT E AL 720
JRLIRNERBHICESD
BEMETHHEEZ LN TN
— S RVERENEE SR E B T ICRE T 20, —FELURNICRIET 52055
MBI IR, eI M A EOIRE & Fis
- BIRICEL FIRHDWITHIRICHAETD
- ZWRIPERRNEE  ROFEEREE ICLOIRNE LA
BRAME S DN D = FARREN R R L 72 D 28038 %
R R DK A BARICL, IRNEDIR T2 BT
TP BEDJFA
— KENZBITAR 10 T ofENEEZ7 08—~ 1 0O GLC1A Ein+DZERIZESD (ZOBIEFD
PEMIDIRIE AL QOB EHEE S TUNVD)
—  IRWNIE B SRR, AFRRIT 5 NS ERREZ NS85
T I7VHRT AV I NI EDRENFEEFAE T DD E
IO BB A RN LT 7V A RT AVH N, 77 AH BN DR TIERHADIR K L7252
EDHY, BEALY 6735 8 <. LIXFLITEETRILTD
— BRNED EFIZ, BAOEADENGONIEKDOPEHOE FOWTRGIFRKERY, JES

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)

89



Introductory Guide for Standardised MedDRA Queries (SMQ)

TR O ELD

EH IREORENFEEE NI T 25 A1 TMOER BB 5L Chaonb Ly, £, EiR

JECTHHAMREELZRIELRV G EDHD

- EOMMDFEIRE L TlE, HEEZRARTE, B JCI RIS LR, ARFE ., ., rhA IR,
R | IRERZE 3%

2.34.2 BE /bR EYE

a

HLGT kN FE IS L ONEIRIESE | O FALO 3~ TD PT

W R L ORI ICBEE 5 R

B OFEIC B2 HEE

el sk aE 2 W GE ., i et BRI AR R L ONARRIEIC B4 2 MR I TRk N IEIC
Fr B0 CIREIZBE T Db DR ET D

JER SRS SR P RS - e, SER . B2, 38 L OVRR R AR A SR CRENBE D 22 (2R JLAY TIEA2 03,
RIREMED B DIEF 2 R E T DM ZH S D

AR S R BE o MR R G e Je RYE o FEE (1 : PT TRl 40 B RS 42 E 5 & (Anterior
chamber cleavage syndrome) |, PTI 754 — ¢ VjiEfe#f (Prader-Willi syndrome) |)
SOCTGERA ) O HFET, IEH EWIBREFIRB L OBREF/2L O H5E

fERRR -0 f3E

HE LSO ZRMERENBED RN BT 5 FEE (B AT % . 7 RUER . AR, L3
T OWEIIRSMES)

FER | M, ERELZ B2 H5E (R 5)

20 SMQ IHHIREEE (CRBIL TR SN —HED SMQ D—>ThD, T3TD SMQ MBHFE ST 1
(ZIE, BRER FEMIRFITIE BN E T 2SI 5 SMQ OFIH ., HDUNET R TH SMQ v hd
FADRLBELI2D0E LAV,

2.34.3 RBOEMERBREROFTRICEE TR
HEENEE (SMQ) J I3 58 & IR 38 2 2. CUD, sEflllE 1.5.2.1 253524,

2.34.4 THkHNE(SMQ) | 0B EE R R
Dorland’s Medical Dictionary
Merck Manual, Sec.8, Ch.100, Glaucoma

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

http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
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http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

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

e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last updated
December 1, 2005 www.emedicine.com/oph/topic141.htm
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2.35 TS5 -/ \L—fE{&E (Guillain—Barre syndrome) (SMQ) ]

(2007 £ 9 HIEERVU—X)

2.35.1 E#;H
© XTU N —IEERE (GBS) 1X. SIEDITE T D EMEO RIEMENLEENE 2 ik E (AIDP) Th

D

FEMRIE, W EREHDVITHLE ~DT AN ZBHDNTI AT TR~ G720 5| &t TIER
ERAN

f DBEAFHB| TITDATEDT 7 F AN SN TN D,

YRR DIEBEO IS AT, 255, V2V I (AIDP &72%) &5\ T s R K (2E o
SR 2 G TR & A FE R e 2 D Th A9,

GBS (%, % IROFHEEA T,

i) ERRELIE 1 LA EDF R % 18I R E D,
Tk D B SR DR
BETANE DI Z R iETE (CSF) & H _EF-

OO IIIRD X7t DB 2 5,

TEFEN R I L OV R AR D RS 5-
BA AR DO T AR 0 B B
WiEIZ DOV TO BB SAHFEL

SERLD GBS I3, BRFH~$ A CHRAGI S B L | @3, 4 BRI LIS R I R ST

)

o

BEDOFELRA 4 HMLL EHE LT 20, 2303 T 58ATIE 1B PEJSRE M I B 22 S8 A
&2 (CIDP) L L T ¥EEND, CIDP EL COHRREE L@ 2 # H LANICTE SIZET S,

2.35.2
],

i

e/ R T

PTIZ - L —JEfERE (Guillain-Barre syndrome) |, GBS O 7 ¥ A7 L3 s H5E (PTIR
T— T 4 —IEERE (Miller Fisher syndrome) |) 3508 GBS &fflEGE (6 : PTHEMEJE
PE ML B YE £ % R = = — = Y F — ( Chronic inflammatory demyelinating
polyradiculoneuropathy) |)

R JS L OV A Rk o0 FEE (S KM, FE s BRI BB 2 BR < 1] - PT TR 42 7 Rk e
(Hemiparesis) |)

Wi 73/ 5 1R T B KOV B 8 % B (PT T B 9R 4K T (Hypotonia) |, PT T J1{& T
(Muscular weakness) | LU PT I /)i (Asthenia) 1)

B I~ 2008 L O RR A B 8 (B . PTTBLBE (Demyelination) |33 KT PT MR AR fi 2
(Radiculopathy) |
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—  PRERMEDHUE IS LOVER (1] : PTTEAHE 2 (Areflexia) 1 38 LU PTITE AR 0 KX 4n (Loss of
proprioception) |

— N F L ONEENE S (51 PT MM 2 JE G (Extensor plantar response) |, PTG )
[+ (Sensorimotor disorder) |)

— GBS 2ZWra X+ aiERRE ARE (PTICSF & B0 (CSF protein increased) |, 33X
PTI ;%X %% (Electromyogram abnormal) |)

—  SERPEICRET A MEE
— MBI OMEE HEE (1] PT ERA #5815 (Peripheral nerve injury) |)
—  JRFROETR FGE (B PTI i %% (Back pain) J)

— R A RS A R R
— R B TR — R B L OYH A (PT TR RS AR % A= 4 5 5 (Biopsy peripheral nerve
abnormal) ] # <)

— GBS D5 (I : PTI 79 %2~7 =L % (Plasmapheresis) |)

2.35.3 THAAYR A

R RETDIERNTT VAV X L% FIVZRSTHIR R FIHE T D, CIOMS-WG DfFEF— A TIHH
FEOWMIE TV OO T NI R LERITUIZN, FRTENTZLOIIELNe) -T2, TOREFRE
LT, 22—V — [ ft&nd ASCH 77 A /ZiZ T VI VR LT 0732 — 3 & v
WV, LSLIRMD | IR R TR EDIEFI 3R R SN D W BENE D H DG EIZIT T VTV X LA H
WAZERFHATHLMH LA, 20 SMQ D7 /LT A LF I FLE &£ > o —H — %
CoMs # U ¥ F v X F 2 2 W + 2 2 & X #B » 6 h 2
(https://www.meddra.org/standardised-meddra-queries Z:#) , CIOMS AV )V SCEIZIET /v
VA LZBAT 2R/ E 7Y — R0 FHEEY AR LR S D,
CIOMS-WG [T /VAV A LZEE T HIENNEETH-72IZHEPHT, MSSO IZTRED LI
TNFYR LT HENEEZFLR T DI ROTND,

JMO 7 FE2D MSSO @ Website ~D7 7 AL MSSO O —H#—ID/PW N XLETHSH, IMO
DOEFIFIHE T IMO @ Website (=B ~DBHHHE >RF 2 A AT T —) b EE
HHETH D,

SOIZFEMIC A T _RSEFIL, LT OEEOWT o — DG BT DRI TH D,
T 7TV —A ) DI=DIZVANSIZ PT O/ 7ttt —2 HDHOIE,
HT7FV—B 72t Z o0 PT 253203 DIEF], HDHW I,
J17A)—B oD iaktb—20 PT &, 7TV —C oA7<sb—20 PT &I\
DIEH]
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J173Y—B, C, D DZNE D, Db —20 PT OMEDHLIEH]

DU e Jen 5 S 5 | SR AL ORI KOV MK F DO L5 7e FFE T B O WS N HHFEDIEAITIZT VTR
L 2B & 1B+1C Tl /AR D% 2%, ZO LI 70HEHITIIRES TR B At T 5729, 1B+1C+1D
DT NAVZLEZRHTHZENEEDHND,

AT AV —IFRDINTE RS TND,

T 7V —A (Beh)

— GBS BXU GBS Y7 # A7 %o d PTHEMJAENEN i 2 FE R == — =/ 3F— (Chronic
inflammatory demyelinating polyradiculoneuropathy) | . PTI i@t £ 5% =2 — o/ 3F —
(Demyelinating polyneuropathy) |, PTIZ. - SL—JEfE#E (Guillain-Barre syndrome) |,
BIOPTIRT— 7 v v—JE@ERE (Miller Fisher syndrome) |

F1 73V —B (i)

— DEBIOBHIY FOT —H_X—=ZNEDT ANMIFE SN THICSCEIC L TEf T BN
XL N —JEEE B I OZEOHE RO HFE] (AIG, BTV —A) IZOWTHEH A HE R
FJOYEIR, FEERIRZ A7 DU N T 2 36 JTOUSERBOR S & T, FaL o FEEIT., MU T 2
R EGE B L e — T — BB TS,

71732V —C (Jid5k)

- TAMIEADNWTHRICLHFICL > TR INF T AN —JE R B IO O #H R IZ5
Wl A DIVHTEIGE FER 36 KOG PR IR AL B

F3 7Y —D (JAlH)

—  TAMIESEZNRRONR D> T E TER B I ORI A AR L OF T S —JEfRRE
BLOEOHINZOWTRLNDN, TARSINIET —F X —ZA TR BV T {8 | JiE
BN SENONTAZN g )

2.35.4 BRBEDEMLIRFHREFROT RN HER
(3670 NIRRT (SMQ) AP LIRS 2 i 2 TD, 7L 1.5.21 22T 528,

2.355 [FFL NU—ERR (SMQ) | DBZEEY R
Textbook of Clinical Neurology, 2nd Edition, pp1085-1089, 2003
Cecil Textbook of Medicine, 22nd Edition, pp 2379-2381, 2004
Harrison’s Internal Medicine, 16th Edition, pp 2513-2518, 2005
Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis and Treatment,
2006 ed. Available at http://www.mdconsult.com/php/231760506-2/homepage
Cha-Kim A. Guillain-Barr3 syndrome. eMedicine. Available at

http://www.emedicine.com/pmr/topic48.htm Accessed May 22, 2006.
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Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal Chemistry. 2003;
10:1931-1937.
Stedman's Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore, MD; 1995.
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2.36 [E&EMmEE(C XS MmBKE A E (Haematopoietic cytopenias) (SMQ) |

(2005 4£ 11 A IERYV—X)

2.36.1 /EH
o FEUERYRE S EICEFHESN TODBEEMERB L OB KB ARSI T ERLEEY . A SMQ
DEFDIEEL L THEH T2 E1TTE 20 o7,

ZNHOE TR, BIaMERE B L% RIEDRREE N KBS L TUe0,
ZINHDSEEIZIE, WSO DRIFEIRES DUV TEPEIRIEN G T TV D,

FAEARRVER M SEREORIERAE , B RE0H] BORIERIDE . A M BRSO E | A TP BRI E | IR BR
JAMEIZBI 9% CIOMS (21D HIREE B L O MR IAFAE 5035, ZHIVH O IE IR | HEHL
FTHIELILTERD T,

2.36.2
],

ZIHDEFRIIT M ERI D MED IR RE DU I LOVER 2 & Fh s,

— IR A THY . SMQ IR RICBW TH A BEFR THHEITE 2L,

SHIZ, LD EFEIZIZ MedDRA HREIZ SRS IL TR W R R AR B O B e 72 &t BH 3N & &
TN,

o/ BRo T

&

il NS bAY N ao=n S AV Eich
B o i -0 3 L O%2 Wi 4
BENHI 0 MR 7 AR AT RS R
R & DLW T Ik
SRR SR VX DT AR ) B AL (DT AR ) &) R Y
T A T REIC T DL O TR
JRISAR R IZIE, FRE D [ H 5 (abnormal) | HGEA @&

@ (@

PR D& RIEDEURMED T B

Ul
N

PR (ZFSANONTIN

BB H DT/ E OIRi 71E (b0 HERIIIERE R TH 570)
BB\ BARTED (£ DT | FEAFHFEME T/ B iR &

AR I, FUARBTEE M, Sk Z R ML, BIOEIRIFERIER MB35 HGE
SR ERIE (X B OIMSZ L= SMQ &L TIFELE

JFRIEL T, RO R AR L OB BRI S Tnd

EN—var 151 IZBWT, Hix OERE ST =224 LU0 RBRICESx | PTINE  mE
/) (Haemoglobin decreased) | & PTI~E/ a4 (Haemoglobin abnormal) | D& 73,
MYE I fR (2 LD AR I ERDE (SMQ) | DJRIAR SR HFED PT L GEINSILZ, 2o HEEITE
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DOHLIEGIZFE T HIENTEDLH, LITUTIE MLFEF I L DR M BRI E &1 3R AR 2 i 12
bR T O THEESNIZ,

/=32 14.0 1286V T, NEMFEEFIZES MERBAME (SMQ) | D LD =2>DH 7 SMQ D4 Fr
I, ZIB0 SMQ A MIEAE OB T3/ MLERDPEAE D BEEIC %K > TV B e A IR T 57
oIz, &M EE X5 (haematopoietic) | EVWWOFENBINIES IV, 7 SMQ D12 FELL o ifn Bk
DRERBLONEMIEE (SMQ) | 04L& TEIESIUZ,

JTD SMQ DL MedDRA V14.0 {83 5H L\ SMQ DA FFR
2FELL Lo i BRIBDE B L ONE PR E (SMQ) | @ ifEE IC L5 2F L Lo i BREAE (SMQ)
Cytopenia and haematopoietic disorders Haematopoieticcytopenias affecting more than
affecting more than one type of blood cell one type of blood cell (SMQ)

(SMQ)

M BRI IE (SMQ) 1 i FE I LA AR M BRI E (SMQ)
Erythropenia (SMQ) Haematopoietic erythropenia (SMQ)

F 1 BRI E (SMQ) i M P 2D H BRI E (SMQ)
Leukopenia (SMQ) Haematopoietic leucopenia (SMQ)

1/ NRIBAE (SMQ) I PR LD i/ MEAE (SMQ)
Thrombocytopenia (SMQ) Haematopoietic thrombocytopenia (SMQ)

% 2-3 V14.0 \IZ BT A5 i fEEIC LA M ERBAME (SMQ) D37 SMQ 4 DIETE

2.36.3 Mg
Y 1M P 5 |2 1A I BRI 9 (SMQ)
(20000027)
BilEECLD2ME Eo 1 M2 LD AR I EIEEICEDH & P (2 XA I
I EREAIE (SMQ) BRIEE (SMQ) 1 EkEAE (SMQ) /IR E (SMQ)
(20000028) (20000029) (20000030) (20000031)

2-11 &I EEIZ LA M ERERAE (SMQ) | DR fEiE S

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.36.4 WRBDOEMEMRFE RO T RN TH1ER

3 ifn i 512 L% i BRIBUDE (SMQ) 1R L OV 3R HIRE 2 B o @i E D SMQ Th s, B
JE A R o Z LIS, 20 SMQ ORI Ak 5 K OVl 52 F 36 CRE RS NUBE A 1S A R 7= 720
SMQ OFIHNZHFABIL T4 (1.5.2.1 2H), EAIBEED SMQ OFIMIE FALMEE D SMQ D HIFEZ
BT HIETEIETED,

2.36.5 TEMEFIZLDMERBAE (SMQ) | DBZE AR
+ CIOMS publication, ‘Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for

their Use’
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2.37 TIM{TENERIRIE., KB LUEEAAR

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

(2008 ££ 3 HIEERVY—X)
2371
HRANFHIMEDOIFIEI I Z L DA TR EINTND
SEHRF

— BRI T N LEKO BRI OYE i3

— RN TLERIB IO LT AT v LTy i — (B E SO E AT D)

—  FEATaARPEFIRIEA] (NSAIDS) BT DT AR T T Vv DE A LE

— R ELZ BEE T DAt oD FEA
HLoOH
N i A N= |
)L FARTHEAR
-COX-2 [HEHA

VB E

— AR BR D B e R E DRI DAL

— EEIEL TR~ OB B2 EORIROF R RS

— R (F RO > CROPAZED DU NTIME OFRPED N L D) DV TR E M (DA 2H
DT RBIZED) THLI B LW

—  EBALICEOfo HRE (R MEH NS Z 0B 5 (EK (ascites) . 7k (hydrothorax) . &%
W ELEZKE (hydropericardium) )

—  REOLHPEZEIT S (anasarca) EFHZILHZ LS5

—  [AIFEFEEL T, FHE (dropsy) $ L UVKE (hydrops) 7385

2 (effusion) D EFE

—  REDY L RFRDDUNTIMLE N BIRES 2 T~ D i H

—  WEIIFRIE O ORE R

2.37.2 A&/ oL

4

- ERICBTOIHE FEOKREBLOCTERMIME R T HELZS T (B PTIIEK
(Ascites) |)

—  TFEOTEHRCE BRIZBI 32 HEE (B PTR NV ISR (Cerebral oedema management) J)

— RIS (IR) 25 O A IR iEA 2R3 R (1] PT T ik &34 0%E (Hypervolaemia) )

—  EREAROR GBI S T D1 i s L OB IR (B AK) (SB35 HEE (B : PTI 7 —F v
BA i W A (Catheter site oedema) |)

b
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IZ348
—  ALEICHEOERIEICRE 95 HRE (B PTIALE % 1 (Post procedural oedema) |)
I Ab P ER SR A AR BRI SV (1 PT T 7 — 7 VB & S AL 7 (Catheter site
oedema) | ITAEEND)
— BRI TREIVERWHDWITE IV EIBRWTHIED FFE (1 : PT (7 22— 20 51 D fifik
[ (Pulmonary oedema post fume inhalation) |)
—  NRICREE L 7= 0 | fERR 3 KON IR O FH S
—  PTIEMEMERES (Oedematous pancreatitis) | 35 O8N PTT A= &R (Neoplasm swelling) |
—  PTIRMWENRE & (Peripheral venous disease) |
-LLT [##RME77E (Venous (0)edema) | iZ MedDRA /X —52 9.1 TIEMNEIL, HAEPTIR
Ry & B B (Peripheral venous disease) |12V 7 L7z, RS EIRE BSCHRIRA 213374112
BRTDHL1EE 26NN DOT, ZOLH72HFEIRIINSD,
—  MAE PRI IS A B 5 2B 4L L GRS Tuvd,
- TIEVHE (SMQ) HZEFZ S TWD LD HIEE, FHIZEDRNA LR FERI S D T RD
O HEE
PTIT7L v —:fE (Allergic oedema) |, PTIHLETEE (Breast oedema) |, PTT 1 J& B
i (Circumoral oedema) |, PTT FE /i (Lip oedema) J . PT [zEH 251 /i (Epiglottic
oedema) |, PTIHif#E (Face oedema) |, PTI #i§ 7% & (Gingival oedema) |, PTMzEH
1% E (Laryngeal oedema) |, PTI Mz ¥ IE (Laryngotracheal oedema) |, PTI &% )iE
(Nasal oedema) | . PTIFLEE7% /& (Nipple oedema) |, PTI 1257 E (Oedema genital) | .
PTT 1 & (Oedema mouth) |, PTI M 257 i (Palatal oedema) |, PT IR 5 J& PR
(Periorbital oedema) |, PT I WHEE# iE (Pharyngeal oedema) |, PT[&4E % i (Scrotal
oedema) |, PTI & {#/#E (Tongue oedema) |, PTI & i (Tracheal oedema) |, PTIf#
7% & (Vaginal oedema) |, PT4k[& % fE (Vulval oedema) | . PT I # A fiE JE (Gingival
swelling) | . PT T [ JPer# g8 i iE (Oropharyngeal swelling) | . PT T E 4 i i (Auricular
swelling) |, PTIT#LEMEAR (Breast swelling) |, PTTLEAEAE (Nipple swelling) |, PTI22
JEAR (Penile swelling) |, PTT2ZEEAR (Scrotal swelling) |, PTT 0 /EEE (Lip swelling) |,
PTIZamMEAR (Swelling face) |, PTI & &/ (Swollen tongue) |

2.37.3 MBOEMELRRHRE RO T HIBIT DR
(AT BVREROVERE, #Kks RO A (SMQ) I8 5% I E60 212555 SMQ T, 1o T,
Beloh 3 & R SR F R AR5, REAIE 15,21 BT 5L,

2.37.4 TIATEVRBHERE, EKBLOHFRBAR (SMQ) |0SZEY AL
* Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys Assist ,

www.jaapa.com/
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* Harrison’s Internal Medicine
* Dorland’s Medical Dictionary
+ Stedman’s Medical Dictionary 27th Edition, 2000
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2.38 [ami%EfEE (Haemolytic disorders) (SMQ) |
(2005 4 4 AIEERVY—X)

2.38.1 EH
Ve i MERR = 3 B A O AR i BRI 46 L OMRE MR M ER R IB T B DI E OB ML E BRI TN D,
FRIMEE M FRRA RS T 5,

H AR A ER AT 0

FERA M MIEFE Y e N

MG T N ae A (Elo i xan)

JERIL FRED I/ TES,

—  JRIMERNEE (] BER KRR, B ~E7mE E)

—  JRMERBEEE (1] AR VEER IR R M ERAE | 78 VEPEAR ] €2 38 JRAE | e R M2 1)

—  SMERELIA] (5] U, SERIEE TR, Pl M EMERS ML, JRYYE, 7558)

2.38.2 QG BRAVIETE
P YR L 24 FRE . 9722 B TR (haemolysis) |2 &I (haemolytic) | &) BEFEA & T
RRER—RICEESN TN, MR AE A | 8L OVA M Z 7R 55 R MED B\ SRR R
HEENTWD, FAERICEES 2 LR oERITEE SN,
JRI : BE BB MUICEDH D THHA, AT LbEI LTV Z 2O ER R A T O FFED ., SHITEL
fHEFN TN,
PT I Ha R AR L Bk #9INSE (Reticulocytosis) 1, 7x=—R 1 FAMIHEDSE | RS ERSN TN,
W G770 E DA MO IEFFRAPERIT, —RIZERIN S TS,
#JA (jaundice) . U (icterus) | IMLFEHETT . LDH 8500, & ifn GERIRIA) | B ULE S IE GERR
B1) 728 | B MAEE MR BAY TRV 2 Ok, SEdK, B L O AT LIRS ST D,
BFEO B ~E 7 ae R RRA SV, 2O LRI N OV ML, IR OB AT
TWHEWVIEDE T LA, FHEIZH D H I ~ET aE R L DERIRIER D —>TH D,
TSR I BRI S B O R ML BRI R R 72 & DO NI RIS TN D, Ll BRI [ 2372 OF
T va—2A— 6 — U RIK R EER RIBIEDEE CTh D72 PTIZ va—2A— 6 — U EliK
F %3 KIEJE (Glucose-6-phosphate dehydrogenase deficiency) IZFRAMSFLTURU,
[ 1. (hemolysis) | &2V T ML (hemolytic) | 23RS AL TR B DU N E HRE ISR
STV,

2.38.3 RBEOEMEMRBRERDO TR TR
M MR E (SMQ) 3SR 58 & AR SR 20 2 C\D, 5EAfIE 1.5.2.1 224524,
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2.38.4 @EmMREE (SMQ) I0BEE YR
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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2.39 Tt (Haemorrhages) (SMQ) |
(2006 4 3 AIERVY—X)

2.39.1 EH

HMIE L E S0 ME OFEH TH 5, /IO H ML iE R ESIT L THESIL, AR GEF IS
V) LEREE (Iem £70) ., BRI (lem BLE) EEBIESND, MK O K EOFMMEAN Z R mEE M X
éo

2.39.2 & /BRAEYE
(=
— i (hemorrhage/bleeding) . i, BEbkH M, S6BE, AOKR A, do g~ HY i oo R# 3 LY
MBS AR CODHEE, 2V DS OV EL & b,
—  PTIRH ML (Blood urine) | & 72723 ZD HFEIFR PITIIME AL T HE FIZH RS T
WRWIGE T BRI A A SRS D03 Lt W,
- ZOMFE WE | RPO MK AR D70 s,
R =T 7S FL RPISFEET DMK O —T 1 7 BT 5705 (A Cldad
WHR COMEFE TH->TH) . PTIIRH ML EG 1 (Blood urine present) | &38R 9~ _&Th o,
Ak
- BIBEHZEL R HEE
— i OHMERFEE OB IO R E T HE
—  EFEMEOEKBRERGE., 72720, PTIRFIM (Blood urine) J1XBR<, ZAuid, BICHMAEEA %
A HEETIERL R OIMEOEEZ R A REMED B 06 THD (LS M),
—  HWImEVHZE (PTIARVE 7 HfL 24 (Bolivian haemorrhagic fever) 1728 . ZAUS LRGN E K]
THY, FWEFICBE L2 =9,
— PTI. 42 RF —F (Cardiac tamponade) | . Z4uix PT .03 N H 1fn (Pericardial
haemorrhage) |2 Z® SMQ IZT TIZE AL THY, ZOFRE+ il TE5720

b
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2.30.3 PEBMEE
i
(20000038)
. P 35 (B PR P R D<) i BB R b T
(20000039) (20000040)

K 2-12 M (SMQ) DR @RS

20 SMQ 121 2 BEE®H Y, aIERIZR I ILIZ BT 28R (L~ 1) & FREIDR T Z20% 7 SMQ (L
UL 2) THERLS LTS,

[ i B e Y 58 (R PR A A RE A BR<) (SMQ) |

[t i B ER IR e A T3 (SMQ) |

(72721, 7 SMQ DT HHifn B A 35 (B R AR A 3B BR<) (SMQ) 11Z, CIOMS CEICFEHE I TN
2, Bedak | AR SR ITHE Y 775, )

2.39.4 RBOERHLBBHREROTRNEETHER

I (SMQ) |18 3 SOV O 58 2 Ff - 7= E S D SMQ Th D, M EZRF>ZLLL
ML, 20 SMQ OFI 1T Hes ks J OV 5% A GE CHRERK S UM @Al i 2 R =72V SMQ OF|HIZHE
LILTW5(1.5.2.1 2/), EArREED SMQ OFIHIX FALHED SMQ O HREE#E AT 5L THEliE
TE5,

2.39.5 T (SMQ) |0ZEE&EIY AL

Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000
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2.40 TEEEH LU FIEERES (Hearing and vestibular disorders) (SMQ) |
(2009 4£ 3 HIERVY—X)

2.40.1 EH
© K SMQ IZFEANCRIET A EMEOH L B EL L E T 522 HEIEL TS,
TRLOF O 2 FFEOMREICXL T, 2 FEOY 7 SMQ #1ERK LT,
~ HEE
— P
PER DMK FREE, 30082,
— A SMQ TITHERE LI o A X AL TRV, ZAUT —EO B TIEZnOOF N EE
BT %,
A SMQ IZE B ENAHEEL. JRAIMICN B LA UL RIERFICE T HFETHD,
EF IR — 2R 28, T2bbLIRMICK T 5 H 1Tk 2R
- BRREEORREIL FELom) Tho,
S HIEHDOTH EORE (fRF HE) . $721%
- NHBHDHTE 8 IdtFiRD A (& HEE)
—  EEEEITEOIZ RO I KA,
SR (W AE) | 72X
R (55 8 IMfiReE)
TEFS  HIENE — BEORIEICEI#E T2,
— HiEWHE)EEXFRROFREG|ESEITIENHD,
SEFEIMEDE, [FEEMED F, SRR, B L, D, T AL P REES ORER
—  ZOfh, BEMRE, F¥ER . ZIRBIORANEORRR, b ONCAETED B IR L CEN A
L5,

2.40.2 BF /BRIVERE
(=
— OO R E IR 95 HEE (IS JOMETE Tt /R B i)
—  WNHIZHRT PRSI+ 2 5
— WA EE O TR R R
— P, EMR, AE BT 2 ARSI AR SR IS5 0 5

o

—  HURRRRE SR T LY B PRI B SR DR R
— e RMOJFKNZEE 2 M 5E

—  JRYE - YR RN B AR

—  BAEMICRET MG
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— AR (CNS) B E T, A FRE U CHER RS (51 i L 8 AE) 723 Al 55 (51 - /) pd s
) A DR E A RE
— SMEICEKR T AREEIZEE D M EE (B PTMAME MR (Deafness traumatic) )

T VFEIED FONZIFZ LD RRBHV O /A X AELH— K E72205 573, TRIEEMED F ) &7
LD FO IR RN ENL 5B 035720, PTHZENIE® FV ) (Dizziness) | 2 K % (4
7 SMQIHIFEREE (SMQ) | DRI TR) 12T Z MR RSN T,

2.40.3 PEEiEE
FEW B L O EEE
(20000170)
T oo 1T A it
(20000171) (20000172)

X 2-13 BEREELATERE (SMQ) DR E#EE

2.40.4 RBOEHLBBHREROTRNETHER

ST 3 LOHTRERE T (SMQ) 1T, Belicds L OVA R 3R GG TS ARSI IE L £F> SMQ Th
%o BEIEHEIERFOZELISNOAR SMQ D FEHE 7 VA IHHE IS OV 52 RED DA IR S D b g s
ZFFIZ720 SMQ ERILTHS (B7var 1.6.2.1 ), FALO SMQ OHFEEMA A HEHZEIZLY
A7 SMQ OFI M FTREIC /25,

2.40.5 ETBIUHIEREE (SMQ) |0BEE LY R
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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2.41 THFPEE (Hepatic disorders) (SMQ) |
(2005 4 4 AIEERVY—X)

2411 EBH
[HFEEE (SMQ) 11, IER S AT A2 RICER T2 HLR 2SR EL TE L0, HRIERETHD, T
RN EENTND,
S O RN B T2 AT REME D A [ D 72 WO BRI B3R 32 "TREME D & 5 4 HFE DO W5 IR
FFH < BEsHE 92 45 B A7 e 212 B A5 07 SMQ

FEHN BRI 2 v REME D B DT E B T2 FE DR

a—F +7 SMQ D& F
20000008 NTIE B R R R AL, BB L OYER (SMQ)
20000009 JFREC R 2R 5o LUHE (SMQ)
20000010 RGP & (SMQ)
20000011 BB L O AR HORETEY (SMQ)
20000208 TENME IR (SMQ)
20000209 FEAR B O IS (SMQ)
20000012 BIHEOIFHAEY (FERB IR —7%ET) (SMQ)
20000013 FIFAS 4, FERRAEIE . FFREZE 35 L OV o o fFRAERE 3 (SMQ)
20000014 IR Se RVE Sk, Bk s LR EMEES (SMQ)
20000015 JHEEZ B 3 2 % A s LN I 5 (SMQ)
20000016 R (SMQ)
20000017 eI va— L BE LS SRS (SMQ)
20000018 SEHRBEE D IFIE E (SMQ)

K 2-4 fflgE (SMQ) Dy

ERIFIATMNR SMQ ThDH, ZO—HiE, E6IT, FAIA FF L LOREMEICESNT, BRI
SIEND (LU O fEHEE | OHES ),

2412 85/ BRIVEHE
i FALD SMQ (L1 1) ThD TITFIEE (SMQ) @ BHIE, 2 TONIBBEHFEA TN E 3524 T
H2,
MFREE (SMQ) | TIE T 7A4~Y—S0C LTI 7L TS PT OAUARNLTWDA, D SOC D
%L DHFERE A HY—ELT SOCTIRE R IEE |12V 7L TN,
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B VD FFEIZRIE A SRS ICB O TR UIRUIER> TSNS, ZHUTHBRIR L OMROf
AL THHPEIAT O EEEZRTIHELL TH SN TV, Z5mIORBEIX SMQ 128> T
fFRIRCE DI TITR WS CE FLIR R R R AR RS LB LS5,

(TR AR A s L OVER (SMQ) | : 2037 SMQ DIFEAE O FGEIL SOCT K
IO HLGTIHFILE R R | D Tizdhd, LnLRiHZo HLGT O FIZiTE/iaE O RE Az
DIRVERRRAEOTE H A BLOER RERBRES RN S EN TOD, BARINOLO HFETZOM
HKRUTE N TR, SHITZO SMQ IV T SOC T ILE R FEE | D HLT [FAHE R D
B L OYEIR ) DT X TD PT BLODETIEH DM SOC oD PT 2510,

[RFB L R 92 AR5 > # B L ONEIE (SMQ) | : ZOMFRITITAFIRIC AL R 2 3E LB D > 4
[ZBHE T 5T R TORHENE TN TEY, /- T, PTIFAMA %M 5 (Jaundice extrahepatic
obstructive) | D X572 ¥R MR REIZ KL K 3D EHEIXBRAN S CUND, B2 22 DI RIEBRAA ST
Do

[HEE RS JORERI R FEAEY (SMQ) | : 2037 SMQ O _TCoD Al#kIE SOCT Bk, HEMER
FOGEM RO A (FERB LR —7 %25 1e) | O T HLGT HEM: B L OGEHIAR B O I IHE
REED R L TS, A~ OB IER IR SN CTD,

RO A (#RBLOR)—728T) (SMQ) | : Z0OH 7 SMQ (2@ T 5T X CTHOHFEIX
SOCT Bk, BB LOFEMAH O AN (FERIBLOR) =725 L) |0 FIthD,

A, FFRRAEE ., TR B X OO O IFifaRE S (SMQ) | : 2047 SMQ 13 & FAl¢F|
RAENLZEEF LT e, @I IR ETFR (SMQ) 1 S A A Db TRIAT2, 20
SMQ (21 PTU g EATAEZE (Cardiac cirrhosis) 138 £ TR0,

PT IR (Liver injury) JIZTIFAN 4, FFRRHERE | ITAEZE 36 L OVE O IT MR (SMQ) 1128
FNbH, ZOMFEIT/N—Tar 10.0 TEMESNIZLOTHS, “NFEE" OFRBUIUIZUITERYIRED
I FRE LB END D, WO DA TIEFBA~OIMELZ BT 22055, 20 SMQ
R T DB, 20 PT TREBSNDIEFIZ ERIRSHEL T SMEMIESMEE O RFHEE TH D
IR ET DN HD,

[ 2 BESE 32 e [E 5 L OV I (SMQ) | : 207 SMQ IZIFAFHERE DK T I AED e K] 1
DY | BLOZIUTE R T2 Mg T A—2— Db R E FN D, 2O SMQ 125 F
N5 R SOCTERRIRA |1 726 Th D,

MEARELZ T L — VB LIRS SN ITIE S (SMQ) | : 20D SMQIZITAfEIZ T L= — L ICREE 9%
BB HREE S T, ZNOOHEEIIMOY T SMQ ([ZITE EN/al, e ib T La— L
B R VAL R M O S A R R T DBl F MR S22 nb D Th D, 7 /v —/ W B
LA REMED D LM DRI LD B b H L HFE. FIAITNTEZE 1XZ0% 7 SMQ (23 E £z
U,

MEARBIE OIS (SMQ) | : ZOW—F I IT AR AEARIZ RS L2 0 FHEEA G £ 0D,
ZNHITDOY T SMQ (ZITE EN TR, 228720 2SI TR FIE KM D AR5 2 R4 D5
LB FERESNRNED THLHNOTHD,
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MA5E3 LONAE OREFIZOABE T2 HGELRAA S TS,

i R PEDIROR T FFEDHHWITIEE7a0f KA R T RAE RIS TN,

7 SMQIENM: I LOFEMI R AR A (SMQ) 1 28 & 52 L0V Tk, Z OB MR
D, 72— XN T ANDBRIZH ORI HE D EGEEZ W LN T, Lol IR AT MR &
IFVZ AL HEVIEEITHESE, WG 1TAMRRZTRL TBLIEERELE,

SMEAZPED PR IR BEIZBE 32 FEEIEBRI ST D,

N —var 14.0 FTIHMICT Vva— LR EHE S F% (Events specifically reported as
alcohol-related) (SMQ) | ESIVTWEART T SMQIE, /N—Tar 14.1 IZBWTNEE LIRS
KT TR va— VB LA S iFREE  (Hepatic disorders specifically reported as

alcohol-related) (SMQ) |IZEFE I,

IR —=2a0 14.012BWT, ZO0H LW T SMQ MEEAEDY 7 SMQ V36 L OGEMA A 22 fF8T
AW (SMQ) TNz BTz, 22— —TEMED B DOFL EF], D BSOS OB
W DORES S RER], L E A DT CEEB L OGEMRH O AED O FS: EFI DR

T HIENTEAHIONNT T,

E:N—ar 12,1 T ROV 7 SMQ IIAMNEEINT-

N—Tgr 12.0 TOYT SMQ D4 Fi

12.1 CHETSNI-H T SMQ D4

AN BIE T2 FTREME DO B DT — E IG5
(SMQ)

Possible drug related hepatic disorders
comprehensive search (SMQ)

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

AN BT DA REME D H DT T — EIEF RO
#(SMQ)

Possible drug related hepatic disorders - severe
events only (SMQ)

FEHN BE S DT — HIEEFRDO A (SMQ)
Drug related hepatic disorders - severe events only

(SMQ)

BAERFET A (SMQ)

Liver neoplasms, benign (SMQ)

BB AY (ERBLOR)—7%25T) (SMQ)
Liver neoplasms, benign(incle cysts and polyps)

(SMQ)

JIT R = BE 92 T REME D &> D BE [ 46 KL O I P
(SMQ)

Possible liver-related coagulation and bleeding
disturbances (SMQ)

JITNG L BesEE 9~ 2 e ] do L O HH i P (SMIQ)
Liver-related coagulation and bleeding disturbances

(SMQ)

# 2-5 V12.1 IZB5FEE (Hepatic disorders) (SMQ) D%~ SMQ 4 DIETE

B —Ta 12,1 TRERITIAIBHR 58 FHEE D A THERLS AL TV TRLO Y7 SMQ 1, Bl & JR Il [
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BB FEEE S IOEES,
D Je RN FHEE, B A B L ONEERE (SMQ)
G (SMQ)
IR IEE IR 9~ B AEY 9 o B L OVEEIE (SMQ)
- S BE e i AR AR A L 18 ds L OYER (SMQ)
PR, FFRRHEIE . PR B L OV D O AFHIEFE S (SMQ)
IR 2% (SMQ)
N —vay 12,1 CHERITIRIER B AFEICO A THER S Q2 FREOHY 7 SMQ 1, Btk H

FED TR T HINMEIES LTz,
-HREICT L — VB L SRR E (SMQ)
CEMEB L OGER 22T A (SMQ)
IEHRBE O EE (SMQ)
cBYERF A (BIRBLIOR)—7 %25 T) (SMQ)
- [P B - 2 i ] s L OV I P (SMIQ)
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2.41.3 RRE#EE

TREOKIE, THFEEE (SMQ) | ORSfEHEIEZRL THD,

RS (SMQ)
(20000005)

| |
S BT HRE || oS S g smQ) || wtaicy va— || iERB N
& — R R M (SMO) BB S N || B (SMQ)
SMQ) ~IEREE (SMQ (20000016) || fFREsE (SMQ) (20000018)
(20000006) (20000014) (20000017)
|
[ | | |
Al | | BRI FFII IR 52 P B 5
b — gt | | 0 BURBEOIE | gy oprs o [ L N B
LD 7 (SMQ) R (SMQ) # (SMQ) (SMQ)
(20000007) (20000008) (20000009) (20000015)
|
| | | |
L R BT A (38 ARG, IFRHEIE T
J Y xR %‘ GERY ~H o
#M(\é';/l%?“ Afgi{%éﬂgﬂ MEBLOR—7%8 | | BEBLOZOMONTF
) (SMQ) Ml E (SMQ)
(20000010) (20000011) (20000012) (20000013)
[
| |
AT FEAR R B O P
(SMQ) % (SMQ)
(20000208) (20000209)

& PO TS (SMQ) 113, ATl BRI 5 rREME D H 52
MRS F O 57BN BRI 95 T REE DA BRI R 700,

RN BT BT — LR AORR 5 (SMQ) | e LA THFRESS (SMQ) 176>, FERHE . ik

2-14 FFRE=E (SMQ) DRt fEiEes
MRS (SMQ) I FRRICR T IDICAEWIZEE BRI BIRIZH D —EH D SMQ THERLSIL TS,

FEORIFHIRIE THY, Z B0

7 Va— LR IR BE G S O IERK B EFE R AR LT DO TH D,

SEANC BT B — GRS (SMQ) |0 FRLIC T 7T A ED 207 3 —F (S
(BT B IS — B RO (SMQ) | 5,
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2.41.4 BRBOEBLBEBEFREROTRNETHH]R
(R (SMQ) Bk K VAR O [t 5 DR 32 a2 RSPt i iE D> SMQ TH 5,
TR 8 DY T SMQ TSI L IR O MR FR FHREAFF, MEEMEAFF 2L LISMNE, 2D SMQ OF
P I JOVA R 5% 58 CRER S MBS B RS 2 FF 72720 SMQ OFFIZEPIL T (1.5.2.1 &
HR) . EATBERE > SMQ OF AL FALMEE D SMQ O HFEA S &+ 5L TEIMTED,

D Je RN FHEE, B A B L ONEERE (SMQ)

G (SMQ)

IR IEE IR 9~ B AEY 9 i B L OVEETE (SMQ)

AN BT DT PR — SRR SR (SMQ)

AN BIE T DR E — EIEHFR O (SMQ)

< FPNE R B AR A | 18 K OYEIR (SMQ)

SHFRA, FFRRHEIE . PR B L OVE D O AFHIRFEE (SMQ)

IR 2% (SMQ)
TRD 5D T SMQ TSR R FHFED e Hi o, Tt T Pl R LRI R TIZRIUR BVED
N5, FEiE 7 ar 1.5.2.1 IR & Tna,

IR T L — L B S ST ITIE S (SMQ)

CEM B L OGER 22T A (SMQ)

ITHREE D IFREE (SMQ)

- BRYEFHAY) (TBRBLIOR)—7 25 T) (SMQ)

Skl B3 - Bk [ s L OV L 5 (SMQ)

R SRR S L R O R 0 B X TR B B R A AL, 1k B8 K OYER (SMQ) JIZED BTN
DT, [FEE (SMQ) 1O FALOY 7 SMQIXZ W L N OB BT RS e A il LG Feuiz
D MSEUTZE AL 132D, B2 0E TR (B4 2 0E 1 2 W2 D70 121X 7 SMQ
RS (SMQ) | THRER T 2720 TR+ Thab /e, $7 SMQI Tk BE g R R 2 |
Wl B L OVEIR (SMQ) 11T ENDIFHERER A D L5 72 B4 D B R B A A 3 CRR S D IE B3 58
70 BEE B DL BT BB FINA2 N, FAZL~UL D SMQ ZF 2%, THHE R FE5E (SM
Q) |ERILIDNCH DR DO~ =T VAN M EE LS5, FIAIZEL CQIE AL TH D,

2415 THFEE (SMQ) |I0ZZERYAL
* Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1808-1880.
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2.42 [ERE .~ B2t (Hostility/aggression) (SMQ) |

(2007 &£ 9 HIEERVU—X)

2421 EH
YO, B BRI SRR BITEIO—TBRE £ T X DORR E IR R IR ARG L
THLZ D, M, BORANTTED, ORI E O B RA R 70 E R 2 8b LT 272 B OB
FEHlEAREL CBlNnD,
(=N PN YA = S e SN U F- 9 AN [ =229/ 1B d G R oY (V)

2.42.2 A5 kR EE

A

i

PT Il (Screaming) | GRAVEBE OHE O IO, B fiEOFIBMER ThHZ b b

D)

PTI&E4] (Gun shot wound) J. PTT#%E (Drowning) |. PTI42 5 (Asphyxia) |. PTI Ai2k?

125 (Human bite) |, PTG (Bite) |, PTT Ak (Imprisonment) |, PTTE5%s (Theft) | (&

BB DINEEZ AP THLDT)

M LT BRI 72 B ATRENEA vy PT:PTIZABMERESE | ## 7 (Delusional disorder,

persecutory type) |, PT I =48 (Jealous delusion) |, PTIEEF (Mania) |, PTI 4 25

JiE . ZABY (Schizophrenia, paranoid type) |, 72&

AT LITCB PRI Z 22 ATREME S By LLT 251 PT:PTHES (Injury) ) (LLTTARIRIZESD

5 4 (Criminal injury) 1) ; PTT A # & % (Personality disorder) | (LLT I ¥z 5 4 P4 4%

(Aggressive personality) | ; PTR#E IR (Psychiatric symptom) | (LLT I 77 B8 # e Tk

(Violence-related symptom) | * ; PT li& i 4% 2 (Psychotic disorder) | (LLT D& #RE91T

i) (Psychotic behavior) | *

 LLTI 2 ) B#E IR (Violence-related symptom) | 5L O LLT DR #0975 947 8) (Psychotic
behaviour) J 1%, V10.1 T PT (2 EiF &7z, #EREL T, PTHEMIE R (Psychiatric
symptom) | 1%, Bl FiZdH o7z B B 3% LLT T4 71 B E fE IR (Violence-related
symptom) | 2MHNZLT- PT Ego7-72 . A SMQ M BHEIFREIT-,

R LUFRBCENEL O BEMEATRS | —MRBVITIR B D— 8 T DMK/ B (] : S45123

B o 2 VTR EBUR RFE A S ATV AN EINR W IEE O PT DS ME: [F 3 (Bipolar

disorder) |, PTI XM 1 %[ (Bipolar | disorder) . PTI WA 2 %lfEE (Bipolar I

disorder) |

PTZ48)iE (Paranoia) | 3350 PT 48 A& FE5E (Paranoid personality disorder) | (Z4u

BIE. BCE B L O BYE 2725 ATREMEDS RV D T)

PTI 5%k (Irritability) | X0 PT ik (Agitation) | (BUE /BB EIC 72D ATREMES FIL

BEMEAY D T)
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HREBIOBEEITAICERE T2 PT, BLURHIE, #ZICB#E T PTICOWTX, b0
WEEIZBE T2 SMQ 23 HD T, A SMQ A biFbRAt ST,

HCE BB L BEEME OO 1 < AV VAR B PT (310> SMQ &L T D95 35 L OVKE #ehs P
% (SMQ) 1385)

7=V B L ONEEEYICEE TS PT, Zhbld, 201 ERICL> TS RIS
0

PTIJE%E 5% (Thinking abnormal) | GEF RA94X5)

PT /N ERHEGERE (Child maltreatment syndrome) | GE ST R HESE  /NE2HpEE L
FT5HDT)

2O \ZHGE / BUCBENEZ 72 5 AT REME D 8 2 AHHE M E (R I RE e 22 &) 13RS+
XHDO TR,
BEZIIEHDWVITHE BOEME ORI LU ORI R (BE DS ChHZ L0 e
Bt

JERFFEEVD KO THGERF ) IEE (B : LLT I SRERHEFRE (Verbally abused) 113, £5712H
SFTHWELDTIFRWDO TR, LinL, 7 —F_X—RIZLo T, [JERF IR DY [HE
Rl ea—T 40 7 T 70T AAELTHO TSI ERH LD T, ZNHD HiEEEHHZEN
VRS EbLHD,

PTIIE4228977Eh (Asocial behaviour) | (HUBIEGICIE, BOEMTIEARWY)

BB VR R LR S Tl O A RE (PTTHEAESE (Negativism) |, B8 OBIED  LLT et i)
(Oppositional) |, PTI#% b5 & D72 & (Restlessness) |, PTI##% i (Nervousness) |, PT

"Rz (Anxiety) |, PTI8ksR A (Frustration) | 3850 PT I35 KAYHESE (Grandiosity) |
—  PTI55]ZE (Shoplifting) | (BB MEH D\ NEHUEIZBIFRLZRVY)
— RN AR (3L A DRSS RN B L, B WBEZ AL Ty
—  FRRRCEREA IR AT B 3 L OGP R RN AL (RE T X D)

2.42.3 BREBEOEMERBREROFHNICETHER
MR/ BB ME (SMQ) N3BEER 58 LA S8 2 2 CVD, aEfflE 1.5.2.1 224524,

2.42.4 TR/ WEM:(SMQ) | DBEEEY AL
Dorland's lllustrated Medical Dictionary, 29th Edition, 2000
The On-Line Medical Dictionary, CancerWEB project, Dec 1998
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2.43 THMBE FER=EDFRIE
(Hyperglycaemia/new onset diabetes mellitus) (SMQ) |

(2006 ££ 3 HIEERVU—X)

2431 EH
FEPRIR OFZWNT, W E | BB IR A PED Z2 M IR LA /L o — R 7 [T e LA /L 21— 2 fE D
L‘%’r%ﬂ%@k?‘é
FERIFIZ I D@ M IX, A RV WD | 7 va— 2 B DR LLIZT va— A E R

DIEMOFEREL THBLT D,

1 BUBER

- REHIDK 10%

— A CSENE B MR ORI Z LD (LA B S LR (1B &) DA AV R Z

2 TUBEIR IR

- RIEHIDK 90%

— SEIERBEDOA LAY, A AV IS T 3 — R A RO INE RS E 57
S — 20 BB VEREE

A b AR AR S B AR
18T B O BREERTE L OF AR

— 273 fERRA T (IER7ZRE) 3B fR

Z OO FIUZ ROIDFIA :

— ARV WETNIAER OFF RAERR R IE

— AW IR (BRI 72 L)

- AVRAVAEGRNE AT DN WEE (792 o TIEGRERE)

- UANAEYGE (A NATET AL RTRE)

-  FFEOHEAGL LI E

—  ZOMOBARKIIEERE (X0 EGREZRE) I3
ITHRDK) 4% BT DA OHE

B PRIR D FT RIS IE A F 32 I REME D 85 ) ILBE 2115 Z & D d H FEH

— 1A LIT 2 RUSERL LR R

— AH=A A
AL AV AERRDPA | AL A DO B M DA (S 7a AR 70 E)
B HID B EMEDIRER IO AV HUA D EF (S Z—aAF -2 72L)
AVE RN VA — T E B L OA L AV M OIR T (v aza FarTuARRE)
AL AV AEZNEOIR T (Fe7 7 — B ESRE R L)

—  ZLOE . EH OG- IR IO A ATRE HDOWITRE AR E B IO i3 A AV
IZCavba— LR HE
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J<EDOOLNDIEIR : ZEUE, R, 2R, (RERED
FOMORBI RS EalL 27— VIEB IO F-013Em N 27U R YR fLE
AL A PRPE

1 A CIRE
2 IO PN A, EEBOEITICHEVE T

© SEEHHE:

B RIFMEA N T R—32 2 (DKA) | Hriz 17
b E IR AR AE (NKHS) | Rz 2 Al
‘DKA BLNKHS 13&6 10, FEIC B AMRIERZ S | X2 a3 HY

© RHIAOHEIZ UL AEME GEBER L) | RIE M GEBIRE E2E) | BRO=a—m/F—H
(TR H 2L

oI AE VR A e B OFE B (2 B
KA AEE AL, A2V S b 3 KOV DA OFR - (B 722 E) (2 B

2.43.2 A5 kR EE

a

b

PEIRIR gD BMED R B AR T HEE

BEPRIF 36 L OV E BB OHEZ R 2 Do HIGE

FERFTS LR M2 A 92 BE IS W T TSN DA AV E 37 b — AR
“diabet-,” “glucose,” “insulin,” “ketone,” ¥ L O *ketosis” DEER 2 A4 5 HFE
HLGTDHEARGEIRE T (BRI Z & 1) ISR DIEL AL DGR

*ZD HLGT 12V 7§ % PT Otz B a—

BEIPAR R FHREIL, BT BLOBE R IR D2 W, BAMEAb., 180 TERICIE IR A BIE L T
WHEE Z bNDHHEE

JRIBHR SR GBI R IR ORI BLARE T 26D THDA, £ OFF RV TR HEE
PTI/rh—Z (Ketosis) J 1%, JR#I/RFLIR Toh Y & MBI BIE L 72V E B 2 HE 2 270 b FidLeun
3, 72— 1 7 ANR O HEEDRHE SV TORWSRED B R RS (OFD, 25T
AU RIS Z S CWREFIZ R E LTZ) 72D . AR SMQ 1T LTz,

T7x—X 1 TAME, PTHAESIN (Weight increased) | 125> Tl /AR &£ 8IS N2 5k
RKEINT, ZNHOHEEIL WG 234 SMQ OFiFRICH Y T2 EE L), BESiTnd,
ZOZEIFD MedDRA —H—|Z Ko TRHAE L2036 Fi 72w,

BeED PT (ML= 27 v— L8871 (Blood cholesterol increased) |, [ H R 27 U2V REE N
(Blood triglycerides increased) |, [{AE 3/ (Weight decreased) |) i%, K& & 72<d 7=l
GAETLHLENRDY PR BRI LS TLE 2 —F 5D+ E G R ES I E ., 2
oD PT OHEREL TODIEFIDSHRHLE 2 —IRE THLHEEZ 2 HILD, Lol Pk
REE T, LE 2—F DITEFE N R+ CTholzmaid, 2o PT 28 &AL CWDIEHI%
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LB a—L, BEDHE RIS £ 72138 M 2t O CRBLT 2l REE S @ N E D e HIlr 45, =
OTTa—FIL, T —E_N— ARG LT RIK AT T 5B 26D,

594

- RHIAOHERZRT HGE

—  EMFERBLOMERTGEE (72— T 7 AME R0 DR RIFICBIL TREEM SIIE 27 e)

2.43.3 BRREOEMERBEREROFRNICETHER
[ & A B PRI O FIE (SMQ) |13l 27 LIl 28 4l 2 T D, 3E#lE 1.5.2.1 #5452
EO

2.43.4 THEILEE,FERBDORIE (SMQ) |0BEZEIY AR
Oki JC and Isley WL. Diabetes mellitus. Pharmacotherapy: A Pathophysiologic Approach
(5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York, 2002. pg.
1335-1358.
Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th Ed).
Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York, 2001. pg.
2109-2137.
Vanrenterghem YFC. Which calcerineurin inhibitor is preferred in renal transplantation:
tacrolimus or cyclosporine? Curr Opin Nephrol Hypertension 1999; 8(6):669-674.
Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis, myositis, and
insulin-dependent diabetes mellitus by high-dose interleukin-2 in a patient with renal cell
cancer. JImmunother 2002; 25(4):373-378.
Costa J. Corticotrophins and corticosteroids. Meyler’s Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.
Coates P. Miscellaneous hormones. . Meyler’s Side Effects of Drugs (14th Ed). Dukes
MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1520-1526.
Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002. pg. 1395-1411.
Currier J. Management of metabolic complications of therapy. AIDS 2002; 16(Suppl
4):S171-S176.
Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential cause of morbidity
and mortality. JAIDS 2003; 32: 243-244.
Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS Drugs 2002;
16(2):77-89.
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Citrome LL. The increase in risk of diabetes mellitus from exposure to second-generation
antipsychotic agents. Drugs of Today 2004; 40(5):445-464.
Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical

antipsychotics: literature review and clinical implications. Drugs 2004; 64(7)701-723.
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2.44 T;BHUE (Hypersensitivity) (SMQ) ]
(2013 £ 3 HIEERDY—X)

2441 EBH

ZD SMQ D H

—  URZEPGFHE, PSUR (E#IR L SVERCHT )0 OO BERTEEN AR DHEHA, T 7 F L3
RASE 2 A REVEDN B DB IBUE /T L VX — DT —H_R— AR R A 4%

— RBEUE T U AR —SICBEL WD AIREME R B D R TCOXA T DIERIE BT I LA E
XL7=H D

— I ARG E OGO I DX AT H K BTHZE A B T

FEEDTLILX—IEROT-HD SMQ X, T TITH A4 OLOPFET S (Bl 21X, SMQI T 747

XL —I i |, SMQI IS 7 )

“EHECE"EL, UTIXUIZ R T 5 H RO BRI SN BE T 5 2 OIRREZ TRk 3572 124

T kTSNS

- BTCOZATOT VX —RISIER T 5581 XLV EE I HWeND

SMQ BERUE 128 E SNHE<OHFEE, WBUEEL T L VX — GBI OB L - F 50 K%

KoL TELT, MHSNIEFNZ SOWTITER LB AL ETHD

2.44.2 A5/ BROVEYRE
i
—  HEH 07T BLOMMOE G BE T HIREUE, T L LRIk AR T AR D4
TOHFE
AR R RE =T L VX — DS ERJRIK DO— 2 &7 o TR EE
« IR 53 T 3 = D R R 23 B 5 LT B RTBEMEAS i VR RE
— BRUE TV — R R T AR R A A S0 I E

2 HOFEFNZIBNT, FEOBHEZ R THRERHLIEND, EHDHDOINIT 7 F oG- LR E M
DEARIZISU T, #-07y PT 138 3R 6 L OURR 3R HGEO M I & SD, HDHWTWT
ICHEESNRNEWIFRESELT, #l21E, MedDRA (2SN TV D ELDERKRDOHFEDN,
PTI 7L ¥ — &% (Rhinitis allergic) | D A 238l 38 FHEEE L T, Fio, dix 22 Z=fitk /i a
PES R FRED IR R HEEE L CRE ST, [AIERIS, Bk Zei B BE -5 HEEDO N, PT
[7 AR B IR, 2595 B (Aspirin-exacerbated respiratory disease) | D 23l R FEEE L
T, PTIHi B (Asthma) |, PTI# 3 M0 B (Asthma late onset) |, PT i B % 1 & % (Status
asthmaticus) |, PT i B2V —-F (Asthmatic crisis) |, PTI/JERg B (Infantile asthma) |, PT %
VRS (Occupational asthma) J 13RI 5% FHEEE L Cal & ST,

5948
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-  HOREREICET M5
Ll bLINDORIEEZR BT DL ERH LY 51E, 2—F — 1T 2D X572 HFEDO IR
(27 V=ML TS HLGTI B C s | A 5528
—  BAEEMSOGIZEAT D EE, b LIBT3 55813 HLT TR IEAE RS | Th/R—T&5S
- FPREZRBOSIZEST 5 MEE
2GS (TLAF =D RKR TIERL | AN 58 SUS 2~ BOS) B G A1) |
a—Y— % PTI I HE BUAE 5 (Idiosyncratic drug reaction) | 2242524
— MOERIZEAETL X —HFE, FlZIX, PTIEIY L L — (Allergy to animal) |, PTI&J&
7L ¥ — (Allergy to metal) |, PTI &4 7L /v%— (Food allergy) |
— PR BlZX PTI7 77 07% > — TPk (Anaphylaxis prophylaxis) |, PT i 2 7B
(Asthma prophylaxis) |
- HH DT ATBE U W ERZE R, B120E PTIHREIMEZERRIZ (Urticaria vibratory) |

2.44.3 EEUE (SMQ) |02 EEEIY X
Y i AN v A
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2.45 [HIMJE (Hypertension) (SMQ) |

(2008 ££ 9 HIERVU—X)
2.45.1 E#H
e M ZERME DS B L EFRESND,
JRIA -

— R OREEME 73R M 1)

— DR BT REL 726 0 (R ME R )

E D BZ G M ET DMV THE A OFEHENE 2 H0 TR0, U+ 140 mmHg LA k|

JERHIME 90 mmHg PA_E &) FEHE DB IHE A I 200 mmHg AL SE5E# i+ 110 mmHg

Pl EE W B Z B FTIRFIPHIZ D=5 TD,

2003 AR @ 23 (ESH) /BN Lo 723 (ESC) i MLEE AT A R T A L 36 JUUKE [ 7 Lok

Jifi i AR ZE AT (NHLBI) Ci, £ i £13 120,780 mmHg Aifi &S0 TD, i L ESE T Af 11

J£ 120~139,780~89 mmHg £ZiTW5,

AT DEF T, @ MLETE A T O UEEBREL RO T T D,

KI5y D BE I IHEIR CTH D, & MEE MR T2 7 R MR E 2RSS,

1 s L OYE IR -

— R (EEOEIMEDOSE D)

— PBHHET D AREMEOBHDEDOMO TR Z TR EIED T BRI, SR 97k, B, B O
BN e

—  MEERICER TR S, MR, BELOEHR

—  EMERRIEIC SRR R, PR R, 36 ORI E R

— PRRRAEAR AR B A ZES UM HH L, AR R R | 7 i AN

JEORE M i I C U, RO ER R L ITRRO DALV, BRI 4 B PRI Eh AIRAE AL E 235 B

ERAVANE ALY (i 2TAN

B LR D AR ZEO 2R TP IR L DL I A S hDOERE F-E L CERETH D, FHZW L 1aR

WEETHD,

2.45.2 A5 BROVETE
(D

— RN RN RO @ IE THDHE RSN TN T X TOMGE

— BmEREBEL LT FEIRBERLICLDL O, I WAEORIRIC XD R & I E T,
DR DARSIVTODE D (il : PTTNZ3Ws4: 5 if£ (Endocrine  hypertension) |, PTT
1fn & 14 i 1 (Renovascular hypertension) )

—  PTIHREHEBRE (Metabolic syndrome) |, & ILEZOEBDEFRDEHR THDT20D,

— AR BEE PR RE S (1 PTT 7 ilJiE (Pre-eclampsia) |, PTITHELLPAEB#E (HELLP

o
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syndrome) |)

— LU =T VTV ROIEHAGIC R 5T D B E

—  ZBARAETh RV LS LT R s E Y B O B il

— ®IMEOZW ~— I —F TR FHICBE T 285 (B PTIHR P T2 — 7 I #0
(Catecholamines urine increased) |)

- BRGEHRGZE®RTOMFEOYS RO —EEL TlhE £ (hypertensive) | &) FHEE
b o (B PTE i EMEHEEYE (Retinopathy hypertensive) 1) . # AR EHEIZEI T2
Al R 2B T 57201213, KVEFRMEDE SMQ % 42 MBS (1] THE 0
B (SMQ) | THRR AR R HH 138 S OMM IS MRS (SMQ) 1),

—  ERMEREREE TEIMLEZES, om0 Z2 0500 (Fi: PT: R H
R AR BE TTEESE (Congenital hyperthyroidism) |, PTIUR/VIEfE#E (Liddle's syndrome) |)

— i SR PR TCHESE , BREE N TCHEIE | BRI TCHE | 2D ONCEN L DR R A 728k I
FOYEIR

— B OBBRELETRIROOL | mMLEICEKR T 2B Z200H250 0 (B O fEZE, 225
VB, 77— MBI REEVIE) . 72720 a0 —f L U M f £ (hypertensive) | &)
Ay B e ki

— MRS M3 B e P ERIE ORI R (151 : Fbd e e, et | e i)

— DI AE SRR (1 O PR BRI . MR TR e & 240

—  J<EROBNDE M EDO S5 ER (B : 551 Fs L OVFEIED FU)

- ZWHEEMEEZSIEEITAEEOSDE KA T HE (F: PT T8 A/ e ff
(Phaeochromocytoma) |, PTT 27y 7 iRt (Cushing's syndrome) |, PTI 7w 7 gk
JEIR (Cushingoid) |, BLO PTIE% iRfE (Adrenal adenoma) |)

A SMQ OFHE 1L, WILENH =723 7 F IV THHHE AL, A SMQ SRS TODIFIAL,
fe SEIR I T ONERICEI T2 58 (CIOMS-WG DAV P F /L SLEDF 2 25 R) 23R I
D LEIRFTT _ETHD, £, TR MM B (SMQ) |0 Ht i R H i 36 L OViK 4 MR
(SMQ) 172E Dfthod> SMQ ZHIHL T, @ lLEDEEL R T 522 M1 526HTED,

H:N—var 14.0 1IZBWT, IE I (SMQ) | D @& £ D Z BN A A CTlIe A2 Colg R iR A H
BB Scope 73, BB RIS A E iU, fEk, 20 SMQ 18k FHER D - THRERL.S AL TV Ve,

2.45.3 BRBOEMERBRERO TR TR
ME )L (SMQ) )13t K OVAIERR 38 ARE 2 FFo, fEfliL 1.5.2.1 224528,

2.45.4 THME(SMQ) |OBEEEY AR
Journal of Hypertension 2003, Vol 21 No 10.
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Journal of Hypertension 1999, Vol 17 No 2.
Harrison’s Principles of Internal Medicine, 16th Ed (2005). Part 8, Sect. 4.
Dorland’s Medical Dictionary, 30th Edition, 2003.
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2.46 T{EFkYrH LMEE.~ SIADH (Hyponatraemia/SIADH) (SMQ) |
(2007 &£ 9 HIEERVU—X)

2.46.1 EH
KF MUY AMSEIE, RO XS 72T 2 OFREICEEL TRESH T3,
—  RIBHEREAR A, Do MM O A4, P | B RIEMERE, FUIRIRBERRAK TE  (ORMEZERE., &
M55, BPEEI TR PER R4, g, TH#I3 KO SIADH
1KF NI A MIEDONEIL.
—  PEBR MR B - N D AR JLUUK S RZIT B2 (R F 721X PRI R 3%)
—  PEBR MR SNV AR OE TR 3 KL ONVEIE LB T2 (Do M DA E 7 LB RIE BRI RA

+5),
— EER MR E M B H DV A MR EE N E B 5 (b J<H DR KIE
SIADH) ,

SIADH 1%, TR D L5702 Ff 2 DIRARIZERE T 5,

—  FTEM (RRITRE) | AR R R (CNS) B (AR s, BHEWN IS DV T M E, Mk Ho0
VRIS . E7 T RNERER) | IR (ifige, R, Wi E7o 12k PAZE MR i)

KT RIT AMAES SIADH (X, EHITIRD L7 FEA L BIE T2,

—  CNS EFA], =8=MEHOHOHI(TCA) | B/ T I AF 4 —EHEA (MAOD) | ERF ek
= IIAZBAER (SSRI) . M7V R FULEA| (FRZ L3~ B L) | B RO sz
Z:UR

—  FEATOARMERIRIEA] (NSAIDS) BLOT BRI /7=

- PATFARRFRA B IR T7 28R

— ANTF= LTI a T moRIR)

- TUVHATV B (ACE) A e S —

—  ZLOPEEIE (FFlov a7+ A7 73K)

T RUD AIMAE T, 3@ g TR Y A03<135mEq &L CEFRIILTND,

— BELHDTESCHRG AL, BIER THD,

—  HJE(E TN Y A<120mEQ/L) HDWIFENED LA X, K FEERIBT DR OBER IO
SER AR T,
< Fbd R ER < SR L RS AREAEL, O YAk, INOE | FIRHR, A TR | IR BB L OVER R,
«ZOMOREWR Bl MM, 3 KOS K AR RS DV T R A
 Z OO R RAAEF (ME O F Y ME TS 0) MBI T, JREEED

EABFLIHE T, BEORPFN YLD EFELITET
SIADH O#Z Wi, M7 Nw A MAE DO R ZPEERL T,
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2.46.2 A5 /BROVEEYE

(=

- ROBEDORGE:
AT R A fE
- SIADH
- I E TR MK R IZ DN T O g AR R A
- MAERE EAR T2 OV TO R B
SRHTFRIT AR EE DI DWW T OB R IR E
RIS EDZEAVIZ DU T D BRI A A
-PTI/kH7 (Water intoxication) | (SIADH O e L OYERIL, FEF IZILELTWDHDT)
-PTI i & (Brain oedema) | (SMQ 7 ARNE R Z IS ZFRIE)

—  PEERRFRIT, FRC AR RY AME, SIADH, X ONULTE DT R LD THTRI R VE
VIREDORFEHLHWIE T ICEES S PT 2510,

—  RERRFR T AS T R AE KT X SIADH, PTI/kHi3: (Water intoxication) |, 38X
PT iy (Brain oedema) |2/ ~E24 5, MHAEMEHDLNTIRBIEO R | JREFOFRT
LBHAVNTIRE TR EIC OV TOBME PT 2810,

54

— AR SMQ THEZESIIIEFNZREL TXLL FOEEZZ BT 528,

AR N Y AMSERS L XL SIADH OZWHE, 34 TR A B H OF/EICEE S, Zhbo
AR IT, KIBOEE ., SRR O —EEL TIThbhs, Ok 5, L EiER Mk (8 EH5
WITEIED J572) 256 1R EGNTRE 2mAR Rt O T ICHEERBBEO A2 ®mETD
ZERBDHD T, ZTDLIRGEAITZOIEFNIEIA SMQ M HIXBRANAEIND, [FIERIZ, BAERE DK MK
15 GELD, MR-, $EEL. HDOVITEER) 285 L CWD08, 38 2R F i e s L Qe
WEBTS . 23U E B EL TUEZ RIS LT AW LS 2B THY | ETEF ORRIZ BT DT
U LLSE, SIADH OEEN 2RI DITIIAH2 72 1F WIS T E RV ERI L LT, A SMQ 7»
BRSNS,

2.46.3 RBOEMEMRBRERO TR TR
MEF R ALMSE,/ SIADH (SMQ) |38 2 L IR 22 2 2 TWb, 25/ 1.5.2.1 #2452
&O

2.46.4 TEF Ny AffE,SIADH(SMQ) | DB E &R AL
Foote EF. Syndrome of inappropriate antidiuretic hormone secretion and diabetes insipidus.
Drug-Induced Diseases: Prevention, Detection, and Management. Tisdale JE and Miller DA
(Eds). American Society of Health-System Pharmacists: Bethesda, MD, 2005. pg. 611-624.
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Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus homeostasis.
Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, and Yee
GC et al (Eds). McGraw-Hill: New York, NY. 2002. pg.953-979.

Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of Internal
Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-Hill: New
York, NY. 2005. pg. 2097-2104.

Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison’s Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds).
McGraw-Hill: New York, NY. 2005. pg. 252-263.
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247 THRRIET —RICEETRE
(Hypotonic—hyporesponsive episode) (SMQ) |
(2011 € 9 HERDY—X)

2.47.1 EH
RS IRAR T — BUGHEAR T8 (HHE) IZIZR DR E D & 5 -
LN TL i R DK T
—  ARBUSHE (FEO TR I3 L 0)
- FEoEaGEA, FT/—E)
FREDUIF o PRI L7221 EL TV
- V7T
— AR
— ANETUTARAL TNV P EIAT B
- BRIFRUIF
IFEAENE BT 7T v DOEEHICRESN WD
JOBEEI IS DD
— AR AR T 2T
—  —RGIEOHIM, B E TR 5%
BUERSNZBIED T LI BE T 258 13T
- UITFUORRE
- RIEBG
- UIFUORFERSY
- SESFREROMAEDE
KED T T EBEREGHERE (VAERS) IZB W TIE, B LMEDIEHI N0 @ E (53%) 12
HHE #&BL Wb, —FH . A7 XU 7F o —_ AT A 27 A (Netherlands vaccine
surveillance system) Tl BMEIZE1T2 HHE ORI Z ST,
TRIHEFE% OO R B ETORFIL, 8% 3~4 FFTHo0, THHEME%)D 48 R £
ThAEZELHD,
FEPRITAE 22 6 43200 30 Fr [l
357D 1 DIEFITHRELFD LD,
The Brighton Collaboration (BC) HHE Working Group (HHE OJERE £ 4 BH%E 1) 13, FE1ERED
FRRBLEIC IO X, 3 B O E R W O T VA XL AR L TN
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HeEZHT DL~ v
INTA—=H— . . .
L)l L~)L2 L~<)L'3
IRBOe F203 | ARROS F203 | AR F203 | RS F20X

B 5 B 5 HE 5 B 5 A
i X R R IRIK T R T NI EH i ERIRIK T

o s P A=RE b - HH X A P A==
BROER | )l e FT—E | FT—E | FT—E

K 2-6 HEBRET — REHETRE(SMQ) BT HEBHOT VIV LDL -~V

2.47.2 DE kI EE

aE

—  PTIHHERIRIC T — SO MHE R 361 (Hypotonic-hyporesponsive episode) | &V )2 FE
—  EERPEEZRDT BC O HHE OERITIE SV MBS LOERO HEE (B PTIF7 /—€

(Cyanosis) |
B4t
—  HHE O ki B L2 HIGE

1E£:BC OEFRIZIL, HHE ORI 2B T 58 072 BRI 72 W EI R I RS Tund, Lok,
Bk HHE O EIBEOHERIC LT BRBRAEDM A END AIEEMERH LD T, R

DRFFEA SMQ IZ@ET <& T LITE T & T,

HE L= 2T AROFE T, BC DL~UL 1 T/LTYRLNA SMQ D #ERENDT /LT RLESH

TV5(2.43.3 1)

2.47.3 TIVIYRX L

SMQI /B BRIEIK T — BSOS PEIR T 38 (Hypotonic-hyporesponsive episode) | D7 /LAY X LT 72—

IFRDOIDNTEFRSNL TN
T TV —A: Pedi HFE
TV —B: fERIEKT
H72AY—C: USHEIR T
A7E)—D: BA/FT/—E

K SMQ DT NAVA LT %L EERSHIIERIA FRED KDL E | COREFNTFEMLE 2 —73

VELHS NS,
B LB BIEBIE FEIcis + 550
BT Y —A ISR SR 2B 5 38 & o e
ANE:
HFIY—B + HFTY—C + HFTV—D nb% & —LL LD H

At o T SE D
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Z— P BIMOT I TY X LERIRLTH R,

2.47.4 THRRIET — RISHE TRE (SMQ) | 0B EZRY A
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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2.48 [TE1E I B (Interstitial lung disease) (SMQ) ]
(2006 4 3 AIERVY—X)

2.48.1 EH

MR B (ILD) 1, i fasE 3o OV RE o> JE BRAR AR\ BRo D FE 4 OIR R IEDRFR CTh D,

— ML BIRERE A IS L AD O TR,

WIEIROS X, [EL BRI B T D RIETH D,

—  BYEOLA | RIEIRVE LM R OBEERALIZIEAY , Z Ok U CRIVE MERRHEREZ 5| X
N

AR DORRAL B L OVETEIL, T AR H TN RE D B R/RBEEIZ D720,

RIEGFT-, FEXE L KIE T /RN DD,
RIS BAZEME I SUE SCR1T, BF 0L ILD OFEIRO—ETh D,

#9180 FFEDFR RSV i D B (JFUR S LT B RER O FRm D —H , BIFIRPEARE % B L)

EREL QD20 ILD 2508 2 DIXINEECTH D,

ILD X = oD I N —F T TED:

—  JRERPESITNODHD

- JREARHOLD

TNENDTN—T 13V T TN =T\ THIENTED,

— VR I S S5k CO R ZEREOM = T A03H 50 D

- WEFEZEDRNHD

2.48.2 AE RV ERE
- af
- ﬂ@ﬁ%ﬁ%\ B MERIE . B L OBMEIE 2R L T DR RIS KT D M58
—  JRRBEHITHS ILD BL ORI A ILD
—  RIFEZE ILD (oA —2 270 8) BROWEEIEZED720 ILD (7Y RS AT — e G RE

U4>

732E)
— PSRRI, BARRICREE EM SRR T OSBRI KA TEE T T ILD DAL
a%zgz%rm%ﬁA

T LR — O B KO TR D VBN UGS 249 ILD 28 &
RT3 2 VB ME D OO SOGIX B B S EE A BIVD L HUTHEA LOF S AU
MO T DIRZ M2 FH LI T D REMED DY TORRAFERISLTDERDD

Do
-PT i1z (Lung infiltration) 1%, 7=—X 1 TALDOFKE R, REZ LT D720 885212
Gy

ISR RS IE, FEAWEDOFR LM SR TH B RICE KT 200205 (AR
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W E5IEEERE il E AR e & O FIEE . ZUHIX ILD 2R 475)

594

— R PERTR BB L OVER

— R B X O MENR TR B 5 R

—  BOLWEMIBROBEHEREED LI T LA — Mt B L2 S

— W X AR O HEE

—  FEOFERKIED FE

—  TFREOIRREIZRVEAMED IO SIS FLAR TRIBINIRNRVERA SIS : TIn AR — T A R
PEDORVEMENTG, B B, TR B, GVHD, MEHEEE | Z L5 [ R MR

2.48.3 BREOEMEMRBEREROFENICETHER
[V METE R (SMQ) I BB 58 & A8 SR 2 2. CUWD, iEfllNE 1.5.2.1 253524,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.49 T g Mm% KRS % (Ischaemic colitis) (SMQ) |
(2008 £ 3 HIERYY—XR)

2.49.1 EH
© EMMERBRITMIESE S EESND LIS TAELLRIGOEE TH S,
FERG R D O —1@ ORIV A TS,
%< DRFITHZE THHN, [FIRFISHR DBEESRA A | M 2 HDVITERE TR BRI O X5 E
WZHAELD
b PR AG 5 I 3 R DR LA EE |2 1D
—  SWVEBIERE A AR
<EEO TR, EEOO I, BEOUMEE T
-t DY (FE )
- ME B D (FESEH)
— AR MM RRG S
ERBIISAETHD
s ZAUFE BRI A LI (B A DB ERIC B LS EN B D)
AR RS T EVEALE o 2 % BIZZWRETH S
A EON IR TR SO QANY V)
EHF X EEMAE OAEEZ DL TITIET S
B 52K LT
- DEHEOKT
- EER
- M5
— Py (B REVR-M 5 ERTH7)
- MR
- BEESROREFE
— B EPAZEM R R
—  EERGE A
—  FEEO A
35y D2 ED BF I RAFHIRREE (U FRIE . IBORE., FUAEWE) \CKIEL., PSS EESR
LHZ LT THD,

2.49.2 BE BRIV EHE
. A4
— R B L OO TE DR
— AR RIGR ORE R E L CHURI IR BT DR AR I ESE 35 HRE

b

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— BT DR R
IEF48
—  BYHIRESNS HEE (MedDRA 123801 0)

TE: ST, FTA4~<U—SOC DV 7% SOCEYE | IZFFD, EA#U—S0C %

Z DM SOC 12RO HFEIXEE S D (f]: PTI A% ZE/H (Colon gangrene) |)

—  JBO¥RZE (stricture and stenoses) (ZBEE % FRE
—  RBILPER ISR IERF AR S AR E IR IZ B2 FI 35 (61 : PT T8 (Abdominal pain) J)
—  PTITALF (Melaena) |

- BRI A B TS

c T =B R—ATOTANER THD TEL DI /AR )AL

R R IC BT, BT A 5L /AR | 2R A 2350 | BT, st G o3k
FODOT ARG SN2, ZO T AR NIZOFERNBELE OB B HSNAZEICER L
DB EFRD,

2.49.3 REOEMMERBEREROFHENICETHER
TR A KRG 2 (SMQ) TP AR 3R & IR 3R 2 2. CUD, aEflllE 1.5.2.1 25 R352L,

2.49.4 TEMMRER(SMQ) 1DBEY AL
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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2.50 [gE Mm% % & (Ischaemic heart disease) (SMQ) |
(2006 4 3 AIERVY—X)

2.50.1 E;H
DRI, DA ~DO AR+ 72 EINC LD B R R DI LZ N, BRE DT ORI H 25 ZEHZ

—a‘o
OFFRE MO RS JL<HD RN, DAMEEE RO PAZEN: T 71— AL MER B TH D,

2.50.2 A& BROVEYE
=
- L\ﬁj’?@ﬂﬁl WZRE 555 5K EE
R4k
— DM OBEE OGN - A2 R
— PTITRNRIGX T I NT A7 27— B (Aspartate aminotransferase abnormal) | 55

UJ>

KO PTIT ARG T N7 A7 27— (Aspartate aminotransferase increased) |
X, 72— T TANMZTBHRDO IR VEFI 2 ZHUR SR L= D Thidh

MWD ISR FRIL PTI T ANRTIX U@ TI N T7 A7 27— R4 (Aspartate aminotransferase
abnormal) | BX PTI 7 ANRTGX R T /hT A7 27— B HEN (Aspartate aminotransferase
increased) | & & A T 2, ZHUHD HFEILT AN B (B D22\ MEFIZ 2B L) | Li@ﬁ*%
iz, VT —# (-2FD 2000 4 LLRT; MedDRA LLRT) ZMFET 254 ZNbH0 HiEE MRS
DHIELBE T RS THD,

2.50.3 BEEHE
K L DR R
(20000043)
|
| |
Y ik Z DML MU BB
(20000047) (20000168)

X 2-15 EimfELEE (SMQ) DREfEiEE

FABNSOEZEICFE S, N—Ua012.0 THEMMEOE R (SMQ) JICEB) 7L W= PT 271

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— LTI DO MM LZE R (SMQ) 131 2 OF 7 SMQ LLCEMENT-, ZDOH 7 SMQ
IO ~L 2 DY 7 SMQ LT ERD, o SMQ DRy 7 TIE7avy, EALO T M LR B (SM
Q) JO—EBEL TOAFHT RETHS,

2.50.4 BBDOEMLBEBEFRERDOTRNEETHH]R

[ DB R (SMQ) 1388k ds L OV IR 2R A FE 2 R SRS E IS O SMQ Th o, Mtz FEo
ZEPSMNE, 20 SMQ OF IS KOV 5 HIFE CRERLS AL e A A R 72720y SMQ DI
IHELILT05 (1.5.2.1 28), EALHE O SMQ OFIHIX FALMEE D SMQ O HFEE GG T 5L T
FEhiiTE 5,

2.50.5 NEIMHLER(SMQ) | D2EBEEY XK

Harrison’s textbook of Internal Medicine
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2.51 3RO R HN (Lack of efficacy/effect) (SMQ) |
(2005 4E 11 A ERYV—XR)

251.1 E#H
« R NILLTFOINCERESN TG,
—  EEMZEANIEL, BRI T T BELWE ARERZSL720I2 AT 588
—  IRESE TR, BEUWARER 2G04 385, AW RIA] B B oREN
(B (BELWIREELOICE N T O BRLED) LITHIOLOTHD)
[BhF T, HATEINC L > TAUREREERSNL TS,
1o T, IRVROKIN NIRE ORI L T CThAHZEEZ R THDTHD,
RO R INDY AL P E N T A BEIEL TS ITREMED B D, F D IHRIERIZ R T 579,
R 7E DO FEAN M ISAE N DORPUC DD G AT ESNHEROFBNZ OV TRFTT 2L ERH
Do
—HEDRIEDT —HRX—Z Tl JEFIL IV TREFIR RO IO DT RED K AN | 77 7 7135%
THNTWDHZELHD,

251.2 A BROVIETE
HE
— RIS O SEAICHEAN S T A Y T ED R | S
(A SMQ D I, A, IREARMER, fofg s a7 Vo K7L O Mk pk sy Mk A
FBLA B O, Rk, & s B A AN R RS T D)
—  PTIEMil: 5 (Drug tolerance increased) | LAAMC, PT I MiitE: (Drug tolerance) |4
G
— UIF v EEH A, REOIANH LTI T D T2 OO AR A O HFE
—  UIFUICHIE TEDIE R SMQ &L CHEf

b

—  FEEDOIEANH DTS H Y CTITED AR (B B, P A dwEIR 1)

—  FEFERAOAEE (B PTHIHIRO 3448 BAEH (Inhibitory drug interaction) |, PTI F484L 015
I (Therapeutic response unexpected) |)

— UITFU | EEERROH DT E RSN BT (B X O EE) ICBILR 3B 0EE, B R
RANEBI DR R UK AR 7o o o—H—I21E, CIOMS-WG AMERR L7 [2hRE, 2h Hod K dn
(SMQ) DAV F N LEOBURT DM &S BT DL D HND,

2.51.3 RBEOEMERBREROFRICEE TR
[ ED KA (SMQ) NIBEE R ZR D I A+F> SMQ Thb, - T, PElsikh 37 LI ZZ 1L R U B
BH5, 3ET 1.5.2.1 25T 452k,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.51.4 IROXKIM(SMQ) | DBEEEI AN
Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003. pp 590-2
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2.52 [R3BEESE (Lacrimal disorders) (SMQ) |
(2009 £ 9 HIERVYYU—X)

2521 EBH
RIS L OV R DR E
— P UAHEREREE (ENREERE A 4)
— RREPAZE
— RRODPHIE 7
— I AY
— RIEF L OUEG
B RIEAR -
— IR
— HR#LE
AL :
— BV ~TF el O MR
— B (I FRAD | BREZEROREIR AP S D AT REMED S D) S FA L2

2522 A BROVIEETE
G
— JRARAVEZ RS2 HEE (1 PT TR FEH [ (Dacryocystectomy) |)
— B L OVEE OB YT 5 G
— RERBIOEEORBBIOMREEIZRET2H5E
— RERORIER L OYCRIT 5 H5E
Rt
— REBHD NI A MERBEIE R L O RN TREER O IR RAYEIRICBI 95 5
— SR RMERRRE BB H HEE (1] PT IS RMERE %2 (Dacryostenosis congenital) |)
— RERDIMEIZBIT L HGE

1 MRERS LU CIOMS SMQ-WG ED i d 1, — A7 IRFEE O I LOYERITR] D SMQ 12
GOHIENMPESINT-, TD7=h, [EZRE S (Lacrimal disorders) (SMQ) | D #& FHEEY AMT
Pk FHEED - CHERR STV TN D,

HFPTIES T (Tearfulness) J1&, JRIZBEE T HHEE THHIE, BLO—H O/ CTlE (=m—RFMED
AT PR RIREE N A R T HO LU TR SN TS ATREME DB D EE 2 HiTe 282 db),
MUNIIAIBHFEEL TE EN T, ZOHGEIL SOCTHEMIEDE | O HLT T SIERICHEY X0
BB V7L TS, BEBIOHEIYS RO T —F2 X —2% AW REEORE I E S =,
CIOMS-WG % PTIRES Z¢ (Tearfulness) | &5 103 X TOJRIEHGEEZ A SMQ D& HEEY AR

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ORI DT LA E LT,

T LLTM SR X#R 25 (X-ray of nasolacrimal duct abnormal) |13 PTIEEB IO O OXHRE
(Face and mouth X-ray abnormal) |iIZU>ZLTCWAR, 2O PT [TIEFITILR THDHZD, K
SMQ DOHIFEVAMIEHHIL TR, A SMQ D—H — (T al& iz SMQ HIFEIZ L0 H
SHIEBNTINZ T, LLT T &R XL H (X-ray of nasolacrimal duct abnormal) | Tx—R{kX
AUTER 2 BANL TRETL TH &LV,

2.52.3 RREOEMERBEREROFENCETIER
[RZRFEE (SMQ) | TP R FED Zr THERR S CUND, TiE- T Sleliliig 57 & AT m 52 1[5 U R
BEOND, ZEMIT 1.5.2.1 #4528,

2.52.4 NREFEF (SMQ) |0ZEEEIY X

* Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;297
(6646) :473-477

* Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V:100 — 104

* Thampy, H. Eyelid and lacrimal disorders.
http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%20and%?20Lacrim
al%20Disorders.pdf (BL{EILXT 7 EAAREED URL)

* Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999
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2.5

2.5

2.5

3 B EE7<F— X (Lactic acidosis) (SMQ) |
(2005 4E 11 A ERYV—XR)

3.1 EHE
HEET VR =V AT =4 F vy THERPERGEIE T O R — 2 X ((REPEO MR BN, FFIZ7 A~
VKR 2D L pH O FE HCO; D) @ 1 JERETHY, PCO, (IREEH A57 ) K FIZE
Do
WNIRPED DIBBEREAME T3 282N HL08, BT a— LTI OIICED D2 JIER T
EFRZENHD,
RAEENRIL 3R & AR M I I A FEAEL DD, TR KO L E 2 7 T4 T L ADIE T2 &Y,
iNE N R AN
HAX AR SRR BEMIC T L, BEIR , REHR, Bk, a1k T BIEE LD,
TRUBERT DSBS D0 DD,
FRRE IR T (A ) BV NI RMEDREE (B Al A B L O BHR 2 & ) ISHe R 9D mAEH L-3L
PSR P DRI & RS -5,
I P ELERHE IR FE 23 5 mmol, /L AR Z 72V R HLWT VR —3 A 3EN TH D,
B MAMET o N — L ADARIERIL FFLOMEY THD,
—  BHFENADRERY AL @RI DV MERFIR R, Bk H DU B E, R, BEHRIREE, 1
—  EAREIE L@ 2RI L EARL UL DMK T (ORI E DS~ SR KON,
BB IR A PEH L3 D) HFED,
— TUR—VAOFRRE ST AET =4 LU CILBBE S RSN D Z R L~ T, MEEZ TS
Do

3.2 Af kR ETE

ey
o

— SOClEERmBAEZEL, [FE (abnormal) | &) HLGEA G TeBEE 55 (61 : PTT i A Lk 52
# (Blood lactic acid abnormal) |) 23 KIE i 2212 A5
—  PTHR#EHHET >~ F— & (Metabolic acidosis) | BXY PTI 7 F— & (Acidosis) | % it i

RITAE

B4t -

—  SOCTEEMmATEL, [ER (normal) | EWERfFEZ 14D FHRE . BLOMERfREZ D72V A
=H.

— YT VRV AORENIERT VR — AT, MORKICE DL D THHZ LA MIR
3 PT(B): PT OB R ME R T K — A (Diabetic ketoacidosis) |)

— JRIRBLOUEAERICB T 2FRICET 2 HIGEE (B PTIR IR T S F— Z (Foetal acidosis) J)

—  EEMEOEELZRT PT (B PTIMELAS JEfERE (MELAS syndrome) |)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— BT VR = ADOZOMOBERIDJFIR 2R3 R (Cay 7, Al EBHEEGR S5 M

ZhH
3=}

—  ZOMoOIEREAAGE (B PTIEE% (Headache) |)

2.53.3 MRFEOEMEBRBEREROFRNE T HHER
PHLEET VR = A (SMQ) IF ISR SR L IR R & i £ T D, il 1.5.2.1 2B 52L,

2.53.4 THBTIRF—V R (SMQ) |OBEERIY AR
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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2.54 [KE{KFERE (Lens disorders) (SMQ) |
(2008 £ 9 AIEERVY—X)

2541 EBH
BAIIHBER T D5 — A7 R R (RRLC N .
WA BEEDHK) 35%25% 2415,

N

— 2L OFEORER (T HNENZ B %)

— IR ICERT AR, LIZUIE—ELL EOEFEEIZEL ThHHHOWTIRE A THID T

mEns,

—JERITUIE U A< (B 36 80) . IR LIRS A0 B E o A NEEDS, [R50 B E DR 7

fEE ALV DT TIERU,

—JERITIT, 7T B AR O, BT, —IREERRENE END,
BEFRRLELUTRRBEIERE SN AL, BRICFEEL COTIRBBR B L LI LW REPER B
Do
ZH LT HEl E FEANEHR OB 7). B & 3 DI EE AL TH D,

T (ZLOIEFHRIFLY)
— KGR IAIR KSR IR K AN D Z LT, e REH DV NIIMENE TR AT IR, Kb ZUTANETD
KEIRBREIZE DL D THS,
—HRE:
<SRBI DUNIE RI727K S (R D 5 B B 0 R A
KRR DR
BRI LD KA RO K AL R ZE O IR )

2542 A BRHVETE
=
—PTIHE/K AR (Aphakia) | D JOIZHE R EL TAELLADHEE L TO FHEE
— VR PRI T D HEE R L OB T 55 0HE
—HLT KA IR EZE b, TEE B L OEME (ANREZERL) 12V 792 PTEL PTIERMEEEK &
{&HR (Aphakia congenital) | 1XBRZ4 . HLT TK SR RTEIE F 12V 274 5 PT, HLTT B NEEIRRE 12
V> 74% PT, {HL PTIe KM AR (Cataract congenital) | 2 R<, (Bt EEE S R)
-BRAt
—IEERED— &L THNEE RO 2 R ICR T2 3G, EEBMECTHDM R IED HFET
BHNTEEXIGLEE Z B TCZ03, 2007 4F 8 A D CIOMS Dkl LOBRIMGRICA TS
nic,
—SOC T B Rt ) 0 H5E (IRBHR A O B 0 FFEZIE H0 IR R L L TaE T 2 R0 -
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s

e

72)
—SOC #5855 | O A7 ("Blidness” bV ) AFE IR EIZIZI 7 L QU= TR IT o R BA 7
HFEIZE FI TR

— AWNBEFHI A YA OREIC B3 D 3G

— 6D C I P72 A RE (1] PT I e KPR B (Congenital eye disorder) |, PTTHR & F4f7 (Eye
operation) |)

— JEPTYEREE  FREEREE IR D TR

— LU RO PT 1 XBR4 &5, PTI 1% 505 2L (Posterior capsule rupture) |, PT I 7% J& Ji {5 £f
(Exfoliation syndrome) | (LLT Ik f & FED 47 5 (Pseudoexfoliation of lens capsule) | & 5&de) |
PTIER N L > XHi Hi (Intraocular lens extraction) |, PTTER N L > X$f A (Intraocular lens
implant) | . PTTHR N L > X187 (Intraocular lens repositioning) | . PT /K & 1A B 4 i 2=
(Removal of foreign body from lens) |, PTIIRL > Xt (Intraocular lens extraction) |, PT
[&B1 (Blindness) | (fie) CTIF4s 2AY)

— MG B2 TR

N—ar 18.0 LUK, kD FHFEA /KA Lens disorders (SMQ) DA Cid/a<, BE 4~ HIE

B OFERN 2 EVENHHELTZO SMQ O HITEBML 7= : PTIK A AR (Lenticular opacities)

PT K &1k F ik 4% (Lenticular pigmentation) | . PT [ 1% #& %5 J& ¥ (Posterior capsule

opacification) |

Z0 SMQ IZIREHEEL L TSN SMQ D—2>Th b, T X THORED SMQ MBS~

KT BREBEOBIZEY, oo SMQ OFIHNEEINGE LR, HDOWIZDOZ —T"DF

~TOH SMQ ORI HEYNT 2D LAWY,

2.54.3 REBEOEMERBREROFHNICETHER
[K R RREEE (SMQ) I3 edilis 33 & IR R 2 2 TV, sEffll 1.5.2.1 25 R 5528,

2.54.4 TKEEAERES (SMQ) 10ZEEEY RN

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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2.55 )R XA T4— (Lipodystrophy) (SMQ) |
(2009 £ 9 HIERYY—XR)

2.55.1 EH
HIV B AR Y ANE 74—
— BEZHUYERRRG SRR (TRIAREIIE ) & BR Ry RE IRE AR 2% (HE G AR )
— Haﬂﬁﬂﬂjw“jzt AR WA FHR ZEREE DO W T D B NRO LD BE DNND : 2 DD BH T
BYEDIERG DGO HILD BEE IR
— Eaﬂﬁﬂejtﬁkﬂaﬂm’:ﬁ%ﬁ%%ﬂﬁf (XEBI O BEAL THY , VAT KA KOS R HhE L)
7%
A RERIE -
— SHESMIRRRG R ORE R
— SHE O MR MEOfERE
— HLEEX
— NEESNNRNE G 5
JE AL R e A -
— RAPERRRA T RE
— BHm. B, TR, BEHoO R FHEMAOE K
— BHmICRHZ<RBOOND (BFITKT 2SR AN EC L5603 5)
HIV ViR AR 7 ¢ —JEBERED Z DO FF4
e A IAE
A AY AR
A LAY L E
e A AE
PRI L O T v — LB REE(LAE D FEHLY A7 DS R
AIEEREO T B I I 52 RTITRH S ToZen
HIV-1 7277 — B EEB LU L A Rl G5 P K N Lo I KB E 3%
VT )AL EOFEAB LN 7B REIA A O
b= RU7 DNA (MDNA) AU AZ—F y DL
BB O E
RER AR 58 AR O FHE
A AV MR T, B Ml RERE S IR O = AN 7 S BRI B DX 7L ol —
Tar kR T AT T UADGD
EIETERTL by A V21 (HAART) 3 SERES VTRV G A HIV-1 BRDMEE 2 7ei 28 0 C
IR BEIERLOUART AT ¢ — %%I%i_f%/\ﬁ%é
HAART %5211 CW5 HIV [BHEREE OIS VRV AR 74— 03580 LA BE T, 5oL
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B LI LT iR L — B BB KON BRI -2
JEARIT T REDOHEY THD
— JEPEEEIN (AL R EITT AR A X OHN)
— NEEREn IR, NE R R
— %Y ONENEFE (EFATR) /S A X DN
— HBERATED E I DR WHE A XD (AL B Z B )
— ZOMOFT- RN
- FR R (RE I
B (B B DA X o)
NEWGAE R ZE G E O T J -
— RIS KO NEN IR DN D2 B 72080
— PR EIRZA D U O
— BT SR O R
B R AR AT T FL -
— @7 UEYRME
— Hal A7 o—/)VE
— FEHEVARE A RE
— A MBEHE

2.55.2 A5 ERHVHETE
G

— URT A7 o — | BRI ZEREE . AEN A RAE OIRREIZBE -2 FEE (f: PT 1% RYEUAR A
~=2~7 +— (Lipodystrophy acquired) |)

— VRV AT ¢ — O3 L OYERICBE 32 158 (B PTG I #% ¥4 00 (Fat tissue
increased) |, PTI AL (Central obesity) |)

— HIV BEDOURIA T ¢ —(Zh A O BEAGEMRARIZEE 2 HEE (B : PTIA R ARG
(Insulin resistance) J) . BFISMZ DWW TITERANEHER 2]

— HIV BEDOVRV AT — TR A ORFIR IR AT R (b6 K OB R RAR8) (2392 M &k (191 :
PTTifL =l 27 m— L (Blood cholesterol increased) | . PTI & kU270 &Y K I fiE
(Hypertriglyceridaemia) |) , 8 B FHHEL T, [H5 L)) BEE CEM S 7 B R M A FH 55
HENLTHD W PT I =L 27 11— /L # 5 (Blood cholesterol abnormal) |)

— URVAMET 4 — D AVE 2B 32 R (151 : PTTE R EIER (Lipoma excision) |)

Bt

— JeRMEERBICEET A HEE (B PTI e R M2 PEUAR U Ae~7 r— (Congenital generalised
lipodystrophy) |)

— PTIHIV H#EIEGRE (HIV wasting syndrome) |, HIV BE VAR AR 7 ¢ — LI IBHR D220 3]

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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DIEGERETHDT-8
— Tro— LI R CIE BT A EE R E DYRD AR a7 — TR B RS B R85
=5
— FEPRIF I L OVE MUHEE 12 BE 32 3R (RRRIERS SRI2HEE-5<)
— PTIAES (Obesity) | BXOY PTIHE EREZ (Abdominal distension) |, FRFEDFE R, ZiHo A
FEITIEEICT A3 ETTN R BN B OE Bl AR H L 72> 7272

i a— =3, HARTOPIL hay A )V AERIE~OREGFEIZBEE T FRICE O RH LA, PT
[ EB A4 (Abdominal distension) | & H 52L& Thi, Ziud, AFERNRZORBIZEB N
TEREINTNB=D THD,

2.55.3 REBEOEMERBREROTHICETHER
TVARYAREZ — (SMQ) |13k 3 L OVAIEHR 56 FRE RS IV TS, 3EIZ 1.5.2.1 22352
&,

2.55.4 TURVRba74—(SMQ) |DBEERY AR
Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008
(http://www.emedicine.com/derm/topic877.htm)
WHO/Forum for Collaborative HIV Research Joint Meeting : ARV Drugs Adverse Events, Case
Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background Document
(Draft), 28 — 29 February 2008
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2.56 [ZEtE# B (Malignancies) (SMQ) |
(2007 & 3 AIEERVY—X)

2.56.1 EH
LRSS O EFOT-80 752435282 (i : DeVita ©: 2005 4E, Peckham ©:1995 4F) A& L7-,
ZD SMQIEI->DH 7 SMQ D OAE RSV THY | ZAVHITHEMEIEL O RN W TR D EIZBIEL
TW5, ZNHLOH 7 SMQ 1%, BIRIC, FITAGhE TERT5ZEMRTES,

7 SMQIEM:FB L OGEMA I OEE (SMQ) |

B7 SMQ HEM: B BT ENIRRE (SMQ) |

7 SMQI MR BES#H DGR 2 WD F1% (SMQ) |

7 SMQIEE~—7— (SMQ) |
T— =R BICHHRIRAEZ B O 720G A 1, SMQIATERAE (SMQ) J B LD LEEZSBROL,

2.56.2 AE BRIVEHE
(=
—  TEMEBIOFEM AR OIS (SMQ) |
EMEB LU OSB3 27~ T MedDRA @ HI3E

b

—  DEMERERERRE (SMQ) |
MR RICBEE T 2R BRI B 2 R
—  THEMRREREOIREEZ M O Tk (SMQ) )
MR B OIRIFRICHW SN AR RIE B L O WA 2 HEE
cZNHDOTEFRIEB LU WNED KON T, FEEMDIREICH Hvbid
&g~ —7— (SMQ) |
-5~ — 71— B 5 MedDRA O 135
JES~ — L UL, BN O HAZ 7 L —T7 (EGTM) A3 EED 2T =7 Ak
(http://ar.iiarjournals.org/content/27/4A/1901) =& D = L,
Rt
- FENICET DGR
— BB 5 HEE
—  [EMEFZFEMAHOES (SMQ) 1122V T
BN BICBE T DR EA R T HERIZZ 0T SMQ 0BRSS,
REBEICRE 2 HIERIE R S LD,

=290 14.0 IZBWT, ZODH LW SMQ 237 SMQI EM: B L UOEEMARHOIEE (SM
Q) Tz BT, = —XEMEDO B DOFSR REF], EMED BYENOFERA RO F Ao
& NER, FIIEmE SO CEMERB I OB OB E YD ESL JERIZ MR TEDH LD
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(27207,

T DEMER R (SMQ) N2V 7L TS 7 SMQIUEERS LOFEMIAIADIES; (SMQ) 3T~ TOfE
HIFR AL 2R e 2 BIIL TS, FEE DS RS OIELZ B 20 ThAUE, i
LA E LI DN B T2 SMQ B2 NEH 7 SMQ A HES TS, filz i, MR
OSREAR B ORINLERETAEY (SMQ) 1017 SMQ O NEMRS LUREM AR B OIFH AE% (SMQ) 172
ETHD,

7 SMQ O NEMEZR B BIHEDIRIREZ WO Tk (SMQ) HTIME AR HGHHA IR /2 L k72
PT BEENTND, LN URDD AL CHITE R IO A EF LU LLT [ZZ0Y
7 SMQ IZIEEEN T, ZIHD LLT BEEFRIEC BB O PT IZU 7L T inh
Tho, UL FICZ0HFIERT,

SOC PT LLT
RBtBI OSSR E BRI L PIRER B IR
/Decreased appetite /Anorexia post chemotherapy
MBI YR REE 2 1fi L PRI
/Anaemia /Anaemia post chemotherapy
R T L pRiE R T
[Diarrhoea /Diarrhoea post chemotherapy
= hERIOWMESMHE | LEICIDIE: JEU MR AR W
/Procedural vomiting /Vomiting post radiotherapy
S T TSR IE AN AE (b P IRIE TR R LT A AN 2 E
/Secondary /Immunodeficiency secondary to
immunodeficiency chemotherapy

£ 2-7 Y7 SMQ EMEBREHEDIGELZHOFE (SMQ) IZEENRWHEE

5.56.3 BEEERE -
(20000090)
|
| | | |
EMEBLOGEIRAORES; || BRI RE %&ﬁgﬁ%&;@@fﬁ%k s~ — 7 —
WO T,
(20000091) (20000092) (20000093) (20000094)
|
| |
HEVERETE (SMQ) FEHIRBA O IES (SMQ)
(20000194) (20000195)

X 2-16 EMHEE (SMQ) DREEiEE
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EMEIR B BHEIREE (SMQ) |
— TEMEBIOFFEMAHOER (SMQ) 1. Z2bTNT, HEMREBEOIR R EZW O FiE (SM
Q) BT LHFELILC, Z0 SMQ 1, EEMEREZ R IIER], 7eD NS, VR BB RE
TV ZBEAZ O MR BB T DIRIR L2 O FIEICBIE § DRE B A 55 & 32720 ICHWHZE
WTED,
BRI BLUOMEERMEICBWT, V=% 77 —713 PTI 7 0T F FEAEE (Prolactinoma) |13 B
PERE O 3 HEICALE T D 2L 2R L. 20 PT % HEMIBS LOFEM AR OEE; (SMQ) | DREFRY AR
BERANT D2 LA HELEL 72, MedDRA O HFEIINLE ZE 1E 3 52 HERE (CR) 23 MSSO (2 Sz,

E T 7V —va it YIRS O B IR T 57201 FEL TRIFANLINTETZF
NETHAZENS . FEFOZBIERZ T A=, PTIF T 71— =2 (Liver ablation) i3, /S—
Val 17.0 THIFEMEE (SMQ) | ORI AREEL GRS,

2.56.4 RBEDOEMLBEBFREROTRNETHER

MR R (SMQ) N3N 5k R D A Ff TP ED SMQ Th o, 1E-> T, B SMQ LV
FTRTO FAL SMQ THHE R FR &I R IL R URE RN EOND, B EE oL LISME, 20
SMQ DFI A ITHIEk F5 LUV IR 28 FHFE CHE S MBS S E A R 72720y SMQ OFIFIZEERIL Td
(1.5.21 M), kRO SMQ OFIHIX FALME D SMQ O HFEEFE ST 52 TEITED,

2.56.5 NEMRR(SMQ)DZZERAR
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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2.57 TZE§1)>/\[E (Malignant lymphomas) (SMQ) |

(2013 £ 3 HIERVU—X)

2.57.1 E#H
Vo SJEIT— %I, FERT RV R E (NHL) BL ORI i O B 2 M JEIE O 7 )V — 71245y
FHINDH NHL

UL /3 fEDK) 85%
P2 ITIF DAl oD 1 A 60 4R
NHL DO DR - /R—o NV RIS LUV /S ZEERPEY VSR E 1T B B IE
T5
TR LOERIRAY SN EE D ERE 4 DIRR (FIZIX, V—F 77+ —Lb—ar REAL 43
) IZLD D DD,
NHL OZ W, B ORERBIC TR 2~ ORMA R LG RT3 ME S D
I PR | FRAE, S LOWR & 2B DR UK, ARl SE) (TS C TR
JRRNZIZLL F O RIREME 23 % :

/S EREN TR

SERYYE (T AFAY - NR—TA)LA[EBV]E C RUFR T AV A)

- BRBE R (U AR X< B L OB FHRE)

- S N AR AR

-‘Inxvéﬂr

IRIEAR I BRI AL 36 L OV RO ME (1) 203 AREENEE D B ) 1T KV e D
NHL OFEZREIZIE, RAE o Hilf RS L OB itk (B symptoms; FEEA, BV, (R ER) &4
WETHHONHD

RUF YN E

NHL (358720 MR FHIFT R A r sl B L OERIRAORr A2 +7 >
T EZWOT-DIZYIBRY v E D AR S D
Ji 2R 0D DT IS FREBHR AT 2 D
U/ HifENR R KOV B SER AR Y
ZAIOF AL . SRR IEZ L TR
RYF N EOIFRNTETZMELL TR
R DGR AR, B 20E EBV X, BI5-LCW B REEM R HS
“HIV B BE DI AR E D
BRI RRNTHEEZ R TOD ATRENMED DS
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2.57.2 B& /bR ELE

a

&

FERTX LV NEOR # T2 A7 (Bl 21X, PTI<2MUfiay o < @5 381 (Mantle cell
lymphoma stage lll) ) #3375

RV R TF N N EOER % 72T RE (B 20X, PTHRFRGUERS B PR L iE A AR %
J7 (Hodgkin's disease nodular sclerosis refractory) |) OG5
%/J\BE/%X‘T“F%AD@%%)V@ 2R SR CE DD &S W REME B2 B T 2 ER R A 3R 2
OO MGEIL, HE IR R AEE (2 E, PTIVSERERER % (Lymphocyte morphology
abnormal) J) &L T\,

FE RMEDRREZ T3 FHFE

Vo EO G MEIRIEB L O ORAED P HEELBH T 2 PTIRBM LY/ SEE 5 M
(Post transplant lymphoproliferative disorder) |ZF&<, & THOV L SEEFEMER BIZEI 32
%35_

U7 NJE O FERr B 2285 SR e 2 3R, Vo7 RO 2 TO M LER O FA & 13 I Fr 5
B CThHDH, Vo Sfil- U _SEIERR-O b B 28U 1, FEV >/ IE B KOG O fk ~
IRREETRO LD ERITL THREIZEAL O THS (Fil 2 X IR E R B, BTl
BEK )

HEASRERAE O 38

H ISR O 2006 FEEZIFZNLURNCAN SNZT —F_X—=2ADT A T PT MY /&
(Pseudolymphoma) | {2 & > THRBEXL & T D IERI D FFE Sz, L LERLIBEDOT —4
AN— 2 CULE PT (XS D AEF & M i L7225 72, 2006 0 ZALLART DT — # DR Tl
PT &Y > < (Pseudolymphoma) | # SNIBMEMHGEE LTEHDH I L E2BET HMEN
HDLMH Lz,

2.57.3 TEHVVE(SMQ) |I0SEEEII AL

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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2.58 [BREERM HE & EE (Myelodysplastic syndrome) (SMQ) |
(2013 £ 9 HIEERVDY—X)

2.58.1 EH

5 B ARE ERE (MDS) =i i B 7/ e — w0 B 7 —7
MDS 2L FIC k> TR %

Ep AN K= I EGE o E ) [N e

— MR RE S &

— B R

— AR i, i BR ek

— I R A A= R

ZOOEHMIER T TH GRILER, PERIER, B L OEAZER) B G- L QWD ATREMED B 5,
MDS 1ZLA F DORTEEIRAEL B 2 HiLD,

— BEOYT 7=, UXUITEMEE N B mw (AML) IZE R 5,
LT OIREERTHZEDN DD

— &1

— M/ M iE

— i BRI E

LI Ty 7 u—F g Ehs:

— BRI R LR Sy R AR A

- EhimA

HBLADIRIE :

— Wi e ST L

—  ATREEBERIM

— AR R LR

—  EBERBAEITIRERN R EN B D

LU OBREN IR TREDDH LR

— AR R LR

— R

— UANAEY

—  BEEMECTE B NEY)

— R (HIS | RAOIREE) I E 2R (RS, Rk OBREE O BE) 0O I RE:
LU R 2449 B3 % & Lol iB s 2 7e b o

—  IEHEE

—  NTUAYREE B L O A RS T D4Rk

— MR G = DLl B SE)
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EOFERTHRAETHIRMIENDHY, EICHEEE ICEEE 525
FAB %3%8 (French-American-British 43%8) :

- RiMEE M (RA)

- BRREFERE1ES RA(RARS)

—  FFEREINAED RA(RAEB;6~20% 5 i 2FEK)

—  AML ~O#17H] RAEB (RAEB-T;21~30% B 2£Ek)

—  BMEEBENE A M (CMML)

2008 4F WHO 4344

— BRI BIERZ D A R e
— RARS

— RAEB

—  ZMERR I A D A M i BRSO iE
—  SqHMKRIEAZFES MDS

—  SFETE MDS

- /IR MDS

2.58.2 A kR ErE

T

G

—  MDS EFEE CTRINDID B/ THEDHIFE (BT, PTIBRIREEFERZAED AR 1
(Refractory anaemia with ringed sideroblasts) |)

- BHHFELE T MDS OIEFIZRRIICRONL B A HEE (B121X, PTIE I #EE:
#% (Bone marrow myelogram abnormal) J)

—  H—FIREOTAR R EEN RN A T, MDS OERIRAIFEBLIZAR DS E D oo B
BRI 2 5 (3] 20%, PTHAMLEREA> (Pancytopenia) |)

— MDS D Ebd TR RIRIRHEFIEIC S\ To ME (B 20E, PTT R RS B & HE s
(Allogenic bone marrow transplantation therapy) |)

B4t :

—  MDS @ 3 L ERR D ML ERIEA (2 BEE U7 AR S A0 18ee | iR F6 L OVLE L et 42 FH R (111 213
A1OREED PTHE Y7 (Fatigue) | ; fi/ M iEDBE > PT 445 (Contusion) | | 4FH1EK
WA RED B E O PT Y (infection) 172& o HGE

— g HEE

&

[ SR BAE R (SMQ) 113, ZORRARIEIRZ K3 EBDNDIEFNIZ IS Z B TTND, T,
MDS TOFT Ra2&K$ZEb AR/ etd i S - fIx1E, PTIHIMERE (Leukopenia) | - 721
T ZLOEERLRIRAERE R TS LIVRWRIBIIFFITA SMQ 725 L TVD, 22— —Id,
PR D HDOIE B 2R TR T DI SN M BT IE R (SMQ) 1 2 LIZWEE 0305, &
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7o, =Y =T ERED 2R HEBIRS MDS D4R 82 3 AE IO #iPH 2 AT 53E MM BRI (SM
Q) Z R L 72V B 030 5,

2.58.3 "BE-RERERIERE: (SMQ) | DB E STERY Rk
Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome. eMedicine, 10 October
2011; http://emedicine.medscape.com/article/207347-overview

Tefferi, Aand Vardiman, JW. Myelodysplastic syndromes. N Engl J Med 2009, 361(19):
1872 - 1885
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2.59 [EEFE{&EF (Neuroleptic malignant syndrome) (SMQ) |
(2006 4£ 3 HIERVYVU—X)

2.59.1 EH
TEMEREERE (NMS) IZFEILTHHD, SEICED FIREMEDOH LB THY | WEL FHEHE, BikL L
WI: BLOMRAAE IR C L DR O A PHES L T A ARSI B 2R -3,
NMS O3 BEFF 1L, MRS OPIR SUAERICBE 32 X5 Th D,
NMS [ZHE DR s S Tng:
— AU AEE A (reserpine 728 OFEH- 25 1T QDA FRFRIE C/RWEE 2B T HIEIR
— RN=FVAGRBREICBIT MR S BIRT T = ANO B OSE IR
— PRV IR T T HI  RBBVT UL, a by BEOT 2 v 7V AZ LD RIS IE
EIN
W PRSI O G BF TR EEOMH B LORIRO ERARRELL T, A AR hE
L (FETE REE AR, E B RLEME) | W NS R, I4A 7 — XA S DR IE
FTOEMKL VO, WS, A MEENE, BEOVL T F U RARSF—8 (CPK) #5172
EOBHBEOBEERBENTE T 28 L ITE A RIS,
PERDIAFERER &8 LW IEE T O FUS R SIS B WO Tl S B ARE IR IS RE 2@ W 370 &
ITHD,

2.59.2 GE RV ERE
s
— NMS BILOZOFERMEICEET D PT, FE [FEiE, IA47n—X A iRk, fiifad., 5%
LoV 2R b, BEREARRRESRE S . A ILEREINE . CPK ¥En7eL
FRob
— BRA7eBRIMEHEI I L T

U4>

2.59.3 TAIYR A
P9 R E LU CTRIRSNDIERNT, 7TV —A IR 2R) 10 G S TWD PT 23 —2LL EiRiEESh
TOWDIEF], LI, Wb IAER R ThHH AT IV—B, C. DD 3T N—Tb, TnEh—2L k
D PT ZPFE THRESIL TODIER TH D,
A1 73V —A* (PelgifsisR)
—  NMS E7ziT e b= OB mBUIAR T 2R (CHUBIEINMS L TREZ ST
DR A7 273 PTHEMEERE (Neuroleptic malignant syndrome) |, PTIErh=2
JERE (Serotonin syndrome) |, & L<1% PTIEM: 524 (Hyperthermia malignant) |
H73Y—B, C, D* ([LigffsRk) : #73V—B, C, BLU'D DEFEIL FDE BV ThHS:
— A7A)—BGERNIEET S PT)

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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— BTV —C(HEMEEITREICEE T2 PT)
—  #7IY—D(NMS |ZB#ETAFDMd PT, Bk faasis 2o 2545 Tr)

*7AY—A 1L CIOMS AV /L CEZFH SN TCD TV —1 IS 5, h7T)—B, C, BX
KDL, BT —2 @%’%’fﬂ ZREE T DR R RE, i EE RSB E T AR R, BED
NMS (2 BEE 422 DO 3R FHEEICAH Y 5,

2.59.4 BBRDEMLBEBEFRERDO T RN THH]R
[EEMESE R (SMQ) NIBEAR SR & IR R A FE O 282Nz, TARVALEHT5H SMQ ThdH, 7
NAVZLTRIBAR R HFEOT 2 D A7 TV —TOMAEDLETHY, B LDOBDIEGFIZFRETHED
FEEENHIND, TATYRNIRHBE SR OLIREL T FRROL e FIATH A TE5,
BN =X ET D SMQ DRI,/ R 3R TR% 2l + DIEGI AR 4% (1.5.2.1 )
BRBHOMEELL T — Y7 =T 2 HW, ﬁwém‘:ﬂ% RN T D7D T NIV ALIZED
KA B DR FEMET D, MREEHE R DIRVEFI O AIET NIV RA L~ =a 7 VLB T 35
ZEHTED, f%‘@?ﬂ%ﬁi(SMQ)J@TWﬁUXA ZAor (BandCandD) Thd, 7/LTURL
TEHISIIEBFNIVAR L T DT 5ZEmTED,

2.59.5 TEMERE (SMQ) |DBZEEEY AL
Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142(10):1137-1145.
Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical Clinics of North
America 1993; 77(1):185-202.
Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of Mental Disorders (4th
Ed). American Psychiatric Association: Washington DC, 1994, pg. 739-742.
Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention and management.
Drug Safety 1998; 19(1):73-82.
Neuroleptic malignant syndrome. Reporting Adverse Drug Reactions: Definitions of Terms
and Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for
International Organizations of Medical Sciences: Geneva, 1999, pg. 31-32.
Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic drugs. Meyler’s Side
Effects of Drugs (14th Ed). Dukes MNG and Aronson JK (Eds). Elsevier: New York, 2000,
pg. 139-163.
Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
2002, pg. 1219-1242.

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant syndrome: a
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review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.

Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and neuroleptic malignant
syndrome. Psychiatric Annals 2000; 30(5):314-321.

Ananth J, Parameswaran S, and Gunatilake S et al. Neurolepetic malignant syndrome and

atypical antipsychotic drugs. J Clin Psychiatry 2004; 65(4):464-470.
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2.60 T[IERE 4T Hi (Noninfectious diarrhoea) (SMQ) |
(2013 £ 9 HIEERVY—X)

2.60.1 EH
o FEIGE T SMQ IXIEAIMED ATREMENRH HIEBIZRR T HZEEBEKLI-HDOTH D,
—  IBRANIZDL T 7 20 OO RGN AR DR R CIE AR HUAE ) B B T E A
=i,
THRIDEZRITILL FDERD:
— PRSI0 (24 FEETT> 3)  BROV i
— [EOEIORAD . BIO E X
—  [EoEERN (24 FEET> 200 7T L)
© ZHEOEEGLTRIICEONLEITEN
HHWBENWEROH CEVS—ETF—U% b5
AIEHOEHE LS FRIOFRKERRNRHHEIN TS, LA O IXEEE Ths:
- PiEYE
- Tl
—  PimE M ESE
— FYu—RFELITINE LR ST AR
—  PUEPERE R
- PirhavA LRI
- TRV LEHIEEY
- PUAEENR
— AT EARHEHIRAE S
— a)LeFv
—  HlER AR L OWmRIE ST
— IRRBTTUVH
- ZLOPTUAR
FERGME THRID AT =K I8
—  FERIENE (B 2IE BB F I oM T D)
RIEME (B RNT, WEREIEIE DI & 722 FEA1 o0 il 20 1)

2.60.2 Ag kR EE

Gl

- FRERTHEE

— Bk KB, EK. ZEE%. BIBROBED X7 TS T HRZ D 1 s DO RIERIEIZ 6
ERAVEE
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THIOLE Oz BE3 2 H5E. Bl 1X PTI#E 2% (Faecal incontinence) |
TFHRIOIERE G R A2 TR AERESICEE T2 G, B2 PTI{EE:#F2M: (Culture stool
negative) |

THIOIREBEESIZ BT 2 55, Bl PTIIEESKIZ L2 H1B)% (Antidiarrhoeal supportive
care) |

FRA:

JEGYIR RN RO G821 PTHRIEE M T 1 (Bacterial diarrhoea) J . PT [ M KRG 2%
(Pseudomembranous colitis) |

TS —RANICE DT 2RI A B B KON ERE G IZ B 4D HER, B2 PTIZZh—2
ARifitfiE (Lactose intolerance) |, PTI&U7 »745 (Coeliac disease) |, PTI#YIER (Intestinal
resection) |, PT A5 E F# (Short bowel syndrome)J

TR —REY 2 8E T o2 /IR & O S, Bl 21X, PTIR = % (Diverticulitis) | . %
SEPERG R B A~ PT (il 213, PTWH»*‘/%: (Crohn's disease) | . PT{EZE K5 %
(Colitis ulcerative) |, PTTZJEME G (Inflammatory bowel disease) |, PT [ AE A g4 5
#% (Mastocytic enterocolitis) |72L) . PTI /v /A RIEfE#RE (Carcinoid syndrome) |, PTIH
e MR B e TT 8 JE (Hyperthyroidism) | . PT 141k % 7 I 1 A K — 3+ 2 ( Gastrointestinal
amyloidosis) |, PTI/L—>7"25%¢ (Lupus enteritis) |, PTIHIV 57 & (HIV enteropathy) | .
PT I8 IHIE ¥ (Short-bowel syndrome) |

AR D PTIEEZENE K2 (Necrotising colitis) |13, B SER] D IEE YRR DT F 0 A
BRSTR T

2.60.3 TFEERGETHI(SMQ) | D& SCHERY Ak

Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea. Drug Safety, 2000;
22(1):53-72
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2.61 TIEREZ44 M 22 (Noninfectious encephalitis) (SMQ) |

(2007 &£ 9 HIEERVU—X)

2.61.1 EH
U IIIRDRIE L EFSND,
— IR G R IK & 725,
WHFEREOLELHD (20D SMQ 23xHETHHD),
MU BER B ARAR R H D WIIINEIEED IO RIR A OEE L CTEETHIERE R T2
ZEDDD,
e 35 OV IR

BENR AR R 72 S S BVR R

L

BV S L TE O SR

FE: VIR Y N

R RMED DN S PR TR

IERIE | EEENRTH . AN AR R, AR EDE B I SO R K48 & & T IR R MR R R

PR T &S — T Effihoo B G- S XD IR AR S | JRAVIE £7213 SIADH 233884520305,
5B (CSF) 707 7 /L ORI . Vo SERPERET MBI | S8R 7278 BRI KON E B 72
N A—ARETHD,

MRI, CT BLWEEG OB H &R L0305,

2.61.2

&)

o

e/ RO T

SR, SEEL, Bk, B, AEIEAE IR IR | ERR O AR . ML IO
VR T2 HGEE (CNBIX AR B ELDHEZ Z DI, JABMRBRICE ENHRETHD)

PT i dR (Psychiatric symptom) | (BM A IS FED AR iR IEIR E L Ca—T 4> 7 &b
AIREMEDS B D)

BRI A S T PT CHr AR B MED JOITHEAFE I MO FIREME D S DIEFI DRI TEZRU D)
LLT TR 2 (Meningoencephalitis) | 23V 27 3% PTIi4Z (Encephalitis) | (16->TZ®d PT
IFeEEns)

PT I # i B (Musculoskeletal stiffness) 1AM ZRICE D, 728 en, LLT I ZEHAE
B (Neck stiffness) |, LLT 5 #B7# B (Back stiffness) | & & 12235 Cho, (HL, LLT TH5H#
B (Stiff fingers) | 232 —F (L 7 SNTIER R FR T D Al REMED B D,

HEEICET 5 PT(PTIEEE (Delirium) JX° PTIEWEHEZ (Delirium febrile) J 13X & D% 8 IE
DRREMD D)

BRAE BRI DA N B PR R A P 28 (131 : PT TNz 2 % (Electroencephalogram abnormal) |)
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FRst

I3 R DS B TR A VED FRE (51 : PT M i g4 <4 (Hypoglycaemic seizure) | 1397
RIDBABTH LoD RIS LD — BRIMNEES )
B CHE, JEEIE ., BE B O LR R R M D AR R O18e 2 B2 HEE

YN RIKTHDZ 2T PT (Bl PTIH AR AT A0 21K 4 (Encephalitis
cytomegalovirus) |, PTI i B PEMZE (Encephalitis protozoal) |, PTI 7017z /LY a7 fjH
(Creutzfeldt-Jakob disease) |, PT &A% 4 (Encephalitis lethargica) |, — &% Db D DY
KNZBAS TRV, LU F BRI G % 0 B DB REBDO—HLE B TVD)
PTZEkFE 2 (Delirium tremens) | GR% 137 /L2 — )L E T PR LRI D THYN S
DD TIERY)

PT I S MEfE i M e % (Drug withdrawal convulsions) | (ZAUEEEAIE THY | 25 Tikzew)
i3 Bt AR 2% (encephalomyeloradiculitis) (2% 9% F 781X MedDRA (21720,

PT /L —72f}%¢ (Lupus encephalitis) | GEANCEIR T HZL13H0 2 720)

e RVEIEVERE E A2 RR 425 PT (] : PT % K M #3745 (Congenital syphilitic
encephalitis) |)

R, FEEN, B . LD, MERE, WK | BEIR SR | K0 AR AR IAE RN, a7
B 32 IERF )72 PT (L, PTI& 024k (Mood altered) |13FR<)

MM AN NT, R N — FRAEIORE 52 /895 PT (B : (RIRFREIREE , JRAVIE £721%
SIADH D #BUZB# 3% PT)

PT [ ibd i i i A5 52 5 (Echoencephalogram abnormal) | (x4 D@2 2 i3 & - S 47eu)
PTiXEIEH (Encephalotomy) | (A%< 1Z BEE# L7220 )

PT M M M (Hypoglycaemic seizure) | (IRHLBEDSR R LR X HALTWDT20 | D& A
T ORI E ENTND)

RRE A 720 Nl R AR A ER (1] : PT 1AM (Electroencephalogram) J)

[E% (normal) | £ 8% &3 HZE (5] : PT %% 1E & (Electroencephalogram normal) |)

2.61.3 MRROEMERRIERDOTRNCEETHER
[IERGMERN 28 (SMQ) HI3IAR R L IR R A T D, 7RIS 1.6.2.1 229528,

2.61.4 [FERRYERIK (SMQ) 1 DS EBEEY RN
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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2.62 [IEREZERNSE.~ J&8%= (Noninfectious encephalopathy/delirium) (SMQ) |
(2007 & 9 AIEERVY—X)

2.62.1 EH
WA 5 L O 503 — AR IR S AR SRR 0,
EAIFHHME (R SMQ DX ELTVD) DZEbH D, NHHEDREDL AL, AP EBICH LR
WL O — REIFIHEL TR 555 W D5,
JRE LA X AL L TR SNAZENDEN, RS LVI I A Ek T 22 L0 D5,
JisiE
—  HOREEEI IR ZA LS DU DO B FT T FAMRE R L ERIND,
—  ZLDOIREE DD
- JEY T
- Jid
L=
GRS (HIV B, A RAT A )L R EGL 72 L)
< HRENFE R E (AFYEMIE . &7 v =7 MUJE . ARIIEEE KR AfLUGE ., JRIEE)
Tt 7
- VB IE (VIR A 2 RO INE) | XBE AR S i LS8 0 283D,
- FFEUIRSARIR BB ZE L Th D,
—  ZOMOSERIZ, IR, Bl L OZLE) IRER, IRk, FREE, BIE, IA /e —XAB LW
i TME T 7L THD,
— MRS Z LD,
s (AEsEELINEE)
—  PERIEERE. Ky, EE. REE, B RO MO EEARHEE T OEIKIRETH D,
— UM RICER TS, 3T OMOKBICHET A5 A 0805, BRICIT FRg &
na,
AR
- Hr R (FEAIE)
- FEIEME (55 PAZE 35 L OYINE 2E)
* IR PN HH i,
< JFOR P E T I TSR MR AN S
— R R R SRR A D EARIRE . A A LB LR A, B4, LR (—RICLIRR) |
ZARE, BIEIHY, Wl REEEFRE THD,

]

=

D

-

o

\;

I3
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2.62.2 8E /bR EYE

a

Cl

S

Sy RTVE , BEEL . BTHRIR AR, Bk, B, SR BB R B IO AL I 21
FE(CNBIX AR | B ELDEE Z DI, JRIBRRBRIZE ENHRETHD)

Hmﬁ%éb TEZELVOHFEN A>T PT (1) : PTTATFM:AMIE (Hepatic encephalopathy) | .

PT & ifi £ MM iE (Hypertensive encephalopathy) | PT & ifi 5 ik iE (Hypoglycaemic

encephalopathy) | . PT [ #4: 3 % (Delirium febrile) | . PT I jR & 4 M i 3E (Uraemic

encephalopathy) |)

PT [ ks#iiE Lk (Psychiatric symptom) | (7 AMEFRTIE, H5 LB TIZZ 0 HFETEED

a—F 47 IERSTNE)

“HrE R EE T PT CRAIRE I OIERFI O ATREMEN AN CERWEA 5, (B PTI A K

Ji£ (Encephalopathy neonatal) |)

PTIZ1EBHE (Reye's syndrome) | (D BEEFE B L OEREIEL L TIMIEA R Z T 22030:5)

LLTIE UL E U AKIE (Bilirubin encephalopathy) | 230271 C\% PTIE:3JE (Kernicterus) |

(RIANTY LROANT 7 AN ) — VI E D DD IR OIER P Ok H TGS T5)

PT i AV BER A% = = — 11/ XF — (Subacute myelo-opticoneuropathy) | (AE2) X H A

THESNBEREIRTHY, NAReroF ar BEIKER L RS0

FRIE A AR O R A 28 (551 : PTT ki 5% (Electroencephalogram abnormal) )

J93 R DS B2 TR VED R (1] : PT MK M b 84 (Hypoglycaemic seizure) |13

lbilﬂ)ﬂf‘obrﬁbé?‘:&)[ﬁ?%éhé*%‘%ﬁéi‘@%ﬁg)

FR RSS2 & (B 20E PTI7 VR — AMEEIE (Coma acidotic) |78 BRAMEHES )

Z RN Hﬁ&.ﬁxﬁﬁhﬁﬁ%@*ﬁ%ﬁ

JEYLCH SR AL AR5 PT () : PTI A X3 EEHE A (AIDS dementia complex) | .
PTI 7oV~ )L b+ ¥ 275 (Creutzfeldt-Jakob disease) |, PT #1742 Bk (VB iMiE
(Progressive multifocal leukoencephalopathy) |)

LLT ' SLE i %iE (SLE encephalopathy) | ZFd FIZ#f-> PT [/ — 7 2% % (Lupus
encephalitis) | CEANZBRE 952 L13HV 2 720)

SERMENBACYEZ 7’232 PT (B : LLT ML IR 7 v =—JifiE (Myoclonic encephalopathy
of infants) | 2 FIZFF> PTIIRERY m— X234/ 12— XA (Opsoclonus myoclonus) | &5\
ISR R TE ., LT VR = ABRLOEF THS PTIMELASHEBFE (MELAS
syndrome) |)

PTIIh= RUT BN A7 JE (Mitochondrial encephalomyopathy) | 55X UR M2 RUTPEDIA X
F—HDHWIIEIZ TS DH O

PTIY /L= iliE (Wernicke's encephalopathy) | (432 B1 ORZ THRILT S, £<1E
T IVa—)VIEIZ D)
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— MR, FEEN BRE . O, MM, IR BEIRELE . K4y R G AE B, S av i
REE A IERF A7 PT ({HL, PTI R 0281k (Mood altered) | 13ER<)

—  PTINEEE A ¥ (Echoencephalogram abnormal) | (IMESH AU M T EZ O WX
RSV

—  LLTI4ME#MSE (Post-traumatic encephalopathy) 1730 279% PT MR %% iE ¥ (Post
concussion syndrome) | (ZAUIDFRE T HHRTHDHI=D)

—  PTI4EIBEH (Encephalotomy) | (I4ESH DV MEFEZIZ BT L 72\ )

- MEDJRR O FEEMEARE TS PT (IR SD (B, @7 =7 MfE, RIEEE ., (K1~
U AMIE, JREE., @ ILERE),

—  PTHEIMm A& (Hypoglycaemic seizure) | (K ILBE AR K LR E S TODE D i XA
T OEBIIE END)

—  REAOZRWEREBRERRE (F]: PTINHE (Electroencephalogram) |)

—  TIEH (normal) | = 8i%5 e F3E (5] : PTT AN 1IE 5 (Electroencephalogram normal) |)

— FROB RS (PTI 7R — 3 A4S HE (Coma acidotic) |, PT T i b 2 55k 14 25
(Hyperglycaemic unconsciousness) | JH7¢) Bl & Bkl Lo &

2.62.3 REDOEMLBBFREROTRNETHER
IR MEINIE, 72 (SMQ) JIIBIBRE 3R &I SR A 2. TUd, 7EMINE 1.5.2.1 233528,

2.62.4 [FERBRIUERGE, #BZ (SMQ) |0 EE R AR
Jain K. Drug induced neurological disorders. 2001; 2nd edition: p. 23.
National Institute of Neurological Disorders and Stroke, 2006
Encephalopathy. Gale Encyclopedia of Neurological Disorders 2005. From the Thomson Gale
Group Inc.
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
362-3.
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
Chapter 171.
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2.6

2.6

2.6

3 TNIERRLA4EREE 2% (Noninfectious meningitis) (SMQ) |
(2007 & 9 AIEERVY—X)

3.1 EHE

BEIER I IBEIE D S L EFS LD,

— BRI SEIR L D,

FERNPFHERTDIEHHD (R SMQ 3/IGLTHHD),

TR PR BB AR -
—  CSF 10 BV A HEAE SR TR 23 H SV W Z S A HRFBE T2,
- UANVATRITDHIEDDHD,

— FENTHHN, EMIREO A PHEEL TRIETHZEN R IFHILTND,

—  FEAIFH M VEBENE 2 (DIAM) Tid, FEEA, SRR E, B . Sl OB JONEMHA B S
DRFEBUIEREL THD,

— RN ERDIRAND T 7TV —1FIERAT A RYEGLRIEA] (NSAIDS) | s Al §E g7
a7 VA |/ 7a—F A FIREB I NV T ThD,

TEVEBEIR 2% -

— 17 ALl Bk DRI DO RIE THD,

— RN ERDIEANTIT, CSF ICEBIEASNALEFIEA] (B]: AV RL-Ft—h) | IRas Bl
MSNDHA (] 2 7a 2R BLOY OKT3) , BRUIEAT rARYEFIRSEH] (NSAIDS) 3%
%

—  SERITBMEOME OB IELL T 223, EITIXEEIR TH D, FBUTEE TRNIEN
200 SERICITERR | S EL, AR . D7), L O UsEs OB BB 23 5 £41D,

M REATRRAR R D DUVNIINFFREIE /0 & DIR G REENEELIEREL CTHRET 2N

=
X2
p
F‘E‘ﬁ
S
v
o=
%3

3.2 Af kR ETE

G

—  SyRITIE, SEEL, IR, B, AR, e — e T — | ERROE R B L OB £ I
PR ERIBLZ BT~ 2 AR (SBR[ A X B AL HEE 2 HIVRIBIRRIZ T &)

—  THrAR &2 Te HREILRAE RO ATREME 23802 O TERAN & Theu (1 : PT HETAE AE
il (Somnolence neonatal) | ),

—  PTI%#k (Agitation) |, PTTH4E A4S (Agitation neonatal) | (CHUSITHAER BI OV
B HREER OETHD)

—  LLTTBERAM 2 (Meningoencephalitis) 1% PTI 44 (Encephalitis) 112V 274572 M1z
B9 % SMQ GEE YLK % (SMQ) ) THAA—EN5,

—  PTIiE#46EE (Musculoskeletal stiffness) J 13RI R 10 & £4L TS, Zhud LLT TR AR

SM
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FRst

H (Neck stiffness) |, LLT 15 &BAH(E (Back stiffness) | MU 7S CNDHTHD, LinL7
25, LLTT 56 E (Stiff fingers) |<° LLTI T2 D213V (Limbs stiffness) | DIEFI 3R RS
D ATREMEZFE D,

FEAEAEAED FFEITBEEE R ICBE L2 WIS 72 R 2 O (5] - PT T i 4 e e
(Hypoglycaemic seizure) |, PTTIEM BN (Drug withdrawal convulsions) |) PASMZ
GEL TN,

YRR Z 59 PT (B :PTI 75 /oA L APEBEELN 2 (Meningoencephalitis adenoviral) | .
PT FHME 5 2 (Meningitis bacterial) |72&)

A SMQ MUV —ASINDHRAD MedDRA /X — 328\ Tik, MM 3 B fh R AR 28
(encephalomyeloradiculitis ) 542 HFE X720,

PTI T4 —H— R 7)—F V7 EGERE (Waterhouse-Friderichsen syndrome) | (#7!
HI72 B BEPERBIR ¢ T D7)

SERVEF BB EEEEL R T PT

B EMZ BRSO PT

PEIREk, FEEN, B, O TR KO AKIC R 2 IR B 72 PT

PT #3502 A5 5 % (Echoencephalogram abnormal) | (B4 o032 Wi SR A9 13 A1)
SINR)

PT % UIBH (Encephalotomy) | (BfiE 2 I ZIZBIE L7220 Y)

PT [ i 4% ¥ 5 % (Hypoglycaemic seizure) |, PT I 34 fifE fii 1 € 4 (Drug withdrawal
convulsions) | (B2 2 BAGR LR WS ZRIRIR A FF0) . —J5 . DX A7 DIHRERAFITE
FNTND,

2.63.3 REOEMERBREROFHNICETHER
IR BB (SMQ) NI edsfi 58 & IR SR 20 2. CUD, 3R 1.5.2.1 2B 52 L,

2.63.4 TFERRYMBEIRA (SMQ) 1 DS EE Y AR
Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s lllustrated Medical Dictionary, 30th
edition, dated 2003. Saunders, Philadelphia
Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th edition; 1999:
1431-42.
Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis. Curr Drug Targets
Immune Endocr Metabol Disord. 2003 Jun;3(2):143-9.
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2.64 THREE#: (Ocular Infections) (SMQ) |
(2010 £ 9 HIEERDY—X)

2.64.1 EH
IFEDIATERE
—  AMECFERICE AT HEO
— IRMIZ (B OWNRIDRG)
—  IRERAT IR AR L AR oDk e
ARG %
— JEROBEIEE L TAEINDG THORREIZHSL
— BRI IR EE P TTA EZ LD FERR A TG R D3 2
— BRE T CHDH AR T L2855
—  REFNEIT T BE TR R ERIET HERN DS
SREOMECHEE IR OJRN E722055

2.64.2 AE BROVIEETE

U

— IR E R E T A IR A T L QOB HEE (B PTT A U Z RN % (Candida
endophthalmitis) |) - ZAHITEE | B HFE TH D, ZHHO YL HEFEIIXARE , AR5 P
DOREEELTO, KB, IR, BEE, R AT A, A, Bifis W0, M, Hakng
FNTND

—  FEEROBYYEHGE TIERWb eS| IRIEGL A R T ZENTELHEE (B PTI T RUIE
& (Uveitis) 1) - 2T —EANZIZAHGE THD

Rt

—  JERGDFR TRVWIRBEE O HEE (B, 71— B O IREE, 555)

—  ERMEBIOWHEROIROIREEICE 95 R

—  FERFRA7RIRIE IR R T D FRE (61 : PTTHRYE (Eye pain) |)

FER SMQ (VDD k3R A, B2 12, PTIRSIEA (Conjunctivitis) |, PTTHLE:Z (Iritis)
PTI Ui (Optic neuritis) J, PTI 7R I4¢ (Uveitis) 17281, #1Z TRV LIE LI b
DEJFEEFFOZENHY, TANT —F_XR—2A TR AR | R AL, LhLINSO HEEX, hoT
— AR AT AR R AESERODE LIV,

2.64.3 BFDZRIMLIRFHEROT RN T HER
MRS (SMQ) JIEARFR & LSRR & i 2. TD, 5EMINE 1.5.2.1 22528,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.64.4 THREE: (SMQ) | DB BE R XK

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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2.65 THREKEEHFEDE (Ocular motility disorders) (SMQ) |
(2010 £ 9 HIEERDY—X)

2.65.1 EH
- IREREBEE
— AR
— *Xﬁﬁlﬁ‘l\irﬁﬁ
— BRI A
—  THEARRR A
— MRS
—  BEIRIF AR A7 R
— R RREL S
—  HEM S E
— RIA T —
IRERIES) 22 ha— L L QDA -
—  PECS  SMAE RS
—  FEf. R
— R, TR
F Ao AR SRR
—  EORRARR R
RS, BhARIE . H i, S 7 I R I E R -0 b L7y
CEERERESTCRIE RDEE AL B ITSMUZ I, ZBMEHRO R L5,
— VR ELARR R
T E SR A 220, BHEB R L6005 5
IR FEI T A IRICRAETD
SR BIINAIE FRNZ AT D ZEN TEN, fEREL THEANELD,
—  HMEERRR R
SR T SR VERELSE  BIIRIE ., AR DY e EDRIR LS T D
SRR LTZ BT, AMANC AT B2 ERTER

2.65.2 WE /BRI ERE
e
— AR MEEB)EE AL D FHEE (1 PT TR A% FRE (Ophthalmoplegia) 1)
— B U7 AR I 2R B L TS HEE (B : PTTES At AR 28R (IVth nerve paresis) )
— AR EREE) R O e 3 JOVER O HEE (Lol 2% FHEE) — (B PTI#E#5 (Diplopia) J)
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Ak
— FERFEAIREE (B PTIHL ) B (Visual impairment) )

7£:CIOMS-SMQ WG 1%, MEMESEIEE (SMQ) | OF|HE L, TH#ARIMEIEERE (SMQ) 1253
RENPELNRWETERL TS, E0DITHWT —2_X—2 T, TR IR+ AHEEOa—F 40770
TRV AR D DS A TR ENLE ThD,

2.65.3 BRREOEMEMRBERROFRNICETHER
MR EKEENE S (SMQ) [IBIBAR SR & IBHR R 2 2 CUVD, 3EflE 1.5.2.1 22 R352L,

2.65.4 TIREGEBIEE (SMQ) |0ZEEEY AR
Clinical Neurology, 7" edition. Simon, R, Greenberg, D and Aminoff, M. Ch. 4,
Disturbances of vision.
Merck Manual. Palsies of Cranial Nerves That Control Eye Movement.
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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2.66 [tRM#Z[EE (Optic nerve disorders) (SMQ) |
(2008 £ 9 AIEERVY—X)

2.66.1 EH
AR T D Yoz BAR CAERS NI AL SNV AE R ABRTE T D,
BARRE EOWT N DEALOES IO TE OHEBGIZIY RN En D D,
PIAFRE IR O BB AIRERIT, A SMQ D% G, FALIE ., FLafese (RIE) . BL O
% FLIE T N (FAP R DIERR) Th D,
FARFRIE DA «
— RSN AR — L mF LY a— L AT bE)
- m&&ﬁ&m
— RERZIE, FRZEXI BI12 DRZ
- EEGW /eI LT zma— )b (V=T VR, ZH T L aF V)
B R DR
— R (O BT ET IR AL [T 25 B L. 2~7 H SR 2 ICHETT T 2580305,
—  JRIRICRC T, BARME E2 XM AR IS R,
—  BINHHTEFZRENS | ERBRKHETLERTHD,
— AR “%$3“50> WH N EIIIRB R IR ICLDRMIRIE DY A Th D,
- /J\éf;ff,%ﬁ%@ﬁ%ﬁﬁfajmﬂﬁ%@EP"%B&:@U\ WKL CRBIZEHTHEA DD 5,

2.66.2 WE R EHE
A8
—~ %ﬂz*ﬁ?’é

- TR (optic) | &) HEEE & e FHGE

- AR FLEAIZ B 95 R

« ZREPEREAVIE D SOOI X UL 8% SIF 3R RIS B 32 R
— [k R

R E OB L OERIZBE T2 H5E

< 4 178 D S iE L2 B -5 F B

FERF A7 HFEOY D | AR I B E 2 HRE, FIRRS LIIIRE OFEE R OB Tl

FHACBET D R

U4>

=H

\

52
— W ORI T IR B RN
— SRR HRE
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o IERF RN RO S | AR B2 BT — 5L COE F2iTRa 7228,

7200 SMQ IHRFEEZICRAL TR SNz —H D SMQ D—2>Th b, TXTD SMQ 23 BAFE S
(ZIE, BRERFEMRFIZIL H BIE T 2NEIZED, 35D SMQ OFIH ., H25W\NT T~ TD SMQ &y hd
FIRADBMLEE LD LIV,

2.66.3 BREDOEMEMRBERROFRNICETHER
MRARRE R (SMQ) | T3P 3R & AR SR 20 2 TV D, afflll 1.5.2.1 223528,

2.66.4 THHMREEE (SMQ) |0BEEEY AL
Merck Manual Online, published by Merck Research Laboratories

http://www.merckmanuals.com/professional/index.html
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2.67 [AEeIEBEFESE (Oropharyngeal disorders) (SMQ) |
(2007 £ 9 HIERVY—X)

2.67.1 EH
M PEnEEA (Oropharynx) 1%, FREICE-> THHENTZOEEZE D,
—  OEOFENMImE
- H&E
- O
—  fRNHEAEE

2.67.2 A& BROVEYE
GEN=
—  OPEETITMEIEDATIND DAL N DR LTI IR A R EFICRE T 5 HGE
—  OEESEOFT A FEN . AT AR A
— A ENH SR GE
- HAEE
— Y7 SMQIHWIEE (SMQ) D5
-PTT#NZ 4 (Gingival discolouration) |, PT I # PI#%iE (Gingival hyperplasia) | D JZH1Z
e DWNTHEM THHZ LN TR W HEEE G e, T A (Gingival) | 2152 T HEE
-PTI #7555 (Periodontal destruction) |, PT I )& %% (Periodontitis) | D XHZH# AN B35
G
—  H7 SMQI AEIHIET L LE—PEE B (SMQ) | DA
EEIED LT OENICE W TR T A2 LN TEAT LIV — BRI E S5 G
— 7 SMQT AEENHEHT A (SMQ) | D% 6
« CEPNIC I D 3T A W BEsE 32 36
— BT SMQT FEMHERYYIE (SMQ) | D6
" TANABIOAZTITIRR T 25 ED LI APENIC TBIEE SN DRGYE I BE 2 1
G
— Y7 SMQI 1 ENHEEDIRRE CIAED R B L OT L AF—%R<) (SMQ) | 054 FFED
JEYUE | BTAEMH D NI T L X — R EBREICBIE LV R A C, IROFIRIC LA A% &
ie,
BE
Rizs)
Fastiiik
- T SRR
- EEMAN B DR
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54N
—  MEEERB X OMETE NSO OR AR U T E B 5 HE
— REOIREE L TR IR D R
— RN, FEMEB I OEEREE 5 R
—  RIESEO TN, TR L OER T
— SRR AR A (1] AR AR) *
— BT SMQT AENHERDFT A% (SMQ) 1 D56
- o BB T A 0 R
% M), ZOFD FHFEDOW O0NTEE L TRIES U223, CIOMS-WG D20 SMQ D BA%ETF— A
TOTANE R LDk CHIBRS LT,

HN—Tar 16.0 TIOPEMHEEORZ  FEFAEY ., IFRGYERB IO ET L X — (SMQ) Ji1ET [ EEH
FHOWHE CIAEY . BB L OT L AR —%R) (SMQ) JICAFRNEE ST,

71 : CIOMS-SMQ-WG THEEARFEEILZD SMQ DEFE R GUTIE A L CWDEMERSIL T SMQI M i
MHEERE S | DD SMQITIBIT DI ESNIZZ LMD, /X —T 3 14.0 12V TR 50 OMEE iR
R BMENT=

/8 =g 13.0 T A FEHEEREE (SMQ) |0 LD FFEY 7 SMQ IR 58 FED O R
DI R I EE D ORI E SN,
[ AR (SMQ) |
[OFEHEED T L L —fREE (SMQ) |
[0 EHEE DR G (SMQ) |
[OZEMR B IR 2 — FERT A M, FEREGME, FET L L —1E (SMQ) |
(R SMQ DAFRIE, /N—ar 16.0 T OPEHSADIRRE G4 IYEB LT L LX—%
<) (SMQ) JIZEHE ITo)
[ A BEnEEE DB A4 (SMQ) |
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2.67.3 PEREHEE
[ P R 7 o
(20000109)
SISO 37 A 1 e BE O R Mg D7 L A P FZENEEAD IR BE G, ik
SR HE PRBLOT X —ER)
(20000110) (20000111) (20000112) (20000113) (20000114)

X 2-17 O EEMREEREE (SMQ) DB E

+7 SMQI DPEIHEA DR EE G /LW RYE B LT L A —%<) (SMQ) J1%. CIOMS-WG
DAV F NV SLETEIAPEREORZE (SMQ) | EL TREEIIL TV,

2.67.4 REOEMERBEREROFENICETHER
[0 EnREE R = (SMQ) JI3P-ER SR FRED xR OB EREED SMQ Thd, fif» Tl SR LRIk
RBETIERICEE RDELND, sl 1.5.2.1 5oL,

2.67.5 TOREWEERIEE (SMQ) | D72 DBEEEY AL
Reporting Adverse Drug Reactions - Definitions of terms and criteria for their use. Council
for International Organizations of Medical Sciences (CIOMS); 1999
Dorland’lllustrated Medical Dictionary — Saunders 2003, 30" Edition
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2.68 [HB1EFE (Osteonecrosis) (SMQ) |

2.68.1

(2010 £ 3 HIEERVU—X)

B

BRI E IR A G T D IE O fLiffEF I K> TEL S,
1 B ORERER) 3PS EBAL T DAY, Z DD FIZHAELDTEN DD,
2 FHFR D F LR

SMEE

- JOBEEEA R,

- MR DHAG ~DEFERIMGE B IO GIZEV AL D,

FHAMENE

AV FARTRAROMER, 7 a—/VELH L SRR IERE M, T — =" 2T T <k
— 7 A EEE R SR ME, IR, A, FIRIREE E | B AR 172 DOV -D)
DIAZ R+ JREEIZ IV AL D,

RO AL D,

RIS B I DHEAR

TREB CAF A4 50 AR (B RO HURLSILD) THTIRIICHIE T 2,
RENRFIC, (5] o032 X972 R EIXITCIT D IOREC R DD b d D,

EINIDE S

RAER AT BN N OB E DU TR TIC R LR
PBE D il R

N T L TN T BTR R B ICERD LD,
2O IRBIEIO B X # 5 EIXIER Th o,

FAE 5 (ONJ)

2.68.2
)

b

EARAR S — O HIZIVAET S,
T T B il 2 s L L TAEL 2O MR THh 5,
Bl LOMERITIIETR ., O HoX, MEEEAR  SLBE, {BIBE R E D35,

e/ BT

PTI"E 14 (Osteonecrosis) | 3L PTI i #2458 (Osteoradionecrosis) |
BT D ALE I B2 FHEE (1 PT T BAERTE B (Hip arthroplasty) |

H OB WA B35 H AR (1 : PTT B & 2 (Joint resurfacing surgery) |)

B BRI LU A R FL A 72 18U 36 OV IR 12 BE 32 HEE (61 PT T3 (Pain in jaw) |, ‘B8
FEITH E O (1] KBRS EE, %0) ([CHF38 95720 BIRSN T HEEIE. 2O A S B3
LMD B D,
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—  SEIERBPI B IO OB IR T DM EE, Zau, THEERER LB ARARSR
— M| DA é’jﬁbakﬁ“éﬂ@%kmFa'?]h‘*%?fﬁﬁﬂﬁ‘éf:&)f%éo

—  EBEROE B IOVEOHEICESE 95 HEE (B PTI 8 — k& & (Primary sequestrum) |)

IZ248

— PTT#E% (Necrosis) | . PT I if P 382 5 (Necrosis ischaemic) | . PT [ ‘F [ 5 (Bone
disorder) | . PT I 5 &% (Jaw disorder) | . 38 X OV O il o> JA & O & (51 : PT [R5
(Ulcer) 1), 2o FEEITAGRD CIERF R CTH DT DRSNS,

AR R T, PTIE YR (Bone pain) HEHANZ L > TR /A X | & AESEDLBENRH L0
FFAE LD BEUISEU T A PT OS2l Thnboed5,

MR OB D ETHAEFTEIZOW I, P HZED PTI%EE H4E (Osteonecrosis of
jaw) |, JRIEARED PTI%EH #& H (Exposed bone in jaw) | B XY, "B EEAE (SMQ) | DD 15
FREDS ST AL D TER O R EZE I TED,

2.68.3 MREDOEMEMRBEREROFHENICETHER
MEEEAE (SMQ) J 13I8 ORI R 38 GE CTHERR S CUND, 5ElIE 1.5.2.1 5 MR 9524,

2.68.4 "B (SMQ) |OBEEEIY AR
Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html
Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,
http://www.emedicine.com/orthoped/TOPIC430.HTM
Tofferi, J. and Gilliland, W. Avascular necrosis.
http://www.emedicine.com/Med/topic2924.htm
Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J Australia
2005; 182(8): 417 — 418
Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With Postmenopausal
Osteoporosis in the Health Outcomes and Reduced Incidence With Zoledronic Acid Once
Yearly Pivotal Fracture Trial. JAm Dent Assoc 2008;139;32-40
Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw: diagnosis,
prevention, and management. Annu. Rev. Med 2009; 60: 85-96

Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection. New

Microbiol. 2008 Apr; 31(2):155-64.
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javascript:AL_get(this,%20'jour',%20'New%20Microbiol.');
javascript:AL_get(this,%20'jour',%20'New%20Microbiol.');
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2.69 [BFHFRIE. BB A iE (Osteoporosis/osteopenia) (SMQ) |
(2009 £ 9 HIERVYYU—X)

2.69.1 EH
FHERE = FRLOR e~ e EiEE

— BERD (EFICAIRILUTE O BAARTE S - O’ &)

— BRSO E

— ERUE =R )

B AME TH THEITVAZ B K TS Bk OB EZ U B I R bIE I3
ALV ROHE MEHE, e KBRS L5, B T ChD

W BN T LET, FRIKT, FHEEEELBREEL LOYERIZAET 20

FEIERE T

— BBKA (F B RIE R E ORI )

— A (i nazanFalr)

- R¥F

— A

— MRl

— EIEEE

— B RIET)

1 7 (PR %)

— HZGROLNATIH

— PFRVEVRZICEK TS

— MBI ATER RO B BRI JOVE IR O KV E A% ElElS

— BREOWRWEY, a—L 2R F T (BE RO B X OFHEE I OVATHRIZD72H3%

— TR U RZIZEVRIRR R VB AT T 55 DR MER B ED  BDD AN M)
OB, B DNy MEROIRT | 1,25-CERad B4 D AN N5 G M
H%

— 1,25(0H) 2 D3 OREAMNINCEY FRROFRNBALS
B AL NI DA
SISO AT NERIL O HEN
SRAE COAN T DEFRIL OB

— VEIRAVELRZIZED, BRI B KA AN A OFEABIEINT 23560305

2 A (% APE)

— BT S

— BRI, BIROIK T B LD 1,25(0H) 2 D3 FEAK FTRAELSD

— FEBEERE ORIV, REWRE . HEE O BRI RIT SRS
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3

ﬂjg

— HHNOEBIZLD (. 7 vazLFafR)

— T BRA A BT TR &R A TS 5 DM O R BIZED

B OREOHEE AR EMEE L THREENEAShAZEN SN

— WHO IZXDFHBRIED E #IT. BB EDEHFE A ANRNLMED % 2.5 FRMERZE TRIDHK

RELXILTWD

BRH~— D — (BRROTNVAVRRAT 72— AATH N 1 BT aas—7 0 TR,
RAFF AR VYD) & TR REBEE T 23 1507

2.69.2 AF Ry HENE
(=
— BHREBIOEHAE(REL2E ) OWREICE T3 HEE (B : PTIE A IE

(Osteopenia) |, PTT P & HlFXIE (Osteoporosis postmenopausal) |)

BHLERIE ISR A OB P oFUE (1] : PT T BAEESE 4 (Hip fracture) |, PT I HEE B F 47
(Spinal compression fracture) |) & & e RB LOVER (F1]: PTIE E% T H5 & & (Body
height below normal) |, PTI R AYE (Kyphosis) 1) (ZB3 5 M3
BEFEMICE SN DA R A ICE T 2HE (B PTIRP N—FTrXT7F RN
(N-telopeptide urine increased) |, PTI % L8> (Bone density decreased) |) ., ¥ & 31
ELT, TRF LW HEE TSR A HFEL & £ T0d (B PTI B R 25 (Body
height abnormal) J)

BHUERIE S PED AL B2 B 92 FIRE (61 PTTRXBEFIFEZ L (Hip arthroplasty) )

PT 4514 B HLEZ)E (Post-traumatic osteoporosis) |, AR B O RIISME B+ 5H DT
O FERIPAR B A ST LR E B BT 2NERHHEE 2 HILD

A
— e RMEE BB T 5 HEE (B PT I 5 HLERIE - 14 ME 00 1% B B JiE 2 B (Osteoporosis-

pseudoglioma syndrome) |)

PTI88 2 [R5 B HLERE (Osteoporosis circumscripta cranii) | (/X2 =y MR D 1 FEHE)

T RCOBFITICET 2 H5E, B HERE ICIER IR b o (R BEH, B KBRS, 1)
B LRI HARE]) 2 FR<

PTIFFER A M 09K B (Kyphoscoliotic heart disease) |, FA: ZE (%I E) 138 HLER
FEDEPHE THDHD, A PHEICBET DM EEZ — R BN OEHHEICREL . RS
PHEIZE DN EELT-

PT I 7L BV A7 74 —E N (Blood alkaline phosphatase increased) |, A SMQ D]
HIDORGFEZIBWT, 20 PT X1 /AR N NZEMNFRO HAL, TR BT B3 D IE 517 i S
iz, HEFHELT, 2= =13, BICHADLLIERDT NIRRT 72 —BIZH#E T 5 LLT
(f3]: LLT i g 7 v VR A7 72 —-EH# 7 (Blood alkaline phosphatase bone increased) )
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Ta—RNESNTIEFOMRFEZEEL THLW
— PTIHTREE (Walking disability) |, PT T H# i1 F1# (Wheelchair user) J%¢ SOCT#h:
BRIV 7T LR

2.69.3 BRREOEMEMRBEREROFRNICETHER
MEHLRRIE B IB/E (SMQ) N33 LA R FHRE THERRSIL VD, ZEAIE 1.5.2.1 2504
AL,

2.69.4 BMREBEAE (SMQ) |DBEEEY AR
Hobar, C. Osteoporosis. eMedicine, 16 December 2005
http://www.emedicine.com/MED/topic1693.htm
WHO/Forum for Collaborative HIV Research Joint Meeting : ARV Drugs Adverse Events,
Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring, Background
Document (Draft), 28 — 29 February 2008

Dorland’s Medical Dictionary
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2.70 TEMEIVHATHOINEHTEY
(Ovarian neoplasms, malignant and unspecified) (SMQ) |

(2008 ££ 9 HIERVU—X)

2.70.1 EH
PNBEZ BRI T2 M B LOGEI AR OIEREO T X Ce it 3522 BEL TRRR LT,
PNEIZ B M B L OGO AEW D3 XTI A Freb W 35,
—  HEpER R BELIR RE
—  EMRABEEOIREEZ MO TE
- Ef?%ﬁ%

2.70.2 AE BRI EHE
A4
—  EMEBIOGERAH OB AR T2 HFETHOLMITIPRIZE KL THDH 0,
—  TROMEHZE OEMASIOGEMAHOINEET AW 2 B3 50 RE I B 92 FRE,
T
- I R AR A
JEEE~— T —
- B DR AE A R B S L OVME K

m>

—  EEBIUGEHMAH OB EMICEET A HEE CTHLIHREICIFRICE KL THRnE 0

— LA OB BRI EE T AR LM O FIEB X O~ — U —IC B R

—  GIRA~OEBICET 5

— AMEBIOMEICEE TS HEE

- PTFEN%%’Z?JFT(Ovanan operation) |, SEMEZR IR EAY IR FIE TIT RN ew (72720, 9E
WIS DR BB A IR HGEZ BN ThH L),

A=V 14.0 1IZBWT, ZO0HLWY T SMQ MM B L OFEMAH OB H A4 (SM
Q) ZMMAZ BTz, 22— —TEMEDO LD FG FER], B BPEOOFEMN AN OB A D
=5 R, if:aiﬁ%mﬂﬁé\bﬁf%ﬁkiwaﬁmx OB AEMDOEG:JEGIE MR TX
Rl NaASSY el

TR FER B 7 R R FR B DR B J6 L OV R B B O TR IR L2 B 0 RO FRITIE, TP R
(SMQ) 1D FALIZHDENENDYT SMQ ZfE I HZEMEELYY,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)

182



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.70.3 BE#EE
TP L OFEIAR B 0 PR BT A4 (SMQ)
(20000151)
|
EINEESE (SMQ) HMABHOINEERE (SMQ)
(20000200) (20000201)

2-18 EMRBI UGB RADINESAY (SMQ) DR EEE

2.70.4 BREBEDOEMEEFRBEEROFTRNETHER
MM JOGEAR O IREETAEY) (SMQ) JIEIEmfR 58 &I R 2 2. CVD, 5ffiliL 1.5.2.1 %%
45z,

2.70.5 NEMBIUFHEMARADINEE A (SMQ) | DBERE AL
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.71 TEREEREBEE LUVIEEEEESE (Periorbital and eyelid disorders) (SMQ) J
(2009 £ 9 AIEERVY—X)

2.71.1 EBH
AR A -
— MAEERET LY, TICHOIRDOEFAHERT T2
— RO BIOPEH 2835
MR g e
— B2 R LIRS CRERR S D RITE
— ARSI CRE R SN 1 B
— [R5 (5 VI AL [CN VI 30 75 B g 2485
—  RHERBIEER) (CN ML) BELOR2T7— Iz k0% E&ins
— IRGEMRE - IR RS E L, ETIREEEL 0D
- PR MBI KRR g L i 72 1 UG D% 7 IR S ~ DI R A IR 95
— R CTHAET AINITEROITE B 5L T0d
CRIENELDHABDD
N e T I VA AP QY
Y7 AABENRMRB L TN T R AFHRE, AL IR AN TR AR LD RITF (AL E L T
%
IR ZAL 20O D AL T REDEY THH
— ¥AED
— B (B
R4y DRR g BRI B2 RAZ S 72003, FIRBUE R (B, Bk, F7- 130808 251 =
BT HEHD
AR 2% (RRES D RIE) O RHEUE ., ARSI IR - 7o RSB T OB AEZ OBV E D IR T D

2.71.2 A5 BROVETE
e
— IR ALECRE9 5 HEE (B : PTTHRIR UIER (Blepharectomy) | )
— REEICEAT M
— IREEEPICEAT DM

52
— IR B L OMRE B PHREEOBERS L OYER DI G | MDIREEIZHFROHNDHES X HNDHH D
— IR L OMR & 8 PRI SR B LD D Ham oo B fE 9 BB (1 AR IRE fAALIE) | 1AL, IRIGIR A 27
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T HFEIC IS D OZFRLS (B : PTTARERZ S FESE (Eyelids pruritus) 1138 £5)

—  IRBG S OR3P I o0 BE 20 o0 JUR 72 VR MR B s OV 78 ) P e 2 L R D e (3] : PT
[ EE 7 8 /79 (Myasthenia gravis) |, PT AL R /UGEERE (Horner's syndrome) |)

— e RVEEEBIZEE 95 R (B PTT e R REE 7772 (Congenital eyelid malformation) |)

— RGBT DR

— CN II3BLW CN VILZREE32 M5 260 HEEE. IR OEB)HIENIBIFRL T3, AR
SMQ (ZIEBIHEAZRNEE 2 HILDT=

— IR I L OMR S A PR B 2 B -5 T 35

HELLT oL o THRER | HEE D — DWW TE, AR SMQ O HEEVANMIE D LIV TRV, ZOH
I3, ZOBLPT NIFF AR TEDDLIEN TERWIZD THD, K SMQ D—H —(F, ZIbHD
LLT Z L, & Shic SMQ MFRICEV R HSNEFIIINZ T, ZNbD flFE Ta—R b
WIEGIZRR BT 20 E &R ELTHLEV, 260 LLT OWNFUE, IR EALEE (Erythema
circumocular-blepharal) | . 5 i# iR &% (Feeling of warmth blepharal) | . IR i » % £ JiE
(Hypertrichosis of eyelid) |, iRz D& EJiE (Hypotrichosis of eyelid) |, [AR#E O L VU
(Numbness of eyelid) |, RO L OHUE& (Numbness of eyelids) |, IR &6 20k 12 15
(Papular rash circumocular-blepharal) |, TR D%z SiE (Xeroderma of eyelid) | Tih %,

2.71.3 BREBEOEMERBREROFHNICETHER
AR 75 8 PH B L ORI FE 2 (SMQ) | I3l 52 ZE D A THERRS IV TUND, > T Bl 52 & itk
B IIFI U RN EDND, FElX 1.5.2.1 224528,

2.71.4 TIRERABABICIRBESE (SMQ) |0 ZBEE AL
Carter, S.R. Eyelid disorders:diagnosis and management. Amer. Fam. Phys. 57: (11),

June 1998. http://www.aafp.org/online/en/home/publications/journals/afp.html
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2.72 TR+ =21—0O/\F—(Peripheral neuropathy) (SMQ) |
(2005 4E 11 H ERYY—X)

2721 EBH
KR OTES), I, B HEARRROREE
BRI IC LM FE SN BRI S E2 i n s,
LUTDOIEH DG, Db — 20RO LRITIUZ b0,
— BSGRIE T2 KT HDWIEsERME R (l S SRR TS EE)
— EIEEIIUD L DR
— AR RE R

2722 A BROVIETE
HE

— TRt =2—e T —  BLOBEBERIC BT 2 S

—  CIOMS JEFED T THRISIL TS, ek, SEdK . BRI AT AR 2 5

—  HAEMRAZE (B PTI A itk =2 —r,3F— (Autonomic neuropathy) |) 3L ORE %
5 P PIT AL (31 : PT T 25HE (Muscle atrophy) 1) b8 &

R4k

— RN RS BEE T2 R

—  JRAIEU T, BBErED =2 —m T — D HI5E (1] : PT M2 M RIEPEDBETE L R =2 —r /" F
— (Chronic inflammatory demyelinating polyradiculoneuropathy) | i3, [ifaPERE = | 350
SMQ LLTHFEEHF THLO TR STV (lidh (SMQ) )

—  PTUHERFEM==—r,3F— (Diabetic neuropathy) | D XD BRI E) =2—1/8F —
(ZBEES 5 IR

b

H AR TEB LV R THAHTD, =a—aXF—D8HE ThH D PTIHEEM:FREE (Paralysis flaccid) |
(¥, MedDRA /N —g> 18.0 TIRIEH =2 —uF—(SMQ) 126FR4 &N T,
MedDRA /N—7 3 - 18.1 T, PT Itk #sE (Paralysis flaccid) | 13, PT [#f# (Paralysis) |
DOFOLLT I FIF &z, PT [FRE (Paralysis) | 1%, [RiME=2—o/F— (SMQ)
B EN TR,

2.72.3 RBOEBERBRERO TR TR
R =2 —r/ 3T — (SMQ) J 13 58 LIl 58 2 2 CUD, iEflNE 1.5.2.1 #2352 L,

2.72.4 TRMHE=a2—m F—(SMQ) | DBEE LV AL

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions, definition of
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terms and criteria for their use. Council for International Organizations of Medical Sciences
(CIOMS), 1999 p 32
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2.73 TiFREFEIRDRE Y% (Pregrancy and neonatal topics) (SMQ) |
(2011 4£ 3 A EERVY—X)

2.73.1 EH
MEREF AN O Y7 (SMQ) TR D H B TR STz,
— PRSI T SMQIARIRAS RO S gtk Cor L IR F 25 de) | LEZHRD
- LLRTD SMQ (213 A T T A EORIBEL 22054 5 HERIC B+ 28 & 0sd ol
—  EREFAER DO /I BRE LI EOROIRD ~OmE G A XS
AFEREBSIE DIy 7 EREERREF IO SMQ IZIEE FNTEL T, BIOMANLLTZ SMQ &95ZEMH
ZZHITVD
CIOMS-SMQ-WG F—24%, EMA ®™“Guideline on the Exposure to Medicinal Products during
Pregnancy: Need for Post-Authorisation Data”% FFE T & DHAREL TER L
TARTA L DHTITAERFE FIZLL T O IINTERSILTND
—  ARE,ER
—  ERE, B
< FLPE, IEHA S Ik I RE
TEREIEIC L TS /B NAR RS B R IE
< SB7E R S N B R
NI
TR AR AR
- REZEL
- ST
- H AR PE
- SEPE
—  HERHHE
FLI 0 i B R (B RER B L OREFLA B L CoFr A IR FE R 200 SMQ 128 £hb

2.73.2 BE BRIV EHE
(e
—  TEREF RO Y7 (SMQ) | DAY a5 HEUE:
IEYRA PRE SRR O R
BT AR LB LR o0 R
B F IR SHRIF O HEE
e (N LB EIHER) BIOSEED HEE
o3 BRIZ B D ARRED TR
FERER B L ORI LT 2R R R O AL 0 Wb e > 7 D R

o
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e RREEO N
SRR LOWR R E B o A FE
— RN, FZEtEB IO BERE (SMQ) |
-SOCIAERM:, FEMER I OBk E | O3 _XTD PT
— TR o i DFE L fEBRIK - (W PEFS L UMEREZ FRS) (SMQ) |
SLESY IR IR, HEED IR
- BAELRR PRI A 38
- B AL 3R
- MR B A
e R &R
SR, Sy, HEEICBE A2 O FEE
SR A PHED VA Z NS SRR D HI3E
e R O NEE
— T mEERNe 7 (F AR ORALE N TR EE2E T) (SMQ) |
(AL TRERERIELIT 2y sk 5 (SMQ) | B L O LA/ L7283 E R (SMQ) 125 1)
FLIT oy AR AT HRIC B E L R IRREIZ B2 FRE
A W B L2 F 5 s K OVRLEL A OFE o M EE (B PT T RE#R 7L I % (Mastitis
postpartum) )
R AT LT R R B L O E O FHEE
T FLIE S O
- BREEE (SMQ) |
SR RORREIZEE T DT < TOMEE
- DorARES (SMQ) |
SHAERICBI T 5T N TOHEE
AR RN 3T D0 RV E DR E,/fRRALEIZRE 327X ToD PT (B PTIHAEER ifidh
fiks >+ (Systemic-pulmonary artery shunt) |)
- TR L ONEEDY 27 (SMQ) |
- BARBION LI EB LUBERED HEE
- Vi 3 L OMEIR e A OFE O F 3F
- BT DAL E 5 OV R AR A oD F 3R
VPE DG RIA 7D FH 55
‘HLGT [RPERB L OBERE NIV 7§ 5T T PT bt D
—  TEFHERORERL L OEER (SMQ) |
-SOC BB | D A& T IE R RO IR BRI L OMA)R I B35 1 3h
- T ESMINRED HGE
ENRA TRV DR AR A RS oD I EE
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R4k
—  HEREF A RO Y7 (SMQ) | DOAfEHIBRSN EHE
REE R DRV EE R R O FFE (BR IR AT B 4 55)
BRI L OWMERERE R R HIGE (CAUBITRIOMIL LTz LUL 1 O SMQ LT DT EMNRES
TN5)
R EREE FFE (ZRDIEBIOINILZL L 1 0O SMQ LT AZEMRESNTND)
‘PTIh%7F X~ JET 1 (Toxoplasmosis prophylaxis) |- 50> B M HMEL
—  TRRME, FEMEBLOE GRS (SMQ) |
-SOC e KM, ZIEMEB I ONBISIEE 12133 N TRW T R ToO HFE
— TR /53t OFE (W3 JOBEFEZ RS (SMQ) |
- VR E L HEPE D FFE
— T mEERNe 7 F AR ORALE N TR EAE T) (SMQ) |
(FALD TEERERIFLIT Wik (SMQ) | B LN LA L= 8 £ IR (SMQ) 1 &2 & Te)
FEIEHRIC B U= L iR e oD A EE (61 : PTTLYVH HHJE (Galactorrhoea) )
- [REEE (SMQ) )
RN (] PT TR IR _EREBH (Foetal arm prolapse) 1) 38X OWE BALE (1] : PTTAAL A E
(Unstable foetal lie) |) |2 B 32 HFE
ST A R O fElR K -0 FRE
- DHARREE (SMQ) |
R EO FRE (BIOMNLLIZ SMQ LLTHRET2)
SRR MR
- PT IR Ui 5 BA ZE0E (7 #¥ (Distal intestinal obstruction syndrome) | (LLT TR A L 7 AR SEG:
RE X PTT RIS B 22 E 5#¥ (Distal intestinal obstruction syndrome) JIZU> 7L CWa, L
2L, 2D PT 135D kO FER MR MEE B 1T — R AYIRRE TH D)
—  TEgRA#ER JONREDY 27 (SMQ) |
SEC B IMERE R R
—  [EFERORES IR (SMQ) |
SEE MR A~DOUAZ BT IR ED HFE
A RS AR O Y7 (SMQ) 11E, /S—Var 14.0 T, THEIRES oo Bg /A hfast G H R
WA ETe) (SMQ) | EEERZ HI2DITIBMENTHLVY SMQ ThD, ZIUIFEV, THEIRRE R
S/ EhE e COrAE R R 25 T) (SMQ) | D AT —H AL, "Inactive” | & B STz,
e /N—ar 14.0 THERYE FEMEB LOEEMEREE (SMQ) 1O FZ04: PT @ Scope A3 Al
DD AT ST,
A T AR E (SMQ) NI RIED FREZ BRI THDO T, 20 SMQ ZFIH 358X, TR,
FIEME B L OEENERE S (SMQ) JZBINL THRERZ I T 52803, IMEFIHIZE > THEIN G
ZRETT 2L,
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2.73.3 BEEL
IR LB RO 7 (SMQ)
(20000185)
| | | | | |
Stk Fig || SERORET || A MBI || e || g g || BERTIGRE || EREEROR
P kot || ESERINTEGR | oo RO || Tiga T Gl ol | GiizEOY A | s RO
PEREZE (SMQ) FERBLUSEEE HAEI T DR 7 (SMQ) (SMQ)
FR<) (SMQ) EET) (SMQ) - 11(20000100)|| (20000191) || (20000192) (20000193)

RERERYFLH /0 isf s (SMQ)
(20000188)

REFLEA LT 4 R EE (SMQ)

(20000189)

X 2-19 HIREFAERDOIN Y7 (SMQ) DFEfEH#EE

2.73.4 THIRCFLERDOIN Y (SMQ) | DEEE R AN

Guideline on the Exposure to Medicinal Products during Pregnancy: Need for

Post-Authorisation Data.

London, 14 November 2005, EMEA/CHMP/313666/2005
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2.74 THiIEIREE (Premalignant disorders) (SMQ) ]
(2007 £ 3 HIERVY—X)

2741 EHE
AR S | IRp L IR O FE AR I PEAT T 2904 L TR REFRUICRIE FIREZRIN A Thh D,
— i (precancers) . BTFEMERZ (preneoplastic lesions) . #1841 (incipient cancers) ., %
WHTAD) (intraepithelial neoplasias) . F7-1ZATE ¥ (preinvasive cancers) &6 FEELS
— ORI RITAZEN DS
—  EITEAONRNEEDRFENDHLZEN DD
—  EEITEIT D LIERLZR N
—  UIEUIE 22720 DOBEEE DR RO HALD
— AR ENEIT TS AR BTBICRETD

2.74.2 815 /RO EYE

i

— BB (Atypia) IZBIT 2 AEE. Bil1E LLT LT ERENEEY L L CIEES L, @ Cl
B A% (dysplasia) | B K325 PT O FIZALET 550

—  HLTIE R R 7T 5T X CO HRE

—  HLT B R st s (AR 2R 12V 7353 X T HqE

—  HLTT R SHIEBREENEC |12V 75T X TOMFE

—  HLTELERIES AN 7 ¢ — B L OV E 12V 73 5B O 55 iR

— AR B FER L OVERICBE 9% SOCT KA | 5L SOCTAA R B LW RHLE |
60 AEE (A5 HR)

—  BRIZEMEEITEERIIVCWDHEE, BT T Tl EEMA(in situ) 19

— AR ZITEL HDHVE, mOHER TS BE 4 S kR R 1

— EMEABOTHIEFELTHWAZENTELM~— T — B LRV F2I3EA

— FERREMT, TANE R CEHERT —ZEL DI o7 AR E BT D HEE (B PTI#E
5 W B (Biopsy colon abnormal) ).,

TR AR O RER TR KR (SMQ) 122 BERAA S TV D, THIEREE (SMQ) | £ i3 Z 0¥
SMQ DWHFIINTT — 2R LTI, 22— =R R | HEE COBIMR R LI LT 58
AlE. DEEED (SMQ) 1223 an-uy,

T2 HIREER L O OB ETAL O RTHEIREE (SMQ) 121X, 37 SMQ D i DRI EE (SM
Q) ). 'BIGOFHEIRAE (SMQ) | [EFEZRORHEINEE (SMQ) | B IO E O FTHEIREE (SMQ) |
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\ZBE T 5T X TO R REMED B HIEFI 2T 2 TEHIHIT PTIEIZ AL (Dysplasia) 1728 DAL 2R
ELRWHEENEESNTWADT, ZRHDH T SMQ &I &gt L O DOt EE AL ORI
RHE (SMQ) | BB D EDZENMETHD, EFHHIW O FH 23 LB LIV,

1 : SMQIATFEIRAE 1, Z &M H BIDT-OIZHTHERIED H 2 G e L TD, 200 SMQ (TRD X
7RI fE R IR - D FARE A WAL BRI L T D,
ENEEEOBARBOFE K (F]: PTIY - 777 A=JERT (Li-Fraumeni syndrome) |)
GRS A VRTRE (B PT 232 % (Tobacco user) J)
BNENET; DUAY 2 ] RSEDHFE D RAEME /TG MR RE (1] - PT 12 4 1% ) 4 T %%
(Hepatltls chronic active) |, PTIEEM:KAZZ (Colitis ulcerative) |)

SHERZ LTI, Bz IR OE B 12 a—F 4 7 &7 MedDRA JZET Eh < BEME 5 fR A £ 0
BREVLELTDHNE LR, 20T O —2OHFZE 7 EEL TE, T OIS D\ TR
BNZBI LR BHDDNERVIAT ZETTHAD, Tl x X, FE MRS RO, = — P —IX

H YGIR TR (B : PTERRPE B RRHEE (Actinic elastosis) |, PTI>/3—2 (Sunburn) |, ZdOfh)
WZBAEL -2 MR 5720 LWF@IEE%EEEA}\S?“Z) LEZBETRETHD, TXTOEMSE
R [R - D KO AFERI 72RO T-012IE, EFLD IR BARHHE R O FHFE., AE1EAZ A VB 5E
FEE DRIENE, ARG D FHFE E.U\Fa'?l HL 7= MedDRA HGE% V- 18 8 C AR AR 58 D3 0 B2
THH),

2.74.3 FElEHEE

ATHER AR
(20000085)

ML O TR AR fE EonmkiE || ERmomike W oRERE || EFREBLOZOM

R EEBAL O BTN R
(20000086) (20000087) (20000088) (20000089)
(20000169)

X 2-20 RIFEIREE (SMQ) DREEEE

3 —Tar 14.0 [ZBWTTRPEIRRE ) (SMQ) X 3R 0 A% & i E IES vz, 20 SMQ
ZUIXLARG, P LOVRIER B HREN & Eh e,
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1£:CIOMS @ SMQ-WG /5 DHRICED, FieoFH TIATEIREE (SMQ) | O FL>DH 7 SMQ 124,
EXN5HK 130 HD PT AT —4% A7)V Inactive” |2 28 B X317~

- AR E OB (B PTI DS AR L 5 (Biopsy lip abnormal) |) <o DR EAY Tl
PRVVLE D FEE (B PTT &R ——7"8]% (Nasal polypectomy) |) IZER x5 L9 HH 5
S IE B AT T2 FTRE MR IRV,

T ORRETORER . oD HFEIIIERF IR BEITRRAE (1] : PT HE P8 $ B ERME B i
(Chronic myelomonocytic leukaemia) J) . &5V NEEIZHTERIEL IO 220 (1] : PT
[RgIR1E AL E (Seborrhoeic keratosis) 1),

© JREDSMQTITERK D HFELBRINL TWDIEMND, fERK 0 HFE (] : PT &Y
7 w745 (Coeliac disease) |) I¥"Inactive” L3172, 2D b0, SMQFFIFEIZ, FEDfE
IR BT 5T —Z O FIEIC DWW TORAZBINT 52 E LT,

- FIRABENPDOEFEICEESE N—Tar 12.0 TIRFEREE (SMQ) JIZEEY 7L Tz PT 271
— 7L T, 7 SMQI & IRAER LD E A O RTEREE (SMQ) |23~ 2 [TIEINE
Nice ZOH7 SMQ DL~ L 2 47 SMQ (i, TR OFTEIREE (SMQ) J &IFE7Z2D Bl D
SMQ Fe Y7 Tldawvy, EALTHTEERRE (SMQ) |O—EEL TOHEH T ~ETH D,

WDOWUSDY T T N —T LR E DR IR FAIEIZ /2D,

— koK iE (SMQ) |

—  HEoOREKE (SMQ) |

— SR O AR (SMQ) |

—  [EEoEKE (SMQ) |

RO SOOI N —T & ENIROHGET YT SMQ O &5k AR L OV O ML & EBAL. O RiTHE
HKig (SMQ) | O TALIZALE S TV VD,

2= —IRD HOEXRF|THIET, B E N ESEDHIENTED,

—  THIA72 TR 28 CEMEIR R~ DL TN ERY E 7213 20555 0)

—  T&MEM72 IR 2 GETTO RTREMER S 2 LW E D)

2.74.4 BRIRDOEMERFREROTANEI§HHER
MRFERRE (SMQ) RS ZFF> SMQ THY ., P FED A AFfFo, LIzi3> T, PRk &Lk

SRIZF A R2md, FEIE 1.5.2.1 22 R352L,

2.74.5 TEPEMHIEE (SMQ) I0ZEE YRR
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

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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Berman JJ, Henson DE. A Comprehensive Classification and Data Implementation for the
Precancers. http://www.pathinfo.com/jjb/preclass.htm , 2002 (Z®OH A MIBEFASHSIL TS
DHLIIRY)

Harrison's Principles of Internal Medicine, 16th Edition

Dorland’s Medical Dictionary

1 :CIOMS-WG NMERLLT=A VT /L 32 (MSSO/IMO @ Website (ZH# St CvA) 12, IBIID
Website O 5| FNFIRL THHDO T, ZRDOZE,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.75 NEMEIVHEBTHAOIIRGEY
(Prostate neoplasms, malignant and unspecified) (SMQ) |
(2008 £ 9 HIEERVY—X)

2.75.1 EH

PRI B A MBS KOG AR OIESE DT X T35 2 B EL TR L,
BRI BT DM LOFEM AR O A O+ X TTMA FRtb e &3 2,

—  HEpER R BELIR RE

—  EMRABEEOIREEZ MO TE

- Ef?%ﬁ%

FIRYA
FIRYA

2.75.2 AE /BRI EHE
e
—  EMEBIOGEM A OB AR T2 HEE CHOMICRIN RIS KL THDH 0,
—  TROMEHZE EMALIOGEMAH ORI AR HT AW B350 R8 B892 I FE,
T
- I R AR A
JEEE~— T —
- B DR AE A R B S L OVME K

m>

—  EMEBIOGEMAHOB AT HEE THLRHMIZRIN RIS L TR0 0

— L ARBA ORI BE T AR L WD FEB L ONEE ~— U —IZB T D HEE

—  ALIR~OERI BT 5 HEE

—  PTIHIS AR T (Prostatic operation) |, FEMERE IR B AIRTAR TIETIZR W20 (72721,
FEF NI DM BN VB G A ITIIAAFEZBINLTHEN),

W —Var 14.0 1IZBWT, ZO0H LW T SMQ AT HEM: 3 L O RBH ORISR ET A (SM
Q) Iz bz, 2—F—XEEOHOFEG REF, BN BRI OGN RHOF LM O F
G B, FE W E AR DO CEMERB L OGS ARHOF MO FGERE MR TEDHED
Sy

T FEARR FLA 72 B A BRI R J L OVENMEIR BRI DR IR L2 O FIEORRRITIL, TEMEIRE (S
MQ) |D FRLZHHETNZENDOY T Hisk SMQ Zff 352 LEELLY,

HEPTIHRRIE RIS AR R (Transurethral prostatectomy) |1 X7 ANE R HESE R SN, FT-,
ZOFEIIARARORINL RO MR EMIE SN2 D ZETHH D,

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.75.3 FEiEEdE

NI LOGEM R B ORI HT A4 (SMQ)
(20000152)

EVERTZ BRIESS (SMQ)
(20000202)

FEAR AN BA O RTZ BRAE T (SMQ)
(20000203)

X 2-21 EMEBIOFEMARBHEDORI IR AY (SMQ) DR EEE

2.75.4 REDEMERTREROTHANEE§HHER
MR JOFEM AR B ORI T EY) (SMQ) NI PRI 3R &R R 2 2 TD, 3l 1.5.2.1%

ST HIL,

2.75.5 [EMBIOFEMRAOHIIRTEY (SMQ) | 0DBE BRI RR

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 F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.76 TZ&EBJR (Proteinuria) (SMQ) J

(2014 &£ 9 HIEERVU—X)

2.76.1 EH
HEE PR ETR IR M & A DIFETHZETHD (>300 mg,24h)

RSN EAREZ, LOFEREINTIREF D72 WRE R THD

2L OB EETIT, BARIE MORO RS (FI21E, mR) 2> TRAETD

PR OE AE DL, BIgA~OFIERHY, BEEL &R

B EICER T HE A RIE, @ IIFHHE THD (R L 7oA CROLD)

B RE AP EO EIRIX, 150 mg / H THHEE XL TEY, Ziux 24 FEEBIRIZ
BOTHIE, 370X ATOREA 7V T F =2 b (R E > 45mg/mmol 23 2% Th5)
DOHETHZEAHETHS; TN T, K 30mg /HTHS ,

30~300 mg /A (20~200 1 g/ 43) BT L7 I HklNE, 3707 LTIV REEZ B, E
BT, = 7a T VT IR ERIREND,

27a—BHOYE | ERRITA BB EOHERES SR ARt nd s,

TR JRIZBEE 5 AT HENED DD

EBRDGHE
- CRERIAPEEAJR

* SRERIARE T Dt R
SRERFEOFEME LAY, MR A (FHIIEFICE8) NEiESh D,

PR AE A bR

ITRLFRAAE (3% B L OO PR N R 35 Dt SR
ARLAERT N TIL ISR IE T T Y BB D IR I NSWVE A ELOE AR
-UITUITHIAE B RE O At oD il (1511 21X, HCO3 YHAE, BEIR . 73 /BRIR) PRI I TR BRI BE (2

B A RICBEE) 2Tl TS

F—"—T7nr— (@it) EEAR

NS7RMAEE B (B RE, TR R CREAES D 50E 7 m 7 U B EH) DS R A E O F

W BE ) %8 2. 2% 1t

PRREMEER FR
T LR BN (BT, T E), BE s B DA REEREL O AT~ i HE #
fR B INSE, TORR, JRTPOEBEOHN ( B <19/ H)Zbizbd

S MLBRAS IE R IR D LIRS

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ELMR AR UM IR BRI Tl —RAY)

CHEERIE, RITBRE O NRFREICRS A

JRIE, W REIRERFRE LR R FFEINICZ<OE REN G ENTWD
- TIRITEAF

< RERNZRF2IRAT £ T B2

2.76.2 B8 /Ry HEYE

g

m>

HiZE[ & H R (proteinuria) | 24 0 3E

PRPEIZMIE T OT VT I DL~V AR 5 HEE (BIRR A 22 DS o H5E) | E

BEEIZOE M (TN TIy IV T F =) OWT DO GIEIZ X - T 24 R R 7 v
TP O E BAb AR E T, T T (ET VT IV R) HROBIEG & b,

B2 ruruady HfEra T Y RS (N AV — L B A) AT aE L S DR PR

i D@ H DR (T4 T AT 4y 7)) BN OIRIUCEDMOEAE (71730 L) DL

Va2 RS 5 HEE (BIR IR A £/ 13 LAh)

B KM 7o —BREWRE (PTI 27 o —BJEMERE (Nephrotic syndrome) 1) 1%, PTI & H K4BE

(Protein deficiency) | 35 X O PTIE & B IZ K A7 (Oedema due to renal disease) | (3512

DEEDHD TN ROFE R THD) LFERIC (X7 v —BREGRE LR B2 )05

T) REWIRE HOTHELH R BRE T A TVD,

54

PTI 7o —BiEWRE (Nephrotic syndrome) | ZFR<, B RERAB LR ME FEEL G, &
B IR OWEAER) 72 K]

RO /AKX | ZTRIA T FIREVEN B D700 | BEEME LM, AR ZERSE, SR MERE D71
—VIEGEREO MDA DHE (PTTE A K ZJE (Protein deficiency) | X° PT IR BIC LD TR E
(Oedema due to renal dlsease) 152D,

PRIGA . B HERERR AT, 8 . B PUROATR R (EEME . BUN, ZL 7 F = BLUOY
Jba—2Z GFR OJIE) THEEID,

SERMEDHEEIX, BRA:

FRATHE B PEH 22 R R R A O FEE (non-qualified investigation terms ;X8 H 472 8) 1%, B
S49%, PTIE HR (Protein urine) [1EBI4LC, ZOEEEL T, ZOHFEL, A REIKL,
FIRARE RO WERR R A DO HFEZ AL TEAROHRE HEE R T B2 L5,

JMO £ : Tnon-qualified investigation terms| &, #M&#E R L EORWRESRAS . F72ITER
M4 2R L, *IIC Tqualified investigation terms | 3485 5 A0 2 A i 5 3 72 1 33Tl & 2

SMQ

F3|#E MedDRA X—T =3 1815k 201549 A (JMO)
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L TW5S, flziE, UTFTDLBY ThHD, :
PT Urine protein/creatinine ratio (JRHEH, 27 L7 F = k) : non-qualified investigation
PT Urine protein/creatinine ratio increased (JRHEH 7 V7 F = i) : qualified

investigation

2.76.3 BRREDOEMERBERROFRNICETHER
[E IR (SMQ) NIBER 3R L IR R 20 2 CUD, EMIE 1.5.2.1 254528,

2.76.4 TEHR (SMQ) |0BEZEY AL
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 F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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2.77 T{AIEYE K5 % (Pseudomembranous colitis) (SMQ) |
(2007 & 3 AIEERVY—X)

2771 BH
TAIENERIGRIIRIGER T EHEDOBEMEDORETHY , FrAEMEIRIEO A PHESL TR,
R, FUAEE ~DIRED R CHIIET HIER DD, Tb b, Bl DGOV T, JREFIE .
I R . AL E7L B B & OBRIRER OIREDSUIZUIRFET 56 THD,
JEIRYRFURIL, HOFEOFAEWE DIFE, HDHWNT, ORI > TEFEZRME#ENTFELRD
KRB TERIE IS5 1E 7 HlE # 0 — > T 5 [ Clostridium  difficile (AR D% 2 747 4
) I THD,
IBRAN DT LT AT 4L ORFEICITEE B L O ERE N HThHN., BRI AR WigGE
DB G ERS R IBIENE RIS R DO EZ Wi & AT 28 O TiXeuy,
ZEOHAEYE IR BIE S 2 NRIOMWAE 1L, (ARG R O EZ WO Rr RAV R A X FE S
TURNEE 2 BID,
B OHEDZ2WHUEWEFHRIED TRIL, B% ClxbrEwE O k% 2 HRELINIZERIZIE RS
B,
e T DIEIROR G R DAL, IBE VENORIE /37 2 A% [R11E 5728 O FEMRAITERE DS &
ECThD,

2.77.2 & /bR EYE
HE

—  [URANYYAKIR) B LB A A% T

— R CTRSI AR SRS SO LI B 5

— [URANIVT LT T4V | B RE T HE L L O R

—  IAANVT LTI VLD ATREN R R LSRN ZDIZ, [7aAR DT bR =TV
A(Y =V al) 7R E D HFEE & ER O IR B 7 a AN Oy L) i (Bl Z0E PTIZ7aAk
o 1J#Ys (Clostridial infection) |)

—  PTIZ7axR) Uy 2EYx (Clostridial infection) |, FAZD LLT (2R RMEDOH DT 70 AN DT L.
F 47 43 LYk (Clostridium difficile infection) | 73827 Bk & 115,

—  PUEWEICH PR T PTIRH (Diarrhoea) J 3 K00 PT A% T4 (Diarrhoea
haemorrhagic) | DG 132 Y ESALZAN, ZAUT—HFBOIERI D TRIT TR TE 7R
T Tl B, UL, AR LT D IR IFITIE Y T HIEBI YT BT 12T JE)
FLIR AR BRI D EHEDMER S LD, BRME BRESEAI D55 511, RIS O PT O
¥ (Diarrhoea) J IZL > TEHED T /A X W ELTZ, LIzA3> T, PTI i (Diarrhoea) | 3 X}
PT I i % i (Diarrhoea haemorrhagic) | O FITHTAE BNk § D HIR R O Z CHESES
na,

o

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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ot
—  JURNITT LT 4 T4V DS OFREREE T A GE
—  KGOREEZFE LR KBRS E RS9 2 s

2.77.3 BREOEMERBERROFRNICETHER
AN RAG 2 (SMQ) HEBIBAR SR & IBHR 5R 20 2. CUD, 3RflE 1.5.2.1 22 R352L,

2.77.4 BEMRBR (SMQ) |0BEEEIY AR
Merck Manual of Diagnosis and Therapy, 1999. 17" Edition.

Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2" edition.
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2.78 THRARE JUVHERREESE
(Psychosis and psychotic disorders) (SMQ) |

(2007 &£ 9 HIEERVU—X)

2.78.1 EH
FEARR LI, BUEMFHI B W TIRO L7 AR E D FEUC LR DR R E Th 5,
— %48 (Delusions)
—  %J% (Hallucinations)
—  FHLWEEEELMESEE (Markedly incoherent speech)
—  fi#{k-B#877E) (Disorganized and agitated behavior) | 1@ 13, & H H IR R
720N,
FEARIR L, R R 2R T ho bR BIRICB W T WS, EIRICE T LEETHHBED
1TEN T % 5 2 D128 R RE A R E S TA,
FEFRIR 1T, RO L7l 2 ORFHEFHIFEEFIC L > THEESND,
A JFH3E (Schizophrenia)
IR [ E (Schizoaffective disorder)
—  ZEMEREE (Delusional disorder)
—  —IRFARE R RO (Brief psychotic disorder)
— RO BRP (mania with psychosis)
—  KERRZEDDD (Depression with psychosis)
—  F3J04E (Dementia)
— = (FABLYDelirium)
FEARI I, IROFHEL IR T2,
—  BOFOBIERR (A T T2 A7)
—  FEHIORRA (F—/ X AREHEE, L-DOPA, H51RBLE HE2 L)
A RFRIE (Schizophrenia) | #t & K FHIERLFEE (Schizophreniform disorder) | #t & K70 & 1
f%E (Schizoaffective disorder) . —RFRREHRIF 1[5 (Brief psychotic disorder) (235 T,
D& #0955 0 | (psychotic) &) FEEIL. =48 (delusions) | BHZ72%)H (prominent hallucinations)
fif {k L 7= 23 55 (disorganized speech) | fif Kk L7=& % 1 B 9k 9% P17 B (disorganized or
catatonic behavior) Z &35,

i
4%
i

AN
=

AN
=

VI

2.78.2 A BROVETE
e
—  PT IZks15 (Psychosis) & T E ORI OISR 3 L O O (1 PTI S AZEHRIC LS
¥ 15 2 (Psychotic disorder due to a general medical condition) | — ZAVS 138 78
EEZLND),
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FE195 (Psychosis) #5 LI ZFE#R L2 (Psychotic disorder) (|23 i 58D HALDIEIRH DU
TR DAFAEZ 3 EIR (61 : PTI S §5817E (Neologism) |, PTIZ48JiE (Paranoia) |, 4l
DIFPIRAGEEE 2 D),

A (Psychosis) Z& de FAL LLT (61 : LLT DS #4:5 9% (Depression psychotic) |) &4
BT 57D DHAFO L& PT (] :PTIRS2%% (Major depression) | — ZALH1E A8 H
RELEZHND),

BRI 70 AR FEME TRV G HRIEE (B B JSFE) | ZAU AR G- 23 R A b s
ZAREVED BV (] 21X R — SUAEB IR & RIRIE L B S D) . F7o, MAEH DA
FEOREPRMEEE ChD LRI DN & RIVED R EE L2W T 528030 L%
A2 DO THD,

5345

PT I HUkS foh 7 S B2 5% & UL _E (Antipsychotic drug level above therapeutic) |, PT ks ##
J K FE 1R B LA T (Antipsychotic drug level below therapeutic) | . PT Uk f7 S i B 4
/in (Antipsychotic drug level increased) |, PT I HUk 7 31 FE 5% & (Antipsychotic drug
level therapeutic) | ® L5 7 HUkEr R IE DI EIZEE T2, 260 BT, FErw
(Psychosis) LIS D L DIER DT DIV ENDZ LN B D,

PT DR5 #0975 D S 1% (Psychotic family member) |, PT & 2<34E DU # # (Schizophrenic
relative) | . IO HEEIZRIA DGR BFH THHZETHLHDT,

PT 4 & %) & 7 7 (Toxicity to various agents) | I, LLT [ 4 4 i) 3K (%) % 3K) b 3%
(poisoning by psychodysleptics (hallucinogens)) | Z& il s, RRHIKED /A X%
UL AREM DB DL D IEBIRT: LLT 2b & e,

PTI##)ELH 4 (Drug abuser) | 1%, %)% 3 ELAH (Hallucinogen abuse) (ZB9°% LLT #&te
ThES, FRHZL T LBRERZIIELRWELD LLT 251,

PT3#E¥){k 17 (Drug dependence) | 1%, M%)% A& 17 (Hallucinogen dependence) |® LLT %
BLTNES, R T LR ZRIELRNELD LLT 2b 5T,

PT (& IRICE2-4 5 REHA R 53554 (Maternal drugs affecting foetus) | 1%, LLTIAREE LI
FEFLAE U TR A LI AR T 2895 477 3K (Hallucinogenic agents affecting fetus
or new born via placenta or breast milk) | Z 5 £eiFiLE s | fE VS LB AN DREARR D>
EIMIIARHTHD,

Fit097 (psychosis) DIFERIE720ELTES | Fi#F (psychosis) IZE & L7ev PT (#: PT
IRV 7 1V (Porphyria) |, PTIEEZ (Delirium) 1),

PTI & 88 K [E3 (Schizoid personality disorder) 1), 187, AR MERIR THY,
W OT=0OIZ1T, KA MR E (psychotic disorder) 2365 E SR T IR b7,

K545 (psychosis) 20 MR #h5 PERE S (psychotic disorder) [IZFEWFRE L9208 #4195 C
PN EXIZESFE DO HNDIEIR (7L 2 1F . A% (Anxiety) | 5L (Confusion) | 2k fL 24 5%
(Disorientation) ) 72X
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— 924 (Depression) (K529 (Major depression) ZBx<) B L OV H 2 BIR 92 FA5E
B0 FHREIL, KR (psychosis) Ta<K ThELERDHND,

— PTIK5# iR BEZ (L (Mental status changes) | . PT I ks #f [ 22 89 37 52 & ( Psychiatric
evaluation abnormal) |, PT I 7 YRR A 525 (Neurological examination abnormal) |25
T IERE R R

2.78.3 BREDEMEMRBEREROFRNICETHER
DRI 36 L ORI MERE E (SMQ) JI3MEER 58 AR R 2 2. CD, sffilix 1.5.2.1 2295
ze,

2.78.4 DEMRBIUREHREEREE (SMQ) | 0ZEEEY AN
Dorland’lllustrated Medical Dictionary — Saunders 2003, 30" Edition
American PsychiatricAssociation: Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition, Washington D.C. 1994
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2.79 @M ESE (Pulmonary hypertension) (SMQ) |
(2007 & 9 AIEERVY—X)

2.79.1 BH

o i EAE (PH) (X6 U BT O AT N A R L 92 G BA L B HI DS C ARl 25 &
BETH D,
Jiti i i EAE (PH) OERIR Eo> 4355
—  PBINRE L AE (PAH)
— SRR it if R
— R FR D N T AKEE SR E & D it v I SiE
— B AR S DU N T FERR M BT D T i E
—  ZOfh (Fra =&, IR TEE 22 )
Jii B AR v T E LS VX AR S8 MR A B IR v L (IPAH) 25 A, LARITCIERUFE M i i fL £ (PPH) &
L CHIDAL Tz, FEAIEIBINC . BB AR i i A 3R A ki /B Je ROEIRPEBRtis v > b, PR
JETUERERS KON HIV BRI IR BT 5L 0D,
it e ML SE (X — A I I ENRIE (SPAP) >35mmHg., &5\ 322 i - i IR (mPAP)
>=25mmHG CHfi BRI E A E<=15mmHG, LEHRSND,

2.79.2 AE kR EE

G

— iR E R AR T2 AR (PT)

—  ZOHEBOMBIR AR T R

— MR 72 il g R RE OB AE & U CR BT SR RE I B 45 R
—  BEET DR AR R A R

548

— i U SE O E R @ A LRV EE

— EFRRMAHEBIORTANTI AR 1 ZE U HGE, Frlo PTIZ /& E (Pulmonary
embolism) |, PT I X#R 5% (Chest X-ray abnormal) |, PTTZER} it Z€44:E (Obstetrical
pulmonary embolism) |, PT L& 1% fifi %€ 42 (Post procedural pulmonary embolism) |,
PT (> h 5 —F )L B & (Catheterisation cardiac abnormal) | . PT 7 /L= — L T 1 25
(Cirrhosis alcoholic) |, PTT —f#{kjx 3% %5 (Carbon dioxide abnormal) |, PTI (b ik
% V> (Carbon dioxide decreased) | . PT I8 % PA Z& % fii % /& (Chronic obstructive
pulmonary disease) |, PTI 7 /La— LT 2 (Cirrhosis alcoholic) |, PT HREF M T 22
(Cryptogenic cirrhosis) |, PT [ IBH- 14T 25 (Biliary cirrhosis primary) |, 33X OV PT
M PERFRE 22 (Biliary cirrhosis) |
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2.79.3 BRREOEMERBEREROFRNICETHER
[t o 19 (SMQ) | TR 58 & AR SR 20 2 TV D, abflll 1.5.2.1 223528,

2.79.4 T ELE (SMQ) 10BEE YR
Simonneau G, Galie N, Rubin L et al. Clinical classification of pulmonary arterial hypertension.
J Am Coll Cardiol 2004;43:S5-12.
ESC Guidelines on diagnosis and treatment of pulmonary arterial hypertension. European
Heart Journal (2004) 25, 2243-2278
Barst RJ, McGoon M, Torbicki A et al. Diagnosis and differential assessment of pulmonary
arterial hypertension. J Am Coll Cardiol 2004;43:40S— 47S.
McGoon M, Gutterman D, Steen V et al.Screening, Early Detection, and Diagnosis of
Pulmonary Arterial Hypertension: ACCP Evidence-Based Clinical Practice Guidelines. Chest
2004, 126:14S-34S
Rubin LJ. Executive summary: Diagnosis and management of pulmonary arterial
hypertension: ACCP evidence-based clinical practice guidelines. Chest 2004;126;4S-6S.
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2.80 B Mm% fEE (Renovascular disorders) (SMQ) |
(2010 £ 3 HIERVY—X)

2.80.1 EH
© BEEEIIZROLORE END,
- TTu—AMME R ERASE (Bb 2 <O ONLEBROZE )
—  BEEIROBHMET METE R
- ZERVEBENIRPZE
- BilEOMNUE RS
WIS BB IO REMED DY @ E | ML = ARED EREVITETRILD,
WH . RO ZODFFHRDHIBLD—>LL THND,
—  MESE iR B R A2
— B )
— IR T
TR RN, A BEIROIAETHY , TN KIEERIB L O E I3 NMEER DYETE AR TS
%,
—  KPEBRBEEIT A%, — M E T O B B R A2 I KD 4TS,
- PUIMEBRBEFIIMRIC, /NE IAREIZ IV AET S,
U7 BRI (] a2 L7 ERN)
JENLEALE (1] LN A2
(LFHRIED I T DB RERE T OB ITITIR O DN E Eid,
—  BomEREEE XSG OEE
— TR IVER A A
—  ERTMEREE R
RIS B (XA T YE DD EE O S M EDZENBY il ZO @ EN R EEE L TS,

2.80.2 AE kR EE

@
o

BRI RR 5% - HLT 185 1 8 B 5 s IOV i B 55 1 12V 7§72 9 X Co AR PT T iAe ME0 I i
Jit (Thrombotic microangiopathy) |, [##E5F (necrosis) | & T¢ f7E4 BR< VR ER)

— PR SR B M I L B S AR

—  RRRRER  PTIR MR TR SE R (Haemolytic uraemic syndrome) | 385X OB # 32 FRE .,
%1 : PT I ifn A2 M8 E (Thrombotic microangiopathy) | 33 O8 PT I if ke M ifn /s P
SKBEJ5 (Thrombotic thrombocytopenic purpura) |

— RSO SR HLT TR I A8 PR J KOVl M P55 )12V o 745 aE . PR SESEIC B3 2 GE

—  JRIBORER RN DR ARG, B PTIEERIE LT (Arteriogram renal abnormal) |
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574N
- ERMEZIR Y MR

2.80.3 BRREDOEMERBERROFRNICETHER
[ A P2 (SMIQ) 13tk 36 LOVA M 38 FHFE CRERLS LTS, 5FflNE 1.5.2.1 #5452 L,

2.80.4 IFMEEE (SMQ) 1DBEEEY AR
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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2.81 PEIRA £ (Respiratory failure) (SMQ) |
(2015 £ 3 HIERYY—X)

2.81.1 EH
Il [ 2 1, PR R RE 7 1 RSB R B x| FORE R, OB U iE DB EE L5
RIREMED B DR S IR FEOPEI AR A A BT IRE THD,
T OO REA PR IR EM, EITAA AR TRAET L ARENDRHD) |
— Rt fafn (U A HubEE
— A5y TR FE O (B O OfE R, PaCO2 O EFEZH7259)
— R R7R R R S
— Wi B L OB L PA ZENE R R o> S
—  HRSERE) AT D FE A O B -
— MR T ORI EAe D50 (Bl 20E, T2« U —IEERE, FIE M AE, Ry U XA
)
SR 70 18O IR -
— I R
— MR
—  FERAHBLAL OB B
— SR
- FIF
- FT—E
—  EWER
—  JBRIEDIRT AT, BRI BIRR, I IR FETCICED
Bk
—  BEOBIEBLOHKEN
— BRI AT A
— TR X AR
JREIILL TR E T
— AR SRR O R IEALE
— EFEMTRT
— SWyoarka—)u
— RN

2.81.2 Qg /BRI
(=
— PR e N P A 1 o3 R CHTZAE T DRER 2R DA R NI T2 HGEE & 1)
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— PR AR A BT AR O R Bl 20X, PTIRERAHBL 7 O Eh & (Use of accessory
respiratory muscles) |, PT T&LRZEEMEM (Xyphoid retraction) |

— MR A R BRI B %X PTE AL (Orthopnoea) . PTIAEF:I (Tachypnoea) |

— PR R A BEE S AR AR, B2 PTTEMHGEROAE BT (Continuous  positive airway
pressure) |

— PR AR RRAMGE, BT PT IR L ER 3 faFn 2 225 (Venous oxygen saturation
abnormal) | 23 B 512

— B MRAESE, F 2T PTIHAS, MLiEAS v 55 (Ventilation/perfusion scan abnormal) |

R4k

— MR EOFZREZTRTHGE, Fl2IX PTIY Y2y oo 7EERE (Pickwickian syndrome) |, PT
AR A 0% (Sleep apnoea) |

—  WEOKRA, F2IX PTI—E1{L k5% F 5 (Carbon monoxide poisoning) |

— AL DK PO2 7228 DIEMER D JF K]

2.81.3 REOEMERBEREROFENICETHER
MPER A4 (SMQ) | 1E, B, IO MBHGEZHRA L T\ 5, fFllL 1521 25B 3528,

Z O SMQ OPIHIT A MiE, BEAFD 2k HRPERER | (Acute central respiratory depression)
(SMQ) ] DHFEEY A FRAEZENO HETOBKMFEY X MW T Tz, 7 A M HIz
MENTz PT Offesd « [RERDOT A R ATOILIZA, Btk X PR ) & BEE 3% EP*EVEﬁH%’\
O BRI 2 FHORBTRED [ ) A X | ORESCRERIENTG Mo 72012, RSO KM
DJRF MR 22 RN BT 5 HaE 2 B TBEAF O TRt X MR i (Acute central respiratory
depression) (SMQ)| DA —7%JIF 25400 BRI, W& Lz,

fER, T4 (SMQ) | IZHHO SMQ & L Thig &z,

2.81.4 TR ARL(SMQ) | DBEEE A
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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2.82 [#AIE[ETE (Retinal disorders) (SMQ) |
(2009 £ 3 AIEERVY—X)

2.82.1 EH
HAMGERR | b & 72 BB L OYERE R 570, GG ERILTE R,
A SMQ 1L FRED R RN LMD IO MR F I E R A 2 TTWD,
— IR T
- REXZ
- #HHE

- MR ORA

2.82.2 w5/ BROVEYE
(=
—  PRlgRR
-MERRE YA R 3 ARELIS (BROMEEE S IR) Crretin®a & Te 3~ TO HGE
BT BT 5 I EE
AR B AR R R E (5] : b AR AR ES) I B 95 35
MBI 4 | S 72 B R 2 R 3
—  RIERR
AR B E O 5 R K OVEIR I B2 F 35
 HBMBEREE 75| L 5 B O/ R R M 3
FRob
— ZOMOEEROIG | BRAAERE L THRBICRE A RIZTR/—NAR D0, LT L%
29 01FCTlE7ed . MedDRA [Z{E B FEF 972 FFE DN S QRO FRIC B 375 58
- ERMICEET AR
— MM BE D R

2.82.3 MRRDEMERARFERDOTRNCEETHER
PNEMERR E (SMQ) J 1Ak 57 L IR 56 2 fif . T Do REMIN 1.5.2.1 22 M52,

2.82.4 THEBEE (SMQ) |0BZE RN
The Merck Manual — Online Medical Library
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2.83 [ EIE#R#ESE (Retroperitoneal fibrosis) (SMQ) |
(2006 £ 9 AIEERVY—X)

2.83.1 EH
BRIEFESRHEIE (RPF ;4 —F L RIFEL THAILI COD) T ENARIR B THY 1ZEA L DIER] (68%)
XM THD,
HORELRETDTET AR H D,
—  RBEIC Lo T R o e B REV I 2 B m AN+ 25U
34% D IR FENEIE BN BE+ 2 S RS RE2 5 K
- HA:
AFEAVR mATHIL | BIEEIEEEHR ER T T AT VRR
—  ZOMOREETLHO (GETEN) |
JEREVERI TR, 2T T~ h—T AL

- EMRPRAR):
B NN DR E A SOS L TR
- TOMOBAELTWDIFA:

PSR BN JRAE R, RS, R ICEN RIS O R IE | ALk
PRAIBAE | A8 | 38 K OME OO 1) 2 18 3 5 12 REIBERR ~ D REHER e 0D 1 7 72 AR R )
FERIF— AL LKEEE’?T\ RRRIR 113 e S
— W ERERR T D701 RIS LU DML IR RS W 78 44 B
EATPELER -
— REESE . BOR . N IEEE BRI, BACRIR, RERCD . FEEL LD, TR, RIS X
O F AR PER RS | JEHD E72 13 T B IRFE F OAEIR (R APEBEAT728)

2.83.2 WE/BROVERE
(=

—  PTI#JEERHELE (Retroperitoneal fibrosis) | 38 X O KR EIE"RCOKBHE 22 L fE L T4
U7 Btk a4 HeE

—  ESERIIAHABRE CHHEN S RIS AR AT BRI -2 W4 O
(FEAE TG RR AR

—  PTMAIRE YR (Flank pain) |, D72 WARZERERD— D TH D7D R

—  PTIEH 45 (Abdominal adhesions) | 13815

—  BERE (PTIR &) (Urine output decreased) |725)

— TAMERIZEY, CIOMS-WG Tit, PTIE% (Abdominal pain) | XU PTI T g8
(Abdominal pain lower) | &G I AN DT EZ R TE

U4>
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(239

— RPFOERITEY URWHEE, S5 A TRWEE 2 BINAIER A 38
— BT A e BB A EE (B~ T2 L)

—  RPF OEMRZBEE 35 FHRE (R IEBRE R E)

2.83.3 BREOEMEMRBERROFRNICETHER
(1% BERRRHEIE (SMQ) NIBIBAR R & IR 3R 20 2. CUD, 3RfllE 1.5.2.1 #5352 L,

2.83.4 TEEEHHERE (SMQ) | DB EEEIY X
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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2.84 T8 ERRLERAE~ =4 7 \F— (Rhabdomyolysis/Myopathy) (SMQ) |

2.8

2.8

(2004 ££ 12 A EERVY—2R)

4.1 EH

AT — L, EDPECT DH A LB LR WA D3 S DR R ChHY | iRl ER A 52
DD,

REROAR BURIE 1, B ) D IR # /R B IC K> TAEUDIERERETHY, FININDRSY . FRicrL 7 F
VFF— (CK) RFDMDIGEESE (TN A7 25— JEET R —87RL) JL 7T
=2 VYL JREE, AT e LT ABE O DR EERA~O A, BHDIERITE
BRI HDNI B RORE DB E, B2V a—7 v BIOTRE OREHICEEL
TS, LINLKRERS DAREFITITMEERR L E NIZE AR TR AT 5, ZORKEIL, £ EGEH LN
VI DEEN R E N L AAME . REFERE AL TN R E ORE AL A& HMG-CoA
BT ER  PUS MR IR L DA A T o7 2 HI T a— )L WG - 5D FEDIE
HREDHRBLOEMRE THDH, B EAFIEIL, B TH CREMRL O D, BEE TR
T RIREMEDR SO DO E T~ TH D,

P O IR, S TR BT, TR B L OMME S Fh, S<BIEE | KBR, B el
DORITAECDHZEMMZ D, MR, FEE, 0 2P B X OB AECLZ 8D,

Z OO IR RBFERA I, ARTIGIN, 557 . B2, FEEL, Bl BR, 700 DN IR B E 7213
aA—FADRNE END, BEIZRVGL R MERFIEIZIL, BEBE AR, a0 R—h A MEWGRE,
FEFEME M NERRE . DAIE R L O AR 2N E ED,

REAC T RRIE 2o BRI A SR 5 (I3, 8 7L 7 F o —BHIIN (CK, #7112 CK-MM 233
LI HZENRZ)  IA T ae VR BIOMIEIA 7 2 BN E £, OO R AR
AT RIZIX, M7V T F =0 BT ey F—EBBIOT I N A7 27— BOHMNN G £
NHZEbdD, o ARIN T AMSERB IO EMZE DT AIREMED S5 @ U D AE (GEUHEE A
BEFIZBID)BELDLIEND D, BWIIHARIZE S THREE T,

4.2 a5/ RONEE

PEsk - RERUR BUARIE A 8T — TR D, DV NIRRT BUAIE A/ ST —IC BB DR D2
Wr ks L ORR AT RS L, B2 0E, PTI#53E5E (Muscle necrosis) | (G2I7) 53X O PTIRHIA /1
> Bt (Myoglobin urine present) | (RS )

JES R BUEAE 8 D\ MEIA ST — 2R E LTS F 3R CIa 003, BRSO BRIE /43T
—(CBEI D AR Bl O OWVITERRERTR O PT, 260 HIFE S KO BTRC, ki
e/ IA ST — R IERI DR ESND RTREMER B D, B 21X, PTI5 Y% %5 (Muscle fatigue) |
GEIR) BLOPTIHILF 7L 7 F =441 (Blood creatinine increased) | (FRZ s 5)

BRI RLARIE S DV NIIA T — I LRI IR DT80 | 3 MBI R AN DENIRVIT Sy
SN Ta—T 47 SN TORNIEEBET RETHD, 20 SMQ T+ 07 AR 5720

SM
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(2, TN —= A MRS JOMOIA/F —[ZBAE L 22O WIC B2 55 (77778 . 7l A
55 I VRR L B RS L R AT i AERR O R D\ NIRERUT BURIEH DV MIIA ST
—ICAIRBE DB D B LS O RS (F AR L2 US55, CK HOWIMOFf AEEED
BN ARV 2w AE, 5 GR) 2885,

LD ) —DREZ O DT | TN TORURHMARIEDH DV NIIA S F —ICFHE T 2 FRITE
FITRUN, BT, HLT TS | O FALO PT IZIXE EN TR0 O0RH D,

A SMQ (ZBIL T, BRAMEHEIIRFIZED HAL TR,

¥ :MedDRA DL — L2 &0 | LLT TEEBCH iR iE 12 L 5 B A 42 (Rhabdomyolysis-induced renal
failure) 1% PTI2WER A4 (Acute kidney injury) ] FALOD LLT IZALEAH T HIL TS, iE- T,
LLT M A% A iFE |2 L A A~ 4 (Rhabdomyolysis-induced renal failure) | 138kts /6 52 o sck 52 1)
FEICRZ BN, V795 PTIAMEB A4 (Acute kidney injury) | 2N AR 2R FFE CTH D20, T
R HFEIZE ENLTVD,

2.84.3 BFEDEMLIRFHREFRO TR T HER
PRRRR ARSI F — (SMQ) NI BRI SR LI SR 2 2 TV D, FEAllIE 1.5.2.1 2245
z&,

2.84.4 THERUBRRIE /XA /T — (SMQ) | DB EBEEII AR
Basic requirements for the use of terms for reporting adverse drug reactions (1V).
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 FIM. 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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2.85 (&[5 [EE (Scleral disorders) (SMQ) |
(2010 £ 3 HIEERDY—X)

2.85.1 EH
. R
— R, B, BHEMEOIRORGESNE
—  KE AT —7 TS CND,
—  MRRSFAOREE A BRI T,
— EXFX0.3mm~# 0.6 mm XX NH D,
— A GTT) BLOEAREN (1 77) L L TV D,
—  BEaR-RENR OB GG REE
—  PIARRRED R ANE AR (P2 BRI LD 2T — 7 L TR TR T 2 Bl T 5,
—  BERERENREARR TR R 1 OV LT U CRERIKIZET D,
st
—  RITEBIRBEAN 2 1 0 SRR R
- REAEOIMEE T T,
SRS 5 D 35 L OYE AR
- R
—  RMIZEDEEA
—  HRERZEAL
- £t
- Ik
- FER
- R
- &M
- HIRER
SRR A U HE
~  HaRE
- —IRORE G HARRRE E TAELD (B B RIE, =T — A X VB AEREREE)
CIEERETAE R D UWIT M HEA B I TERIRA D BE L AT ZEN DD,
— R
FLIRHIWIHOIRE R OEREILENAETD (B Je RIERRPNFE)
RO G FIITRIEOEFS LUIRIERITELL GG H D,
- JRUME
YEIRUIZTRIEN ~D 7 R EDZE T IV AE LD,
SEEIIENK FRIOEEOUR (7 RO HE) 208,
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TR R RN T I AR IR ISR 2 £ 2 e 3D,
— kiR
-5 EA 7D A B E 3D D5 A RO IR RPERAE
- 1T 20~30 ik RO BF AL OB X B ED 3 5 ThD,
K330 1 O BEIZBIER A (B BRAEIREL COMES, 7he — A, e, FI3BIER
PEARE R B0 8) RO HID,
HERS LOVEAR EL T, FAR, BEE DRI APk, FiREETE M7 0385,
SEE | FBIERER THD (1~2 M),
- RIER
MR, 27— OdE, BLOMEVET I
SEAE, G FIXRFTOIMEIC VAL ER B D,
- FPEROS Ltz 2 < —RIT 40~50 fRIZAEL D,
SEFID 3 530 1 CTHEAPEIZETD,
IR | AREROD R | B R T  BREDIRE B3
SEFID 3530 1 TR EITT RUBER DA RO ONLIENH D,
PAZEMEMAE RIL TR AR BRETRT,
SRESEE LB LN ELLZENH D,
—  ZRLPETREER AL
-FRIEESE (RIEZFEDIRY)
AEFEBIS R B D~ T BB ORI D OIS,

- fEFANE
60 7% 2L L TROOND,

% 2~3 mm D/hS7e, FTE O3 O PR SIS L 5 B ORI I AT,
SERPETHY, B OHEZEDR,

2.85.2 A5 ERHVHETE
4
—  FRRAYZR TR E BT 5 M AR (5] PT TR B LIE (Scleromalacia) |)
— MR REEICAREMN e MERS X OERICE T 5 HEE (F: PT 3R 4 & (Scleral

discolouration) |)

— LR IR 5 HEE (15 PTT L3RI 72 1. (Episcleral hyperaemia) |)
—  DRIRREE (B T AR AR LI B35 FHEE (PT 5@ A #4 ¥ 5 (Biopsy sclera abnormal) J)
— PRI REE DAL E (SRS A EE (PT TSR P kit (Scleral buckling surgery) 1)
IF48
—  ERMEEZTRT MR
— R EOIEF R EBEB I OER DS | tOIREEEIGE T D RO HLHE DI

o
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T LM (CHo FEEITRIO SMQ IZa & SD) 5 PTIHE 715 (Visual impairment) |
—  BRIEIEEOADHE ChHARAEICRE 5 HEE (B kN, 7 ROk %)
— YR FEE (B LLT MM B2k ik Z% (Syphilitic episcleritis) 113 PTIHgEE RIS (Eye
infection syphilitic) |(ZV> 7L T5, )
—  FEBRERY M HEE () PT 58544 (Biopsy sclera) |)

2.85.3 BREDOEMERBERROFRNICETHER
(BRI (SMQ) |IX BRI R AFED I CHERR S CUND, Z D728 | BRI 52 & iR 2R 13 R U Ak
BART, SEIE 1.5.2.1 B B452L,

2.85.4 [3AEEE (SMQ) | ODBEERI RN
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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2.86 NEfEE EEIYER (Severe cutaneous adverse reactions) (SMQ) |
(2005 4 4 AIEERVY—X)

2.86.1 E:H
K SMQ 1L, HAFERIETHHZEN L, BEIE CTRIZEMEE )T B8 NER 2R &3 57D 125
I,

HE 7 G RI1E T (SCARSs; Severe cutaneous adverse reactions) |% F itz &6,

%ﬁ?fﬂiﬁf (EM;Erythema Multiforme)

- SRLBEIT ., BP9 5 B R A Z R e T2 2R B THY | KO
6&%{#9;2:75>%b\0

—  BREYZRR I IAE R D LR RE L Td, RO IRIRD | e o7 @aFn =S OB Ak
D K BFAET DT EN L, JAFD K EDOZ U Th D,

— BB BRI EHIERDFEDOONDL LD D,

AT —T ARV ar ) AR (SIS; Stevens Johnson syndrome)

— ATA—T VR Ta YV ARBERIL BRI O LR E L TDD, DV MNEER K RIBER O AL
BEVEBED D D TN FH O B IR A % R B L, EE ORI OOAZ 1D,

— ATHA—T RV ARG, KR EEOR K 10%IZ X SEECLAN G END, &
HIERIT, ZABRLVLEHTHS,

hE R S SE R RE (TEN; Toxic Epidermal Necrolysis, 71 T /VIEERELH EIZALD)

— PR A MAE X KRR IR 10% %X 5 b R EAE & 3% R B PED SR R 7 AL BE
PESEIR A RS L BRI T 5,

— LB DWITERBEE D/ NREL RO BNHZENEL KIEE IS A LEDR VAR D

Do
- F%ﬁl@*ﬁﬂ%@%h# BOLNLTLENL W, BRHIERITEFE EEL THY, @B BRI, K
&

L ERERIE N & 42 E’fﬂ(%ﬁ%‘?%ﬁﬁ(DRESS JiEf7#¥;Drug Reaction with Eosinophilia and

Systemic Symptons)

(DRESS JEMRHEI, £z FRREREEINE B ER A IS | L TR TSRS TV H I LTk

B152L,)

— DRESS JEBEHEO RS TIAHIFI TS | FEEN, Vo ~EEMIR, MR E | R THY, Bk, i,
D, ET TR O IR E Th D,

—  ZOARAET R ONDFHEIN 722 ML 58 5 VAT MR B INE | 1/ MROBAE | 38 K OFEER Y > )
£¥i§ﬂﬂfﬂ?“@&>éo

—  JEROFIEITEIME T, LIXUIZ I B AATE 2-6 IR AT D,

LEPLFE I ISP IEE (AGEP; Acute Generalised Exanthematous Pustulosis)
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— AGEP %, F#IEMALEENTE 50lZd b . ZEFRIE N B MR O FZE I > TR DT B
Frp AT B Th D,

— B, AR BRI 3R AN AL, 1A IR 1~2 SEE T A RICEE
T2,

— Gl B RRY M A i ERER OIS EE T D,

—  FEL RO L EEFE BT 503, BEEICHBL T 228055,

TNHDIERIT, tx I RIEV RIS | KIEREDS | ETIREAREE D ATREME DS DD B
JEDORBERHEET D,

2.86.2 BE BRIV EHE
o /ﬂ 2
— B oSO (EM, SIS, TEN, DRESS BL U AGEP) /R 2 HFEN & £ C
W5,
— RIS IO E(EM, SIS, TEN, DRESS BXEUN AGEP) TN EN Ol LIS
FNDLMAEJERE RS MedDRA @ PT 3@ &S,

b

IZ248

—  EREBOBESDOTIER TH-Th, EM, SIS, TEN, DRESS XU AGEP O ki
28 EN TR W D DUOITEIRD MedDRA @ PT 1L, BRI S CD, BIZIE, PTHES
IR B2 & %% (Dermatitis herpetiformis) |, PT 144 K% 3 i 14 /4 2 1B (Keratolysis exfoliativa
acquired) |

- B0 JEFRRN BETHHLIED LW EE KIS (B F292) XA S TD, BlxIE,
PT Y% (Ulcer) |, PTI B2 )i i %35 (Vascular skin disorder) |

2.86.3 REOEMERBREROFHNICETHER
MEE R ERIER (SMQ) 13t 58 & IR SR 2 2. CD, RfE 1.5.2.1 #2452k,

2.86.4 THEERERIEA (SMQ) |OSEEEY AL
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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2.87 T 3% (Shock) (SMQ) |
(2006 ££ 9 HIERVU—X)

2.87.1 BH

BEE O AVEO MATENRE RS LU E OIRIETHY | FEER RN E M OMERHC BB/ E O

FER A T O HEFF CEARNWZEN RS TH D,

B PR HEATE -

— CEEEMRMIEOM T, SN, SRR, R RS Z U Om Z | Rk IEO &2 b, Z IR,
L E (B IS TIEZROWATNTWERD HALD) | 2R (GHE 3 JORIEI £ D7) | &
HI A P SR OBIEIC B S D HBOK T

—  FEORERITHERAREERIE THY  ZLOBE T R — AR Abid

PEER MM B M 7O FMES 2y 7 O EERIE R

— ARME. B B, . TT ) — B 99<EIENR, Z IR RETREEEL, IR OIS
PEEIIRE

JMAEM: S =7 DERRIER :

—  ESERBIUEEN RS EEIS SOV, B AR M, O S0

— IRRICARICDSE . BUENE S 2> 71%, FEBR MR SIS OV R 2y Z1ICFE# LT
B R =~ T

Tavy OFEE:

—  JEER MR
“HolbZRHOILD,
- MR ORI (i a>7) F213MED B OWRD OV HER TH D,
« FEFNVEDE BR i Sl D M 2o 718, A M &~ DBEE I AEHZB L TR RD | fife

MIEAEFRTHOLEITE 2720,

- SMEE:
FEAEDSE | MMM IR S DRRIR S — 2R EE T,
— DR
A RNIRR T ELTOLARENFIETHY, 72O TR THD (B LI EZE, B
FEZ2E)
- DHEBERE T OB MR O ME Y| SKER A0 72 K R BIRE M B T DR TH 5,
— M gE
PN IS VE B W73 B -2 B R YL R D 2 SOG DR IE T D,
— AR

AVEO BRI AR T 2 i R A Rk 2 5 S,
RREE S 2y 7 OFEIN R G, KRR, TR G, S TR R F BREE, LT
AL 2 55
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- T4 TF—E
- S I EE D PRI BUE D e R
JSEAEER DR BPUR (R= V7 E DK Z G Te) ~OIRFEIZLDMEFE, 0%, 720
TN A2 7> IR 85 18 2 D 1L T oD FE 3
T FT4TFR KR ay 73, EROBRGIEU T OB T T4 TF L —ROR L E R
Do
—  RiAErE
L DG RN ERFERIF OB AL A L (T2 TR B HUBE R R K L0 (2 kDA
G172 IR N RA CTh D,
- TR R E BRIV THERDBND,

2.87.2 A& /BROVEYE
HE
— P RWER AR T WREM OB B ay B & Ted ~To PT
TN
s N AT HEE
- MEJR (anuria) 22 Te FH
(K (hypoperfusion) Z& ¢ e JAFE
Rt
—  TayZOFRBIFNIRIEL TOHIRRE (LRI, iz 2Rt d)
-  LEROWEREBIC— LRV HEE
— ERIavIBIOIMEMTav O HEE
— MTLBHERARICELL DO TRV B BN 22 R T HEE T, HEVITH RIS S
ZHIDHOITF A& L TERS
—  FpEMEE RSHER (BRI ZR72E)
c—EIE, 72— X T TANEROLE 2 —#%1ZBRIM
— B PEOREZ R T HER IR RIS L TERSL

b

ZD SMQ D7 =— AN TAMERD T 4—R /307 DL E 2—75 2006 4F 5 A IZBESI7- CIOMS-WG
DHETEMBSINTZ, 74—K 7T KOO HEEOBIMAERESILTEY, WG 1ZZ DN D7
AHZRLOTHLEAE L, RS —FlIz T a0 AR 4 (Acute cardiac failure) | 238573,
CIOMS-WG [ZZD IO 725k % Fe i T DBRZITHAM D SMQ THL N LA4 (SMQ) J &2+ 5Z8%
FIRAECHELE 5L U, £7-. [Hi (Haemorrhage) | <0172 5=~ 4= (Left ventricular failure) J (2R84
B HFETBINT DIITHPHN AT EHEENT-, 1o T, FIRE T IO U B e 22 i+ 5120,
BEAFOBEMO N M (SMQ) |OFIHEBE T XETHLH LS,
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VT F T4 —IC IR T S SMQ 1L obd, [TF745% L —KIE (SMQ) | [ 7F715% s —
ST F T 45% L — kS av 2 REE (SMQ) | ([Tav 7 (SMQ) JDOL-L 2 D7 SMQ) Thd, 20
T o0 SMQ DE TR HSTWD, [T F745% L — /T F747% > —kLay 7k (SMQ) |
IV EERT 7475 —DFRBL, NETavZIZ BRI DIRRF)THY, BB D L5 E
FETROBDITIIZORRIEID 720, [7F745% L —RIE (SMQ) Jidsay 74k PTI 1
L #OE (Type | hypersensitivity) | D257 HiE%E & Te LV IAHIPH TH D,

2.87.3 PEEEE
T, oD E SMQ(L-L 1) Dvay7 (SMQ) | EARDDYT SMQ (UL 2) bbb REfE %
> SMQ Th 5,
K7 SMQ IZi%, P E IR HEED & D,
JRIE D FFEIE, S 20H 7 SMQ TR TUICBL TRIL TH D, %7 SMQ (ZF%ESII= Bk
FEITERD,

NEVA
(20000066)
[
[ [ [ [ [ |

YAy BREOWER || —k RO || iRt | | - || 7r7aeode— || ik
HDONTDIROREE [ | Toh, vavZB| | oqumipie MAEPES = ST I47% OS5
(MLAF—K K 7ok JERRE VoINS — kT av ZIREE D TREIR
ZEr<)

(20000067) (20000068) (20000069) (20000070) (20000071) (20000072)

X 2-22 TavZ (SMQ) OFEEREE

£ :CIOMS-WG (EDH T SMQ DA MEAREKIDLFMNE, TridEi s,

CIOMS-WG & AE

SMQ L/ FEEHEIR TayZHERERETMER (MY —F F TR (SMQ)

SMQ Mk¥—FK K R7Uk My —F F BTN vayZ8BER (SMQ)

SMQ JEBRIfiL & B FEIR TEER LK B 2y Z7ER (SMQ)

SMQ # M/ BRIAE HERE R =/ RUEME Y 2y ZEER (SMQ)

SMQ TF745%Y—/TFI4FF—RFER | TFHI4T7%Y—/TF745% > — L ay7ER (SMQ)

SMQ ZDMDT ay ZER K MBS SO RS a v ZHER (SMQ) IZARE R

# 2-8 Tav7(SMQ)IZBT% CIOMS-WG XEL SMQ F3|EDEFRE

2.87.4 BREBEOEMERBEFROFTRNCETHER
[Ty (SMQ) JFEs SOV 3R e RO iE o SMQ Th o, B A FF>Z L LISk

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)
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(3. 20 SMQ ORI FHITPRIFS I ORI 56 5 CHE BR S AU JE M 15 22 Fr 7720y SMQ ORI FIEALL
TV%(1.5.21 2H), EZBEED SMQ OFITIZ TALMEED SMQ D FEAHE &I 5ZL TEM T
E)o

2.87.5 [vay7(SMQ) |0BEERY AR
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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2.88 TEMSIVHHATHORBHEY

(Skin neoplasms, malignant and unspecified) (SMQ) |

(2009 ££ 3 HIEERVU—X)
2.88.1 E;H
« K SMQ %, FJEICEE T AT R TCOEAB IO ARHOEE 2522 HR9E L THR%E
i,

A SMQ IZREE I BhE S 24 X TOEMB L OGEM A OB EM B L O FilawE 75,

VIR B BE DI R (B RF (2 RF5EHY)
PR B B OB Tl (BH I HRr 54 RY)
VIR BBIEOZME (B IR 2E9)

2.88.2 Qg kR ErE

@

o

TRLICBE 5 MG
TEMR B BEE O AR (B IR #4AY)
< MR BB O TR B (R (TR AY)
SEMR B EREOTZWNE (FE ISR 28Y)
MR LOGEM R OF AEMIZBI T 5 HEE CHREIZEEIZE KL T0DH0
TRLE G TN JOGEMIAS B o B2 JE B AR )\ < B3 2 A RE
- RBIZ B9 HEE
AL B9 5 R
BRI BT A AR
SEE~ — A — (D AGE
- B9 D5 I L OVEIRICBE 2 FEE
PEEXFLISEO R ECBEE T 5B 2 OO HEE

54

FZ T\ BB O 72\ M 3 L OGEM R B OB A= 2 B~ 2 R

L DMREE SAV e W EEMEIR R BEE 3 DT PR32 HGE

LR E SAVe W EMEER RIS R E T A 2 kI B35 58

LD E SR\ WS~ — I — 2B 35 AR

TE B B S A

B2 & ~DRB I B35 R

PTI R it (Skin operation) |, ZAUEHEMEZ BRI RF B 15 R FH Tl 28 (FRED
HEZH),
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[ N—Ta 14.0 1IZBWT, o0 LW SMQ 23 MM L UREM RO K& #H A (SMQ) |
[Nz BT, 22— — XD O FL SEF] B BRI OFEMB R OF £ DG/
FER, E7TmHE 2 AT %‘ﬁki@aﬂfﬁﬂ? HOFEMDEGSEF R TE DRI
277,

IR IR R R S B2 5 A2, PT TR RS 467 (Skin operation) | 2B CE52 L%,

T AL SRR B S 7R TR B Fs‘éa_ﬂ“éf‘ﬁ‘% FEPEPR B B T DVE R T h MR BRI Ba

TABWHE | A MBRT AT PEZR R (SMQ) | DT 7 SMQ T HZENLEELY,
2.88.3 BE#EE

MR X OREIARIA O B g

HEY (SMQ)

(20000173)
|
| |
MR S (SMQ) FEAAREA O B fEEE: (SMQ)
(20000204) (20000205)

X 2-23 EMEBIUHEMAAHAOREHEY (SMQ) DSBS

2.88.4 REBEOFEMERBRERDOTFRNCETHER
MEMEB LOGE AR B O B & HT £ (SMQ) 1138t 58 & IR 3R 20 2. C)D, 7EflX 1.5.2.1 %%
fdanzL,

2.88.5 NEMBIUFHMAADOKREHEY (SMQ) | DBEEEY AL
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995

European Group on Tumour Markers (EGTM). http://www.egtm.eu
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2.89 £ 81T 5<b,—7F X (Systemic lupus erythematosus) (SMQ) |
(2006 £ 3 AIEERYY—X)

2.89.1 EH
o SESFRTREE TR 4 Ofifign R EE KT TIRBMERIENE B C R
T AN G HRIVEY N BT T 22 A — R =7 A )L Z(EBV) 72 & DB BEK - & &
MBS EOF AAERAD, PR (FEIZ DNA) | M E SRS DL MERFUR ISR 95 B S btk
DEREHE, ZNDRETHHEEE
— BED 30~60% T, A DNA BLOSMm ARVARTFRIZHHTHHEN R EL
— =T REFBEER A LAV UHUR, BR UM R OB E S SE TR BT
P IRE AL HEELD TR
—  HHRIEHERICED N TOREEEIROILE
AN H )T~ h—F A (SLE) DFHDIERSCBEAFEOREIR O AL 275 R D v REME
—  FEHFIME SLE O HDEFUT B g2
—  FEHIWE SLE 2B AHHUADIZL AL IZE AR AT AH A THY . FhUZ —AH DNA T
PR IAEFIREN
ERARIER T, BEEE SR BBV TEER
—  BEIERBRCRIR, RERED B, TR, BIER . R
— IR
<SS BHBIEIRIE, BER OBEATBE (B 2 14)
BRI, ZEE0. M, d0 OB FIARCIR I 28 L BRIK B i 22
« FEOAIE AR : 22 OFE O R EITIREIITELOBLIRIF A
T B RERER : BETRAE TV PRALBE , REIEHRZS | 4REE, A
- FE. FBROZRMEREEK (BE D 90%)
R 10% CRIZATE
—  BRITEERFEBENR
CAEEEIEDOZ LB H D
CAIREMEDOHDERATER T, B AR, OVFA MMM R BRI 28 . WR 228 (IR . BRIR
PRIIAE) . LT MG L7 F = H#E0
CELEB IO 7 m—BREERE R R RO ®YRY) 2 H B0 [ HerE
—  PHRARSRIE R
HEIE . CADA L RERRE SR EMEIME R . AR 1L
- 158 PAZEIC LD 25 R 7o 13— PR R i P R A
—  ZOMORER, A OHE
UM DS DB BRHENE (V7 =y o 2 R) DRSS A
il : B A RS LD 2R B
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<M L, L ERISAIE | P L i R D E
AL R D R, R
MR REBRREMRRE | R SRR S MRS AE 2% | HRAhiE 2%

2.89.2 H& /BRAVEYE

aE

—  SLE OERITHEE T DG GEIR, 1805, BRARR AR A5 Te)

—  HAGE GEIRMZE “lup-,” “erythemato-,” “SLE-,” “LE-"

—  HLTT=) 7 ~h—F AL OO BIEE 4
*ZD HLT D7 FA~V =B LA HY—IZFTEL T\ PT 13, AL PTIVARARFE
Z54iE (Lupoid hepatic cirrhosis) | Z)C, X Ta2a4E

—  Ur~F%4£: (American College of Rheumatology: ACR) D2k f: 1% #4180 78, JHED
Bz | Bt ., BlEERE

—  PTIHUEEPUARYE (Antinuclear antibody positive) | i, 7 =— X 11 7 ARgD WG ORatad
ST, PRIR R el s

R4k

—  PTOVRARIFEEZE (Lupoid hepatic cirrhosis) | (B /L— 7 ZAREETIH) . PTIILIMER
Jk /e (Pancytopenia) | PT.[x# > 7K} —F (Cardiac tamponade) |, PT I & 4 f@ {55
(Nasal septum ulceration) |, PT T £7&5% (Nasal ulcer) |, PTI 0 /E{&% (Lip ulceration) |,
PTI& 1M (Anaemia) |, PTTBEiH (Arthralgia) | . PTIBAiY ™~ (Rheumatoid arthritis) |,
PTIHiEJE (Alopecia) |, PTIHEL (Pyrexia) |, 77— L AR5 55

2.89.3 T/VHYR A
NoDHTA)—% FREDIINTEFRL:

A7) — £k FREDEH (V=AT)

A Bedm 3R N/A

et

HNYTE S

B

LS

B IRE

Foffet e

IT|IOQ(Mm(mM[[O|]O |

kT

W WINPT W|IW[IN]| P

| 0P fE

# 29 25 F<hb—F X (SMQ) DHTIY—
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SRS FHRE D INEAE" S AT M IRERE VR S AL, FREOE A LN ODOFEA| O 525215 T\hD
BEICBITALIBNT- SLE ORBOMRICEGRT 5,

THAIYZLE, FRED k0L
JEBIRA GRS WD PT ZATE DN TV —I2Eo T IN—T" 51535, —2DH T —N
TOBED PTIX 1L BIOHDT N D,
AFEBBEL QDA TV —Z B AR E U INE A" (1 - iR 2 SR B L O e
1% 3)&ZFLC, ATV —2EEEFT D,
ZOEFD 6 L0HREWGA | ZOREFIH ST SLE B OGS ThHHEARTIEERET D,
Bz X, MR () | #afEfESE (3) . BLUEREE (1) OA 72V —I2HD PT 2 T DIEHIHRE 13,
SLE ORI ZRDIEFIHE L THET 5 (3+3+1=7),

2.89.4 RBEDOEMLBBFRERDOTRNETHER
(L )7~ h—7 A (SMQ) NI SR E KM R 2R 220Nz, TV L2435 SMQ
Thd, TNIVALNTIRIERRAFEOR 4 O BT IV —TOMBEDETHY, BLOHDIEREFFE
FTROZEDREEN DD, TATAVANIRRZEOLIEL T FEROIORFIRTH A TED,
NS — R RETD SMQ DRI,/ JRIR 3R Tl T DIEF 2 Mk 5 (1.5.2.1 Z )
FRBEHDIWEREL T — Y7 T 2 BRERSHIIER 28] 3572027 LTV A LIZED
KB W E TS Do MERFERDDIRVEBIDOGEITT VTV R LA~ =27 VLB T
HEHTED, [BH T T =T A(SMQ) |OT /VAYZXLL A or T2V —7 A DEF
D6 A D55 ThD, 7/VIAVRALTESIIIEFITIARN L TH T2 L3 TES,

2.89.5 2HHT)T7T<b—TZ(SMQ) |DZEZEHR AR
Guidelines for referral and management of systemic lupus erythematosus in adults. American
College of Rheumatology Ad Hoc Committee on Systemic Lupus Erythematosus Guidelines.
Arthritis Rheum 1999;42:1785-96.
Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr. LM,
McPhee SJ, Papadakis MA, editors. Current medical diagnosis and treatment. 43" ed.
New York: McGraw-Hill Companies, Inc.; 2004. Available via intranet at STAT!Ref Online
Medical Database. Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).
Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper DL,
Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors. Harrison’s principles of
internal medicine. 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. Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs 2004;23:111-5.
CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for
their Use”, pp 19 — 20, 1999.

The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999

“Harrison’s Principles of Internal Medicine”, 14th edition, pp 1874 — 1880, 1998
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2.90 TEkEH LUVRE[EE (Taste and smell disorders) (SMQ) |

(2006 ££ 3 HIEERVU—X)
2.90.1 E;H
BB IR EEO RN IL, BHEE, 2BIU0E SR E, OEEEARR ., BEENERERY
Thb,

B N N
R RO A D I
LSRRI

— BisilEsE

—  FSiESE

BB LOER:

— BRTE % = BRI A

R R =IO R LIRS

— BREIRGR =R ORI T A R G
— EBE =10 K

— WERGR=IRIE ORI T A G
- SR = OB R R

2.90.2 A ERAVHETE
(=

— fEm (PTIBRFIEOR (Hypogeusia) J72E) | F2EE (PTHER T (Anosmia) 172L) | [EEOMEE
(PTIHL R SERR (Parosmia) | 72 &) 12 BAFRZRS, BRTE F 71 3L T 5 5 |2 B3 2 FHGE

—  KRPEOMFIEEE S D MR

—  ZOMEOEREEORRATEmIZ B 95 HEE (PT MR T AL ¥ 5 (Olfactory test abnormal) |
72E)

—  HLTTRRFEE | B LT HLTTRTEAFREEE |12 7T <) —B L ZV—THTEL T\
PT & 1ot D7 Th SMQ (ZAi7=,

—  HLTHmREFEE 12V 2745 >0 PT(PTI 4B (Hallucination, gustatory) | 35T PTI4INR
(Hallucination, olfactory) ) Z &4 L7=,

— ‘taste,” “tasti-,” “geus-,” “smell,” “gustat-,” “-osmia,” “olfact-"D R A & Lo FHFH

Bt

— K SMQ DHIFHIXIRHATNDHT2D , BEYRIIZERINLTZH D120,

o

HARET —HR—ATOT7=2—X | TANMIEWT, EYORRRE B LR OIEFLECHGE T2
—T TSN, NEHEE B OHE LIRS O E R IEOH S L &5 8 357 0121%
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BRIV E 2 — NN ETH B,

=g 121 TRERITIEEB R FED A TSN T2 MR B L OWR R fEE (SMQ) 11T
el i SR FRED A TR T DI iE IES T,

2.90.3 BREOEMERBERROFRNICETHER
M 3 L O [EE (SMQ) ) 133k 52 FHEED L CREEL AL TUNA, ST Bl 58 L IS b 5%
TIZRIUE RN EOLND, 5E5MIE 1.5.2.1 #2352 L,

2.90.4 MRFBIUREEE (SMQ) |0BZEEY AR
The Merck Manual, 17" ed., 1999, p 687
Harrison’s Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175
Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the senses of
taste and smell: a review. J Hypertens21: 1805 —-1813
Dorland’s Medical Dictionary, 28" ed., 2001
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2.91 TREEHIUHHMESE (Tendinopathies and ligament disorders) (SMQ) |
(2015 ££ 3 A EEXYY—X)

2.91.1 EH
PR PE e S s O B 1, RS0 IR L OB B T I LB o D s L 22 AR e
TERTIE, TR | FET LTI & | EFEITAL TV,
ZISE
—  REEREN, EEREEREEE 6N TND
—  BRVIRLOBISR AR N ERFHEBE LB LN TND
—  KEE~OEYOREERELHITHN TS
—  ASRREAFRFEA~OHMHIR R LT TWD
b RIS EEZT B O, UL F & T
— B EAERS L O EEA R IR
— Ol ZOGMIME
—
- TXLA
—  BIEE () b
T B 55 JS L O B D VA BRI IRD X7 IR SMVRIPED i D BRI A5 A TUD,
— Bl (AR —UTEE), fRo 7o — =07 ST)
- BANL—= TR SBR
- RBEZHFITER
- Y
FRCT A aX ar RPUERE
RGBTSR, VT a AT aA RIER B I OARY T EO B RIB STV D
— R RER S QOB I ELE IR
— BEEZ TSI OO ETE
— HOZbIEY, RFTOER . R X ONEE O B v Bk ORI b BlE S A Z LB D,
ey WaRrs
- TIHPAX
— RS
- RERT
- Br=EFE
— B AR
— BB TIRE
- FAEER

SMQ F313#E MedDRA RA—Y = 181K 201549 H (JMO)

234



Introductory Guide for Standardised MedDRA Queries (SMQ)

2.91.2 H& /BRAVEYE

ey

— B IO OREE R HEE (B2, PTIEEE (Ligament disorder) |, PT#EU#5KT
%! (Ligament rupture) |, PT ¥ ZE (Tendon rupture) |, PT 7% (Tendonitis) )

—  BEEIIE OREEICE T IR EIEO HEE (B 21X, PTIHEIA F4f7 (Ligament operation) |,
PT & #4E (Tendon graft) | . PTIHIEEMT (Tenolysis) 1)

— MEEZIISHEOEFICE T OMmAM R R LEET D MEE (FI 2T, PTIHA AR R
(Biopsy ligament abnormal) |, PT A4 %% (Biopsy tendon abnormal) |)

—  MEEITEE OB EICR A O IR ERICBIE T A R (B2 X, PTH (Ligament
pain) |, PTTJiE&# (Tendon pain) |)

—  ERVEREREE £ R IR E IR T D HIEE

— =T OWRRERICE T D MEE

— YRR R 7 (3 RV R 12 B 92 IR (1203 PT N e MR 7€ (Infective
tenosynovitis) J)

— RN IRE ER (B2 13, PTIYEN (Pain) |, PTIERR (Swelling) J) 134312l /A R ) %
oAl RetEn s

2.91.3 REBEOEMERBEROTFRNCETHER
Mg 5 ds L OMHAT R (SMQ) J 1, Ik L OVAIRO MR FFEZ > QD affliL 1.5.2.1 25
5L,

2.91.4 TREERLICEHESE (SMQ) | 02EZEE RN
Riley, G. Tendinopathy — from basic science to treatment.
http://www.medscape.org/viewarticle/569113
Abate M, Silbernagel KG, Siljeholm C, Di lorio A, De Amicis D, Salini V, Werner S, Paganelli R.
Pathogenesis of tendinopathies: inflammation or degeneration? Arthritis Res Ther 2009;
11(3): 235
Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology and
preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258
Marie I, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French
Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study on ninety-six
spontaneous reports in the period 1990-2005 and review of the literature. Arthritis Rheum.
2008 Mar 15;59(3):367 — 37
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2.92 [ m+etEEERAR 2% (Thrombophlebitis) (SMQ) ]
(2007 & 9 AIEERVY—X)

2.92.1 EH
ke MFAR2 (Thrombophlebitis) 1%, MAR % (MARNE) ZE - 7= F RO SE (FARS) THDH (ZOE
FlIR =T FDOXFLE R FEIICHE D),

2.92.2 &/ BRAEYRE
aE
R 36 LOFRIRD SE I B35 I 3H
- AR FE R A5 PR IR SR 3RS T2,
- MARTE A2 A 070\ O R R IR 8k 28 A RE L 375,
- THAGE
- AR FE R A5 PRI IR SR 3RS T2,
- MARTE A2 A 070\ O R RE IR Bk 28 A RE L 375,
— BREHBROZROBDEEFRRED AGE
- AR FE R A5 PR IR SR 3RS T2,
- MARTE A2 A 070\ O R R IR Bk 2R A RE L 375,
BRoN
—  fEBRK -0 FEE (B B AN YA LT A R )
—  BRAEREREEDRWVERARRAEDHEE (T bbb BARMRAE H 4 | £72ENER (normal) 172
FRAAESL)
— BERFERTELDI AR D3G50 PTIREZ (Haemorrhoids) |

— P BIE BRI F A O A SE (thrombosis) O FZEIC DWW TOE AL TOEd,

7 Az PEEEIRZE (Thrombophlebitis) D 423% X HEEZ 2 7572012, A SMQ & T2 B I ONMAE (S
MQ) | & BT DMELD DD FALIRV Y,

2.92.3 RRDEMERARFERDOTRNCEETHER
FifnARTEEFARZE (SMQ) NBEARSR &R 58 2 (i A T D, 5EATNE 1.6.2.1 229528,

2.92.4 TI¥HEFEARK (SMQ) 1DSEBEEY AR
Dorland’lllustrated Medical Dictionary William Alexander Newman Dorland, 30" Edition,

June 2003, Saunders, as Elsevier imprint
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2.93 TR IFBEERES (Thyroid dysfunction) (SMQ) ]
(2009 £ 3 AIEERVY—X)

2.93.1 EH
FEIR IR RE R 55 1 FOIR IR RE OIS F 72130 TS L THINL D,
HOR IR B AR PRI R RIRA LB RZIETH D,
—  JFURE IR IR AR TE X R IRE B AL O TH D, HFUIRARHFILA L (TSH) 230
T2,
b — AR B AR B TH S,
- EDOMO—EERIRREL TR FERHY | Bt tEa —NEE, SVRFRIT, SO A E
T IV F U DFREDZRITFEBLT D,
—  ReIEMERVRIRBEREIR MEIX FREOL A ICHELT 2,
AR T 250 R BRI A VB fi AR VB (TRH) 20K 2 £7-13 FEAE2HD TSH
SWRZ
—  HURIRERBIR MEOEUES LOYERIX T FLO@) Th o,
FEMRTHE ., R, AFSZAL, FREE 721X DA G5
NE R BT AR SHEZ R KOV RS O (HLIE) 1k, (R HITHE . AR | 85T VER —
1B HBEANE, AR, DR 2L
bR B RE TS 1. ORI LB (T3 BLON T4) ORI T D,
— L —T7 2R (P EE O EAME R ) (3RS — 2R Th D,
- LR BRAERE TUMEE . FRARIE , ARERZ2 HUE | BTIS B RS IBOK B2 R e 52,
—  RIEVEFRARR R (FORBRS) (i, S A ZEREE BRI SS  FEAR IR AR 2% | M pEY /X
ERMEFRIRR 72 8 D3 D,
—  BRAIFERE ORISR TR I X VT U A E 3 F — T cu-a IR S ERIENHIEN
HD,
—  HURBREERETCHEIE OUE S L OYER X T REO@) Th o,
SEBTHE, VT, BROTHE, RERD | RIRIE, B BEEREEN, o A R BRER ., SR,
TWYFZREHE UR
IROMBII TR, IRBER IR E DD 5, RIEMEARIEIL Y L — 7 AR IR R TH D,
cHORIRAN— DTG E BN TREFETH D, R RME ., BHE, 38000 M & A3
BETHENDD,

2.93.2 HE /R
E:
—  HRRBRBERRAK TE 36 L OV IR MR e TUHEE | 2 B 42 A &R
—  PTTHIRERZEHYE (Exophthalmos) |72 & DFr B )78 fpe 36 L OVER 2 B 42 1 5E

o
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— [H% (abnormal) | 27 £e FURIREG KRR A HEFED PT (1l : PTI Y% B4 (Thyroxine

abnormal) |)

—  SOCTEgKIRE | Do FUARIRBHE R, BRI ETT

HEIE F 7 (TR BB REAR T AE 2 48

B RT HEETII RNV, i FOW 7 SMQ D EIBHR R IZE D,

ot

—  PTI#%E% (Nervousness) |, PTI#)4% (Palpitations) | .

FE TR MBI LOYERIC B 972 53R

PT {85 (Constipation) ] 22 & D %5

—  [IE% (normal) 125 e H5E (B : PTI=aw FEHUEH (lodine uptake normal) 1)

— AT AR
- EnMEEEZRT PT
—  HURPROME S E7 1 3R BRI BT 5 R

2.93.3 HE#EdE

FORIRAERERE & (SMQ)
(20000159)

FOR IR RE TUHEE (SMQ)
(20000161)

FOIR AR REAS ME (SMQ)
(20000160)

2-24 EORBBEREREE (SMQ) DB

2.93.4 BIRDOEMERFREROT AR §HHER

[EOR BRBE RERR S (SMQ) JIEpsds KL OVA IR 38 HIGE CHER S N D M TS 1E A FFD SMQ Th b, PE
JEREIERFOZELISNOAR SMQ D Fhi 51T B F K OVRIE AR 78 FHRE DA RS D M g A 1 & 57
72V SMQ LRI THS (72 a 1.5.2.1 ), T SMQ OHEEEAHAGHOEDLZETEY o

SMQ OFHNFIHEIC /25,

2.93.5 TRRBERERE (SMQ) |0ZEREY R}
Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907
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The Merck Manual accessed online as http://www.merck.com/mmpe/sec19/ch282/ch282c.html

Harrisons Principles of Internal Medicine, Mc Graw Hillaccessed as
http://accessmedicine.com/public/about_am.aspx
http://www.dorlands.com/def.jsp?id=100051347
http://www.merck.com/mmpe/secl2/ch152/ch152e.html#secl2-ch152-ch152e-239
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2.94 ThLY—F F R7UL/QT EE
(Torsade de pointes/QT prolongation) (SMQ) |
(2004 £ 12 A EEXVY—X)

Z0 SMQ 1% 2004 4F 12 A ICHA SMQ L TUV—AENTZ, MedDRA /3 —a> 9.1 VU —RABFZ TR
AR (SMQ) | D FAZDOL~UL 2 D SMQ EEN7ZA3, MedDRA /X —a2 10.1 VU — ARG FEOVEAfL o
L~UL 1 d SMQ E&hT=,

2.94.1 EBH
MLt —R R AR7 UM TdP) I a7 D EMBEIROIZK THY | ZORAKFRR T, hIT Lz
B ADMEE FIRR LT 5.0 B BOEIEIZ BT 525 2 Hivd,
DEX(ECG) AT AL : TdP I, IRIEI L OVE IR QT MK F721% QTc fikm., BEE/ZR U Bk, TR A
WREITFERZR T W 5% . £7213 “long-short sequences” D2 LA 75T % T QRS I IC1EY
HLLIFZ M QRS AN EATT 5,
e e AR B RIS R LAFD DY, B RO DB ARFR A IES NSO ETHIETHIE
WL DEAMENCEIT T 2N D5, gttt O FRIERF O BEARIEIRICIE, BB 1E, Eittd %
U R BEOFEIUTZRIERH DN, BFIIT-WDTCOOGA . BHEO H R i137a0,

2942 AFE BRHVETE

G

— B2 LORRR R AR R Ch D, ETEEMV Y —F B R7 U QT MERIC
DIRNBHLD X, PTIQT ZERIEMERE (Long QT syndrome) | (2I7) < PTIL.LEX QT
%t (Electrocardiogram QT prolonged) | (2 5)

— R IR, B, BEXORAEMS R VY —R K RT7Uh QT ERICE RIS
DIEW &R E 9 DAl REMER B DL O B 21E. PTILESE (Cardiac death) | (#5)7) <° PTI.OE
XU # 5 (Electrocardiogram U-wave abnormality) | (FR#E & 5)

— ZOWMBOREERILTHD BESHZ PT OFEEICIE, TP, QT QT iR, [LasPE R
Wk, D, HHLE),BEAR, U B2 E720E T IR b BLOZERE

— Z=—X 17 AN, PTIZAHR (Syncope) | GER) 1282 T WD T /A LT (0 FD,
Y LR WELDIEFID IR SALZ) L Lo, BEMFEIAR BOEEER THHT0H, Y
ZHFEAA SMQ IZPRFFT DT LA IRE LT,

—  PTI.OEMSNR (Ventricular tachycardia) | %, LLTITdP B0 =Mk (TAP ventricular
tachycardia)J:Io‘J:O“ LLTI &0 02 45k (Polymorphic ventricular tachycardia) | %152

IPIROBFIZE A LT, A SMQ DMERSIL/2) | LLTITdP RLLE MR (TdP
ventricular tachycardia) |/ PTIhL$—F R 27 (Torsade de pointes) | IZEILT-,
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EY8

— BB E LSBT ARZIE, SR, ECG RIS B, T — R
I 3BT, Zh S0 AR | EEAMBEEIT DO+ BEEA TS
FTREMEAME LIS

2.94.3 BREOEMERBEREROFRNICETHER
[ML—R R R7U8 QT IER (SMQ) 3Bk 58 & AR 56 2 2. TV A, 3Rl 1.5.2.1 2%
i e NN

2.94.4 Th¥—K F RT7UE/QT IR (SMQ) | DB EEE X
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 HIL 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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2.95 [FR¥AERE %A (Tubulointerstitial diseases) (SMQ) |
(2014 £ 9 HIEERDY—X)

2.95.1 EH

RS PR VMR BRI, BR RO —RETHY, FRHCHECME 2L, F7-. BICHREE-IIRIEDRS
REUTRIIL ., BRERRIL T ITEIT T 5, SREKIRIT, BB BZR YO A EEZ T D), o7&
BEZ TR WA DD,

PRAE VB MR D DD 43 FE

ANMEPRARAE R MR R

FHBEr AN TREBLT S

RIS EE 52 D REME R B L OVREA RS 35

RAVER SRR E IR RIS

CHIEDOS AT EBMEE R B EE IR G AT RN D

- FEARIRIR  RYLE ; 3

— 1B LR A TR MR AR
HEDNT TR ITHBLT D
- VPR IR | MRHEE . SR 250 . B L OURMAEBERERE 5 W T UL B BERE A 14
-ALIASLEE | BROELWEMOLEEE D | [BEMERIER LU ZEMEORER L) 2
DEALLBIEL TWD, BIfRALTRNETZENTES,
SEARPER R, EIMEE , SRR O EOR BT R Z ORISR B O R R
R
OB RO ERIZ Lo TRRINVOBRHE A2 A UAHZ &b HY | Fiz I E Xm0 BH T
PEoTHALS
cEREIRIE, LR OLEY 3 31 A O s, BIOWRSME RS ; PAZEVE R B IR
=2}

A

2.95.2 Qg kI EE
@ ZN

o

TEF B 2 EE . 73R M PR R (B 2T, PT TR A7 [ B R &
(Tubulointerstitial nephritis) | ; PTI & /Rl [ (Renal tubular disorder) J) (Z58< B4
2 PRARAE PR A on 3 I GE
—  RMERERE O R E F7 3 O R IE M s B IR K 2 BE B LU EE (BT,
PTI#% KVE~7 7> a=—fE#E (Fanconi syndrome acquired) | ; PTI B #R#EE Kidney
fibrosis| )
— EIRME BERE IR E IO I BE T D IR A LR O RE (213, PT R B 4 B2 BRB5 P
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FRst

(Eosinophils urine present) |;PTI 4 5E)R (Isosthenuria) |)

R R A EE RE R T | L OMAR SRR TR | AR RIS T L RIRAEO R A A R (B2 X, PTIR
iU 80 (Urine phosphorus mcreased)J ;PTI&EZ7a— vt 7 > K — 3 & (Acidosis
hyperchloraemic) 1)

IR L7222 MRS UIX LIRS R E MR E AL 7203 (FI2X, PTIT L F— MR %
(Nephritis aIIerglc) 1; PTI 3R 7123 — (Nephropathy toxic) )

FeRMED HFE, PTI 72 7E& IR (Aminoaciduria) | (E001F PTI & KT/ EEJR (Acquired

aminoaciduria) |23 MedDRA /N—=2216.0 TIBIESND, LLETO T/ BEIR Dtk RIED XA
T Oa—RHHEHAEZN TS FAEEERH ) 135144

PRAME F?ETEWH%@T{HL)JJ%@T P38 5 IR LAY B R Ftﬁﬂ‘él%%f%ifdib?*ﬁ

1, L URHIE B VER BICEA Ob O Tl FBBB L OER B REREED Z<0

fMDOERETENDZEN DD, }:b\o@i FNOIFEL DI VAR | 34T 5 A BE iﬁ%bé

UIE U R AR VB AR B B T~ 5 Y W) R & 2 Al 9~ & S AU B G A SO R A B AR AT 1
A BITITFF R IER 2T BrA Sz (B 203, PT T A4 ke 22 5 (Biopsy kidney
abnormal) | ; PT % i K (Kidney enlargement) | ; PT % 2% ¥ % % (Renal scan
abnormal) J) ;7272 L, ZAULRERAISEMNL THEWINSDX AT REOH LW, L0 EKK)
ISR E PR T Db D TIEAR0,

AHE MR RO TSRO FREMER S HZ DM OIER FEE | s, B, FI3mA,
712U, RS RV MR RO R R AV72 b O TIER D3RV D[ ) A X ) B335 e 6D
(] 2 1% . PT T 4 P BK 8 0 JiE (Eosinophilia) | ; PT T4 % Bk #5480 (Eosinophil count
increased) | ;PTIiLH50%7 07 U EHNN (Blood immunoglobulin E increased) |) .,

— BN IEM T BB LA R AR )V MR SR O FEBUCBIFR T 2 A (B 21X, PTIRF A%y

/E%(Myeloma cast nephropathy)J PTIPAZENE R 17 F& (Obstructive uropathy) |)
HREAIED T N TOIE

3Fﬁ*§f£1‘ﬁ§ﬂﬂ 5 (B F%é DR | ORAENFEN G E1LD)

7 AR MR OEEMT, BB AREICORMNDAREMERH Y . 2oz, TR
BB E (Tubulointerstitial diseases) (SMQ) | 3 LU &AM R4 (Acute renal failure)
(SMQ) | OW 5 ZMAEDLETZRBEIL, BEICL > TUIEETH D,

2.95.3 RBEDOEMHLBRBFRERDOT RN TR
PRANE RIEVER 8 (SMQ) 11, Bl KO RFEFEERAL TG, 36lIL 1521 2BIRT 5L,
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2.95.4 TRMEMEMEER(SMQ) I BEERYAE
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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2.96 [[E& HRIEFEI&REE (Tumour lysis syndrome) (SMQ) |
(2013 £ 9 HIEERVDY—X)

2.96.1 EE
- EBAREEERE (TLS) : B ARHIRIEMR . E7 IR 9D SR DOV T I O IE AR N A Y
i dssiN U
RS 72 T L
—  ERERMLIE
- EHIYAMAE
- EJvIE
— KA AMSE
TR RO IFIK 7225 AT RENE |
- Bra
- REEfR
- FEfE
L (Zhgas R Ac&D)
BOEARRIE, Fo, R PERIESOCEEREE S RN 2D R K L7 D FTREME DB VA NI A A
s
A FE AR A L) RS KL OVEWE LR O FRAE O TR RS TR AR
—  fhoOEED £7-B 5O FREME B S
PLTF D&Y AT % LRI HFF> TA B
— B PEE R4
- ZR
- K
— Kt
Pt IR
- TLS OIBEME L, fiBERIEIC AR B O S IHEEL %L 5
MEGIRIRAT ) O TLS & TERIRIAHE 1 TLS DX
—  [ERRMA] O TLS X 169RBAGAT 3 H LANEIRMBRLATR 7 B LANICROEF 2 2L |
VETHD:
- R R IMAE
< E AT AMLE
=N (R
AL MLGE
—  TEEERIAIE) TLS 1T TERARME ] TLS 23T Sdu, LU FAREEEL QOB AR ETD;
JLTF = ER
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A AE
R e
AN
TLS OEHEEIE, FEEH O EERRHE
—  ESLRIEDIFIK LR D IRME DV BTN I XY F o B LR EEO TR D5 4

2.96.2 HE /bR ELE

e

aE
— TLS O T2k o M 70 b, PTIEE A EE B (Tumour lysis syndrome) |
—  TLS OfERIE, oD FRE (120X, PTI & R EE ffE (Hyperuricaemia) |, PTHE L
L ALE (Hypocalcaemia) |)
— TLS O O#pEE R IR AR Ko HEE (B 21X, PTT L H R E2EE N (Blood uric acid
increased) |, PTTifiLH /17 AjEi/) (Blood calcium decreased) |)
—  TLS OBOHBEIHTHHGE, Zibid, ORI OEREIZH L NTHE DV TRY | JE R
DRRD TR T 578 (il 213, PTIAMEE A4 (Acute Kidney injury) 1)
— TLS OB oOHEEICxHS LI Ao HGE (B2 X, PTIiLH 7L 7 F = #0 (Blood
creatinine increased) |)
R4k
— TLS DORMELR LIRS L O R+ O HG5E (B 21X, PTIN—F% v M)/ (Burkitt's
lymphoma) |, PTI{k52# % (Chemotherapy) )
—  TLS OREHMEBED" T i B R Zh Ak 95 HEE (B 21X, PTIESE 54 (Seizeure) | . PT
[REZLJR (Arrhythmia) |)

RIS A AR (SMQ) | D FIGEBHFRE T — A& CIOMS SMQ-WG [T ¢ PTIJREEE

JiE (Urate nephropathy) |1Z TLS O CTHHZ EMRFESIL, BTV —C D JRIAa—7 HFEND

AT AV —A OPIEAT—T HFE~OBBENDTREI N, LU O BRR B L FIERIZ Rk A=T—7

DA 7AY—C LU THRT ZEELIZN, 20 SMQ Off HFE ~ PTIJREEE JiE (Urate nephropath) |13,
el RS IR RE O E R h D LA R T A bz E LT,

2.96.3 [FESFAABRIEBRAE (SMQ) | DZE LY R R

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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297 BB IVHETHOFE REHED
(Uterine and fallopian tube neoplasms, malignant and unspecified) (SMQ) |
(2008 £ 9 HIERVY—X)

2.97.1 BH
FEEITINE B A EME B LGP A OIS O3 X Ta R 357D LT,
FE EIIINE IR T A EME B L USRI A O A O T X TUTINZ TRib a1 5,
—  HEpER R BELIR RE
—  EMRABEEOIREEZ MO TE
—  HPEEIRAE

2.97.2 A /BRI EHE
wE:
—  EMEBIOGEMAHOB AT HFE CHOMIC FE EI3INE ICE KL THDHHD
—  TROEHZEEMEBS IO O 2 E13IVE Fr AW BT 2R8I B35 G5,

=557
B R AR AT
JEE~— T —
- B3R B A 18 s L OV R
R4t
B EORER OO H A I B R R ORI 7B IR S R L TR0
- % uT B 0D SEME P R BRI T A TR L DI O B L OIS~ — b — B 5 38
- (BT 5 HEE
- %Eifi IZINE ~D #3255 T, PTIAFH 3658 (Metastases to reproductive
organ) | =& 1

- PTF?LE.ﬂETh(Uterme operation) | X O PTIIR% 17 (Fallopian tube operation) |, HEMEPE
AR BIRIEIE TFIETII W (7720, IR ISR OB DB e A I IIA HGEE B
MLTHENY),

=290 14.0 I2BWT, ZODH LW SMQ 73N M 36 L OFEMA B 0 5 £ 7= 1 3R B A=
¥ (SMQ) 12Nz 5T, 22— —1TEMEO LD FEG FEF], VD BIEDOFEMN AR O# A4
WMOFES ER, £ A S CTEAB L UOGEM RHOB A OHS JEF AR T
AT 0T,

T FER SR A0 722 B AR B IR RE S OV ME YR R B E OTR IR L2 WD TIEO M R IZIE, TEMERE A (S
MQ) |D FLIZHHENENDOH T SMQ 2 HT2ZENEFELLY,
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2.97.3 FElEEdE

BB JUSHHAB OF15
ETINEH LD (SMQ)

(20000153)

BEFE E 7 IIIVEREE (SMQ)
(20000206)

FEMARHOFE £ 72139V EE (SMQ)
(20000207)

X 2-25 EMEBIUHMAHAOFE XIS LW (SMQ) DR ERE:E

2.97.4 BREDEMLRFHREFROT RN T HER
(M3 KOGEMAR O3 F7TI0E BT A4 (SMQ) JITBIAR 3R LI 5% 2. TVD, AL

1521 2B T52L,

2.97.5 TEMHEBIUEHEMAAOTELIIIVET LD (SMQ) |0SE &R AR
DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th

Edition, 2005.

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

European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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2.98 M % (Vasculitis) (SMQ) ]
(2009 £ 3 AIEERVY—X)

2.98.1 EH
< IAESR MAEBEDORNE
B PR AR S OV B A A A TR AR L7 I O B L OIS L > TR 2D,
JESEPEIM A 2% M 2 IF IR AL THHLO T, FlEL T, TrROBEREBETHND,
—  {IsEEIR %
—  FEEPEZ I EIRAK
- U= —AEEE
M RITFE RO Z R TR ELHD, BIEL T, FRROEBNETOHND,
- eI Tvh—T R
- BEVr~F
145 R ORI D RIERBLOHRE TH S,
—  MENPEREE XEESNS,
—  RAELMAE IS QO MR O M4,
EREORGEIZEY | JRELFAD R & T EO SRS BB T A2 LD D,
HOLPHFEEE, KX, SO ME IZAEUL AR HD,
Fe 72 D—DODIEZRBRR T 255 H U, FIFHIEEORE RICEET IR ALHD,

2.98.2 A5 ERHHETE
HE

— MR RICEA S D MEE (B PTI~ vk 2 =— T4 485§ (Henoch — Schonlein
purpura) |, PTI_—F = MEERE (Behcet's syndrome) |, PT I 238 145 7 &5 P 2l E
( Granulomatosis with polyangiitis ) | (LLT [ 7 = % J — P 3f J&E iE ( Wegener's
granulomatosis) | % & 1e)

— T % (vasculitis) | &7 e FEE (151 : PTT R 1% % (Cutaneous vasculitis) |, PT/L—7
AIfE 4% (Lupus vasculitis) |, F72i% PTIV <414 % (Rheumatoid vasculitis) |)

—  T#@RZ% (arteritis) | 25 e H13E (6] : PT R EIIRZ¢ (Arteritis coronary) | %7213 PTI#EHiNE%
EhfkZ% (Polyarteritis nodosa) |)

— T (angiitis) | 25 e HEE (1] : PT TBASREE A 236 .95 2% (Microscopic polyangiitis) | |
PT M2 PAZEM: 45 ¢ (Thromboangiitis obliterans) |)

- EBOFEOIL ., PTI~/ vk =—F 1 45 (Henoch — Schonlein purpura) |, PT
Mg o 32 45 8E (Chronic pigmented purpura) | (BT, LLT <3 258855 (Majocchi's
purpura) | Z&Te) . PTIfih%n Al fE4EBENE (Palpable purpura) | (is15k) 228 o if 4 9K i 29
FE

o
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— MERERTEZZONDEEREBRAEGE (B PTIHUA F ERII I E ST I (Antineutrophil
cytoplasmic antibody increased) |)

R4k

—  MEROIERIZET DM FE, ZAODIERITIIIEREZ < Tl 2 DIME I LD R 5720,

—  RERME M A RYME 7137 L L —MERR B L OVEME B HES) 12 B 92 FIGE (f5: PT
7L X —1EBAEI 2% (Arthritis allergic) |, PT RGP E## R (Phlebitis infective) |)

—  SeRMEICRET 2 HEE (1 PT L B e M PO 2R 8 SE (Infantile septic granulomatosis) )

—  BARORIAE D I BHE# T HIi e 2~ 3 FRE (B : PTI ke tE## k%S (Thrombophlebitis) |, PT
[F#k 7 (Phlebitis) | (FIJA# 11 1fn ke M 5k 28 (Thrombophlebitis) (SMQ) |2 &3 52k
MHIRD)

— BRI ORFRALERICETOHFEDY L | IE ROFEL I RIZRNT N TO HGE
(3] : PTT4EEE (Purpura) |, PTI# AMEZRBE (Purpura senile) |, PT A M i/ N 2R
BEJH (Thrombotic thrombocytopenic purpura) | . PT i/ FE 382 P 2R BE % (Purpura
non-thrombocytopenic) | %)

- BEVT~TF R OMO B O ERERE | ERDIRAT DHLEEBIZET 5 HGE

- 2T h—FT AT FIHE L 2H )T~ =T A (SMQ) ] 22T 5
ZENHIKD)

—  AFERERMESS IR 2 NEE (RIM A 1L AR ek % (SMQ) 122 IR 52 LA kD)

— ERARBRAEICETHHE TS RICEIVEINT 28 N03HL03, FERA)TROAGE (F): PT
MHUEZ HUR 1 (Antinuclear antibody positive) |, PT I'C- 5 i 1 28 19 4 i (C-reactive
protein increased) |, PTT Lyt T (Red blood cell sedimentation rate increased) |)

1 : CIOMS-WG |ZXDH M OMRFETIE, SRR S 7RI A IE T 2D 7o BREELTZARY
TAT BLOXRAT 47 arba— L OILEMR TOZRERE+ 3Tl T 2288 TER -T2, Lin
U ISR R DT D\ EIREN T FHERILEFIICHEY) CTHHDO T, 7 —F_X—R(ZL->TUTHF AT
HOAREMEDRBHDEHE Z DI,

2.98.3 RBEOEMEMRBREROFTRICEE TR
N2 (SMQ) JIE SR SR & IR R 38 2 2 CUD, sEflllE 1.5.2.1 253524,

2.98.4 %% (SMQ) |DOBEEE RN
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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frek - AEFOMFE—%

B 5 E &
CIOMS Council for International Organizations of Medical Sciences
JMO Japanese Maintenance Organization
LLT Lowest level term
MAG MedDRA Analytical Grouping
MedDRA Medical Dictionary for Regulatory Activities
MSSO (MedDRA) Maintenance and Support Services Organization
NEC Not elsewhere classified
PT Preferred term
SMQ Standardised MedDRA Query
SOC System organ class
SSC Special search category
SSQ Standardised Search Queries
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FHe& 11 - CIOMS-WG Ay /3——% (2015 45 7 A H7E)

K 4 i -
Gunilla Sjslin-Forsberg Council for International Organizations of Medical Sciences (CIOMS)
(Observer) Geneva, Switzerland

Norbert Paeschke

BfArM

(Member) Bonn, Germany

Sabine Brosch European Medicines Agency (EMA)
(Member) London, UK

Victoria Newbould European Medicines Agency (EMA)

(Member) London, UK

Aniello Santoro European Medicines Agency (EMA)
(Member) London, UK

Sonja Brajovic FDA

(Member)

White Oak, MD, USA

Lynn Macdonald
(Member)

Health Canada
Ottawa, Ontario, Canada

Marielle McMorran

Health Canada

(Alternate) Ottawa, Ontario, Canada
Miki Ohta Pharmaceuticals and Medical Devices Agencies (PMDA)
(Observer) Tokyo, Japan
Christiane Michel Novartis Pharma AG
(Member) Basel, Switzerland

Constantin Mirea

Boehringer—Ingelheim

(Member) Ingelheim am Rhein Germany
Christina W. Winter GlaxoSmithKline R&D
(Member) Middlesex, UK
William W. Gregory Pfizer, Inc.
(Member) New York, NY, USA
Silvia Bader-Weder F. Hoffmann-LaRoche
(Member) Basle, Switzerland

llona Grosse—Michaelis

Bayer—Schering Pharma AG

(Member) Berlin, Germany
Thomas Bold Merck & Co
(Member) North Wales, PA, USA
Anne Kehely Eli Lilly & Co.
(Member) UK
Judith Jones The Degge Group Ltd.
(Member) Arlington, VA, USA
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K 4 i )=
Odette Morin ICH Secretariat
(Observer) Geneva, Switzerland

Dawn Ronan

ICH Secretariat

(Observer) Geneva, Switzerland
Tomas Moraleda MedDRA MSSO

(Member) Madrid, Spain
Eva—Beate Rump MedDRA MSSO

(Member)

Diisseldorf, Germany

Cecilia Biriell
(Observer)

The Uppsala Monitoring Centre
Uppsala, Sweden

Sarah Vaughan
(Member)

Medicine and Healthcare Products Regulatory Agency (MHRA)
London, UK

Brigitte Keller—Stanislawski
(Vaccine WG interface)

Paul Ehrlich Institute

Germany

Yutaka Nagao

JMO, Pharmaceutical and Medical Device Regulatory Science Society
of Japan (PMR]J)

(Observer)
Tokyo, Japan

Yu Wada Pharmaceuticals and Medical Devices Agencies (PMDA)
(Observer) Tokyo, Japan

Hitomi Takeshita Japan Pharmaceutical Manufacturers Association (JPMA),
(Observer) United Kingdom
Yo Tanaka Japan Pharmaceutical Manufacturers Association (JPMA),
(Observer) Japan
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g 11 - Y7 SMQ & 7-F F 7TREZ: SMQ #E VA

PUFIEY7 SMQ 25972 SMQ DAV ANTHD, 7/VTVALZET W LT SMQ (21X T AX Y A7%)3
HXNTCWd, IOV —AH Z 5L T A,
IMO 7 : FRIEIZL~UL 10D SMQ DOHEBELFRIE (7 V77X MIE) T,

e Accidents and injuries (SMQ) /ZF# B L OMAL (SMQ) [September 2007]
*  Acute central respiratory depression (SMQ) /&I H X M FEWL H17] (SMQ) [September 2007]
*  Acute pancreatitis (SMQ) /2EIER (SMQ) *[November 2005]
*  Acute renal failure (SMQ) /2B A4 (SMQ) [April 2005]
*  Agranulocytosis (SMQ) /fERHRTERIE (SMQ) [November 2005]
e Anaphylactic reaction (SMQ) /7 F 7 47% > — it~ (SMQ) *[November 2005]
*  Angioedema (SMQ) /1l & (SMQ) [November 2005]
*  Anticholinergic syndrome (SMQ) /$1=V > EEIMIEFERE (SMQ) *[September 2006]
*  Arthritis (SMQ) /B % (SMQ) [September 2013]
*  Asthma/bronchospasm (SMQ) /i 5.,/ <& A (SMQ) [November 2005]
»  Biliary disorders (SMQ) /HHjE & FE3E (SMQ) [September 2007]
< Biliary neoplasms (SMQ) /HiE#H A ¥ (SMQ)
>  Biliary neoplasms benign (incl cysts and polyps) (SMQ) / B MR EH A% (FEi X
OR)—7%25T) (SMQ)
>  Biliary neoplasms malignant and unspecified (SMQ) /B 35 X OZEHI AN BA 0 AH 18 557
£ (SMQ)
®  Biliary malignant tumours (SMQ)/ &M AHTE fER; (SMQ) [March 2011]
®  Biliary tumours of unspecified malignancy (SMQ)/ZEHIA~ BH D & fE S (S
MQ) [March 2011]
< Congenital biliary disorders (SMQ) /4% RM:HHE R E (SMQ)
<{>  Functional, inflammatory and gallstone related biliary disorders (SMQ) /#HEM: . RIEMERB LY
B A3 BEE 3 2 HAIE SRR EH (SMQ)
>  Billiary tract disorders (SMQ) /JHJEESE (SMQ)
»  Biliary system related investigations, signs and symptoms (SMQ) /HiE % (ZB5i#E 4%
BRI, I L OYER (SMQ)
>  Gallbladder related disorders (SMQ) /fEZER [ (SMQ)
>  Gallstone related disorders (SMQ) /fBA7 23R 452 (SMQ)
< Infectious biliary disorders (SMQ) /&Yy AHTE R fEE (SMQ)
*  Breast neoplasms, malignant and unspecified (SMQ) /FEMERB IO FEAI RO I EH LY (SMQ)
[September 2008]
<~ Breast malignant tumours (SMQ) /M HEEE (SMQ) [March 2011]
<> Breast tumours of unspecified malignancy (SMQ) /FEHARBH O FLEREE (SMQ) [March 2011]
e Cardiac arrhythmias (SMQ) /REZfk (SMQ) [September 2006]
< Arrhythmia related investigations, signs and symptoms (SMQ) / REERIZ BH 18 9~ AR RF AT,
s LOVER (SMQ)
<> Cardiac arrhythmia terms (incl bradyarrhythmias and tachyarrhythmias) (SMQ) /RE& ik F 58
IRARMEAEE AR S L OV ARME R RZ 5 20) (SMQ)
»  Bradyarrhythmias (incl conduction defects and disorders of sinus node function)
(SMQ) /#RIRMEAREENR (8 E B L ONRE B e E 42 5 ) (SMQ)
® DBradyarrhythmia terms, nonspecific (SMQ) /FE4F B AR R AR FH 38
(SMQ)
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® Conduction defects (SMQ) /{zi&EfEE (SMQ)
® Disorders of sinus node function (SMQ) /G Bt REMEE (SMQ)
»  Cardiac arrhythmia terms, nonspecific (SMQ) /FEHF B A RERHFE (SMQ)
»  Tachyarrhythmias (incl supraventricular and ventricular tachyarrhythmias) (SMQ) /
BAARME AR LR (LR MR KOV EEH R R EARE G ) (SMQ)
®  Supraventricular tachyarrhythmias (SMQ) / =M R RER (SMQ)
® Tachyarrhythmia terms, nonspecific (SMQ) /345 B SEARME AR EL AR ZE
(SMQ)
® Ventricular tachyarrhythmias (SMQ) //CrZ= SRR REE AR (SMQ)
<{>  Congenital and neonatal arrhythmias (SMQ) /%2 KM L O A IR ALK (SMQ)
*  Cardiac failure (SMQ) /.0>A~4 (SMQ) [March 2007]
*  Cardiomyopathy (SMQ) /.L:MiBiE (SMQ) [September 2008]
e Central nervous system vascular disorders (SMQ) /HAR###% % I3 & 2 (SMQ) [September 20061
% [March 2015 jx41fi. % [& 2 Cerebrovascular disorders (SMQ)] L0 4 FrZs 5]
<{>  Central nervous system haemorrhages and cerebrovascular conditions (SMQ) / FAX 4% % H
135 O i & PE R AR (SMQ)
»  Conditions associated with central nervous system haemorrhages and
cerebrovascular accidents (SMQ) /HARAR#RE R H M 35 L OMK L & MR I 2 DR HE
(SMQ)
»  Haemorrhagic cerebrovascular conditions (SMQ) / H M4 HrAR 4% 4 I 4% s 2 (SM
Q)
> Ischaemic cerebrovascular conditions (SMQ) /& L1 FPAX AR R L B P 2 (SMQ)
< Cerebrovascular disorders, not specified as haemorrhagic or ischaemic (SMQ) / H ifi. 820 %
JE LA AR TE S AU HAR AR R R 1L R 5 (SMQ)
e Chronic kidney disease (SMQ) /&4 B g5 (SMQ) [March 2013]
*  Conjunctival disorders (SMQ) /&R (SMQ) [September 2009]
e Convulsions (SMQ) /¥%# (SMQ) [March 2007]
*  Corneal disorders (SMQ) /#4 5 E (SMQ) [March 2009]
*  Dementia (SMQ) /FRZME (SMQ) [March 2007]
*  Demyelination (SMQ) //liifii (SMQ) [September 2008]

e Depression and suicide/self-injury (SMQ) /92> BLOH %, B £ (SMQ) [March 2006]
< Depression (excl suicide and self injury) (SMQ) /2295 (B %% B 5% FR<) (SMQ)
<> Suicide/self-injury (SMQ)/ H %%, H £ (SMQ)
*  Drug abuse, dependence and withdrawal (SMQ) /3EWELA | & A7 B L Ok (SMQ) [September 2007]
<~ Drug abuse and dependence (SMQ) /3#ELH B LUK TFE (SMQ)
< Drug withdrawal (SMQ) /ZHIEERL (SMQ)
*  Dyslipidaemia (SMQ) /JFE 5 # i (SMQ) [November 2005]
*  Embolic and thrombotic events (SMQ) /ZEi2 ks LN fA2 (SMQ) [March 2007]
< Embolic and thrombotic events, arterial (SMQ) /EIRDOZEL B IO MR (SMQ)
< Embolic and thrombotic events, venous (SMQ) /## RO ZE B IO (SMQ)
< Embolic and thrombotic events, vessel type unspecified and mixed arterial and venous (SMQ) /
M LA 7T AR BHDNTIRG RO I LU (SMQ)
*  Eosinophilic pneumonia (SMQ) /ZFEEZERPE i 7 (SMQ) * [March 2009]
e Extrapyramidal syndrome (SMQ)/ #E A7\ B IERRE (SMQ) [March 2007]
< Akathisia (SMQ) /7 H+¥7 (SMQ)
< Dyskinesia (SMQ) /Y AF T T (SMQ)
< Dystonia (SMQ) /Y AR=7 (SMQ)
< Parkinson-like events (SMQ) /73— YV FEFH L (SMQ)
»  Extravasation events (injections, infusions and implants) (SMQ) /IfiL%& 48R H G5, TEA B L OHHA 2
HAr) (SMQ) [September 2007]
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*  Fertility disorders (SMQ) /ZE5HEFEE (SMQ) [September 2011]
e Gastrointestinal nonspecific inflammation and dysfunctional conditions (SMQ) /JH{b.& D FERFEA) RIE
BLUBEREFEE (SMQ) [September 2007]
<{  Gastrointestinal nonspecific dysfunction (SMQ) / {8/t O FIER EAHEEERZE (SMQ)
<> Gastrointestinal nonspecific inflammation (SMQ) /V8{b& D FE4: BAYRIE (SMQ)
< Gastrointestinal nonspecific symptoms and therapeutic procedures (SMQ) /TH{W & DIERFFHY
JER B LOULE (SMQ)
e Gastrointestinal perforation, ulceration, haemorrhage or obstruction (SMQ) /TH{L& DZRFL, 185, Hif
HDHUIFZE (SMQ) [September 2007]
Gastrointestinal haemorrhage (SMQ) /¥H{b& O HIfl. (SMQ)
Gastrointestinal obstruction (SMQ) /TH/b%& DEAZE (SMQ)
Gastrointestinal perforation (SMQ) /¥H{b/&E D ZEFL(SMQ)
Gastrointestinal perforation, ulcer, haemorrhage, obstruction non—specific findings/procedures
(SMQ) /THALE D2 4L, 85 LD MEPAZEIZ DWW T OIERE NPT AL ALiE (SMQ)
< Gastrointestinal ulceration (SMQ) /TH{b& D& (SMQ)
e Generalised convulsive seizures following immunisation (SMQ)/ %% 4lLiE £ D2 B K I /E (SMQ) *
[September 2012]
*  Glaucoma (SMQ) /#M & (SMQ) [March 2008]
e Guillain-Barre syndrome (SMQ) /X5 - L —JEERE (SMQ) [September 2007]
e Haematopoietic cytopenias (SMQ) /& Ifi.[& 5 (2 L5 L Bk 5D i (SMQ) [November 2005]
<~ Haematopoietic cytopenias affecting more than one type of blood cell (SMQ) /i& MLfE5E 285
2FE L Eo BRI E (SMQ)
<> Haematopoietic erythropenia (SMQ) /& IfiL [ 2|2 X5 7R L BRI E (SMQ)
< Haematopoietic leukopenia (SMQ) /1& MLFEE 2 L5 1 MERJEAIE (SMQ)
<~ Haematopoietic thrombocytopenia (SMQ) /& L[ 212 LA I/ MR A E (SMQ)
*  Haemodynamic oedema, effusions and fluid overload (SMQ) /ML TENRERITEIE . /K 6 L ORI IE A Taf
SMQ) [March 2008]
*  Haemolytic disorders (SMQ) /¥ Ifi P F55E (SMQ) [April 2005]
*  Haemorrhages (SMQ) /Hi1f. (SMQ) [March 2006]
<> Haemorrhage laboratory terms (SMQ) / H ifi. B8 & PR H A FHFE (SMQ)
<> Haemorrhage terms (excl laboratory terms) (SMQ)/ H Ifi. B 58 (B PR H A FH 3B 4 1<) (SM
Q)
*  Hearing and vestibular disorders (SMQ) /B % 35 L OWRIEREE (SMQ) [March 2009]
< Hearing impairment (SMQ) /B & &% (SMQ)
< Vestibular disorders (SMQ) /HijEREE (SMQ)
*  Hepatic disorders (SMQ) //FF% (SMQ) [April 2005]
<> Congenital, familial, neonatal and genetic disorders of the liver (SMQ) /HTlg > e K. Sk
AR BIOEEMERTE (SMQ)
< Drug related hepatic disorders — comprehensive search (SMQ) /3£ BEHE 4~ A RTFE E — mH5

S

iR (SMQ)
»  Cholestasis and jaundice of hepatic origin (SMQ) /FlglZ L K T2 EHH - R L Y
HIH (SMQ)
>  Drug related hepatic disorders — severe events only (SMQ) /&A1 BiH - A fF[EE
—HIEFLRDOH(SMQ)

® Hepatic failure, fibrosis and cirrhosis and other liver damage—related
conditions (SMQ)/JFAN A2, FFRRHESE , FIFAE 28 33 KL OV Ol o [Tl i e
(SMQ)

®  Hepatitis, non—infectious (SMQ) /FEREGLMEIF XK (SMQ)

® Liver neoplasms, benign (incl cysts and polyps) (SMQ) / BVEATFH A4 (58
faB X ORI —7%2ETe) (SMQ)
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®  Liver neoplasms, malignant and unspecified (SMQ) /H&M: 33 X OFERI R BA

DO H A (SMQ)
»  Liver malignant tumours (SMQ) /HM:RTlEfEE: (SMQ) [March
2011]

»  Liver tumours of unspecified malignancy (SMQ) /Z£H0R BH o AT g s
% (SMQ) [March2011]
»  Liver related investigations, signs and symptoms (SMQ) / ATk B8 i PRAR AT . 18cfee
BLOYERR (SMQ)
»  Liver-related coagulation and bleeding disturbances (SMQ) /[TlglZ BE 18 95 %5 [E 13
FOHMFEE (SMQ)
<> Hepatic disorders specifically reported as alcohol-related (SMQ) /BHHEIZ T /L 1— L B8 & 33
HEENTHEE (SMQ)
< Liver infections (SMQ) /AT (SMQ)
< Pregnancy-related hepatic disorders (SMQ) /#HERIE D JT[E2E (SMQ)
*  Hostility/aggression (SMQ) /#{E. /B &M (SMQ) [September 2007]
*  Hyperglycaemia/new onset diabetes mellitus (SMQ) /& HILFE,“BE FR 955 D FEAE (SMQ) [March 2006]
e Hypersensitivity (SMQ) / iB#UE (SMQ) [March 2013]
e Hypertension (SMQ) /& ILE (SMQ) [September 2008]
*  Hyponatraemia/SIADH (SMQ) /{57 R AlfifiE,/SIADH (SMQ) [September 2007]
e Hypotonic—hyporesponsive episode (SMQ) /#h B IRIE T — SUSPEAE T 3 1E (SMQ) *[September 2011]
e Interstitial lung disease (SMQ) /B MM & (SMQ) [March 2006]
*  Ischaemic colitis (SMQ) /R If I K2 (SMQ) [March 2008]
e Ischaemic heart disease (SMQ) /i Ifi 14/ L% F& (SMQ) [March 2006]
< Myocardial infarction (SMQ) /.Lxfi##2E (SMQ)
<> Other ischaemic heart disease (SMQ) /Z DO & M E.LE B (SMQ)
e Lack of efficacy/effect (SMQ) /ZhHE D K in (SMQ) [November 2005]
e Lacrimal disorders (SMQ) /iR#5FE 2% (SMQ) [September 2009]
*  Lactic acidosis (SMQ) /3LiE&T > F—3 A (SMQ) [November 2005]
*  Lens disorders (SMQ) /7K A2 (SMQ) [September 2008]
e Lipodystrophy (SMQ) /UARY Al 4— (SMQ) [September 2009]
e Malignancies (SMQ) /TEMESR E (SMQ) [March 2007]
<~ Malignancy related conditions (SMQ) /HEME¥E £ BEEUIR AE (SMQ)
<> Malignancy related therapeutic and diagnostic procedures (SMQ) /% F BB DB L2 W
DOFE(SMQ)
< Malignant or unspecified tumours (SMQ) /HE&MB L OFEIRIAOfEE (SMQ)
»  Malignant tumours (SMQ) /HEMEEE (SMQ) [March 2011]
»  Tumours of unspecified malignancy (SMQ) /FERIRBA O fEIE (SMQ) [March 2011]
< Tumour markers (SMQ) /S~ — 11— (SMQ)
*  Malignant lymphomas (SMQ) / H:V > <fiE (SMQ) [March 2013]
*  Myelodysplastic syndrome (SMQ) / ‘& %52 HIEBERE (SMQ) [Sptember 2013]
e Neuroleptic malignant syndrome (SMQ) /ZEMSEEERE (SMQ) *[March 2006]
e Noninfectious diarrhoea (SMQ) / FEEZLM: T (SMQ) [Sptember 2013]
e Noninfectious encephalitis (SMQ) /FEKGEM A (SMQ) [September 2007]
e Noninfectious encephalopathy/delirium (SMQ) /LM IMIE, 3% (SMQ) [September 2007]
*  Noninfectious meningitis (SMQ) /FEREYLMERENE S (SMQ) [September 2007]
e Ocular infections (SMQ) /IRJ&EZ: (SMQ) [September 2010]
e Ocular motility disorders (SMQ) /lIREKEH[EZE (SMQ) [September 2010]
e Optic nerve disorders (SMQ) /fRtH#¢fEZE (SMQ) [September 2008]
*  Oropharyngeal disorders (SMQ) / 1 MR EEE % (SMQ) [September 2007]
< Gingival disorders (SMQ) /i FIfEE (SMQ)
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< Oropharyngeal allergic conditions (SMQ) / [ JENHEED 7L /LF —IKHE (SMQ)
<> Oropharyngeal infections (SMQ) / A FENHZE DG (SMQ)
<{>  Oropharyngeal conditions (excl neoplasms, infections and allergies) (SMQ) / 1 JZENEBED IR HE (
BAEY R BIOT LA =2 (SMQ)
<> Oropharyngeal neoplasms (SMQ) / O EENHEED AW (SMQ)
*  Osteonecrosis (SMQ) /&5t (SMQ) [March 2010]
*  Osteoporosis/osteopenia (SMQ) /‘H HLFXIE /B I/ME (SMQ) [September 2009]
e Ovarian neoplasms, malignant and unspecified (SMQ) /M35 XL OFEM AR D IR B A4 (SMQ)
[September 2008]
<> Ovarian malignant tumours (SMQ) /M DR B S (SMQ) [March 2011]
<> Ovarian tumours of unspecified malignancy (SMQ) /ZEHIA<BH D IFEAEE: (SMQ) [March
2011]
e Periorbital and eyelid disorders (SMQ) /HR /& J& [ 35 L ORI % E (SMQ) [September 2009]
e Peripheral neuropathy (SMQ) /Kt§tt=2—12,3F— (SMQ) [November 2005]
e Pregnancy and neonatal topics (SMQ) /#LAREHIAIR ORI > (SMQ)  [March 2011]
<> Pregnancy, labour and delivery complications and risk factors (excl abortions and stillbirth)
(SMQ) /4E8%, 73 WA DFIE S fERRIA 1 (WEPE B L UBEREA FRS) (SMQ)
Congenital, familial and genetic disorders (SMQ) /5 KM, FiEtEB L O EE (SMQ)
Lactation related topics (incl neonatal exposure through breast milk) (SMQ) /¥Lit 45 W BEE b
vy 7 ER ORI AN UZREE S ) (SMQ)
>  Functional lactation disorders (SMQ) /#¥%8ERUFLIT 43 PEEE (SMQ)
>  Neonatal exposures via breast milk (SMQ) /BFHELAZ I L7= 8B4 R RER (SMQ)
Foetal disorders (SMQ) /B Rk E (SMQ)
Neonatal disorders (SMQ) /#i2E Rk ZE (SMQ)
Termination of pregnancy and risk of abortion (SMQ) /#F4E Tt L OREDI 27 (SMQ)
Normal pregnancy conditions and outcomes (SMQ) /1E & AR OIRBER L OMRIF (SMQ)
*  Premalignant disorders (SMQ) /fijJ#:RHE (SMQ) [March 2007]
< Blood premalignant disorders (SMQ) /Ifl.iZ DRI IREE (SMQ)
< Gastrointestinal premalignant disorders (SMQ) /B IZDOHIFEINEE (SMQ)
< Premalignant disorders, general conditions and other site specific disorders (SMQ) /4= IR HE
BLOZOMEFETALORTERE (SMQ)
<> Reproductive premalignant disorders (SMQ) /A-FH &+ D RIFHINEE (SMQ)
< Skin premalignant disorders (SMQ) /R & DHijFEIRHE (SMQ)
*  Prostate neoplasms, malignant and unspecified (SMQ) /M35 L OFEMARBA ORISR FT A (SMQ)
[September 2008]
<~ Prostate malignant tumours (SMQ) /& M:Fi1 S JRIEE (SMQ) [March 2011]
< Prostate tumours of unspecified malignancy (SMQ) /Z£/07~BH O SEARIESE: (SMQ) [March
2011]
Proteinuria (SMQ) /& A /K (SMQ) [September 2014]
e Pseudomembranous colitis (SMQ) /1AM K2 (SMQ) [March 2007]
e Psychosis and psychotic disorders (SMQ) /#5195 36 L ONE MR M= (SMQ) [September 2007]
e Pulmonary hypertension (SMQ) /Jiiti & IfiLJ=iE (SMQ) [September 2007]
e Respiratory failure (SMQ) /P A4 (SMQ) [March 2015]
*  Renovascular disorders (SMQ) /& & f&5E (SMQ) [March 2010]
*  Retinal disorders (SMQ) /MR 2 (SMQ) [March 2009]
e Retroperitoneal fibrosis (SMQ) /% G HEE (SMQ) [September 2006]
*  Rhabdomyolysis/myopathy (SMQ) /R&ALfEARIE,IA4 YT — (SMQ) [December 2004]
e Scleral disorders (SMQ) /5#fE &2 (SMQ) [March 2010]
e Severe cutaneous adverse reactions (SMQ) /HJiE 7 JEREIVEH (SMQ) [April 2005]
e Shock (SMQ) /> a7 (SMQ) [September 2006]

> <

S
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< Anaphylactic/anaphylactoid shock conditions (SMQ) /774 7% — /7T F 7 4F7%F v —kE

a7 KHE (SMQ)
< Hypoglycaemic and neurogenic shock conditions (SMQ) /A IILHEM: 35 S O S =0 ZHER (
SMQ)

<> Hypovolaemic shock conditions (SMQ) /L& &5/ a7 IRHE (SMQ)
<{  Shock-associated circulatory or cardiac conditions (excl torsade de pointes) (SMQ) /> a7 4
HOERBH AL OIROREE (MY —F B R7 UML) (SMQ)
<$ Torsade de pointes, shock—associated conditions (SMQ) /FLHP—K R KT~ Tay 7 BE
RAE (SMQ)
<~ Toxic—septic shock conditions (SMQ) /H M — BUMLIEME S 2> 7R EE (SMQ)
e Skin neoplasms, malignant and unspecified (SMQ) /36 L OGEM A~ D B g 4% (SMQ) [March
2009]
< Skin malignant tumours (SMQ) /&M 52 i 85 (SMQ) [March 2011]
< Skin tumours of unspecified malignancy (SMQ) /ZEHIRBH D 2 [& fiE % (SMQ) [March 2011]
»  Systemic lupus erythematosus (SMQ) /£ & M) F~h—F A% (SMQ) [March 2006]
e Taste and smell disorders (SMQ) /¥R 3B L OWR R FEE (SMQ) [March 2006]
e Tendinopathies and ligament disorders (SMQ) /& E B L OEHEE (SMQ) [March 2015]
e Thrombophlebitis (SMQ) /IfiL#&: 5k 78 (SMQ) [September 2007]
e Thyroid dysfunction (SMQ) /F KR RER 2 (SMQ) [March 2009]
< Hyperthyroidism (SMQ) / F R IRFERE TLHEE (SMQ)
<> Hypothyroidism (SMQ) /H K I BEAK TiE (SMQ)
»  Torsade de pointes/QT prolongation (SMQ) /ML —K F K7 b/ QT E (SMQ) [December
2004]
e Tubulointerstitial diseases (SMQ) /JRAME R M3 B (SMQ) [September 2014]
e Tumour lysis syndrome (SMQ) /& AAELEFERE (SMQ) [September 2013]
e Uterine and fallopian tube neoplasms, malignant and unspecified (SMQ) /MBI OGHMRIAO 2,/
JRE B A (SMQ) [September 2008]
< Uterine and fallopian tube malignant tumours (SMQ) /M7= /Bl EE (SMQ) [March
2011]
<> Uterine and fallopian tube tumours of unspecified malignancy (SMQ) /ZEfIRBHO & /B4
fEEE (SMQ) [March2011]
*  Vasculitis (SMQ) /1fL%& % (SMQ) [March 2009]
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